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With this letter we

B. Braun Surgical. S.A.
Carretera de Terrassa
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Spain

as the responsible manuftcturer of medical device:
Surgical suture sterile synthetic non-absorbable monofilament Optilene®

(hereinafter referred to as "medical device")

herewith declare that we provide the following Instructions for use (IFU) In English language (as separate
document) In order to update the documents of the Registration Dossier Ne P[-12529/45243 issued
04.08.2016 without changing the properties and characteristics, functional purpose and principle of
operation of the medical device and for submission of the above document to the Federal Service for
Surveillance in Healthcare (Roszdravnadzor).
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Instructions for use of the medical device
Surgical suture sterile synthetic non-absorbable monofilament Optilene®

Versions*:

1. Surgical synthetic non-absorbable monofilament thread Optilene® with atraumatic needle

2. Surgical synthetic non-absorbable monofilament thread Optilene® with atraumatic
needle (2 pc.) and soft PTFE pledget

3. Surgical synthetic non-absorbable monofilament thread Optilene® with atraumatic
needle (2 pc.)

* . please see the full description of the product in the Registration Certificate and on the product
label

Description of the device

Optilene® is a sterile, non-absorbable, monofilament surgical suture material produced from
polypropylene and polyethylene (hereinafter referred to as “Optilene® sutures™). Optilene® sutures
are dyed blue with copper phthalocyanine (Phthalocyaninato(2-)copper) for better visibility.
Optilene® meets all requirements of the European Pharm. and the United States Pharm. for sterile,
non-absorbable sutures, Optilene® sutures are available from size USP 2 (5 metric) to size USP
10/0 (0,2 metric), cut to different lengths and attached to various types and sizes of stainless steel
needles.

Special presentations containing Optilene® include:

- Optilene® with Premipatch® PTFE pledgets made from 100% polytetrafluoroethylene
(PTFE)

- Optilene® size USP 5/0 (1 metric) to USP 8/0 (0,4 metric) sutures for cardiovascular
indications with almost square bodied CV2 Pass (square with rounded corners) needles
with a thicker layer of silicone coating.

Indications for use

Optilene® is indicated for soft tissue approximation and/or ligation in general surgery, when
surgical practice requires the use of a non-absorbable suture material. Optilene® sutures are also
for use in cardiovascular surgery and neurosurgical procedures, where the low thrombogenic
properties of polypropylene (thread material) have a positive influence on wound healing. Other
indications for Optilene® include skin closure, microsurgery and ophthalmology.

The Premipatch® PTFE pledgets are intended for the use as pads between the suture and the tissue
surface in order to distribute the load of the suture over a bigger tissue area.

CV Pass, CV2 Pass needles are indicated for cardiovascular surgery.
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Contraindications

The implantation of this suture is contraindicated in patients with known sensitivities or allergies
towards its components (polypropylene, polyethylene, copper phthalocyanine).

Usage of cutting needles is contraindicated for suturing parenchymal organs or other friable tissues
where a cutting needle is not indicated.

Mode of application

Sutures should be selected depending on the tissue to be sutured, the specific duration of wound
support needed, the size ofthe wound, the patient’s condition and the specific suturing technique.
Open the non-sterile outer packaging, remove the sterile inner packaging, take the needle with the
needle holder and remove the thread by moving to the right.

Upon the employment of Optilene®, the suture elicits a mild acute inflammatory reaction in the
tissue followed by an encapsulation of the suture by fibrous connective tissue. Optilene® sutures
are not absorbed by the human body and are not known to lose a significant amount of its tensile
strength after implantation.

Warnings

Optilene® and all its special presentations must not be resterilized. Open unused or damaged packs
shall be discarded.

Do not reuse: Infection hazard for patients and/or users and impairment of product functionality
due to reuse. Risk of injury, illness or death due to contamination and/or impaired functionality of
the product.

If the needle detaches and falls into the patient and cannot be recovered, exist risk of embolism,
foreign body reaction, encapsulation and potential need of additional test. Therefore, the risk is
considered critical for the patient.

Precautions

- Optilene® shall be applied by trained staff and surgeons, who must be familiar with the
surgical technique and the medical device characteristics in hospital. Users should exercise
caution when handling surgical needles to avoid inadvertent needle stick injury.

- Contaminated or infected wounds should be treated following the appropriate surgical
practice.

- Optilene® should be used applying the standard surgical suturing and knotting (flat and
square ties) techniques, taking into account the surgeon’s experience with the surgical
procedure. Care should be taken that the knots are positioned properly and adequate knot
security is given. Additional throws may be appropriate if required by the surgical
circumstances.

- When working with Optilene® suture material, great care should be taken to avoid any
crushing or crimping damage of the monofilament by instruments such as forceps or needle
holders.

Page 2 of 5

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



- Care should be taken to avoid damaging the needle when using the suture material. Always
grasp the needle in a section 1/3 to 1/2 of the distance from the fibre attachment end to the
needle point, never at the end where the fibre is attached or the needle point. Grasping in the
point area could impair the penetration performance and cause fracture of the needle.
Grasping at the but or attachment end could cause bending or breakage.

- Reshaping needles should be avoided and may result in a loss oftheir strength and resistance
towards bending and breaking.

- Discard used needles in “Sharps” containers.

Side Effects

As for every other suture material, prolonged contact with salt solutions such as urine and bile can
lead to lithiasis. The following side effects may be associated with the use of this product:
transitory local irritation, transient inflammatory foreign body reaction, enhanced bacterial
infectivity, wound dehiscence, granulation, stitch sinus, pain, palpable and/or irritating knot,
haemorrhage, impaired cosmetic result, burst abdomen, incisional hernia.

Sterilization

The suture material Optilene® is sterilized in secondary (consumer, group) packaging with
ethylene oxide. Sterile products are guaranteed until the expiration date of products in unopened
and undamaged packaging, subject to storage conditions.

Symbols to be used on the label
Symbol Transcript
Do not reuse

Use by
Lor Batch number
[RER Article number
K CAUTION (See instructions for use)
Method of sterilisation: Ethylene oxide
Do not Do not restirelize
restirelize

CE 0123 CE-mark and identification number of notified body. Product conforms
to the essential requirements of the Medical Device Directive 93/42/EEC.
Mark of conformity with the declaration of conformity (if necessary)

Storage conditions
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To maintain the sterility and expiry date the suture material Optilene® should be stored and
transported at the temperature of-30 °C to + 40 °C, relative humidity not exceeding 80%..

Operating conditions
During operation, the product should withstand the effects of temperature +10 - +42 ° C and
humidity up to 100%.

Packaging, scope of supply

Medical device in primary individual packaging (sterile, type BLT, RCP, .RCP) in
quantity 12 /24 /36 pcs. and instructions for use (1 pc.) are placed in a secondary (consumer)
packaging. The secondary packaging is covered from the outside with a hermetically sealed
protective polypropylene film.

Symbols of surgical suture material synthetic non-absorbable sterile Optilene ®

Thread diameter:

2 (5); 1(4); 0(3,5); 2/0 (3); 3/0 (2); 4/0 (1,5); 5/0 (1); 6/0 (0,7); 7/0 (0,5); 8/0 (0,4); 9/0 (0,3); 10/0
(0,2) - USP (EP metric (m)).

Thread length: 5CM; 12CM; 13CM; 15CM; 23CM; 30CM; 45CM; 60CM; 75CM; 90CM,;
IOOCM; 120CM; 150CM; 200CM; 240CM, cm.

Needle angle of curvature: H - 1/2 circle; D - 3/8 circle; F - 5/8 circle; G - straight; P - progressive
curved.

Body type of needle: R - taper L - lancet; S - cutting, including reverse cutting.

Point type of needle: C - short- cutting; m - microneedle; mV(MV) - micro-vascular; MP -
precision point; the symbol for taper and lancet point type of the needle is absent. In this case, the
point type ofthe body depends on the type of needle: taper and lancet respectively.

Needle length (mm)*: 4; 5; 6; 7; 8; 9; 10; 11; 12; 13; 15; 16; 17;18; 19; 20; 21; 22; 24, 26; 30; 32;
35; 36; 37; 39; 40; 43; 45; 48; 51; 60; 65; 90. * Approximate rounding to integers, the updated
value ofthe needle length is indicated by a numeric symbol.

Type and size of pledget: PS3 - soft pledget, 3x3 mm; PS6 - soft pledget, 6x3 mm; PF6 - firm
pledget, 6x3 mm.

Additional information: 2X - 2 needles; S - heavy needle; SS - extra heavy needle; F - thin bodied
needle; FF - extrathin bodied needle; B - anti-reflective surface; CV - cardio vascular; LOP/LOOP
-loop (both ends ofthread attached to a needle); IOOMIC; 140MIC; 150MI; 150MIC; 200; 200Ml;
200MIC - microneedles diameter, pm

Number of pieces per pack: (First letter in the article): G - 12 pcs in packaging; B - 24 pcs in
packaging; C -36 pcs in packaging.

Packaging: RCP - RacePack with substrate from polyethylene; .RCP - RacePack with substrate

from cardboard; BLT - Blister. <7771Z0

V
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2 Optilene is intended for a broad population, adult or paediatric patient regardless of gender and
who do not meet contraindications.
The medical device does not contain a medicinal product for medical use, material of animal and
(or) human origin.
The shelf life of the suture material Optilene® is 5 years in an undamaged package.
The suture material Optilenc® should be transported at the temperature of -30 °C to + 40 °C,
relative humidity not exceeding 80% by any closed mode of transport in accordance with the
requirements and regulations of the transportation of goods, the action-sponding to the appropriate
mode of transport.
Open unused medical device or unused medical device un damaged packaging can not be used,
they should be disposed of out in accordance with the requirements of SanPiN 2.1.3684-21 as
class A waste and/or other applicable legal acts of the Russian Federation.
Disposal of the medical device after use is carried out in accordance with the requirements of
SanPiN 2.1.3684-21 as class B waste and/or other applicable legal acts of the Russian Federation.
The company B. Braun Surgical, SA guarantees that the device meets the requirements of this
extract from the technical documentation, subject to conditions, transporting and storage and is not
responsible for the use of the product for other purposes.
The manufacturer's warranty applies to the product until the expiration date indicated on the
package, and applies to unopened, undamaged, and properly stored products. Shelf life under
storage conditions-5 years.
Claims for liability resulting from improper handling or use of medical devices will be rejected.

Manufacturer
B.Braun Surgical, S.A., Carretera de Terrassa, 121, 08191 Rubi (Barcelona), Spain

Information about the authorized representative of the manufacturer in Russia: LLC "B.
Braun Medical®, 191040, St. Petersburg, ul. Pushkinskaya, 10, Tel.: 8 (812) 320-40-04

Date of Information: 04/2021
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The Instructions for use for the medical device
« Surgical suture sterile synthetic non-absorbable monofilament Optilene®»
is certified by the manufacturer

B. Braun Surgical, S.A.

A'Silvia Orus
Global Regulatory Affairs Manager

CoE OR Supply
B. Braun Surgical, S.A.

Martina Laporte
Quality & Regulatory Affairs Director

CoE, OR Supply
B. Braun Surgical, S.A.
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I, CARLOS MATEO MARTINEZ BARTOLOME, Civil Law Notary in the
City of Barcelona, Spain, certify that the signatures
written on the first page and on the reverse side are the
true signatures of Mrs. SILVIA SALUD ORUS PUIGVERT,
holder of a valid Spanish D.N.I number 33.906.328-G and
Mrs. MARTINA LAPORTE BREYSSE, holder of a valid Spanish
D.N.1 number 46.239.118-X for i1ts coincidence with the ones
they usually use and known by me. This document, written in
English that 1 the Notary understand, consists of FIVE
sheets of plain paper sealed and initialed by me, with the
security seals number the present and the previous
numbering in secuence. |1 also note that my statement does
not apply to the content of the document and that this does
not produce public effect to the document. Issued this,
Barcelona, 29th November 2021. ---————————————————————————

It stays written down and filed In my register with the number:
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Tlepeso0 ¢ anzauiicko20 u UCNANCKO20 AILIKOB HA PYCCKUL AIVIK

B/BRAUN

SHARING EXPERTISE

8. Braun Surgical, S.A.
Caraters de Tervasa, 121
Mourodesit aapec: Apartado 6
08191 Rubd (Darcelona)
Henzvmn

Ten.: 93 586 62 00°

Paxc: 93 508 10 96

voww Dbrain.es
BHUMAHUIO

SEAEPANLHON CAYIKEHI NO HAA3OPY B COEPE
3APABOOXPAHENMA (POCIAPABHAAZOP)
OTACN PErRCTRALIN MEAMUMHCKIX

w3neAui

NICLMO-YBROMNENHIE INCNAYSTIUNOHNESR AOKYMENTARMN

Mbi, KOMNAHKA
5. Gpayw Cypamuxan C.A. {B. Braun Surgical S.A.)
Kapperepa ae Teppacca

121, 08191 PySu (Bapceaona)
Uenanmun

8 K3YeCTBe OTBETCTBRHHOTO/OQHLUWAALHOO NPOMSBOANTENA MEAMLUMHCKOTO HAABANA:

MaTepun WosHENl XMpYPrwveckuil cuTeTiieckinil monoPuramentail nepaccacnisaiowmitcn crepuabusii
«Omiaen» (Optilane®)

(RaNEE «MEANUMHCKOE HIAENUSH)

HACTORILM YBSAOMNREM BAC O NPEADCTABAEHWU Chegyiowell HHCTPYRIWH NO Apumexermio (M) va anraniicnom Aavine
{® sAe OTARALHOTO AOKYMEHTA) An8 OBHOBACHMA AOKYMENTOR PArMCTPALHOHNOTO A0che No PA1-12529/45243 oy
04.08.2016 Ha MEAMUMHCROE UIALAWUE B USAX YIYMUIEHUA GYHKIMOHIILHDIX BO3MOKHOCTEH M XBPAKTEPHCTHK, He
33TParuBan HYHKUMOHANLHOE HA3HANRHWE, NPEAHAZHAYEHHOE HENOALIOBANKHE, NOKAZIHWE K TPHMEHEHWIO W NPHUHLPM
ALACTBHA FPYNNBE MEARLIMHCKOTO H3ALAKA, U NOASYM BLILEYNOMAHYTOrO AOKYMEHTa B8 Deaepansviyio caymby no
Hag0opy B chepe 3APasooKpanenna (PocaapasHaniop) Poccuiicxodl Gegepaumm,

HacToRwee 3aABAEHHE NOATBEPIKAIETCA YIBEDIKAGHHEM 3TOTO AOKYMEHTS U NOANKCHIO, B PyGn 23 woabpna 2021 r.

OT UMeHM » o BIBRAUN

OPYMEHWIO p— -
Brean Swrgical, S.A)
Kapperepa ae Teppocca, 121
/Noanucaro/ :::::sés":ur /Nognucano/
Cunbann Opyc (Siivia Oras)
MeHeaRep HOPMATHBHO-NPABOBOTO
paryypOBAHMA Maprusa flanopre (Marting Laporte)
LeHTp passuTH No ocHAWEHKIO ANpExTop HOPMBTHBHO-NPABOBOND
ONEPAYHOHHBIX PEFYAMPOBIHUA ¥ KOHTPONA KIUECTEA
B.Bpayn Cyppmunan, CA. (B. Braun Surgical, LieHTP pa3sHTHA NO OCHAWEHIHIO ONEPAUMOHHBIX

S.A) 6.bpays Cypapansan, CA. (B. Braun Surgical, S.A.)
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LIEHTPANbHAR [ANATA * BEAPTONOME * BAPCENOHA *
KOANErMM HOTAPUYCOB EBPONDbI] * AOBEPUE NPEXAE BCENo/
ROBEPUE NPEXIOE BCENO!
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HHcTpyknus no npuMeHEHHI0 MEHIHHCKOr0 H3ASJIHS
Marepuan mwoBHbIH XHpYprudeckuii cHHTeTHYecKHH MOHOPHIaAMEHTHDIH
HepaccacbiBaomuiics creprabHbll «OnTraen» (Optilene®)

BapuanTsl ncnoganenna®*

1. Hute xupypruyeckas CHHTETHYeCKas MOHOQHJIaMEHTHas HepaccachiBalolaics
«Onrunen» (Optilene®) ¢ urmoit arpaBMaruyeckoif;

2. Hure xHpypruueckas CHHTeTHYeCKas MOHO(QHIaMEHTHas HepaccachiBalOLLAACA
«OnTunen» (Optilene®) c urno# arpasmatnueckoii (2 wr.) u ¢ npoxnaakoit u3 [ITOD

3. Hurp xupypruueckas CHHTETHuYeCKad MOHOQHIAMEHTHas HepaccachiBaloulascs
«OnTunen» (Optilene®) ¢ urnoit arpasMaTHueckoi (2 wr.)

. no:xa.nyﬁcra, CMOTPHUTE MOJIHOE OMUCaHHE H3AC/IHA B Perucrpaunouuom YAOCTOBCPECHHH H Ha
3THKETKE TOBapa.

Onucanne

Aatepuan LIOBHBIA XHpYpru4yeckui CHHTETHYECKHH MOHO(}HIaMEHTHBIH
HepaccachiBatomuiics crepunbHbii «Onrunen» (Optilene®) (manee no Tekcty «Martepuan
woBHbi  «Ontunen»  (Optilene®)) npencraBnser coGo#f HHTE  CHHTETHHECKYIO
MOHO(QHJIAMEHTHYIO HepaccachlBalOIYIOoCa ¢ Mrio# arpaBMaTuyeckodf. HuThb npoussoautes
M3 NOMMNpOMNMIEHA H TOJHITHICHA H JUIA Jyvilel BH3yalH3aUHH BO BpeMA paGoThi
OKpalleHa B CHHHH LBeT kpacHTeneM ¢ranouuanuHoM mean (Phtalocyaninato (2-) copper).
Marepuan wosHbil «Ontunen» (Optilene®) orseuaer Bcem TpeGosammsam Eponeiickoit
®dapmakonen u ®Papmakoned CIIA Kk CTepHIBHBIM HEpaccachIBAIOWUMCA LIOBHBIM
matepuanaM. Matepuan mosHbiit «Onmunen» (Optilene®) noctynen B pamepax HuTH OT
USP 2 (merpuueckuit pasmep 5) ao USP 10/0 (merpuuecku#i pasmep 0,2), Hape3aHHOH Ha
pasNuuHBIe JUIMHbl H TIPHKPEIUIEHHOH K MINIaM M3 HepXaBelolleH CTalH onpeneieHHbIX
THNOB H pa3MepoB. JlononHutensHas HHGOpPMAaUHA O MaTepuale MOBHOM «OnTHIEH»
(Optilene®) Bxmouaer B cebs:

o Marepnan woBHbii  «Ontunen» (Optilene®) moxer 6bITh npeacTabieH ¢
npoxnaakaMu [lpemullaty [IT®3D IInemxerc wusroroBnenusie u3 100%- ro
nonurerpaptopatuneHa (IITPJI).

e Marepuan IWOBHBIA  XHPYPrHYECKHA CHHTETHUYECKHH  HepaccaChiBalOLIHACA
crepunbHbiit «Ontunen» (Optilene®) ¢ pasmepom nutelt USP 5/0 (Metpuueckwuit 1)
no USP 8/0 (merpuueckmit 0,4) mpeaHasHaueH Ui MCIONB30BAHHA B CEpACYHO-
COCyAMCTOR XHpypruM ¢ arpaBMaTtHyeckoif wurinok CV2 pass (kBagpar co
CKpYIJIEHHBIMH YIJIaMH) NOKPHITOM 6oJlee NIOTHBIM CJI0EM CHIIMKOHOBOIO MOKPBITHS.

Hasnauenue / [lokazaHus Kk npuMeHeHHI0

Marepuan LIOBHBIH XHpYpruueckui CHHTETHYECKUH MOHO(HIAMEHTHbIH
HepaccachlBalOWMHCA  cTepunbhblii  «OnTunen»  (Optilene®)  npumensercs  ana
annpoKCHMallHH MSATKHX TKaHeli W/MNM JHIHpOBaHMA, B TeX oOnacTax XWpPYprHH, rae
HCMOJIB3YIOTCA HepaccachiBalOLIMECS XHPYPTrHYECKHE IHOBHbIE MaTepHaiabl. Martepuan
WOBHbIA XHPYPrHYECKHIH CHHTeTHuecKMA MoHodUIaMEHTHBI HepaccachiBalomiics
crepunbHE «Ontunen» (Optilene®) npumenserca B KapAMOXHPYPrHH H HEHpPOXHPYpPIHH,
rae Hu3kue TpPOMOOreHHble CBOMCTBA MOJIMMPONHJCHA (MAaTepHala HHTH) MOJOXHTEILHO

feuars: HOTAPUANBLHOE Meuats: HOTAPUANIBHAS KOHTOPA “tpanuua 2 us 5
SABEPEHUE " 0272263316 IIP. KAPNOCA MATEO MAPTMHECA-
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BAHAIOT Ha 3aidBAcHHe TKaHe#, Taioxe Marepuan mosHK xupyprudyeckuil CHRTeTHYECKHH
MOHOQHNAMEHTHRN  HepaccacHBaommiica  crepwmskeldi  «Onranen»  (Optilene®)
NPUMCHAETCH VIS 3aKPHITHA KOXHBIX pDAH, B NHKPOXHPYPrHHM H OQTANLMOXMPYPIrHH.
INpoxnanxu u3 IIT®3 TpeGyloTcs MNa ycTpaHeRHs PHCKA NpOpe3LBaHUA TKaHeH B
CEpACYHO-COCYAUCTON XMPpYPruHM 3a CHeT pacmpefiefieHHd HArpy3k mmea no Gonbineit
IUIOMANH TKAHH,

CV Pass, CV2 Pass urna npaMeHSeTCA B KApAROXHEPYPIyH.

HporrBonokasanns

Marepuan wosHsl «Onmunen» (Optilene®) nporusonokasan i npuMeHeHAS Y NALWEATOB
¢ U3BECTHOH HENEepeHOCHMOCTHIO WM amnepruyeckoil peaknueft Ha HCnOIb3yeMEIC
MaTepHansl (TONHAPONANEH, NOMMITHICH H (TANIOMHAHEH MEIR).

Hcnonn3oBaHpe peXyIHX HIN MPOTHBONOKA3aHO MNd YUIMBAHWA NAPCHXHMATO3HBIX
OpraHoB WIH APYTUX PEIXJIBIX TKAHCH,

Cnocob npumencrug

Cnexyer BHOHpars M HAKWAAHBATH WIBH, YIMTHBAN CAeAyiomme (GaxTopsl: COCTOSHHE
GonLHOTO, XHPYPrAYECKHH ONKIT, TEXHAKY XMPYPIHUECKOTO BMCIIATEABCTRBA H PA3MED PaHBL
OrkpoiiTe HECTCPHIBHYIO BHEIIHIOIO YNIAKOBKY, JAOCTAHbTE CTCPHIBLHYIO BHYTPEHHIOK
YNAKOBKY, BO3bMHTE HIJTY HTIOACPRKATCICM H H3IBAECKANTE HUTH ABHAKCHACM BIIPaBo.

[lpy HcnonssoBaHMH Matephana mobEoro «Omtunen» (Optilene®) sosmmxaer cnaGas
BOCTIA/IHTE/ILHAR peaKmud, THIIHIHAA SHJAOTEHHas peakuus Ha HWHOpoaHOe Teno. Hurh me
paccacHBaeTCa B OPraHH3ME YEJIOBEKA H HEM3BECTHH CITYYAH NOTSPH MPOIHOCTH HETH HOCHE
nMnaHTauud, Co BpeMeHEM HHTH HHKANCYHpyerca PHOPO3HOI COCAHRATELHON TKaHbIO.

Ocobrie ykazanus

HoBTopHas crephIA3anuA MaTepuana mossoro «Omraner» (Optilene®) we nonyckaercs.
OTKpLITHIE HEHCNONb30BAHHLIE MIH NMOBPEXICHHBE YNAaKOBKH He/b3a MCHONL30BATH, HX
ClieAyer yTHHA3HPOBATS.

IloBTOpHO HE HCTIONB30BaTh: MPH MOBTOPHOM HCHOJIB3OBAHAM CYUIECTBYET ONACHOCTDb
aRGeKIVMH A4 TAUHEHTOB M/HMM DOnb3oBaTened ¥ (QyHKUMOHANBHON HEHCIPABHOCTH
u3genua! 3apaxkenne WHIH (QYHKUHOHAIbHAA HEWCIPABHOCTE MOXET CTaTh NpHYHHOR
TPaBMHpPOBAHHA, 3800/ICRAHMSE H JARKE CMEPTH.

Ilpa oTpHBe MIME OT HHTH H MONAJAHHA B PaHy CYWIECTBYeT PHCK pa3sBUTHA 3MGOJNHH,
NpHBOAAMCH K ONacHON JUIA XM3HH TpaBMe, PCakiHH HA HHOPOAHOC TEJIO, HHKANCYAALMH
WIH HeoOXOAMMOCTHIO B JONONHHTENLHOM HccneAoBaHuM (peHrtreH). Jlanumit puck
CUMTACTCA KPHTHICSCKHM JUT [TALMEHTA,

Mepu NPeRoCTOPORHOCTH

e Marepuan  wmoHHit  «Ontamen»  (Optilene®)  gomkeR  mpUMeHATHCA
KBATHOHIMPOBAKHEIM TIEPCOHANOM H XHPYPraMH, KOTOPHE JOMKHE ObITh 3HAKOMEI ¢
XHpYpravecroi TexHUKOH M XapaKTEPUCTHKAME MCAHLHHCKOTO H3NCIHA B YCJIOBHAX
crauoHapa. Ilomp3oBareny AOMKHR OPOSBIATL OCTOPOKHOCTL NPH obpameHHH ¢
XHPYPrHYCCKUMH HINaMH, 4YT0OBI u3bexaTh CNydaifHOrO NOBPEXACHHUA KOHIHKOM
19,138

¢ B cnyuae HHQUOHPOBAHHA MIH 3ATPA3IHEHHA PAHH ee BEJCHHE OCYLISCTRIACTCA MO
obmenpuusTON CXEME NIEUCHNS 3arPA3HCHHBIX WAH HEQARUPOBAHHBIX PaH.
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o TpeboBaHHe anekBaTHOM HaZeXHOCTH H OE30MAaCHOCTH Y3NOB Mpeanosaraer
NPHMEHEHHE CTAHIAPTHBIX XHPYPrHYECKHX METOAOB HANOXKEHHS Y310B (MJIOCKHX H
KBaJIpaTHEIX) C  HCNONb30OBAaHHEM  JOMOJHMTENBHBIX TMETeNb, HCXOAA M3
XHPYPrHYeCKHX NOKa3aHHil WIH ONbITa XHPYpra.

o Tlpu ucnons3oBanuu Marepuana wosHoro «Ontunen» (Optilene®) cnenyer u3berars
HaHECEHHA TIOBpeXACHHIH NOBEPXHOCTH Marepuaia XHpYPru4ecKHMHU
HHCTPYMEHTaMH, TAKHMH KaK MHHUEThI HIIH HIJI0AEPXKATeJH.

o [lpu ucnons3oBaHHH Marepuana mosHoro «Ontunen» (Optilene®) Take cnemyer
OCTOpOXHO oOpaiarbcs ¢ HraaMH. QUKCHPOBATH HIJy B HMIJIOAEpXKaTelie Cleayer B
TOYKE, pacnojyioXeHHOH Ha pacCTOAHHHU OT 1/3 m0 1/2 OT KOHYHKa MIJIBl, HO HHKOTAA
3a KOHYHMK MBI HIIH MECTO KPEIUICHHS HHTH K Mriie. 3axBaT Hribl B 061acTH ocTpHs
MOJXKET HEraTHBHO MMOBJIHATL HAa €€ MPOHHKAIOLIYIO CIIOCOGHOCTD, @ TaKXke NMPHBECTH K
06/1aMBIBaHHIO KOHYHKA HINbl. Y[epKaHHE MI/Ibl B MECTE COCAHHEHHA C HHTHIO
MOXET NMPHBECTH K €€ H3rHby HIIH H3NOoMY.

e BoccranorneHue neppoHayanbHOH GoOpMBI HITIBI cleayeT H3berarb, T.K. 3TO MOXeET
NPHBECTH K NOTEPE NPOYHOCTH U YCTOAUHBOCTH HA H3JIOM H H3rHb.

e lcnone3oBaHHBIE HIJILI CEAYET YTHIH3HPOBATh B KOHTEHHEp ¢ HAANMKCBIO: «OCTphie

MpeaMeThI».

IloGounbie 3¢pdexTni

Kak u npu nenons3oBaHHH JIIOGBIX [OBHBIX MATEPHANOB, AIMTENBLHEIN KOHTAKT C COJIEBRIMH
pacTBOpaMH, TAKHMH KaK MO4a H Ke/T4b, MOXKET PHBECTH K KaMHeoOpa3zoBaHHio. [loGounbie
peakuuH, CBA3aHHbIE C HCNOJb30BAHHEM MarepHana oBHoro «Ontunen» (Optilene®):
JIErKO€ BOCMANCHHE, YCHICHHE CYLIECTBYIOMIMX B paHe HHGEKUHH, BHI3BaHHOE JIOOBIM
HHOPOJHLIM TEJOM, MOBBLILICHHE BO3MOXXHOCTH GakTepHaIbHOro HHQHUHUPOBAHHA paHBI,
PacxXoXXJCHHE KpacB paHbl, LIOBHas IPaHyJIEMa, JIMFATYPHBIN CBHIL, OTTOPKEHHE IIOBHOrO
maTtepHana, 60/b, KPOBOM3NHAHHE, HapyUIEHHEe KOCMETHYECKOrO pe3yJibTaTa, CHHAPOM
OCTpOroO XHBOTAa, NOC/CONepallHOHHasA rPhhKa.

Crepununzauus
Marepuan wosHeit «Ontunen» (Optilene®) crepunusyior B notpeGuTensckoil ynakoBke
(BTOpHuHOMH ynakoBKe) OKCHAOM JTuieHa. CTEPHALHOCTD H3AENHA rapaHTHPYETCs 10

HCTEYEHHS CPOKa rOAHOCTH MPOAYKLMH B HEBCKPLITOI H HENOBPEXACHHON yNakoBKe NpH
cobmoAeHHH YCIOBHI XpaHEHHS.

Nevarnh: /HOTAPUANBHAA KOHTOPA

CumBoJb1, HCMO/IB3YEMblE TIPH MAPKHPOBKE AP. KAPNOCA MATEO MAPTUHECA-
BAPTONOME * BAPCENIOHA *
® 3anpet Ha NOBTOPHOE PHMEHEHHE AOBEPUE NPEXAE BCEro/
Mevars: /HOTAPUANBHOE
8 Hcnonb3osats 20 3ABEPEHME * 0272263317 *
LUEHTPANBbHAA NANATA *
KONNernn HOTAPUYCOB EBPOINbI *
Homep cepun [OBEPME NPEXAE BCErO/
ApTHKYIApHBIH HOMED
A OcropoxHo! O6paTHTech K HHCTPYKUHH MO NPHMEHEHHIO
= CrepHin3aLHns OKCHAOM THIICHA
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Do not restirelize He crepunusupoBath NOBTOpPHO

CE mapka — 3HaK cOOTBeTCTBHA TpeOoBaHHAM J[HpPEeKTHBbLI

C€o0123 93/42/EEC H HACHTHOHUKALHOHHBIH HOMeEp
aKKpeIMTOBaHHOTO opraHa no cepTHHKaUHH
Esponeiickoro coro3a

@' 3HaK COOTBETCTBHS NpPH ACKIapHPOBAHHH COOTBETCTBHSA
(npu HeO6XOAHMOCTH)

YcaoBHS xpaHeHHS

Ina nmoamepxaHus CTEPHIBHOCTH M YKa3aHHOro CpokKa TOAHOCTH XPaHHTb MaTepHal
moBHbIH «Omunen» (Optilene®) cnenyer npu Temneparype ot Munyc 30°C ao nmoc 40°C
H OTHOCHTENBHOMN BnaxHocTH He Bhillie 80 %.

Yc10BHSR IKCILTYATALHH

B npouecce IKcruryaTalMH MEAMIMHCKOE H3/ie/IHE NOJDKHO BhUICPXKHBaThb BO3ACHCTBHE
temnepatypsl ot +10°C o +42°C u BnaxxoctH g0 100 %.

¥YnakoBka, KOMILIEKT NOCTABKHA

MeanunHcKoe H3feNHe B NEPBHYHON HHAMBHAYaIbHON ynakoBke (crepunbHas, THn BLT,
RCP, .RCP) B xomuuectBe 12 / 24 / 36 1WIT. © KHCTPYKUHsS NO npuMeHeHHio (1 wrT.)
NoMelleHbl BO BTOPHYHYIO (MOTpebHTENbCKyl0) ynakoBKy. BTopHuHas ynmakoBka NMOKpBITa
CHapY>XH repMETHYHO 3aNasHHON! 3alMTHOA NMOJIMIIPONTHIICHOBOHA MIEHKOMN.

YcnoBHbie 0003HAYEHHS MATEPHA/IA MIOBHOI0 XHPYPru4ecKOro CHHTETHYECKOro
HEPACCACHIBAIOIIETOCH CTepHIbHOro «OnTraen» (Optilene®)

HuameTp HHUTH:

2(5); 1 (4); 0(3,5); 2/0 (3); 3/0 (2); 4/0 (1,5); 5/0 (1); 6/0 (0,7); 7/0 (0,5); 8/0 (0,4); 9/0 (0,3);
10/0 (0,2) - USP (MeTpu4eckHit pasmep).

Jnuna wutu: SCM; 12CM; 13CM; 15CM; 23CM; 30CM; 45CM; 60CM; 75CM; 90CM;
100CM; 120CM; 150CM; 200CM; 240CM - utHHA HUTH, CM.

Kpusu3ua (u3ru6) urasi: H - urna 1/2 okpyxsoctu; D - urna 3/8 oxpyxuocry; F - urnma 5/8
okpyxHocTH; G - npsmas uraa; P - nporpecCMBHO-M30THyTasl HIJA.

Tun tena urnsl: R — komoumit; L — naHueroBuaHsil; S - pexyuue, B TOM 4yHcae o6paTHo-
pexyiuue.

Octpue (koHuuk) Hrabl: C - KOpoTKOe pexyluee; m — MHKpouraa, mV(MV) -
MHKpOCOCyaucTas urna,; MP — MHKpoOOCTpHE; IS KOJIIOLIEro H JIAHLETOBHIHOTO OCTpHS
(xoHuHKa) UrNbl YCIOBHOE 0603HaYEeHHE OTCYTCTBYeT. B 1aHHOM cnyyae ocTpHe 3aBHCHT OT
THIA TEJIa HIJIBI: KOJIOLIEro H JIAHLETOBHAHOIO COOTBETCTBEHHO.

Hnuna urnst (MM)*: 4; 5; 6; 7; 8; 9; 10; 11; 12; 13; 15; 16; 17;18; 19; 20; 21; 22; 24, 26, 30;
32; 35; 36; 37; 39; 40; 43; 45; 48; S1; 60; 65; 90. *ITpumepHOE OKPYIJICHHE A0 LENbIX YHCEN,
YTOYHEHHOE 3HaYEHHE UIHHBI HIJIbI YKa3aHO 1IH(POBLIM 0603HAYEHHEM.

Tun u pasmep npoknanku: PS3 - markas npoxsanka, 3x3 mM; PS6 - markas npoxianka, 6x3
MM; 3x3 MM; PF6 - xecTkas npoknaaka, 6x3 MM.

JononuurensHas HupopMmauus: 2X - 2 urnsl; S - ycunenHas urna; SS - oco6o ycunennas; F
- ToHkas urna; FF - oco6o ToHkas urna; B - antu6nukoBas nosepxHoctb; CV - uraa mis
kapauoxupyprud; LOP/LOOP - nerna (o6a koHUa HHTH NMPHCOCAHHEHBI K OJHOH Hrie);
100MIC; 140MIC; 150MI; 150MIC; 200; 200MI; 200MIC - nuamMeTp MUKPOHIALI, MKM
KonnuectBo mTyk B ynakoBke (mepBas OykBa apTukyaspHoro Homepa): G - 12 wr. B
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ynakoBke; B - 24 mit. B ynakoske; C - 36 wr. B ynakoBke.

VYnakoska: RCP - RacePack ¢ nnactukoso#t nomnoxkoii; .RCP - RacePack ¢ kaproHHO#
nognoxkoit; BLT — 6nucrep.

Martepuan mosHbit «OnTunen» (Optilene®) npemmasnaueH M1 HMCHONL30BaHMS CpedM
IIHPOKHX CJIOEB HaCEJICHMS, B3POCIBIX WIH JeTel BHE 3aBHCHMOCTH OT MNoja, IpH
OTCYTCTBHH NPOTHBONOKA3aHHH y NMallHEHTOB.

Menuuunckoe H3AENHE HE COAEPKHT JIEKAPCTBEHHOrO CPEACTBA JUIS MEAWIIMHCKOro
NpHMEHEHHSA, MaTePHal >)KHBOTHOTO H (HJTH) Y€JIOBEYECKOro NMPOHCXO0KICHHS.

Cpok romHocTH MaTepuana moHoro «Omrunen» (Optilene®) B HenospexaenHol ynakoske
COCTaBJIAET S JIET C AAThl H3rOTOBJICHHS.

TpancnopTHpOBaHHE OCYIUECTBIAIOT NpH TeMmneparype ot MHHyc 30°C mo mmoc 40°C u
OTHOCHTEJNIbHOK BIAXHOCTH He Bbime 80 % nioObIM 3aKpHITHIM BHAOM TpaHCopra B
COOTBETCTBHH C TpeGOBaHHAMH M TpaBHJaMH MEPEBO3KH Ipy30B, ACHCTBYIOIIHMH Ha
COOTBETCTBYIOLLEM BHE TPAHCIOPTA.

Heuncnons3oBaHHOE MEOUUMHCKOE H3ZENHE, HEHCIONb30BAHHBIC YMAaKOBKH, HOJDKHBI OLITH
YTHIH3HPOBaHbl B COOTBETCTBHH C NOPAAKOM YTHIM3aUAH TBEpAbIX OBITOBBIX OTXOIOB,
YCTAHOBJICHHRIM 3akoHoaaTenbcTBOM Poccuiickoit ®Pepepaunn no kmaccy A CanlluH
2.1.3684-21 n/unu MHBIMH JEHCTBYIOIIMMH HOPMATHBHO-NPaBOBBLIMH akTamMH Poccuifckoi
®enepaiuH.

YTHAH3aUMA MEOHUMHCKOrO H3ZENHA [OC/IE MCMOJNb30BaHHs OCYLIECTBIISETCA COINacHO
TpeGoBanuamM CanlTuH 2.1.3684-21 kak oTrxomsl knacca b w/unu HHBIMH nelCTBYIOIHMH
HOpMAaTHBHO-TIpaBOBbIMH akTamH Poccuiicko Penepauuy.

Komnanus B. Braun Surgical, S.A. rapadTHpyeT cOOTBETCTBHE MEAHLIHHCKOIO H3ACNHSA BCEM
NpenbABNAEMbIM K H3JEAHI0O TpeOOBAaHUAM MNpH COOMIONCHHH YCJIOBHH XpaHEHHA H
TPAHCMOPTHPOBAHUA M HE HECET OTBETCTBEHHOCTH 3a HCIIOJNB30BAHHE H3AC/IHA HE MO
Ha3HAYEHHIO.

lapaHTHH NPOH3BOAMTEJA PACNPOCTPAHAIOTCA Ha H3AENHe A0 HCTEYEHHS CpoKa ero
rOAHOCTH, YKa3aHHOrO Ha YNaKOBKe, H OTHOCATCA K HEOTKPHITOMY, HEMOBPEKACHHOMY H
NpaBHJILHO XpaHsleMycs u3aenuio. Cpok rogHoOCTH npH coOMOAEHHH YCIOBUA XpaHEHHS —
5 ner.

IpeTensun no OTBETCTBEHHOCTH, CTABLIME Pe3yNbTATOM HEMPABHABLHOTO OOPAIIEHHS WIH
HCNONB30BaHMA MEAHLIMHCKOTO H3AENHs, Oy YT OTKIOHEHBI.

IIpousBoautens
B.Braun Surgical, S.A., Carretera de Terrassa, 121, 08191 Rubi (Barcelona), Spain

«b. Bpayn Cypmxmukan C.A.», Kapperepa ne Teppacca, 121, 08191 Py6u (Bapcenona),
HUcnanus

Ynoanomouenusniii npeacrasurens (umnoprep) B P®: OO0 «b.bpayn Meauxan»,
191040, r. Canxr-Ilerepbypr, [ymkunckas yn., a.10 T. (812) 320-40-04.

Jara seinycka unpopmaunu: 04/2021
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NMYCTAH
CTPAHULA

Nevars: HOTAPUANBHOE Mevars: HOTAPUANLHAR KOHTOPA

3ABEPEHME * 0272263318 * AP. KAPNIOCA MATEO MAPTUHECA-

UEHTPANIBHAR NANATA * BAPTONOME “ BAPCENOHA *
KONNEruK HOTAPVMYCOB EBPONLI * NOBEPUE NPEXAE BCEro/

AROBEPUE NPEXAE BCErO/
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HHCTPYKUMA N0 APHMEHESHHIO MEAHIHHCKONO MINEIHS
MarepHran woBHEit Xupypradeckill cuHTeTHYeCKH MOHODHIAMERTHEIN HepaccachIBarONIHHCA
crepunsnsii «Omranen» (Optilene®)

3aBEPCHA MPOH3BOAHTENEM

B.Bpayn Cypmsuxan, C.A. (B. Braun Surgical, S.A.)
Mloanwcano/

Cunsaus Opye (Silvia Onis)

Meuenxep HOpMaTHBHO-NPABOBOTO PEryTHPOBAHAS
LleHTp pasBUTHA NO OCHAICHRIO ONCPALIHOHHBIX
B.Bpayx Cypmxukan, C.A. (B. Braun Surgical, S.A.)

‘ [Moanucano/
Maptuna Jlanopre (Martina Laporte)

JIHpEKTOp HOPMATHBHO-MIPABOBOIO PETY/IHPOBAHHA H KOHTPOJA KA4ECTRa,

LlenTp pa3sBHTHA 0O OCHALICHHIO ONCPALIMOHHBIX
B.Bpayn Cypmxuxan, C.A. (B. Braun Surgical, S.A.)
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1, KAPANOC MATEO MAPTHHEC BAPTOJOME (CARLOS MATEO MNARTINEZ
BARTOLOME) , HOTapMyc B  BapcenoHe, Hcnauus, HaCTOSWMM
NOATBEPXROAK MNOMLNMMHHOCTE MPOCTaBMACHHHX Ha MNepBO¥ cTpaHUlUE U
Ha ofopoTe noanucen CHMIBEBMM CANVE OPYC OVHI'BEPT (SILVIA
SALUD ORUS PUIGVERT), HoMmep gelicreyomerco HaumMoHanbHOro
YAOCTOBEpEHUS JIMUHOCTM 33.906.328-G 1 MAPTHHH JIAIOPTE BPEJHCCE
(MARTINA LAPORTE BREYSSE), HoMep pejicTByomero HauMoHaNbHOT'O
YAROCTOBEPEeHMUA JIMYHOCTU 46.239.118-X. [laHHEE [MOANMCH USBECTHH MHe
M COBMAmaT C TeMM, KOTOpHEe YKasaHHuHe AMua MUCnoAL3YT
ofhuHO. HacToAuMiA IOOKYMEHT, COCTABJIEHHEN{ Ha AaHITJIMHACKOM
Askke, KOTOpHM A, Horapuyc, Bhnamei, cocrour u3 [ATHU mucToB
OOHKHOBEHHO) OyMaruM, CKPeIUleHHHX M MNOANMCAHHHX MHOK, C
SaUMTHHMKM neyaTAMM C TMOPANKOBOX  HyMepaumeir. A  Taxxe
NoATBEpPXAaK, |YTO MoOe 3asBfleHMe He pacnpocTpaHfeTrca Ha
coAepXaHuMe HACTOAWEro NOKyMeHTa M He JaeT  IOOKYMeHTY
nyOIMYHO-NPABOBY CuiTy. BuitaHo B Bapcenowe 29 HosGpa 2021

3amcaHe ¥ BHECeHD B MOt peeCTp nom Homepom: 3204

Mevars: HOTAPUANTBHARA KOHTOPA

MAPKA ANA AP. KAPNOCA MATEO MAPTUHECA-
3ABEPEHUR BEAPTONOME * GAPCENOHA *
JNOKYMEHTOB AOBEPUE NPEXRE BCEro/
Konnerus n HOTAPMANBHOE
9MYATL:
HoTapuycon JABEPEHME * 0272263319 *
LEHTPANBHAA NANATA ¢
AOBEPUE KONNEMMMA HOTAPMYCOB EBPONbI *
NOBEPUE NPEXAE BCEr0/

NPEXAE BCErO
A292480005

Kosen mepepona JOKYMCHTa:
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lMepeBon ¢ aHITMACKONO W  WUCMAaHCKOro $3bIKOB Ha pyCCKI/II7I A3blK BbIMOJ/IHEH

nepeBoAuYMKOM MupoliHNYeHKo EneHoii AnekcaHapoBHOW. [oaTBepXAaato, uTo

BbINOMIHEHHbI MHOWA nepesoj ABNAETCA NMPaBUIbHbIM, TOYHLIM W MOSTHbIM.

/Uccjffuucuieuu”

Poccuiickan Pegepaums
CaHkT-lMeTepbypr
MaTHaguaToro fekabpsa ABe ThicAYM ABajLaTb MNepBoro roja.

A, O3eHc AnekcaHgp [eoprveBnY, BPEMEHHO WCMONHAKOWMNIA 00653aHHOCTU

HoTapuyca HoTapuanbHOro okpyra CaHkT-MNeTepbypr [3eHc HaTanbM AHATO/MbEBHBI,
CBUAETENbCTBYO MOAJMHHOCTL NOANUCK MepeBofymMka MuUpPOWHNYEHKO EneHbl

AneKcaHpOBHbI.
MoAnuck caenaHa B MOeM MPUCYTCTBUM.

TOro B HacTOSLLEM [AOKYMEHTE:

15 (nATHaAUaTh) NUCTOB

A.l". [13eHC
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