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The Name or Trade Name of the Medical Device
PRXTUBES
The product is a sterile, single use medical device.

The Name and the Address of the Manufacturer

T-Biyoteknoloji Laboratuvar Estetik Medikal Kozmetik San.

ve Tic. Ltd. Sti

Dumlupinar Mahallesi, Kuleli Caddesi, No:3
Niltifer/Bursa TURKIYE

Manufacturer ID No (SRN): TR-MF-000016403
Phone: +90 224 246 85 22

E-Mail: info@tlab.com.tr

Product Content List
« L unit of PRX Tube

Intended Use of the Product

PRXTUBES is designed to be used for the safe and rapid
preparation of autologous platelet-rich plasma/ injectable
platelet-rich fibrin from a small sample of blood without the
addition of anticoagulant at the patient’s point of care. The
platelet-rich plasma/ injectable platelet-rich fibrin is prepared
prior to application to a local area of soft tissue or hard tissue
(including bone) site as deemed necessary by the clinical use
requirements. And its intended use is for the application of
autologous platelet concentrates in order to achieve the
stimulation of soft tissue and hard tissue (including bone) and
acceleration of soft tissue and hard tissue (including bone)
healing.

Possible Contraindicative Situations
- Platelet Dysfunction Syndrome

« Critical Thrombocytopaenia

« Hypofibrinogenaemia

+ Hemodynamic instability

- Auto-immune diseases

+ Malignancy

- Sepsis

- Acute Chronic infections

- Chronic Liver Pathology

- Anti-coagulation Therapy (ASA therapy etc.)
- Pregnancy (for cosmetic indications)
- Newborns

Patient Profile

Non-anticoagulated platelet-rich plasma is an autologous
application technique and it is used on the same patient. Due
to this information, these applications are inherently safe from
infectious diseases such as HIV, Hepatitis, Creutzfeldt-Jakob
disease.

As an autologous technique; non-anticoagulated platelet-rich
plasma can be used safely and effectively on all patients,
there may have a need for further studies on pregnant and
newborns.



PRX Tubes are used,

- in the treatment of alopecia areata

- in the treatment of joint pains (mostly osteoarthritic knees)
- in rotator cuff injuries

- and in the treatment of tennis elbow complaints.

The Performance of the Device Intended by the Manufacturer
Platelet concentrations have been used for many years in the
frame of regenerative medicine, which allows the cellular
healing on bone and soft tissue recovery.

Non-anticoagulated platelet-rich plasma is considered a
second-generation platelet concentration. PRX TUBES is a
vacuumed blood collection tube without the addition of
anticoagulants. The main variable in optimizing the platelet
concentrate is the following centrifuge protocol patented by
T-Biyoteknoloji. The time gap between the blood collection
and its transfer to centrifuge should be kept to a minimum.

When PRX TUBES is used to obtain platelet concentration the
method of preparation of non-anticoagulated platelet-rich
plasma yields to a platelet concentration which is also known
as injectable platelet-rich fibrin.

The procedure uses blood collected by routine phlebotomy
into a vacuumed blood collection tube.

The autologous platelet-rich plasma that was obtained
without the addition of anticoagulants should be processed
and injected back to the patient shortly after. T-Biyoteknoloji
recommends the user to check the viscosity of the
non-anticoagulated plasma concentration before injection. As
the concentration is obtained without anticoagulants, the
concentration may clot and become into a gel form, therefore,
be non-injectable.

The result is a convenient system, collection of the whole blood
and concentration of platelet-rich plasma. PRX TUBE is
interior sterilized using irradiation. PRX TUBE reduces the risk
of contamination.

Possible Adverse Events

- Damage to blood vessels, hematoma / delayed wound
healing and/or infection associated with a blood draw.

- Temporary or permanent nerve damage that may result in
pain or numbness.

- Early or late postoperative infection.

User Profile

This product should be used by physicians or
physician-directed allied health care professionals with
adequate training in the use of the device.

Medical Devices to Be Used with The Device
« Blood Collection Needle / Phlebotomy Set / Butterfly Set
- Phlebotomy set / butterfly set / blood collection needle
shall not be thinner than 21G.
- Centrifuge
- Swing out rotor centrifuge is recommended to be used.
- As stated in the Procedure section, centrifuge should be set
to 1500G and 4 minutes.
- PRXTUBES has a dimension of 16X100 mm. Centrifuge
bucket shall be selected accordingly.
- Place another tube (blank) of the same weight as PRX tube
in the centrifuge to balance.
- Avoid using unbalanced centrifugal devices.
« Long Needle and Syringe
- Long needle shall be 88mm-80mm 18G-19G.
- Long needle used to collect platelet concentration from the
tube, is not intended to be used for the injection procedure.
- Syringe used to collect the platelet concentration shall have
a minimum capacity of Sml and be a locked model.

Procedure

Apply the following instructions to obtain non-anticoagulated

platelet rich plasma by using PRX TUBES:

- Open the box and package.

- Apply the blood collection device to sanitized part of the
patient’s arm (venous).



- Attach PRX TUBES to blood collection needle. PRXTUBES is
a vacuumed tube. The tube collects enough amount of blood
and stops itself.

- Centrifuge PRX tube(s) immediately in a centrifuging device
at 1500 G for 4 minutes. Centrifuge buckets shall be
compatible with 16 X 100 mm tubes.

- Attach a long needle to Sml Luer-lok Syringe.

- Collect the PRP/ injectable PRF above the RBC layer by
inserting a long needle into PRX TUBES without opening the
lid unless performed under laminar flow conditions.

- Carefully collect 4ml of concentrated plasma layer.

- Inject the platelet concentrate to the patient as soon as

possible.

Storage, Shelf Life and Handling Information
- Do not expose to direct sunlight.

+ Do not use if the inner blister package is damaged or opened.

- Shelf life (Product Lifecycle) is the expiration date on the
label.
- Temperature limit: 5-30°C

Precautions, Warnings, Measures to be Taken and Limitations

- Use proper safety precautions to guard against needle sticks

- Follow manufacturer's instructions when using centrifuge.

+ PRXTUBES is a single tube, use a blank tube to balance
centrifuge.

- Do not use if the inner blister package is damaged or opened.

- PRXTUBES are terminally sterilized with ethylene oxide (EO),
can be used in controlled environments.

- Do not open the lids of the tubes.

« This device does not contain an anticoagulant. Check for the
viscosity of the platelet concentration to ensure it is in an
injectable state before injection.

- A single-use device, do not reuse

- The user should be thoroughly familiar with the equipment
and the surgical procedure prior to using this device.

- The patient should be made aware of the general risks
associated with treatment and possible adverse effects.

- Do not dispose of this product in the unsorted municipal
waste stream.

- Long Needle is not intended to be used on patients. It is
intended to be used only to collect the PRP/injectable PRF
layer from PRX TUBES.
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Tibbi Cihazin Adi veya Ticari Adi
PRXTUPLERI
PRX TUPLERI steril, tek kullanimlik tibbi cihazdir.

Ureticinin Adi ve Adresi

T-Biyoteknoloji Laboratuvar Estetik Medikal Kozmetik San.
ve Tic. Ltd. Sti

Dumlupinar Mahallesi, Kuleli Caddesi, No:3

Nilufer/Bursa TURKIYE

Uretici ID No (SRN): TR-MF-000016403

Tel: 0224 246 8522 E-posta: info@tlab.com.tr



Uriin ierigi Listesi

+ 1 adet PRX Tupu

Uriintin Kullanim Amaci

PRX TUPLERI hastanin bakimi igin az miktarda kan toplanarak,
glvenli ve hizl bir sekilde, antikoagulan kullaniimadan
trombositten zengin plazma / enjekte edilebilir trombositten
zengin fibrin elde elmek icin tasarlanmistir. Trombositten zengin
Plazma / enjekte edilebilir trombositten zengin fibrin klinik
gereklilikler dogrultusunda yumusak doku ve sert dokuya
(kemik dahil) lokal olarak kullaniimadan énce hazirlanir. Otolog
trombosit konsantrasyonlarin kullanim amaci yumusak doku ve
sert dokunun (kemik dahil) uyarima ve iyilesmesinin
hizlanmasini saglamaktir.

Olasi Kontrendike Durumlar

- Trombosit Disfonksiyon Sendromu

- Kritik Trombositopeni

« Hipofibrinojenemi

« Hemodinamik instabilite

- Otoimmtn hastaliklar

- Malignansi

- Sepsis (Kan Zehirlenmesi )

« Akut Kronik Enfeksiyonlar

- Kronik Karaciger Patalojisi

« Anti-koagulasyon Tedavisi (ASA terapisi vb.)
« Hamilelik (Kozmetik Endikasyonlar igin)
- Yeni Doganlar

Hasta Profili

Antikoagilan igermeyen trombositten zengin plazma / enjekte
edilebilir trombositten zengin fibrin, otolog bir uygulama
teknigidir ve ayni hastada kullanilir. Bu bilgiler nedeniyle
trombositten zengin plazma /fibrin uygulamalari, HIV, Hepatit,
Creutzfeldt-Jakob hastaligi gibi bulasici hastaliklara karsi
guvenlidir.

Otolog bir teknik olarak; Trombosit Zengin Plazma / fibrin tim
hastalar igin glvenli ve etkin bir sekilde kullanilabilir ancak

hamile ve yenidoganlarda daha fazla calismaya intiyag
duyulabilir.

PRX Tupleri,

- alopesi areata

- eklem agrilarinin tedavisinde (cogunlukla osteoartritli dizler)
- rotator manset yaralanmalar

- tenisci dirsegi sikayetlerinin tedavisinde kullaniimaktadir.

Ureticinin Belirledigi Cihaz Performans Bilgisi
Trombosit yenileyici tip alaninda, kemik veya yumusak dokunun
hicresel iyilesmesinde uzun yillardir kullaniimaktadir.

Antikoagule edilmemis trombosit agisindan zengin plazma,
ikinci kusak trombosit konsantrasyonu olarak kabul edilir. PRX
TUPLERI antikoagtilan eklemeden vakumlu bir kan toplama
tUpadur. Trombosit konsantresini optimize etmede ana
degisken, T-Biyoteknoloji tarafindan patentlenen asagidaki
santriflj protokoltidur. Kan alma ve santriflje gegisi arasindaki
zaman arali@ minimumda tutulmalidir.

PRX TUPLERI, trombosit konsantrasyonunu elde etmek igin
kullanildiginda, antikoagule edilmemis trombosit acisindan
zengin plazma hazirlama yéntemi, ayni zamanda enjekte
edilebilir trombosit agisindan zengin fibrin olarak da bilinen bir
trombosit konsantrasyonu saglar.

Prosedur, vakumlu kan toplama tdpune rutin flebotomi ile
toplanan kani kullanir. Sonug, tlp sistemi kan toplama ve
trombositten zengin plazma konsantrasyonu igin uygun bir
sistemdir. PRXTUPLERIN ici isinlama kullanilarak sterilize edilir
ve son olarak ethilenoksit ile sterilize edilir. PRX TUPLERIN
kontaminasyon riskini azaltir.

Antikoagulan eklenmeden elde edilen otolog trombositten
zengin plazma, prosesden gegirilerek kisa bir sirede hastaya
geri enjekte edilmelidir. T-Biyoteknoloji, kullaniciya
enjeksiyondan énce antikoagule edilmemis plazma
konsantrasyonunun viskozitesini kontrol etmesini &nerir.
Konsantrasyon antikoagulan olmadan elde edildiginden,



konsantrasyon pihtilasabilir ve bir jel formuna dénusebilir, bu
nedenle enjekte edilemez.

Olasi Yan Etkiler

+ Kan damarlarinda hasar, hematom / gecikmis yara iyilesmesi
ve / veya kan alimiyla iliskili enfeksiyon.

- Agri veya uyusukluga neden olabilecek gegici veya kalici sinir
hasari.

- Erken veya geg postoperatif enfeksiyon.

Kullanici Profili

Bu tibbi cihaz, medikal doktorlar veya medikal doktor
gbzetiminde uygun egitim almig saglik profesyonellerince
kullanilimalidir.

Cihazla Kullanilacak Tibbi Cihazlar
+ Kan Toplama ignesi / Flebotomi Set / Kelebek Set
- Kan Toplama Ignesi / Flebotomi Set / Kelebek Set, 21G'den
ince olmamalidir.
- Santrifdj
- Godeleri agilan (Swing Out) sanrtiflj énerilir.
- Kullanim sekli bélumunde belirtildigi gibi, santriflj 1500G 4
dakika'ya ayarlanmalidir.
- PRX TUPLERI 16X100 mm boyutlarindadir. Santrifij
godeleri buna gére secilmelidir.
- Dengelemek icin santrifij igine PRX tip ile ayni agirlikta
baska bir tlp yerlestirin.
- Dengesiz santrifdj cihazlari kullanmaktan kaginin.
- Uzun Igne ve Siringa
- Uzun igne 88mm-80mm uzunlugunda ve 18G-19G
olmalidir.
- PRP katmanini tipten toplamak igin kullanilan uzun ignenin
enjeksiyon prosedurt igin kullaniimasi amaglanmamigtir.
- PRP katmanini toplamak icin kullanilan siringa minimum S
ml kapasiteye sahip olmali ve kilitli bir model olmalidir.

Kullanim Sekli
PRX Tuplerini kullanarak antikoagtlan kullanmadan
trombositten zengin plazma elde etmek igin asagidaki

yoéntemleri sirasiyla uygulayiniz

- Kutuyu ve paketi aginiz.

- Kan toplama ignesini hastanin kolundan kan alinacak
temizlenmis bolgeye uygulayiniz. (Ventz)

» PRX TUpUnU kan toplama cihazina yerlestiriniz. PRX TUpU
vakumlu tUplerdir. Yeterli miktarda kan toplandi§inda
kendiliginde kan toplama iglemi duracaktir

- PRX TUpU veya tplerini zaman kaybetmeden 1500G 4 dakika

santriflj islemine tabi tutunuz. Godeler 16x100 mm PRX
Tupleri ile uyumlu olmalhdir.

- Uzun \gneyl Sml'lik lGer-lok enjektore yerlestiriniz.

« Uzun igneyi PRX TUPUNE batirarak kirmizi kan hicrelerinin
(RBC) tzerinden PRP/enjekte edilebilir PRF'yi toplayiniz.
(laminar akig kosullari saglanmadigr strece tipun kapagini
agmayiniz.)

- Dikkatlice 4ml konsantre plazma katmanini toplayiniz.

- Vakit kaybetmeden konsantre trombositi hastaya enjekte
ediniz.

Saklama, Raf Omrii ve Tagima Bilgileri
- Direkt glnes 1s1gina maruz birakmayin.
I(; blister paket hasarli ve yirtik ise kullanmayiniz.
- Urtintin raf émri (Urtin Omr) etiket Gzerinde belirtilmistir.
- Sicaklik limiti: 5-30°C

BOnlemler, Uyarilar, Alinacak Onlemler ve Sinirlamalar

. igne Gubuklarina karsi korunmak icin uygun guvenlik
onlemlerini kullanin.

- Santrifdj kullanirken Ureticinin talimatlariniizleyin.

« PRX TUBE tek bir tUptdr, santriflji dengelemek icin bos bir
tUp kullanin.

A ambalaj hasar gérmus ya da agiimigsa kullanmayin.

- Tuplerin kapaklarini agmayin.

- Bu cihaz antikoagllan icermez. Enjeksiyondan dnce enjekte
edilebilir durumda oldugundan emin olmak igin trombosit
konsantrasyonunun viskozitesini kontrol edin.

- Tupler sadece ig kisim sterildir; Cihazi kontrolli bir ortamda
kullanmak gevre kirlenmesine neden olabilir.



« Tek kullanimlik bir cihaz, tekrar kullanmayin.

« Kullanici, bu cihazi kullanmadan énce ekipman ve cerrahi
prosedUr hakkinda ayrintili bilgi sahibi olmalidir.

- Hasta tedavi ile ilgili genel risklerden ve olasi yan etkilerden
haberdar edilmelidir.

Symbols EN

C€aos European Medical Devices Directive Notified Body: Szutest (2195)

+ Bu GrUnU siniflandinimamis belediye atik akisina atmayin.

+ Uzun igne, hastalarda kullaniimaya yénelik degildir. Sadece
PRP / enjekte edilebilir PRF katmanini PRX TUBE'den
toplamak igin kullanilmasi amaclanmistir.

TR
Avrupa Medikal Cihaz Yénetmeligi Ok: Szutest (2195)

Manufacturer

Uretici

Country of manufacturer & Date of Manufacture

Uretim Yeri Ve Tarihi

Catalogue Number

Katalog Numarasi

Batch Code

Parti (Uretim) Kodu

Use by Date

Son Kullanma Tarihi

Single sterile barrier system

Tek Steril Bariyer Sistemi

Sterilized Using Irradiation

Irradyasyon ile Steril Edilmistir

Sterilized Using Ethylene Oxide

Etilen Oksit ile Steril Edilmistir

Do Not Re-Sterilize

Tekrar Steril Etmeyiniz

Do Not Reuse

Tekrar Kullanmayiniz

Do Not Use if Package is Damaged

Paket Hasarli ise Kullanmayiniz

K

Keep Away from Sunlight

Direkt Gunes Isigina Maruz Birakmayiniz

Medical Device

Medikal Cihaz

Non-pyrogenic

Pirojenik Degildir

% BHe e e

Keep Dry

Kuru Tutunuz

Temperature Limit

Sicaklik Limiti

Consult instructions for use or consult electronic instructions for use | Kullanim Talimatlarina Bakin Veya Elektronik Kullanim Talimatlarina Bakin

BB =

Caution

Dikkat

Unigue Device Identifier

Benzersiz Cihaz Tanimlayicisi
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