Patient Implant Card Geistlich

Pharma

u Manufacturer
Geistlich Pharma AG
Bahnhofstrasse 40

6110 Wolhusen
Switzerland

Tel.: +41 41492 55 55
info@geistlich.com
www.geistlich-pharma.com

ENGLISH

Background

The Patient Implant Card is required by the new European Medical Device Regulation. In ac-
cordance with this regulation, Geistlich Pharma AG as legal manufacturer provides the Patient
Implant Card together with its implantable devices.

The Patient Implant Card must be filled with the required information by the healthcare institu-
tion/ provider and handed to the patient. This document describes the content of the Patient
Implant Card and instructs the healthcare provider on how to fill it out.
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\ \ c Gelstlich Fibro-Gide®
- (bg) p ; (c2) regenerativni biolo- Collagen matrix ]
Geistlich gicky materidl; (da) regenerativt biomaterial regene @) Wmaf‘mxmxwm g
Prama ratives Biomaterial (¢l) QvayEVWTKG BLOGAUKG; (en) regener- H
ative biomaterial; (es) biomaterial regenerativos; (et) taastuv @ [:EI g
. biomaterjal; (f) regeneratilvinen biomateriaali (fr) biomatériau ifu.geistlich-pharma.com g
Patient Implant Card régénérateur; (hr) regenerativni biomaterial; (hu) regeneratly
bicanyag; (is) endurmyndandi lifefni; (it) biomateriale rigene- Geistlich Fibro-Gide® Geistlich Fibro-Gide®
rativo; (1) regeneraciné biologiné medZiaga; (Iv) regenerativais 1 collagen matrix 1 collagen matrix
biomaterials; (mt) bijomaterjal rigenerattiv; (n) regeneratief
P Hemaes () gt bt ) bt & wosmIROR0 5 W00
'Hl terial regenerative; (sk) regenerativny biologicky material; e 81900123 o] 81900123
(sl) biomaterial za regeneracijo; (sv) regenerativt biomaterial el 20191231 el 2019231
& 20221231 g 20221231
Geistlich Pharma AG Geistlich Pharma AG
6110 Wolhusen, Switzerland 6110 Wolhusen, Switzerland
Geistlich Fibro-Gide® Geistlich Fibro-Gide®
T collagen matrix 1 collagen matrix
e & MD500239/500630 5 MD500239/500630
Lo 81900123 @
[op— as0n E 81900123
Geistlich Fibro-Gide® g 2019412:31
o+ 1 collagen matrix & 2021231 0
m Geistlich Pharma AG
\ 6110 Wolhusen, Switzerland
MD 500239/500630 Geistlich Fibro-Gide®
- 1 collagen matrix
e dilel 81900123 Hy |
™ 2019-12-31 E E MD500239/500630
81900123 Hey
o 2022-12-31 e
Geistlich Pharma AG ‘ ' 20191231 E
Bahnhofstrasse 40 GTIN 0761021013951 S 20221231
= 12- 2
6110 Wolhusen Geistlich Ph AG = Ginorei02210m951 3
M ool EE ( eistlich Pharma
‘ pic geistlich;pharma.com ‘ B Switzerland Bahnhofstrasse 40 Ty Geistich Phama AG
& 1 www.geistlich-pharma.com 6110 Wolhusen, Switzerland Bahnhofstrasse 40
Y, \ 6110 Wolhusen, Switzerland

Patient Implant Card | ENGLISH

Instructions
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Use the language spoken by the patient to fill out the Patient Implant Card.
Fill in the name and surname of the patient (or patient ID).
Fill in the date of implantation.

Fill in the name and address of the healthcare institution/ provider which performed
the implantation.

Remove one of the patient labels that includes the data matrix code from the sterile
packaging and stick it on the designated field.

Once the Patient Implant Card has been filled out completely, it must be handed over
to the patient. The purpose of the Patient Implant Card and the information contained
therein must be explained to patients in a language that they understand.

Explanations of the symbols use
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Patient name and surname (or patient ID)

Date of implantation
Name and address of the implanting healthcare institution

Patient information website

Medical device name

Unique device identification

Unique device identification - device identifier (=GTIN code)
Catalog number

Batch code

Date of manufacture

Use-by date

Name and address of the manufacturer
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Examples for how to fill out the patient implant card completely
To help you fill out the card, see the following examples with explanations. These examples

should help you check the content of the patient implant card for completeness and accuracy
prior to giving it to the patient.
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A fully completed patient implant card Anincompletely filled out patient

contains: implant card, for example, contains:

> the patient’s name in full or patient 1D > illegible and partial details

> date of implantation > abbreviations which are not customary

> full name and address of the healthcare > incomplete name and address of
facility performing the implantation the healthcare facility performing the

implantation

Patient Implant Card | ENGLISH

per () i biolo-

oy material; (da) regenerativt biomateriale; (de) regene-

; (el) avayewnTud Bioohe; (en) regener-

erial; (es) biomaterial regenerativo; (et) taastuv
; () é

régénérateur; (hr) regenerativni biomaterijal; (hu) regenerativ
bioanyag; (is) endurmyndandi lifefni; (it) biomateriale rigene:
rativo; (It) regeneraciné biologiné medziaga; () regenerativais
biomaterials; (mt) bijomaterjal rigenerattiv; (nl) regeneratief
biomateriaal; (no) regenerativt biomateriale; (pl) biomateriat
regeneracyjny; (pt) biomaterial regenerativo; (o) bioma-
terial regenerative; (k) regenerativny biologicky material;
(sl) biomaterial za regeneracijo; (sv) regenerativt biomaterial

Geistlich Fibro-Gide®
1 collagen matrix

& MD500239/500630
[ 81900123
¢ 2019-12-31
g 20221231
GTIN 07610221013951

Geistlich Pharma AG
UDI-DI Bahnhofstrasse 40
6110 Wolhusen, Switzerland

Geistlich Pharma AG
Bahnhofstrasse 40

6110 Wolhusen
Switzerland
www.geistlich-pharma.com

A fully completed patient implant

card contains:

> the right translation of the device
type in the respective national
language

> a patient label containing the data
matrix code in the designated field
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An incompletely filled out patient

implant card, for example,

contains:

> areas covered by the patient label
and so no longer legible



