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Medical Protective Coverall-BH500
TYPE 5

EN14126 / EN13982 ISO13982-1

GMMIT GmbH Wiesenstr.5 , 63225 Langen, info@gmmit.com, www.gmmit.com



Biosis Healing biological Technology Co., Ltd/ China -8 e

Professionelle Produktion

* Renommierter Hersteller fir PSA
* Modernste Produktionsanlagen und Sicherheitskonzepte
» Speziell fir den EU-Markt entwickeltes Qualitatsprodukt

» http://en.biosishealing.com
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GMMIT GmbH, Langen , Deutschland Mo Lz

a?
"5 % Zertifizierter Vertriebspartner

oo 15 Jahre Erfahrung im Handel zwichen Deutschland und China

HERE OUR COMPANY L5 #5421 #7)F 7L 4 ] BEMING BIOSIS HEALING BIOLOGICAL H - H H

TECHNOLOGY Co 1d AUTHORISES GMMIT G, LOCATED IN WIESENSGTR. 5, 3225 LANGEN, Vertriebsburos in Beijing , Shanghai und Hongkong
GERMANY,  AS BEUING BIOSIS HEALING BIOLOGICAL TECHNOLOGY Co. ,ltd AUTHORIZED

DISTRIBUTOR TO CARRY OUT SALES/DISTRIBUTION OF THE PRODUCTS MEDICAL PROTECTIVE

COVERALL-BH800 MEDICAL, PROTECTIVE COVERALL-BH500, MEDICAL SURGICAL MASK, MEDICAL

FACE MASK, PROTECTIVE MASK KN95 (FFP2) IN EUROPE, NORTH AMERICA, AFRICA, MIDDLE EAST

Eignes Lager und Logistik

All PRODUCTS SOLD TO ABOVE CONUTRIES WHICH WILL BE SUPPLIED BY GMMIT GmbH . WE
PROMISE TO SUPPLY PRODUCTS SAFTY, HYGIENE, LEGAL AND BEST SERVICE. ANY OTHER
COMPANIES (OR ANY AGENTS) WHO SELL OUR PRODUCTS IN ABOVE COUNTRIES WITHOUT OUR

LETTER OF AUTHORIZATION (OR EXPIRED ONES) , WILL NOT BE GUARANTEED THE PRODUCT THAT IS https ://WWW' q m m It- Com

A GENUINE AND LEGITIMATE.

THIS AUTHORIZATION IS VALID FROM 30" March 202670.30" March 2023.

AUTHORIZED BY: b5t fbHER UE A RHE AR AR
BEWING BIOSIS HEALING BIOLOGICAL TECHNGLOGY Co, Ltd

Principal SIGNATURE:

_ , ‘ T |I||r1|||
o | w'mﬂ“ lmuml lllilll.'ll‘

DATE:  30™ March. 2020 | I | [ : (I|| ||h




BIOSIS HI

t of Health & Human Services

Follow FDA | En Espaiiol FollowFDA | Ef

BN U.S. FOOD & DRUG [ EE

ADMINISTRATION

U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary
Establishment Registration & Device Listing A ) P R
. N hases .
© FDAHome © Medical Devices @ Databases Establishment Registration & Device Listing
1 result found for Establishment Registration 0 FDAHome @ Medical Devices @ Databases
or Business Trade Name : bejjing biosis New Search
|Establishment 3 Current Netw Search Back To Search Resulfs
Mt v Registration Number Regisiration Yr It 4
" i Proprietary Name: Isotation Gowns; Medical Protective clothing
BELJING BIOSIS HEALING Fei e
BIOLOGICAL TECHNOLOGY ~ CHINA 3016668451 2020 Classilication Name NON-SURGICAL ISOLATION GOWN
CO. LTD Product Code: OEA
Non-Surkal o Gow 1508101 Gowrs Megca Procie G ding :
NON-Surgical Isolation Gown - Isolation Gowns: e \ca. rotective Clothing i Reguiaﬁnn ianber: 78,4040
* Accessory. Surgical Apparel - Medical Face Shield: Medical Gogale: Protective Goggle Manutacturer Medical Specialy: General & Plastc Surgery
+ Eace Mask I Dxiepi NO2 Respminn For Genera PUILHEAIr Lar: Personnel Per 1@ Manufacturer Registered Establishment  BELING BIOSIS HEALING BIOLOGICAL TECHNOLOGY
Guidance - Medical Face Mask Name: 0. LD
» Cover, Shoe Operafing-Room - Medical Shoe Cover Manufacturer Registared Establishment ;s@sw
Number.
Owner/Operator: Beiing Biosis Healing Biokagical Technglogy Co.. Lid
r - Owner/Operator Number: 10062854
| Can't find what you're looking for? Try a new search Establishment Operations:  Manufacturer

DCiOsislieallnly ipldarit
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All information can. be double-checked from this offical web: www.accessdata.fda.gov



Medical Protective Coverall-BH500 Conformity and CE : %?%S'

(( DAKKS
e
Nirecmennesselle
DI 000 2
Product Service
Certificate Declaration of Conformity
No. Q5 101395 0001 Rev. 00
Manufacturer BEJJING BIOSIS HEALING BIOLOGICAL TECHNOLOGY CO., LTD
Holder of Certificate:  Beijing Biosis Healing Biological Y Address No.6 plant west, Valley No.1 Bio-medicine Industry Park, Daxing District,
Technology Co., Ltd. B by 102600 Beijing, PEOPLE'S REPUBLIC OF CHINA.
No.6 plant west .
‘1’;22{70”5 1 Blo;medicine Indusiry, Park: Dexdng Disinct % European SHANGHAI INTERNATIONAL HOLDING CORP.GMBH (EUROPE)
PEOPLE'S REPUBLIC OF CHINA 4 Representative  EIFFESTRASSES0, 20537 HAMBURG, GERMANY &
i
i : Beijing Biosis Healing Biological Technology Co., Ltd. £
Facility(ies) No.6 plant west, Valiey No.1 Bio-medicine Indusiry Park, Daxing 4
District, 102600 Beijing, PEOPLE'S REPUBLIC OF CHINA $ We, the manufacturer, herewith declare that the products

Medical Protective Coverall-BH500
$-160. M-165. L-170. XL-175. XXL-180. XXXL-185

Certification Mark:

i

meet the provisions of Directive 93/42/EEC and 2007/47/EC which apply to them.
The medical device has been assigned to class | according to Annex IX of the
Directive 93/42/EEC. It bears the mark

L

. Design, Development, Production, Distribution and Sales of
Scope of Certificate: Disposable Circular Stapler, Disposable Linear Stapler and Reloads,
Disposable Hemorrhoidal Stapler, Disposable Linear Cutter Stapler

and Reloads, Disposable Circumcision Stapler, Wound Protector, b
Disposable Skin Staplers, Disposable Specimen Retrieval B: &

. ‘CEPTM¢MKAT ‘0 CERTIFICADO ¢ CERTIFICAT

Diaposable Laparoscope trocar, Disposable Endoscopic Linar

tapler and Reloads, Disposable Hemorrhoid Ligator,
nmh. Scar Siicon gel, Chitosan Gel, Clip Appliers and Removerss
Band-ald, Ligating clips, Surgical Mesh.

:  ENISO 134852016
Applied Standard(s): Medical devices - Quality management systems -
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WE, AS THE MANUFACTURER,
ARE EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY

5

Requirements for regulatory purposes
(IS0 13485:2016)
DIN EN ISO 13485:2016

ST

=

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overieaf.

Valid from: 2020 - 03 - 03
Validuntil: 2024 - 05 - 27
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'E Report No.: BJ1823301 v Standard NO. EN 14126: 2003 EN 13982-1&2:2011 Type5
L Valid from: 2019-04-15 s
o Valid until: 2022-04-14 g h
. : Zheo
[ . 5 Signature of General Director
= €
x
= Date, 2019-04-15 Stefan Preify
-
= e
z i Page 10of 1 ® T
3 N TOV SOD Product Service GmbH « Certification Body * Ridlerstrae 65 « 80339 Munic's - Serm TV, RO
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Medical Protective Coverall-BH500 EN13982 Test Report :

2 RIZIRE
cﬂ TEST REPORT
e 1111111

Ctic =uns @@m@

TEST REPORT

= e | v wazoonery [FEATERIEL Puge200
Apgicant Besfing Biosis Mealing Blologial TechnologyCo.ltd | TestType | i ) s - S
| | Esaminstion
P [T T e ———— Ting Jang Inems Requinement {Clas1] Rissulls ludgement Test Methods
Sarmple N Mudical Protective Coverall-BHS 00 20200312 Addrasion prapetpfeyeies) Pass EN 530.2010%
Scbenitted Sample | AT : S5
16 Frrmive fabrlc. Ty prate sued -03-17 z
i e s i e i 3
= — Teearieg strengthil| 150 07381957
o 50 13962-1:2011 Protective clothing lor use against sl particulates Partl; Performante " 1 = < = ik et
O ¢ for chumical lothin providimg profection ko the full bady against I
i aieborma st partiosiates. € bype S claiNing. Paecing farcelN) 5 69 Pazs EN 863:1995°
EM IS0
Seam strengthii e+ { L
i “ g 13995-23004
pH value 1555 25 Pass EN 14131958
Colewr tastnuss 1o | | EN
Change calcur, o4 &5
persprntion]ade] 150105 EM:2018
A By 24) gl 1 desected Mot detected Pass | enazsz Lz
Wowes 1Th F .
E) fnchorw fh b
Eund of report
Appre By
sjun {Bimctar)
T repan sl arly Rt She aampia i bered by cliesty
HEher 1 iy Gpe<0m cnchesng the rusort, b reeinid Ehat Tha OBECHN Shaule b put KT 1 She camer wilhin 15 doys
et | 0T et date e rnzcrt
ot
Maasstmrmen LRCRTLalaty 5K CoSKIERNT 0 118 (RGNS arvd COROTIHTY SSSESIMENE it BN 1UpErt urkest recuired by to
eustema.
The bevi 't eegeesiod for conBmaton 1emooea iy
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R RSS!
Medial Protective Coverall-BH500 Standard .é oial

@i i

Model Standard EU Standard US Key Features
BHS500 | EN14126 . AAMI PB-70 Used for general isolation in
* EN13982 ISO13982-1 Medical Protective Coverall [ out-patient
Coverall TypeS

ward
laboratory of medical institution

Please noted specifications for some other countries :
1.

Passed the test equivalent to EN14126, EN13982, EN13034-1&2 protection standard




e ! . . y Y BIOSIS HI
European Classification Standard of Medical Protective @ﬁ'h

Application: Type4 Level and above Level

Medical Protective Coverall can be used in the

places with higher levels of protection (e.g: ICU
o ] ) Isolation Approach).

TYPE 2 TYPE2 Non-airtight protectiveclothing European Standard : Type3 and Type4 accord

with EN14126., EN14605, EN13982 |

EN13034-1&2.

‘ TYPE 1 TYPEI1 Airtight protective clothing

TYPE3 Ejection compact protective clothing (BH800)

TYPE3
Application: Type5 Level and Type6 Level

) . Medical Protective Coverall can be used in the
TYPE4 Splash compact protective clothing

TYPE 4 places with relatively low levels of protection
Y (e.g: Fever Clinics, General Isolation Approach) .
s TYPES dust compact protective clothing (BH500) European Standard :
TYPE 5 Type5 accord with EN14126. EN13982.
U B ‘5.4 EN13034-1&2;

TYPE 6

\ 4

Type6 accord with EN14126 | EN13034-1&2

&

LiVasisticalllly npialic 1i1uost



P \ BIOSIS HE:

Performance Introduction of Medical Protective Coverall-BH500 Lt

High-end PE coated spunbond non-woven materials, through cutting and sewing into thickened &
hooded bodysuits, leaving openings around the face, wrists and anklas, no waist tightening so [Features]

that doctors can move frealy 2 ) * Meets the technical requirements for CE&FDA

/ y * Enhanced water resistance, synthetic blood penetration resistance, surface
[Working principle] ! malsture resistance, 10 prevent particles effectively.

The material is subjected to secondary coating treatment on the surface of high-density & Gies 5 peotacion 89 chse & protectiun Y] B T A
polymer long-fiber heat-sealed non-woven fabric to form a high-strength, thickenad, moisture i tFEceatng 'm"i;“ ’:”“"‘“" "““‘d:&"'l‘;ﬂ'f'"‘ '"d'm?n“::'zng
-resistant, and penetration isalation protective layar. s “: o, o ¥ non-toxlc a

* High elasticity offers free movement.
« High strength and tensiiity, durable and tear resistance,

— . redu of harmful
w_ F 3 S BP - There Is etastic at faclal part, wrist and ankdes ,30% more protective area than
b o ordinary lsolation clothing.
! P g * High-density sewing and front zipper protection to enhance isolation pratection.
Seif-adhesive zipper Is to protect the T [Package]
mouth snd chin Independent packing , 48pcsfcarton,
1-
@ "
PE coating enhances resistance to [Application]
liquid penatration Used as a general Isolation for doctors In medical Institutions, wards,
) \ examination rooms, etc.
5

¥ High-density sewing material

High strength and tensiliity, durable r - and zipper to enhance ksolation
and toar resistance ¢ 1 protection
'
Antistatic to reduce the thon
\ e
' movement

Face / wrists / ankles
with &

30%
$top microbial transmission In both
directions \

[Specifications and sizes]

& closures,
ra protec

Medical Protective Coverall-BH500

Protect against particulates infiltration
and barrier to infective agents

Type 5 and type 6 protection ’
Elasticated wrists, ankles and face, hoodaed coverall

il manufacture batch number

[Ti] Refer to the operating instructions ~ /\, warning

High-density and high gram-weight spunhond non-woven of 68g/m?

# Self-adhesive zipper is to pravent diract penetration of fluid into the clothing It effectively filters and blocks the penetration of dusts, bacteria

and other harmful substances in the air

CiOsislieallnly ipldarit 1 st



- : : 4 B BIOSIS HE/
Product packaging information BIEL

v Tray volume: 95x95x187cm (total height,
excluding blue chassis);

v’ Carton size: 480x450x415mm, aviation
weight of 15kg, each carton size is 0.09m3,16
cartons are a tray, total 1.44ms;

v' Container: 20 feet container, can hold 310
cartons, 40 feet container can hold 610
cartons.

Medical 480x450x415mm

Protective
Coverall-

S
M
L
BH500 2
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THANK YOU

GMMIT GmbH wWiesenstr.5, 63225 Langen, Germany. Email: info@gmmit.com
www.gmmit.com



