Product Sandcn

CERTIFICATE

No. Q1N 17 07 89208 006

Holder of Certificate: Qingdao Hiprove Medical
Technologies Co., Ltd.
ROOM 403, ND 552, TONGHE ROAD
JEE035 QINGDAD
PEOPLE'S REPUBLIC OF CHINA

Facilitylies): Oingdac Hiprove Medical Tachnalagies Co., Lid
ROCM 403, MO 552, TONGHE ROAD, 2680035
QINGDAD, PEQPLE'S REPUBLIC OF CHINA
Certification Mark:

Scope of Certificate: Design and Development, Production and

Distribution of Infusion Pump,

EM 150 134852012 + AC:2(12

Maedical davices - Quahty managemen] Syslems -
Requiremans for requiaiory purposes

(50 134852003 + Cor. 1:2008)

DI EN 150 124852012

Applied
Standard(s):

The Cerdification Body of TUW SUD Product Sarvice GmbH cetfias that the company manhonsd
above has esiabished and & mantaming a guality managemant system, which mesls (he
requinermients of the (isted standard(s). Se= aten noles overieal

Roport No.: BJ17a5004
Walld froem: T F-08-00
Valid until; 20 0-08-0B
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Date, 2017-0B-25
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Prochuct Sorabg

CERTIFICATE

No. Q2N 17 07 89208 007

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied
Standardis):

Qingdao Hiprove Medical
Technologies Co., Ltd.
ROGCM 403 MO 562, TONGHE ROAD
286035 QINGDAD

FEQOFLE'S REPLBLIC OF CHIMA

Qingdas Hiprove Medical Technodogies Co. Lid
ROOM 403, ND 582 TONGHE ROAD, 266035
QINGDAD, FEQPLE'S REFPLFELAC QF CHIMNA

Production and Distribution of

High Pressure Angiographic Syringes,

Disposable Sterlized Latex Surgical Gloves,

Disposable Syringe Sets, Infusion Sets,

Biood Transfusion Sets, Lap Sponges, Alcohol Swabs,
Urine Bags, Disposable Medical Latex Examination Gloves,
Gaure Sponges, Gaure Rolls, First Ak Kil, Bandages,
First Ald Bandages.

EN 150 134852012 + AL 3012

Medica! devices - Dually management Systams -
Requiremeants for regulalony pupases

(150 134852003 + Cor. 1:2008)

N EN 150 13485 2012

The Carificaton Body of TUW SUID Product Sansce GmbH cedifies that the company manbansd
above has gstablisned and 8 mantaining a guality management system {sucledng subclauss
¢ 3}, which meais the reginrements of the lisied slandard|s). Saa alss nobes overesf

Report Mo.:
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CERTIFICATE

No. Q2N 17 07 89208 007

Holder of Certificate:

Qingdao Hiprove Medical
Tachnalogies Co., Ltd.
ROOM 403, NO.582, TONGHE ROAD
266035 QINGDAD

PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate:

Applied
Standard(s):

Q i echnologies Co., Ltd
ROOM 403, NO.582, m«nnz R 68035
QINGDAQ, PEOPLE'S REPUBLIC OF CHINA

Production and Distribution of
High Pressure Angiagraphic Syringes,
Disposable Sterilized Latex Surgical Gloves,
Disposable Syringe Sets, Infusion Sets,

ransfusion Sets, Lap Sponges, Alcohol Swabs,
Urine Bags, Disposablo Medical Latex Examination Gloves,
Gauzs Sponges, Gauza Rolls, First Ald Kit, Bandages,
First Ald Bandages.

ENISO 12485:2012 + AG:2012
Vedical devices - Qugity mansgement systems -
Resulsmets o gty urrotss
13 + Car. 1.2008)
DN EN LSU 134852012

‘The Certfication Body ulTUV 5UD Product Servics GmzH carlfies that the company mentionsd

maitaining 3 o
7.3). which meets the leqwengnlsoﬂm h1=d xlmdard[s; See also noles overleal.
Report No.: BJ1785004
Valid from: 20170909
Valid until: 2020-09-08
Dato, 2017-08-25 X
Stotan et
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DAk CRTZ J 8313

CERTIFICATE

No. Q1N 17 07 89208 006

Holder of Certificate: Qingdac Hiprove Medical
Technologies Co., Ltd.
ROCM 403, NO 552, TONGHE ROAD
266035 QINGDAD
FEOPLE'S REPUBELIC OF CHIMA

Facility{ies): (ingdso Hiprove Medical Technolagies Co., Lid.
ROCM 402, NO.592, TORNGHE ROAD, 268035
QINGDAD, PEOPLES REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate:  Design and Development, Production and
Distribution of Infusion Pump.
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Applied EM IS0 13485:2012 + AC:2012
Standard(s): Medical devices - Qualty management syslems =
g Requiraments for reguialony purposes
= | (150 13485:2003 + Cor. 1:2008)
= DI EM 150 134852012
2
* The Cerification Body of TUW SUD Product Ssnvice GmbH certifies that the company menfioned
aove has estabished and is mantaining a quality managemant system, which meeis the
w requirernents of the listed standard{s). See also noles owverlaal.
=
=T
=2 Report No.: BJ1785004
[ S
= Walid from: 20170909
= Valid until: 2020-09-08
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DAkER CRTE / #0132

CERTIFICATE

Mo, Q2N 14 07 89208 002

Holder of Certificate: Qingdao Hiprove Medical
Technologies Co., Lid.

ROOM 403, ND.552. TONGHE ROAD
266035 QINGDAD
PEOPLE'S REPUBLIC OF CHIMA

Facility(ies): Cingdas Hiprove Medical Technologies Co., Lid,
ROOM 403, NOUSG2, TONGHE ROAD, 255035 CHNGDAD,
PECPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate:  production and Distribution of
High Pressure Angicgraphic Syringes,
Disposable Sterllized Latex Surgical Gloves,
Disposable Syringe Sets, Infusion Sets,
Blood Transfuzion Sets, Lap Sponges, Alcohol Swabs,
Urine Bags, Disposable Medical Latex Examination Gloves,
Gauze Sponges, Gauze Rolls, First Ald Kit, Bandages,
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First Aid Bandages,
[ Applied EN 50 13485:2012 + AC:2012
(T Standard{s}: Medical davices - Quality management Sysberns -

Reguirements for regulslony puposes
(IS0 13485:2003 + Cor, 1;2008)
DIN EN IS0 13485:2012

The Cerlification Body of TUV S00 Product Service GmbH cedfies that the company mentioned
abiwe has established and ls maintaining a guality management system (exciuding subclause
T.3), which meats the requirements of the lted standand(s). Soe also notes overleal.

Report No.: BJ14B5001
Walid from: 2014.09-09
Valid wntil; 2017-09-08

Dato, Z2014-08-11
Hans-Haamar Junkar
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Product Service

CERILIEICATE

Mo. Q1N 14 07 89208 001

Holder of Certificate: Qingdao Hiprove Medical
Technologies Co., Ltd.

ROOM 403, ND.552, TONGHE ROAD
285035 QINGDAO
PEQFLE'S REPUBLIC OF CHINA

Facility(ies): Qingdao Hiprove Medical Technologies Co., Lid,
ROOM 403, NO.58E, TONGHE ROAD, 265035 QINGDAD,
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate: Design and Development, Production and
Distribution of Infusion Pump.

Applied EN ISC 134852012 + AC: 2012
Etandard[s}: Medical devices - Quality managemeant systems -
Reguirements for regulatory purposes
(150 13485:2003 + Cor. 1:2008)
DIN EN IS0 13485:2012

The Certification Body of TOW S0D Product Senvice GmbH cerifies that the company mentioned
above has established and 15 maintaming a quality management system, which meets the
requirements of the listed standard(s). See also notes overleal,

Report No.: BJ14B85001
Valid from: 2014-09-08
Valid wntil: 2017-05-08

Date, 2014-09-10
Hans-Heiner Junker
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EC Certificate

Production Quality Assurance System
Directive BAMAEEC nn Modical Dipybcos (MDD}, Annox W
iDevices in Class Ba, i or i)

No. G2 14 08 89208 004

Manufacturer: Qingdao Hiprove Medical
Technologies Co., Ltd.
Aooat 403, ND S8R, TOMGHE RiAL
A5 OfeCIAL

PEOPLE'S REPUBLIC OF CHINA

EC-Representative:  HAP Electronics GmbH

Faigdrighsir. 730

AD2 1T Dunssidan

GERKANTY
Product High Pressure Anglegraphic Syringes,
Eﬂlﬂgﬂrﬂi'ﬂﬂ-}: Disposable Stevilized Latex Surgical Gloves,

Disposable Syringe Sats, infusion Sets,
Biood Transfusion Sets, Lap Sponges

T Codification Body of TOW SUD Preduct Saniea GembH declanes kol Tha atormmentiched
manilEckiar has implemented a quakly gasrance sysiem for manufaciwe ond (i3l EpaeEion
af thi fespectys devicas | dovice calngones n ccordance with MOD Annisc V. This quality
fissurance gyahem conlorma la the requinemenls of this Ciinsctnes fnd is subject 1o pediodisl
surveltancs For mackeling of class 1B angd |l devioes an sdditonad Annex Il canilicabo is
mandatary. Soe sl nddas pynrienl

Repart Mo B RN

Walid lram! 20&-0005
Walkid until: 20 1H- 0500

#-&

Data, - 20740911
Hans-Henar Junssr

TOW S0 Produet Servics GmbH is Nolfied Boay will derfcation ns D123
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ZERTIFIKAT ¢ CERTIFICATE ¢ i

EC Certificate

Production Quality Assurance System

Dirpctive IH4AZEEC on Medical Devices (MDD, Annes ¥
[Dgvices in Class lla, M or 1)

No. G214 08 BS208 004

Facility{ies): Dingdso Hiprove Medical Teshialoges Co., Lid
[EOOM 405, NO 562, TONGHE ROAD, 2060235 DINGDAD
PEQPLE'S REPUBLIC OF CHINA

Page 2 ol 2
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EC Certificate

Production Quality Assurance System
Directive 92MZEEC on Medical Devices (MDD), Annas ¥
[Dovices in class | in slerile conditbod, sierlised sysiems or procedErn packs)

No. G2S 14 08 89208 005

Manufacturer: Qingdao Hiprove Medical
Technologies Co., Ltd.
ROOM 403, NOSE2. TONGHE ROAL
2650345 OINGDAD
PEOPLE'S REPUBLIC OF CHINA

EC-Representative:  HAP Electronics GmbH
Fravgecher T30
40217 Deassakion

CERLANY
Product Aicphol Swabw, Unne Bags
Category(ies): Disposabie Medical Lates Examination Gloves

Guure Sponges, Geure Rolin, First Aid KiL
Bandages. Firsd Lad Bandspges

The Lailicaton Body of TU SU0 Produc Seraoe Giviss deciares Pl D afiasmantane
manuiachure fus Fopisceeied § ATy BEETATOE FVEET T METADCLEE N RCCoT ENCE Wit
MO i ' Thes Quushy Sesuranoe Byuter oones Piose anpects of marstedsm cononrnied
Wil LU BN MRy shein oodeern o T eepocte devoe | deeoe tadegoren and
oalord o e regaremerss of e Dencives B s BUtRES i peiathcs Butvrllinice See Bles

1y cum el

Report Ko LSO
Valid frsm: 20000
Vald unbal POV

Daps, 20040517
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ZERTIFIKAT « CERTIFICATE #

EC Certificate

Production Quality Assurance System

Direclive S14IEEC on Medical Devices (MDD, Annex V
{Devices i ciasn | in storile copditions, sterilised sysioms of procedne packs)

No. G2S5 14 08 89208 005

FICI'HWHES!: Chrigtan Hiprove Medical Tochnologes Co. Lid
HOOM 403, NOSO2 TONGHE ROAD, 285035 DANGDAD
PECPLES REPUBLIC OF CHINA

i 5 Prog Wi #6  Tartfommryinis Hirwrairalie Bh MII3S Paliine thon ﬁ-rﬂun';
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ZERTIFIKAT & CERTIFICATE ¢

EC Certificate

Full Quality Assurance System
irective SIMZEEC on Modical Devices (MDD), Annex || excluding 4]
{Devices in Class lla, Wy or Bp

No. G114 07 89208 003

Manufacturer: Qingdao Hiprove Medical
Technologies Co., Ltd.
BEOOM 403, MO SEE. TOMGHE ROAD
FE0006 CHNGDAO
PEOPLES REPUBELIC OF GHIMA
EC-Representative:  HAP Electronics GmbH
Friedricissir. 730,
40217 Chasaeddor
GERBARMY
Product Infusion Pump.
Categorylies):

Tha Ceriilscabiog E.:lj:ll ol TLY SUD Prodoct Sersce Gmal deciares (hat eha afarsmanssanng
manutaciuner has mpleméented a qealily aesurance sysbem for design, manEaciioa and na
mapuchion af the rédpecive devices | device catngories in accordancs with ML Annare i
This quakty f=surance sysiem conforms 1o the reguinaments of this Chreclive and s suhjsc 1o
petiodical surveillance. For mazkating of cliss ||| devices o additanal Annax 1| (4§ ceificats
g mandatory. Soe afso nolos overlpal

Boport Mo [LREF ik
Walld from; 20140508
Walid ungil 20180808

Date, 2014081
Hans: Heenar Suniops

TUW SUD Prodpet Sanvice GmbH 8 Nofified Batdy with ideniificabon no, 0723

Page 1ol 2

TUw 50D Producs Semice Gmbl - Dertfineaselle - Ridledstrallo B85 - 8034 Manchan - Germany

=
L=
=
e
[
o
il
A
4
=]
=
=L
=2
e
=
[-
(1 8 ]
=
L
=
=L
-
-
o
=
l—
=
L
2
L
e

ZERTIFIKAT ¢ CERTIFICATE

EC Cortificate

Full Quality Assurance System
Diroctive SY42EES on Medical Devices [MOO), Annex | sxcluding (4}
|Devicas kiv Class la, [oor 0}

No. G114 07 89208 003

Faﬂl“ty‘{iﬂﬂ}: Qinguan Heprowe edezal Technologes Ca., Ll

PECPLES REPUBLIC OF GHIMNA

Page 2 af &

Turtfipersiels - fidierstralie 65 S0 Miachan

TUA SEED Product Servce Gmah

ROOM 401 MO 582, TOMNGHE RDALD 25005 QINGDAL,
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ZERTIFIKAT ¢ CERTIFICATE ¢

Product Service

EC Certificate

Full Quality Assurance System
Directive 9342/EEC on Madical Devices (MDD}, Annex Il excluding (4)
{Devices in Class lla, llb or 1)

No. G114 07 89208 003

Manufacturer: Qingdao Hiprove Medical
Technologies Co., Ltd.
ROOM 403, NO.592, TONGHE ROAD
266035 QINGDAC
PEDPLE'S REPUBLIC CF CHINA

EC-Representative: = HAP Electronics GmbH
Friedrichstr. 730,
40217 Dusseldorf
GERMANY

Product Infusion Pump.
Category(ies):

The Certification Body of TOV SUD Product Service GmbH declares that the aforementionad
manufaciurer has implemented a quality assurance system for design, manufacture and final
inspection of the respactive devices / device calegones in accordance with MDD Annex Il
This quality assurance system conforms to the requirements of this Directive and is subject o
periodical survelllance. For marketing of class ||| devices an additional Annex |l (4) cerificate
is mandatory. See also notes overleal.

Report No.: BJ14B5001
Valid from: 2014-08-09
Valid until: 2019-08-08

Date.

2014-08-11
Hans-Helnar Junker

T SUD Product Service GmbH is Notified Body with identification no. 0123
Page 10f 2
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ZERTIFIKAT @ CERTIFICATE & =&

EC Certificate

Production Quality Assurance System

Directive 9314 2 EEC on Medical Devices (MDD), Annex V'
(Devices in class | in sterile conditions, sterilised systems or procedure packs)

Ne. G25 14 08 89208 005

Manufacturer: Qingdao Hiprove Medical
Technologies Co., Ltd.
ROOM 403, MO.502, TOMGHE ROAD
266035 QINGDAD
PEOPLE'S REPUBLIC OF CHINA

EC-Representative: = HAP Electronics GmbH
Friedrichstr. 730,

40217 Dusseldorf

GERMANY
Product Alcohol Swabs, Urine Bags,
Gataguryl:iﬂs]: Disposable Medical Latex Examination Gloves,

Gauze Sponges, Gauze Rolls, First Aid Kit,
Bandages, First Aid Bandages.

The Centification Body of TOW S0D Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture in accordance with
MDD Annex . This quality assuwrance system covers those aspects of manufacture concemed
with securing and maintaining sterile conditions of the respective devices / dovice calegories and
conforms o the requirements of this Directive. It iz subjed! 1o perindical surveillance, See also
notes ovarleaf.

Report Mo.: BJ14B5001
WValid fram: 201 4-r3.08
Walid until: 201 9-08-08

Date, 2014-08-11
Hans-Hedner Junker

TOW &S00 Product Senvice GmbH is Notified Body with identification no. 0123
Page 1of 2
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ZERTIFIKAT # CERTIFICATE & :%

EC Certificate

Production Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices In Class lla, lib or 1)

No. G214 08 89208 004

Manufacturer: Qingdao Hiprove Medical
Technologies Co., Ltd.

ROOM 403, NO.5S2, TONGHE ROAD
286035 QINGDAD
PEOPLE'S REPUBLIC OF CHIMNA

EC-Representative: HAP Electronics GmbH
Friedrichstr. 730,

40217 Dusseldor

GERMANY
Product High Pressure Angicgraphic Syringes,
Camgﬂw{igsl: Disposable Sterilized Latex Surgical Gloves,

Disposable Syringe Sets, Infusion Sets,
Bloed Transfusion Sets, Lap Spenges.

The Cedtification Body of TUW SOD Product Service GmbH declares thal the aforementioned
manufaciurer has implementad a quality assurance system for manufaclure and final inspection
of the respective devices / device calegories in accordance with MDD Annex V. This quality
assurance system conforms to the requirements of this Directive and is subject to perodical
surveillance. For marketing of class b and il devices an additional Annecx Il cerificate is
mandatory. See also notes overleal.

-
Report No.: BJ1485001 ’v J
Walid from: 2014-08-08
Walid until; 2019-09-08

H-&

Date, 2014-09-11
Hans-Heingr Junker

TOW SO0 Product Service GmbH is Molified Body with identification no. 0123
Page 1 of 2

TV 500 Product Service GmbH - Zertifiziarstalls - Aidlerstrafie 65 - 80339 Minchen - Germany
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