BEX Kullanim Kilavuzu

IV Kaniil/Kateter (Enjeksiyon Portlu ve Kanath)
Mais India Medical Devices Pvt. Ltd. tarafindan iiretilmistir.

Genel Cihaz Tamimu: intravenoz (LV.) Kaniil/Kateter; Poliiiretan (P.U.R.),
Politetrafloroetilen (PTFE) veya Florlu Etilen Propilen'den (FEP) iiretilmis
kisa ve esnek bir plastik tiipten (kateter) olusur. Kateter, i¢i bos bir
yerlestirme ignesi yardimiyla ven igine yerlestirilir; ardindan igne geri
cekilerek atilir. L.V. Kaniil/Kateter aseptik kosullarda kullanilmak tzere
tasarlanmistir. Uriiniin kullanimi, yetkili bir doktor veya paramedik ile
smirhdir.

Uriin Adu: intravenéz (1.V.) Kaniil/Kateter
Marka Adi: BEX

Varyantlar:
1. Enjeksiyon Portlu ve Kanath intravenoz (1.V.) Kaniil/Kateter

Kullanim Amacr:

L.V. Kantl/Kateter, swvilarin veya ilaglarin uygulanmasi ve/veya kan
orneklerinin alinmasi amaciyla insan dolagim sistemine erigim saglamak igin
kullanilan bir tibbi cihazdir.

Yapiminda Kullanilan Malzemeler:

PP (Polipropilen), POM (Polioksimetilen), FEP (Florlu Etilen Propilen) / PUR
(Politiretan) / PTFE (Politetrafloroetilen), Silikon, Paslanmaz Celik, LLDPE
(Lineer Diigiik Yogunluklu Polietilen), HDPE (Yiiksek Yogunluklu Polietilen) ve
BaS0, (Baryum Siilfat).

Endikasyonlar:

- Intravenoz (1.V.) gozeltilerin infiizyonu.
- Intravendz ilaglarin aralikli (intermittan) olarak uygulanmas.

Kontrendikasyonlar:

- Uriin, bilesiminde kullanilan herhangi bir malzemeye kars1 bilinen agir1
duyarhihig: (hipersensitivitesi) bulunan hastalarda kullanilmamalidir.

- Yiiksek viskoziteli (yogun kivaml) sivilarin uygulanmast i¢in uygun degildir.

- Biiyiik hacimli kan transfiizyonlari igin uygun degildir.

Hedef Hasta Popiilasyonu:

Yenidoganlar, pediatrik hastalar ve yetiskinler dahil olmak iizere tiim yas
gruplarinda kullanim i¢in tasarlanmistir.

24 - 26G - Yenidoganlar (0-1 aylik)

22G - Pediatrik hastalar (1 aylik - 18 yas)

14 - 20G - Yetigkinler (18 yas ve tizeri)

Kullanicr:
Yetkili bir doktor veya paramedik.

Kullanim ortamui:
Uygun saglik hizmeti ortami

Boyut Spesifikasyonlar: ve Renk Kodu:

Boyut Spesifikasyonu Renk Kodu
14G Turuncu
16G Gri
17G Beyaz
18G Yesil
20G Pembe
22G Mavi
24G Sar1
26G Mor

Kullanmim talimatlari:

1. Ellerinizi alkollii bir temizleyici ile dezenfekte edin.

2. Kolu hastanin rahat edecegi sekilde konumlandirin ve bir damar belirleyin.
3. Turnikeyi uygulayin.

4. Erisilebilir (gortntr) ve uygun bir periferik damar bulun ve elle muayene
(palpasyon) ile dogrulayn.

5. Damari tekrar kontrol edin.

6. Eldivenlerinizi giyin, hastanin cildini alkollii bir mendil ile temizleyin ve
kurumaya birakin.

7. Yetkili bir doktor veya paramed_igin yonlendirmesine bagli olarak, hastanin
yas grubuna uygun boyutta bir (I.V. Kaniil / Kateter) se¢in. Ambalaji gozle
kontrol edin. Hasarliysa kullanmayin.

8. Kaniilii ambalajindan ¢ikarin; igneye veya katetere temas etmemeye dikkat
ederek igne kapagini gikarin.

9. (1.V. Kaniil / Kateteri) govdesinden ve kateter tasiyici gikintisindan tutun.

10. igneyi, agz1 (bevel) yukar bakacak sekilde, 20-30 derecelik diisiik bir
agiyla yerlestirin.

11. Kaniil ucunun damar iginde oldugundan emin olmak i¢in kantili hafifge, 2
ila 3 mm kadar ilerletin.

12. Kaniilii sabitleyin.

13. (I.V. Kaniil / Kateteri) isaret parmaginizla kateter tasiyicidan diizgiin/siki
bir sekilde tutun; igne kateter tasiyicidan geri gekilirken kateter yuvasinin
damardan ¢ikmadigindan emin olarak, igneyi cilde paralel, hizl ve kesintisiz
bir hareketle 2 ila 3 mm geri ¢ekin.

14. igne ve kaniil arasinda ikincil geri akis, damara dogru yerlestirildigini
dogrulayacaktir.

15. Kaniilii tamamen damara ilerletin.

16. Turnikeyi gevsetin, kaniiliin ucundaki damara baski uygulaymn ve kan
kaybini durdurmak i¢in diger elinizin isaret parmagiyla giris noktasindaki
damara bastirarak igneyi tamamen gikarin. ignenin kapagini ¢ikarin ve
kaniiliin ucuna takin.

17. Igneyi dikkatlice kesici alet atik kutusuna atin.

18. Diger infiizyon cihazlarina (uygunsa) baglayin.

19. Kaniili yerinde sabitlemek i¢in steril bir pansuman uygulayin.

20. Tarih etiketinin doldurulmus ve yapistiriimis oldugundan emin olun.

21. Tuzlu ¢ozeltinin son kullanma tarihini kontrol edin. Gegerliyse, agikhig
dogrulamak i¢in tuzlu ¢ozelti dolu siringa kullanarak kaniilii yikayin.

22. Eldivenlerinizi ve ekipmaninizi klinik atik kutusuna atin. Hastanin rahat
oldugundan emin olun ve tesekkiir edin.

23. Tibbi normlara gore rutin izleme ve damar giris yeri bakimini
gerceklestirin.

Hastalara Yonelik Beklenen Klinik Faydalar:

- IV kaniilasyon, agiz yoluyla ilag veya sivi alamayan hastalara uygun sivilarin
ve ilaglarin yeterli miktarda uygulanmasina olanak saglar. Ayrica baz ilaglar

diger uygulama yollariyla emilemez; 6rnegin yiiksek molekiil agirlikli ilaglar

yalnizca intravenoz yolla uygulanabilir.

- Hastalarin ayn1 damar yoluna tekrar tekrar girisim yapilmas ihtiyacini azaltir.

- Damarin delinmesi riski olmaksizin IV uygulama bélgesinin daha rahat
hareket ettirilmesine olanak saglar.

-Biyouyumlu malzemelerden tiretilmistir.

Klinik Giivenlik:

- Biyouyumlu iiriinler.

- Cihazaimiz tek kullanimhktir.

- Uriiniimiiz toksik degildir, sterildir ve pirojenik degildir.

Performans ozellikleri:

- Optimize edilmis "back-cut" (ters a¢ili) kesim ucu sayesinde genis bir ag1
araliginda kolay delme.

- Minimum delme travmasi i¢in keskin "back-cut" ug.

- Ek bir igneye veya igne batmasi yaralanmasi riskine gerek kalmaksizin
hijyenik ilag uygulamasi.

- Seffaf kateter malzemesi, kanin geri dontigiiniin (flashback) gorsel olarak
dogrulanmasini saglayarak bagarili yerlestirmeye yardimci olur.

- Infizyon durdurulduktan sonra kan sizintisini énlemek igin Luer-lock
baglantili vidah tipa kullanilir.

Cihazla birlikte kullanilabil K lar:

1.V. Kaniil/Kateter; iig yollu musluklar ve diger infiizyon cihazlari gibi
baglanti aksesuarlariyla birlikte kullanilabilir.

Uyarilar:

1. Bu triiniin kullanimi yalnizca yetkili bir doktor veya paramedik tarafindan
yapilabilir.

2. Kullanmadan 6nce talimatlar1 okuyun.

3. MAIS INDIA, yanhs kullanimdan kaynaklanabilecek olasi sonuglardan higbir
sorumluluk kabul etmez.

4, Uriin yeniden islenmemelidir.

5. Kullanmadan 6nce tirtinii ve ambalajini gorsel olarak inceleyin ve dikkatlice
kontrol edin.

6. Yanhs tasima ve ellegcleme, cihazda veya ambalajinda yapisal ve/veya
islevsel hasara neden olabilir.

7. Uriin toksik olmayan, steril ve pirojenik degildir.

8. Temizlemeyin veya yeniden sterilize etmeyin.

9. Yalnizca tek kullanimhktir.

10. Kullanimdan sonra atin.

11. Tek kullanimlik cihazlarin yeniden kullanimi, hasta veya kullanici igin
potansiyel bir risk (6rnegin kan dolagimi enfeksiyonu) olusturur.

12. Cihaz yeniden kullanilirsa, hastada bakteriyel enfeksiyona neden olabilir
ve ayrica kontaminasyona ve/veya islevsel yetenegin bozulmasina yol
agabilir, bu da hasta yaralanmasina neden olabilir. 13. Ignenin katetere tekrar
sokulmasi kateter hasarina veya emboliye neden olabilir. Ayrica tekrar
sokma, penetrasyon kuvvetini etkileyerek hastada daha fazla agriya yol
acabilir.

14. Cihazin beklenen performansinda herhangi bir degisiklik veya ariza
durumunda, cihaz ¢ikarilmali ve inceleme igin treticiye iade edilmelidir.

15. Serin ve kuru bir yerde, dogrudan giines 15181ndan uzakta ve belirtilen
saklama kogullar1 dahilinde saklayin.

16. Kateter agildiktan sonra, ug hasarini veya kontaminasyonu 6nlemek i¢in
aseptik olarak tutun ve herhangi bir yiizeyle temasini engelleyin.

Dikkat:

- Kismen veya tamamen ¢ekilmis bir igneyi tekrar takmaya calismayin, ¢tinkii
bu kateter hasarina veya hasta yaralanmasina neden olabilir. Cekilen igneyi
derhal atin ve yeni bir steril cihaz kullanin.

- Geri akig tespit edilememesi durumunda, olasi venéz ponksiyon
basarisizligini gosteren geri akis gozlemlenmezse, kaniilii gikarin, hastane
protokoliine gore giivenli bir sekilde atin ve yeni bir steril cihaz kullanarak
islemi tekrarlayin.

- Ambalaj hasarhysa kullanmayn.

- Kateterin amacindan sonra ¢ikarilmasi sirasinda asagidaki 6nlemler
alimmahdir:

- Intravenoz fiksatorii gikarmak igin keskin kenarlar (bigak ve makas)
kullanilmamahdir.

- Tek kullanimdan sonra atin.

- Kateterin ucunun bulundugu bolgede kizariklik veya hassasiyet olasilig1.
- Intravenoz kaniil /kateterin yanlis bakimi veya yerlestirilmesi hematoma yol agabilir.

Olasi Yan Etkiler:
Blintravenéz kaniil/kateter uzun siire kullanilirsa iilser olusumu, flebit ve
tromboflebit riski vardir.

imha Talimatlari:

Kullanilmamis cihaz, normal hastane atig) olarak "kesici atik" kabina giivenle
atilabilir. Kullanilmis cihaz ise "hastane kontamine atigl" olarak imha
edilmelidir - genellikle yakilmali veya giivenli hastane uygulamalarina uygun
sekilde imha edilmelidir, ¢linkii uygunsuz imha biyolojik tehlikeye yol agabilir.

Kullanim siiresi:

Kisa siireli kullanim (Genellikle 60 dakika ile 30 giin arasinda siirekli kullanim
icin tasarlanmistir). [Not: En iyi performans i¢in genellikle 72 saate kadar
kullanilmasi onerilir].

Saklama Kosullar::

Serin ve kuru bir yerde saklayin.
Giines 1s18indan uzak tutun.
Sicaklik: +10°C ila +40°C.

Raf omrii:
5yl

Kullanim 6mrii:
Kisa siireli (60 dakika ile 30 giin arasinda siirekli kullanim)

Sterilizasyon Tiirii:
EO sterilizasyonu

Kullanicilara ve/veya Hastalara Duyuru:

Cihazla ilgili olarak meydana gelen herhangi bir ciddi olay, Ureticiye ve
kullanicinin ve/veya hastanin bulundugu Uye Devletin Yetkili Makamina
bildirilmelidir.

Kullanl bollerin acikl

Semboller | Semboliin Agiklamas1 (Semboll Semboliin Agiklamasi
Kullanim kilavuzuna bakin Lateks icermes
(Kullanicinin kullanim e -
b ——— (Lateks igermeyen tibbi cihazi
5 belirtir)

gerektigini belirtir)

Dikkat (Sembolin bulundugu
yere yakin bir yerde cihazi veya

kumanday galistirirken dikkatli &I
olunmas gerektigini belirtmek
veya istenmeyen sonuglardan
kaginmak igin operatoriin
farkindaligina veya miidahalesine
ihtiyag duyuldugunu belirtmek

Uretim tarihi
(Tibbi cihazin iiretildigi tarihi
gosterir)

igin kullamihr.)
Tekrar sterilize etmeyin (Bu, Son kullanma tarihi (Tibbi
@ tekrar sterilize edilmemesi g cihazin kullamlmamas: gereken

gereken tibbi bir cihaz belirtir) tarihi gosterir)

Etilen oksit kullanilarak sterilize
edilmistir. (Etilen oksit
kullanilarak sterilize edilmis
tibbi bir cihaz belirtir.)

Tekrar kullanmaym (Bu, yalnizca

tek kullanimlik olmasi amaglanan| c€ 0123
tibbi bir cihaz belirtir)

Parti Numarasi (Ureticinin parti
numarasini gosterir

biylece parti veya lot
tanimlanabilir)

LoT

CE isareti (Onaylanmis Kurulug
Numarasi ile CE isareti)

Giines 1is1gindan uzak tutun. (Isik
kaynaklarindan korunmasi
gereken tibbi bir cihaz belirtir.)

Pirojenik Olmayan
% (Piroojenik olmayan tibbi cihazi
belirtir)

D) }\
K

Avrupa Birligi / Avrupa
Toplulugu Yetkili Temsilcisi
(Avrupa Birligi / Avrupa
Toplulugu'ndaki yetkili temsilciyi

Ambalaji hasarlysa
kullanmayn ve kullanim

talimatlarina bakin.
(Bu, ambalaji hasarh veya

agilmigsa kullanilmamas belirtir) .
gereken ve kullanicinin ek bilgi OBELIS S.A. Boulevard Général
Wahis 53,

icin kullanim talimatlarina
bagvurmas: gereken tibbi bir
cihaz belirtir.)

1030 Briiksel, Belgika iletisim
Numarasi: +32(2)73 25 954
E-posta Adresi:
regulatory@obelis.net

Web Sitesi: www.obelis.net

Uretici (Tibbi cihaz iireticisini

Kuru tutun (Nemden Ure
korunmasi gereken tibbi bir “ elirti) 525 Sektor3
iham belirtn) Uretim Birimi: 525P, Sektor-37,

Pace City II, Gurgaon,
Haryana-122001, Hindistan.
letisim Bilgileri: +91 8527589990
Faks No: 0124 404 7533

E-posta Adresi: info@maisindia.com
Web Sitesi: www.maisindia.com

Uretim iilkesi (Uriinlerin iiretim
ilkesini belirlemek igin)

Tek steril bariyer sistemi (Tek

bir steril bariyer sistemini M

belirtir)

Benzersiz Cihaz Tammlayicist

(Benzersiz Cihaz Tammlayicist
bilgisi ieren bir operatérii

gosterir)

Tibbi cihaz (Uriin tbbi bir
cihazdir)

Referans numarasi (Tibbi cihazin| e Sicaklik limiti (Tibbi cihazin
tanimlanabilmesi icin iireticinin giivenli bir sekilde maruz
Katalog numarasim gosterir) | Kalabilecegi sicaklik sinirlarini
(3

belirtir.)

Kinilgan, dikkatli kullanin (Dikkatli
kullamimadig takdirde kirtlabilecek
veya hasar gorebilecek tibbi bir
cihaz belirtir)

Obelis S.A.
Boulevard Général Wahis 53, 1030 Brussels, Belgium.

Yetkili Distribii
Bigakailar Tibbi Cihazlar Sanayi ve Ticaret A.$
Address: Osmangazi Mahallesi,

Gazi Caddesi No: 21, iSTANBUL TURKIYE

Mail: sales@kocyasa.com

Telephone: +90 (216) 285 05 00

REV.: 00_13.07.2026

H Yukar1 Yon !
Cozs

‘ Uretici firma:

Mais India Medical Devices Pvt. Ltd.

525-P, Sector-37, Pace City-lI,

Gurgaon, Haryana-122001 (INDIA)

Tel.: +91 124 404 7533 | Mob.: +91 8448822362

E-mail: info@maisindia.com | Website: www.maisindia.com
Mfg. Lic. No.:.MFG/MD/2019/000037




IFU of BEX

I.V. Cannula/Catheter (with Injection Port & with Wings)
Manufactured by Mais India Medical Devices Pvt. Ltd.

General Device Description: V. Cannula/ Catheter comprises of a short
flexible plastic tube (the Catheter) made up of Polyurethane (P.UR.) or
Polytetrafluoroethylene (PTFE), or Fluorinated Ethylene Propylene (FEP)
which is inserted into a vein over a hollow introducer needle, after which the
needle is withdrawn and discarded. The I.V. Cannula / Catheter is used in an
aseptic environment. The use of the product is restricted to a qualified doctor
or a paramedic.

Product Name: L.V. Cannula/ Catheter
Brand Name: BEX

Variants:
1. LV.CANNULA WITH INJECTION PORT & WITH WINGS

Intended Use:

L.V. Cannula/Catheter is a device for access to the human circulatory system
for introduction of fluids or medicaments and/or withdrawal of blood
samples.

Material of construction:
PP, POM, FEP/PUR/PTFE, Silicone, Stainless Steel, LLDPE, HDPE & BaSO,.

Indications:
-Infusion of I.V. Solutions.
-Intermittent intravenous drugs administration

Contra-indications:
‘Product should not be used on patients with known hypersensitivity to any
of the materials used.

-Administration of high viscous fluids.
-Large blood transfusions.

Intended Patient Population:

All age groups such as - Neonates, Pediatrics & Adults
24 - 26G - Neonates (0-1 Month)

22G - Pediatrics (1 Month up to 18 years)

14 - 20G - Adults (18 years and older)

Intended User:
Qualified doctor or a paramedic

Use environment:
Proper healthcare setup

Size specifications and color code:

Size Specification Color code
14G Orange
16G Grey
17G White
18G Green
20G Pink
22G Blue
24G Yellow
26G Violet

Instructions for use:
1. Sanitize your hands using alcohol cleanser.

2. Position the arm so that it is comfortable for the patient and identify a vein.
3. Apply the tourniquet.

4. Locate an accessible (visible) and suitable peripheral vein and confirm by
palpation.

5. Re-check the vein.

6. Put on your gloves, clean the patient's skin with an alcohol wipe and let it dry.

7. Select a suitable size of (I.V. Cannula / Catheter) based on patient's age
group at the discretion of a qualified doctor or a paramedic. Visually
inspect the packaging. Do not use if damaged.
8.Remove the cannula from its packaging and remove the needle cover
ensuring not to touch the needle or catheter.

9.Hold the (I.V. Cannula / Catheter) at body and needle hub projection.

10. Insert the needle with the bevel facing upwards at a low angle 20-30 degree.

11. Advance the cannula slightly, 2 to 3 mm, to ensure the cannula tip is in the
vein.

12. Stabilize the cannula.

13. Hold the (I.V. Cannula/Catheter) properly / firmly at Catheter Hub with
index finger and withdraw the needle back 2 to 3 mm with prompt
continuous motion parallel to the skin, ensuring that the catheter hub does
not come out from the vein while the needle is being retracted from the
catheter hub.

14. Secondary flashback between the needle and cannula will confirm correct
placement in the vein.

15. Advance the cannula completely into the vein.

16. Release the tourniquet, apply pressure to the vein at the tip of the cannula
and remove the needle fully by pressing the vein at the insertion point with
the help of the index finger of the other hand, to stop the blood loss. Remove
the cap from the needle and put it at the end of the cannula.

17. Carefully dispose of the needle in a sharps bin.

18. Connect to other infusion devices (as appropriate).

19. Apply a sterile dressing to the cannula to fix it in place.

20. Ensure that the date sticker has been completed and applied.

21. Check the expiry date of the saline solution. If valid, flush the cannula using
the saline-filled syringe to verify patency.

22. Dispose of your gloves and equipment in the clinical waste bin. Ensure the
patient is comfortable and thank them.

23. Perform routine monitoring & vein puncture site maintenance according
to medical norms.

Intended Clinical Benefits to the patients:

- IV cannulation allows delivery of desirable and suitable fluids or medicaments
in adequate amounts in patients, who cannot tolerate drugs or fluids by the
oral route. Some drugs cannot be absorbed by other routes: for example, a
drug with a high molecular weight can only be given intravenously.

- Saves Patients from multiple vein insertions.

- Ease of Movement of IV placement site without the risk of puncture of the vein.

- Biocompatible products.

Clinical Safety:

- Biocompatible products.

- Our device is a single use device.

- Our product is non-toxic, sterile & non-pyrogenic.

Performance characteristics:

- Easy puncture at a wide range of angles due to optimized back cut bevel.

- Sharp back cut bevel for minimal puncture trauma.

- Hygienic administration of medication without an extra needle or risk of
needle stick injury.

- Transparent catheter material allows visual confirmation of flashback, aiding
successful placement.

- Threaded Stopper with luer lock is used to stop blood spillage after infusion
is stopped.

Accessories which can be used with the device:
L.V. Cannula/ Catheter can be used along with the connecting accessories
such as three-way stopcocks and other infusion devices.

Warnings:

1. The use of this product is restricted to a qualified doctor or a paramedic.

2. Read instructions before use.

3. MAIS INDIA disclaims any responsibility for possible consequences
resulting from improper use.

4. The product should not be reprocessed.

5. Visually inspect and carefully check the product and packaging before use.
6. Improper transport and handling may cause structural and/or functional
damage to device or its packaging.

7. The product is non-toxic, sterile & non-pyrogenic.

8. Do not clean or re sterilize.

9. For single use only.

10. Discard after use.

11. Re-use of single-use devices creates a potential risk (i.e bloodstream
infection) to patient or user.

12.If the device is reused, then it may cause a bacterial infection in patient,
and also may lead to contamination and/or impairment of functional
capability, which may in turn lead to patient injury.

13. Reinsertion of the needle into the catheter may cause catheter damage or
embolism. Also reinsertion may affect the penetration force, resulting more
pain to patient.

14.1f there is any change in expected performance of the device or in case of
any malfunction, the device should be removed and returned to the
manufacturer for investigation.

15. Store in cool and dry place away from direct sun light and within the
defined storage conditions.

16. Once the catheter is opened, handle aseptically and prevent contact with
any surface to avoid tip damage or contamination.

Cautions:

- Do not attempt reinsert a partially or completely withdrawn needle, as this
may result in catheter damage or patient injury. Discard the withdrawn
needle immediately and use a new sterile device.

- In case of non-detection of flashback, If flashback is not observed, indicating
possible venipuncture failure, remove the cannula, dispose of it safely as per
hospital protocol, and repeat the procedure using a new sterile device..

- Do not use if the packaging is damaged.

- During removal of catheter after its intended purpose, precautions must be
taken as.

- Ensure that any sharp edges (Blade and scissors) must not be used to remove
the L.V. Fixator.

- Discard after single use.

- Chances of redness or tenderness at the site, where the tip of the catheter is located.
- Improper care or placement of the L.V. Cannula / Catheter can lead to hematoma.

Potential Side Effects:
- If the I.V. Cannula / Catheter is used for an extended period of time there
are chances of ulcer formation, phlebitis and thrombophlebitis.

Disposal Instructions:

The unused device can be safely be disposed of as normal hospital waste in a
‘Sharps’ container. The used device should be disposed of as 'hospital
contaminated waste' - typically incinerated or as per safe hospital practices, as
improper disposal can lead to a bio-hazard.

Duration of use:

Short-term duration (Normally intended for continuous use for a duration
ranging from 60 minutes to 30 days). [Note: Generally, to be used for up to 72
hours for best performance].

Storage Conditions:

Store in a Cool & Dry Place.

Keep away from sunlight.

Temperature: +10°C to +40°C.

Shelf life:

5 Years

Lifetime:

Short-term (continuous use for between 60 minutes - 30 days)

Type of Sterilization:

EO sterilization

Notice to Users and/ or Patients:

Any serious incident that has occurred in relation to the device, should be
reported to the Manufacturer and the Competent Authority of the Member
State in which the user and/or patient is established.

Explanation of symbols used:

Symbols Title of the Symbol | Symbols | Title of the Symbol
Consult instructions for use Latex free
(Indicates the need for the ;
(Indicates a medical device
user to consult the p
that is Latex free)

instructions for use)

Caution (To indicate that
caution is necessary when

operating the device or control d,
close to where the symbol is
placed, or to indicate that the
current situation needs operator
awareness or operator action in
order to avoid undesirable
consequences.)

Date of manufacture
(Indicates the date when the
medical device was
manufactured)

Use-by date (Indicates the date
after which the medical device
i not to be used)

Do not re-sterilize
(Indicates a medical device that g

is not to be re-sterilized)

Sterilized using ethylene oxide
(Indicates a medical device
that has been sterilized using
ethylene oxide)

Batch Number (Indicates the
manufacturer's batch number
50 that the batch or lot can be
identified)

Do not re-use (Indicates a o
® medical device thatis intended | (€ 0123 | oy oo M;:‘:‘Ei‘;’““
for one single use only) Y
Non-pyrogenic e Keep away from sunlight
% (Indicates a medical device that 77: (Indicates a medical device that
is non- pyrogenic) a needs protection from light

sources)

Authorized representative in the
European Union / European
Community (Indicates the
authorized representative in the
European Union / European
Community)

OBELIS S.A.

Boulevard Général Wahis 53,
1030 Brussels, Belgium

Contact Number: +32(2)73 25 954
Email ID: regulatory@obelis.net
Website: www.obelis.net

Do not use if packaging is
damaged and consult
instructions for use. (Indicates
amedical device that should
not be used if its packaging has
been damaged or opened, and
that the user should consult
the instructions for use for
additional information)

Manufacturer (Indicates the

L Keep dry ulacturer tes
(Indicates a medical device that “ Eed'ffﬂ device manu acturer)
needs to be protected from anufacturing Unit:
moisture) 525P, Sector-37, Pace City II,

Gurgaon, Haryana-122001, India.
Contact Details.: +91 8527589990
Fax No.: 0124 404 7533

Email ID: info@maisindia.com
Website:www.maisindia.com

Single sterile barrier Country of manufacture
(To identify the country of

manufacture of products)

sterile barrier system)

Unique Device Identifier

(Indicates a carrier that [vo]
contains Unique Device

Identifier information)

Medical device
(Indicates the item is a medical
device)

system (Indicates a single M

Reference number
(Indicates the manufacturer's
catalogue number so that the

medical device can be identified)

Temperature limit

(Indicates the temperature limits
to which the medical device can
be safely exposed.

Fragile, handle with care
(Indicates a medical device that
can be broken or damaged if not

TR I

handled carefully)

C€ozs

H Manufactured by:

Mais India Medical Devices Pvt. Ltd.

525-P, Sector-37, Pace City-ll,

Gurgaon, Haryana-122001 (INDIA)

Tel.: +91 124 404 7533 | Mob.: +91 8448822362

E-mail: info@maisindia.com | Website: www.maisindia.com
Mfg. Lic. No.:.MFG/MD/2019/000037

EE Obelis S.A.
Boulevard Général Wahis 53, 1030 Brussels, Belgium.

Yetkili Distribiitor:
Bigakailar Tibbi Cihazlar Sanayi ve Ticaret A.§
Address: Osmangazi Mahallesi,

Gazi Caddesi No: 21, ISTANBUL TURKIYE

Mail: sales@kocyasa.com

Telephone: +90 (216) 285 05 00

REV.: 00_13.07.2026




	Page 1
	Page 2

