No 457 gio 28 cepnna 2024 poxy JlepxaBHa cayx06a YKpaiHu
3 JiKapchbKHX 32C00iB Ta KOHTPOJII0
32 HAPKOTHKAMH

03115, m. Kuig,
npocnekt [Tepemorn, 120-A

[1lanoBHI MaHoBE,

ToBaprcTBO 3 06MeXkeHOI0 BiAnoBigabuicTio «/IxoHcon 1 JhroHCOH YipaiHa» (mani
Takox «ToBapHCTBOY), SIKE, 3TIIHO 3 NOBipeHicTHo Bt 25 TpaBHs 2023 POKY, € YIOBHOBAKCHHM
npencTaBHUKOM B Ykpaini BupoOHnka Ethicon, CIIA (mo Hamexuth 10 Tpynu KOMIaHii
Johnson & Johnson (JI:oHcoH 1 J[30HCOH)), BHCIOBJIOE BAM CBOIO TIOBAry Ta HaJla€ HaCTyNHY
inopmanito Bia BUpoGHMKA 1010 MemuuHoro supody PDS Il crepuibHuit CHHTETHYHHMH
LIOBHMI MaTepiaJl, o PO3CMOKTYETHCS, 3 MOMITIOKCaHOHY.

Komnanis Etikon (Ethicon) BmpoBampkye KOpHTyBaibHI Aif, 3a3HadeHi HMDKYE, A
BHpIIICHHS BUPOGHIYOT MPOGIEMH, 1110 BHHUK/IA CTOCOBHO 3a3HAYEHOT0 MEIMYHOTO BHPOOY.

Buxiani qani ta IMpuauna Jodposinsuoro Iosizomiaenns npo desmexy Ha Micusx
(IIBM) € HACTYNHUMM:

Etikon (Ethicon) izenTHdikysana BHpoOHHYy mpo0iaeMy WIOA0 CHELIAILHOIO
naxkeTohopMyBanTbHOro OONaAHAHHS, AKa OOEpHY/IACh MPOPI30M B NEPBHHHI YIIaKOBLI1
HEBEIHMKOrO BiAcOTKa moBHOTo Marepiany Bikpun (VICRYL™), Bikpun I[Tmroc (VICRYL™
Plus), [IJIC (PDS™), TIJIC TTmoc (PDS™ Plus), Morokpua (MONOCRYL™) ta MoHOKpHII
[Luoc (MONOCRYL™ Plus), BurotosneHoro y mepiox 3 27 ciuns mo 27 Gepesus 2024 p.
Biporiguicts BuHHKHeHHA AaHoro aedekry Brpody cknamae 0.011% (8 99.9% BupoGis
Takuil nedekT BiACyTHil).

Erixon (Ethicon) He oTpuMyBasia KOJHHX cKapr ado MOBiIOMIEHS PO OyAb-AKY LIKOZY,
10B’s13aHY 3 i€ MPoOIeMOI0.

BiporizHo, mo jaHa npodnema BHSBIAETLCA 0 3aCTOCYBAHHA [PH XipyprivHOMY
nikyBauui. Etikon (Ethicon) BCTaHOBH/IA Ta BHMPaBWIA KOPIHHY MPHYMHY BHPOOHHHOL
npo6IeMy, WO NPU3BENIA 0 IBOTO BiIKIMKAHHSA (BUITYICHH).

V 3B’513Ky i3 3a3Ha4enoio npodaemoro Kovmaniero Etikon (Ethicon) Bxuti nactymui
nii:

- Pozmouarti kopurysamsHi aii 3 6e3nexu (FSCA) / Biimpaska MOBiIOM/IEH [P0 Oe3neKy
(FSN) / 3BepHEHHS [0 CIIOXkHBAYIB 3 IIOr0 MPHUBOJY.

- Byno iniuiitopano CAPA-013338 w1t 1oKyMeHTalil po3CIiayBaHHs WOAO [IPHIHHHA
(uepe3 0bMagHAHHSA Ha BUPOOHHIITBI) Ta yCi KOPHIYBajbHi / MONEpe/KYBaIbHI Aif, sKi
MOJKYTh OYTH BXKHTI.

- VYci kopueryBaui 6y izeHTHdiKOBaHi T2 OyayTh MOBITOMIEHI.

- IlepeunHuii 3BiT KOopuryBansHux 1ii 3 6e3nexu (FSCA) BinnpasneHo.
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Pexomenpauii mopgo aiid, siki MawTe OyTH BXKHTI JHCTPUO’WOTOpaMH Ta
KOPHUCTYBAYaAMU:

HeBinknagne KOpUTYBaHHA, LO0 CTaBUTH [0 BiloMa CHOKMBA4iB Ta BHMAararu
[OBEpHEHHS MPOAYKLIi LUIAXOM BIIAKIUKaHHS (BUIy4YeHHd), 3rinHo 3 [IoBimomieHHsIM IIpo
Oe3mneKy.

B Vkpainy Oyno 3miiicHeHO NMOCTaBKY HAcCTYMHHMX IapTiil BIAMOBIAHOI MpPOAYKLIl 3a
KOJaMH MpoAykuil 3rigHo katamory WO101H ta W9125H:

‘Koampoaykuii ~ Homep maprii  Kiapkicrs npoayxuii JlaTa MOCTABKH
(aprukym) i I (YOAROBKHW [ i - (SR Fes = 0
T e o T f A ONAACN: 5 il o A s e
W9101H UAMLPS 1 19 bepesns 2024
W9101H UAMHJS ' 6 19 Gepesns 2024
W9125H UAMRRP 3 19 Gepesns 2024

JleranmpHa iH(popmaris 3a3HaueHa y [lepBunnomy 3BiTi Haraaay Bin BHpoOHHKA, IO
J00a€ThCA.

Joaatku 1o nucra:

1. Komis foBipeHocTi moa0 mnpu3HadeHHA TopapuctBa 3 OOMEKCHOIO
BiamosimaneHicTio  “JIxoHcon 1 JIxoncon  VYkpaiHa”  yNOBHOBaXCHHUM
npeactaBHUKOM BupoOHuKa ETikon (Ethicon) Ha TepuTopii Ykpainu;

2. Konis [Tepeunnoro 3eity 2364579 (1A) narnany Bia BupobHHKa 3riqHo Popmu
NOBIZOMJIEHHA [IOJ0 KOPHI'YBAIBHMX i 3 Oesneku Ta Horo Ilepexinan
YKpalHCBKOIO MOBOIO;

3. Komis ITeppunnoro 3Bity 2364579 (1B) nHarnsany Bia BupoOHHKa 3rintHO Dopmu
MOBIJOMJIEHHA [IOA0 KOPHTYBaJbHMX /i 3 Oesneku Ta #oro Ilepexnan
YKpalHCBKOI MOBOIO;

4. Komis [Toimomnenns npo Oesneky Ta Horo [lepeknan ykpaiHCBKOIO MOBOIO;

Konis Koaie npoaykuii ycix MeanyHux BUpoOiB, L0 NiANAAAKOTH i A0 Ta IXHIA

[Tepexnan ykpaiHCHKOIO MOBOIO;

6. Konis Posropuyrtoi (opmu ouUIHKM pH3MKIB 111 3710poB's Ta i Ilepexnan
YKPaiHChKOIO MOBOIO.

nh

3 noearozo,
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Report Form
Field Safety Corrective Action

Medical Devices Vigilance System

(MEDDEV 2.12/1rev 7)
new case, keep base data Version 2.7en
2012-12-03
1 Administrative information
To which NCA(s) is this report being sent?
FAMHP - Federal Agency for Medicines and Health Products
Avenue Galilée - Galileelaan 5/03
1210 Brussels
Belgium
Type of report
(e Initial report
(" Follow-up report
(" Final report
Date of this report
2024-05-13
Reference number assigned by the manufacturer
2364579 (1B)
FSCA reference number assigned by NCA
43250-34251
Incidence reference number assigned by NCA
N/A
Name of the co-ordinating NCACompetent Authority (if applicable)
FAMHP
2 Information on submitter of the report
Status of submitter
Manufacturer
(e Authorised Representative within EEA and Switzerland
Others: (identify the role)
3 Manufacturer information | ’ new

Name
Ethicon LLC

Contact Name

Marjorie Medina

Address

475 Calle C, Street, Los Frailes Industrial Park, Suite 401

Postcode City

00969 Guaynabo, Puerto Rico
Phone Fax

001 787 7186654 0017872723003
E-mail Country
mmedinab@its.jnj.com US - USA




4 Authorised Representative Information

‘I new

Name
Johnson & Johnson Medical GmbH

Contact Name
Jorg Hansel

Address
Robert-Koch-Strasse 1

Postcode
22851

City
Norderstedt

Phone
00494052974232

Fax

E-mail

jhansel@its.jnj.com

Country

DE - Germany

E National contact point information

National contact point name
Attachment 4 - Contact list

Name of the contact person
Attachment 4 - Contact list

Address
Attachment 4 - Contact list

Postcode

Attachment 4 - Contact list

City
Attachment 4 - Contact list

Phone
00494052974232

Fax

E-mail
Attachment 4 - Contact list

Country
DE - Germany




6 Medical device information

Class

(" AIMD Active implants
(¢ MDD Class I

(" MDD Class IIb

(" MDD Class Ila

(" MDD Class |

(" IVD Annex Il List A

(" IVD Annex Il List B

(" IVD Devices for self-testing
(" IVD General

Nomenclature system (preferable GMDN)
GMDN

Nomenclature code
Attachment 3 - Product details

Nomenclature text
Attachment 3 - Product details

Commercial name/ brand name / make
Attachment 3 - Product details

Model number

Catalogue number

N/A Attachment 3 - Product details
Serial number(s) Lot/batch number(s)
N/A Attachment 3 - Product details

Device Mfr Date

Expiry date

Notified Body (NB) ID-number
2797

Accessories / associated devices (if applicable)
N/A

Software version number (if applicable)
N/A




7 Description of the Fsca

Background information and reason for the FScA

Ethicon identified a manufacturing issue on a specific packaging machine that resulted in a hole in the primary packaging of a
small percentage of VICRYL™, VICRyL™ Plus, PDS™, ppsm™ Plus, MONOCRYL™ and MONQCRYL™ p|ys sutures manufactured
between January 27 and March 27, 2024. The occurrence of this defect is rare with an estimated rate of 0.011% of product
Presenting the condition (99.9% of product is not impacted by this defect),

Description and justification of the action (corrective / preventive)

A hole in the cavit
leading to treatm

y also exposes the product to the environment which could

0 document investigation into the root cause and all corrective / preventative actions that

may be taken.
Advice on actions to be taken by the distributor and the user
See Attachment 2 - Field Safety Notice

Progress of FSCA , together with reconciliation data (Mandatory for a Final FSCA)

Draft FSCA/FSN sent to Belgium Health Authority on May 08, 2024
Official FSCA Ccommunication with impacted Health Authorities sent on May 13, 2024

Time schedule for the implementation of the different actions

Start of translation of FSN in locally required languages during the week of May 13, 2024
Start Execution of Field Action/ sending FSN/ customer letter to impacted accounts during the week of May 13, 2024
Follow Up Fsca communication planned for September 2024

Attached please find FSN Status
Field Safety Notice (FSN) in English (& Draft FSN
L_IFSN in national language (" Final FSN

Others (please specify)
Attachment 2 - FSN in English, Attachment 3 - Product details, Attachment 4 - Contact List, Attachment 5 - HHE Repo

e |




The medical device has been distributed to the following countries: 7

within the EEA and Switzerland

XAT [XBE XBG XcH [CJcy Xcz [XDE [X]DK
[XIEE XEs XFi XIFR XeB XIGR XIHU XIE

Xis Xir Cu XL [ Jw XLv LImT XINL
XINO XPL BPT Bro [<]SE XsI [X]sk XITR

Candidate Countries

HR

[ ]All EEA, candidate countries and Switzerland

Others:

AE, AR, AU, BR, CA, CL, CN, CO, CR, EC, EG, GE, IL, IN, IM, JO, JP, KW, KZ, LB, MN, MX, NZ, OM, PA, PK, PR, PS, RE, RS, RU, SA, SG, UA,




8 Comments

UDI-DI:

US-MF-000013111

Attachment 3 - Product details

Legal Manufacturer SRN (Single Registration Num ber):

J

Submission of this report does not, in itsel
representative or the National Comp
that the medical device(s) listed failed in an
contributed to the alleged death or deterio

Signature

1 affirm that the information given above is correct

to the best of my knowledge

efent A

. represent a conclusion by the manufacturer andjor authorised
uthority that the content of this report is complete or accurate,

Y manner and/or that the medical device(s) caused or

ration in the state of the health of any person.

Milan

Miladinovic = -

print

check

esendet am Monday, May
13, 2024 15:41:37




Johnson&dJohnson

MedTech | Ethicon

URGENT: FIELD SAFETY NOTICE

VICRYL™ (polyglactin 91 0) Suture and VICRYL™ Plys Antibacterial (polyglactin 91 0) Suture
PDS™ | (polydioxanone) Suture and PDS™ Plus Antibacterial (polydioxanone) Suture
MONOCRYL™ (poliglecaprone 25) Suture and MONOCRYL™ Plus Antibacterial (poliglecaprone 25) Suture
— Voluntary Product Recall (Removal) -

[Date]
Dear Operating Room Supervisors, Materials Management Personnel, and Chief of Surgery,

Records indicate that you have ordered or received product subject to this recall. Product subject to the
recall in your inventory can be identified by product code and lot described in Attachment 1.

PLEASE DISTRIBUTE THIS INFORMATION TO ALL STAFF WITHIN YOUR FACILITY WHO USE
VICRYL™, VICRYL™ P|us, PDS™, PDS™ Plus, MONOCRYL™ and MONOCRYL™ Plus SUTURES

Purpose of this Letter

Ethicon has initiated a voluntary medical device recall (removal) of sutures from specific lots across the
below product families:

VICRYL™ (polyglactin 910) Suture and VICRYL™ Plus Antibacterial (polyglactin 910) Suture
PDS™ || (polydioxanone) Suture and PDS™ Plus Antibacterial (polydioxanone) Suture

MONOCRYL™ (poliglecaprone 25) Suture and MONOCRYL™ Pjys Antibacterial (poliglecaprone 25)
Suture

Reason for the Voluntary Removal

Ethicon identified a manufacturing issue on a specific packaging machine that resulted in a hole in the
primary packaging of a small percentage of VICRYL™, VICRYL™ Plus, PDS™, PDS™ Plus,
MONOCRYL™ and MONOCRYL™ P|us sutures manufactured between January 27 and March 27,
2024. The occurrence of this defect is rare with an estimated rate of 0.011% of product presenting the
condition (99.9% of product is not impacted by this defect). When present, the hole is always and only
on the first package in the horizontal box of quantity 36, and it occurs in the same location on the
bottom side foil cavity of the first package towards the peelable flaps as shown in Figure 1.

All product from lots found in Attachment 1 may be returned, but sutures from these lots that do not have
a hole in the primary packaging can remain in your inventory and are safe to use in accordance with the
appropriate [FU,

To reduce potential customer inventory issues, Ethicon is providing the following options for your
inventory of lots from Attachment 1:

1) Return only the first package of a complete box, or
2) Examine the first package of a complete box and return only those packages found to have a
hole in the primary packaging.

This option is provided as not every box will contain a suture package with this defect. If the defect
exists, it will only be present on the first suture package in a box and will always be visible in the same
approximate location per the picture in Figure 1. The remaining 35 suture packages in the box are not
impacted by the manufacturing issue and are safe to use in accordance with the appropriate IFU.

Voluntary Product Recall (Removal) of specific lots of VICRYL™, VICRYL™ Plus, PDS™, PDS™ Plus, MONOCRYL ™, MONOCRYL ™
Plus Sutures

FSCA¥# 2364579 Page 1 of 9



&%lanTseoclL &dJohnson | Ethicon

— Voluntary Product Recall (Removal) -

Figure 1: Foil suture package (bottom side) indicating hole location, Top side of suture package contains
printed product information as shown in Attachment 2.

Risk to Health

Ethicon has not received any complaints or reports of injuries related to this issue.

Itis Ii_kely that this issue will be detected prior to use in surgery, If the defect is not detected, the breach in

A hole in the cavity also exposes the product to the environment which could potentially compromise its
physical properties leading to treatment failure which may require additional surgical intervention or
prolonged surgery.

The health risk is limited to those products with compromised packaging. Other products in the field with
no seal issues are unaffected. Health care practitioners who have treated patients using these product
lots should follow those patients post-operatively in the usual manner with no additional action required.

Ethicon has identified and corrected the root cause of the manufacturing issue that led to this recall
(removal).

Voluntary Product Recall (Removal) of specific lots of VICRYL™, VICRYL™ Plus, PDS™, pps™ Plus, MONOCRYL™, MONOCRYL™
Plus Sutures

FSCA# 2364579 Page 2 of 9



Johnson&.J .
MedTach - 2nson | Ethicon

— Voluntary Product Recall (Removal) —
ACTION REQUIRED

1. Determine whether you have inventory of the lots listed in Attachment 1. I SO, you may
*  Option 1: Remove the first package of suture from a complete box,

i. Quarantine and return t for credit. You may use the remaining 35 sutures in accordance
with the IFU. (See Figure 2 below for location of first package)

OR
ii. Examine the first package of a complete box prior to use. Quarantine and return this unit
if a packaging defect is identified. (See Figure 2 below for location of first package). If

no defect is found, the product and remaining 35 sutures in the box may be used
accordance with the |[FU.

OR
* Option 2: Quarantine all product in scope and return all inventory for credit.

Figure 2: Location of first package

First package is defined as the package closest to the front of the box with the foil cavity side facing the
box. The front of the box contains the labeling for the product.

Figure 2: Sales unit box (QTY:36) indicating location of first package.

Please maintain a copy of this notice with the quarantined product and keep a copy for your records.

2. Communicate the issue to relevant operating room or materials management personnel, or anyone
else in your facility who needs to be informed. If any product subject to this recall (removal) has been
forwarded to another facility, contact that facility to arrange return. Please consider including a copy of
this recall letter when communicating.

Voluntary Product Recall (Removal) of specific lots of VICRYL™, VICRYL™ Plus, PDS™, ppgm™ Plus, MONOCRYL™, MONOCRYL™
Plus Sutures

FSCA# 2364579 Page 3 of 9



J .
M%hdn%%% &dJohnson | Bthicok

URGENT: FIELD SAFETY NOTICE

VICRYL™ (polyglactin 91 0) Suture and VICRYL ™ Plus Antibacterial (polyglactin 910) Suture
PDS™ || (polydioxanone) Suture and PDS™ pjys Antibacterial (polydioxanone) Suture
MONOCRYL™ (poliglecaprone 25) Suture and MONOCRYL™ pjys Antibacterial (poliglecaprone 25) Suture
— Voluntary Product Recall (Removal) —

3. Complete the Business Reply Form (BRF) (Attachment 3) confirming receipt of this notice and fax or
email to [Enter Affiliate Information] within three (3) business days. Please return the BRF even if you
do not have product subject to this recall (removal).

5. Keep this notice visibly posted for awareness until all product subject to this recall has been returned
to [Enter Affiliate Information).

6. If you require any assistance with returning product, please contact [Enter Affiliate Information] at [Enter
Affiliate Information].

Other Information

At Ethicon, our first priority is to our customers and their patients, and that includes the safe and effective
use of our products. We recognize the recall of this product may be disruptive to your facility and we
appreciate your assistance in this matter,

If you have additional questions regarding this voluntary product recall (removal) or require any assistance
with returning product, please contact [Enter Affiliate Information].

As with any medical device, adverse reactions or quality problems experienced with the use of this product
should be reported to your Sales Representative, directly to Ethicon, or your National Health Authority. If
you have any further questions related to this notice or if you need any additional communications, please
contact your local Sales Representative.

ATTACHMENTS:

Attachment 1: Impacted Product Information
Attachment 2: Product Identification Tool
Attachment 3: Business Reply Form (BRF)

Voluntary Product Recall (Removal) of specific lots of VICRYL™, VICRYL™ Plus, PDS™, ppg™ Plus, MONOCRYL™, MONOCRYL™
Plus Sutures

FSCA# 2364579 Page 4 of 9



Johnson&Joh .
MedTech 0" | Ethicon

URGENT: FIELD SAFETY NOTICE
VICRYL™ (polyglactin 910) Suture and VICRYL ™ Plus Antibacterial (polyglactin 910) Suture

PDS™ || (polydioxanone) Suture and PDS™ pjys Antibacterial (polydioxanone) Suture
MONOCRYL™ (poliglecaprone 25) Suture and MONOCRYL ™ Plus Antibacterial (poliglecaprone 25) Suture

Attachment 1: Impacted Product Information
REFER TO ACTION REQUIRED FOR FURTHER INSTRUCTIONS.

PRODUCT NAME PRODUCT CODE [PRODUCT LOT
MONOCRYL™ P|ys Antibacterial (poliglecaprone 25) MCP3200H UAMPTL
Suture MCP3212H UBMPSZ
MCP3212H ucMcxJ
MCP3213H UAMRDT
MCP3213H UAMJZL
MCP3213H UAMJUR
MCP3213H UAMRDK q
MCP3213H UAMLCP
MCP4423H UAMHXE
|MCP4424H UBMMXK
MCP442H UAMRKS
MCP496H UAMRLE
MCP496H UAMLCU
MCP497H UAMHRH
MONOCRYL™ (poliglecaprone 25) C458 UBMHPC
C490 UAMEUD
C589 UBMEML
Y293H UBMEJR
Y398H UAMPJB
Y398H UAMMXQ
Y423H UBMJED
Y426H UAMKHE
Y935H UBMCAA
Y935H UBMDKC
Y936H UBMJQM
PDS™ Il (polydioxanone) Suture PEE2993H UBMQHD
W9073H UBMBZJ
W9077H UBMHPH
W9101H UAMHJS
W9101H UAMLPS
W9116H UBMAJQ
W9125H UAMRRP
Z14H UAMQDZ
Z1721H UAMMQH
Z9210H UBMEUS
Z925H UBMKBQ

Voluntary Product Recall (Removal) of specific lots of VICRYL™, VICRYL™ Plus, PDS™ pps™ Plus, MONOCRYL™, MONOCRYL ™
Plus Sutures

FSCA# 2364579 Page 5 of 9



Johnsonh&dohnson

MedTec | Ethicon

[FRODUCT NAME ] PRODUCT CODE PRODUCT LOT
PDS™ Pjys Antibacterial (polydioxanone) Suture PDP9109H UBMJDU
PDP9333H UBMJAM
PDP9333H UBMEZX
VICRYL™ P|ys Antibacterial (polyglactin 910) Suture VCP9582H UBMERQ
VICRYL™ (polyglactin 910) Suture J2575H UBMHZK
J310H UAMPML
J327H UAMPEP ]
J458H UAMQRT
J493H UAMMKE
J699H UAMQME
LJ9527H UBMCST
J9571H UAMMLJ
JE2672H UBMEZC
L MPV489H UAMPZR

Voluntary Product Recall (Removal) of specific lots of VICRYL™, VICRYL™ Plus,
Plus Sutures

FSCA# 2364579

PDS™, PDS™ p|ys, MONOCRYL™, MONOCRYL™

Page 6 of 9



dohnson&dohnson -
MedTech | Ethicon

URGENT: FIELD SAFETY NOTICE

VICRYL™ (polyglactin 910) Suture and VICRYL ™ Plus Antibacterial (polyglactin 91 0) Suture
PDS™ || (polydioxanone) Suture and PDS™ pjys Antibacterial (polydioxanone} Suture
MONOCRYL™ (poliglecaprone 25) Suture and MONOCRYL™ pjys Antibacterial (poliglecaprone 25) Suture

— Voluntary Product Recall (Removal) —

Attachment 2: Product Identification Tool

Please refer to the representative sample pictures below to identify the location of the subject product
code and lots for impacted products by using the packaging labels.
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Voluntary Product Recall (Removal) of specific lots of VICRYL™, VICRYL™ Pjus, PDS™, PDS™ Plus, MONOCRYL™, MONOCRYL ™
Plus Sutures

FSCA# 2364579 Page 7 of 9



Johnson&dJohnson

MedTech | Ethicon

URGENT: FIELD SAFETY NOTICE

VICRYL™ (polyglactin 910) Suture and VICRYL™ PJus Antibacterial (polyglactin 91 0) Suture
PDS™ || (polydioxanone) Suture and PDS™ Plus Antibacterial (polydioxanone) Suture
MONOCRYL™ (poliglecaprone 25) Suture and MONOCRYL ™ Plus Antibacterial (poliglecaprone 25) Suture

— Voluntary Product Recall (Removal) —

Attachment 3: Business Reply Form

Business Reply Form (BRF)
Your timely response to this recall notification is requested. Please complete this form and fax or email it

to [Enter Affiliate Information] or e-mail the form to [Enter Affiliate Information] within 3 business days,
even if you do not have product subject to this recall (removal) to return.

If you have product subject to this recall to return, please make a photocopy of your completed Business
Reply Form and enclose with your return. Thank you for your cooperation.

[Account Name]

[Account Address]
Print Name of Person Completing Business Reply Form: Telephone Number:
Account Number (number used to order J&J product): Date:

Email Address:

Reference PO for credit, if needed.

Signed*:

*Your signature provides confirmation that you have received and understood this notification
Your comments are welcome.

Product Inventory — please check those that apply:

1 we have NO inventory of product subject to this recall (removal).

1 we have product subject to this recall (removal) and followed Option 1 (i)- Remove the first package of
each complete box and return for credit (no inspection):

L1 we have product subject to this recall (removal) and followed Option 1 (ii)- Examine the first package
of each complete box prior to use. Quarantine and return if packaging defect is identified.

We have product subject to this recall (removal) and followed Option 2- Quarantine all impacted lots

and return for credit.

Voluntary Product Recall (Removal) of specific lots of VICRYL™, VICRYL ™ Plus, PDS™, PDS™ P|us, MONOCRYL™, MONOCRYL™
Plus Sutures
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URGENT: FIELD SAFETY NOTICE

VICRYL™ (polyglactin 910) Suture and VICRYL™ Plus Antibacterial (polyglactin 910) Suture
PDS™ [l (polydioxanone) Suture and PDS™ Plus Antibacterial (polydioxanone) Suture
MONOCRYL™ (poliglecaprone 25) Suture and MONOCRYL™ Plus Antibacterial (poliglecaprone 25) Suture

— Voluntary Product Recall (Removal) —

QUANTITY RETURNING
PRODUCT CODE PRODUCT LOT (EACHES)

Voluntary Product Recall (Removal) of specific lots of VICRYL™, VICRYL™ Plus, PDS™, PDS™ Plus, MONOCRYL™, MONOCRYL™
Plus Sutures
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TEPMIHOBO: MOBIAOMITIEHHSA NPO BE3NEKY

LoHuit MaTepian BIKPUN (VICRYL™) (nonirnaktun 910) Ta woBsHwi MaTepian
Bikpun Mntoc (VICRYL™ Plus) aHTUbaKTepianbHmii (nonirnaktud 910), wosHwi
Matepian MAC (PDS™) || (noniniokcaHoH) Ta wosHuit Matepian MNAC Mnioc (PDs™
Plus) aHTubakTepianbHumii (nonipiokcanoH), WoeHMi maTepian MOHOKPUN
(MONOCRYL™) (nonirnekanpoH 25) Ta LwoBHMiA matepian MoHokpun Mnioc
(MONOCRYL™ Plus) aHTuGakTepianbHuit (nonirnekanpon 25)

— [loGpoBinbHe BigKNMKaHHs (BUMYYeHHs) npoaykuii —

[OaTa]

laHoBHI BignoBigansHi  kepiBHMKM onepauinHux, caxisui 3 MaTepianbHO-TeXHIYHOrO 3abesnevyeHHs Ta
3aeigyBay XipypriyHoro BinaineHHs,

O6nik nokasye, Wwo BM 3amoBunn abo ofepxanu npoaykuilo, sika niagnarae gaHoMy BiaknukaHHi. Mpoaykuis,
WO nianarae BIAKNUKAHHIO 3 BalUWX iHBEHTapHUX 3anaciB Moxe GyTw BCTaHOBMeHa 3a KoooM Ta napTiew
BMpoOy, BkasaHux B foaaTky1.

NPOXAHHSA NOLWKMPUTK OAHY IHOOPMALIIIO CEPE[ LUTATY MPALUIBHUKIB CBOIO SAKNALY, AKI
BUKOPUCTOBYIOTb LUOBHUA MATEPIAN
Bikpun (VICRYL™), Bikpun Mnioc (Bikpun Mnioc (VICRYL™ Plus)), MAC (PDS™), MAC Mnioc (ngc
Nnioc (PDS™ Plus)), MoHokpun (MOHOKPUI (MONOCRYL ™)) ta MoHokpun Miioc (MONOGRYL ™
Plus)

MeTa pnaHoro 3aBepHeHHs
ETikoH(Ethicon) iHiuilosana noBpoeinbHe eigknukaHHs (Buny4eHHA) MeauyHMX BUPOGIB KOHKPETHUX NapTii
LIOBHOTO MaTepiany cepef] HUxX4Ye BKa3aHUx rpyn Bupobie:

LWoBHuit MaTepian BIKPMI (VICRYL™) (nonirnaktux 910) Ta WwoBHMiA Martepian Bikpun MNnioc
(VICRYL™ Plus) aHtubakrepiansHuii (nonirnaktux 910)

WoeHuin matepian MAC (PDS™) Il (noniaiokcaHoH) Ta NAC Mntoc (PDS™ Plus) aHTubGakTepianbHwii
(nonigiokcaHoH)

LUosHuiA maTepian MOHOKPWUIT (MONOCRYL ™) (nonirnekanpoH 25) ta MoHokpun Mnoc (MONOCRYL™
Plus) aHTubakTepianbHuii (nonirnekanpoH 25)

MpuunHa no6poeinLHOro BUNYy4YeHHs

EtikoH (Ethicon) ineHTudikyBana BupoGHUuYY npobriemy LWOAO crieuiansHoro naxkeTochopmMyBanksHoro
obnagHaHHs, sika obepHynach MPOpPi3oM B MEPBMHHIN yNakoBLi HEBENWKOro BiACOTKA LWOBHOMO marepiany
BIKPUI (VICRYL™), Bikpun Mnioc (VICRYL™ Plus), MAC (PDS™), NAC Mnioc (PDS™ Plus), MOHOKPWI
(MONOCRYL™) ta MoHokpun Mrioc (MONOCRYL™ Plus), BurotosneHoro a 27 ciuus no 27 BepesHs 2024
p. BuHuKkHeHHn fJaHoro fedbekty 3 BiporigsicTio 0.011% BupoGy B TakoMy cTaHi (B 99.9% BMpOBIB TaKuii
AeeKT BIACYTHIN). 3a HaABHOCTI, Npopi3 B ycix BUNaAKax i Tinbku Ha nepwiil ynakoBLUi B NOB3A0BXHIN
kopobui B KinbkocTi, Wo cknagae 36, Ta e TpannsAeTLCH B O[HOMY i TOMY X MicUi HA HUXKHBLOMY Goui
naketa 3 ¢ponbLrM NEpPBMHHOrO YMaKyBaHHS B 6ik CTPIYOK, WO 3HIMAIOTLCH, AK MNOKA3aHO Ha
3o006paxeHHi1.

Bci Bupo6u 3 napriii 3 logatky 1 MoxyTb GyTi NOBEPHYTI, ane WOBHWIA MaTepian 3 uux napTin, Wo He Mae
Npopi3iB NEPBUHHOI YNaKOBKW, MOXeE 3aNMLLATICh Y BALLKMX TOBAPHUX 3anacax Ta GeaneyHuin ans
BMKOPWCTAHHA Y BiANOBIQHOCTI 4O HANEXHOT IHCTPYKLUIT i3 3acTOCyBaHHS.

W06 3mMeHLNTK NOTEHLiAHI Npobremu 3 TOBApPHUMI 3arnacamm 3aMOoBHUKIB, ETikoH (Ethicon) Hapae
HacCTYNHi BapiaHTV OO BalIMX TOBAPHUX 3anacie napTii 3 Jogatky 1:

1) ToBepHYTH TiNbKK NEpLLY YNakoBKy 3 NOBHOI kKopobku, abo
HAob6posinsLHe BigknMKaHHA (BUNYYeHH:A) NPoAYKUil KOHKPETHWX NApPTIl WoBHoro martepiany BIKPUI (VICRYL™), Bikpun Mmoc
(VICRYL™ Plus), NAC (PDS™), NAC MNnioc (PDS™ Plus), MOHOKPUMN (MONOCRYL ™), MoHokpun Mnioc (MONOGRYL™ Plus)
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TEPMIHOBO; NOBIAOMNEHHSA nNPoO BE3MEKY

WosHuii Martepian BIKPUI (VICRYL ™) (nonirnakTun 91 0) Ta woBHMiA Martepian

Bikpun Nnroc (VICRYL™ Plus) aHTubakTepiansHui (nonirnakTun 91 0), wosHuMK
Marepian MNc (PDS™) || (noni.qioxcaﬂou) Ta WIoBHUiA MaTepian MAC Mnioc (PDS™
Plus) aHTubaKTepianbHui {noni.qioxcauon), WoBHWIA MaTepian MOHOKPUN
(MONOCRYLT"‘) (nonirnekanpon 25) Ta WoBHwMi Matepian MoHokpun Mnroc

(MONOCRYL™ Plus) autubakrepianuuui (nonirnekanpou 25)

— Ho6posinbHe BigKNMKaHHS (BUNYyYeHHs) npoaykuil —

2) Mepesiputn NepLy ynakosky noeHoj KOpobku Ta n
npopisamu B nepauHHiIii ynakosLji.

Taka onuisi HagaeTbes, konu He KoXHa kopo6ka MicTUTE nakyBaHHS LWOBHOro Matepiany 3 gecekrom,
Akwo pedbekr ¢, Bi HasABHWA TinbKu Ha NEPLUOMY NakysaHHi wosHoro matepiany B Kopobui Ta 3aBxaun
MOMITHWIA NPUBNU3HO B OAHOMY i TomMy camomy micyi 3riaHo 3 306pakeHHsm 1. IHWwKx 35 nakyeaHe
LLOBHOro MaTepiany B kopobuj He CTOCYeTbCA BUPOBHIUYa npo6riema Ta BOHU € GeaneyHnumm ans
BMKOpUCTaHHA y BianosigHocTi AOC HanexHor IHcTpykuiT ia 3acToCyBaHHs.

3o6paxcenns 1: llakyeanns woenozo Mamepiany 3 poavau (Huxcuiii 6iK) i3 306paxce
Bepxwiii 6ik nakyeanms wosnozo Mamepiany micmume nadp, YKO8aHY iHgop

e flodamgy 2.

HHAM Micys npopisy,
Mayito npo supio, AK 306paxceHo

Pusuk ans 300poB’s

Erikon (Ethicon) He OTpUMyBana XogHux ckapr a6o noBigomneHs npo Bynb-siky wkoay, NoB’A3aHy 3 Lieto
npoﬁnemoro.

Puank ans 3nopos's obMexyeTbes BUpoGamy 3 MOLUKOMPKEHUM NakyBaHHAM. [HLLMX BUpo6iB B ymoBax
eKkcnnyartayii 6es npo6nem MePMETUYHOCTI  Le He CTocyetbca. Meauuni npauisHmkm, ﬂKi_niKyBanw
nauieHTis, 3acToCoBYOYM NapTii Takux BUPOOIB, NOBUHHI 3gificHioBaTH Harnsig sa TaKHMM.[laU,IEHTaMM B
nicnsionepatliiHomy nepiogi cTaHaapTHUM criocobom Ges YKOAHUX HeobXiaHUX fJoaaTKoBUX gii.

ETikon (Ethicon) Bcranosuna ta BUMpaBuna KopiHHy NpU4UHY BUPOBHUYOT npobnemu, wo npuseena A0 uboro
BiAKNMKaHHS (BUNyYeHHs).

o6poBinkHe sigknukanHs (BuRy4enHs) npogykuii KOHKpEeTHWX NapTii WoBHoro Marepiany BIKPUN (VICRYL™), Bikpun Mnioc
ﬁIICRYLT"' Plus), NAC (PDS™), NAC MNntoc (PDS™ Plus), MOHOKPUN (MONOCRYL™), MoHokpun Nntoc (MONOCRYL™ Pjus)
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TEPMIHOBO: MOBIAOMINEHHS nPo BE3MEKY

WosHuir MaTepian BIKPUN (VICRYL ™) (nonirnakruu 91 0) Ta WoBHM Marepian
Bikpun Mnioc (VICRYL ™ Plus) aHTMbakTepiansHui (nonirnaktun 910), woeHwmi
MaTepian Nnac (PDS™) || (noninioxcauou} Ta WOBHMIA Matepian MAC Mnioc (PDS™
Plus) aHTUbakTepianLHuii (nonlgioucauou), LWOBHMI MaTepian MOHOKPURN

HEOBXIOH! o
1. BeraHosuty, un ¢ cepen ealmx TOBapHUX 3anacis naprii 3 flogarky 1. Akwo €, Bu MoxeTe

*  BapiaHT 1: Buganutu neplie nakysaHHe WoBHoro MaTepiany 3 NoBHOI KopoBky,

i. l3omoBaTu Ta NOBepHyTW 1i 3a onnaty. Bu MOXeTe BUKOpUCTOBYBATU iHWIi 35 nakyBaHb
LWoBHOro Matepiany y BignosiaHocti o IHeTpykuii i3 3actocysaHHs (MocunaHHs Ha
306paxeHHs 2 Hikye oo Micus nepiuof YNaKoBku)

ABO

ii. MepesipuTn neplle nakyBaHHA nosHo} KOpoBkW nepes BuKkopucTaHHSIM. I3orioBat Ta
MNOBEPHYTU flaHy OoMHULYO, SIKLLO BCTAHOBEHO AeCheKT nakyBaHHs, (Mocunanks Ha 3obpaxeHHs
2 HWK4e LWoao Micus nepuof ynakosku). Akwo xogHoro AedekTy He BUSENEHO, BUpi6 Ta
IHWI 35 nakyeaHb WoBHOrO martepiany B kopo6j MOXYTb OYTH BUKOpUCTaHI Yy BiAnoBigHocTi
A0 IHCTpykuii ia 3acTocyBaHHA.

ABO
* BapiaHT 2: Iaoni0BaTu Bei BUMpPo6K B HasBHOCT] Ta MOBEPHYTW BCi TOBapHI 3anacy 33 onnary.
3o6paxeHHsn 2 Micue nepuwuoro nakyBaHHA

MepLe nakysaHHs BU3HaAYaETLCS, OCKINbKY BOHO Halibnmxye no nepegHboi CTiHKM KOPOGKY 3i cTOpPOHOK
nakeTta 3 chonbrv Ao cTiHkK KopoGku. MepeaHs cTinka KOPOoBKu MicTuTh MapkyBaHHs BMpoby.

Bo6posinkue sigknukanns (BMnyvenns) npoaykuii KOHKpeTHMX napTii WwoBHoro Marepiany BIKPUN (VICRYL™), Bikpun MNnioc
(VICRYL™ Plus), nac (PDS™), MAC Mnioc (PDS™ Plus), MOHOKPUN (MONOCRYL ™), MoHoxkpun Mnroc (MONOCRYL™ Plus)
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TEPMIHOBO: NOBIAOMNEHHS NMPO BE3MNEKY

LWoBHui Matepian BIKPU/ (VICRYL™) (nonirnakrun 910) Ta woBHwmit MaTepian
Bikpun Mmoc (VICRYL™ Plus) aHTUGaKTepianHui (nonirnakTun 91 0), wosHui
Marepian MAc (PDS™) || (noni.qioxcauou) Ta WoBHUIA MaTepian NAC Mnioc (PDS™
Plus) aHTubaKTepianbHuii (noni.qioxcaﬂou), IOBHUI MaTepian MOHOKPUN

Front of Suture box

Moved Note: Hhie rend
emoved (Note: thy

Clude the defact
CIUGS [Ne gefe

Mepenns crivka KOPOGKM 3 LIOBHMUM Matepianom —
1-wa oguHuug sk ineHTUbikoBaHa 3 nakeTom 3
NbIW A0 HLOT CTiHKM KopoBku

Nepeaus critka KOpOGKH 3 WoBHUM marepianom — 1-
LWa oanHULES BUNYYeHa (Mpumimka: OaHe 30BpamenHs
He rokasye deghekm)

MoTenuiitmin AepeKT, HARBHWI TiNbky Ha
nepLUid ognHILI kopoGiki

3o6paxcenns 2: Ki opobka 0duHuyL das npodascy

lMpoxaHHs 36epirati konito AGHOr0 NOBIAOMNEHHS 3 i30MLoBaHUM BUpobGom Ta 3bepirati koniko AnA Bawmx
o6nikoBux 3anucis.

2. TMocTaeuTy Ao Bigoma npo o npobnemy BianosigHy one
3abesneyeHns, abo Gyab-koro we s CBOEMy 3aknagi, koro HeobxigHo noiHgopmysaTy. Akwo Gyas-ska

(k-mw: 36) i3 306paxcenHsm micys nepuiozo nakysanms,

Hobpoginke BiAKNUKaHHA (BunyyeHus) npoAayKuii KOHKpeTHMX napTii wosHoro Mmarepiany BIKPUN (VICRYL™),
(VICRYL™ Plus), nac (PDS™), NAC Mnioc (PDS™ Plus), MOHOKPUN (MONOCRYLT"'), MoHokpun Mnroc (MONO
FSCA# 2364579

Bikpun Mnioc
CRYL™ Plus)
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MedTech | Ethicon

TEPMIHOBO: NOBIOOMNEHHSA nrPo BE3MNEKY

Bikpun Mnioc (VICRYL™ Plus) aHTubakTepiankbHuii (nonirnakTun 91 0), wosHuMi
Matepian MAC (PDS™) |i (nonigiokcanoH) Ta wWosHwi Marepian MAC Mnioc (PDS™
Plus) aHTu6akrepiansHuii (nonigiokcanoH), wosHwii maTtepian MOHOKPUN
(MONOCRYLT“) (nonirnekanpon 25) Ta WoBHwMIi marepian MoHokpun Mnroc
(MONOCRYL ™ Plus) anTuGakrepiansHuii (nonirnekanpon 25)

- [lo6posinLHe BiOKNWUKaHHS (BUNyYeHHs ) npoaykuii —

3. 3anoBHUTU Bnank Ainoeoi signosigi (BRF) (OopaTok 3) Ha nigTREpmKEHHS OfepxaHHs faHoro
noBigOMneHHs, Ta BiAnpaBuTu Moro thakcom abo en. noLuTtoto [BBectu Bigomocri NPo adiniiosaHy 0coby]
MPOTArom Tpbox (3) po6o4Mx AHiB. MpoxaHHs noeBepHyTM Bnauk pinosoi Bignoeini (BRF), HaBiTk
AIKLO ¥ BaC HemMae B HasiBHOCT] BUpoGiB, Aki nignsraloTs AaHoMy BigKknukaHHio.

Bin 3amoBHukis BUMaraeTbes 6e3 3BonikaHb MOBEPHYTU HEBUKOPUCTAHUI LoBHMUE MaTepian 3
npopisamu B NepsrHHiII ynakosui, 3rigHo 3 UMM BigKNUKaHHSM (Bm'lyquHﬂM), LLO € B HAasABHOCTI
B TOBapHux 3anacax. LLlo6 otpumaTy BiLUKOAYBaHHS 33 NOBEPHYTI BUPOBU, 3aMOBHMKY NOBUHHI

0coby]. Best npogykuis 3 Aonatky 1 Moxe Bytu MOBEpHyTa, ane, Lo6 3MeHWUTH noTeHyjiiHi
npo6nemu 3 ToBapHUMK 3anacamu 3aMoBHUKiB, ETikoH (Ethicon) Hapae Bam MOXNUBICTL
MOBEPHYTY TinbKkK nepiuy ynakoeky abo nepesiputi TOBapHi 3anacu napriit a Hopatky 1 7a
MOBEPHYTW TiNbKM Ti OKpeMi nakyBaHHs LIOBHOro matepiany, Ha sikux BUSIBUBCS npopis Ha
MePBMHHIN ynakosLyj. Byaob-ska NPOAYKLiS, He BKa3aHa B Hoaarky 1, Ta 6yab-aka npogykuis,
NoBepHyTa nicns BU3HavYeHoi Aatu, He Byne Bigwkonosana.

5. 36epiratu ue NOBIAOMMEHHS Ha BUAHOMY MicLi ANs 03HaNOMMEHHs AO MOMEHTy, Noku Best NpoayKuis,
fika nignsrae gaHomy BIAKNMKaHHIO, He Gyae noBepHyTa [BBECTH BigOMOCTi Npo acininosany ocoby].

6. fkwo sam HeobxigHa Oyob-Aka gonomora 2 MOBEPHEHHAM NpoAyKLii, NpoxaHHs 3BEPHYTUCL A0
[BBecTM BigomocTi npo  adininosany ocoby] 3 MicLe3HaxXomKeHHSM [BBecTM BimomocTi npo
adininosaHy ocoby].

IHWi BigomocTi

edekTnBHE 3aCTOCyBaHHS Halwoi Npogykuii. Mu BU3HAEMO, IO BIAKNUKAHHS Ljei MpoAyKUil Moxe nopywmTu
nopsaaok poboTu Bawworo 3aknagy ta Mu uiHyemo sawwe CMPUAHHA B LIbOMY NUTaHHI.

AKLIO y Bac € 4oAaTKOBI 3anUTaHHs CTOCOBHO 40BPOBINLHOIO BigKNMKaHHS npoAykuii a6o Bu noTpebyete Oyab-
AIKOTO CMPUSIHHS B MOBEPHEHHI NPOAYKLil, NpoxaHHs 3BepTaTuch Ao [BHecTH BijomMocTi npo acpiniiosaHy ocobyl.

Lo crocyeTbes Gyas-skoro Meaun4Horo Bupo6y, npo noGivHi peakuii abo npobnemu woao AKOCTI, 3 SIKUMU
3iTKHYNUCh nig Yac sactocyeaHHs AaHoi npoaykuii, Heo6xigHo MOBIAOMIIATH CBOEMY TOProBoOMYy nNpeficTaBHUKY,
GesnocepeaHbo B ETikoH (Ethicon) a6o B AEPXaBHWIA OPraH OXOpoHM 300poe’s. Ak y Bac € Oynb-saki
A04aTKOBI 3anuTaHHs, NOB'S3aKi 3 UMM noBigoMneHHsM, abo sBam HeobXxigHi Gyab-aki nogaTkosi BigomocTi,
MPOXaHHA 3BePTaTMCL 10 CBOrO TOProBOro npeacTasHuKa.

OOOATKMW:

Honatox 1: Bigomocri Npo npoaykLito, skoi ue CTocyeThCA
Hoparok 2: 3aci6 ineHTudikauii BUpoBy

Hoparok 3: BnaHk ginosoi Bianosiai (BRF)

HAo6poBinkHe BigknukanHs (Buny4eHHs) npoaykuji KOHKpPETHUX NapTii WoBHOro Matepiany BIKPUN (VICRYL™), Bikpun Mnioc
(VICRYL™ Plys), MNAC (PDS™), NAC Mnioc (PDS™ Plus), MOHOKPUN (MONOCRYL™), MoHokpun Mntoc (MONOCRYL™ Plus)

FSCA# 2364579 CropiHka 5 3 9



Johnson&dJohnson | Ethi
MedTech e
TEPMIHOBO: NMOBIOOMNEHHS MPO BE3MNEKY
WosHuir MaTtepian BIKPUN (VICRYL ™) (nonirnakTun 91 0) Ta worHMi Martepian
Bikpun Nmoc (VICRYL™ Plus) aHTUGaKTepianbHuii (nonirnakTun 910), woBHwMi
Matepian NOC (PDsS™) i (noni.qioxcaﬂou) Ta WOBHMIi Matepian MAC MNmoc (PDS™
Plus) aHTubakTepianLHuii (noni,qioxcanuu), WOBHMI maTtepian MOHOKPUI
(MONOCRYL ™) (Monirnekanpon 25) Ta wosHui martepian MoHokpun Mnioc
(MONOCRYL™ Plus) aHTubakTepianbHui (nonirnekanpon 25)
— lobposinsbHe Bigknukanus (BUNYyYeHHs) npoaykuii —

Hoparok 1: BigomocTi NPO NpoAykuito, skoi Le CTOCYETLCS

HOQVIHATHCb HA 3AXO0M, SIKI BUMAT AKOTbCA, ans NoOANLLLUX IHCTPYKLIIN.

HAUMEHYBAHHA BUPOBY KOO BUPOBY MAPTIS| BUPOBY

WorHuit marepian Monokpun Mnioc (MONOGRYL ™ MCP3200H UAMPTL

Plus) anTubakrepiansHuii (nonirnexkanpon 25) MCP3212H UBMPSZ
MCP3212H UCMCXJ
MCP3213H UAMRDT
MCP3213H UAMJZL
MCP3213H UAMJUR
MCP3213H UAMRDK
MCP3213H UAMLCP
MCP4423H UAMHXE
MCP4424H UBMMXK
MCP442H UAMRKS
MCP496H UAMRLE
MCP496H UAMLCU
MCP497H UAMHRH

MOHOKPUN (MONOCRYL ™) (nonirnekanpon 25) |C458 UBMHPC
C490 UAMEUD
C589 UBMEML
Y293H UBMEJR
Y398H UAMPJB
Y398H UAMMXQ
Y423H UBMJED
Y426H UAMKHE
Y935H UBMCAA
Y935H UBMDKC
Y936H UBMJQM

WoeHuit maTepian NAC (PDS™) i (nonigiokcanon) PEE2993H UBMQHD
Wa073H UBMBZJ
W9a077H UBMHPH
W9101H UAMHJS

L W9101H UAMLPS

HobpoeinkbHe BigknukaHHs (BunyyeHHs) npoaykuyii KOHKpPeTHUX naprTiii WwoBHoro Matepiany BIKPUN (VICRYL™), Bikpun Mnioc
(VICRYL™ Plus), nac (PDS™), NAC Mnioc (PDS™ Plus), MOHOKPMN (MONOCRYL™), Monoxkpun Mnioc (MONOCRYL ™ Plus)

FSCA# 2364579
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TEPMIHOBO: NMOBIAOMNEHHS MPO BE3MNEKY

YL™) (nonirnakrun 9

KCaHOH) Ta woBHuMii Matepian MAC Mnioc (PDS™

LOBHMI MaTepian MOHOKPUN

BHUII MaTepian Mokxokpun Mnioc
(MONOCRYL™ Plus) aHTubakTepianLHuii (nonirnekanpon 25)

— Ho6posinsHe BiAKNUKaHHS (BUNYYeHHs) npoaykuii —

UBMAJQ

UBMEUS
UBMKBQ

i i KaHHsA (BURyYeHHA) npogykuii KOHKPeTHWX napTii WwoBHoro Matepiany BIKPUN (VICRYL ™), Bikpun Mmoc
RI?SE;TR‘ESTUZ;?&% (;Dsiu), I‘Iy.nc I‘In|)|m:p(l='lilvsT"'I Plus), MOHOKPUN (MONOCRYL ™), MoHokpun Mnioc (MONOCRYL ™ Plus)
FSCA# 2364579
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TEPMIHOBO: NOBIAOMNEHHS NPO BE3MEKY

WoBHuit maTepian BIKPUN (VICRYL™) (nonirnakrun 91 0) Ta woBHwMiA Matepian
Bikpun Mnioc (VICRYL™ Pjys) aHTMbaKTepiansHuii (monirnakTun 910), woBHwMi
Marepian NAc (PDS™) i (noninioxcanon) Ta WOoBHMIA MaTepian MNAC MNnioc (PDS™
Plus) aHTubaKTepianLHui (noni.qioxcauon), WOBHMI MaTepian MOHOKPUN
(MONOCRYLT“) (nonirnexanpon 25) Ta WoBHMI Matepian Monokpun Mntoc
(MONOCRYL™ Plus) aHTubakTepianbLHuii (nonirnekanpon 25)

— [o6posinkHe BiOKNMkaHHs (anyquHﬂ) npoaykuii —

HAWMEHYBAHHS BUPOBY KO BUPOBY WPTIH BUPOBY
LoBHuit maTepian NAC Nnioc (PDS™ Plus) PDP9109H UBMJDU
aHTubakTepianbHuii (noninioxcauon)

WoBHuit maTepian Bikpun Mnioc (VICRYL™ Plus)
aHTubakTepianbHuit (nonirnakruu 91 0)

WoBHui maTepian BIKPUN (VICRYL™) (nonirnaktun 910) |J2575H

UAMPML
J327H UAMPEP
J458H UAMQRT
J493H UAMMKE
J699H UAMQME
J9527H UBMCST
J9571H UAMMLJ
JE2672H “ UBMEZC
| _ |MPV48gH |UAMPZR

i i i i , Bikpun Mnioc
06poBinLHe BiaknukaHHs (eunyyenns) MPOAYKLUIT KOHKPETHUX NaPTii WoBHOro Mmarepiany BIKPUN (VICRYL™)
ﬁllCEYL“‘ Plus), NAC (PDS™), NAC Mnioc (PDS™ Plus), MOHOKPUN (MONOCRYL ™), Monokpun Mnkoc (MONOCRYL™ Plus)

FSCA# 2364579 CropiHka 8 3 9



Johnson&Johnson :
MedTech | Ethicon

TEPMIHOBO: NOBIOOMNEHHS NPoO BE3IMEKY

WosHuii maTepian BIKPUIT (VICRYL™) (nonirnakrun 91 0) Ta woBHMi matepian
Bikpun Mnroc (VICRYL ™ Plus) aHTMGaKTepianLHWi (NonirnakTunx 910), wosHwMiA
Matepian MNac (PDS™) || (noni.qioucanm-l) Ta WoBHWiA MaTtepian MNAC Mnioc (PDS™
Plus) aHTuGakrepiansHuii (nonigiokeanoH), wosHwii martepian MOHOKPUN
(MONOCRYL ™) (nonirnekanpon 235) Ta WoBHWiA marepian MoHokpun Mnioc
(MONOCRYL™ Plus) antu6akrepiansHuii (nonirnekanponx 25)

— Ho6posinbHe BigknukarHs (BUNYYEHHSR) npoaykuii —

Hopatok 2; 3aci6 IneHTudikawii BUpPOGY

MpoxaHHs nocunaTmes Ha 306paxeHHs penpeseHTaTBHOO 3paska, LWob BM3HauMTH Micue Koy Ta
naprii BignosigHof npoaykuii Ans Bupo6is, sikux L€ CToCcyeTbCs, Kepytouncs siprivkamn Ha ynakostij.

Kopo6ka
Kon
BHPOOY
e e -
~\VCP94eH

(3.5 Ph. Eur) Coated ~a (0.7 Ph. Eur.)
VICRYL™plus ff RB-2 , %

'\ C_T-‘I Nl Antibacterial o violet monofiament absorbase s

\ Ao 13 // 5'5;?:;'1; %1:2’ @ vicleta moncfilaments sutura absarhii

&/ e, -

ETHATLOV™ Needle Allay
36 x

36 x
3sl|(90 cm) L ED) . A r 370"(_7? cm! STERILE £ [ deie

ETHICO

. ETHICO
rHomep nap'n"l';J Homep naprii
‘ Koa
o ¥Ynaxosxa 3 honemm gns woaHoro Marepiany Bﬂpoﬁy

4-0 LETHICON® :

(1.5 Ph. Eur.) MONOCRYLTM T i g
PS'2 Pobglecaprons 25 x 2
monofiament absorbabie sLure = b=
18 mm e Incolore rrorod ? Btk ] 2
""?V"”“ rxgembt.wrf chrug Nabtmarenal J ; La
u non colorata oot s ssscrisbi TE
| Incolora monofiaments suaura absoronie = ;
MU!,‘_'E'Q&‘; Incolor monoflarssntar sutura absorve & / 4
i FTHALEOYIM Needle \Hoy  ONgehdeurd monofl chnyr nachinarsnas recrtsarta - a8 /
% wlETHCON (L s : Homep naprii 1
" _!'-—‘ 4 'y
] 27" (T0 cm)  sremaclen) (%), 1, C € 2797 _

HobposinkHe BigknukanHs (BUnyyenns) npogykuii KOHKPeTHMX NapTil WoBHoro Marepiany BIKPUN (VICRYL™), Bikpun Mnoc
(VICRYL™ Plus), NAC (PDS™), NAC Mnioc (PDS™ Plus), MOHOKPUN (MONOCRYL ™), Mookpun Mo (MONOCRYL™ Plus)

FSCA# 2364579 CropiHka 93 9



Johnson&Johnson :
MedTech | Ethicon

TEPMIHOBO: MOBIAOMNEHHS NPO BE3MNEKY

LWosnuit matepian BIKPUI (VICRYL™) (nonirnaktux 91 0) Ta WoBHUM MaTepian
Bikpun Mnioc (VICRYL™ Plus) aHTuGakTepiansHuii (nonirnakTux 91 0), woBHUIA
matepian MNAC (PDS™) || (nonigiokcaHoH) Ta WoBHMi matepian MAC Mnioc (PDS™
Plus) anTnbakrepiansHuii (nonigiokcaHoH), WwoeHMit Marepian MOHOKPUN
(MONOCRYL ™) (nonirnekanpon 25) Ta wosHwi Marepian MoHokpun Mnioc
(MONOCRYL™ Pjus) aHTUGakTepianbHUiA (nonirnekanpoH 25)

— [lo6poBinsHe BigknukaHHs (BUNy4YeHHs1) npoaykuii —

— — — o—— — —

e ———
\ —

\ Kon
THICON® | ®PDP9333 |«
(3.5 PQ Eur.) tpfﬁlé!”&‘ PIUS % N ‘B“p(’ﬁy

Antibacterial
V"38 Pﬁma;ar\orea Suture
31 mm rgacare™} MP <236C pgim
TAPERGU T

2026

\

Antbeckimenoe (Polycoxanone ) F de Suiue
An® daxteneles (Polydaranan Nantmateral 4]

Ant batlenca | Polikossanone) Sutaa

Antoaclenana (Pobdoxancna) Sulra (-
Antbactenana (Pobdioxanona) Fio ¢e Sutura
TARERTUT Antbactense! (Polydoxanor) Hechidraad

AWPDPH33 F 3

$Regsteed Tracerark of BASF Group

<— | Homep naprii

(Lot uBNMEZX IL

[ 70cm mg;}mmc E 2797 4 //'

HAobpoeinbHe BigknukaHHA (BunyyYeHHs) npoayKuil KOHKpeTHUX napTiil WosHoro matepiany BIKPUN (VICRYL™), Bikpun Mnioc
(VICRYL™ Plus), NAC (PDS™), NAC Mnioc (PDS™ Plus), MOHOKPUI (MONOCRYL ™), Monokpun Mnoc (MONOCRYL™ Plus)

FSCA# 2364579 CropiHka 10 2 9



Joh '
Moe dnTseoCrL&dohnson | Ethicon

TEPMIHOBO: NOBIOOMNEHHS NPO BE3MNEKY

WosHuM MaTtepian BIKPUN (VICRYL™) (nonirnakrun 910) Ta wosHMii MaTepian
Bikp_vm Mnioc (VICRYL ™ Plus) aHTubaKTepianLHuii (nonirnakTuu 910), woeHwmi

(MONOCRYL™ Plus) antu6akrepiansHuii (nonirnekanpou 25)
— HobGposinbHe Bigknunkauks (BUNYyYeHHs) npoaykuii —

Hopatok 3: Bnank AinoBoi Bignosigj

Po6oyux aHie, HaBiTL FIKULO y BAC HeMae B HasiBHOCTI BUPOGIB, AKMX cToCcyeThbCs AaHe BigknukaHHs
(Bunyyenns), ans NOBEpPHEeHHs.

3arnoBHeHOro Bamu Bnanky ainosot Bignogigi (BRF) i_BknacTw iioro A0 Balloro noBepHeHHs. Bucnosnoemo
BAAYHICTL 3a cnisnpauo.

[HaitmenyBanns paxyHky]
[Anpeca paxyHiy]

Ha,qpyxys_zam M5 0cobu, ska 3anoBHIoE Bhank Homep TenegoHy:
Ainoeoi Bignosigi:

HaﬁMEHyBaHHFI PaxXyHKy (womep, wo SUKOPUCMOSYembCs, HaTa:
wob 3amoensmu npodykuio Ox. end [x.

En. agpeca:

CTaH,qapTHe 3M Ha Bi,qujxo.quaHHﬂ, AKLO HeobxigHo:

rignuc®:

" Bawum nidrnucom nidmeepdxyemscs, Lo eu odepxanu i 3po3yminu nosidomerHs
Bawi 3ayeaxeHHs 6axan],

IHBeHTapHi 3anacy NPOAYKUIT — npoxarHs sidmimumy me, uo 3acmocosyemscs:
Y Hac BIOCYTHI iHBeHTapHi 3anacu nNpoaykuii, aka nignarae A8HOMY BiAKNMKaHHIo (BUIYyYEHHIO).

[] BhHace npoaykuis, ska nignsarae O3HOMY BiKNMKaHHI0 (BUNYyYeHHI0) Ta My ROTpumMyBanuck BapiaHTy 1
(i)- Bunyuntu nepue MaKyBaHHA KOXHOI NOBHOI kKopobku Ta MoBepHyTH 3a onnarty (Gea nepesipku):
B Hac € npogykuis, sika niansrae AaHoMmy BigknuKaHHo (BUNyYeHHI0) Ta My AoTpumyBanmce BapiaHTy 1
(ii) — MepesipuTn nepwe MaKyBaHHA KOXHOT NOBHOT KopoBiku Nepen BukopucTaHHsM. |30M10BaTH Ta
MOBEPHYTH, SIKLLO BCTAHOBMNEHO AedheKT NaKyBaHHs.
B Hac e npoaykuis, ska nignsrae OaHOMY BiOKNMKaHH0 (BUNYyYeHHI0) Ta My ACTpuMyBanuck Bapiawty 2-
I3onoBaTtu Bei naprii, akux ue CTocyeTbes, Ta NoBEpHYTH 3a BigLWIKOAYBAHHS.

Do6posinkHe BigknukanHs (BMnyuenHs) npogykuii KOHKPEeTHWUX napTii WoBHoro Mmatepiany BIKPUN (VICRYL™), Bikpun Mnioc
(VICRYL™ Plus), iac (PDS™), NAC Mnioc (PDS™ Plus), MOHOKPUN (MONOCRYL ™), MoHokpun Mnioc (MONOCRYL™ Plus)

FSCA# 2364579 CropiHka 1139



dohnTson&dohnson

thi
edTech | Ethicon
TEPMIHOBO: NOBIOAOMIIEHHS MNPO BE3MNEKY

KCaHOH) Ta WoBHUI Marepian MAC Mnioc (PDS™
Plus) aHTMbaKTepianLHuii (noni.qioxcauon), LWIOBHWIA MaTepian MOHOKPUN
(MONOCRYL“’) (nonirnekanpon 25) Ta WwoBHMi matepian MoHokpun Mnioc
(MONOCRYL™ Plus) antu6akrepiansHuii (nonirnekanpou 25)

— HobposinkbHe BigknukaxHs (BUNYyYEHHs) npoaykuii —

KINBKICTb, SKA
KOO BUPOBY NAPTISt BUPOBY NOBEPTAETLCS —’
(KOXKHOT)

-

OposinbHe Bigknukanus BUIy4eHHs) NpoAyKLUiT KoHKpeTHUX NapTii WoBHoro Marepiany BIKPUN (VICRYL™), Bikpun Mnioc
l(Fl'il‘:CFI;YL““ Plus)‘,lnﬂc (PDSE“'), NAC Mntoc (PDS™ Plus), MOHOKPUN (MONOCRYL™), MoHokpun Mntoc (MONOCRYL™ Plus)
FSCA# 2364579

CropiHka 123 9
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KniHiuni acnekru 3acTocyBaHHA:
Bikpun (VICRYL):

LUoBHWiA MaTepian Bikpun (VICRYL™) - e CTEPUINEHUIA CUHTETUNHUIT XiDYDrYHMI LLIOBHMG Marepian, Lo po3cMoKTyeTbes, 3
Kononimepy, BUroToBneHoro 3 90% rmikonigy ta 10% L-naktuay. BiH npusnayeHuii AN BUKOPUCTAHHS MpW 3aransHii
anpokcumisauii M'akux TkaHuH Ta/aBo HaknagaHHi niratypu, Bknovaoum 3acTocyBaHHs B oTanbMoxipyprii, npu aHacTomosi

nepudgieprHIX Hepeis Ta MIKpOXipyprii Ana cyauH, MeHW X 3a 2 mm (Mm) B giameTpi. Beaneka Ta edeKTMBHICTb LWoBHoro
matepiany Bikpun (VICRYL™) nnsi TkaHuH CepLEBO-CyAMHHOT cMCTeMU He BYNu BCTaHOBIEHi.

Bikpun Mnioc (VICRYL Plus):

Bikpun Mnioc (VICRYL Plus) aHTn6akrepiansHuii (nonirnakTuH 910) wosHwit Marepian 3 NOKPUTTAM - e CTEPUbHII
CUHTETUYHWIA XipYPrivHWIA WOBHWIA marepian, Lo PO3CMOKTYETLCS, 3 KoroniMepy, BUrotosneHoro 3 90% rnikonigy Ta 10%
L-naktuay. LLoeHuit matepian mictuts Irgacare + MP (Tpuknosaw), aHTUGaKTepiansHUI areHT LUIMPOKOro CnekTpy aii 3 He

nAc (PDS 1I) / NAC Mnioc (PDS Plus)
MAC Il (PDS™ II) - ue crepunbhwii CUHTETUYHNIA MOHODINAMEHTHWI LLIOBHWIA MaTepian, wo PO3CMOKTYeEThCA, 3 noniectepy
noni (n-gjokcaHoHy). BiH npuaHauenmii ANA BUKOPUCTaHHS NpK 3aranbHii anpoKCUMISaLLT M'SIKMX TKaHUH, BKIIOYAI0YM

BMKOPWUCTaHHS B CepLeBO-CyaMHHIN cucTemi Y AiTei, B Mikpoxipyprii Ta opransmoxipyprii. [laHui WwWoBHWi marepian
0co6n1BO 3pyyHuil Tam, Je BaxaHa komBiHauis wea, 1o PO3CMOKTYeTLCS, | TPpMBana NATPUMKY paHm (00 wectn TYkHIB).

Mowokpun (Manocryl) / Moxokpun Mrioc (Monocryl Plus):

MoHokpun (MONOCRYL™) - ye CTEPUNBHUIA CUHTETUMHWIA MOHOMINaMeHTHMG LUOBHWIA MaTepian, wo PO3CMOKTYETLCH,

BUrOTOBNEHUIA 3 Kononimepy, o cknagaeTscs 3 rnikonisy Ta €-kanponakToHy. Bix NPU3HAYEHWIA 4NA BUKOPUCTaHHS Npu
saranbHii anpokcumisauii M'skux TkaHuH Ta/abo HaknagaHHi niraTypu, Konu nokasaHuii marepian, sikuii pO3CMOKTYETLCS.

IHCTpykUiT i3 3aCTOCYBaHHA LLOA0 BULE3a3HaYeHo npoaykuii goBoasTL Ao eigoMa KOpUCTyBa4a/ 3aMOBHMKA “He
BUKOpUCTOBYBaTH, AKLLO YnakoBka BigkpuTa a6o MoLIKoKeHa.”

I'pyna nauienTie, ski nepebyeatoTk y HaWbBiNb Wi 30Hi pusuky:

lMpopi3 B naketi Mmoxe CNPUYUHUTK NOPYLIEHHS CTePUNbHOCTI Ta NPWU3BOAUTM [0 BiPOTiAHOCTI NOTPaNNAHHS NaToreHHMX
MiKpoopraHiamie fo Tina nauienTa, Wo BuknnKae iHdekLjlo. MauieHT NOXUNoro Biky, BaXKOXBOPI, siki CTPaX4aloTk Ha
AiaGeT Ta/abo 3 0cNabreHolo iIMYHHOK CUCTEMO MoXyTb ByTU GiNbLU CXUnBHI a0 iHdbikyBaHHA Yepes He3axMLLEHICTb Big
NaTOreHHWUX MIKPOOPriHiaMiB; NpoTe, Takuii PU3UK HIBEMIIOETLCS HEBENUKUM IHOKYNSITOM BakTepii, Wo BiporigHo mMoxe GyTn
HasBHUM, Ta 3aCTOCYBaHHAM MpodinakTU4Hoi aHTuGioTkoTepanii nepen XipypriyHuM BTPyYaHHAM. MOXIuBICTb
BUAIBNEHHSA NpobnemMu Takox 3MEHLUYE BiporigHicTe Toro, Wo NPOoAYKLUis, Woao Aakol BUsSIBfeHo nopyLueHHs, byae
BUKOpWUCTaHa Ans nauieHTa.

CynyTHi kniHiuni hakTopu:

MNpobnema 3 o6nagHaHHaM BCB, ske Moxe yTBOptOBaTK NpopI3 B nakeTi, Gyna ineHTudikosaHa. KpnTuyHo Baknueo, wo
AedeKT SKOCTi PO3IMKHYTOT repmeTUaauji MOXy BYTI NpMCYTHIR Y NpogyKuil, Wogo skof BUABINEHO NOPYLUIEHHS, L0 MOXe
MPU3BOAUTU A0 MNOWKOPKEHHS, PyHYBaHHS a60 NoripLUeHHs pyHKUiT Ta MoxMBOrO 6ioaabpynHeHHs,

Hemae kniHiyHmx ymoB, siki MOXyTb 3MEHLIUTU puauku. MNpoTe, Taki hakTopw sk TN Ta piBeHb NaToreHy, Wo Mae Micue,
Taki haKkTopm opraHiamy sk BiK, KMiHiYHi yMOBM Ta/abo 3acTocyBaHHA npodinakTuyHoi aHTubioTnkoTepanii nepen Gyab-
AKOI0 NpOoLleaypor MOXYTh 3MEHLLYBATUA PUUKN MOXMMUEORO GiosabpyaHeHHs.

MNpobnema moxe 6yt BUSBNEHa KopucTyBa4eM. Ak TiNbK1 MeAUYHUIA NPALBHUK BCTAHORIIOE Taky npobnemy, 3acib,
LOAO AKOTO BUABMEHO MOpYLUEHHS, BiporigHo He Byae BUKOPUCTOBYBATUCH.



Takox Hemae XKogHUX 03HaK TOrO, WO NpoAyKLis,

Loao sxoi

BUSIBNEHO MOpYLIEHHS, He Moxe abo He Byne

BukopucTosysaTucs BignosigHo go IHCTPYKUii Ha MapkyBaHHI.

MoTeHuiiHa wkopa:
BusHaueHHs piBHA TaxKocTi:
CTyniHb TaxKOCTI

OBmexeHuit

3BOpOTHMIA

HeobxigHe BTpyyaHHs

MocTilHmir

Hebe3neunun gns xurra

BusHaveHHA imoBipHoOro
piBHA wWkogu:

PieeHb

S1

S2

S3

S4

S5

Onuc

OB6MmesxeHuit (TuMyacosi, HeaHayHi cuMnTomm abo
cKapri); cUMNToOMU, Nos's3aHi 3 TUMYacoBM
AuckomcbopTom. CTaH nokpawmTees Ges TNiKyBaHHs
Ta AOBroTpUBaNMX Hacnigkis.

BprHaHHﬂ Heé MnokasaHe, sIKLLO BOHO nepe,anHeHe, BOHO
NpusaHaveHe onga NonerweHHA cuMnToMiIB,

3BOpoTHUIA 63 MeanyHoro BTPYYaHHA; CUMNTOMW MOXYTb

TUMHYacoB0O 0OMEKNTH NOBCAKOBHHY AIANBHICTb.
CraH nokpawuTecs Ges nikysaHHs Ta O0BrotTpmBanux
Hacnigkis.

BTpyyaHHs nokasane ans nonerwenss CHMMTOMIB,
CKOPOY€eHHA Yacy BigHOBNeHHs Ta/abo 3abesneveHHs
HOpMankeHol noecakAeHHOT AiANbHOGTI,

HeobxioHo abo moxHa 06rpyHTOBaHO OuikyBaTH, WO Le
npussene o meguyHoro abo xipypriuHoro BTPYYaHHs,
BKITHO4aYW rocnitanizauiio.

CUMNTOMU NepeLIKoKaTS HOpManbHIl giansHocCTi.
Bes nikyBaHHs cTaH npussene [0 He3BOPOTHMX NOPYLLEHL
abo HeGeaneuHux ans »uTTs Hacnigkie.

BTpyyaHHs nokazaHe ans 3ano6irauus Aogartkosol
TPaBmu, CTaHy, L0 3arpoxKye *unTTio, a6o HEe3BOPOTHMX
nopyLUEHb.,

BTpyyaHHs Bkniouae, ane He 06MexXyeTbCA NNaHoBUMMI
iHRA3UBHUMM NpoLeaypamu, rocnitaniaauieto,
BHYTPILUHLOBEHHUM BBEAEHHAM aHTUGIOTHUKIB,

PeaynbtaT npussoauTs 260 MOXHA 06r'pyHTOBaHO
ouikyBaTH, WO BiH Npussene Ao He3BOPOTHOrO NOPYLUEHHS
DyHKLUT opraHismy a6o 10 He3BOpoOTHOro MOLUKOPKEHHS
CTPYKTYpK Tina. YILKomKeHHs, sike 3aBakae naujieHTy
HOpMarnbHO BUKOHYBaTKH BUAW AISNLHOCTI, SIKi BiH/BOHA
Mir/Morna BUKOHyBaTu 0o OTPUMAaHHS YLUKOMKEHHS.

HeGesneunnit ans xuTTa (cMepTh Be HacTana abo Moxe
HacTaTu). O6rpyHTOBaHe OYiKyBaHHS CTaHiB, WO
MPU3BOASATL 10 CMepTi 3a BiACYTHOCTI cnevudiuHoro
MEOWUYHOro BTPYYaHHS.

3arposa XuTTHO HeMUHyya | BUMarae HeraiHoro
npodeciHoro MmeguyHoro BTPYYaHHS.



Yactora PigeHs BuzHayeHHs

Hapssuvaiino pigko pH1 Mpobnema 3 BMpoGom He npussena A0 BU3HaYeHOT Lkoawy,
abo Moxe npussecTy Nwe fo Wkoam 3a HagaeuyaliHo
piakicHux obcrasuy

Pigko pH2 Binomo, wo npo6nema 3 BUPOGOM npussoguTh Ao
BM3HaveHoi wkoaw, ane nuwe 3pigka Ta/a6o 3a
HE3BMYaHNX 06CTaBuH.

IHo i pH3 Mpo6rnema 3 BUpoboM npussena abo, sk MoxHa
06rpyHTOBaHO OuiKyBaTW, Wo npuseene no susHauenof
WKOAK 3a 3BMYaITHUX 0BCTaBMH,

Npaktuuno zaexgu pH4 Mpo6Brema supoby, konm sona icHye, saBxan aBo maiixe
3aBXau NprsBoguTs oo BU3HaYeHoI Wkogu

- Mpsami Hacnigku:

nil‘yBaHHﬂ. Axwo ye TpannaeTscs, nonatkoee MeauyHe abo xipypriyHe (HaknapaHHs LIBIB) BTPYYaHHSA MOxe
BUKOHYBaTHCh, W06 3ano6irty nofansiwomy YLWKOAMKEHHI0,

- Henpsmi nacnigku:

1. Xipypriune BTPy4aHHsa (TpuBane abo honatkose Xipypriune BTPYH4aHHA): AKILO BUPIG 3 NoripweHnmMy
PisnaHUMK BNAacTUBOCTAMM He npuaaTHui AnNA HanexHoro 3lUMBaHHS, XipypriyHe BTPyYaHHs Moxe 6yt

Bioknagewe ta/aGo nposegeHa fogaTkoea nNpoleaypa y sunagky, konu niryBaHHs He gocsrnu (HaknapaHHs
WBiB/nnactuka TKaHWH)

Kopotkuit onuc NOTeHUIAHKUX puzukin:

nonynsauii nonvasuij
IHdbekuisa He BcTaHoeneno He ecraHoBneno S5

PH1

HeedbektueHe He BcranosneHo He BcTanoBneHo S3 PH2
niKyBaHHs

Xipypriyne NiKkyBaHHs He BcTaHoBneno He BcTanosneno S2 PH1
(TpuBane)

Xipypriuve nikysanHg  He BcTaHoBRewo He BcraHoeneHo S2 PH1

(AonaTkose BTpy4YaHHs)



OuiHka 3a HasABHO AOKYMeHTaUico:
BcranoeneHo Hoey NOTeHLUiiHY Wwkoay (He Binomy abo He nigospioBaHy paHiwe).

Bnnue Ha 300poB's HaceneHHs:

- Bnnus 3a mexamu kopucryeauis:
BigcyTHin.

- Bnnus Bia BUnyyeHHs BUpOGY:
BincyTHiin. Moxe BUKOPUCTOBYBATUCH anbTepHaTUBHA NpomyKLis.

HOopatkoBa iHdopmauis:
BucHoBOK 3 ouiHKK pusnkis AnA zaopos's:

Mpo6remy 3 o6naaHaHHam BCE, wo moxe YTBOpIOBaTU Npopiz B nakeTi 6yno BCTaHOBMEHO. lNonepeaHe poscnigyeaxHs
BIAHOCUTL NpoGnemMy Ha paxyHok XKOPCTKOT NOBEPXHI CreuianbHoOro KOMMNoHeHTa obrnagHaHHs BC6 Ta Bupo6HMYi BiaXmUneHHs
NAKETYBaHHS, L0 MOXe BN/IMBATM Ha NPOAYKLio 3 Pe3yribTaToM Npopisy B NOPOXHWUHI yNaKoBKM LIOBHOTO marepiany.

Mpo6rema BusBNsETLCS KOPUCTYBaYeM. B Takiii CUTyaUil, MeaMHHWIA NpauiBHUK POGUTH BUOIp 3acTocyBaTy iHWMI BUPI6 Ta
KOAHOI NoTeHUiiHoT Wkoay abo foaaTKoBux pu3uKiB ANs nauieHTa He ouiKyeTbCs.

Akwo npobnemy He BusBNeHo abo MeaUuYHMiT npauisH1K po6uTk BUGIP BUKopUCTaTH BWPIO, WO 3a3HaB BNNMBY, He3BAXAKYW Ha
npoBriemy, NopyLUEHHS CTEPUNBLHOCTI MOXe CMPUHMHUTYI NOTPaNNSAHHA NaToreHHUX MikpoopraHismie go opraHiamy naujieHTis, LWo
npu3BoAUTL Ao iHdbekuil. IHdekLis moxe MOLIVPIOBATWCE Ta CTBOPIOBATM 3arpoay Ans XKUTTS (cencuc) yepes BesnocepeaHin
KOHTaKT 3 kpoBooBirom. Takomy HeraTsHomy BIMBY iHCbeKLUiT NpUCBOEHO cTyMiHb TsxKocTi S5. Mpore, sKwWo Take TpannseTses,
BBOAMTLCS HEBENWUKWIA IHOKYNAT GakTepii B NoeaHaHHI 3i CTaHOapTHUM 3acTocyBaHHAM fo- Ta/abo nicnsonepayiitiux aHTUGIoTUKIB
ANnA nauieHTis. BignoeigHo, BiporigHicTs HeraTWeHOro BMIMBY € BKpail pigkicHow (pH1).

lMpopia B NOPOXHUHI Takox Hapaxae BUPIB, O PO3CMOKTYETLCS, Ha BNNMB CeépefosunLa, Lo MOoXe NOTEHLAHO noripLuyBsaTu
(pisnyHi BNAcTMBOCTI Ta sKLLO BMKOPUCTOBYETLCH, MOXE NPU3BOAWTH A0 HeedeKTUBHOTO NiKyBaHHS, LLIO MOXe BUMaraTtu
AOAATKOBOTO XIPYPri4HOro BTPY4aHHs (Hanpuknag, HaknafaHHaA Weis/ nnactuka). OTke, CTyniHb THXKOCTI S3 NPUCBOEHNIA
MOTEHUIHOMY HeraTusHomy BMAMBY HeeEKTUBHOIO MiKyBaHHs. XKoOHMX Ckapr He HaAxo4uno Woao nNpobnemu 3a Mexxamu
iHUMAeHTY, ane oBrpyHTOBaHO MoXe 0OuiKyBaTUCh, WO BrNWB CEPeaoBMLLA Ha LLIOBHINA marepiar, Lo pO3CMOKTYETLCS, MOXe
BUKNWKATK NeBHI dyHKUioHanbHi 3miHu BUpaBy. BianogiaHo, iIMOBIpHiCTL HeraTUBHOrO BNNWBY OLIHIOETbCSA SK He3BUYaliHa (pH2).

AW iHekuis aBo HeedhekTUBHE NiKyBaHHS BUHWKAIOTE SIK pesynkTaT npobnemu, AoAaTKoBE XipypriyHe BTPYYaHHA, Take sik
HaknagaHHs WBIB/NNacTuka MoxyTb 6yTh HeobXiaHi, Wo 3anobirtm NoAanbLIOMY YIWKOMKEHHIO. TakUM YUHOM, CTYNiHb TSKKOCTI
S3 NpUCBOKETLCH NOTEHLiHOMY HeraTuBHOMY BNNWBY: XipypriuHe nikyBaHHA, noOaTKOBe XipypriuHe BTpyYaHHs.

Hkwo Bupi6 He dyHKuioHyE, sk nepeabdayeHo nig Yac XipypriyHoro nikyBaHHS, BUMAracTbes 3amiHa, Wob 3aBepLINTU NpoLeaypy.
MocrayaHHs anbTepHaTUBHOMO BUpPOBY NoTeHuiiiHO MoKe 3aTaryBaTy npoueaypy. MNpoTe, %o4HOro BNNMBY Ha XipypriuHuii
PesyneTaT He nepeabavacTbes, ockinkku BUPI6 3 aedekTom ByB 3amiHeHuit. OTxe, CcTyniHb TspKKOCTI S2 NPUCBOKETLCS
NOTEHUIHOMY HeraTUBHOMY BNAMBY XipypriuHoro nikyBaHHA, TPUBANOro XipypriyHoro BTPYYaHHA.

lpoTe, BUHUKHEHHS TPMBANOrO XipYpriYHOro nikyBaHHs Ta/abo nopaaTkoBoro XipypriuHoro BTpy4aHHs Moxe 06 eKTUBHO
O4iKyBaTUCL 3a LUX OBCTABMH, BOHM € HENPAMOI0 NOTeHLHOK LWKoAo Nicns diznyHoro MOLIKOKEHHSA/po3nady/noripLeHHs, Wwo
MOXe BUHWKaTV 3 NpoGnemMu. MNpo XoaHWA Takuii HeraTUBHUI BAMUE He NoBiAOMNANOCH Yy 38'A3Ky 3 NpoGnemoro. Takum YUHOM,
iMOBIpHiCTb HEraTMBHoro BMAMBY XiDYPriYHOTO MiKYBaHHS OLHIOETLCS SIK BKpan pigkicHa (pH1).

Y OoKyMeHTi 3 ynpaeniHHsa puavukamu pFMEA 100490950 REV 8 Ana San Angelo BC5 ta BC6 wramnysansHux Ta
KapToHONaKyBankHUX NiHil 3a3HaYaETLCA NOTEHLIMHUA HEraTUBHWI BIMUE iHchekuii 3 pusnkom BiozabpyaHeHHs B pesynbTari
nopyLieHHsi 6ap’epy CTEPUNBHOCTI Sk S5 Ta NOTEHWIAHWIT HEraTBHMIA BIN/IMB HEeeMEKTUBHOIO NMiKYBaHHSA 3 PU3UKOM
MOLUKO/PkeHHA, poanaay abo noriplueHHs (yHKuii B peayneTari BiAKpuBaHHA Gap'epy nicns Hapa)aHHA BMICTY YNakoBKM Ha fito
cepenoBuLLa Ak S3, LU0 Y3roaKyeThes 3 Liet ouiHKolo. MpoTe, AOKYMEHT Npo pusnku He nepeabavac NoTeHUIRHOT LWkoau
XipypriyHoro BTpyyaHHs (S3) Ta TpuBanoro XipypriuHoro nikysaHHs (S2) eignoBiaHo, HeoBxiaHO BPaxoByBaTW aHarni3 JOKyMeHTIB
npo pU3nKu,

Byno nposeaeHo aHanis BianosigHux 6a3 gaHmx 3a nepioa 3 1 6epesns 2022 no 3 keiTHs 2024, i3 3acTOoCYBaHHAM KMOMOBUX CHiB;
Bci rpynu wosHoro marepiany, wo PO3CMOKTYETbCH, 3a BUHATKOM CTparadikc (STRATAFIX) (He thopmyeTies BCE). Mowwyk He
BUABMB KOQHWUX KOPUTryBanbHUX Ta 3anoGikHMX i, 38 BUHSTKOM npobnemu AaHoro iHUMABHTY, ABAHAAUSTS (12)



HeBiANoBIgHOCTEIA, MOB'3aHNX 3 Npopi3om & nakeTi Ta aga (2) 3aroCTpeHHs, NoB'A3aHi 3 NpopiaoM B NakeTi Bikpun Mntoc (Vieryl
Plus) Ta ckapru Ha pyiiHyBaHHs WwosHoro Matepiany wopo Ctparadpikc CnipansHuii Morokpun Mntoc (Stratafix Spiral Monocryl
Plus). Axanis ckapr wopao PYWHYBaHHS! LLIOBHOrO MaTepiany Yepes Npopia B nakeTi He BUSBUB XOAHUWX CKapr, NOB'A3aHWX 3 Uik

MNpobnema nopyluexHs 6ap'epy CTEPUNBHOCTI Ta MOB'A3aHa NOTeHLUiHa LWKogA MOXe HeraTMBHO BN/IMBATA Ha CMiBBiAHOLIEHHS
KopucTi/pusmkie (B/R) Takux BupoGis, sikux CTocyeTbea AaHa npobrema. MpoTe, 3a yMoBy, AKLO npobnema moxe 6yTW BUSIBNEHa
kopuctyeadem, NpoayKLis HaBpsA Hu Byne BUKOPUCTOBYBATUCK, SK TiMbKN BUSBUTLOS npobnema, Ta }XoAHUX NOB'A3aHKX cKapr He
Byno BusiBNeHo B pesynisTari iHWmx npobnem, Kpim iHUMAEHTY, WO He MPU3BIB 40 TPaBMYyBaHHS nalieHTa, 3aCTOCOBYETLCH NeBHa
CTYNiHb HeONYLWEeHHA HeraTUBHUX Hacnigkis.

PiseHb pu3ukis ans sgopos’s

Likona PiBeHb TsxkKOCTI VIMOBip_HiCTb Posrnsig Papoio 3
3anoAifAHHsA NUTaHbL AKOCTi
wKoaun
IHdbekuis He6eaneunuii ana HapaenyanHo pigko Bumaraetbcs
KUTTA

HeedekTnBHe nikysaHHs HeobxigHe BTpy4aHHs He xapakrepHo BumaraeTbes
XipypriuHe nikyBaHHs (TpuBane) PesepcueHumii HagseunyaiiHo pigko 3a 6axaHHsM

XipypridHe nikysaHHA HeobxigHe BTpyyaHHs HapaseuyamHo pigko BumaraeTtbcn

(nonaTkoBe BTpyYaHHs)

Ouliika | .

IHchopmais BigcyTHA

MeaunyHa Gesneka:
Tammi ADOMAKO

Temmi ADOMAKO

Ludbpoeuit nignuc Temmi ADOMAKO
MpuunHa: A cxeaniow yein fokymeHT.
fata: 17.07.2023 07:38:40 -04°00'
Bepcisi 22 kit 2024 p. 18:06 NCY
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HHE
PIE2362149

Health Hazard Evaluation
=417 Hazard Evaluation
Long Form HHE

Clinical Use Context:

VICRYL:

VICRYL™ suture is a synthetic absorbable sterile surgical suture composed of a copolymer made from 90% glycolide and
10% L-lactide. It is intended for use in general soft tissue approximation and/or ligation, including use in ophthalmic surgery,
peripheral nerve anastomosis and microsurgery for vessels less than 2 mm diameter. The safety and effectiveness of
VICRYL™ sutures in cardiovascular tissue have not been established.

VICRYL Plus:
Coated VICRYL Plus Antibacterial (Polyglactin 910) Suture is a synthetic absorbable, sterile, surgical suture composed of a
copolymer made from 90% glycolide and 10% L-lactide. The suture contains Irgacare + MP (triclosan), a broad-spectrum

antibacterial agent, at no more than 472 ug/m. It is indicated for use in general soft tissue approximation and/or ligation,
except for aphthalmic, cardiovascular, and neurological tissues.

PDS Il / PDS Plus

Monocryl / Monocryl Plus:

MONOCRYL™ suture is a sterile synthetic absorbable monofilament suture prepared from a copolymer of glycolide and
€-caprolactone. It is intended for use in general soft tissue approximation and/or ligation where an absorbable material is
indicated.

The IFU documents for the above-mentioned products informs the user/customer to “do not use if package is opened or
damaged.”

Segment of the population most at risk:

A hole in the cavity may cause a breach in sterility and result in the possibility of pathogen introduction into the patient
leading to infection. Elderly, critically ill, diabetic, and/or immunocompromised patients may be mare susceptible to
contracting an infection when exposed to pathogens; however, this risk is mitigated by the small inoculum of bacteria that
would likely be present and the use of prophylactic antibiotics prior to surgery. The detectability of the issue also lessens
the probability that the impacted products will be used on a patient.

Related Clinical Factors:

An issue with the BC6 Equipment which can create a hole in cavity was identified. A critical to quality defect of an open
seal may be present in the products impacted which may result to suture damage, degradation, or deterioration in function,
and possible biocontamination.

There are no clinical conditions that may mitigate the risk. However, factors such as type and volume of pathogen involved,
host factors such as age, clinical circumstances, and/or use of prophylactic antibiotics prior to any procedure may mitigate
the risks of clinical infection.

This issue is detectable by the user. Once the healthcare professional identifies this issue, the impacted product will likely
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not be used,

There is no indication that the impacted products cannot or will not be used according to labeling instructions.
Potential harm:

Severity Level Definitions:

Severity Term Level Description

Limited S1 Limited (transient, minor impairment or complaints);
symptoms related to temporary discomfort.
Condition will resolve itself without treatment or long term
consequences.
Intervention is not indicated; if provided, it is intended to
reduce symptoms.

Reversible S2 Reversible without medical intervention; symptoms may
temporarily limit activities of daily living.
Condition will resolve itself without treatment or long term
consequences.
Intervention is indicated to alleviate symptoms, improve
recovery time and/or allow normal activities of daily living.

Intervention necessary S3 Necessitates or can be reasonably expected to result in
medical or surgical intervention, including hospitalization.
Symptoms prevent normal activity.
Condition will result in permanent impairment or
life-threatening event without treatment.
Intervention is indicated to prevent additional injury,
life-threatening condition or permanent impairment.
Interventions include but are not limited to elective invasive
procedures, hospitalization, IV antibiotics,

Permanent S4 The outcome of the event results, or can be reasonably
expected to result, in permanent impairment of body
function or permanent damage to a body structure. An injury
that prevents the patient from normally conducting the
activities he/she was capable of performing before the injury

occurred.

Life-threatening S5 Life-threatening (death has or could occur).Reasonable
expectation of the conditions resulting in death in the
absence of specific medical intervention.

Threat to life is imminent and requires immediate
professional medical intervention.

Probability of Harm Level definitions:
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Term Level Definition
Extremely Rare pH1 The product problem has not resulted in the identified harm,
or could only result in harm from extremely rare
circumstances.

Unusual pH2 The product problem has been known to result in the
identified harm, but only occasionally and/or under unusual
circumstances.

Some times pH3 The product problem has resulted, or can be reasonably
expected to result, in the identified harm under normal
circumstances.

Almost always pH4 The product problem, when it exists, will always or almost

always result in the identified harm.

- Direct Consequences:

1.Infection — a hole in the cavity compromises sterility which may result to biocontamination of the product. The
use of a potentially contaminated product may introduce pathogens to a patient and cause infection which

requires additional medical (e.g., antibiotics) or surgical (e.g., drainage, debridement) intervention to prevent
further injury.

2. Treatment Failure — a hole in the cavity exposes the product to the environment which could potentially
compromise the physical properties of the product leading to degradation and / or deterioration in the function of
ligation. If this happens, additional medical or surgical (suturing) intervention may be done to prevent further
injury,

- Indirect Consequences:
1.Surgery (prolonged surgery and/or additional surgical intervention): if a product with compromised physical
properties is not able to properly ligate, the surgery may be delayed and / or an additional procedure will be done
in case ligation is not achieved, (suturing / repair of tissue)

Summary of potential Harms:

Potential Harm Greatest Risk Greatest Risk General Population General
Severity Probability Severity Population
Infection Not Applicable Not Applicable S5 mgﬁta'm
Treatment failure Not Applicable Not Applicable S3 PH2
Surgery (prolonged ) Not Applicable Not Applicable S2 PH1
Surgery (additional Not Applicable Not Applicable S3 PH1

intervention)

Assessment against existing documentation:
New potential harm identified (not previously known or suspected)
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Public Health Impact:

= Impact beyond users:
None

= Impact from product removal:
None. Alternative products may be used.

Additional Information:

Health Hazard Evaluation Conclusion:

An issue with the BC8 Equipment which can create a hole in cavity was identified. Preliminary investigation attributes the
issue to a rough surface on a specific component of the BCg Equipment and stacking manufacturing variations which could
impact the products with the resultant hole in the cavity of the suture packaging.

The issue is detectable to the user. In this scenario, the healthcare professional will opt to use another product and no
potential harms or additional risks to the patient are expected.

sterility may cause pathogens to be introduced into the patients leading to infection. The infection may become
disseminated and life-threatening (sepsis) due to direct contact with the blood stream. This harm of infection is assigned a
severity of S5. However, if this oceurs there will likely be a small inoculum of bacteria in conjunction with the routine use of

repair). Thus, a severity rating of S3 is assigned to the potential harm of treatment failure. There are no complaints received
related to this issue outside of the incident case but it can be reasonably expected that environmental exposure of an
absorbable suture may produce some performance changes for the device. Therefore, the probability of harm is assessed
as unusual (pH2).

be necessary to prevent further injury. Thus, a severity rating of S3 is assigned to the potential harm: Surgery, additional
surgical intervention.
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Review of relevant databases was done Covering the period of March 1, 2022, untj| April 3, 2024, using the key words: All
absorbable suture product families excluding STRATAFIX (does not run on BC6). The search revealed no CAPAs except
for this incident issue, twelve ( 12) NCs related to hole in pouch, and two (2) escalations related to Vicryl Plus Hole in Cavity
and Suture Degradation Complaints in Stratafix Spiral Monocryl Plys. Complaint Analysis for Hole in Cavity Suture
Degradation revealed no complaints linked to this issue of hole in cavity from BCS,

Health Risk Level
Harm Severity Level Probability of Harm Consideration for QRB
Infection Life-threatening Extremely Rare Required
Treatment failure Intervention Necessary Unusual Required
Surgery (prolonged) Reversible Extremely Rare Optional
Surgery (additional Intervention Necessary Extremely Rare Required
intervention)
Other Risk Evaluation
=—Ter hisk Evaluation
N/A
Approval

Medical Safety:
Tammie ADOMAKO

Signature:

Electronically signed b . Tammie
ADOMAKO

Ta mmi 6 AD OMAK it/ am approving this

ate: Apr 22, 2024 18:06 EDT
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®opwma 3BiTy

KopuryBanoHi gii 3 6e3nekn
Cucrtema Harnsgy 3a meguuHumu BUpob6amu
(MEDDEV 2.12/1 pep. 7)

Hosuit Bunagok, 36epirat Bepcisi 2.7en

OCHOBHI AaHi 2012-12-03

1 AamiHicTpaTueHi BigomocTi

Akomy HauioHaNbHOMY KOMNETEHTHOMY OpraHy (NCA) BignpaBnsieTbcn Uei 38iT?

®efepansHe AreHTCTBO 3 Nikapchkux 3acobis Ta NPOAYKLIT MeAMHHOro npusHadeHHs (FAMHP)
AseHio Manines — Maninenax 5/03

1210 Bptoccens
Benkris

Tun 3BiTy

o [lepBuHHWIA 3BIT

—

‘' Harnsgoswii 3sit

(" OcrarouHwit 3sit

Oara pnaHoro ssity

13.05.2024

Homep nocunaunHs, npuceoeHuii BUPOGHUKOM
2364579 (1A)

Homep nocunanHs Ha kopuryBankHi gii 3 6esneku (FSCA), NPUCBOEHMI HaUioHaNbHUM KOMNETEHTHUM OPraHoM
(NCA)

43250-34251
Homep nocunaHHs Ha YUCNO BUNaaKB, NPUCBOEHUIA HaUioOHaNbHUM KOMMETEHTHUM OpraHom (NCA)
BigomocrTi BigeyTHi

HaliMeHyBaHHs HaUioHanbHOro KOMNETEHTHOro OpraHy-koopavHaTopa (sKwo nepegdayeHo)
®enepansHe AreHTCTBO 3 Nikapchkux 3acobiB Ta NPOAYKLIT MeauuHoro npusHayeHHs (FAMHP)

2BipomocTi npo ocoby, sika nogana 3eitT

Crartyc ocobu, sika nogana 2eir

Bupo6Huk
" YnoBHOBaxeHWii npeacTaBHuK B EE3 Ta Weeruapii
e |Hwi: (BkazaT chyHKLjT) KoopguHaTop giit Ha micusax NN
I}Binomocﬁ npo BMpo6HUKa I ’ HOBI ]
HailimeHyBaHHsa

[xoHcoH eng [IkoHcoH IHTepHelwwHn /Johnson & Johnson International /

IM’Al KOHTaKTHOT 0CO6K
Beporika McyHaa

Appeca
uepes Esponericekuii NorictuuHwii LieHTp, NleoHapao Oa Binvinax 15

MowToBwWI iHOEKC Micto

1813 Oirem
TenedoH ®Dakc
+3227463671

E-mail Kpaina
vysunza@its.jnj.com BE - Benbris




4 Bigomocrti n PO YnoBHOBaxeHoro npegcraBHuka

W‘

IM's1 KoHTaKTHOI 0coBK

L

T
Appeca

MowToBuii iHgekc MicTo

Tenedon ®Dake

E-mail Kpaita j

DE- HimeyunHa

fiBi.qouom-i NPo HauioHaNbLHUIA KOHTaKTHM NyHKT

7 o]

HaiimeHyBaHHs HaUioHankLHOro KoHTakTHoro NyHKTY
Hoparok 4 - Mepenik KOHTaKTHUX gaHux

=

IM'A KoHTaKTHOI 0co6y
Hopatok 4 - MNepenik koHTakTHMX AaHux

Appeca

Hopatok 4 - Mepenik kKoHTakTHUx OaHux

Mowroswii ingekc
Hopatok 4 - Mepenik KOHTaKTHMX aaHux

MicTto

Hopartok 4 - Mepenik KOHTaKTHUX faHux

Hopatok 4 - Mepenik KOHTaKTHUX gaHux

Tenedon Dakc
00494052974232
E-mail KpaiHa

DE- Himeuuuna




6 IHopmayis Npo MeAnYHWiT Bupi6

Knac

AKTMBHI iMNAaHTaTK
Knaclll 33 Avpektusoio WoA0 MmeanyHMX BupoBis AOvpektuea U040 MmeAMYHIX BUpPOGie ANA AjarHOCTURK in vitro, foparok Il, Nepeni
A

*)

Knac Ilb sa AnpexTusoio Woao MmeanyHux supobis AupekTusa wogo MeAnH1x Bupo6ie Ans AiarHocTUky invitro, feaatox I, Mepeni
B

Knaclla 3a Avipektusoi WoA0 MeauyHmx BuUpobia Avpekruea oA MeauYHUX BUpoGis ANA AiarHOCTUKM in vitro, meguyi BUpo6
Aans
CamocTiitHoro BUNpoBoByBaHug

Oupektusa wiopo MeArHMX BUPOBIB Ana AlarHocTuku in vitro, 3aransHi sigomoct

Kog 3a HOMeHKnaTypoto 7
Hopartok 3 - BinomocTi npo Bupo6u

Knac | 3a Aupextusoro WoA0 MegnyHUX BUpoBis
HomeHknatypHa cuctema (Hapaetben neperara
3arancHin HOMeHKNnaTypi MeauYHMX BUpoGis (GMDN))
|GMDN

DopmyntosaHHs 2a HOMeHKnaTypoto
Honatok 3 — Bigomocri npo BupoGn

KomepuiitHa HasBalcipmora HasBa/Mapka T
Roparok 3 — Bigomocri npo BUpobn
Homep mogeni

Homep 3a karanorom

Bigomocri sincytwi Hogatok 3 - BigomocTi npo Bupobu
CepiitHunin Homep (-u) Howmep (1) naprii

Binomocri sincyThi Honatok 3 - Bigomocri npo B1pobn

Hata BurotoBneHHs BUpoOy fdaTa sakiHueHHs TepmiHy npugatHocTi

'ﬁynoanoaameuoro oprany
2797

RO,

HonomixHi 3acobu/npucTpoi (skwo nepeg6aveHo)
BigomocTi BigcyTHI

Homep Bepcii nporpamioro 3abe3sneyeHHs (aKwo nepefbaveHo)
LBip,omocﬂ BiACYTHi




7 XapaKkTrepucTuKa KOpUryBanbHUX gil 3 Geanekm

BuxigHi naxi i npuunna KopUryeanbHux giv 3 6e3nekun

Etikon (Ethicon) ineqtudbikysarna BUpaGHU4Y npoBriemMy womo cneuiansHoro nakeTohopMyBansHoro obnagHaHHs, ska obepHynace
Npopi3om B NepEMHHIN ynakoBui Hesenukoro BiACOTKa LWOBHOTO MaTepiany Bikpun (VICRYL™), Bikpun Mnioc (VICRYL™ Plus), NOc
PDS™), NAC MNnioc (PDS™ Plus), MoHokpun (MONOCRYL™) ta MoHokpun Mnitoc (MONOCRYL™ Plus), BurotoBneHoro 3 27 civns no
27 6epesHs 2024 p. BUHUKHEHHS AaHoro Aedbekty 3 BiporigHicTio 0.011% BupoBy B Takomy crani (B 99.9% BUpoGiB Takuii gedbekT
iAcyTHiR).

XapakTtepucTtuka i oBrpyHTYBaHHA KOpUryBansHUX/ 3aM0GHKHNX ain

ETikoH (Ethicon) He oTpumyeana HOAHWX cKapr abo nogigomaeHs npo Byab-aky Wkogy,
BiporiaHo, wo saHa npobnema susensersca A0 33CTOCYBAHHA NPK XipyprivHOMY nikyea
CTEePUNBLHOCTI MOXe NPU3BOAUTH A0 NOTPANNAHHA NAaTOT@HHWX OpraHisMie Ao Tina nayi
BUMAraTi MeguuHMX BTPYYaHb, TakuX AK 3acTocyBaHH#A aHTUBIoTuKiB Ta/abo xipypriyn
ManoimMoBipHUIA, yepes HesHaYHM IHOKYAAT BaKTepii, wo mosxe 6YTH HaABHUM, a Tak
auTubioTUkoTepanii 4o abo nicas XipypriYHoro nikyeaHHs. BianosigHo, eiporigHicts w
Mpopis B nakeTi Takox Hapaae B1pib Ha BNAWB HABKONMLWHLOMO cepegosuiLa,
BNACTWBOCTI, WO NPU3BOAUTE A0 HeepeKTUBHOro NiKysaHHsA, AKe MOMe BUMaraT
TPMBANOro XipypriYHOro AikyBaHHs.

Pusuk ans 3nopos’s obmemyeTbea BupoBamu 3 NOLWKOAMKEHUM NaK
FEPMETUYHOCTI Le He eTocyeTben. MepguyHi npauieHnkm, aki NiKys,
3AIACHIOBATM HarnAg 3a TakMMK naujeHTammn B nicasonepauifiHo
A0AATKOBMX AjiA.

Etikon (Ethicon) ecraHosuna Tta sun
(BuAyYeHHS).

U cTocyeTteca gaHoi Aii Ha micuyi,
iHWwn,

ICAPA-013338 6yno iHiyjiiosaHo, wob 3anokymen
MOXKYTE GYTH BHUT.

Pekomenpauii wono ain, siki marots 6yTi BXUTI AUCTPUE' loTOpaMK Ta KoprcTysauamn
MocunanHa Ha [oaaTok 2 - MoBigoMneHHs npo Geaneky

NoB’A3aHy 3 uielo npobaemoio.
HHI. fiKwo aedexr He BuaBneHo, NOpPYLWeHHA

Oro BTpy4aHHA. Bunagok cencucy aywe
O 3aCTOCYBaHHA NPOdiNaKTUYHOGI

KOoAu ANA NauienTa Hag3BUYakHo pigKicHa,
Lo NOTEHLIIAHO MOXe NoripwysaTy Horo disvyni
¥ AOAATKOBOrO XipypriYHOro BTpyyaHHA abo

YBaHHAM. [HWKX BMpoBis B ymoBax eKkcnnyarauii 6es npobnem
anu NauieHTis, 3acTOCOBYIONM NapTii TaKWx BUPOGIB, NOBUHHI
My Nepiogi ctaHgapTHUM cnocobom Bez HOLHWUX HeobXigHmx
PasWna KOpiHHY NPUYMHY BUPOGHMYOI npobnemu, wWo npussena A0 UbOro BiAKNMKaHHA

2 ®opmu FSCA GYAKU NoAaHi, ocKinbku NeranbHUin BUPoBHUK Bupobis, akux ue CTOCYETLCA,

TYBaNN PO3CNiAYBaHHA [0 KOPIHHOT NPUYKMHM Ta Bei KopurysaneHi/3anobixHi aji, aki

lMpoueaypa kopurysankHux aii 2 6esnekn 1a AaHi oA BperynBaHHA (0608 A3KOBO ans
OCTaTOYHMX KOPUryBanbHUX Aiii 3 6eaneku (FSCA)

[TPOEKT KOpuryBankHUX dii 3 Geaneku (FSCAY nosinomneris npo Beanexy (FSN) einnpasneno o opravy oxopoHm
3fopos’A Benerii 08 TpasHs 2024 p.

OdpivlitiHe nosinomnenHs FSCA ans BIANOBIgHKMX opraHis OXOPOHW 3N0poB'A BiAnpaBreHo 13 TpasHa 2024 p.

Yacoewuit rpacpik sacTocyBaHHs pisHUX gin

Posnovato nepeknan Mosinomnexks npo Geaneky (FSN) Ha HeoBxiaHi MoBu POTAIOM TViKHA 40 13 TpasHs 2024 p.

Poanoqato kopurysansHi gii 3 6eanexu (FSCA

Veionpaska nosigomnexts npo Geaneky (FSN)/ 3sepHenHs go criowaeavie 3 Usore npusogy
NpoTArom TvekHS Ao 13 TpasHs 2024 p.

HacTynke nosigomnenHs npo kopurysaneHi Aii 3 6esneku (FSCA) sannaHosaHo Ha BepeceHb 2024 p.

[lonaeTbes HAcTynHe
MoBigomnenHs npo Gesneky (FSN) aHrrilicskoio MOBOIO

[ ] Mosinomnentsi npo Geanexy (FSN) aeprasHoto MoBoI0 ®  Tpoekr FSN
IHWwe (NpoxakHs 3azHaurTI) 4

Cratyc

OctartouHuin FSN

Nopnatox 2 - MNosigomneHHst npo Gesneky (FSN) amiiickkolo MoBoro, flofatok 3 — BinoMocTi npo Bupo6y, Honatok 4 - Mepenik
l@HTaKTHux Aanux, lopatok 5 — 3eit owiHky puankie ana 3g0poB'a




Meauunui Bupi6 peanizoeano B HacTynHux KpaiHax: —‘
B Mexax EE3 Ta LLseliyapii:

X AT 412 [XBG XcH ey Xcz [XIDE [X]DK

[X]EE [XlEes FI XIFR XGs XIGR BHu XIE
Xis X Clu BT _Jw L CImT BXINL
XINO XpL Pt XRro [XIsE Xs XISk XITR

Kpainn-kanguaatu
[IHR
L] Bea €E3, kpaitu-kaHamaam Ta LWseiiuapia

IHwWi:
AE, AR, AU, BR, CA, CL, CN, CO, CR, EC, EG, GE, IL, IN, JM, 10, JP, KW, KZ, LB, MN, MX, NZ, OM, PA, PK, PR, PS, RE, RS, RU, SA, SG, UA, U




BKDMGH‘I‘api

UDI-DI:
[Hoparok 3 - BigomocTi npo Bupo6u

€AnHWA peecTpaliiiiii Homep (SRN) 3akoHHoro BUPOBHMKa
BE-MF-000008018

[ModanHA ubozo 3eimy came no cobi He nepedbavae cobor BUCHOBKY

e8upobHuKka ma/abo

Yro8Ho8a}eHO20 NPedcmasHuUKa abo HAUIOHANBHO20 KOMIEeMeHMHO20 opz2aHy npo me, wio daHull
38im € nosHUM abo MoYHUM, W0 8KA3aH 8 nepeniky meou4Hi 6upobu 6 6ydb-AKOMY BIOHOWEHH] €
HegionoeidHumu ma/abo meduyri eupobu cnpuduHunu abo nocnpusnu Hedoeederiii cmepmi abo

nozipuwieHH cmaHy 300poe’s 6ydb-aKoi ocobu.

Minan MinagjiHosiv

Mignuec

ApykyBati

nepesiputi

BwaaHo B noHeginok, 13
TpasHa 2024 p. o
15:53:24 rop.

Muoto  nigTeepmkyeTbcA  BipHicTb  BULE
BUKIaZlEHUX BiIOMOCTe, Ha OCHOBI BiOMUX MeHi
thakris




Report Form

Field Safety Corrective Action
Medical Devices Vigilance System

(MEDDEV 2.12/1 rev 7)

[ new case, keep base data

Version 2.7en
2012-12-03

1 Administrative information

To which NCA(s) is this report being sent?

FAMHP - Federal Agency for Medicines and Health Products
Avenue Galilée - Galileelaan 5/03

1210 Brussels

Belgium

Type of report

(¢ Initial report

(" Follow-up report

(" Final report

Date of this report
2024-05-13

Reference number assigned by the manufacturer
2364579 (1A)

FSCA reference number assigned by NCA
43250-34251

Incidence reference number assigned by NCA
N/A

Name of the co-ordinating NCACompetent Authority (if applicable)
FAMHP

2 Information on submitter of the report

Status of submitter

P

(" Manufacturer
" Authorised Representative within EEA and Switzerland
(« Others: (identify the role) Field Action Coordinator

IiManufacturer information

T o]

Name

Johnson & Johnson International

Contact Name

Veronica Ysunza

Address

¢/ o European Logistics Centre, Leonardo Da Vincilaan 15

Postcode City
1813 Diegem

Phone Fax
+32 2 7463671

E-mail Country

vysunza@its.jnj.com BE - Belgium




4 Authorised Representative Information

new

Name

Contact Name

Address

Postcode

City

Phone

Fax

E-mail

Country
DE - Germany

5 National contact point information

new

National contact point name
Attachment 4 - Contact list

Name of the contact person
Attachment 4 - Contact list

Address
Attachment 4 - Contact list

Postcode
Attachment 4 - Contact list

City
Attachment 4 - Contact list

Phone Fax
00494052974232
E-mail Country

Attachment 4 - Contact list

DE - Germany




6 Medical device information

Class
(" AIMD Active implants

(® MDD Class I (" IVD Annex I List A
(" MDD Class |Ib (" IVD Annex Il List B

(" MDD Class Ia (" IVD Devices for self-testing
(" MDD Class | (" IVD General

Nomenclature system (preferable GMDN) Nomenclature code

GMDN Attachment 3 - Product details
Nomenclature text

Attachment 3 - Prodyct details
Commerecial name/ brand name / make
Attachment 3 - Product details
Model number
N/A

Serial number(s)
N/A

Catalogue number
Attachment 3 - Product details
Lot/batch number(s)

Attachment 3 - Product details

Device Mfr Date Expiry date

Notified Body (NB) ID-number
2797

Accessories / associated devices (if applicable)
N/A

Software version number (if applicable)
N/A




7 Description of the Fsca

Background information angd reason for the Fsca

Ethicon identified 3 manufacturing issue on 3 specific packaging machine that resulted in a hole in the primary packaging of a
small percentage of VICRYL™, VICRYL™ Plus, PDS™, ppgm Plus, MONOCRYL™ and MONOCRYL™ plys sutures manufactured
between lanuary 27 and March 27, 2024, The occurrence of this defect is rare with an estimated rate of 0.011% of product
Presenting the condition (99.9% of product is not impacted by this defect).

Description and lustification of the action (corrective / Preventive)

Ethicon has not received any complaints or reports of injuries related to this issue,
It is likely that this issue will be detected prior to use in s

patient is extremely rare,
A hale in the cavity also exposes the product to the environment which could
leading to treatment failure

CAPA-013338 has been initiated to document investigation into the root cause and all corrective / preventative actions that

may be taken.
Advice on actions to be taken by the distributor and the user
See Attachment 2 - Field Safety Notice

Progress of FSCA , together with reconciliation data {Mandatory for a Final FSCA)

Draft FSCA/FSN sent to Belgium Health Authority on May 08, 2024
Official FSCA communication with impacted Health Authorities sent on May 13, 2024

Time schedule for the implementation of the different actions

Start of translation of FSN in locally required languages during the week of May 13, 2024
Start Execution of Field Action/ sending FSN/ customer letter to impacted accounts during the week of May 13, 2024
Follow Up FSCA communication planned for September 2024

Attached please find FSN Status
Field Safety Notice (FSN) in English (e Draft FSN
[_IFSN in national language (" Final FSN

B Others (please specify)
Attachment 2 - FSN in English, Attachment 3 - Product details, Attachment 4 - Contact List, Attachment 5 - HHE Repo




The medical device has been distributed to the following countries:

within the EEA and Switzerland

XAt [<BE XBG BJcH ey Xcz [XpE bk

[<]EE [Es BXIFi XIFR XGB XlGr XHu XIE
Xis Xir Lu XL L] Xwv LImT BINL
Ko <IPL Pt Xro [X]se Xsi B sk XITR

Candidate Countries

HR

["1All EEA, candidate countries and Switzerland




8 Comments

UDI-DI:
Attachment 3 - Product details

Legal Manufacturer SRN (Single Registration Number):
BE-MF-000008018

L

Submission of this report does not, in itself, rep

resent a conclusion by the manufacturer and/or authorised
representative or the National Competent Authority that the content of this report is complete or accurate,

that the medical device(s) listed failed in any manner and/or that the medical device(s) caused or
contributed to the alleged death or deterioration in the state of the health of any person.

. Milan T

Signature Miladinovic - i il esendet am Monday, May
. . o ) 4 13, 2024 15:53:24

| affirm that the information given above is correct

to the best of my knowledge




®opma 3BiTy

KopuryeanpHhi Ail 3 6e3nekn
CMCT&Ma Hal‘.ﬂﬂﬂy 3a MeAUYHUMHK BMpOGaMH
(MEDDEV 2.12/1 peg, 7)

Hosuit sunagok, 3bepiratu Bepcisi 2.7en
OCHOBHI AgHi 2012-1203

1AamiHicTpaTuBHi Bigomocri _]

Axomy HauioHansHomy KOMneTeHTHOMY opraHy (NCA) Bignpaensaerbes ueu 3Bit?

PenepanbHe AreHTcreo 3 Nikapckkux 3aco6is Ta npoaykuii meauyHoro Npr3HayeHHs (FAMHP)
AseHio Manines — laninenaw 5/03

1210 Bproccens
Benkris

Tun 3BiTy

*  [lepBuHHWA 3giT

'@ g
‘' Harnagoswi asir

(" Ocratounmit asir

Hara gaHoro 3sity

13.05.2024

Homep nocunanns, NPUCBOEHNIA BUPOBHUKOM
2364579 (1B)

43250-34251

Homep nocunawnus Ha uucno BUNaAKiB, NpUcBOEHMI HaUioHanNLHUM KoMneTeHTHIM opraHom (NCA)
Binomocri sincyTHi

HalimeHyBaHHA HauioHanbHoro KOMneTeHTHoro OpraHy-koopanHaTopa (AKwo nepenbayeHo)
depgepankHe AreHTcTeo 3 nikapcbkux 3acobis Ta NPOAYKLIT MeanyHoro npuzaHayeHHs (FAMHP)

r 2 BinomocTi npo ocoBy, Aika nogana 2git

(" BupoBHuk

*  YNOBHOBaXEHWIA npedcraBsHuk B EE3 1a [Lseituapii
(" IHwi: (BkazaTu chyHKuii)

]Einomocﬂ Npo BUPOBHMKa j [ HOBI

Craryc ocobu, aka nopana 3sit 1
o

HaiimenyBauus

ErikoH JINC/ Ethicon LLC

IM'51 KOHTaKTHOT 0COBU

Mapaxopi MegjHa

Appeca

Bynuus 475 Kanne C, floc ®peiinc IHgacTpian Mapk, ogic 401

Mowroewit inaekc MicTto

00969 lNyaiinaGo, MyepTo-Piko
Tenedon Pakc
0017877186654 0017872723003
E-mail Kpaina
mmedina@its.jnj.com US - CLLA




4 Bigomocri Npo ynosHoBaxeHoro NpeacTaBHuka

HalimeHyBanns

MPKOHCOH eng IxoHcon Megikan Mwex / Johnson & Johnson Medical GmbH/

lvM'ﬂ KOHTaKTHOT ocoby
Wopr Xancen

Apnpeca

PoﬁepT-Kox-LUTpacce 1

MNowToswii iHgekc MicTo

22851 Hopawragr
Tenecpon Dakc
00494052974232

E-mail Kpaiua
Mansel@its.jnj.com DE- HimMeuumnHa

EBi.qomocri NPO HAiOHANLHMIA KOHTAKTHUIA NyHKT j L HOBI 7

HalimeHyBsaHHs HawioHankHoro konTakTHoro nyHKkTy ]
Hoparok 4 - Mepenik KOHTaKTHUX AaHux

IM’5t KoHTaKTHOT 0coBK

Hopartok 4 - Mepenik KoHTakTHUX OaHux
Agpeca

Hopatok 4 - Mepenik KOHTaKTHWUX aHux
MowToBwuii ingekc

MicTto

Honatok 4 - MNepenik KOHTaKTHUX AaHux HOogatok 4 - Nepenik KOHTaKTHUX aaHux

Tenechon ®akc
00494052974232
E-mail Kpaina

@AETOK 4 - Mepenik KOHTAKTHIUX faHmux DE- Himeyuuna J




6 Inchopmayin Mpo MeanYHuiT Bupi6

=

AKTMBHI iMnaHTaTH

(e Knac Ill za Ouvpektusoi WoA0 MeaniHUX BupoBis AvpekTusa wopo MEAUYHNX BMpoGis ana 4iarHocTuKkm in vitro, fogaTox I,
MNepenik A
Knac llb 3a fupextusown WoA0 meauuHux eupobis Anpektusa oA MeAUYHUX Bupobis ANA giarHocTukm in vitro, HAopatox Il
lMepenik B
Knac lla 3a Aupektusoro Woa0 MeauuHux BupoGis Auvpektuea oAo meanuHux supobie gna AIarHOCTUKM in vitro, MeanuHi Bupobu
ana
camocTiiiHoro sunpoBosysaHHs
Knac | sa fupextusown WoA0 MeanYHKUX supobhis Aupektuea wopo MeAndHUX BUpoGis ana aiarHocTuku in vitro, 3aransbH
Bigomocri
HOMeHKnaTypHa cucrtema (HagaeTbcs nepeeara Kop 3a HOMeHKnaTypoto

3aranbHiii HOMEHKNaTypi MegnyHUX BUpOGiE (GMDN)) |fonatok 3 — BinomocTi npo eupo6u
GMDN

PopmyntoBaHHA 33 HOMeHknaTypoto
Jonatok 3 — Bigomocri npo BupoGu

Komepuinna Hazea/cdipmora HasBa/mapka
Honarok 3 - Binomocri npo BUpoBu

Homep mogeni Homep 3a karanorom

Bigomocrti sigcyTHi Honartok 3 — Bigomocri npo eupobin

CepiitHuit Homep (1) Homep (-) naprii

BigomocTi sigcy i Hoparok 3 - Bigomocri npo BUpaby

[ara Burotoenenns Bupoby Aata sakituennsn Tepminy npugarnocti
’Fynosuosameuoro opraHy T

2797

HonomixHi 3aco6u/npucTpoi (skwo nepea6aveHo)
BigomocTi sigcyTHi

Homep Bepcii NporpamHoro 3abesneveHHs (AKLWO nepeabayeHo)
Bigomocri BiACYTHI




7 Xapakrepuctuka Kopurysanuhux pii 3 6eanekn

Plus), nac
(MONOCRYL™ Plus), surotoeneworo 3 27 CiYHs

% BupoBy B Takomy craHi (s 99,9% BUpOGIB Takui AedexT

XapakrepucTuka i OBrpyHTYBaHHS KopurysansHux/ 3anobixHmux Ain

ETikoH (Ethicon) we OTRUMYBaNa MoaHux cKapr a6o nosifomaeHs npo Gyae
BiporigHo, wo gana npobnema suasnAETLE

~AKY WKoAyY, nos’AsaHy 3 uielo npo6aemoio.

TPWBanoro xipypriyHoro NiKyBaHHsA,
Pusuk ana 3p0pos’s obMmexyeTben eupoGamu 3 NOWKOAKEHUM NaKyBaHHAM,
npofnem repmetuunocri L€ He cTocyeTbea. Meguuni NpauiBHUKK

HeobxiaHnx gonarkosmx Ajid.

ETikon (Ethicon) scraHosmna Ta BUNpaBsuna KopiHHy NPU4KMHY BUpOBHUYOT npo6nemu
(BUNYYEHHS),

iB, AKUX ue CTOCYETbCA,
CAPA-013338 6ynio iHiLilioBaHo, wob 3300KYMEHTYBaNW po3CcAigyBaHHA A0 KOPIHHOT NPUYMHM T3 BC KopuryeaneHi/sano6ixkmi gji, axi
IMOXYTb BYTU BXKUTI.

Pekomenpauii wogo AiR, Ak maloTs ByTu BXKUTI AvcTpub’roTopamu Ta KOpUcTyBavamu
lNocunanHs wa Jonarok 2 - Mosigomnenns npo Beaneky

Mpoueaypa KOpUryBanLHUX Ain 3 Geaneku Ta AaHi Wwono Bperyniosanmn (o6or’nzkor0 gns
OCTaTOYHMX KOPUIyBanNbHUX il 3 Geaneky (FSCA)

MpoexT kopurysansHux mirt 3 Beanekun (FSCAY noBiAoMIEHHS! Npo Beaneky (FSN) BianpasneHo go OpraHy 0XopoHu
3n0pos'a Benerii 08 Tpasus 2024 p.

Odbiiiirie nosigomnerHs FSCA A5 BiAnosigHUX opraris OXOpoHY 300PCB'A BiANpaBreHo 13 TpasHA 2024 p.

Yacosuit rpacpik 3aCTOCYBaHHA pi3HMX ANl
Poarouaro nepeknag Mosigomnenns npo Geanexy (FSN) Ha HeaBxigHi Mosu NpoTsarom TwiHa Ao 13 Tpasxa 2024 p.

Poanovaro KopuryeaneHi fii 3 Geaneku (FSCAYBignpaska nosigommexms Mpo Gearieky (FSNY asepHeHHs Ao cnowBadie 3 Lkoro npusopy
NPOTAroM TvwkHA 40 13 TpasHs 2024 p.

HacTynke nosigomnerts npo KopurysankHi gif 3 Geanexn (FSCA) sannaHozamo Ha BepeceHs 2024 p.
@qasmcn HacTynHe Cratyc

MoBigomneHHs npo Be3aneky (FSN) aHrniiicbkoio MoBoio &

ﬂ MosigomnerHs npo Besneky (FSN) gepsasHoro MOBOI) lNpoekt FSN
IHWe (MpoxakHs 3asHaunTy) ( OcratovHuit FSN

Hopatok 2 - MosigomnieHHs npo Besneky (FSN) aHmificskoto MoBoto, [logatok 3 — Bigomocri npo eupotu, foaarok 4 — Mepenik
KOHTaKTHUX AlaHux, JogaTtok 5 — 3eir OLHKI PU3WKIB 1A 300POoB'S




Meauunui BUPi6 peanizos

@HO B HACTYNHUX KpaiHax:
B MexXax EE3 13 LWseliyapii:

AT [<BE [X|BG X cH Cey Xcz [XIpE XDk

Xee Xes XFi BXFR Xas XIGR XHu Xie
s Xt Clu LT Cw XLv CImT BINL
XINo XpL Pt Xro X]sE Ks Xsk XITR

KpaiHu-Ka HAuA[aTu
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UDI-DI:
fopatok 3 - BigomocrTi npo eupobu

E0uHUI peecTpauiiHmin Homep (SRN) 3akoHHOro BUpOGHMKA
US-MF-000013111

lModanHa ybozo 38imy came no cobi He nepedbavae coboro 6UCHOBKY  8UpPOBHUKO Ma/a60
ynoeHoeaxeHozo npedcmasHuka abo HayioHanLHo20 komnemermHo20 opeany npo me, wo
OaHuli 38im € nosHum abo MoYHuM, Wo exasaHi e nepeniky meduyHi supobu e 6yde-akomy
8i0HOWeHHI € HesidnosidHUMU ma/abo meduumi eupobu crnpu4uHunu abo nocnpusanu Hedosederili
cmepmi abo nozipweHHw cmany 30opoe’a 6yde-aKoi ocobu.

Minan MinagiHogiu

Mignuc : Bupaxo B noxeninok, 13
A ApyKyBaTH ERaRRTH TpasHs 2024 p. o

15:541:37 rop.

MHoio NiATBePAKYETLCS BiPHICTb BULLE
BUKMaOeHNX BIiOOMOCTe, Ha ocHoBi Bimomux
MeHi hakTis
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