SZUTEST

EC CERTIFICATE

AT SERTIFIKA

According to Annex V of the Directive 93/42/EEC on Medical Devices
93/42/AT Tibbi Cihaz Yénetmeligi Ek V'e gére

Production Quality Assurance System
Uretim Kalite Giivencesi

Certificate Number: 2195-MED-381507201

Sertifika Numarasi

Manufacturer: SEN-PA PLASTIK ESYA VE KALIP IMALATI SANAYIi VE TICARET LTD.STI.
Uretici Yesilce Mah. Gelik Cad. No:61 K.2 4.Levent Kagithane, Istanbul, TURKIYE

Product(s): Oral Medication Delivery Device
Urtiin(ler) Surup Kagigi ve Surup Kadehi

Model(s): Product specifications are stated on the following page(s).
Model(ler) Uriin detaylan ilerieyen sayfa(lar)da belirtilmistir.

Reference Report No:  MM0497-P006-R01, MM0497-P006-R02, MM0497-P008-R01, MM0497-P009-R01,
Referans Rapor No MMO0497-P009-R02, MM0497-P010-R01, MM0497-P011-R01

Szutest, Notified Body 2195, declares that the aforementioned manufacturer has implemented a quality assurance system
according to Annex V, Section 3 of the directive 93/42/EEC on medical devices. This quality assurance system covers those aspects of
manufacturing concerned with securing and maintaining safe conditions of the respective product(s) and conforms to the provisions of
this Directive. The approved quality system is subject to surveillance pursuant to Annex V, Section 4 of Directive 93/42/EEC and
unannounced audits.

Szutest must be informed of any significant changes in the design and/or construction of the product(s). For class | devices with
sterile conditions the quality management system evaluation is restricted to the aspects of manufacture concerned with securing and
maintaining sterile conditions. For class | devices with measuring funciion the quality management system evaluation is restricted to the
aspects of manufacture concerned with the conformity of the devices with metrological requirements.

2195 kimlik numarali Onaylanmis Kurulug Szutest, yukanda belirtilen Greticinin 93/42/AT Tibbi Cihaz Y6netmeligi EK V bdldm
3'tne gére bir kalite y6netim sistemi uyguladigini, bu y6netim sisteminin y6netmeligin sadece bahsi gegen Urinin Uretiminin glivenlik
kogullarini saglama ve devam ettirme ile ilgili gerekliliklerin kargiladigini beyan eder. Onaylanan bu Kalite yonetim sistemi, 93/42/AT Tibbi
Cihaz Yénetmeligi EK V, b6lim 4'e g6re periyodik olarak gézetime ve habersiz saha denetimlerine tabidir.

Uretici, Grtnlerinin tasanminda ve yapisinda gergeklestirdigi 6nemli degisiklikleri Szutest'e bildirmek zorundadir. Steril
kondisyondaki sinif | drtinler iin kalite yénetim sistemi degerfendirmesi Uretimin steril kondisyonun saglanmasi ve korunmasiyla limitlidir.
Olgm fonksiyonlu sinif | Grinler igin Kalite y6netim sistemi degerlendirmesi Uretimin cihazlarin metrolojik sartlara uyumunu saglamastyla
limitlidir.

This EC certificate is valid till 2024-05-26.
Bu AT Sertifikas1 2024-05-26 tarihine kadar gegerlidir.

Issue Date/Yayin Tanhi: 2015-03-13 Rukiye BALKAN
Revision No./ Revizyon No.: 07 Rev./Rev. Deputy General Manager
Revision Date/ Revizyon Tarihi: 2021-05-24 Genel Madur Yardimeist
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SZUTEST

Certificate Number: 2195-MED-381507201

Sertifika Numarasi

Product Specifications:
Uran Detaylari

5 ml Dosage Spoon

5 ml Surup Kagigi

5 ml Dosage Spoon (Triangle)
5 ml Surup Kagigi (Uggen)

5 ml Dosage Spoon (5-2,5-1,5 ml Scale Dashed)
5 ml $urup Kagi§i (5-2,5-1,5 ml Olgek Cizgili)

5 ml Dosage Spoon without ball
5 ml Topsuz Surup Kagigi

5 ml Dosage Spoon without ball (Polypropylene Granular)

5 ml Topsuz Surup Kagigi (Moblen)
3 ml Dosage Spoon

3 ml $urup Kagig§i

5 ml Long Handled Dosage Spoon
5 ml Uzun Sapl Surup Kagigi
Double Sided Dosage Spoon

Cift Tarafll Surup Kagigi

3 ml Dosage Spoon (Spiked)

3 ml Surup Kagigi (Timakli)

5 ml Dosage Spoon (Spiked)

5 ml Surup Kagigi (Timakli)

5 ml 25/16 Dosage Cup (Wombed)
5 ml 25/16 Surup Kadehi (Hazneli)

5 ml - 2.5 ml Dosage Spoon with ball
5ml -2.5ml Toplu Surup Kagigi

10 ml 25/16 Dosage Cup (Dashed)
10 ml 25/16 Surup Kadehi (Kesik Cizgili)
10 ml 28/20 Dosage Cup

10 ml 28/20 Surup Kadehi

10 ml 28/20 Conical Dosage Cup
10 ml 28/20 Konik Surup Kadehi

10 ml 31/20 Dosage Cup

10 ml 31/20 Surup Kadehi

7,5 ml 33x20 Dosage Cup (Flat)
7,5 ml 33x20 Surup Kadehi (Diiz)

2 - 30 ml 31x20 Dosage Cup

2 — 30 ml 31x20 Surup Kadehi

20 ml 28x20 Dosage Cup

20 ml 28x20 Surup Kadehi

30 ml Dosage Cup

30 ml Surup Kadehi

100 mg Dosage Cup

100 mg Surup Kadehi

10 ml 28/20 Dosage Cup (Dashed)
10 ml 28/20 Surup Kadehi (Kesik Cizgili)
5 ml - 0,5ml Dosage Spoon

5 ml - 0,5ml Surup Kagigi

5 ml 33x20 Dosage Cup

5 ml.33x20 Surup Kadehi

15 ml 23/16 Dosage Cup

15 ml 23/16 Surup Kadehi

15 ml 25/16 Dosage Cup (Dashed)

15 ml 25/16 Surup Kadehi (Kesik Cizgili)
10 ml 25/16 Dosage Cup

10 ml 25/16 Surup Kadehi

15 ml 28/20 Dosage Cup

15 ml 28/20 Surup Kadehi

15 ml 28x20 Dosage Cup (Dashed)

15 ml 28x20 Surup Kadehi (Kesik Cizgili)
15 ml 31x20 Dosage Cup (Child Proof)
15 ml 31x20 Surup Kadehi (Gocuk Kilitli Kapak)
15 ml 28x20 Dosage Cup (Flat)

15 ml 28x20 Surup Kadehi (Diz)

15 ml 33x20 Dosage Cup (Child Proof)
15 ml 33x20 Surup Kadehi(Gocuk Kilitli Kapak)
35 ml 31x20 Dosage Cup

35 ml 31x20 Surup Kadehi

37 ml 31x20 Dosage Cup

37 ml 31x20 Surup Kadehi

5ml 28x20 Dosage Cup (Wombed)

5 ml 28x20 Surup Kadehi (Hazneli)

0,66 — 8 ml Double Sided Dosage Spoon
0,66 - 8 ml Gift Tarafli Kagik Olgek

20 ml 36x20 Dosage Cup

20 ml 36x20 Surup Kadehi

23 ml 31x20 Dosage Cup

23 ml.31x20 Surup Kadehi

5ml - 2.5ml Short Handled Dosage Spoon
5ml - 2.5ml Kisa Sapl Surup Kasigi

5ml Short Handled Dosage Spoon

5ml Kisa Sapli Surup Kagigi

5-2,5 Double Wombed Dosage Spoon
5-2,5 ml Cift Hazneli Surup Kagig

12 mi Dosage Cup

12 ml Surup Kadehi

22 ml Dosage Cup

22 ml Surup Kadehi

41 ml Dosage Cup

41 ml Surup Kadehi

43 ml Dosage Cup

43 ml Surup Kadehi
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