LIPOCUBE

Lipocube PRP Kiti 1
Sodyum Sitrath Steril PRP (Plateletten
Zengin Plazma) Kan Seperasyon Kitleri

Referans no: OM-CU1-0001

@ URUN KULLANIM KILAVUZU

@ INSTRUCTION FOR USE

Hemodinamik instabilite

Otoimmiin hastaliklar

- Malignansi

- Sepsis

Akut kronik enfeksiyonlar

- Kronik Karaciger Patolojisi

- Anti-koagtilasyon Tedavisi (ASA tedavisi vb.)
Hamilelik

URUN TANIMI ve AMACI

Kan Seperasyon Kitleri aracihigiyla hastanin
kendi kan bilesenlerinin santrifij kullanilarak
yogunluklarina gére aynismasi saglanir. Icerdigi
antikoagulan (sodyum sitrat %3.13) sayesinde
alinan 6rnek kan pihtilasmadan daha kaliteli
PRP elde edilebilmektedir.

PAKET iCERIGI

2 adet 10 ml Sodyum Sitrath (1ml) Vak. tip

1 adet 5 ml luer lock enjektor

1 adet 21 G 0.8*40 mm igne

1 adet 18G 90 mm igne

1 adet 21G 0.8*38 mm igne

1 adet Holder

ENDIKASYONLAR

Osteoartirit ve Lateral epikondilit tedavilerinde
endikedir. Ayrica atopik dermatit vakalarinda,
hastalik belirtilerinin hafifletiimesinde ve kronik
yaralarda, lupus (kelebek hastaligi), alopesi
areata / barbae / androgenetik hastaliklarinin
tedavilerinde standart tedavilere destek olarak
PRP kullanilabilmektedir.

KONTRENDIKASYONLAR

Asagidaki durumlardan herhangi birinin varligin-
da PRP uygulamasi 6nerilmez:

- Trombosit Disfonksiyon Sendromu

- Kritik Trombositopeni

- H, pofibrinogenaemi

Yeni doganlar
UYARILAR ve ONLEMLER

1. Kitler her hastaya ozel ve tek kullanimliktir.

2. Kullanilacak ek malzemelerin (enjektdr, igne
ucu) guvenilir ve uygun sertifikali olmasina dikkat
edilmelidir.

3. Medikal uygulamalar icindir. Baska amaglarla
kullanilmaz.

4. Yalnizca medikal lisansa sahip doktorlar
tarafindan kullanilmalidir.

5. Son kullanim tarihi gegmis triinler kullanilma-
malidir.

6. Aciimis ve hasar gérmiis tirtinleri kullanmayiniz.
7. Kullanilacak santriftj aletinin kalibrasyonlari
yapilmis olmalidir. Sabit acili santrifij kullanila
caksa en az

45 derecelik agilimi olan santrifiij kullanilir.

8. PPP, PRP ayristirildiktan sonra derhal kulla-
nilmalidir.

9. Hasta tedavinin yol acabilecegi riskler ve olasi
yan etkiler hakkinda bilgilendirilmelidir.

10. Antienflamatuar ilag ve kan sulandirici
ila¢ kullanimi varsa tedaviden en az 1 hafta
once kesilmelidir. Antienflamatuar ilaglar ve kan
sulandirici ilag kullanimi tedaviyi izleyen 2 hafta
stiresince onerilmez.

11. Tedavi yapildigi giin sicak banyo, sauna ve
doktorun onerdikleri disinda agir egzersizler
yapiimamalidir.
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Lipocube PRP Kit 1
Sodium Citrate Sterile PRP (Platelet
Rich Plasma) Blood Separation Kits

Reference number: OM-CU1-0001

3. For medical applications only. It is not used for
other purposes.

4. It should only be used by medically licensed
physicians.

5. Expired products should not be used.

6. Do not use products that have been opened
or damaged.

7. Calibration of the centrifuge device to be

PRODUCT DESCRIPTION and

PURPOSE

With Blood Separation Kits, the patient’s blood
components are separated according to their
density using centrifugation. Thanks to the an
better quality PRP can be obtained from the
blood coagulation of the sample taken.

PACKAGE CONTENT

2 pcs 10ml Sodium Citrate (1ml) Vacuum tube
1 pc 5 ml luer lock injector

1 pc 21G 0.8*40 mm Needle

1 pc 18G 90 mm Needle

1 pc21G 0.8*38 mm Needle

1 pc Holder

INDICATIONS

The product is indicated in the treatment of os-
teoarthritis and lateral epicondylitis. In addition,
PRP can be used as a supplement to standard
treatments in cases of atopic dermatitis, allevi-
ation of disease symptoms and chronic wounds,
lupus (butterfly disease), alopecia areata / bar-
bae / androgenetic diseases.

CONDITIONS

PRP application is not recommended in the
presence of any of the following conditions:
Platelet Dysfunction Syndrome

- Critical Thrombocytopenia

- H, pofibrinogenaemia

Hemodynamic instability

Autoimmune diseases

- Malignancy

Sepsis

Acute chronic infections

Chronic Liver Pathology

- Anti-coagulation Therapy (ASA therapy, etc.)
Pregnancy

Newborns

WARNINGS and PRECAUTIONS

1. The kits are unique to each patient and are
for single use only.

2. It must be ensured that the additional mate-
rials (injector, needle tip) to be used are reliable
and appropriately certified.

used must be done. If a fixed-angle centrifuge
must be used, a centrifuge with a minimum
opening of 45 degrees must be used.

8. PPP should be used immediately after PRP
has been separated.

9. The patient should be informed about the
risks and possible side effects of the treatment.
10. If anti-inflammatory drugs and blood thin-
ners are used, they need to be discontinued at

least one week before the treatment.The use of anti-

inflammatory drugs and blood thinners is not
recommended for the 2 weeks following the
treatment.

11. During the day of treatment, excluding hot
bath, sauna, and doctor’srecommendations, no
heavy exercise should be performed.

12. Consideration should be given to the
amount of samples in case of vacuum loss.

PATIENT POPULATION

The product should be used on adult patients.
User Profile:

The individuals who will use our device must;

a) Be professionals who have completed all
their medical education,

b) Be careful during the operation,

¢) Have sufficient experience in the use of the
device.

SIDE EFFECTS

Pain in the application area, temporary bruis
ing, or edema may occur in skin applications.
Vascular damage, hematoma, and/or infection
may occur if the product is applied incorrectly
by non-experts and sterility conditions are not
followed.

STERILIZATION

PRP tubes were sterilized by Gamma Steriliza-
tion and set Ethylene Oxide method. It is dis-
posable. It cannot be re-sterilized and

used.

STORAGE CONDITIONS

Must be kept in a special compartmentin a
clean environment at a temperature of 15-25
degrees. Keep away from damp and direct sun-
light areas. Do not place heavy objects on it.
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12. Vakum kaybi olma ihtimaline karsin numune
miktarina dikkat edilmelidir.

HASTA POPULASYONU

Yetiskin hastalarda kullaniimalidir.

Kullanici Profili:

Cihazimiz kullanacak kisi veya kisiler;

a) Tum tip 6grenimlerini tamamlamis profesyo-
neller,

b) Operasyon suresince dikkatli,

¢) Cihazin kullanimi hakkinda yeterli tecriibeye
sahip olmalidir.

YAN ETKILER

Uygulama yapilan bélgede gegcici agr, cilt uy-
gulamalarinda gegici morarma veya 6dem go-

rilebilir. Uzman olmayan kisiler tarafindan yanlis
uygulanmasi ve sterilite kosullarina uyulmamasi
durumunda damar hasari, hematom ve/veya
enfeksiyon olusabilir.

STERILIZASYON

PRP tlpleri Gama Sterilizasyon ile set Etilen
Oksityontemi ile steril edilmistir. Tek kullanimliktir.
Yeniden steril edilip, kullanilamaz.

SAKLAMA KOSULLARI

15-25 derece sicaklik araliginda, temiz ortamda

6zel bir bolmede muhafaza ediniz. Nemli ve dog-
rudan giines 15191 alan alanlardan uzak tutunuz.
Uzerine adir nesneler koymayiniz.

RAF OMRU
Uretim tarihinden itibaren 2 yildir.

KULLANIM SEKLI

- Kutuyu aginiz.

- Steril blister paketi aginiz.

- Holder ile kan toplama ignesini birlestiriniz.

- Kan toplama ignesini hastanin kolundan
kan alinacak temizlenmis bélgeye uygulayiniz.
(Veno6z)

- PRPtuptind ignenin takili oldugu holder igerisi-
ne yerlestiriniz. (Rutin Flebotomi)

- PRP Tipl vakumludur. Tip yeterli miktarda
kan aldiginda kendiliginden durur. (Kan toplama
ignesini damardan ¢ikarmadan her iki tiip icinde
ayni islemi uygulayiniz.)

- Tupu santrifuj cihazinda 2500 - 4000 RPM 8
dakika santrifuj ediniz. Santrifuj godeleri tupler
ile uyumlu olmalidir.

- 18G 90 mm igneyi 5ml lik Luer-lok enjektore
takiniz.

- 18G 90 mm igneyi PRP tiipline batirarak
kirmizi kan (RBC) katmani Uzerinden PRP'yi
toplayiniz. (Laminar Akis Kosullar saglanmadigr
stirece tiiplerin kapaginiz agmayiniz.)

- Dikkatlice 2ml PRP atmani 5ml lik sinngada
toplayiniz.

- Sinngada 2ml PRP olacaktir.

- Muhtemel hicre kiimelenmelerini  plazma
icinde homojenize etmek igin siringayi 60 saniye
boyunca nazikge calkalayiniz.

- Uygulama yapacaginiz igneyi 5ml'lik Luer-Lo-
ck sinngaya takiniz.

- Hastaya enjeksiyon metodu ile uygulayiniz.

Kutu Etiketindeki Sembollerin Agiklamasi

No Sembol

1 u Uretici

Aciklamasi

Son Kullanim Tarihi

3 I:I:i] Kullanim kilavuzuna
bakiniz.

g
. A Dikkat kullanim
®

oncesi kullanim
kilavuzunu okuyunuz.

Tekrar kullanmayiniz.

6 [LoT]
Radyasyon

7 [srenie R ] Sterilizasyonu

SZUTEST Test Onayh

8 Kurulusunun CE

Semboli

@ Hasarli veya acilmis

=
=5

LOT Numarasi

paketli trinleri
kullanmayiniz.

Sicaklik Limitleri

Kuru muhafaza ediniz.

12 /:/.li ﬁﬂ:iilzg'l@lndan uzak
13 Srl:z; iSr:ile.lllze

14 Model Adi

15 Uretim Tarihi

16 Biyolojik Tehlike

17 Etilen Oksit

Sterilizasyonu
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SHELF LIFE
2 years from the date of manufacture.

USAGE

- Open the box.

- Open the sterile blister pack.

- Combine the holder and the blood collection
needle.

- Apply the blood collection needle to the
cleared area where blood will be taken from the
patient’s arm. (Venous)

- Place the PRP tube into the holder where the
needle is attached. (Routine Phlebotomy)

- PRP Tube is vacuumed. Once the tube re-
ceives sufficient blood, it stops on its own. (Do
the same procedure for both tubes without re-
moving the blood collection needle from the
vein.)

- Centrifuge the tube in the centrifuge device at
2500 - 4000 RPM for 8 minutes. Centrifuge go
dets must be compatible with tubes.

- Attach the 18G 90 mm needle to the 5ml Lu-
erlock syringe.

- Collect PRP over the red blood (RBC) layer
by inserting an 18G 90 mm needle into the PRP
tube. (Do not open the cap of the tubes unless
Laminar Flow Conditions are met.)

- Collect the 2ml PRP shot in a 5ml syringe with
caution.

- There will be 2ml of PRP in the syringe.

- Gently shake the syringe for 60 seconds to
homogenize possible cell clumps in the plasma.
- Attach the needle to be applied to the 5ml
Luer-Lock syringe.

- Apply to the patient by injection method.
Explanation of Symbols on Box Label

No Symbol Description
1 ‘ Producer
2 g Expiration Date

Caution, read the
user manual before
use.

3 I::E] Refer to the user
manual.

Do Not Reuse

Y

6 LOT Number
Radiation
7 | [sEree TR | giarilization

c € CE Symbol of
8 SZUTEST Test
2195 Notified Body
Do not use
9 @ damaged or opened

packaged products.

S

Temperature Limits

P

Keep dry.

<

n | K| e amaytom

13 Do not re-sterilize.

14 Model Name

15 @ Production Date

16 /\‘ﬁ\ Biohazard

17 Ethy_l_ene_Oxide
Sterilization

Firma Bilgileri / Company Info

KAIZEN

Endiistri ve Sanayi Dis Ticaret Limited Sirketi

URETICI / PRODUCER

KAIZEN ENDUSTRI SANAYI VE DIS TICARET
LIMITED SIRKETI

Bostanci Mah. Gonen OSB. 3 Nolu Cad.
Hornung Makine Apt. No: 1 Génen
Balikesir / TURKIYE

T:+90 266 762 39 39
info@kaizenendustri.com
www.kaizenendustri.com
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