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ZERTIFIKAT o CERTIFICATE ¢

Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Product Service

No. Q6 095916 0004 Rev. 01

Holder of Certificate:

Certification Mark:

Scope of Certificate:

( ‘%@\I’ ii:'od l%&

Evereast Mf cts'\Group Co., Ltd
No.1 Wangzhuang Vi oy}

b

Zug
Shejia Town, C .
453400 Xinxiang:Gi J
PEOPLE'S REPUBLIC'OF CHINA </

° > &

tuv-sud.com/ps-cert

Production and Distribution of Surgical Bandages, Disposable PE
Film Gloves, Medical Wraps, Disposable Suction Catheters,
Disposable Rubber Surgical Gloves, Nebulizer Masks, Connecting
Tubes with Yankauer Handle, Humidification Bottie, Anesthesia and
Breathing Clrcuit, Disposable Sterile Infusion Sets, Three-way
Stopcocks, Disposable Surgical Blades, Disposable Sterile Blood
Lancets, Oxygen Masks with Reservoir Bags, Gauze Pads, Sterile
Vaginal Dilators for Single Use, Disposable Syringes, X-Ray
Detectable Gauze Pads, Disposable Shoe Covers, Gauze Rolls,
Disposable Sterile Surgical Masks, Disposable Sterile Surgical Caps,
Disposable Sterile Surgical Gown, Disposable Sterile Surgical
Drapes, Disposable Sterile Bed Sheets, Disposable Sterile Pads,
Disposable Sterile Towel, I.V. Catheters, Disposable Endotracheal
Tubes, Disposable Urethral Catheters, Disposable Nasal Oxygen
Cannulas, Disposable Stomach Tubes, Laryngeal Masks, Anesthesia
Masks and Oxygen Masks

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
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.:
Valid from:
Valid until:

Date, 2020-02-11

Page 1 of 2

SH19108601
2020-03-14
2023-03-13

Christoph Dicks
Head of Certification/Notified Body

TOV SUD Product Service GmbH - Certification Body « Ridlerstrafle 65 + 80339 Munich » Germany
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ZERTIFIKAT & CERTIFICATE o 2%

&11Akks

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q6 095916 0004 Rev. 01

Applied Standard(s):

Facility(ies):

Page 2 of 2

Product Service

EN ISO 13485: 261@\, .
Medical devices - i Qy_@hty managemenﬁﬂ;stems -
Requirements for,rer@latory Purposes :

(ISO 13485:2016), " ./

DIN EN SO 13485: 27026

\\70773\

Evereast Medical Products Group Co., Ltd
No.1 Wangzhuang Village, Shejia Town, Changyuan County,
453400 Xinxiang City, PEOPLE'S REPUBLIC OF CHINA

TUV SUD Product Service GmbH + Certification Body + Ridierstraie 65 » 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE & :

*ﬁrﬁ' * 1&’ Benannt durch/Designated by
Zentralstelle der Lander

‘k ‘& ‘k fur Gesundheltsschutz
bei Arzneimitteln und

Medizinprodukten

*1‘«’@#* ZLG-BS-244.10.08

www.zlg.dg

Product Scrvice

EC Certificate
Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in class | in sterile conditions, sterilised systems or gmceda?e packs)
No. G2S 095916 0006 Rev. 00 T2
Manufacturer Evereast Medlca! Products Group Co., Ltd

No.1 Wangzhuang Vﬂiage v vy

Shejia Town, Changyuan Counfcy Y

453400 Xinxiang City © f
PEOPLE'S REPUBLIC OF GH[NA

Facility(ies): Evereast Medical Products Group Co., Ltd
No.1 Wangzhuang Village, Shejia Town, Changyuan County,
453400 Xinxiang City, PEOPLE'S REPUBLIC OF CHINA

Product Gauze Pads, Disposable Shoe Covers,

Category(ies): Gauze Rolls, Disposable Sterile Surgical
Masks, Disposable Sterile Surgical Caps,
Disposable Sterile Surgical Gown,
Disposable Sterile Surgical Drapes,
Disposable Sterile Bed Sheet, Disposable
Sterile Pad, Disposable Sterile Towel

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture in accordance with MDD
Annex V. This quality assurance system covers those aspects of manufacture concerned 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 also notes overleaf.

Report No.: SH18108603

Valid from: 2019-04-26

Valid until: 2022-03-12

Date, 2019-04-26 / / A/
St;.fan Preif&r

Page 1 of 1

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

TOV SUD Product Service GmbH » Certification Body » RidlerstrafRe 65 » 80339 Munich « Germany
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‘i‘(-ﬁr E S s Henannt durch/Designated by
Zentralstelle der Lander

.{f | 4 . i far Gesundheitsschutz
bei Arzneimitteln und
w Medizinprodukten

'ﬁ’* v;p%* ZLG-BS-244.10.08

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
{Devices in Class lla, b or 1I1)

No. G2 095916 0005 Rev. 00

www,zlg.de

Product Scrvice

Manufacturer: Evereast Medlcgj Products Gr‘aup Co., Ltd
No.1 Wangzhuang Village N e
Shejia Town, Changyuaﬁl County /i
453400 Xinxiang City ~ %.° H\% 4
PEOPLE'S REPUBLIC OF\@HINA L \(
ili H . Evereast Medical Products Group Co., Ltd
Fac:hty(:es) : No.1 Wangzhuang Village, Shejia Town, Changyuan County,
453400 Xinxiang City, PEOPLE'S REPUBLIC OF CHINA

Product Nebulizer Mask, Connecting Tubes with Yankauer
. . Handle, Humidification Bottle, Anesthesia and
Category(les) ’ Breathing Circuit, Disposable Surgical Blades,

Disposable Sterile Blood Lancets, Oxygen Masks with
Reservoir Bag, X-Ray Detectable Gauze Pads, L.V.
Catheters, Disposable Endotracheal Tube, Disposable
Urethral Catheter, Disposable Nasal Oxygen Cannula,
Disposable Stomach Tubes, Laryngeal Mask,
Anesthesia mask, Oxygen Mask, Disposable Syringes

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has Implemented a quality assurance system for manufacture and final inspection of
the respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For
marketing of class llb and IlI devices an additional Annex lil certificate is mandatory. See also notes

=
<t
(&)
e
[ -
o o
|
)
L 4
o
=
=L
(&)
E
| =
© L
(&)
4
e
=T
o
=
S
b
-
o
L
| &
+
Mo
(o]
[T
P (g
BT
Ra

7 overleaf,
ST
Report No.: SH18108603
Valid from: 2019-04-26
Valid until: 2022-03-12

Date, 2019-04-26 / / A

Stefan Preif3

Page 1 of 1
TOV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH -« Certification Body « Ridlerstraie 65 » 80339 Munich Germany

ZERTIFIKAT & CERTIFICATE






