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Name or Trade Name of The Medical Device
PRP SYRINGE is a sterile, single use medical device.

Name and the Address of the Manufacturer
T-Biyoteknoloji Laboratuvar Estetik Medikal Kozmetik San.
Tic. Ltd. Sti.

Tahtali Mh. Degirmen Yolu Sk. No:10 16280 Nilifer
BURSA /TURKEY

Phone: +90 224 246 8522

E-mail: info@tlab.com.tr

Product Content List

e 1 unit of 10ml PRP SYRINGE
e 1 unit of Luer-cap

e 1 unit of Luer-adaptor

Intended Use of the Device

The device is designed to be used for the safe and rapid
preparation of autologous platelet-rich-plasma (PRP) from a
small sample of blood at the patient’s point of care. The PRP
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 PRP 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.

Performance of the Device Intended by the Manufacturer
PRP (Platelet Rich Plasma) is used for many years in the frame
of regenerative medicine, which allows the cellular healing on
bone and soft tissue recovery. Bone and soft tissue healing
are occurred by the platelet concentration and re-injection
locally to the related part of the body.

Concentration of platelets is very important for PRP
treatments. Blood withdrawn from the patient is centrifuged
to concentrate the PRP layer. Recommended G force for the
concentration is 1500 G for 4 minutes. The blood separation
system takes the advantage of centrifugation force effecting
on the weight of the cells. The separation occurs during
centrifugation when the denser blood components move due
to a gravity force.

The PRP SYRINGE shall not be mixed after the centrifugation.
3-4ml of layer is discarded carefully to another syringe until
the erythrocytes (Red Blood Cell layer).

The result is a convenient syringe system, collection of the
whole blood and concentration of Platelet Rich Plasma. PRP
SYRINGE reduces the risk of air contamination, eliminates the
need of any other tubes or pipettes.

Clinical Safety Information
The safety and efficacy of this device has been proven by

Risk Analysis Report and Clinical Evaluation Report, attached
to the Technical Construction File of PRP SYRINGE.

Residual Risk and Side Effects Information

According to the risk assessment, risk management, risk
report procedures of this device, it shows no residual risks.
With respect to the requirements of Essential Requirements
6, the risk management report showed that there were no
serious side effects and the performance of the product was
verified by the clinical evaluation report.

User Profile
This product should be used by physicians or physician-
directed allied health care professionals.

Procedure

Apply the following instructions to obtain Platelet Rich

Plasma by using PRP SYRINGE:

e  Open the box.

e Open the Sterile Blister Packaging.

e  Attach a hypodermic needle or butterfly needle to PRP
SYRINGE.

e  Prepare the patient’s arm in order to draw blood
(sanitize the skin).

e Apply the needle to sanitized part of the patient’s arm
(venous).

e  Prepare balancing weight for centrifugation balance.

e  Start drawing the blood until 10ml indicated on the PRP
SYRINGE (Phlebotomy).

e  De-attach the needle from PRP SYRINGE and use the cap
provided in the packaging to close PRP SYRINGE.

e  De-attach the plunger as indicated on the body. And
immediately move onto the centrifuge process.

e  Attach the PRP SYRINGE into the buckets of a swing rotor
centrifuging unit as the lid of PRP SYRINGE is on top.

e Adjust the parameters of centrifuging unit as 1500G for
4 minutes. And start the centrifuging process.

e  After centrifugation, take the PRP SYRINGE inside from
the bucket and do not shake or do not flip PRP SYRINGE
e upside down.

e  Attach the plunger to the piston as indicated on the
body.

e Open the lid of PRP SYRINGE. And attach the Luer-
connector to the PRP SYRINGE while holding the PRP
SYRINGE vertically.

e  Attach the Luer-connector to another Luer-tip syringe.

e And press the plunger of PRP SYRINGE in order to
transfer the prepared PRP layer from the PRP SYRINGE
until reaching up to Red Blood Cell Layer.

. Do not transfer RBC Layer.

e  PRPisready to be injected.

Storage, Product Life and Handling Information

e PRP SYRINGE has been sterilized with Ethylene Oxide.

e Do not expose to direct sunlight.

e  Storein a cool, dry place.

e Do notuseif the inner sterile blister package is damaged
or opened.

e  Product shelf life is 5 years. Use by Date is indicated on
the product label.

e  Store at temperatures between 5°C and 30°C.

Precautions, Warnings, Measures to be Taken and
Limitations
e  Use proper safety precautions to guard against needle

sticks.
e Follow manufacturer instructions when using
centrifuge.

e Do not use sterile component of this kit if package is
opened or damaged.

e  Single use device, do not reuse.

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

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

e The safety and effectiveness of PRP treatment have not
been established in children and pregnant women.

e Do notdispose of this product in the unsorted municipal
waste stream.

Possible Adverse Events

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

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

e  Early or late postoperative infection.

Indications, Patient Profile and Possible Contraindicative
Situations

Indications and Patient Profile

Platelet rich plasma is an autologous application technique
therefore patient applications are inherently safe from
infectious diseases such as HIV, Hepatitis, Creutzfeldt-Jakob
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disease.

PRP SYRINGE can be used safely and effectively on all

patients. The safety and effectiveness of PRP treatment have

not been established in children and pregnant women.

e  Users of the device as a treatment of alopecia areata

e Users of the device as a treatment of fine& deep
wrinkles

e Users of the device as a treatment of soft tissue
stimulation

e  Users of the device as a treatment of correction of
hypertrophic & atrophic scar corrections

e Users of the device as a treatment of face & neck
revitalization

e  Users of the device as a treatment of joint pains (mostly
knees with OA)

e Users of the device as a treatment of rotator cuff injuries

e Users of the device as a treatment of tennis elbow
sufferings

e Users of the device as a treatment of Chronic Plantar
Fasciitis

e Users of the device as a treatment of Scaphoid Fracture

e Users of the device as a treatment of Chronic Patellar
Tendinopathy

e And several orthopedics similar failures.

Possible Contraindicative Situations

e  Platelet Dysfunction Syndrome

e  Critical Thrombocytopaenia

. Hypofibrinogenaemia

e  Hemodynamic instability

e Auto-immune diseases

e  Malignancy

e Sepsis

e Acute Chronic infections

e Chronic Liver Pathology

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

Symbols and Explanations
q3

F 4

L a1

European Medical Devices
Directive 93/42/EEC Notified
Body: Notice (2764)

Manufacturer

Catalogue Number

_‘
4

Batch Code
3 4
g Use By Date

,_
L

Sterilized Using Ethylene Oxide

Al =
E
E
[T]
LS

a

Do Not Re-Sterilize

®®

.

Do Not Use if Package is

Damaged
I—\\y/-i
fél&“ Keep Away From Sunlight

Keep Dry

-

9 =<K

o

Temperature Limit

_|_
.

Do Not Re-Use

_|_
@

Operator's Manual; Operating
Instructions

T

B =

Electronic Instructions For Use

_|_
.

>

Caution

,_
-

Kullanim Kilavuzu TR

icindekiler

e  Tibbi Cihazin Adi ya da Ticari Adi

e  Ureticinin Adi ve Adresi

e  Uriin igerigi Listesi

e Uriiniin Kullanim Amaci

e Ureticinin Belirledigi Cihaz Performans Bilgisi

e  Klinik Guvenlik Bilgisi

e  Kalinti Risk ve Yan Etki Bilgileri

e  Kullanici Profili

e Nasil Kullanilir?

e  Saklama, Raf Omrii ve Tagima Bilgileri

e  Onlemler, Uyarilar, Alinacak Onlemler ve Sinirlamalar

e  Olasi Olumsuz Olaylar

. Endikasyonlar, Hasta Profili ve Olasi Kontrendike
Durumlar

e  Semboller ve Agiklamalar

Tibbi Cihazin Adi ya da Ticari Adi
PRP SIRINGA steril, siringa bigiminde ve tek kullanimlik bir
tibbi cihazdir.

Ureticinin Adi ve Adresi

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

Tahtali Mh. Degirmen Yolu Sk. No:10 16280 Nillfer
BURSA/Tirkiye

Tel: +90 224 246 8522

E-posta: info@tlab.com.tr

Uriin igerigi Listesi

° 1 adet of 10ml PRP SIRINGA
e 1 adet of Luer-kapak

e 1 adet of Luer-adaptor

Uriiniin Kullanim Amaci

Cihaz hastadan az miktarda alinan kan 6rneginden hizli ve
glivenli olarak otolog trombositten zengin plazma (TZP/PRP)
hazirlamak icin tasarlanmistir. TZP/PRP basta yumusak doku
ve sert doku (kemik dahil) olmak tzere klinik olarak gerekli
gorilen here yerde kullanilabilir. Ve TZP/PRP’nin tim bu
uygulama alanlarindaki kullanim amaci doku yenilenmesini ve
iyilesmeyi hizlandirmaktir.

Ureticinin Belirledigi Cihaz Performans Bilgisi

TZP/PRP (Trombosit Zengin Plazma) rejeneratif tip
cergevesinde, kemik ve yumusak doku iyilesmesi igin hiicresel
tedavilerde uzun yillardir kullaniimaktadir. Kemik ve yumusak
doku iyilesmesi trombosit konsantrasyonu ile elde edilen
TZP/PRP’nin lokal olarak viicudun ilgili bolgesine geri enjekte
edilmesi yoluyla gergeklesmektedir. TZP/PRP tedavileri igin
trombositlerin  konsantrasyonu ¢ok oOnemlidir. Hastadan
alinan kan, PRP/TZP katmanini konsantre etmek igin santrifuj
edilir. Konsantrasyon igin 6nerilen G kuvveti 4 dakika boyunca
1500 G'dir. Kan ayirma sistemi, hiicrelerin agirligina etki eden
santriflij kuvvetinin etkisini kullanir. Ayrisma, kani olusturan
farkli hicrelerin  merkezkag kuvveti nedeniyle hareket
ettiginde santrifiij sirasinda yer degistirmesinden meydana
gelir. TZP/PRP Siringa santrifijden sonra ¢alkalanmamalidir.
Siringanin ucundan itibaren 3-4ml’lik kisim, eritrosit (Kirmizi
Kan Hucresi tabakasi) tabakasi gelene kadar basilarak baska
bir siringaya aktarilir. Sonug olarak tam kanin toplanmasi ve
TZP / Trombositten Zengin Plazma konsantrasyonu
olugturmaya uygun bir siringa sistemidir. PRP Siringa,
havadan bulasma risklerini azaltir ve diger yardimci tlp, pipet
gibi ihtiyaglari ortadan kaldirir.

Klinik Glvenlik Bilgisi

Uriiniin  Klinik olarak etkili
Degerlendirme Raporu ve
belirlenmistir.

ve givenli
Risk  Analiz

oldugu Klinik
Raporlarinda

Kalinti Risk ve Yan Etki Bilgileri

Bu cihazda, risk degerlendirme risk yonetimi, risk raporuna
gore herhangi bir kalinti risk bulunmamaktadir. Temel
Gereklilik 6’ya gore, risk yonetim raporunda ciddi bir yan etki
bulunmamaktadir  ve cihazin performansi klinik
degerlendirme raporu ile kanitlanmistir.

Kullanici Profili
Bu drin, doktorlar veya doktor tarafindan yonlendirilmis
hemsireler tarafindan kullaniimalidir.

Nasil Kullanilir?

PRPHD Siringa kullanarak Platelet Zengin Plazma elde etmek

icin asagidaki talimatlari uygulayin:

e Kutuyu aginiz.

e  Steril blister paketi aginiz.

e  PRP Siringaya hipodermik igne veya kelebek set takiniz.

e  Kan almak igin hastanin kolunu hazirlayiniz. (Kan
alinacak alani sterilize edin).

e igneile damara giriniz.

e  Santriflj balansi igin dengeleme agirhg1 hazirlayiniz.

e  PRP Siringa tizerinde 10ml ile isaretli gizgiye kadar kan
aliniz.

e  PRP Siringadan igneyi/kelebek seti ¢ikariniz ve PRP
SIRINGA'yI kapatmak igin pakette verilen kapagi
kullaniniz.

e  Sapigovdede gosterilen yone dogru gevirerek
pistondan sokiiniz. Ve hemen santrifiij islemine
geginiz.

e  PRPSIRINGA'nin kapag Ustte olacak sekilde PRP
Siringasini agilir(salincak) rotor bir santrifje
yerlestiriniz.

e  Santrifuj suresini 4 dakika boyunca ve 1500 G (RCF)
olarak ayarlayiniz. Ve santriflijleme islemini baslatiniz.

e  Santriflj isleminden sonra PRP Siringasini santrifiijden
calkalamadan ters gevirmeden gikartiniz.

e  Sapi govdede gosterildigi yonde gevirerek pistona
takiniz.

e PRP Siringasinin kapagini aginiz. PRP SIRINGA'yi dikey
olarak tutarken pakette verilen Luer-konektériini PRP
Siringaya takiniz.

e Luer-konektoriini baska bir Luer tip siringaya takiniz.
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e PRP Siringanin sapini kullanarak pistonu tim PRP
katmani diger siringaya gegene kadar itiniz. Kirmizi kan
(RBC) katmanina gelince durunuz.

. RBC Katmanini aktarmayiniz.

e  PRP enjekte edilmeye artik hazir.

Saklama, Raf Omrii ve Tagima Bilgileri

e PRP Siringa Etilen Oksit ile sterilize edilmistir.

e Direkt giines 1sigina maruz birakmayin.

e Serin, kuru bir yerde saklayin.

e Steril blister ambalaj hasarli veya acilmigsa kullanmayin.

e  Uriin raf 6mrii 5 yildir. Tarihe gére kullan bilgisi Griin
etiketinde belirtilir.

e 5°Cve 30 ° Carasindaki sicakliklarda saklayin.

Onlemler, Uyarilar, Alinacak Onlemler ve Sinirlamalar

e igne batmalarina karsi uygun giivenlik dnlemlerini aliniz.

e Santriflij islemi icin Gretici talimatlarini uygulayiniz.

e  Ambalaj acgilmis veya zarar gormdisse, steril bilesenini
kullanmayin.

. Uriin tek kullanimliktir. Tekrar kullaniimaz.

. Kullanici, bu cihazi kullanmadan once ekipmani ve
proseddru iyice tanimalidir.

e Hastatedaviye ve olasi yan etkilere bagl genel risklerden
haberdar edilmelidir.

e  Cocuklarda ve gebelerde PRP tedavisinin gilivenligi ve
etkinligi bilinmemektedir.

e Bu Uruni belirsiz kentsel ¢op giderlerine birakmayiniz.

Olasi Olumsuz Olaylar

e  Kan damarlarinda hasar, hematom / gecikmis yara
iyilesmesi ve / veya kan alimina bagh enfeksiyon.

e Agriveya uyusukluk ile sonuglanabilecek gegici veya
kalici sinir hasari.

e Erken veya geg post-operatif enfeksiyon.

Endikasyonlar, Hasta Profili ve Olasi Kontrendike Durumlar
Endikasyonlari ve Hasta Profili

Trombosistten Zengin Plazma, otolog (ayni kisiden — ayni
kisiye uygulanan) bir uygulamadir.Bu bilgiye istinaden,
Trombositten Zengin Plazma uygulamalari, HIV, Hepatit,
Creutzfeldt-Jakob gibi bulasici hastalik risklerine karsi,
uygulamanin dogasi geregi givenlidir. Bir otolog yontem
olarak, her hastada givenli ve etkin sekilde uygulanabilir
nitelikte olan Trombositten Zengin Plazma igin hamilelerde ve
yenidoganlarda daha fazla calisma yapilmasi
ongorilmektedir.

e alopesi areata tedavisinde cihazin kullanimi,

. ince ve derin kirisikliklarin tedavisi cihazin kullanimi,
e Yumusak doku stimilasyonu tedavisinde cihazin

kullanimi,

e  Hipertrofik ve atrofik skarlarin tedavisinde cihazin
kullanimi,

e  Yiiz ve boyunda cilt yenileme tedavisi olarak cihazin
kullanimi,

e  Eklem agrilarinin tedavisi olarak cihazin kullanimi
(cogunlukla OA ile dizler),

e  Rotator manset yaralanmalarinin tedavilerinden cihazin
kullanimi,

e Tenisci dirsegi agrilarinin tedavisinde cihazin kullanimi,

. Kronik Plantar Fasiit tedavisinde cihazin kullanimi,

e  Scaphoid Fraktir tedavisinde cihazin kullanimi,

e Kronik Patellar Tendinopatinin tedavisinde cihazin
kullanimi,

e Ve benze ortopedik rahatsizliklarda.

Olasi Kontrendike Durumlar

e Trombosit Disfonksiyon Sendromu
Kritik Trombositopeni
H,pofibrinogenaemi

Hemodinamik instabilite

Otoimmiin hastaliklar

e Malignansi

e  Sepsis

e Akut kronik enfeksiyonlar

e Kronik Karaciger Patolojisi

e Anti-koagtilasyon Tedavisi (ASA tedavisi vb.)
o Hamilelik (kozmetik endikasyonlar igin)
e  Yenidoganlar

Semboller ve Agiklamalar

Avrupa Tibbi Cihaz Direktifi
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