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Monocryl Plus sterile synthetic absorbable surgical suture with atraumatic needles

DESCRIPTION

Monocryl Plus Antibacterial sterile synthetic absorbable surgical suture with atraumatic needles is a sterile, synthetic,
absorbable, monofilament surgical suture manufactured from a copolymer of glycolide and eu:aprolaclone. The
empirical molecular formula of the polymer is {C2H202)m (Cr,Hi002)n. Poliglecaprone 25 copolymer has no antigenic
or pyrogenic properties and elicits only a slight tissue reaction during absorption. Monocryl Plus sterile synthetic
absorbable surgical suture with atraiunatic needles contains Irgacare® MP (triclosan), a broad-spectriun antibacterial
agent, at no more than 2360 pg/m.

Monocryl Plus sterile synthetic absorbable surgical suture with atraumatic needles is available dyed (with D&C Violet
No, 2, color index 60725) and undyed. Monocryl Plus sterile synthetic absorbable surgical suture with atraumatic
needles may have various gauge sizes and lengths and is supplied with stainless steel needles of various types and
sizes. The needles may be attached permanently or as control release (CR) ones, enabling the needles to be pulled off
without cutting the suture off Please see catalogue for detailed description of product range.

Monocryl Plus sterile synthetic absorbable surgical suture with atraumatic needles complies with all the requirements
ofthe standards of European Pharmacopoeia for Sterile Synthetic Absorbable Monofilament Sutures and United States
Pharmacopeia for Absorbable Surgical Sutures (except for a slight oversize in diameter),

CONDITIONS FOR USE

Monocryl Plus sterile synthetic absorbable surgical suture with atraumatic needles is intended for professional use in
medical and healthcare institutions,

TECHNICAL CHARACTERISTICS

Needle color- Silver/Black

Part of Device Material

Monocryl Plus suture copolymer of glycolide and e-caprolactone (Poliglecaprone 25 copolymer)
D&C violet No.2 (Coloiu’ Index Number 60725) -only for dyed sutures
Igracare MP (triclosan)

Suture needles 420 Stainless Steel
4310 Stainless Steel
BTHALLOY
Suture needle coating Silicone,
CERHBRUS,
MULTIPASS
INDICATIONS

Monocryl Plus sterile synthetic absorbable surgical suture with atraumatic needles is indicated for soft tissue
approximation and/or ligation, where an absorbable material is indicated.

APPLICATION
Sutures should be selected and implanted considering the patient’s condition, the surgeon’s experience, the surgical
technique and the wound size.

PERFORMANCE AND ACTION

Monocryl Plus sterile synthetic absorbable surgical suture with atraumatic needles elicits a minimal initial
inflammatory reaction in tissues with gradual encapsulation of the suture by newly formed fibrous connective tissue.
Progressive loss of tensile strength and eventual absorption of Monocryl Plus sterile syntlietic absorbable surgical
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suture with atraumatic needles occurs by means of hydrolysis, where polymer degrades to adipic acid, which is
subsequently absorbed and metabolized in the body. Absoiption begins as a loss of tensile strength followed by a loss
of mass. Below are results of implantation studies of the suture in rats;

DYED SUTURE UNDYED SUTURE

After implantation Approximate % of original After implantation Approximate % of original
strength remaining strength remaining

7 days 60% 7 days 50%

14 days 30% 14 days 20%

Initial tensile strength is essentially lost after 28 days Initial tensile strength is essentially lost after 2 1 days
of implantation. of implantation.

Absorption is essentially complete between 91-119 days.

Using in vitro studies, Monocryl Plus sterile synthetic absorbable surgical suture with atraumatic needles inhibits
colonization of the suture by Staphylococcus aureus. Staphylococcus epidermidis, Escherichia coli, Klebsiella
pneumoniae and Enierohacier cloacae microorganisms, as well as methicillin-resistant S. Aureus and S.
Epidermidis. Clinical significance of these data has not been studied.

CONTRAINDICATIONS

Since MOITOCL71 Plus sterile synthetic absorbable surgical suture with atraumatic needles (dyed and undyed) is
absorbable, it should not be used where prolonged approximation of tissues under stress is required. In particular,
undyed Monocryl Plus sterile synthetic absorbable surgical suture with atraumatic needles is contraindicated for
fascial tissues closure,

Monocryl Plus sterile synthetic absorbable surgical suture with atraumatic needles should not be used in patients
with known allergic reactions to IrgacareJ MP (triclosan).

WARNINGS/PRLCAUTIONS/INTERACTIONS

The safety and effectiveness of Monocryl Plus sterile synthetic absorbable surgical suture with atraumatic needles have
not been established in the following areas: neurosurgery, cardiovascular surgery, microsurgery, and ophthalmic
surgery.

Users should be familiar with surgical procedures and techniques involving absorbable sutures before employing
Monocryl Plus sterile synthetic absorbable surgical suture with atraumatic needles for woiuid clostue, as risk of wound
dehiscence may vary with the site of application and the suture material used. When selecting a suture, surgeons should
consider its interactions with the body (see PERFORMANCE AND ACTION section). This suture is not recommended
for use in elderly, malnourished or debilitated patients, or in conditions which may delay wound healing.

As with any foreign body, prolonged contact of any suture with salt solutions, such as those found in the urinary or
biliary tracts, may result in calculus formation. Monocryl Plus sterile synthetic absorbable siugical suture with
atraumatic needles suture may act transiently as a foreign body.

In case of wound contamination or infection, accepted surgical practice should be followed.

When working with absorbable sutures, the use of supplemental nonabsorbable sutures should be considered by the
surgeon for closure of sites which may undergo expansion, stretching or distension, or that require additional support.

Skin sutures which remain in place longer than 7 days may cause localized irritation and should be cut off and
removed. Subcuticular sutures should be placed as deeply as possible to minimize the erythema and induration, which
are usually associated with the absorption process.
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Under certain conditions, notably orthopedic procedures, immobilization of joints by external support may be
employed at the discretion of the surgeon. Care should be taken in the use of absorbable sutures in tissues with poor
blood supply as suture rejection and delayed absorption may occur.

When handling this or any other sutures, damage to the sutiue should be avoided. Avoid defonnation of suture structiue
with surgical instruments, such as forceps or needle holders.

Adequate knot security requires the standard surgical technique of flat and square ties with additional throws if indicated
by surgical indications and the experience of the surgeon. Additional throws may be particularly appropriate when u.sing
monofilament sutures.

Care sliould betaken to avoid damage when handling surgical needles. The needle should be grasped in an area one-third
{1/3) to one-half(1/2) of the distance from the attachment end to the point.

Grasping close to the point could impair the penetration perfoimance and cause fracture of the needle. Grasping the
needle at the attachment end may cause needle deformation or breakage. Reshaping a needle may cause it to lose
strength, which may result in the needle’s lower resistance to defomiation and breaking, Users should exercise
caution when handling surgical needles to avoid inadvertent needle sticks. Discard used needles in “Shaips”
container.

Do not resterilize/reuse. Reuse of this device (or portions of this device) may create a risk of product degradation,
which may result in device failure and/or cross-contamination, which may lead to infection or transmission of blood-
borne pathogens to patients and users.

ADVERSE REACTIONS

Adverse reactions a.ssociated with the use of synthetic absorbable sutures include wound dehiscence, failure to
provide adequate wound tissue support in closure of the sites where expansion, stretching, or distension occur,
failure to provide adequate tissue support in elderly, malnourished or debilitated patients, as well as in conditions
which may delay wound healing, minimal acute inflammatory tissue reaction, transitory local irritation or transitory
inflammatoiy reaction to a foreign body at the wound site, suture extrusion, delayed absorption in tissues with poor
blood supply, calculi formation in urinary and biliary tracts when prolonged contact with salt solutions such as urine
and bile occurs, as well as allergic reaction to Irgacarc® MP (triclosan). Like any other foreign body, Monocryl Plus
sterile synthetic absorbable surgical suture with atraumatic needles may potentiate an existing infection. Broken
needles and excessive traction when pulling the needle may result in needles or fragments remaining in the wound,
or may require extended or additional surgeries, or lead to residual foreign bodies. Inadvertent needle-sticks with
contaminated surgical needles may result in the transmission of blood-borne pathogens.

STERILITY

Monocryl Plus sterile syntlietic absorbable surgical suture with atraumatic needles is sterilized by ethylene oxide.
Do not resterilize. Do not use if package is opened or damaged. Discard opened, unused sutures.

TRANSPORTATION AND STORAGE
The product is transported by any mode of transportation in covered vehicles with protection against atmospheric
precipitation, in accordance with the regulations in force for the mode of transportation.

While transported, the product should not be subjected to long-term exposure to heat sources, direct sunlight.
Recommended storage conditions: -60°C to -b30°C,
Recommended transportation conditions: at temperature from -60°C to + 50 °C for no more than 288 hours.

EXPIRATION DATE
The expiration date of the product is indicated on the product packaging and is 24 months. Do not use after
expiration date.

WARRANTY
The manufacturer guarantees to the end user absence of defects and conformity to product specifications until the
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expiration date under the conditions of adherence to the storage, transportation and package integrity requirements.

DISPOSAL

After use, sutures are a potential biohazard due to contamination with blood and/or other biological substances.
Disposal should be carried out according to established medical regulations, as well as the current legislation of
the country of disposal.

In the Russian Federation, disposal regulations for B-class waste are applied.

HOW SUPPLIED

Monocryl Plus suture is made in various sizes. Monocry 1Plus sutures are wound into Plastic Trays with paper lid,
Every suture is packed individually into a sterile foil package (primary package), Sutures in individual primary
packages are then placed into a cardboard box (secondary package), which may contain 12 or 36 items. Boxes are

wrapped with film, using tear tape to facilitate opening. Booklets, dispenser boxes and instruction leaflets contain
printed information.

SYMBOLS USED ON LABELING

Catalogue number

sibRiiel £0  Sterilized using ethylene oxide

CE-mark and identification number of notified body. The product meets the essential requirements of
C C Medical Device Directive 93/42/EEC.

(1™ Batch code

Do not reuse

Do not resterilize

Use-by date

Manufacturer

Caution

Number of Units

)K Non-pyrogenic

Do not use if package is damaged

m See Instructions for use
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d ] Date of manufacture

XRegistered Trademark of BASF Group

Mil Johnson & Johnson International. Belgium
Johnson & Johnson International

c/o European Logistics Centre

Leonardo Da Vinciiaan, 15

BE 1831 Diegem

BelgiiuTi

1-877-ETHfCON

t 1-513-337-6928

Authorized representative of manufacturer:
Johnson & Johnson LLC,

121614, Moscow, Krylatskaya St.,

1712

Phone: 8 (495) 580 77 77,

Fax; 8 (495) 580 78 78
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NHCTPYKUNS NO NPUMEHEHUIO

HunTb WoBHaA xupypruyeckasa ctepunbHas CMHTeTU4YecKasa paccacbiBatowiasacsa Monocryl Plus
(MoHokpun Mntc) ¢ aTpaBMaTUYECKUMU UT1aMU
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HuTb WoBHaA xMpypruyeckas cTepunbHaa CMHTeTUYecKas paccacbiBatoLasacsa Monocryl Plus
(MoHokpun nwc) c aTpaBMaTUYeCKUMN Urnamm

OMMCAHWNE

HuTb WoOBHasg Xupypruyeckas CcTepunbHas CUHTeTU4YecKas paccacbiBatowasca Monocryl Plus
(MoHokpun Tlnwoc) aHTMbakTepuanbHas C aTtpaBMaTUYeCKUMW UrfiaMyu  AB/SAETCA CTEPU/IbHBIM
CUHTETUYECKMM paccacbiBalOWMMCa MOHOBO/OKOHHbIM LWIOBHLIM MaTepuanom, WU3roTOB/IEHHbIM U3
conosimepa rAMKOAMAA W e-KarnposakToHa. dMMNupuyeckas MosiekynspHas opmyna noivMmepa —
(C2H202)T (C6H1002)n. Cononumep NOAUrNeKanpoH 25 He UMEET aHTUTEHHbIX U MUPOreHHbIX CBOWCTB
W BbI3blBaeT /WWb HE3HAYMTENbHYIO peakumi TKaHei npu paccacbiBaHMM. HWUTb LWIOBHas
XUpypruyeckas cTepunbHas CMHTeTMYecKas paccacbiBatowascs Monocryl Plus (MoHokpun lntoc) ¢
aTpaBMaTUYecKUMU WrnamMyu CcofepXut He 6onee 2360 MKr/m aHTUbGakTepuanbHOro CpefcTea
LIMPOKOTo crnekTpa geicteus lrgacareJ MP (TpMKNo3saH).

HuTb WoOBHaa Xupypruyeckas CcTepuibHas CUHTeTUYeckas paccacbiBarowasca Monocryl Plus
(MoHokpun Tntc) ¢ arpaBMaTUYeCKUMKM  UrfaMmy  NOCTaBAsSETCH  OKpaleHHOW  ((puoneToBbiM
kpacutenem D&C Ne 2, uBetoBoil mHAaekc 60725) u HeoKpaweHHON. HUTb WOBHAas Xupypruyeckas
CTepuNibHas  CUHTeTMYecKkasa  paccacbiBatowasacd  Monocryl  Plus  (MoHokpun  Tnawc) ¢
aTpaBMaTU4yeCcKUMU UrNamm MOXET UMeTb Pas/IMYyHY TONWMHY W AJIMHY, NOCTaBAseTCAd BMecTe C
Urnamn w3 HepXxaselollel CTann pas3fiMyHbIX TUMNOB W pa3mepoB. Wrnbl mMOryT 6blTb C MOCTOAHHO
3aKPENEHHOM HUTbIO MM C KOHTpOAMpyembiM ocBoboxaeHnem (CR, control release), uto no3sonser
ocBo6OXfaTb Wray OT HWUTW, He oTpes3ad nocnegHiow. [MogpobHoe onucaHWe accopTUMeHTa
NPOAYKLMM NpeAcTaBieHO B Kataiore.

HuTb WOBHaa Xupypruyeckas cTepu/ibHas CUHTeTUYeckas paccacbiBatolwasca Monocryl Plus
(MoHokpun TlnoC) ¢ aTpaBMaTMYecKMMW Wrnamy COOTBETCTBYET BCeM TpeboBaHWAM CTaHAapTOB
EBponeiickoin (hapmakonen A/ CTEPUNbHBIX CUHTETUYECKMX paccacbliBarOLLMXCS MOHOBOJIOKOHHbIX
WOBHbIX MaTtepuanos u Papmakornen CLUA [na paccacbiBalOWMXCA XUPYPrUYECKUX LIOBHbIX
maTepunanoB (Kpome He3HaunTeNbHbIX MPEBbIWEHWI cnelunduKaLui no anameTpy).

YCNosumA MPMMEHEHWA

HuWTb WOBHasA XMpypruyeckas ctepunbHas CMHTeTUYECKas paccacbliBatrowasca Monocryl Plus
(MoHokpun Mntoc) ¢ aTpaBMaTUYeCKUMU UTNamMmun npegHasHaveHa aa1a npoeccmoHanbHOro
NCNO/Ib30BaHUS B MEAULMHCKUX N Ie4e6HO-NPOPUNAKTUYECKUX YUPEXKLEHUAX.

4 TEXHNYECKUME XAPAKTEPNCTUMKN
LiBeT nrnbi- CepebpucTblit/YepHblit

HanmeHoBaHue yactu MaTtepuan
MeaULUMHCKOro nsgenus
Hutb COMonMMep ranMkKonuaa M e-KanponakToHa

(cononumep nonurnekanpoH-25)
D&C violet (puonetosbin) N0.2 (MHAEKC
uBeta 60725) - TONbKO AN1A OKpaLLEHHbIX
HUTel
Nrna HepyxaBetowaa ctanb 420
Hepxasetowaa ctans 4310
ETHALLOY
MoKpbITME UTNbI CWNUKOH,
CEREBRUS,
MULTIPASS
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MOKA3AHINHA

HUTb WOBHAasA XMpypruyeckas cTepunbHas CUHTeTMYeCKas paccacbiBatowascs Monocryl Plus
(MoHoKpwun MACc) ¢ aTpaBMaTUUECKAMI UFNaMuU NpefHa3HayeHa A CONoCcTaBNeHUs MATKUX TKaHel
1 HANOXEHUs NUraTyp B MecTax, rae TpebyeTcs NpUMeHEHIEe paccachiBatoLLerocs maTepuana.

MPMMEHEHWE
CnepfyeT BblOMpaTb U HaKNafblBaThb LWBbI, Y4UTbIBAsS COCTOSIHME NalMeHTa, XUPYPryeckunii onbIT,
MeTO[ XMPYPruyeckKoro BMeLIaTeIbcTBa U pasMep paHbl.

XAPAKTEPNCTUMKUN N lEI,EI7ICTBI/IE
HuTb LWOBHAA XuMpypruyeckas CTepWnbHAs CUHTETWYecKas paccacbiBatoljasics Monocryl Plus

(MoHokpun Tnc) C  aTpaBMaTUYECKMMW  WUFNaMyW  Bbi3blBa€T MWHWMA/IbHYH  NEPBUYHYHO
BOCMA/INTE/NIbHYI0 peakumMio B TKaHAX C MOCTENEHHOW MHKancynsuuel LWOBHOrO Matepuana BHOBb
obpasoBaBLlelica (UOPO3HON COeAMHUTENbBHON TKaHblo. HapacTtawowas noTteps MNPOYHOCTU Ha
pacTsXXeHMe W OKOH4YaTe/NlbHOE pacCacbiBaHWE HWTWU  LIOBHOM  XMPYPrMYecKom CTepUIbHOM
CUHTETMYEeCKON paccacbiBatoweincs Monocryl Plus (MoHokpun Tat0C) NpoucxXoguT NOCpPefcTBOM
rmaponusa, B pesynbTaTe Yero nonvMep pacnajaeTcs O afWUNUHOBOW KWUCNOTbl, KOTopas 3aTem
nornowaeTca W ycBauBaeTCsi oOpraHusMom. PaccacbiBaHME Ha4yMHaeTcsa C noTepyM MNPOYHOCTM Ha
pacTsKeHue, 3a KOTOpOWM cnegyet noTeps Maccbl. OnNbITbl MO MMMAAHTaLMW LIOBHOFO maTtepuana
KpblCaM MoKaszanu cnegytoLiee:

OKPAWEHHAA HATb HEOKPAWEHHAA HUTb

Mocne nmnnaHTayum Mpu6nusnTenbHbli %  TMocne MMNAaHTaLUK Mpn6AN3NTENbHbI
coxpaHstouelics %  coxpaHAwouWeics
nepBoHayanbHOM nepBOHa4anbHOM
MpPOYHOCTH MPOYHOCTH

7 LHen 60% 7 oHel 50%

14 pHel 30% 14 pHeit 20%

MepBoHa4YaNbHaa MPOYHOCTb Ha PpaCTAXEHWe [lepBoHayaNbHasAs MPOYHOCTbL HA pacTsKeHue
CYLW,eCTBEHHO YyTpayumBaeTcs uepe3 28 p[Hel CcyuwlecTBEHHO yTpauuBaeTcs uyepes 21 [eHb
nocfie UMNaaHTaLnm. nocne umnaaHTaumu.

PaccacbiBaHMe (haKTUYeCKM 3aBepluaeTca mexay 91-119 gHamu.

WccnepgoBaHus in vitro nokasanu, YTO HUTb LLIOBHAS XMPYpPruyeckas cTepuibHas CUHTeTUYeCcKas
paccacbiBatowwasca Monocryl Plus (MoHokpun Mntoc) ¢ aTpaBMaTUY4eCKUMU UrnaMmn nogaenset
KOIOHM3aUN HUTU MUKpoopraHmamamm Staphylococcus aureus, Staphylococcus epidermidis,

Escherichia coli, Klebsiella pneumoniae n Enterobacter cloacae , a Takxxe yCTOWYMBbIMU K

meTuumnnmuy S. Aureus u S, Epidermidis. KnnHuuyeckas 3Ha4MMOCTb AaHHbIX pPe3ynbTaTOB He
N3yyeHa.
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MPOTUBOIMOKA3AHNA

IMOCKONbKY HUTH LLOBHAsA XMPYpruyeckas ctepuabHas CUHTETMYEeCKas paccacbiBatowasca Monocryl
Plus (MoHoKpwun Mntoc) ¢ aTpaBMaTUYeCKMMiA urnamMmmn (OKpalleHHasi U HeoKpalleHHas) aBnseTcs
paccacblBaloLLeiics, ee He CTOMT NPUMEHATb TaMm, rae TpebyeTcs ANTeNIbHOE COMOCTaB/EHME TKaHen
nog, Harpy3koi. B 0CO6EHHOCTUN, HEOKPALLEHHYH HUTb LUOBHY XUPYPTUYECKYHO CTEPUSIbHYHO
CUHTeTUYECKYI paccacbliBatowytoca Monocryl Plus (MoHokpun Mntoc) ¢ atpaBMaTUYeCKUMN UT1aMn
MPOTMBOMOKa3aHO NPUMEHSTb 415 YIWMBaHMA (acymanbHbIX TKaHEN.

HWTb LWOBHYIO XNPYPrUYEeCKYH CTEPUSIBHYIO CMHTETUYECKYHO paccacbiBatouytocsd Monocryl Plus
(MoHokpwun Tntoc) ¢ aTpaBMaTUYECKUMU UTNaMun He crieflyeT NPUMEHATb Y NauneHToB ¢
YCTaHOB/IEHHbIMM afieprMyecKUMy peakumamm Ha cpeacteo Irgacare} MP (TpuknosaH).

MPEAYMPEXAEHUA/MEPBINPELOCTOPOXXHOCTWU/B3AMMOLENCTBUE
Be3onacHOCTb 1 3pPeKTUBHOCTb HUTU LLIOBHOW XMPYPrUYeCKOl CTepUIbHON CUHTETUYECKON
paccacbiBatoleiica Monocryl Plus (MoHoKpun ntoc) ¢ aTpaBMaTUHECKUMMW UTraMy He YCTaHOB/EHbI
NpU NPYMEHEHUN B CEAYHOLNX 061aCTAX: HEMPOXMPYPTUKN, CEPAEYHO-COCYANCTON XNMPYPrum,
MUKPOXUPYPTUN U TNA3HON XUPYPTUn.

Monb3oBaTenn [A0SXKHbI 03HAKOMUTHLCA C XUPYPrUYECKUMU mnpouesypaMyu n meTogamm paboTtbl C
paccacbiBalOLMMUCS  LIOBHbIMW  MaTepuanamu, npexne YeM MWCMOoNb30BaTb HUTH  LUOBHYIO
XNPYPruyeckyro CTepusibHYI0 CUHTETMYECKYHO paccacbiBatowytocs Monocryl Plus (MoHokpun Mntoc)
C aTpaBMaTUYeCKUMWN Urnamu Ana ywmnsaHus paH, NOCKOMbKY PUCK PacX0oXAeHUs KpaeB paHbl 3aBUCUT
OT MecTa NPUMEHEHUA ¥ TUMNa UCMOMb3YeMOro WOBHOI0 Matepuana. MNpu BbiGope WOBHOIO MaTepmana
XUPYPru AOMXKHbI YYUTbIBaTb €r0 B3aMOAeincTBme ¢ opraHnamom (cm. pasgen «XAPAKTEPUCTUKW
N OEVCTBWE»). MpuMeHeHWe JaHHOM LWOBHOM HUTK He PeKOMEHAYETCA Y MOXMbIX, MCTOLEHHbIX
ocnabneHHbIX NauneHTOB UM Npy 3a60/1eBaHUAX, 3aMeNA0LWNX 3aXKMBIEHNE PaHbI.

Kak 1 B cnyyae ¢ Apyrumy UHOPOAHbLIMY TeNaMmn, ANNTeNbHbIA KOHTAKT NH06Oro LWOBHOrO MaTepuata ¢
CO/MEBbIMM PacTBOpPaMM, Hamnpumep, B MOUYEBbIBOASALLMX WM KENUYHbIX MYyTAX, MOXET MPUBECTU K
06pa3oBaHN0  KOHKPEMEHTOB. HWTb  LIOBHAas  XMpypruyeckas CTepu/ibHas  CMHTeTMYecKas
paccacbliBatowasics Monocryl Plus (MoHokpun Mntoc) ¢ aTpaBMaTUYecKUMI UTNaMy MOXET BPEMEHHO
BbICTyNaTb B Ka4eCTBE MHOPOAHOTO Tefa.

B cnyvae 3arpssHeHWs WM WHQOULMPOBAHWUS paHbl CRefyeT NpUAEpPXUBaTbCA O6LLENPUHATON B
XNPYPrUYecKoil NPaKTUKE CXEMbl NEUEHNS.

Mpu paboTe C paccacbiBalLWMMCA LIOBHbIM MaTepuanoM XUpypr AO/HKEH YUMTbiBaTb BO3MOXHOCTb
NMPUMEHEHUS [OMOMNHUTENILHOTO HepaccacbiBalOLLerocs LWOBHOrO Matepuana Ans 3akpbiTUs paH B
061acTAX, KOTopble MOTYT MOABEPrHYTHCA PACTSKEHWNIO, HATSXKEHNIO UK PaCLUMPEHUIO UK KOTOPbIM
HY>XHa AOMNONHUTEeNbHAA NOAAEPXKKa.

LLIOBHbI MaTepuan, OCTalOWNIACA Ha KoXe 60/ee 7 HE, MOXET BbI3BaTb /I0Ka/IbHOE pasfpaXkeHune un
[OMXeH 6bITb 0Tpe3aH W yaaneH. MNMoAKOXHbIE WBbI JOMKHbI 6bITb HANIOXEHbI KaK MOXHO TNy6Xe Ans
YMEHbLLIEHNS 3pPUTEPMbI U MHAYPALUN, KOTOPbIE 06bIYHO CBSA3aHbI C MPOLLECCOM paccachbiBaHUs.

Mpy onpeAeneHHbIX YCN0BUAX, OCOGEHHO NMpPW OPTOMEAMYECKUX OMepaLnsx, XMpypr MOXeT, Ha CBOe
YCMOTpPEHME, WCMOMb30BaThb BHELIHIO MOAAEPXKKY ANS MMMOGUIM3aLuMM cycTaBoB. B TKaHsX ¢
HeAO0CTaTOYHbIM KPOBOCHAGXEHMEM CNeayeT UCMO/b30BaTh PaccacblBatoLMeCs LWOBHbIE MaTepuasnbl ¢
OCTOPOXXHOCTbH B CBSI3W C BO3MOXHbIM OTTOPXEHMeM LOBHOr0 maTepuana U ero 3amefneHHbIM
paccacblBaHUEM.

Mpu o6paweHny ¢ 3TUM WAKM C NO6GbIM APYTUM LWOBHLIM MaTepuanom crefgyeT u3beratb ero
noBpexaeHns. M3b6eraiite gedopmaumn CTPYKTYpPbl HUTU XUPYPrUYECKUMU UHCTPYMEHTaMU, TaKuMU
KaK 32KUMbl U UTNIOAEPXKATeNN.

Ona obecneyeHWs Ha[eXHOCTW Y3/10B HEOOXOLMMO WCMO/b30BaHWE OOBLLENPUHATON XUPYPrUYecKoii
TEXHUKMN NNOCKNX U NPSAMOYTO/bHbIX Y3/10B C LOMOMHUTENbHBIMW HAKNAAMW, UCXOASA U3 XMPYPTUYECKNX
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nokasaHuii 1 onbiTa Xxupypra. [OMNONHMTE/bHblE HaKUAbl MOTYT 6blTb OCOB6EHHO YMECTHbI MpK
Ha/I0XEHUM MOHOBO/IOKOHHbIX LLIOBHbLIX MaTEPWaoB.

CnefyeT NposiBATbL OCTOPOXHOCTb BO M30eXaHWe NOBPEeXAeHWA npu obpaLleHnn ¢ XUpYpruyecKnmm
urnamm. PuKcMposaTb WINY B WrNofepxaTtene cnefyeT B TOYKe B npepenax ofHoin Tpetm (1/3) po
MoNOBUHbI (1/2) paccTofHMA OT MecTa KpernaeHus 4o OCTPUSA UTJbl.

Ecnu nrna 3axeauyeHa G/M3KO K OCTPUIO, 3TO MOXET 3aTPYAHWUTb MPOKOA U BbI3BaTb MEPESIOM WUIbl.
Ecnu unrna 3axBayeHa 6/M3KO K MeCTY (IMKCALMU HUTKU C UFNIOM, 3TO MOXET NPMBECTU K Aethopmalimmn
WA Nepenomy urnbl. 3MeHeHWe (OPMbl UMbl MOXET MPUBECTM K MOTepe MPOYHOCTMW, B pe3y/bTaTe
yero urna GyfleT MeHee YCTOMUYMBA K AedopmMaLum 1 nepenomam. Monb3oBaTeny A0MXKHbI OCTOPOXKHO
06palaThCs ¢ XMPYPruvecknMm nrnamu Bo nsbexaHme ciyyainHbiX paHeHWUiA. VIcnonb3oBaHHbIE UMbl
cnefyeT BbiGpacbiBaTb B KOHTEHEP C MapKMPOBKOI «OCTpble NMpPeaMeTbl».

He cTepunu3oBaTb U He MCMOMb30BaThb MOBTOPHO. MOBTOPHOE WCMO/b30BaHWE M3Aenus (Mnn ero
yacTeil) MOXeT co3[aTb PUCK Pa3pyLLEHNs U34eNUs, YTO CNOCOGHO MPUBECTU K HEMPaBUIbHOW paboTe
N30eNUs 1 TMePeKPecTHOMY 3apaXKeHUIO, UYTO B CBOK OYepefb MOXET MPMBECTU K WMH(EKLUUM UK
nepegave 601e3HETBOPHbLIX OPraHN3MOB Yepe3 KPoBb NaLlyeHTam 1 Bpayam.

HEB/TATOMNMPUNATHbBIE PEAKL NI

HebnaronpusaTHble peakunn, BO3MOXHbIE MPU NPUMEHEHUN CUHTETUYECKOIO paccachiBaroLLerocs
LUOBHOIO MaTepuana, BKNKYaOT pacxoXaeHne paHbl, HeLOCTAaTOYHYIO NOALEPXKKY TKaHei B obnacTu
paHbl, eCN LWBbI HANOXEHbI B MECTE, IAe BO3MOXHO pacluimpeHune, yaauHeHUe Uan pacTsxeHme
TKaHel, HeJOCTaTOYHYIO MOALEPXKKY TKaHel Yy NOXWUbIX, UCTOLWEHHbIX AN 0CNabNeHHbIX
MaLneHToB, a TakXKe Npu 3ab60neBaHMAX, CNOCOOHbLIX 3aMeAINTbL 3aXKMBNEHWE paH, MUHUMAaNbHYO
OCTPY0 BOCMANUTENbHYH peakuuto TKaHeid, BpEMEHHOE MECTHOE pa3apaXKeHNe U BPEMEHHYHO
BOCNA/INTENbHYHO peakLMio Ha MHOPOAHOE Teo B 061aCTK paHbl, CMELLeHNe LWBa, 3aMeANeHHOe
paccacbiBaHue B TKaHU C NJIOXUM KPOBOCHAGXeHMEM, (hOPMUPOBaHNE KaMHEN B MOYe- U
YeNuyeBbIBOAALMX NYTAX B pe3y/nbrare AAUTEeIbHOr0 KOHTaKTa C CONeBbIMY pacTBOpPaMu, TaKUMU Kak
MOoYa 1 XKeNub, U annepruyeckyto peakumo Ha cpeactso Irgacare MP (Tpukno3saH). Kak u nto6oe
APYroe NHOPOAHOEe TeNo, HUTb LLIOBHAs XMPYpruyeckas CTepUbHaA CUHTeTUYECKas
paccacbiBatowwasacs Monocryl Plus (MoHokpun Matoc) ¢ atpaBMaTU4eCKUMmM UTrnaMmn MoxeT
060CTPATH YXKe CYLLECTBYHOLLYI UH(EeKUMIO. Mepeniom Urabl U Ype3MepHOoe yCuane npu ee
BbITAFMBAHUN MOTYT NPUBECTUN K TOMY, YTO Urna UAK ee parMeHTbl MOTYT OCTaTbCA B paHe, a TakXxe
CTaTb NPUYMHON 60nee LANTENbHON AN ONOMHUTENbHOW Onepaunn n NOSBNIEHNA 0CTaTOUYHbIX
WHOPOAHbIX Ten. CnyyaiHblli YKON 3arpsA3HeHHOM XUPYPruvyecKo Urnoii MoxeT NPMBECTM K Nepegaye
60Ne3HETBOPHbIX OPraHM3MOB Yepe3 KPOBb.

CTEPUNBbHOCTDb

HWTb LWOBHAs XMpypruyeckas cTepuibHas CUHTETUYeCcKas paccacbiBatowascs Monocryl Plus
(MoHokpun TMntoc) ¢ aTpaBMaTUYECKUMM UTNaMU CTEPUIM30BaHa STUNEHOKCMAOM. He cTepunn3oBaTh
MOBTOPHO. He MCnonb30BaTh, eCIM YNaKoBKa BCKPbITA UM NOBPeXeHa. PacnakoBaHHbIi
HEMCMO/b30BaHHbIN LLIOBHbLI MaTepuan NoANeXUT YTUANU3ALUN.

TPAHCIIOPTNPOBKA 1 XPAHEHWE

3genve TpaHCNOPTUPYHOT BCEMM BMAAMW TPAHCNOPTaA B KPbITbIX TPAHCMOPTHbLIX CPeACTBaX C 3aliUTOoM
0T aTMOC(ePHbIX 0CaJKOB, B COOTBETCTBUW C NpaBuiamn, LeNCTBYOLWUMY 418 LAHHOTO BMAa
TPaHCNOPTUPOBKU.

Bo BpeMs TpaHCMOPTUPOBKMN MU3LeNne He AO/MKHO NoABepraTbCs 4MTeIbHOMY BO3LEACTBUIO MCTOYHUKOB
Tenna, NPAMbIX COMHEYHbIX NyYeil.

PekoMeHAyeMble yCNOBUA XpaHeHus: oT -60 go +30 °C.

PekoMeHAyeMble YCOBUS TPAHCNOPTUPOBKU: Npu TemnepaType oT -60 o +50 °C He 6onee 288 u.
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CPOK I'OJHOCTH
Cpox roaHOCTH M3JE/HS YKa3aH Ha YNIAKOBKE W COCTaBIAET 24 Mecaua. He uenones3opats nocne
HCTEYEHHA CPOKa FORAHOCTH.

FAPAHTHUA

[Tpon3BoAHTENb rapaHTHPYET KOHEUHOMY NOTPEOHTEMO OTCYTCTBHE Ae(EKTOB U COOTBETCTBHE
XapaKTepUCTHK NPOAYKTA Ha NMPOTAKEHUH BCETO CPOKa FOJHOCTH MPH YCIOBUH coOMOReRns
Tpe6GoBaHui YCIOBAK XpaHEHUS, TPRHCIOPTHPOBKH U LIEIOCTHOCTH YTIAKOBKH.

YTHIIN3ATIHA

TMocne ucnonb30BaHKA HUTH MPEACTABAIOT NOTCHIMANBHYIO OHONOIMYECKYIO ONACHOCTD M3-3a
3arpA3HCHAA KPOBBIO U APYrAMH CHOJIOTHYECKHMH MaTepHallaMH.

YTUAH3aUUIO HEOOXOAHMO OCYUIECTBIATE B COOTBETCTBUM ¢ NIPHHATHIMH B METHIMHCKON NpakTHKE
HOpMaMH, a TaiOKe B COOTBETCTBHH € 3aKOHOAATEIHCTBOM YTHITH3HPYIOMIEH CTpaHBbI.

Ha teppuropun PQ npuMeHAIOTCA NpaBHIIa YTHIH3ALMH, OTHOCANIHECH K OTXoAaM Kiacca b.

KOMILIEKT NIOCTABKH

Huts wosras Monocryl Plus (Monokpua I1moc) BerycKaeTcd pasiMyHEIX pasMepoB. HHTh woBRas
Monocryl Plus (Monoxpun [1nioc) HaMaThiBaeTca B NIACTHKOBBIE JIOTKH ¢ GyMaxHbBIMH GyKieTaMu.
Kaxjaas HUTB ynakoBHIBAcTCA B HHIRBHAYAIBHYIO CTEPHIIBHYIO YITAKOBKY H3 (OB (epBHUYHAad
ynakopka). HUTH B HHANBUAYANbHLIX IEPBHYHEIX YIAKOBKAX OMEWIAIOTCA B KAPTOHHYIO KOpoOKy
(Bropuunas ynakoBka) o 12 u 36 wr. KopoGku 0GopaunBaloT NIeHKO# ¥ B mpotiecce MOMEINAloT
OTPLIBHYIO NEHTY AN obneraenus BeKprTHA. Ha Oyxierax, kopobkax-aucneHcepax ¥ BKIaJbIIax ¢
HHCTpyKUHel HaHeceHa neyaTHas uHopMaus.

CHMBOJ1B], HCNIOJIb3YEMBIE ITPH MAPKHPOBKE

Homep no karanory

‘ [stenie]E0  CTepHIM3OBAHO ATHNEHOKCHAOM

3Hak ceprudHranid «CE» M HAeHTRHKAUNOHHLIA HOMEP YBEAOMIJIEHHOTO OpraHa.
c € —_— JaHHoe U3fieNiie OTBEHACT OCHOBHBIM TPeGOBAHMAM MMPEKTABH! O MEAHUAHCKOM
obopynosannu 93/42/E3C.

on  Kox napran
He ucnons3oBars nosTOpHO

@ He cTepunu3oBats NOBTOPHO

8 Hcnonk3oBate o — nata

u IponssopuTens

/!\ Bunmanue
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{ » KonunyecTso LWITYK

X ANUporeHHo
@ He ncnonb3osatb, ecnv ynakoska nospexjeHa

A TemnepaTypHbIli Auana3oH

i CM. MHCTPYKLMIO NO NPUMEHEHWIO

JaTta n3rotossieHns

43aperncTpMpoBaHHbIn TOBapHbIA 3HaK rpynnsl BASF

«JI>KOHCOH & [)KOHCOH VHTepHelwHA», benbrua
Johnson & Johnson International
c/o European Logistics Centre
Leonardo Da Vincilaan 15,
BE-1831 Diegem
Belgium (benbrus)
1-877-ETHICON
+1-513-337-6928

YNONHOMOYEHHbI NpeAcTaBUTeNb NPON3BOANTENS;
00O «[XXOHCOH & [>KOHCOH»,

121614, Mocksa, yn. Kpblnarckas,

aom 17/2

Ten.: 8 (495) 580 77 77,

(hakc: 8 (495) 580 78 78
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lNepeBof AaHHOIO TeKCTa BbIMOJIHEH MepeBofYMKOM MaxTyHOBbIM Anekceem Bnagnmunposnyem

MnoAnmch

Poccuiickas ®egepaumns
Nopoa MockBa
[eBATOro HOAGPA ABe ThiCAYN ABajLaTb BTOPOro roja

A, KOpakoBa [uaHa LLIeBKeTOBHa, BPEMEHHO MCMONHAIOWAA 0653aHHOCTM HOTapuyca ropoga MocKBbl
Kopcnk Mapun AnekcaHApOBHbI, CBUAETENbCTBYHO MOA/IMHHOCTL MOAMUCKU nepeBofunka [laxTyHosa
Anekcesa Bnagumuposuya.

Mognwvce caenaHa B MOeM NPUCYTCTBUN.

JInyHoCTb NOAMNMCcaBLLero JOKYMEHT YCTaHOB/IEHA.

An -
3apernctpuposaHo B peectpe: Ne 77/2139-H/77-2022-
YnnayeHo 3a coBepLUeHne HoTapuanbHoro felicteus: 400 pyo.
MoAMNMUCh MepboBas nevaTb lep6oBas nevaTb
HoTapuyca r. MocKBbl HoTapuyca r. MocKBbl
Kopcuk M.A, Kopcuk M.A.

4. L. FOpakosa
Bcero npoLuHypoBaHo, NpoOHYMepoBaHO
1 CKpenneHo nevatbio 13 nnct(-a,-0B).
BPWNO HoTapuyca
Poccuiickaa degepaumns

Nopog MockBa
[eBATOro HoA6PSA ABe ThicAYM ABafLaTb BTOPOro roja

A, KOpakoBa [vaHa LLleBKe'lW6H™, BpeMeHHO UCNOHAWWaA 0683aHHOCTU M Tapn”cN'ropo”a
Kopcrk Mapun AnekcaHapoBHbI,/CBUAETENLCTBYH BEPHOCTb Konuu ¢ npeljcrag71pTI/Horo MHeaoKy”

3aperncTpupoBaHo B pee< Yo 77/2139-H/77-2022- *

YnnayeHa pvanbHoro geictens: 840

. L. KOpakosa

Bcero npoLuHypoBaHo, NpPoHy
W CKPenJieHo neyarbio 13 fmc.

BPWO HoTapuyca:
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