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MmediCA  Created by Physician for TX Colleagues

TRAMSPLAMNT QRIENTED COMPARY

p.d.7

Full range of perfusion cannulas - from adjustable multiorgan procurement cannulas,
back table kidney perfusion adapter to small size liver procurement cannulas and
custom made versions.

7. Eksplantuojaniy donoriniy organy perfizjos kaniulés 16 Fr, 20Fr, 25Fr
- stexilios (sirmbolis ant palaiotés); - ant palactes peZyrmta produkto pegaminimo
data ir galiojimo

iame | pakavime- s rumatyta pakuotes atidaryro vieta -
Es skirtos pilvo organy transplantacija;- lengval jvedamos |
oS,
- proksimeatinis kentulés gales prijunginma tvirtas ir lankstus;

- minkstas ir neastrus kaniulés distalinis (kravjagyslinis) galas;

- kanhulés distaliniame gale specialus sustonajunas, slartas jos tvirtinfnd prie

kraujagyslés;

P geresniam kaniulés pritvirtininug pne donarifio OrgEno
e - kaniuliy proksimalinial galat spalvon Iengvmnamaq:mnmu
k - dydZiai: 16 Fr, 20 Fr, 25 Fr \
"’Jéthraumatic tip {d1) @ﬁxed ﬂng (dz) Irdable rmg (d3) ‘Qf 1"\, flexible connector

: ‘_AM;..W

83(25A) 1134 13340R)

14 vi

Since we provide all kinds of solutions for organ perfusion and preservation we kindly encourage you to check,
order and test other products from our offer. Put your trust in our expertise and ensure high efficiency of
transplantation process while reducing the procedure costs. We are proud that we offer innovative products for
your convenience. Feel free to visit our www.carnamedica.com web page and contact us anvtime you need.”

Pawet Szczudto MD - Owner
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GUR PR@QUREMENT CANNULA RANGE

each pack contains 10 pcs

12F

~ BACK TABLE PERFUSION ADAPTER

" each pack contains 10 pes <

edch pack contains 10 pcs

"16 F (adjustable to 18F) ¢2@ F (adjustable to 28F) 5 F (adjustable to 34F)

Sterilios

e I
u Caramedca Sp 202 : = Ty

W, Sarnamedica. com
email: office@earnamadica com
2020-01-28  Te! {+48) 6OB3IEI50

Kaniula do perfuzji narzadéw gm0
Cannula for organ perfusion @ “X

8F

Wyroh preeznaczony wylaeznie do perfuzi narzadew ! Cannwla for organ perfusion i
\;'Igz?slﬁzfsrz‘i?:;zg:?{agjnEmrésg’!’z:nt'aqgrgan ‘ 8F 20200128 g 2022-01-28 : i
eurs i imaried (o be uawd only tor € - Documentation sticker
| Carnanaton, e presess or ( LT TR Al I REF]  KP8-14 o
Ve, KPI0260134 41 (C1) 5 9068743 T2405 2 {17) 200303 (10) 20200728 R

Carmamedica Sp. z o.0. Ul. Olszynki Grochowskie] 21 ok, U6, 04-281 Warsaw, Poland.

+48 608 336 159, Fax: +48 22 307 18 13 email: office@carnamedica.com | www.carnamedica.com KB/En/2020/02/25




CANNULAS
FOR ORGAN PERFUSION

INSTRUCTIONS FOR USE

E: carnamedica

Carnamedica Sp. z 0,0,

ul. Olszynki Grochowsldej 21 lok. U6
04-281 Warsaw, Poland

Phone: +48 608336159 c €
Fax: +48 22 3078113
IFU/KP/EN/2020/02/03 Email: office@carmamedica.com 2274




H3E INSTRUCTIONS FOR USE

1. PRODUCT APPLICABILITY

Organ perfusion cannulas, regardless of their type — that is their Iengti'l and size (diameter) — are intended for
flushing and replacing residuat blood in donor organs {with organ-protecting & preserving fluids, during the
process of organs preparation for transplantations), using the force of gravity or using mechanical perfusion
devices.

The perfusion adapter is intended for removal of perfusion fluid residues in organs

The manufacturer does nat assume different applications of the product, other than those described above.
The cannulas are sterile, non-texic and apyrogenic products. Prior to use, the physician shall individually de-
termine the type of the cannula, its size, shape and length, as needed.

Avaitable sizes of the cannulas: p-d-7
¢ af KP8-14 305
annuia for organ 8 14 . Navy blue
perfusion 8F
KP8-14-K 175
c o KP1C-16 305
annuia for organ _
perfusion 10F 10 16 Black
KP10-16-K 175
la f KP12-19 305
Cannu_a or organ 12 19 . Clear
perfusion 12F
KP12-19-K 175
7
KPIE«IZ—ZE@ 305 26
Cannula for organ
. 16 22 Orange
perfusion 16F
KP16-22-K 75 —
4
KPZO-ZS-SZ@ 302 32
Cannula for organ
. 20 28 Yellow
perfusion 20F
KP20-28-K 75 —
c I f KF25-34-4 305 40
dnnula ror organ
perfusion 25F KP25-34-K 75 B 34 Blue
KP25-34-K-8 -
Cannula for argan - e :
perfusion — back tahle :(];1 Efzr)A 175 16 Orange
adapter adapie 32




INsTRUCTIONS For use

The following picture shows the basic components of the cannula.

@

$1 — Fixed ring;

"2 —Slipring; 3 — Cannula drain; 4 — Anti-bend linker; 5 — Cone

2. CONTRAINDICATIONS
None No information on contraindications,
The final decision regarding the product use in a procedure to be made by the surgeon.

3. RECOMMENDATIONS

Canrula basic packaging must be always opened immediately prior to its use, Also, before the product applica-
tion check its expiration date and the condition of its packaging {only undamaged unit packaging guarantees
sterility of the product). Avoid activities that may cause mechanical damage to the preduct. Do rot use the
produat, if any damage of the cannula or of its packaging is found, The cannula is a disposable product. Prod-
uct re-sterilization is unacceptable, Used cannulas should be destroyed and disposed of properly.

Onily medicai personnel with appropriate professional qualifications and necessary surgical experience may
perform procedures using the cannula. During preparation as well as during the procedure, it is necessary to
follow any applicable medical procedures and to ensure fully aseptic treatment,

4. INSTRUCTIONS FOR USE

Each time, prior to use, it is necessary to verify that the size of the cannula has been chosen appropriately
matching the diameter of the vessel. In case of mechanicat perfusion, additionally it is necessary to check that
the fength of the cannula is appropriate and that it ensures easy instalfaticon in the container of the mechanical
perfusion device. Before use, the cannula shall be removed from its packaging while ensusing fully aseptic
handling. Next, introduce the cannuta into the vessel supplying blood to the organ, outside the ring{s). If re-
sistance is felt during introduction, it is necessary to abort the process and to consider use of another cannula
with a smaller diameter or another organ cannulation option. The cannula introduced into the organ container
should be secured with a suture applied above the ting. Connect the cannula 1o the system that supplies
protecting {preserving) liquids using the anti-bend linker. Before commending with liquids administration, check
the entire system for correct connection and tightness,

5. POSSIBLE RISKS AND COMPLICATIONS

The cannula is a surgical, invasive product introduced to the arterial system of the donor, requiring precautions
during its use.

In the course of the procedure the following complications may he experienced:

Leaks at the suture securing against slipping, damage to the inner wall of the organ vessel, organ's vessel
perforation, organ vessef delamination, organ vessel’s vasospasm or damage to the artery being cannuiated.



|5 INSTRUCTIONS FOR USE

6. STORAGE
Cannulas shall be stored in dry, ventilated rooms in ambient temperatures {permissible temperature range: from
5°C to 45°C). Protect against moisture, mechanical damage, organic solvents,

7. LIABILITY

Carnamedica Sp. z 0.0. shall not be liable for any damages resulting from the product misuse or from its use
that fails to comply with the operating instructions. Carnamedica Sp. z 0.0, shall not be liable for any dam-
ages resulting from the product re-use or from use of products, that have been independently modified o re-
sterilized by the user. Carmamedica Sp. z 0.0, shall not liable for any damages resulting from use of a produdt
with damaged unit packaging, e.g. with packaging damaged during transportation, storage or at the destina-
tion.

If any product defects are discovered in use, it is necessaty to keep the defective product and to secure it along
with its original packaging and to immediately notity Carnamedica Sp. z 0.0. The product may be used by
qualified medical personnel only,

Use immediately after removal from the unit packaging.

%HE CANNULA IS A DISPOSABLE PRODUCT,
PRODUCT RE-STERILIZATION 1S UNACCEPTABLE.
THE USED CANNULA SHALL BE DISPOSED/DESTROYED E.G. BY RECYCLING.

p.d.7

Meaning of symbols appearing in the instructions for use and on labels

ﬂ Manufacturing date

The product meets the requirements of the
Caution! Read the c € European Medical Devices Directive MDD,
instrueticns for use! The manufacturer is certified by the
2214 Notifying Authority No. 2274

Do not use if the

g Shelf life packaging is @ See the instructions for use.
damaged.
Sterifised with . -

LoT | Lotno. semiled]ll  ethylene oxide. JR/'“ ‘ :‘::";‘:;']rgi acceptable storage
sterile flow path e P

REF ¢ ' SNk Keep away

atalog number Single-use product \ from sunlight

Carnamedica Sp. Z 0.0.
ul. Dlszynki Grechowskiej 21 fok. U6
Manufacurer  04-281 Warsaw, Poland

F ol e s

E

Medical Device




medica

TRANSPLANT ORIENTED COMPANY

page {1
Carnamedica Sp. z o0.0. Warsaw, December 27, 2024
Olszynki Grochowskiej str. 21 [ok. U6,
ZIP code: 04-281 Warsaw, Poland.
T: +48 608 336 159, Fax: +48 2230781 13
e-mail: office@carnamedica.com

Declaration Letter regarding Carnamedica’s Products following GREEN REQUIREMENTS

To Whom It May Concerh:

We, Carnamedica sp. z 0.0., as a manufacturer of medical devices located at Olszynki Grochowskiej str. 21 apt. U6, zip-
code: 04-281, Warsaw, Republic of Poland, hereby declares that our organization meets the following principle of the
GREEN REQUIREMENTS, according to the Order No. D1-508 of the Minister of Environmental Protection of the Republic

of Lithuania by applying one or mare of the environmental protection principles in one, several or all stages of the product

life cycle:

" 4.4.4.2. — Our manufocturing method is consumed less electricity; energy from renewable energy sources is used to

produce, supply and use the products. “

On behalf of Carnamedica Sp. z 0.0.

Sincerely,

Carnamedica Sp. z o.0. | Clszyrnki Grochowskiej 21 str. apt. U6 | zip code: 04-281 Warsaw | T: +48 608 336 159 | Fax: +48 22/ 307 81 13 | www.camamedica.com
NIP: 1132911058 | REGON: 364578040
District Court for the capital city of Warsaw, XHI Commercial Division of the National Court Register (KRS
KRS n°: 0000620496 | BDO: £00444991.

s carnamedica
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