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FIRMAMIZ

TARIHGE

Plasti-med 1995 yilinda kurulmustur. Anestezi, Drenaj, Uroloji,
Jinekoloji ve Genel kullanima uygun tek kullanimhik tibbi malzem-
eler iretmektedir. Tiirkiye’nin énemli tek kullanimhk medikal
malzeme (reticilerinden birisidir. Diinya genelinde 70’den fazla
iilkeye ihracat yapmaktadir.

KALITE POLITIKAMIZ

Hedefimiz Yiiksek kalitede, rekabet edebilir fiyatlarla ve miisteri
memnuniyetini hedef alan hizmet anlayisimizla, standartlara
uygun driinler tretmektir.

URUNLERIMIZ

Plasti-med iiriin yelpazesinde bulunan iiriinlerde ciddi pazar
paylari elde etmistir. Sektor ihtiyaclarina gore Giriin gelistirme
ve kalite yilkseltme cabalari sonucu driinleri “Plasti-med”
markasi ile istenir duruma gelmistir. Uretimde kullanilan
malzemelerin tamami MDD gerekliliklerine uygun ve sektdrde
taninan ve kabul goren tedarikgilerden saglanmaktadir. Uretim
arag ve gerecleri yine MDD, GMP ve PLASTI-MED kurallar
geredi en yilksek kalitede diinyada bilinen ve kabul gérmiis
markalar arasindan secilmektedir.

STANDARTLARIMIZ

Plasti-med kuruldugu giinden beri ilgili standartlari rehber
edinerek {iretim yapmaktadir. Uriinler MDD 93/42/ECC
(2007/47/EC) ve GMP kurallarina uygun olarak (retilmektedir.
Kalite sistemi ISO 9001:2008 ve 1SO 13485:2003 sertifikasina ve
Tiim driinler CE sertifikasina sahiptir.

INSAN KAYNAKLARI

Kalite hedeflerini ve hizmet anlayisini siirdiirebilmek igin iyi
egitim almus, tecriibeli, yaptigi isinn bilincinde olan Personel ile
calismak Plasti-med'in insan kaynaklan politikasinin temelini
olusturur.

HISTORY

Plasti-Med Company has been established in 1995. Production focuses
on disposable medical supplies having main product groups as
Anesthesia, Drainage, Urology, Gynecology and General disposables.
Plasti-Med Company takes place among the biggest producers of
medical disposables in Turkey. At the same time exporting its products
over 70 countries all ove the globe.

QUALITY POLICY

Our goal is to continually supply high quality medical devices to
healthcare professionals the world over and to ensure that these
products fully comply to both international and national regulatory
and customer requirements. All our devices are manufactured in
compliance to the Council Directive 93/42/EEC.

PRODUCTS

A specialist in Anaesthesiology products, Plasti-med has gained an ever
increasing share in the marketplace for over 15 years. With extensive
experience in the design, development and manufacture of premium
quality medical devices, the product range continues to grow.All
products supplied by Plasti-med undergo strict quality control to ensure
complete customer satisfaction.Plasti-med commits to Research and
Development of new products, in addition to the current wide range on
offer — aiming to be at the forefront of technological advances.Our
Customer Service department is on hand to offer further details on any
of our products — for more information please contact us.

STANDARTS

Plasti-med has long been accustomed to operating in a highly
regulated environment with regards to design and development of
medical products. All Plasti-med devices are manufactured to the
highest possible standards and have been bearing the CE mark since
2003 — demonstrating compliance with the Medical Device Directive
93/42/EEC. The Plasti-med Quality Management System is certified
according to and regularly audited against 1ISO 9001:2008 & SO
13485 (2003). It is this commitment to Quality Assurance which
enables us to serve and satisfy all our customers’ expectations.
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* Ozel élciiler icin bize miiracaat ediniz. Istek tizerine steril triinler Uretilmektedir.
Special and sterile products can be manufactured upon request.

www.plasti-med.com
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ANESTEZI DEVRELERI - KORUGE / ANESTHESIA CIRCUITS - CORRUGATED

160 cm*

@

Luer-Lock

I:I I:[ Inhalation

I:[ Exhalation

© som*

IENCNEN  ANCEEL

@ 480 001 2 4 =

§ 480 101 1 1 2 1 6 1 =

E‘O: 480 201 il 1 2 1 6 1 1 & Birek L Heal Elbswil damad I/ 15F-15M)
:j 480 301 1 1 2 _ a } _ B IrKolrJ\Ineknlalrl nl.{",/y.P,_,C??:Ed?-f-P?M.”.EF 22M)

é 480 401 1 1 2 1 6 1 D Ara Hortum L:mb (@ 22mm, @ ‘IEmm) .

C 480501 | 1 1 2 1 6 1 B ¢ ‘_’TJ,’, “’"“ ”r,_ s hf..‘.’“_”"”:” (22 ”“’,'_ g

*(zel uzunluklar istege gore Uretilmektedir. Tablodaki rakamlar devre iceriklerini gostermektedir.
*Special lengths can be manufactured upon request. The figures in the table show the contents of the circuit.
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ANESTEZI DEVRELERI - SMOOTHBORE / ANESTHESIA CIRCUITS - SMOOTHBORE

(A

Luer-Lock

160 cm™ @

Inhalation

| Exhalation

] I

(e ) @ som* | (F )

o Pa T B Bl B
= 4 = z

'g 481 001 2

£ 481101 1 1 2 1 6 1 -

g 481 201 1 1 2 1 6 1 1 A: Dirsek - Luerlock-Elbow/L ue ,J(( =/r1 15F-1 )M.
o B: Y Konnektor - Wye Connector 22M/15F-22M

% :: :E: : : z ; : ; : E :\rleli ;h::r‘ct.llr;J Llrkrln-‘lbk(é EEIZIrI"nmUEl 1l5nr1m} .

g 481 501 1 1 2 1 6 1 1 : Dw konnFLr;r )U'!lth Ccrr*nef“o (J‘}‘M ??Ml 5F)

Zi Balonu - Breathing Bag (22F) (0.5L, 1L, 2L, 3L)

*(Ozel uzunluklar istege gore dretilmektedir. Tablodaki rakamlar devre iceriklerini géstermektedir.
*Special lengths can be manufactured upon request. The figures in the table show the contents of the circuit.
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ANESTEZI DEVRELERI - AYARLANABILIR / ANESTHESIA CIRCUITS - EXTENDABLE

(A)

Luer-Lock

160 cm™

||

L]

_ ® 100 cm?*

482 001

*(zel uzunluklar istege gore tretilmektedir. Tablodaki rakamlar devre iceriklerini gbstermektedir.
*Spedial lengths can be manufactured upon request. The figures in the table show the contents of the circuit.

Inhalation

Exhalation

—_—

__ 1 1 2 : all - ,
: 482 101 1 1 2 1 6 1 -
S 482201 @ 1 1 2 1 6 1 .
E o B : R e
D: Ara Hortum - Limb (@ 22mm, @ 15mm)
S 482401 1 1 2 1 6 1 DS L (B GO
% 482 501 1 1 2 1 6 1 1 F: r_'.".J.,.r‘.KI-".JnflG‘(llf)i S:'.r'f'.a.-'gh.r f’ .:r;r.-_r.-t:.rro."(?’.?Il\uﬂ-../‘-:,'-'!\..f]_,-“lSEF).
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SOLUNUM DEVRELERI - KORUGE / VENTILATION CIRCUITS - CORRUGATED

| m Jnha!at:on
m Exhalation

(&) (&)

Luer-Lock

160 cm™

@ 483 001 1 1
§ 483 101 1 1 1 3 6 1 - 1
A: Dirsek - Luerfock-Eibow/Luerfock (22M/15F-15M)
: g a8a et | l 1 3 6 1 1 1 B: Y Konnektor - Wye CJmnecror {EZM;‘ 15F-22M)
< Hortum - Tubing (@ 22Zmm, @ 15mm)
i i ! g 1 2 4 B . 1 D Ara Hortum L:mb (G 22mm G ‘ISmm)
9 tor { >y T
;g il i 1 1 3 6 1 = 1 I— Duz v\or.rm«or Stfd.'_;hr Lormecfm (22M erv‘lfbf—]
¥ 484201 1 1 1 3 6 1 1 1 AICVCE] O - oieaiis og e A 2L, 3L)

H. Su Tuzagl Warer Trap (ZZM}

*(zel uzunluklar istede gore tretilmektedir. Tablodaki rakamlar devre igeriklerini gostermektedir.
*Special fengths can be manufactured upon request. The figures in the table show the contents of the circuit.
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SOLUNUM DEVRELERI - SMOOTHBORE / VENTILATION CIRCUITS - SMOOTHBORE

0 o @ ' 160 cm* |

Luer-Lock

fnhalation

| Exhalation

|

e a T R Bl Bel v

g 485 001 1 1
o
E 485 101 1 1 1 3 8 1 - 1
A: Dirsek - Luerfock-Eibow/Luerfock (22M/15F-15M)
| g 485 201 1 1 1 3 8 1 1 U B:Y Kor\r‘ektor Wyﬁe CJonnecror (22M/15F-22M)
I C: Hortum - Tubing (@ 22mm, @ 15mm)
= 486 001 1 1 1 2 6 - - 1 D Ara Hortum L:mb (@ 22mm G ‘IEmm)
@ E: Dilz K - Strai 0
g 486 101 1 1 1 3 8 1 = 1 I— Duz v\onrm«or Stfa.'_;hr Cr:lrmeczcn (22M EZIWUI—‘
O nu - Breathing Bag (2: 2F) (5L, 1L, 2L 3L}
S 486201 1 1 1 3 8 1 1 I b SuTuzad- Woter Trap (22V)

*(zel uzunluklar istede gore tretilmektedir. Tablodaki rakamlar devre igeriklerini gstermektedir.
*Special lengths can be manufactured upon request. The figures in the table show the contents of the circuit.




SOLUNUM DEVRELERI - AYARLANABILIR / VENTILATION CIRCUITS - EXTENDABLE

o @ 160 ¢cm*

| ﬁ! Inhalation
i ﬂifxﬁaﬁancn

100 em* 100 cm™

©

0 100 cm™

. 487 001 1 1
: % 487101 1 1 1 3 EN 1 - a
9 487201 [T 1 1 3 6 1 1 1 'Q; ety s bt (;2 i 1”5;};3_@3;& "
3 488001 (4| 1 1 2 4 - = LA oo b (02imm, 0 o)
g 488 101 1 1 1 3 6 1 = 1 I— Duz. rl<.o;1ln0.<.;r Str.amh{ LCJHJ”](‘C*;’).J ::22.I'\a-1 er.v.u 13"; .
5 488201 | 1 1 1 3 I G .7 Vo rap i - 2

*(zel uzunluklar istege gore retilmektedir. Tablodaki rakamlar devre igeriklerini gstermektedir.
*Special lengths can be manufactured upon request. The figures in the table show the contents of the circuit.
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SOLUNUM DEVRELERI - KORUGE / VENTILATION CIRCUITS - CORRUGATED

A

Luer-Lock

m {nhafarfon
m Exhalation
e

(€
10
10

@ 483 301 - 2

§ 483401 1 1 - 5 6 1 - 2

% 483 501 1 1 - 5 6 1 1 2 A: Dirsek - Luerlock-Elbow /Luerlock {22M/15F-15M)

¥ i B: Y Konnektr - Wive Connector (22M/15F-22M)

i 484 301 1 1 - 4 4 . . 2 D: Ara Hortum Lamb(EZme 21 15mm}

O rarrr BEEEEEEEEEEE 0 o e e R R B Dl Konnektd M)

g 484 401 1 1 i 5 6 1 = 2 I— L;\JZ Konnc_kto &r;drgf‘h_ormefror (22I\_fl 22M/15F) )
X 484501 1 1 - 5 6 1 1 2 nestezi Balonu - Breathing Bag (22F) (0.5L, 1L, 2L, 3L)

H Su Tuzad) - Water Tr'ap (ZZM)

*Qrzel uzunluklar istege gore tretilmektedir. Tablodaki rakamlar devre iceriklerini gostermektedir.
*Special lengths can be manufactured upon request. The figures in the table show the contents of the circuit.
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SOLUNUM DEVRELERI - SMOOTHBORE / VENTILATION CIRCUITS - SMOOTHBORE

& &)

Luer-Lock

Inhalation

Exhalation

_—

@
[N
1]

e a s R Bl Bel v

E 485 301 - 2

£ 485401 1 1 - 5 10 1 - 2

g 485501 1 1 - 5 10 1 1 2 A: Dirsek - Luetlock-Elbowy/Luerfock (22M/15F-15M)
B | B | | Py

% 486 401 1 1 = 5 10 1 = 2 II— :Juz r\o:1rrm<tc;r : Stfawhr Cormccm; (EZN;I.EHZI'II;«:'IXUI—‘

g 486 501 1 1 = 5 10 1 1 | Tuzagl - Warer T;;p (zrz’n'd'} """ PR Sl S

*(zel uzunluklar istege gare tretilmektedir. Tablodaki rakamlar devre igeriklerini gostermektedir.
*Special lengths can be manufactured upon request. The figures in the table show the contents of the circuit.
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SOLUNUM DEVRELERI - AYARLANABILIR / VENTILATION CIRCUITS - EXTENDABLE

& (&)

Luer-Lock

D) LE ]

Inhalation
==
m Exhalation

e

0 100 cm™

E@

CruguenE ERCIaECICE
| 1 1 4 4 - E

. 487 301 - 2
: é 487 401 1 1 - 5 6 1 - 2
S 487 501 1. 1 = 5 6 1 1 2 Q ;.Ii;r_\k ;ku?.-.-f,.«_-.e- Elbow/Luerlock (22M/15F-15M)
Bz ceeco T - 4 A R ko Linb (@ 23mm, o 15
' 488501 1 1 = 5 6 1 1 R - su Tuzad: - Water Trap (zzﬁa?ag Chl

*(zel uzunluklar istede gore dretilmektedir. Tablodaki rakamlar devre igeriklerini géstermektedir.
*Special lengths can be manufactured upon request. The figures in the table show the contents of the circuit.
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KOAKSIYEL / COAXIAL

@

Luer-Lock
180 cm™

Inhalation
[T —

45 cm*

E

%:l @E ——

@ 0 100 cm*

oo oo [ A D e ¢ T
= 1 = =

489301 = 1 1
g 489302 1 1 1 T
E 489303 1 1 1 S IR visck- Luerick EbowLuerock (22w 515N
CEEGERS O EREE | | | et
HO BN R e
z 4036 [ ' D0 DRI G Seriing e o) (05 1t 2 30

*(zel uzunluklar istege gare Lretilmektedir. Tablodaki rakamlar devre igeriklerini gdstermektedir.
*Special lengths can be manufactured upon request. The figures in the table show the contents of the circuit.




IPPB DEVRELERI / IPPB (INTERMITTENT POSITIVE PRESSURE BREATHING) CIRCUITS

(A] @

Luer-Lock

160 cm™

| 489 231 (Koruge) 1
489 251 {(Smoothbore) 1
489 271 (Ayarlanabilir) 1
| 489235 (Koruge) 1
489 255 (Smoothbore) 1
489 275 (Ayarlanabilir) 1

2
2z
-
7
2
2

= e et
B e e

A)

Luer-Lock

A: Dirsek - Luerlock-Elbow/Luerlock (22M/15F-15M) & 489286 (Koruge)

B:Y KonnektDr Wye Connecfor ()?Mﬂsr ??M) =" 489287 (Smoothbore)

C: Horturr ubing (@ 22mm, & 15mm) s

D : Hortum - Tubrng {{3 22mm KZ} 15mm) B 480288 (Ayarianabilic
| 489289 (Koruge)

489 290 (Smoothbore)
489 291 (Ayarlanabilir)

stnalasyn" \.-’alfl ? Fxhalfanon Valfve 2 (J‘?M ??J\.-“I,"ISI'

Ekshalasyon Valfi 1 - £ 1 {22M-22M/15F)

oo, cooe PATe |
:
.
1
1
1
1

4 1
4
4
a1
4 1
4 1

| ey | e e
Coia | e B i i e

SO R =

160 em* E»

SRRl E[HH]]]I[[H]]]]HHHHHH] W-

*(Ozel uzunluklar istege gore tretiimektedir. Tablodaki rakamlar devre iceriklerini gostermektedir.
*Special lengths can be manufactured upon request. The figures in the table show the contents of the circuit.
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TASINABILIR VENTILATOR DEVRELERI / TRANSPORT VENTILATION CIRCUITS

F

Inhalation

160 cm

Peep Valf Girisi KOLI ADEDI
koo / cooE QuATT P 80x

Transport Ventilatér Devresi

489292 Transport Ventilation Circuit

10

@ o

Luer-Lock

P e % o
ﬁ%—jﬁ 160 cm ﬁu.__:_{c;

“““““ =R

V=Y
oy o € =

489 241 (Koruge) 1
489 261 (Smoothbore) 1
489 281 (Ayarlanabilir) 1
1
1
1

4

489 245 (Koruge)
7= 489 265 (Smoothbore)
| 489 285 (Ayarianabilir)

= =
Lo R~ T

* Ambulanslarda bulunan tasinabilir ventilator cihazlar ile uyumlu calismaktadir.
Suitable for portable ventilation machines in Ambulances.
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KATETER MOUNT / CATHETER MOUNT - AIRWAY / AIRWAY

3 KOLI ADEDI
KOD / CODE HORTUM - TUBING QUANTITY PER BOX

U 489 501 KORUGE - CORRUGATED 150
% 489 521 SMOOTHBORE - SMOOTHBORE 150
489 541 AYARLANABILIR - EXTENDABLE 150
+ 15 em hortum + 15 cm tubing
« Cift doner konnektor + Double swivel connector
+ 360° donme ozelligi + 360° rotatable
+ 22M/15F hasta konnektorl - 22M/15F patient connector
+ 22F ventilator konnektorl « 22F ventilator connector

KOLI ADED

489 561 KORUGE - CORRUGATED 150
| | 489 571 SMOOTHBORE - SMOOTHBORE 150
« 22M/15F hasta konnektéri  « 22M/15F patient connector
« 22F ventilator konnektori « 22F ventilator connector

AIRWAY / AIRWAY
KOD / CODE 'fvt'miﬁ ouA'jvorLflrs %Eg l.'s!ox
0 () U 20 0 |10 o
200 104 1/60 600

= Anatomik dizayn - Anatomically designed 200 106 3/80 500

« Atravmatik yuvarlatilmig kenarlar « Atraumatic soft rounded edges
« Renk kodlu isirma blogju + Color coded bite block

S e 200 108 5/100 300
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—

FILTRELER / FI

LTERS

22F/15M

l!)l ——» 22M/15F

—— 22M/15F
140 101 140 110
« BFE (Bakteriyel Filtre Etkinligi) %99.99998
+ BFE (Bakteriyel Filtre Etkinligi) %99.99998 « VFE Ewm Fil‘fct:e Etkinligi) %25,9993
= VFE (Viral Filtre Etkinligi) %99.9998 + 500 ml Tidal Hacim ile Nem Cikis Dederi 33.2 mg/|t
- Gaz Ornek Alma Portu + Gaz Ornek Alma Portu
= Distik Olii Bosluk 22F/15M - Dusiik Oli Bogluk

« Dusuk Akis Direnci

« Steril + Dlsik Akis Direnci

« Steril

« BFE (Bacterial Filtration Efficiency) %99.,99998
« VFE (Viral Filtration Efficiency) %99.9998
+ Moisture Output at 500 mi Tidal Volume 33.2mg/It

+ BFE (Bacterial Filtration Efficiency) %99.99998
+ VFE (Viral Fiftration Efficiency) %99.9998

+ Gas Sampling Port - Gas Sampling Port
+ Low Dead Space - Low Dead Space
+ Low Flow Resistance « Low Flow Resistance
« Sterile .« Sterile
——» 22M/15F
140 120
+ 500 ml Tidal Hacim ile Nem Cikis Degeri 33.2 mg/It
+ Gaz Ornek Alma Portu
+ Disiik Ol Bosluk
- Dusik Akis Direnci
« Steril
+ Moisture Qutput at 500 mi Tidal Volume 33.2mg/It
+ Gas Sampling Port
+ Low Dead Space
+ Low Flow Resistance
— " Strie —— 22F/15M
142 210
A
+ 500 mi Tidal Hacim ile Nem Cikis ~ « Moisture Qutput at 500 ml Tidal Wm
Degeri 24 hr: 28.8 mg/1 It H,0 Volume 24 hr: 28.8 mg/1 It H,0 '
» Aspirasyon Portu » Suction Port V\/\A/\NWVV\/VVV\A
« Oksijen Portu + Oxygen Port
» Dugiik Oli Bosluk + Low Dead Space
« Digiik Akig Direnci « Low Flow Resistance
- Steril - Sterile —» 22M/15F
140 130

KOLI ADEDI
B aktryel e i) 155050

- VFE (Viral Filtre Etkinligi) %99.9999

Bakteri Filtresi + Gaz Ornek Alma P
140 101 Bacterial Filter 100 . DZEu?’STu Qo?:k o
- ; + Disik Akis Direnci
HMEF (Bakteri ve Nem) Filtre 100 . Steril

140110 pnser (Bacterial and Moisture) Filter

; « BFE (Bacterial Filtration Efficiency) %99.9999
HME (Nem) Filtre ¢

r : « VFE (Viral Filtration Efficiency) %99.9999
140120 yviE (Moisture) Filter % + Gas Sampling Port
Hepa Filtre ikaum Dt Spere
« Low Flow Resist;
140 130 Hepa Filter 100 y S?ev:ﬂe w Resistance
142 210 Trakeostomi HME Filtre 400

Tracheostomy HME Filter
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S.F.T. FILTRELERI / S.F.T. FILTERS - SOLUNUM EGZERSIZ CIHAZI / RESPIRATORY EXERCISER

. KOL! ADEDI
KOD / CODE TIP / TYPE QUANTITY PER BOX

141 102 ELIPS / ELLIPTIC
141 103 DAIRESEL / CIRCULAR

KOD / CODE TIP / TYPE

141110  Burun Mandali / Nose Clip

+ 600-900-1200m|
- Anatomik dizayn
+ Ug toplu

70
70

@ B

+ 600-900-1200mf
= Anatomically designed

) 1l KOLI ADEDI
TIR/ TyPE QUANTITY PER BOX

Solunum egzersiz cihazi
150101 Respiratory exerciser

28

e
141 228 28 65
141 230 30 65
141 233 33 65
lag Girisl

A \\ \ ‘ 22Mm
\
1--._‘_‘_‘_‘_‘_‘__._._'_._'_‘_.-*

inhalasyon Tedavi
489 641 Cemberi (Aerovent)

o
=

22M/15F

—

==
KOD / CODE TIP / TYPE

Akis Sensérii
100 22 36 Flow Sensor
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OKSIJEN VE AEROSOL MASKELER / OXYGEN and AEROSOL MASKS

DONEBILIR KONNEKTOR

ROTATABLE
CONNECTOR

+ Medikal grade PVC malzeme « Medical grade PVC material
» Standart konnektér + Standard connector
+ 2m kinlmaya-biikilmeye dayanakli ic kanalll hortum -« 2m kink resistant tubing
+ Latex free + Latex free
OKSIJEN MASKESI
130053  OXYGEN THERAPHY MASK 125
AEROSOL TERAP| MASKESI
130056  AEROSOL THERAPHY MASK 100
YUKSEK KONSANTRASYON OKSIJEN MASKESI
130060  HIGH CONCENTRATION MASK 100
130 057 AEROSOL TERAP| MASKESI 125

AEROSOL THERAPHY MASK




+ Medikal grade PVC malzeme + Mediical grade PVC material

= Standart konnektor + Standard connector

+ 2m kiriimaya-blkilmeye dayanakli ic kanall hortum  « 2m kink resistant tubing
+ Burun masasi « Nasal clip

« Latex free - Latex free

KOL! ADED|
KOD./ CODE TIP / TYPE QUANTITY PER BOX

130 103

130 106

130 110

OKSIJEN MASKESI

OXYGEN THERAPHY MASK 125
AEROSOL TERAPI MASKESI

AEROSOL THERAPHY MASK 100
YUKSEK KONSANTRASYON OKSIJEN MASKESI

HIGH CONCENTRATION MASK 100

KOL| ADED
KOD / CODE TIP / TYPE QUANTITY PER BOX

130 104
130 107

130 111

OKSIJEN MASKESI

OXYGEN THERAPHY MASK 150
AEROSOL TERAPI MASKESI

AEROSOL THERAPHY MASK 125

YUKSEK KONSANTRASYON OKSIJEN MASKESI
HIGH CONCENTRATION MASK 125




Plasti-med

"supportinghealthylife"

SOLUNUM SiSTEMLERI
BREATHING SYSTEMS




SISIRILEBILIR VE SILIKON MASKELER / INFLATABLE AND SILICONE MASKS

« Silikon malzeme » Silicone material KOD / CODE - Tip / Type ou Aﬁ#;?%églgox
+ 134°C'ye kadar otoklavlanabilir - Autoclavable until 134°C

+ 25 kez steril edilebilir « Itcan be sterilized for 25 times 130 220 Neonatal
130 221 1 Infant 50
130 222 2 Pediatric 50
130 223 3 Child 50
130 224 4 Adult Small 40
130 225 5 Adult 35

isirilebili / / KOL| ADEDI
+ Sisirilebilir yastikl » Inflatible cushion KOD / CODE _
+ Renk kodlu * Color coded ; QUANTITY PER BOX

130 210 Neonatal
130 211 Infant 30
130 212 Pediatric 30

OGOUGOGOOOOOODOOUBOQO)

KOLIADEDI (900009000000090000006
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130219 osor.ons band 1000 050 ;
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SOLUNUM SiSTEMLERI
BREATHING SYSTEMS

NEBULIZER SET ‘T' PARCALI / NEBULIZER SET ‘T’ PART

+ Medikal grade PVC malzeme + Medical grade PVC material
= Standart konnektdr + Standard connector

+ 2m kinlmaya-bukilmeye dayanakli i¢ kanalll hortum  » 2m kink resistant tubing

- Nebulizer kap + Nebuliser cup

« Latex free - Latex free

. KOL| ADED
KOD / CODE TIP / TYPE QUANTITY PER BOX

Nebulizer set agizlikli yarim dirsekli

130108  Nepuliser set with moutpiece half elbow 150
20cm 22M-15F 29F
+ Medikal grade PVC malzeme + Medical grade PVC material
« "T" konnektor + “T” connector
+ 2m kinlmaya-bukulmeye dayanakli i¢ kanalli hortum  + 2m kink resistant tubing
+ Nebulizer kap = Nebuliser cup
- Latex free + Latex free

. KOLI ADEDI
KOD / CODE TP/ TYPE QUANTITY PER BOX

T parcali nebulizer set

130109  Nebuliser set with T part 150
20 cm 22M-15F
« Medikal grade PVC malzeme + Medical grade PVC material
« "T" konnektor « “T" connector
« 2m kinlmaya-blikilmeye dayanakli i¢ kanalli hortum  « 2m kink resistant tubing
22M-15€ « Latex free « Latex free

KOL| ADEDI
KOD / CODE TIP / TYPE QUANTITY PER BOX

Solunum devresi “T" tipl
489 601 Breathing circuit "T* tube 150

+ Medikal grade PVC malzeme + Medical grade PVC material
« Pediatrik yumusak tip burnu tahris etmeyen kanul - Neonatal soft tip curved nasal cannula
+ Kinlmaya-biikilmeye dayanakli i¢ kanalll hortum  « Kink resistant of tubing

KOLI ADEDI

Nazal kaniil yetiskin

130101  Nazal cannula adult 300
: Nazal kanul pediatrik
130102 Nazal cannula pediatric 300

Nazal kanll neonatal
130113 Nazal cannula neonatal 200
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SOLUNUM SiSTEMLERI
BREATHING SYSTEMS

ACIL BAKIM / EMERGENCY CARE

Ambu torbasi 1500 ml Ambu torbasi 550 ml Ambu torbasi 280 ml * PVC rezervuar *Sisirilebilir yastikh maske 2m oksijen hortumu
Resuscitaror bag Resuscitaror bag Resuscitaror bag PVC reservoir Inflatable air cushion mask 2m oxygen tubing

KOD / CODE Tl / TYPE QUA%%*&DPEEIBOX

130 255 1700 ml ambu seti 20
TEK KULLANIMLIK / DISPOSABLE 1700 ml ambu set
500 m| ambu seti
+ Ambu torbasi + Resuscitaror bag 130 254 500 ml ambu set 20
= PVC rezervuar » PVC reservoir
+ 2m oksijen hortumu + 2m oxygen tubing 130 253 340 m| ambu seti 20
+ Sisirilebilir yastikl maske - Inflatable air cushion mask 340 ml ambu set
* Sigirilebilir yastikh maske : Yetiskin no:5, Pediatrik no:3 , Neonatal no:1 / Inflatable air cushion mask : Adult no:5, Pediatric no:3, Neonatal no:1
* Puc rezervuar : Yetiskin 2000 cc, Pediatrik 2000 cc , Neonatal 1600 cc / Pvc reservoir : Adult 2000 cc, Pediatric 2000 cc, Neonatal 1600 cc
Ambu torbasi 1500 ml Ambu torbasi 550 ml Ambu torbasi 280 ml *PVC rezervuar *Silikon maske 2m oksijen hortumu
Resuscitaror bag Resuscitaror bag Resuscitaror bag PVC reservoir Silicone mask 2m oxygen tubing
y KOLI ADEDI
OK KULLANIMLIK / REUSABLE ;
¢ / N 130 252 1700 ml ambu seti 10
« Ambu torbasi « Resuscitator bag 1700 ml ambu set
« PVC rezervuar » PVCreservoir -
» 2m oksijen hortumu + 2m oxygen tubing 130 251 ggg ,;n'-l :::g!:lsse‘itl 10
« Siliken maske « Silicone mask ' '
+ 134°C'ye kadar otoklavlanabilir  « Autoclavable untif 134°C 340 ml ambu seti
+ 25 kez steril edilebilir « It can be sterilized for 25 times 130 250 340 ml ambu set 10

* Silikon maske : Yetiskin no:5, Pediatrik no:3 , Neonatal no:1 / Silicone mask : Adult no:5, Pediatric no:3, Neonatal no:1
* Pyuc rezervuar : Yetiskin 2000 cc, Pediatrik 2000 cc, Neonatal 1600 cc / Pvc reservoir : Adult 2000 cc, Pediatric 2000 cc, Neonatal 1600 cc
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SOLUNUM SiSTEMLERI
BREATHING SYSTEMS

CPAP & BIPAP MASKELERI / CPAP & BIPAP MASKS

) KOL! ADEDI
KOD / CODE TIP / TYPE QUANTITY PER BOX
25

CPAP/ BIPAP Ora-Nazal Maske Biiytik
57814L CPAP/BIPAP Ora-Nasal Mask Large

CPAP/ BIPAP Ora-Nazal Maske Orta

S57814M 0 p/BIPAP Ora-Nasal Mask Medium =
CPAP/ BIPAP Ora-Nazal Maske Kiiciik

578145 (CpAp/BIPAP Ora-Nasal Mask Small 25

« %100 anti-alerjenik kokusuz medikal silikon
« Kinlmaz esnek polikarbon gévde

« 360° dénebilen hortum konnektérii

« Kagagi 6nleyen cift kath silikon tasanmi

« Silikon yastikl, ayarlanabilir alin destegi

« Dért noktadan kafa bandi baglantisi

+ Elastik ve ayarlanabilir kafa band

« Oksijen girisi

« Klips sistemi ile kolay montaj

« 100% anti-allergenic odorless medical silicone
« Unbreakable flexible polycarbonate body
+360° rotatable tube connector

« Prevent leakage double-layer silicone design

« Silicone cushion adjustable forehead support
« Four-point headband connection

« Elastic and adjustable headband

« Oxygen input

« Easy assembly by clip system

KOL ADEDI
KOD / CODE TIp/ TYPE QUANTITY PER BOX

57815 L CPAP/ BIPAP Nazal Maske Biytik
CPAP/BIPAP Nasal Mask Large

57815 M

25

CPAP/ BIPAP Nazal Maske Orta 25
CPAP/BIPAP Nasal Mask Medium

578155 CpAp/BIPAP Nasal Mask Small %
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SOLUNUM SiSTEMLERI
BREATHING SYSTEMS

AKSESUARLAR / ACCESORIES

TEK KULLANIMLIK / DISPOSABLE

KOD / CODE TIP / TYPE TiP / TYPE

Anestezi balonu 0,5 L Anestezi balonu 2 L
SSDEO70  Anesthesia balloon SSDE072 nesthesia balloon
Anestezi balonu 1L Anestezi balonu 3 L
SSDEO71  Anesthesia balloon SSDEO73  Anesthesia balloon

)@I B

oo g o

130 112 Oksijen hortumu 470 111 Eﬁﬂgj’ﬁ,’,ﬁ}"““

Oxygen tubing

Mukus Toplama Kabi 25 ml Filtreli
R

*Uzatma hortumu Mukus Toplama Kabi 25 ml Filtresiz.
320 XXX Extension line 142202 Mzm:;gamzsan;tmg:mlr;rﬂrz

* M/M, M/F, F/M, F/F olarak Gretilmektedir.
* Manufactured as M/M, M/F, F/M, F/F




o0, cov oocone ] T/ Tve

KOD / CODE

480 501 50

480 501 51

480 501 52

Su tutucu 22M
Su tutucu 19M

Su tutucu 15M

SSDE 091

SSDE 092

22F

Nebulizer kap
Nebuliser cap

Nebulizer Yeni

KOD / CODE TIP / TYPE KOD / CODE —

KOD / CODE

SSDE 111

KOD / CODE

Ekshalasyon valfi tip 1

Ekshalasyon valfi tip 2
Exhalation valve type 1

Exhalation valve type 2

SSDE 081

MDI konnektor
MDI connector

Ekshalasyon valfi tip 3
Exhalation valve type 3
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£

KONNEKTORLER / CONNECTORS

22M/15F 22M/15F 22M/15F
m 22M/15F m 22M/15F
O o}
22M 22M
(480 501 25) 480 501 26)
{480 501 01) (480 501 02) (SSDE 101}
Disek konnektor porty
Y Konnekid (portsiz) 480 501 25 Elbow connector (with port)
480 501 01 Y Connector (without port) 480 501 26 Dirsek konnektdr (portsuz)
YK Ktd = Elbow connector (without port)
48050102/ Y.Konnekior fportiu)
Y Connector (with port)
Y Konnektoér (ayarlanabilir)
SSDE10T v Connector éswivef)
18M
2M 22Mm T
4(\» 22M/18F
17,5mm 22M 22M
(130 108 02) {130 056 02) {130 108 01) (130 108 03)
2 /
(130 109 02) Maske dirsegi Agizhk
130108 02 /22 elbow 130108 01 (70 th piece
Doner baslikli dirsek Agizlik ( T konnektér icin )
22M /¥ 22M/15F 130056 02 Rotatable elbow 130 108 03 Mouth piece ( For T connector)
22F
22MV15F 15M [ 22F 19M 22M
o {480 501 70) {480 501 55)
— i . 22F 22M 22M/15F
22M/15F 22F B
(S5DE 204)
</\r 22m 20F g
| 1 (480 501 10)
(480 501 85) (480 501 60)
(480 501 75)
Pediatrik k k kt6
o170 S e
T Konnektér tip 1 Yetiskin koruge konnektor Mavi koruma kapagi
13010902 7 conpector type 1 48050165 At corrugated connector SSDE 204 jie protection &a‘?
T Konnektor tip 2 Pediatrik Smoothbore konnektér = Balon konektoéri
489 60101 T Connector type 2 48050160 pegiatric smoothbore connector 480501 15 Balloon connector
T Konnektér tip 3 Yetiskin Smoothbore konnektér Y konektor port kapagi
48050175 T Connector type 3 480501 55 Adult Smoothbore connector 480 501 10 Y connector port cap
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CERTIFICATE

kiwa

EC Certificate
Production Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-V

Certificate Number: 1984-MDD-11-104
We hereby declare that an examination has been carried out following the requirements
of the national legislation to which the undersigned is subject, transposing Annex-V of
the Directive 93/42/EEC on medical devices. We certify that the production quality
system conforms with the relevant provisions of the aforementioned legislation.

Organization:

PLASTI-MED PLASTIK MEDIKAL URUNLER
SANAYi VE TICARET LIMITED SiRKETIi

Deri OSB Mahallesi Yan Sanayi Cad. No:13 Tuzla/istanbul/Turkey

Products: Pediatric Urine Bag, Vaginal Speculum, Camera Cover, Endotrakeal
Stylet, Spirometer Filter Accessories, Vomit Bag, Respiratory Exercise Device

The products defined at the enclosure which is the part of this certificate and
contains one page. The certificate is valid till expiration date, subject to successful
completion of periodical surveillance audits. Please contact Kiwa for details.
Report Number: M.3567.08

Date of first issue: 26 July 2011

Date of last issue: 26 July 2019

Revision Number: 05

Expiry Date: 27 May 2024

Kiwa Belgelendirme Hizmetleri A.S. has audited the quality system restricted to
the aspects of manufacture concerned with the conformity of the devices with
metrological requirements for Class Im devices and with securing and
maintaining sterile conditions in accordance with MDD Annex V for Class Is
devices covered by this certificate and found that the quality system meets the

applicable requirements in MDD Annex V.

Muhtesem Gokhan Yiicel
26 July 2019, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr



kiwa

Enclosure of the EC Certificate: Page 1/1

Production Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-V
Certificate Number: 1984-MDD-11-104, Revision Number: 05

Concerned medical devices;

Product Name Types Class
Pediatric Urine Bag Pediatric Urine Bag Male Is & Im
Pediatric Urine Bag Female Is & Im
Vaginal Speculum Large, Medium, Screw Medium Is
Camera Cover 170101 Is
Endotrakeal Stylet 04-06-08-10-12-16 CH Is
Spirometer Filter Accessories | Spirometer Mouth - 22-30-33 mm Is
Vomit Bag 950021 Im
Respiratory Exercise Device | Three Balls Im

Kiwa Belgelendirme Hizmetleri A.S. is Notified Body under Council Directive
93/42/EEC concerning medical devices with identification number: 1984

Mwﬂ

Muhtesem Gokhan Yiicel
26 July 2019, Istanbul, Turkey Head of Notified Body

CERTIFICATE !

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepebren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74

Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr
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EC Certificate

Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-Il Section 3

Certificate Number: 1984-MDD-11-100
We hereby declare that an examination of the under mentioned full quality
assurance system has been carried out following the requirements of the
national legislation to which the undersigned is subjected, transposing annex I
(with the exemption of section 4) of the Directive 93/42/EEC on medical devices.
We certify that the full quality assurance system conforms with the relevant
provisions of the aforementioned directive.

Organization:

PLASTI-MED PLASTiK MEDIKAL URUNLER
SANAYi VE TiCARET LIMITED SiRKETi

Deri OSB Mahallesi. Yan Sanayi Cad. No:13 TuzIa/istanbuI/Turkey

The products defined at the enclosure which is the part of this certificate and
contains six pages. The certificate is valid till expiration date, subject to successful
completion of periodical surveillance audits. Please contact Kiwa for details.

Report Number: M.3567.09

Date of first issue: 25 July 2011

Date of last issue: 25 May 2021

Revision Number: 11

Expiry Date: 27 May 2024

Kiwa Belgelendirme Hizmetleri A.$. has audited the quality system restricted to
the aspects of manufacture concerned with securing and maintaining sterile
conditions in accordance with MDD Annex Il for Class Is devices covered by this
certificate and found that the quality system meets the requirements of MDD

Annex Il
Muhtesem Gékhan Yiicel
25 May 2021, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74

Web: www.kiwa.com.tr, e-mail: posta@kiwa.com.tr



CERTIFICATE

Enclosure of the EC Certificate: Page 1/6

Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-1l Section 3

Certificate Number: 1984-MDD-11-100, Revision Number: 11
Concerned medical devices;

Sterile medical devices

Product Name

Types

Stone Baskets

Nitinol Helical

Nitinol Flat Wire

Nitinol Triprong

Nitinol Tipless

Nitinol Percutaneous Basket

3 Wires

Spiral Stone Holder

Urodynamic Catheters
And Sets

Urodynamic Cystometry Catheter and Set

Hydrophilic Urodynamic Cystometry Catheter

Urodynamic Cystometry Catheter & UPP Catheter

Hydrophilic Urodynamic Cystometry Catheter & UPP
Catheter

Renal Dilator And Sets

Amplatz Renal Sheat

Amplatz Renal Dilatér and Sheat Set

Fascial Dilator and Sets

Percutaneous Tract Dilatation Kit with Nephrostomy Balloon
Dilator

Screw Dilator

Percutaneous Tract Dilatation Kit with Amplatz Renal Dilator
Set

Ureteral Catheters

Dual Lumen Ureteral Catheters

Ureteral Catheters

Hydrophilic Ureteral Catheters

Ureteral Access Sheat
And Dilator Sets

Hydrophilic Ureteral Access Sheat& Dilator Set

Ureteral Access Sheat& Dilator Set

Nottingham Dilator Catheter

Ureteral Dilators and Sets

Muhtesem Gdkhan Yiicel

25 May 2021, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepeéren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74
Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr
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CERTIFICATE

Enclosure of the EC Certificate:
Full Quality Assurance System according to

Medical Devices Directive 93/42/EEC Annex-ll Section 3
Certificate Number: 1984-MDD-11-100, Revision Number: 11

Concerned medical devices;

Sterile medical devices

Product Name Types
IUl Catheters
IUl Catheter IUI Catheter Cannula
Suprapubic Catheters and Sets
Suprapubic Catheter And Silicone Suprapubic catheter and Sets
Sets Suprapubic Catheter Set-Standard
Suprapubic Catheter Set With Balloon
TLA Introducer Needle
Needles Initial Puncture Needles
Chiba Needle
Guide Wire- Nitinol
Hydrophilic Guide Wire- Nitinol
Guide Wires Zebra Guide Wire- Nitinol

Guide Wire-PTFE

Guide Wire J Type

Ocean Touch Hyrophilic Tip Zebra Guidewire

Ballon Dilator Catheters

Ureteral Balloon Dilator

Nephrostomy Balloon Dilator

Transureteroscopic Balloon Dilator

Transureteroscopic Ureteral Balloon Dilator and Sets
With Hydrophilic Tip

Ureteral Balloon Dilator and Sets With Hydrophilic Tip

Occlusion Balloon Catheter

Malecot Nephrostomy

Malecot Nephrostomy Catheter and Sets

Catheter And Sets Re-Entry Malecot Catheter
Muhtesem Gokhan Yiicel
25 May 2021, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepeéren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74
Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr
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Enclosure of the EC Certificate:

Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-1l Section 3
Certificate Number: 1984-MDD-11-100, Revision Number: 11

Concerned medical devices;

Sterile medical devices

Product Name

Types

Nephrostomy Catheter And
Sets

Nephrostomy Pigtail Catheter and Sets

Nephrostomy Pigtail Catheter and Sets with Trocar
Needle

Nephrostomy Pigtail Catheter and Sets with Locking

Nephrostomy Pigtail Catheter and Sets With Trocar
Needle, Locking

Hydrophilic Multi Purpose Pigtail Drainage Catheter and
Sets Locking, with Needle

Nephrostomy Balloon
Dilatation Catheter Set

Nephrostomy Balloon
Dilatation Catheter Kit

Intracavitary Hyperthermia
Catheter Set

Closed Wound Drainage
Systems And Accessories

Wound Drainage Sets

Soft Drains with Drainage Bag

Wound Drainage Sets with Reservoirs and with Flat
Drains

Flat Drains

Wound Drainage Reservoir

Round Silicone Drains

Yankauer Suction Sets And
Accessories

Yankauer Suction Sets

Yankauer Suction Handles

Aspirator Connecting Tube

25 May 2021, Istanbul, Turkey

Kiwa Belgelendirme Hizmetleri A.$.

a@mj

Muhtesem Gokhan Yiicel
Head of Notified Body

ITOSB 9. Cad. No:15 Tepedren, Tuzla, Istanbul, Turkey
Tel.: +90 216 533 25 75, Fax: +90 216 593 25 74
Web: www kiwa.com.tr , e-mail: posta@kiwa.com.tr




kiwa
Enclosure of the EC Certificate: Page 4/6

Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-Il Section 3

Certificate Number: 1984-MDD-11-100, Revision Number: 11
Concerned medical devices;

Sterile medical devices

Product Name Types

Biopsy Punch -

Airway (Guedel Type)
Poche Perforator -
Umbilical Cord Clamp -
Bacterial Filter
Hmef Filter

Hme Filter
Bacterial Filters Hepa Filter
Bacterial Filter
HMEF Filter- Elite
HME Filter- Elite
Smear Brush & Smear Smear Brush

Brush Endocervical Smear Brush Endocervical
Karman Cannula -

Suction Bags
Suction Bag Tubes
Kapkon Connector

Suction Bag & Canister And
Acccessories

Extension Line
Three Way Stopcock -

Breathing Circuits
Anesthesia Circuits
Catheter Mount

Breathing And Anesthesia

CERTIFICATE

Circuits
Breathing Inhalation- Threatment Chamber
Breathing and Anesthesia Circuit Accessories
Muhtesem Gdokhan Yiicel
25 May 2021, Istanbul, Turkey Head of Notified Body

Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cad. No:15 Tepetren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74

Web: www.kiwa.com.tr, e-mail: posta@kiwa.com.tr



-
|__
<
O
L
I_
o
1]
),

Enclosure of the EC Certificate:

kiwa

Page 5/6

Full Quality Assurance System according to
Medical Devices Directive 93/42/EEC Annex-ll Section 3
Certificate Number: 1984-MDD-11-100, Revision Number: 11

Concerned medical devices;

Sterile medical devices

Product Name

Types

Arthroscopy Set Y (T.U.R)

Arthroscopy Set Y (T.U.R.)

Arthroscopy Set with Manual Pressure Pump (T.U.R.)

Blood Gas Syringe With
Needle

Endometrial Cell Sampler

Disposable Oral Swab

Sponge Swab

Ureteral Stents And Sets

Ureteral Stent and Sets

Long Term Ureteral Stent and Sets

Hydrophilic Ureteral Stent and Sets

Multilenght Ureteral Stent and Sets

Hydrophilic Multilenght Ureteral Stent and Sets

Silicone Multilenghth Ureteral Stents and Sets

Endopylotomy Stent and Sets

Cutting Electrodes

Cutting Electrodes Single Stem

Enteral Feeding Bag

Single

Double

Sterile Karman Syringe

Single Valve, Single Valve Set-Sterile

Double Valve, Double Valve Set-Sterile

Non- Sterile medical Devices

Product Name

Types

Manual Resuscitator

Reusable Manuel Resuscitator

Disposable Manuel Resuscitator

Reusable Manuel Resuscitator Sets

Disposable Manuel Resuscitator Sets

25 May 2021, Istanbul, Turkey

Kiwa Belgelendirme Hizmetleri A.S.
ITOSB 9. Cad. No:15 Tepetren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75, Fax: +90 216 593 25 74

Web: www kiwa.com.tr , e-mail: posta@kiwa.com.tr

uu@awj

Muhtesem Gékhan Yiicel
Head of Notified Body




CERTIFICATE &

Enclosure of the EC Certificate:

Full Quality Assurance System according to

kiwa

Page 6/6

Medical Devices Directive 93/42/EEC Annex-ll Section 3
Certificate Number: 1984-MDD-11-100, Revision Number: 11

Concerned medical devices;
Non-Sterile medical devices

Product Name Types

Neonatal

Infant

Disposable Air Cushion Pediatric

Mask Child

Small Adult

Adult

Neonatal

Infant

Silicone Mask Pediatric

Child

Small Adult

Adult

Respiratory Masks and
Accessories

Oxygen Masks and Accessories

Nebulizer Set and Accessories

High Concentration Oxygen Mask

Nasal Oxygen Cannula

Karman Syringe

Single Valve, Single Valve Set

Double Valve, Double Valve Set

Suction Bag & Canister
And Acccessories

Suction Bags

Suction Canister

Breathing And Anesthesia
Circuits

Breathing Circuits

Anesthesia Circuits

Catheter Mount

Breathing Inhalation- Threatment Chamber

Breathing and Anesthesia Circuit Accessories

CPAP BPAP Masks

Ora-Nasal

Nasal

Kiwa Belgelendirme Hizmetleri A.S. is Notified Body under Council Directive 93/42/EEC

concerning medical devices with identification number: 1984

25 May 2021, Istanbul, Turkey

Kiwa Belgelendirme Hizmetleri A.S.

w@mj

Muhtesem Gokhan Yiicel
Head of Notified Body

ITOSB 9. Cad. No:15 Tepetren, Tuzla, Istanbul, Turkey
Tel.: +90 216 593 25 75 , Fax: +90 216 593 25 74
Web: www.kiwa.com.tr , e-mail: posta@kiwa.com.tr




SANAYi VE TICARET LiMITED SIiRKETI

Deri OSB Mahallesi Yan Sanayi Cad. No:13 Tuzla/Istanbul/Turkey

with a scope of

Design, manufacture, sterilization and sale of Sterile and Non Sterile
Respiratory and Anesthesia Products, Sterile Urology Products, Sterile and
Non Sterile Aspiration and Drainage Systems, Sterile and Non Sterile
Gynecology Products, Sterile and Non Sterile Disposable Oral Swab, Other
Sterile Medical Devices (Camera Cover, Blood Gas Syringe With Needle,
Extension Line, Sponge Swab, Umbilical Cord Clamp, Biopsy Punch), Other
Non Sterile Medical Devices (Vomit Bag, Kidney Bowl, Enema Set, Sterile and
Non Sterile IVD Devices (Blood Gas Syringe, Smear Cup) and the service of
sub-contract Ethylene Oxide sterilization

Has established a quality management system in accordance
with international standard.

“ Following elements of the standard are excluded
“ None “

ISO 9001:2015

Certificate No :M 11239

Initial Certification Date : 09 April 2019
Certification Date 109 April 2019
Expiration Date : 08 April 2022
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General Manager

Chinlity Sapsadment St
Lalty Management Syster

TS ENISOAEC 1702141

Kiwa Certification Services Inc.
ITOSB 9. Cadde No. 15 Tepebren Tuzla - Istanbul - Turkey
Tel: + 90 216 593 25 75 Faks : + 90 216 593 25 74
Web: www kiwa.com.tr E-mail: infola kiwa.com.tr

o e Certificate is valid till expiration date, subject to successful completion of periodical surveillance audits.

TURKAK BDS —NO Please contact above numbers for detailed information.
YS-7464-485F

Last Modified: 09 June 2020 - R 01



kiwa

Plasti-meds

“supporting healthy life”

PLASTI-MED PLASTiIK MEDIKAL URUNLER
SANAYI VE TICARET LIMITED SIRKETI

Deri OSB Mabhalllesi Yan Sanayi Cad. No:13 Tuzla/lstanbul/Turkey

with a scope of

Design, manufacture, sterilization and sale of Sterile and Non Sterile
Respiratory and Anesthesia Products, Sterile Urology Products, Sterile and
Non Sterile Aspiration and Drainage Systems, Sterile and Non Sterile
Gynecology Products, Sterile and Non Sterile Disposable Oral Swab, Other
Sterile Medical Devices (Camera Cover, Blood Gas Syringe With Needle,
Extension Line, Sponge Swab, Umbilical Cord Clamp, Biopsy Punch), Other
Non Sterile Medical Devices (Vomit Bag, Kidney Bowl, Enema Set, Sterile and
Non Sterile IVD Devices (Blood Gas Syringe, Smear Cup) and the service of
sub-contract Ethylene Oxide sterilization

Medical devices - Quality management systems - Requirements for
regulatory purposes

“Following elements of the standard are excluded
“7.5.3” “7.5.4” "7.5.9.2"

EN ISO 13485:2016

Certificate No :M 10712

Initial Certification Date : 21 June 2017
Certification Date : 09 June 2020
Expiration Date : 08 June 2023

o CERTIFICATE

TURKAK n Q‘O_Q L@,_»]

Medical Device Q M S
TS EN ISOIEC 17021-1 General Manager

Kiwa Certification Services Inc.
ITOSB 9. Cadde No. 15 Tepedren Tuzla - Istanbul - Turkey
Tel: + 90 216 593 25 75 Faks : + 90 216 593 25 74
Web: www.kiwa.com.tr E-mail: infofwkiwa.com.tr

Certificate is valid till expiration date, subject to successful completion of periodical surveillance audits.
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TURK BDS NO Please contact above numbers for detailed information.
YS-1535-5352

Last Modified: 09 June 2020 - R 03
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