SCAVI MOVIMENTO TERRA E DEMOLIZIONI
A MICHEI.E ANTONIO LEGGIERI s.r.l. LIVELLAMENTI E COSTRUZIONI STRADALI
COSTRUZIONI CIVILI ED INDUSTRIALI
k ® COSTRUZIONI GENERALI PAVIMENTAZIONI INDUSTRIALI

Fornitura materiale edile

Listino Q 26/03/2020
Claudio Leggieri 329/0730700 mail: mask@leggieri.com
Michele Antonio Leggieri srl Listino Q 26/03/2020

Mascherine chirurgiche TNT a

' tre strati con elastico €0,55/cad
2 Mascherine filtranti FFP2 € 2,40/cad
3 Mascherine filtranti FFP3 € 2,60/cad
4 Mascherine N 95 €2,30/cad
5 Tute impermeabili tipo SARS €18,00/cad
Lunedi 30/03/2020 ROMA

AL CARICO DELLA MERCE

TUTTA LA MERCE OFFERTA E ACCOMPAGNATA DA CERTIFICATO
DI ORIGINE E CERTIFICATO DI IDONEITA PER USO SANITARIO .
I PREZZI SI INTENDONO IVA ESCLUSA

MICHELE ANTONIO LEGGIERI S.r.l. www.gruppoleggieri.com AZIENDA CERTIFICATA

71041 CARAPELLE (FG) Via Vico | del Pozzo n.21 Tel.: 0885 840869 UNIENISO 9001:2015 Certificato C2018-00731
P.IVA: 03690130715 Fax: 0885 890237 UNIEN SO 14001:2015 Cerfiicato C201800732
R.E.A. FG-265822 Email: info@leggieri.com BS OHSAS 18001:2007 Cerfificato C201800733

Capitale Sociale € 100000,00 Int. Vers. PEC: maleggierisri@pec.it Attestazione SOA N.5238/63/01
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SCAVI MOVIMENTO TERRA E DEMOLIZIONI
A MICHELE ANTONIO LEGGIERI s.r.l. LIVELLAMENTI E COSTRUZIONI STRADALI
COSTRUZIONI CIVILI ED INDUSTRIALI
k A PAVIMENTAZIONI INDUSTRIALI

Fornitura materiale edile

Mascherina Chirurgica triplo strato

MICHELE ANTONIO LEGGIERI S.r.l. www.gruppoleggieri.com AZIENDA CERTIFICATA

A

7 |
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A MICHELE ANTONIO LEGGIERI Sx.l. SCAVI MOVIMENTO TERRA E DEMOLIZIONI

LIVELLAMENTI E COSTRUZIONI STRADALI
COSTRUZIONI CIVILI ED INDUSTRIALI
‘. .‘ COSTRUZIONI GENERALI

PAVIMENTAZIONI INDUSTRIALI
Fornitura materiale edile

Mascherina Rigida
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SCAVI MOVIMENTO TERRA E DEMOLIZIONI
A MICHELE ANTONIO LEGGIERI Sr.l. LIVELLAMENTI E COSTRUZIONI STRADALI
COSTRUZIONI CIVILI ED INDUSTRIALI
A L COSTRUZIONI GENERALI PAVIMENTAZIONI INDUSTRIALI
Fornitura materiale edile

Mascherina Pieghevole

MICHELE ANTONIO LEGGIERI S.r.l. www.gruppoleggieri.com AZIENDA CERTIFICATA A~ T—
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SCAVI MOVIMENTO TERRA E DEMOLIZIONI
A MlCHELE ANTON'O LEGG'ER' Srl LIVELLAMENTI E COSTRUZIONI STRADALI
COSTRUZIONI CIVILI ED INDUSTRIALI
PAVIMENTAZIONI INDUSTRIALI
Fornitura materiale edile

MICHELE ANTONIO LEGGIERI S.r.l. www.gruppoleggieri.com AZIENDA CERTIFICATA
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SCAVI MOVIMENTO TERRA E DEMOLIZIONI

A MICHELE ANTONIO LEGGIERI s.r.l. LIVELLAMENTI E COSTRUZIONI STRADALI
‘. . COSTRUZIONI GENERALI COSTRUZIONI CIVILI ED INDUSTRIALI

PAVIMENTAZIONI INDUSTRIALI
Fornitura materiale edile

Certificazioni

REGISTRATION NO. 04719Q10828RSL

CERTIFICATE
OF QUALITY MANAGEMENT SYSTEM

This is to certify that the quality management system of

Has been assessed and confomé;to the foilb;il;g stan&ir&(s)
GB/T 19001-2016 idt ISO 9001:2015

The certificate is valid for the following scope: ;
The Design, Development, Production and Service of (Within the

scope of administrative license) .

Date of issue: August 19,2019
Date of expiry: August 18,2022

-y
General Manager: éﬁ i %

BELJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD.

HELAR
BRFREW
)i FEER
S L o MANAGEMENT SYSTEM
CNAS C047-M
Note: This certificate will mot be valid until the organization has been approved in the annual audits. The certificate
information are svailable on the website of the certification and accreditation administration of the People’s Republic of

China (www.caca.gov.cn) or the website of CMD (wwwemdecomen).  Address: &* floor of Zhoog Lian building, No.jia88,
An Ding Men Wai street, Dongcheng district, Beijing.100011, P.R. China Telephone: 010-62351993
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A SCAVI MOVIMENTO TERRA E DEMOLIZIONI
()

MICHELE ANTONIO LEGGIERI s.r.l. LIVELLAMENTI E COSTRUZIONI STRADALI

COSTRUZIONI CIVILI ED INDUSTRIALI
k ® COSTRUZIONI GENERALI PAVIMENTAZIONI INDUSTRIALI

Fornitura materiale edile

REGISTRATION NO. 04719Q10000951

License:
26, Medical Cap
27, Disposable Surgical Dressing Kit
28. .Disposable Sterile Urethral Catheterization Kit
29, Medical Gauze Within Cotton
30. Disposable Sterile Drapes
31, Disposable Bandage Suture Kit
32, Medical Absorbent Gauze Pad
33, Medical Sterile Adhesive Wound Paste
34. Disposable Gynecology Examination Kit
35. Disposable Umbilical Protection Package
36. Medical gauze dressing set with X-ray
37, Disposable Delivery Kit
38, Disposable Nasal Oxygen Tube
39, Disposable Gastric Tube Kit
40. Disposable Gastroscopy Kit
41, Disposable Medical Mask
42. Disposable Mask, Cap
Disposable Sterile Vaginal Dilator
44, Disposable puncture nursing bag
Disposable Oxygen Mask
Sterile Medical Swab
Sterile Medical Cotton Ball
Medical Absorbent Conton Ball
Medical lodine Cotton Ball
Medical Infusion Plaster
Disposable Sheet

BEWJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD.

Note: This certificate will not be valid until the organization bas been approved in the annual audits, The certificate
information are available on the website of the certification and accreditation administration of the People's Republic of
China (www.enca.gov.en) or the website of CMD (www.emde.com.cn). A“m: 5™ floor ol Zhong Lian building, No.jia88,
An Ding Men Wal street, Do : 993
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SCAVI MOVIMENTO TERRA E DEMOLIZIONI

MICHELE ANTONIO LEGGIERI s.r.l. LIVELLAMENTI E COSTRUZIONI STRADALI
COSTRUZIONI GENERALI COSTRUZIONI CIVILI ED INDUSTRIALI

PAVIMENTAZIONI INDUSTRIALI
Fornitura materiale edile

REGISTRATIONNO. 04719Q10000951

CERTIFICATE OF QUALITY MANAGEMENT
SYSTEM FOR MEDICAL DEVICES

This is to certify that the quality management system of

Has been assessed and conformed tthe folowing standard(s)
YY/T 0287-2017 idt ISO 13485:2016
The certificate is valid for the following scope:
The Design, Development, Production and Service of (Wltlnn the
scope of administrative license) .

Date of issue: August 19,2019
Date of expiry: August 18,2022

R
General Manager: %

BEIJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD.

Note: This certificate will not be valid until the organization has been approved in the annual audits. The certificate
information are available on the website of the certification and accreditation administration of the People's Republic of
China (www.cnca.gov.en) or the website ot CMD (www.emdecomen).  Address: 5 floor of Zhong Lian building, No.jia88,
An Ding Men Wai street, Dong dintrict, Beijin;

MICHELE ANTONIO LEGGIERI S.r.l. www.gruppoleggieri.com AZIENDA CERTIFICATA
71041 CARAPELLE (FG) Via Vico | del Pozzo n.21 Tel.: 0885 840869 UNIENISO 9001:2015 Cerfificato C2018-00731
P.IVA: 03690130715 Fax: 0885 890237 UNIEN SO 14001:2015 Certiicato C2018-00732

R.E.A. FG-265822
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A\ MICHELE ANTONIO LEGGIERI S.J.
COSTRUZIONI GENERALI

i

Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Site included:

Henan 467000, China

Date: 2016-10-25

East of Longshan Road,

SCAVI MOVIMENTO TERRA E DEMOLIZIONI
LIVELLAMENTI E COSTRUZIONI STRADALI
COSTRUZIONI CIVILI ED INDUSTRIALI
PAVIMENTAZIONI INDUSTRIALI

Fornitura materiale edile

= ®
TUVRheinland

Doc.

3/3, Rev. ©

TUV Rheinland
LGA Products GmbH

TillystraBe 2, 90431 Nirnberg

DD 60114594 0001
15044773 007

- -

Jiaxian, Pingdingshan City,

1

MICHELE ANTONIO LEGGIERI S.r.l.
71041 CARAPELLE (FG) Via Vico | del Pozzo n.21
P.IVA: 03690130715

R.E.A. FG-265822

Capitale Sociale € 100'000,00 Int. Vers.

www.gruppoleggieri.com
Tel.: 0885 840869

Fax: 0885 890237

Email: info@leggieri.com
PEC: maleggierisri@pec.it

AZIENDA CERTIFICATA

UNIEN SO 9001:2015 Certificato C2018-00731
UNIEN SO 14001:2015 Certificato C201800732
BS OHSAS 180012007 Certificato C201800733
Attestazione SOA N.5238/63/01

REGISTRARS, INC. CcO NSH_ET
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SCAVI MOVIMENTO TERRA E DEMOLIZIONI
LIVELLAMENTI E COSTRUZIONI STRADALI
COSTRUZIONI CIVILI ED INDUSTRIALI
PAVIMENTAZIONI INDUSTRIALI

Fornitura materiale edile

A
P

MICHELE ANTONIO LEGGIERI S.r.l.
COSTRUZIONI GENERALI

= ®
TUVRheinland

1/3, Rev. 0

TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to
Certificate
Registration No.: DD 60114594 0001
Report No.: 15044773 007
Manufacturer:
- ’ S ]

el |

Products: ;

Sterile Syringes for Single Use, Sterile Infusion Sets for
Single Use (Sterile Infusion Sets with Needles, Sterile Bag
Type Infusion Sets with Needles, Disposable Infusion Sets
with Precision Filters, Disposable Precise Filter
Light-resiatant Infusion Sets, Disposable Flow Trimming
Precision Filter Infusion Sets With Needles, Disposable
Fluid Automatic Stopped Infusion Sets With Needles), Sterile
Hypodermic Needles for Single Use, Sterile Intravenous
Needles for Single Use, Disposable Blood Transfusion Sets,
Disposable I.V. Catheters, Disposable Venous Blood
Collection Needles, Disposable Nasal Oxygen Cannulas,
Sterile Insulin Syringes for Single Use, Sterile Retraction
Type Safety Syringes for Single Use, Disposable Safety
Intrayenous Catheters, Tracheal Tubes for Single Use,
Breathing Tubes, Disposable Oxygen Masks, Disposable Stomach
Tube Kits, Disposable Endotracheal Intubation Kits, Medical

* Laryngeal Masks, Anesthesia Masks, Heat and Moisture
Exchangers, Syringes for Fixed-Dose immunization with
Retractable Needle, Disposable Heparin Caps, Disposable
Urethral Catheter Kits

Date: 2016-10-25

MICHELE ANTONIO LEGGIERI S.r.I.
71041 CARAPELLE (FG) Via Vico | del Pozzo n.21
P.IVA: 03690130715

R.E.A. FG-265822

Capitale Sociale € 100'000,00 Int. Vers.

www.gruppoleggieri.com
Tel.: 0885 840869

Fax: 0885 890237

Email: info@leggieri.com
PEC: maleggierisri@pec.it
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UNIEN SO 9001:2015 Certificato C2018-00731
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SCAVI MOVIMENTO TERRA E DEMOLIZIONI

A MICHELE ANTONIO LEGGIERI s.r.l. LIVELLAMENTI E COSTRUZIONI STRADALI
t. a COSTRUZIONI GENERALI COSTRUZIONI CIVILI ED INDUSTRIALI

PAVIMENTAZIONI INDUSTRIALI
Fornitura materiale edile

REGISTRATION NO. 04719Q10000951

License:
52. Disposable Sterile Towe
53. Medical Band Aid
54, Medical Paraffin Cotton Ball
55. Protector For Transfusion Joint
56. Disposable Medical Pad
57. Disposable Oral Cavity Aqueduct
58. Surgical Mask .
59, Disposable Anorectal Drug Delivery Device
60, Disposable Endotracheal Intubation Kit
61. Medical Laryngeal Mask
62+ Medical Gauze Bag
63. Disposable Surgical Imaging Kits
Disposable Anorectal Drug Injection Device
65. Medical Tube For Anaesthesia Machine And Respirator
66, Disposable Endotracheal tube
Heat And Moisture Exchanger andage
68, Disposable sterile oral cavity Kit
Disposable Infusion Kit
Disposable Perineal Cleaning Kit
Disposable Sterile Skin Pre-operation kit
Disposable Wound Dressing Kit
Disposable Examination Gloves (PE)
Medical Breathable Tape
Medical Gauze Bandage
Medical Elastic Bandage
Disposable Extension Tube for Infusion
Sterile rinse syringes for single use

BEIJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD.

Note: This certificate will not be valid until the organization has been approved in the annual sudits. The certificate

information are available on the website of the certification and accreditation administration of the People’s Republic of

China (www.coca.gov.en) or the website of CMD (www.emde.com.cn).  Address: $* floor of Zhong Lian building, No.jia88,
Ding Men \) Dongcheng district, Bs D00 R, Chis elephone: 01062351993
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A SCAVI MOVIMENTO TERRA E DEMOLIZIONI
()

MICHELE ANTONIO LEGGIERI s.r.l. LIVELLAMENTI E COSTRUZIONI STRADALI
‘. . COSTRUZIONI GENERALI COSTRUZIONI CIVILI ED INDUSTRIALI

PAVIMENTAZIONI INDUSTRIALI
Fornitura materiale edile

= ®
‘ TUVRheinland

TUV Rheinland Doc. 2/3, Rev. 0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: SX 60114595 0001
Report No.: 15044773 007
Organization: !
Scopo: Products:
Syringes for Fixed-Dose immunization with Retractable
Needle, Disposable Heparin Caps, Disposable Urethral
Catheter Xits, Disposable Drainage Bags, Disposable Medical
Pads, Medical Caps, Surgical Masks, Disposable Suction
Catheters, Disposable Spatula, Disposable Vaginal Dilators,
Wound Plasters, Drainage Tubes for Single Use, Sterile
Medical Cotton Balls, Sterile Medical Sheets, Sterile Cotton
Swabs, Examination Gloves, Disposable Dressing Kits, Medical
Absorbent Gauze Pieces, Medical Absorbent Gauze Pads,
Disposable Medical Films, Positive Pressure Needle-Free
Infusion Connectors, Medical Use Cotton Rolls, Medical Gauze
Bandages, Medical Elastic Bandages, Oropharyngeal Alrways,
Disposable Sterile Dispensing Syringes, Disposable Delivery
Kita, Medical Masks, Protectors for Transfusion Joint,
Disposable Oral Irrigation Tubes
Certification Body
o
L
- DAKKS
NE;E; Akkrediticrungsstelle

D-ZM-14165-01-02

Date: 2016-10-25

MICHELE ANTONIO LEGGIERI S.r.l. www.gruppoleggieri.com AZIENDA CERTIFICATA
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A MICHELE ANTONIO LEGGIERI S.r.l.
1&. COSTRUZIONI GENERALI

EC Certificate

Medical Devices

Directive 93/42/EEC Annex V
Production Quality Assurance

Registration No.: DD 60114594 0001

SCAVI MOVIMENTO TERRA E DEMOLIZIONI
LIVELLAMENTI E COSTRUZIONI STRADALI
COSTRUZIONI CIVILI ED INDUSTRIALI
PAVIMENTAZIONI INDUSTRIALI

Fornitura materiale edile

= ®
TUVRheinland

Report No.: 15044773 007
Manufacturer: R
Products: Medical Devices

(see attachment for products and site included)

Replaces Approval, Registration No.: DD 60105228 0001
Expiry Date: 2021-10-22

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class Ilb and class Il devices covered by this
certificate an EC type-examination certificate according to Annex Il is required.

Effective Date: 2016-10-25

Dll.': 2016-10-25

2
e
alls - 90431 Nirnberg

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

TUV Rheinland LGA Products GmbH - Tillyst

MICHELE ANTONIO LEGGIERI S.r.l. www.gruppoleggieri.com AZIENDA CERTIFICATA A T—

71041 CARAPELLE (FG) Via Vico | del Pozzo n.21 Tel.: 0885 840869 UNIENISO 9001:2015 Cerfificato C2018-00731 ; -.L-
P.IVA: 03690130715 Fax: 0885 890237 UNIEN SO 14001:2015 Certiicato C2018 00732 | s 0
R.E.A. FG-265822 Email: info@leggieri.com BS OHSAS 180012007 Cerfiicato C201800733  REGISTRARS iNC.

Capitale Sociale € 100'000,00 Int. Vers.
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SCAVI MOVIMENTO TERRA E DEMOLIZIONI

A MICHELE ANTONIO LEGGIERI S.r.l. LIVELLAMENTI E COSTRUZIONI STRADALI
!. . COSTRUZIONI GENERALI COSTRUZIONI CIVILI ED INDUSTRIALI

Attachment to

Date: 2016-10-25

0-2M-14169-01-02

PAVIMENTAZIONI INDUSTRIALI
Fornitura materiale edile

o ®
TUVRheinland

TUV Rheinland DOLANRI S REY A0
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

Certificate
Registration No.: SX 60114595 0001
Report No.: 15044773 007
Organization:
Scope: Site included:
East of Longshan Road, Jiaxian, Pingdingshan City,
Henan 467000, China
Certification Body
b —
(( pAKKS
DN Deutsche
S—— Akkrecitierungsstelle

MICHELE ANTONIO LEGGIERI S.r.l.

71041 CARAPELLE (FG) Via Vico | del Pozzo n.21
P.IVA: 03690130715

R.E.A. FG-265822

Capitale Sociale € 100'000,00 Int. Vers.

www.gruppoleggieri.com AZIENDA CERTIFICATA A T—

Tel.: 0885 840869 UNIEN SO 9001:2015 Cerfiicato C2018-00731 A -'.L-
Fax: 0885 890237 UNIEN SO 14001:2015 Certiicato C2018 00732 | s d
Email: info@leggieri.com BS OHSAS 180012007 Cerfiicato C201800733  REGISTRARS iNC.
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SCAVI MOVIMENTO TERRA E DEMOLIZIONI

A MICHELE ANTONIO LEGGIERI S.r.l. LIVELLAMENTI E COSTRUZIONI STRADALI
1{ o\ COSTRUZIONI GENERALI

Attachment to
Certificate

Report No.:

Manufacturer:

Date: 2016-10-25

Registration No.:

Absorbent Gauze Pieces,
Disposable Medical Filma,
Infusion Connectors, Medical Use Cotton Rolle,
Bandages, Medical Elastic Bandages, Oropharyngeal Airways,

Disposable Sterile Dispensing Syringes, Disposable Delivery
Kits, Medical Masks, Protectors for Transfusion Joint,

Disposable Oral Irrigation Tubes

TUV Rheinland

COSTRUZIONI CIVILI ED INDUSTRIALI
PAVIMENTAZIONI INDUSTRIALI

Fornitura materiale edile

TUVRheinla:d

LGA Products GmbH

DD 60114594 0001
15044773 007

TillystraBe 2, 90431 Nirnberg

Aspects of manufacture concerned with securing and
maintaining sterile conditions:
Disposable Drainage Bags, Disposable Medical Pads, Medical
Caps, Surgical Masks, Disposable Suction Catheters,
Disposable Spatula, Disposable Vaginal Dilators, Wound
Plasters, Drainage Tubes for Single Use, Sterile Medical
Cotton Balls, Sterile Medical Sheets,
Examination Gloves, Disposable Dressing Kits, Medical
Medical Absorbent Gauze Pads,
Positive Pressure Needle-Free

Sterile Cotton Swabe,

Medical Gauze

10

MICHELE ANTONIO LEGGIERI S.r.l.

71041 CARAPELLE (FG) Via Vico | del Pozzo n.21
P.IVA: 03690130715

R.E.A. FG-265822

Capitale Sociale € 100'000,00 Int. Vers.

www.gruppoleggieri.com
Tel.: 0885 840869

Fax: 0885 890237

Email: info@leggieri.com
PEC: maleggierisri@pec.it
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MICHELE ANTONIO LEGGIERI S.r.l.
COSTRUZIONI GENERALI

Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Akkreditierungsstelie
0-IM-14169-01-02

Date:

2016-10-25

SCAVI MOVIMENTO TERRA E DEMOLIZIONI
LIVELLAMENTI E COSTRUZIONI STRADALI
COSTRUZIONI CIVILI ED INDUSTRIALI
PAVIMENTAZIONI INDUSTRIALI

Fornitura materiale edile

2 ®
TUVRheinland

Doc. 1/3, Rev. 0

TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

SX 60114595 0001
15044773 007

.

Products:

Sterile Syringes for Single Use, Sterile Infusion Sets for
Single Use (Sterile Infusion Sets with Needles, Sterile Bag
Type Infusion Sets with Needles, Dispcsable Infusion Sets
with Precision Filters, Disposable Precise Filter
Light-resistant Infusion Sets, Disposable Flow Trimming
Precision Filter Infusion Sets With Needles, Disposable
Fluid Automatic Stopped Infusion Sets With Needles), Sterile
Hypodermic Needles for Single Use, Sterile Intravenous
Needles for Single Use, Disposable Blood Transfusion Sets,
Disposable I.V. Catheters, Disposable Venous Bloed
Collection Needles, Disposable Nasal Oxygen Cannulas,
Sterile Insulin Syringes for Single Use, Sterile Retraction
Type Safety Syringes for Single Use, Disposable Safety
Intravenous Catheters, Tracheal Tubes for Single Use,
Breathing Tubes, Disposable Oxygen Masks, Disposable Stomach
Tube Kits, Disposable Endotracheal Intubation Kits, Medical
Laryngeal Masks, Anesthesia Masks, Heat and Moisture
Exchangers

Certification Body

MICHELE ANTON

10 LEGGIERI S.r.1.

71041 CARAPELLE (FG) Via Vico | del Pozzo n.21

P.IVA: 03690130715
R.E.A. FG-265822

Capitale Sociale € 100'000,00 Int. Vers.

AZIENDA CERTIFICATA

UNIEN SO 9001:2015 Certificato C2018-00731
UNIEN SO 14001:2015 Cerfificato C201800732
BS OHSAS 18001:2007 Cerfificato C2018-00733
Attestazione SOA N.5238/63/01
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SCAVI MOVIMENTO TERRA E DEMOLIZIONI
LIVELLAMENTI E COSTRUZIONI STRADALI
COSTRUZIONI CIVILI ED INDUSTRIALI
PAVIMENTAZIONI INDUSTRIALI

Fornitura materiale edile

A MICHELE ANTONIO LEGGIERI S.r.l.
1&. COSTRUZIONI GENERALI

Tl-JVRheinlagd
Certificate

: The Certification Body of
TUV Rheinland LGA Products GmbH

has established and applies a quality management system for medical devices
for the following scope

Manufacture and Distribution of Medical Devices

(see attachment for products and site included)
Proof has been furnished that the requirements specified in

EN I1SO 13485:2012
EN ISO 13485:2012/AC:2012

are fulfilled. The quality management system is subject to yearly surveililance

Effective Date: 2016-10-25

Certificate Registration No. SX 60114595 0001

An audit was performed. Report No.. 15044773 007
2019-02-28

Certification Body

l This Certificate is valid until:
|

e
| (( pAKKS

- Deutsche
| ~=—" Akkreditierungsstelie
D-ZM-14169-01-02

Date 2016-10-25

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tol.: «45 221 808.1371 Fax: +48 221 8053635 o-mal cortwaldityBde tuv com hitp fwww. tuv comisafety

MICHELE ANTONIO LEGGIERI S.r.l. www.gruppoleggieri.com AZIENDA CERTIFICATA A T
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SCAVI MOVIMENTO TERRA E DEMOLIZIONI

A MICHELE ANTONIO LEGGIERI S.r.l. LIVELLAMENTI E COSTRUZIONI STRADALI
k . COSTRUZIONI GENERALI COSTRUZIONI CIVILI ED INDUSTRIALI

PAVIMENTAZIONI INDUSTRIALI
Fornitura materiale edile

Arhwd erL elle
DNH’Hm

Certificate

No. Q6 083528 0010 Rev. 00

Praduct Serviee

Holder of Certificate: -

1€

Facility(ies):

Certification Mark:

Scope of Certificate:  Production and Distribution of Surgical Set,
Surgical Gown, Surgical Drape, Tube Cover,
Liquid Collection Pouch, Protective Gown,
Warm Blanket and Surgical Hood

P
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D
:
| rd(s): EN ISO 134852016
«p.: App led Standa d( ) Medical devices - Quality management sysiems -
Requirements for regulatory purposes
L (ISO 13485:2016)
DIN EN 1SO 13485:2016

d

-

= The Certification Body of TUV SUD Product Service GmbH certifies that the company mentoned

2 above has established and is maintaining a quality management system (excluding subclause 7.3),

: which meets the requirements of the listed standard(s). See also notes overleaf

| Report No.: SH1978207

oc

L Valid from: 2019-04-01

o Valid until: 2022-03-31

*

) 2019-04-01

4 - Stefan Preift

[V

[
¢ e
= w Page 101 »
3 ~N TUV SUD Product Service GrbH « Certfication Body » Ridlerstrale 85 « 80339 Munich « Germany TOV
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SCAVI MOVIMENTO TERRA E DEMOLIZIONI

A MICHELE ANTONIO LEGGIERI S.r.l. LIVELLAMENTI E COSTRUZIONI STRADALI
k . COSTRUZIONI GENERALI COSTRUZIONI CIVILI ED INDUSTRIALI

PAVIMENTAZIONI INDUSTRIALI
Fornitura materiale edile

Product Sefvice

EC Certificate

Production Quality Assurance System
Directive 834 2/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

No. G2S 18 01 83528 008

—
<
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©
=
[
a
s
o
*

Manufacturer:
EC-Representative: o
(¥ = 5
[Siel "
Product Surgical Set, Surgical Gown,
Category(ies): Surgical Drape, Tube Cover,

Liquid Collection Pouch, Protective Gown,
Warm Blanket and Surgical Hood

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has mplemented a quality assurance system for manufacture in accordance with
MDD Annex V. This quality assurance system covers those aspects of manufacture concemed
with securing and maintaining sterile conditions of the respective devices / device categories and
conforms to the requirements of this Directive It is subject to periodical surveillance. See aiso

=7

[+ L

notes overieaf

Report No.: SH18783EXTO1
Valid from: 2018-04-23

Valid until: 2023-04-22

Date, 20180215 1

Stafan Prad)

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 10f2

ZERTIFIKAT @ CERTIFICATE ¢

TOV SUD Product Service GmbH - Zertifizierstefle - Ridlerstralle 65 - 80339 Minchen - Germany Tov
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MICHELE ANTONIO LEGGIERI S.r.l.

SCAVI MOVIMENTO TERRA E DEMOLIZIONI
LIVELLAMENTI E COSTRUZIONI STRADALI
COSTRUZIONI CIVILI ED INDUSTRIALI
PAVIMENTAZIONI INDUSTRIALI

Fornitura materiale edile

Certificate Number: HW20200315026S
Medical devices93/42/EEC

7 Certificate Of Compliance

Applicant
Address
Manufacturer
Address

Product

Model KW-L(KD-KZ2005)
The submitted products have been tes'v+ Ly us with the following standard(s) and found to
be in compliance with the listed " u~vpeai Directives.

EN 14683:2014

The test results apply only fo the particular sample tested and to the specific tests carried
out. icciucal Report and documentation are at the Holder's disposal.

hie certificate applies specifically to the sample investigated in our test reference number
only. The CE markings as shown below tan be affixed on the product after preparation of
necessary technical documentation. Other relevant Directives have to be observed.

Date: March 15, 2020

Shenzhen Huawin Testing Certification Co., Ltd.

Add: 7F, Buildng A, Shenye U Center, No. 743, Zhoushi Road, Bao'an District, Shenzhen, China
Hitp:/mwww. huawinlab.com  E-mail: info@huawiniab.com

MICHELE ANTONIO LEGGIERI S.r.l.
71041 CARAPELLE (FG) Via Vico | del Pozzo n.21

P.IVA: 03690130715
R.E.A. FG-265822

Capitale Sociale € 100'000,00 Int. Vers.

www.gruppoleggieri.com AZIENDA CERTIFICATA
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SCAVI MOVIMENTO TERRA E DEMOLIZIONI

MICHELE ANTONIO LEGGIERI S.r.l. LIVELLAMENTI E COSTRUZIONI STRADALI
COSTRUZIONI GENERALI COSTRUZIONI CIVILI ED INDUSTRIALI

PAVIMENTAZIONI INDUSTRIALI
Fornitura materiale edile

Device Listing Code No. Device Namc
D374965 OEA Non-sumi.2! «sotation gown
D374964 KHA =St SCAVENGING

Huawin will confirm that sioh registration remains effective upon request
and presentation of thi= ccriificate until the end of the calendar year stated
above, unless said registration is terminated after issuance of this certificate.
Huawin makes no other representations or warranties, nor does this
certificaie make sole benefit it is issued. This certificate does not denote

endorsement or approval of the certificate-holder's device or establishment
oy the U.S. Food and Drug Administration. Huawin assumes no liability to
any person or entity in connection with the foregoing.

The U.S. Food and Drug Administration does not issue a certificate of
registration, nor does the U.S. Food and Drug Administration recognize a
certificate of registration. Huawin is not affiliated with the U.S. Food and
Drug Administration.

Shenzhen Huawin Testing Certificaton Co., Ltd.
Add: 7F, U Center, No.743, Zhoushi Road, Bao'an, Shenzhen, China
Http:/mww.huawinlab.com E-mail: info@huawiniab.com

MICHELE ANTONIO LEGGIERI S.r.l. www.gruppoleggieri.com AZIENDA CERTIFICATA
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R.E.A. FG-265822
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MICHELE ANTONIO LEGGIERI S.r.l. LIVELLAMENTI E COSTRUZIONI STRADALI
COSTRUZIONI CIVILI ED INDUSTRIALI
kﬁ PAVIMENTAZIONI INDUSTRIALI

Fornitura materiale edile

A SCAVI MOVIMENTO TERRA E DEMOLIZIONI
(]

Certificate Number: HW20200315009S
Personal protective equipment (EU)2016/425

e Certificate Of Compliance

Applicant : e
Address

Manufacturer
Address

Product : ;
Model :  KD-YY2012Y

The submitted products have %a&n ested by us with the following standard(s) and found to
be in compliance with e lisied European Directives.

EN 14126:2003+AC:2004

,\

&
i
K
Q)

The *est results apply only to the particular sample tested and to the specific tests carried
out. Technical Report and documentation are at the Holder's disposal.

This certificate applies specifically to the sample investigated in our test reference number
only. The CE markings as shown below can be affixed on the product after preparation of
necessary technical documentation. Other relevant Directives have to be observed.

Sersagee:

)
- -
@Y

PR STIaND & BT

Date: March 15, 2020

Shenzhen Huawin Testing Certification Co., Ltd.
Add: 7F, Building A, Shenye U Center, No. 743, Zhoushi Road, Bao'an District, Shenzhen, China
Http/mwww.huawinlab.com E-mail: info@huawinlab.com
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SCAVI MOVIMENTO TERRA E DEMOLIZIONI

A MICHELE ANTONIO LEGGIERI S.r.l. LIVELLAMENTI E COSTRUZIONI STRADALI
!. . COSTRUZIONI GENERALI COSTRUZIONI CIVILI ED INDUSTRIALI

Attachment to

Date: 2016-10-25

0-2M-14169-01-02

PAVIMENTAZIONI INDUSTRIALI
Fornitura materiale edile

s ®
TUVRheinland

TUV Rheinland DOANRI S REY A0
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

Certificate
Registration No.: SX 60114595 0001
Report No.: 15044773 007
Organization:
Scope: Site included:
East of Longshan Road, Jiaxian, Pingdingshan City,
Henan 467000, China
Certification Body
V—
(( AKKS
DN Deutsche
S—— Akkrecitierungsstelle

MICHELE ANTONIO LEGGIERI S.r.l.

71041 CARAPELLE (FG) Via Vico | del Pozzo n.21
P.IVA: 03690130715

R.E.A. FG-265822
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MICHELE ANTONIO LEGGIERI s.r.l. LIVELLAMENTI E COSTRUZIONI STRADALI
t. . COSTRUZIONI GENERALI COSTRUZIONI CIVILI ED INDUSTRIALI

PAVIMENTAZIONI INDUSTRIALI
Fornitura materiale edile

A SCAVI MOVIMENTO TERRA E DEMOLIZIONI
()

REGISTRATION NO. 04719Q10000951

License:
1. Disposable Blood Transfusion Apparatus With The Needle
2. Disposable Infusion With The Needle
3. Disposable Venoclysis Needle
4. Disposable Sterile Syringe With The Needle
5. Disposable Sterile Syringe Needle
6. Disposable Venous Blood Taking Needle
7. Disposable Precision Filter Infusion With The Needle
8. Disposable Sterile Insulin Syringe
9. Disposable Venous Indwelling Needle
10, Disposable Sterile Asepsis Self-destructive Type Fixed Dose Of Vaceine Syringe With The Needle
11. Disposable Sterile Asepsis Retraction Type Self-destruction Syringe With The Needle
12. Disposable Bag -type Infusion With The Needle
13, Disposable Anesthesia Puncture Kit
14. Heparin Cap For Transfusion
15. Positive Pressure Airtight Infusion Joint No Needle
16, Disposable Puncture Resistant Venous Indwelling Needle
17, Disposable Sterile Central Venous Catheter Kit
18, Disposable Infusion Pump (Trade Name: Analgesia Pump)
19. Disposable Precise Filtering Photophobic Infusion
20, Disposable Precise Filtering Transfusion Apparatus With Needle
21. Disposable Flow Trimming Precision Filter Infusion Set With Needle
22. Disposable Fluid Automatic Stopped Infusion Set With Needle
23, Disposable Vacuum Blood Collection Tube
24. Disposable Sterile Dispensing Syringe
25, Medical Absorbent Cotton Gauze

BEIJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD.

Note: This certificate will not be valid until the organization has been approved in the annual audits. The certificate
information are available on the website of the certification and accreditation administration of the Feople's Republic of
China (www.cnea.govien) or the website of CMD (www.emdc.com.cn).  Address: S foor of Zhong Lian building, No.jia8S,
An D) 1, Dong d } M0 R. Chin: ep 99.

y rlephone: 01062351
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A SCAVI MOVIMENTO TERRA E DEMOLIZIONI
()

MICHELE ANTONIO LEGGIERI S.r.l. LIVELLAMENTI E COSTRUZIONI STRADALI
COSTRUZIONI CIVILI ED INDUSTRIALI
‘. ° COSTRUZIONI GENERALI

PAVIMENTAZIONI INDUSTRIALI
Fornitura materiale edile

REGISTRATIONNO. 04719Q10828R5L

License:
52, Disposable Sterile Towe
53, Medical Band Aid
54. Medical Paraffin Cotton Ball
55, Protector For Transfusion Joint
56. Disposable Medical Pad
57, Disposable Oral Cavity Aqueduct
58, Surgical Mask 5
59. Disposable Anorectal Drug Delivery Device
60. Disposable Endotracheal Intubation Kit
61, Medical Laryngeal Mask
62, Medical Gauze Bag
63. Disposable Surgical Imaging Kits
64, Disposable Anorectal Drug Injection Device
65. Medical Tube For Anacsthesia Machine And Respirator
66. Disposable Endotracheal tube
67, Heat And Moisture Exchanger andage
68. Disposable sterile oral cavity Kit
69. Disposable Infusion Kit
70, Disposable Perineal Cleaning Kit
71. Disposable Sterile Skin Pre-operation Kit
72. Disposable Wound Dressing Kit
73. Disposable Examination Gloves (PE)
Medical Breathable Tape
Medical Gauze Bandage
Medical Elastic Bandage
Disposable Extension Tube for Infusion
Sterile rinse syringes for single use

BEIJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD.

P EAE

ERE

WERER

MANAGEMENT SYSTEM
CNAS C047-M

Note: This certificate will not be valid until the organization has been approved in the annual audits. The certificate
information wre availuble on the website of the certification and accreditation administration of the People’s Republic of
China (www.cnca.goven) or the website of CMD (www.emdc.comen).  Address: S* floor of Zhong Lian building, No.jiasS,
An Ding Men Wai street, Dongcheng district, Beijing, 100011, P.R. China  Telepbone: 010-62351993
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A SCAVI MOVIMENTO TERRA E DEMOLIZIONI
()

MICHELE ANTONIO LEGGIERI s.r.l. LIVELLAMENTI E COSTRUZIONI STRADALI
‘. . COSTRUZIONI GENERALI COSTRUZIONI CIVILI ED INDUSTRIALI

PAVIMENTAZIONI INDUSTRIALI
Fornitura materiale edile

REGISTRATION NO. 04719Q10828RSL

License:
26, Medical Cap
27, Disposable Surgical Dressing Kit
28. .Disposable Sterile Urethral Catheterization Kit
29, Medical Gauze Within Cotton
30, Disposable Sterile Drapes
31. Disposable Bandage Suture Kit
32. Medical Absorbent Gauze Pad
33. Medical Sterile Adhesive Wound Paste
34. Disposable Gynecology Examination Kit
35. Disposable Umbilical Protection Package
36. Medical gauze dressing set with X-ray
37, Disposable Delivery Kit
38, Disposable Nasal Oxygen Tube
39, Disposable Gastric Tube Kit
40. Disposable Gastroscopy Kit
41. Disposable Medical Mask
Disposable Mask, Cap
Disposable Sterile Vaginal Dilator
Disposable puncture nursing bag
Disposable Oxygen Mask
Sterile Medical Swab
Sterile Medical Cotton Ball
Medical Absorbent Conton Ball
Medical lodine Cotton Ball
Medical Infusion Plaster
Disposable Sheet

BELJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO,, LTD.

BT

EFEEWN

WEAER

MANAGEMENT SYSTEM
CNAS C047-M

Note: This certificate will not be valid until the organization has been approved In the annual audits. The certificate
information are available on the website of the certification and sccreditation administration of the People’s Republic of
China (www.cncagov.cn) or the website of CMD (www.emdc.com.cn).  Address: $* floor of Zhoog Lian bullding, No.jia88,
An Ding Mea Wai street, Dongcheng district, Beljing, 100011, P.R. China  Telephone: 01062351993
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SCAVI MOVIMENTO TERRA E DEMOLIZIONI

A MICHELE ANTONIO LEGGIERI s.r.l. LIVELLAMENTI E COSTRUZIONI STRADALI
‘. . COSTRUZIONI GENERALI COSTRUZIONI CIVILI ED INDUSTRIALI

PAVIMENTAZIONI INDUSTRIALI
Fornitura materiale edile

REGISTRATION NO. 04719Q10828RSL

License:
1. Disposable Blood Transfusion Apparatus With The Needle
2. Disposable Infusion With The Needle
3. Disposable Venoclysis Needle
4. Disposable Sterile Syringe With The Needle
5. Disposable Sterile Syringe Needle
6. Disposable Venous Blood Taking Needle
7. Disposable Precision Filter Infusion With The Needle
8. Disposable Sterile Insulin Syringe
9. Disposable Venous Indwelling Needle
10. Disposable Sterile Asepsis Self-destructive Type Fixed Dose Of Vaccine Syringe With The Needle
11, Disposable Sterile Asepsis Retraction Type Self-destruction Syringe With The Needle
12. Disposable Bag -type Infusion With The Needle
13. Disposable Anesthesia Puncture Kit
14. Heparin Cap For Transfusion
15. Positive Pressure Airtight Infusion Joint No Needle
16+ Disposable Puncture Resistant Venous Indwelling Needle
17. Disposable Sterile Central Venous Catheter Kit
18, Disposable Infusion Pump (Trade Name:Analgesia Pump)
19. Disposable Precise Filtering Photophobic Infusion
20, Disposable Precise Filtering Transfusion Apparatus With Needle
21, Disposable Flow Trimming Precision Filter Infusion Set With Needle
22. Disposable Fluid Automatic Stopped Infusion Set With Needle
23. Disposable Vacuum Blood Collection Tube
Disposable Sterile Dispensing Syringe
Medical Absorbent Cotton Gauze

BELJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD.

R EAR

ERFEL

FRER
MANAGEMENT SYSTEM
CNAS C047-M

Note: This certificate will not be valid until the organization has been approved in the annual audits. The certificate
information are svailable on the website of the certification and sccreditation administration of the People’s Republic of
China (www.cncagov.en) or the website of CMD (www.emdc.com.cn). Address: $* floor of Zhong Lian building, No.jia88,
An Ding Men Wai street, Dongeheng district, Beijing, 100011, P.R. China  Telephone: 010-62351993
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‘. ° COSTRUZIONI GENERALI

PAVIMENTAZIONI INDUSTRIALI
Fornitura materiale edile

Michele Arl gieri S.r.l.

Nazayric Claydi feri

26/03/2020
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