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ANEXA LA LICENTA

Seria A MMII Nr. 048120
Societatea cu Raspundere Limitatd , GBRG-MLD”

Titular de licenta

Titularul de licentd este obligat si respecte urmatoarele conditii de licentiere pentru desfdsurarea
* Importul, comercializarea dispozitivelor medicale si opticii *

Hvithti
Reperfoctats. 1908.05.2014.2)10.03.2015

1. Desfasurarea activitatii licentiate in conformitate cu cadrul legislativ si normativ.

2. Asigurarea efectudrii controlului metrologic legal a mijloacelor de masurare, utilizate in domeniul sandatatii si
sigurantei populatiei.

3. Indicarea la loc vizibil al preturilor la marfuri si a tarifelor pentru servicii intr-o forma clara.

4. Detinerea autorizatiei sanitare, antiincendiare, ecologice si de securitate a muncii.

5. Dispunerea de spatii cu titlu de proprietate sau de locatiune pentru desfasurarea activitatii licentiate.

6. Dispunerea de specialisti in domeniu (ingineri, bioingineri).
Activitatea licentiatd se desfasoard pe adresa:

mun. Chisindu, str. Tighina, 65

Licenta este valabild cu urmatorul specialist - Ceaicovschi Tudor

: /
********************************;.;_
| A

LS.

Noti: Anexa si copiile ei sint valabile numai cu stampila originald a autorititii de licentiere.




Rechizitele bancare:

Cod fiscal/1003600117582

Cod TVA: /0205086

BC “Moldova-Agroindbank”SA
filiala M.Eminescu

cod: AGRNMD2X864

GLOBAL BIOMARKETING GROUP - MOLDOVA cod IBAN: MD14AG000000225184801542

Republica Moldova
mun. Chisinau, MD-2001

str. Tighina 65, of. 607
tel/fax.: (373-22) 54-91-21
tel./fax: (373-22) 54-73-73
tel: (373-22) 54-91-20

Nota informativa

referitor la prezentarea Licentei de activitate

Prin prezenta, noi, compania ,,GBG-MLD” SRL, comunica urmatoarele:

Avrticolul 5. Din Legea nr.102 cu priviree la dispozitivele medicale Activitatea de intreprinzator in
domeniul dispozitivelor medicale
Pentru a desfiasura activitdti de import, fabricare, comercializare, asistentd tehnicd si/sau reparatie a
dispozitivelor medicale si/sau a opticii, Intreprinzatorul trebuie si aibd angajat cel putin un specialist in
domeniu sau un bioinginer, exceptie facind farmaciile si magazinele de optica medicala.
Legea privind licentiere unor genuri de activitate, in baza careia se elibera licenta, a fost abrogata , dar
Legea Nr. 160 din 22-07-2011 (cu ultimele modificari) privind reglementarea prin autorizare a activitatii de
intreprinzator nu prevede licenta pentru importul, comercializarea, asistenta tehnica si reparatia dispozitivelor
medicale, inclusiv a opticii.
Ca urmare, solicitarea licentei este contrard prevederilor legale in vigoare pentru ca astfel de document nu se

mai elibereaza si nu mai este necesar pentru acest tip de activitate.

Director ,,GBG-MLD” SRL
T. Ceaicovschi

GLOBAL BIOMARKETING GROUP MOLDOVA






TECHNICAL SPECIFICATIONS

NB 5 NB9 NB 20
Tank Volume, litres 6 9,5 21
Useful Volume, litres 4 7 15
Temperature Range Ambient Temp + 5°C/ 99,9°C
Temperature Sensor Fe-Const
Control System N-Prime ™ Programmable Microprocessor
Temperature Set and Display Sensitivity 0,1°C
Temperature Variation @37°C +0,2°C*
Temperature Fluctuation @37°C +0,1°C*
Programmable Alarm Limits +0,5°C/5°C
Timer 1 minute - 99,9 hours + Hold Position
Delayed Start Timer 1 minute - 99,9 hours
Selectable Recording Frequency on Memory Stick 10 or 30 seconds, 1, 5, 30 or 60 minutes
Internal Material Stainless Steel
External Material Epoxy - Polyester Powder Coated Steel
Power Consumption 600 W 800 W 1600 W
Power Supply 230V, 50/60 Hz
Internal Dimensions (WxDxH) mm 150x300x150 240x300x145 505x300x145
External Dimensions (WxDxH) mm 240x400x270 320x405x275 590x405x275
Packing Dimensions (WxDxH) mm 300x460x480 390x450x480 650x450x480
Net / Packed Weight kg. 8/11 9/12 13/17

*At 22°C ambient tempeture with closed lid

ACCESSORIES

K04 290 Plexiglass lid for NB 5 (Resists up to 60°C)
K52010 Stainless steel lid for NB 5

K 04 286 Plexiglass lid for NB 9 (Resists up to 60°C)
K52 007 Stainless steel lid for NB 9

K 04 289 Plexiglass lid for NB 20 (Resists up to 60°C)
K52 003 Stainless steel lid for NB 20

K52 008 Lid with 4 holes for NB 9 (Hole dia. 95 mm)
K 52 005 Lid with 4 holes for NB 20 (Hole dia. 95 mm)
K 52 006 Lid with 6 holes for NB 20 (Hole dia. 95 mm)
K52014 Lid with 8 holes for NB 20 (Hole dia. 95 mm)
A 08051 Tube rack 52 x @ 13 mm, wide 70 mm

A 08 050 Tube rack 30 x @ 16 mm, wide 70 mm

A 08 021 Tube rack 27 x @ 18 mm, wide 70 mm

A 08 049 Tube rack 12 x @ 30 mm, wide 70 mm

NUVE SANAYi MALZEMELERI IMALAT VE TICARET A.S.

Saracalar Mah. Saracalar Kiimeevleri No: 4/2 Akyurt 06750 ANKARA / TURKEY t.+90 312399 28 30 f. +90312 399 21 97
nuve.comdr sales@nuve.com:tr

I1SO 9001: 2008
ISO 13485: 2003 C €

cytasarim.com

10.2016/215.K34.030



kiwa

. NUVE SANAYi MALZEMELERi
IMALAT VE TICARET ANONIM SiRKETI

SARACALAR MAHALLESI SARACALAR KUMEEVLERI NO:4/2
AKYURT — ANKARA — TURKIYE

URETIMI, SATIS VE SATIS SONRASI SERVIiS HiZMETLERI

kapsaminda

ISO 9001:2015

Uluslararasi kalite sistem standardina uygun
bir kalite ydnetim sistem kurmustur.

“Standardin asagida verilen maddeleri hari¢ tutulmugtur

“Harig tutma yoktur. “

BT
I I LABORATUVAR VE STERILIZASYON CIHAZLARI TASARIMI,
& eS|

Sertifika No :M 8215
Ik Belgelendirme Tarihi : 28 Nisan 2010
Sertifika Tarihi : 19 Subat 2019
Son Gegerlilik Tarihi : 18 Subat 2022
TURKAR :Z 2
Kalite Yonetim Sistemi (L.’
TS EN ISO/IEC 17021-1 Genel Miidiir
El RS E] Kiwa Belgelendirme Hizmetleri A.S.

ITOSB 9. Cadde No. 15 Tepeoren Tuzla - Istanbul - Tiirkiye
Tel: +90 216 593 25 75 Faks : + 90 216 593 25 74
Web: www.kiwa com.tr E-mail: info@kiwa.com.tr

Sertifikalar periyodik ara denetimlerin bagarili ile tamamlanmasi kaydiyla gegerlidir.

NO

Detayl bilgi igin yukaridaki numaralara bagvurulabilir.
YS-4AF4-45D4 Y

Sertifika Son Giincelleme Tarihi : 19 Subat 2019 - R 05



CERTIFICATE
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Q.

Quality Management System
TS EN ISO/IEC 17021-1

AB-0006-YS

NO
YS-4AF4-45D4

kiwa

NUVE SANAYi MALZEMELERI

IMALAT VE TICARET ANONIM SiRKETi

SARACALAR MAHALLESI SARACALAR KUMEEVLERI NO:4/2
AKYURT — ANKARA — TURKEY

with a scope of

DESIGN, MANUFACTURE, SALES AND AFTER SALES

SERVICES OF LABORATORY AND STERILIZATION EQUIPMENTS

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 8215

Initial Certification Date : 28 April 2010
Certification Date : 19 February 2019
Expiration Date : 18 February 2022

w@wj

General Manager

Kiwa Certification Services Inc.
ITOSB 9. Cadde No. 15 Tepedren Tuzla - Istanbul - Turkey
Tel: + 90216 593 25 75 Faks : +90 216 593 25 74
Web: www kiwa com.tr E-mail: info@kiwa.com.tr

Certificate is valid till expiration date, subject to successful completion of periodical surveillance audits.
Please contact above numbers for detailed information.

Last Modified: 19 February 2019 -

R 05



Medikal Cihazlar K.Y.S.
TS EN ISO/IEC 17021-1

AB-0006-YS
7T 4

TURKAK BDS NO
YS-4DCF-FE40

kiwa

. NUVE SANAY| MALZEMELERi
IMALAT VE TICARET ANONIM SiRKETI

SARACALAR MAHALLESI SARACALAR KUMEEVLERI NO:4/2
AKYURT — ANKARA - TURKIYE

LABORATUVAR VE STERILIZASYON CIHAZLARI
TASARIMI, URETIMi VE SATIS SONRASI SERVIS HIZMETLERI

kapsaminda

EN ISO 13485:2016

Tibbi Cihazlar - Kalite yénetim sistemleri — Duizenleyici amaglar igin gereklilikler

“Standardin asagida verilen maddeleri hari¢ tutulmugstur
“7.55""“757““7592"

Sertifika No :M 8216

[k Belgelendirme Tarihi : 28 Nisan 2010

Sertifika Tarihi : 19 Subat 2019

Son Gegerlilik Tarihi : 18 Subat 2022
Genel Midiir

Kiwa Belgelendirme Hizmetleri A.S.
ITOSB 9. Cadde No. 15 Tepetren Tuzla - Istanbul - Tirkiye
Tel: +90 216 593 25 75 Faks : +90 216 593 25 74
Web: www kiwa.com.tr E-mail: info@kiwa.com.tr
Sertifikalar periyodik ara denetimlerin basarili ile tamamlanmasi kaydiyla gegerlidir.
Detayl bilgi igin yukaridaki numaralara bagvurulabilir.

Sertifika Son Giincelleme Tarihi : 19 Subat 2019 - R 04



kiwa

. NUVE SANAYi MALZEMELERi
IMALAT VE TICARET ANONIM SIiRKETI

SARACALAR MAHALLESI SARACALAR KUMEEVLERI NO:4/2
AKYURT - ANKARA - TURKEY

with a scope of

DESIGN, MANUFACTURE AND AFTER SALES SERVICES OF
LABORATORY AND STERILIZATION EQUIPMENTS

Medical devices - Quality management systems - Requirements for
regulatory purposes

“Following elements of the standard are excluded"
“755“"757““7592"

EN ISO 13485:2016

Certificate No : M 8216
Initial Certification Date : 28 April 2010
Certification Date : 19 February 2019
Expiration Date : 18 February 2022
Medical Device Q.M.S
TS EN ISO/IEC 17021-1 General Manager
E B E] Kiwa Certification Services Inc.

¥ ITOSB 9. Cadde No. 15 Tepeoren Tuzla - Istanbul - Turkey
o o0 Tel: +90 216 593 25 75 Faks : +90 216 593 25 74
: Web: www.kiwa com.tr E-mail: info@kiwa.com.tr

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

TURKAK BS 0 Please contact above numbers for detailed information.
YS-4DCF-FE40

Last Modified: 19 February 2019 - R 04
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