TURK STANDARDLARI ENSTITUSU

"TAM KALITE
GUVENCE BELGESI

MERIL LIFE SCIENCES PVT. LTD

firmasi

MUKTANAND MARG, CHALA, VAPI-396191. GUJARAT, INDIA

adresinde

SIVI EMBOLIK SISTEM

(MENOXT™™)

kapsami igin

93/42/AT — Tibbi Cihaz Yonetmeligi

Tam Kalite Giivence Modiilii —

Modiil H (EK-II Madde 4 Haric)

"1n gereklerine gére ve TS EN ISO 13485:2012” in ilgili maddeleri dikkate alinarak tetkik edilmis ve belgelendirilmistir.

Onaylanmis Kurulus Numarasi:
Belge Verilis Tarihi:

Gecgerlilik Tarihi:

GMDN Kodu:

AT Tasarim Inceleme Belgesi Numarast:

inceleme Rapor Numarasi:

Belge Degisiklik Tarihi / Nedeni:

1783

26.10.2017

26.10.2022

43980

1783-MDD-065
1159-MDD-063/2017-01

Kalite Sisteminin Teknik Diizenleme/ Uyumlagtinlmus Standard gereklerini karsiladigim gosteren, isbu belge ile Kurulus; tetkiki
yapilan kalite sistemni kapsaminda CE Uygunluk Isaretini, asagida gosterildigi sekilde ilistirme ve Onaylanmis Kurulug numarasini
kullanmaya yetkilidir.Onaylanmis Kurulug Tibbi Cihaz Y6netmeliginin EK-2, 5. kismina istinaden planli/plansiz gézetimler yapma

haklkna sahiptir.

Bu belge kapsaminda bulunan Suuf IIT firiin igin CE isaretlemesi igin, Tibbi Cihaz Yénetmeligi EK-2,4. Kismina gére diizenlenen
Tasarim Inceleme Belgesi de gerekmektedir.
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TURK STANDARDLARI ENSTITUSU
TURKISH STANDARDS INSTITUTION

CERTIFICATE OF
FULL QUALITY ASSURANCE

MERIL LIFE SCIENCES PVT. LTD
located at the adress
MUKTANAND MARG, CHALA, VAPI-396191. GUJARAT, INDIA
for the scope of;

LIQUID EMBOLIC SYSTEM
(MENOXT™)

has been examined and certified to the requirements of

93/42/EEC — Medical Device Directive
- Full Quality Assurance Module —
Module H (Annex-II Article 4 Excluded)

by considering the related clauses of TS EN ISO 13485:2012

Notified Body Number: 1783

Certificate Issue Date: 26.10.2017

Valid Until: 26.10.2022

GMDN Code: 43980

EC Design Examination Certificate Number: 1783-MDD-065
Examination Report Number: 1159-MDD-063/2017-01

Date / Reason of the Certificate Revision -

This certificate remarks that quality system meets requirements of the technical regulations / harmonized
standards and with this certificate the company is authorized to affix CE Mark, as shown below, and Notified
Body Number on the products in the scope of the examined quality system. Notified Body has the right to carry
out surveillance visits announced or unannounced in accordance with section 5 of Annex 2 of Medical Device
Directive.

For CE marking the class III devices covered by this certificate, an EC design-examination certificate according
to MDD Annex II (4) is also required.

q3

Certificate Number: 1783-MDD-064

SEZAI DOGAN
Director of Directives
ANKARA Rev 00, 26/10/2017

www.tse.org.tr / Necatibey Cad. No: 112 Bakanliklar - ANKARA /+90 312 416 62 00

This certificate cannot be altered, partially dublicated or ereased for misunderstanding.




TURK STANDARDLAR| ENSTITUSU

TURKIEH STANDARDS INSTITUTION

AT TASARIM iNCELEME BELGESI
(EC DESIGN EXAMINATION CERTIFICATE)
BELGE NO (CERTIFICATE NO): 1783 — MDD- 065

Asagida adi ve adresi yazili iireticinin tasarimi;

(design of the manufacturer)
MERIL LIFE SCIENCES PVT. LTD
MUKTANAND MARG, CHALA, VAPI-396191. GUJARAT, INDIA (Merkez Adres/Head Office)
MUKTANAND MARG, CHALA, VAPI-396191. GUJARAT, INDIA (Uretim Yeri/Place of Production)
93/42/AT — Tibbi Cihaz Yonetmeligi (EK-1I (Madde 4)) gereklerine gore incelenmis ve belgelendirilmistir.

Has been examined and certified according to 93/42/EEC Medical Device Directive (ANNEX Il (Article 4))

SIVI EMBOLIK SISTEM / LIQUID EMBOLIC SYSTEM

(MENOX™ / MENOX™)
Onaylanmis Kurulus No Notified Body Number: 1783
Belge Verilis Tarihi First Issue: 26.10.2017
Belge Gegerlilik Tarihi / Valid Until: 26.10.2022
Proje Kayit No Project Registration Number: 1159-17/164660, 1161-17/164704
GMDN Kodu GMDN Code: 43980
Tam Kalite Giivence Belgesi No: 1783-MDD-064
Number Certificate Of Full Quality Assurance Module
Tasarim Dosyasi Degerlendirme Rapor No: 1159-MDD-063/2017-03

Design Dossier Review Report Number
Belge Degisiklik Tarihi / Nedeni: -

Date / Reason of the Certificate Revision

Bu belge ekleriyle birlikte gegerlidir. Ekleriyle birlikte 3 sayfadir. (This certificate is valid only with attached annex, if any. (3 pages including this page)
AT Tasarim Inceleme Sertifikast, Tam Kalite Giivence Modiilii — Modiil H1 (EK-II Madde 4 Harig) sertifikasim bir pargasidir.

EC Design-Examination Certificate are part of the original certificate-Full Quality Assurance Module Certificate-Module H1 (MDD Annex Il Excluded)

Direktifler Midtiri

\\% R S SEZAi DOGAN
' Ankara Rev00 26/10/2017
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This certificate cannot be altered, partially dublicated or ereased for misunderstanding
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TURK STANDARDLARI ENSTITUISU]
TURKISH STANDARDS INSTITUTION

AT TASARIM iNCELEME BELGESI EKI
ANNEX TO THE EC DESIGN EXAMINATION CERTIFICATE
BELGE NO (CERTIFICATE NO): 1783 - MDD —065

Uriiniin Kullamm Amaci (Intended Use of the Product)

S6z konusu tibbi cihaz cerrahi 6ncesi beyin Arteriyoventz malformasyonlarin (bAVM) embolizasyonu igin
kullanilmaktadir.

This medical device is used for presurgical embolization of brain Arteriovenous Malformation (bAVM)

Uriin Tipi (Product Type) :

Sivi embolik sistem agagidakileri igermektedir;

-Sivi Embolik Malzeme (SEM) (1.5 ml viyal)
-Dimetil siilfoksit (DMSO) (1.5ml viyal)
-3 adet 1 ml’lik DMSO uyumlu siringa (2 adet beyaz pistonlu siringa, 1 adet mavi pistonlu siringa)

Liquid embolic system consists of following components:
-Liquid Embolic Material (LEM) (1.5 ml vial)

-Dimethyl sulfoxide (DMSO) (1.5 ml vial)
-3 numbers of 1 ml DMSO compatible syringes (2 white colored piston syringes, 1 blue colored piston syringe)

Marka (Trademark):

Menox™

Uriiniin Tanim ve Islevinin Ag¢iklamasi
(Identification of the Product and description of its functioning)

Siv1 embolik sistem yapismaz bir sivi embolik ajan olup, DMSO (dimetil siilfoksit) i¢inde ¢dziilmiis EVOH (etilen vinil alkol)
kopolimer ve floroskopi altinda gorsellikte kontrast saglamak igin slispanse mikronize tantalum tozundan olugmaktadir. DMSO yikama
ajani olarak kullanilmaktadir. DMSO, SEM (sivi embolik malzeme) enjeksiyonu 6ncesi mikro kateterdeki 6lii alam doldurmak igin
enjekte edilmektedir. DMSO enjeksiyonu; su, tuzlu su soliisyonu veya kan ile temasta SEM’in istemsiz ¢6kelmesini engellemektedir.
Toplamda 3 adet DMSO uyumlu 1 mI’lik siringalar SEM ve DMSO uygulamasi i¢in kullanilmaktadir. Iki adet beyaz pistonlu siringa
SEM uygulamasi, bir adet mavi pistonlu siringa ise DMSO uygulamasi igin kullanilmaktadir. Embolizasyon bélgesine ulasmak . igin
nérovaskiilaratlarda endike DM SO uyumlu mikro katater kullaniimaktadir. Floroskopik kontrol altinda SEM mikro katater yardimiyla
yavasgga beyin arteriyovendz malformasyonuna kontrollii sekilde enjekte edilir. DMSO ¢6zeltisi kan ve interstisyel sivilar arasinda
dagilarak, EVOH kopolimeri ve siispanse tantalumun in situ siingerimsi koherent emboliye ¢okelmesine neden olur. Polimerik emboli
distan ige dogru katilastig1 i¢in, damarda daha distale dogru hareket ettikge SEM aninda yiizey olusturur. SEM yapigmaz oldugundan,
yavas, kontrollii enjeksiyonlar gergeklestirilirken mikro katater yerinde birakilabilir. Embolizasyon sonrasi tagimayi saglayan mikro
katater ile anjiyografi gerceklestirilebilir, béylece gerekirse uygulayict aymi mikro katateri kullanarak ilave enjeksiyonlar
gergeklestirebilir.

Liquid embolic system is non-adhesive liquid embolic agent comprised of EVOH (ethylene vinyl alcohol) copolymer dissolved in
DMSO (dimethyl sulfoxide), and suspended micronized tantalum powder to provide contrast for visualization under fluoroscopy.

DMSO acts as a flushing agent. DMSO is injected to fill the dead space of micro catheter prior to injection of LEM (liquid embolic
material). Injection of DMSO prevents the unintentional precipitation of LEM, which immediately begins when there is contact to
water, saline solution or blood. A total 3 DM SO compatible 1 ml syringes are provided to deliver LEM and DMSO. Two White colored
piston syringes are used to deliver LEM and one blue colored piston syringe is used to deliver DMSQ. DMSO compatible delivery
micro catheter that is indicated for use in the neuro vascularate is used to access the embolization site. LEM is delivered by slow
controlled injection through a micro catheter into the brain arteriovenous malformation under fluoroscopic control. DMSO solvent
dissipates into the blood and interstitial fluids, causing the EVOH copolymer and suspended tantalum to precipitate in situ into a spongy
coherent embolus. As the polymeric embolus solidifies from the outside to the inside, LEM instantly forms a skin traveling more
distally in the vessel. Since LEM is non-adhesive, the micro catheter can be left in place while slow, controlled injections are performed.
“Angiography- can:be conducted post embolisation with the delivery micro catheter in place, which enables the physician to make

/| -additional injéetions through the same micro catheter, if neccessary.
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TURK STANDARDLARI ENSTITUSU
TURKISH STANDARDS INSTITUTION

AT Tasarim incelemesine Konu Olan Cihaz Tipi i¢in Temin Edilen Teknik Dokiiman Listesi
(List of the technical documentation provided for the appliance type relating to EC Desing Examination)

Ekli Teknik Dokiiman Listesi Teknik Dokiiman Referansi
(List of the technical documentation annexed) (Reference of the technical documentation)
Klinik Degerlendirme Soru Listesi ve Raporu Teknik Dosyasinda (In Technical File)

(Clinical Evaluation Check List and Report)
1159-MDD-063/2017-02

Tasarim Dosyasi Degerlendirme Raporu Teknik Dosyasinda (In Technical File)
Design Dossier Review Report
1159-MDD-063/2017-03

Inceleme Raporu Teknik Dosyasinda (In Technical File)
(Inspection Report)
1159-MDD-063/2017-01
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