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Medical Protective Coverall-BH800
TYPE 3

EN14605/466 EN14126

GMMIT GmbH Wiesenstr.5 , 63225 Langen, info@gmmit.com, www.gmmit.com
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Biosis Healing biological Technology Co., Ltd/ China et

Professionelle Produktion

*» Renommierter Hersteller fur PSA

BIOSIS HEALING

Modernste Produktionsanlagen und Siche

Speziell fir den EU-Markt entwickeltes Qu

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
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Medical Protective Coverall-BH800 FDA Registration EBIEH

Health & Human Services Health & Human Se

Follow FDA | En Espaiiol Follow FDA | Ei

7Y U.S. FOOD & DRUG I

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

. . Ferns 3 . . . . e
© FDAHome © Medical Devices © Databases & c Establishment Registration & Device Listing
1 resull found for Establishment Registration © FDAHome @ Medical D © Databases
or Business Trade Name : beijing biosis New Search
| Establishment A Current New Search Back To Search Results
Name v Registration Number Registration Yr Is |
| | Proprietary Name: Isotafion Gowns: Medical Protective clothing
BIOLOGICAL TECHNOLOGY ~ GHINA 3016668451 2020 Classification Name: NON-SURGICAL ISCLATION GOWN
€0, LTD Product Code: OEA
T T T R P Device Class: 1
* Non-Surajcal Isolation Gown - Isolation Gowns; Medical Protective Clothing Manutacturer Regudton Nurmber S

Guidance - Medical Face Mask

* Accessory. Surgical Anparel - Medical Face Shield; Medical Gegale; Protective Gogale
* Face Mask (Except N95 Respirator) For General Public/Healthcare Personnel Per lie

Manufacturer

Manufaclurer

Medical Specialty:
Registered Establishment

General & Plastic Surgery
BELIING BIOSIS HEALING BIOLOGICAL TECHNOLOGY

. Name: CO, 11D
= Cover, Shoe, Operating-Room - Medical Shoe Cover Manutacturer Registered Establishment
3016668451
Number;
Owner/Operator: Beiing Biosis Healing Bivogical Technology Co. Lid
: : - Owner/Operator Number: 10062854
| Can't find what you're looking for? Try a new search Establishment Operations:  Manufachurer

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

DCiOsislieallnly ipldarit

IHrTuost



Medical Protective Coverall-BH800 Conformity and CE :

%% & CEPTUOUKAT & CERTIFICADO & CERTIFICAT
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Certificate

No. Q5 101395 0001 Rev. 00

Holder of Certificate: Beijing Biosis Healing Biological
Technology Co., Ltd.
No.6 plant west
Valley No.1 Bic-medicine Industry Park, Daxing District

102600 Bejjing
PEQPLE'S REPUBLIC OF CHINA

Facility(ies): Beijing Biosis Healing Biological Technology Co., Ltd
acility{ies) No.§ plant west, Valley No.1 Bio-medicine Industry Park, Daxing

District, 102600 Beijing, PEOPLE'S REPUBLIC OF CHINA.
Certification Mark:

. nt, Production, Distribution and Sales
Scope of Certificate: D:plgubh Clrtuhrsupllf Disposable Linear Staplor ea m:.:-.

posable Hemortholdl Siapie, Disposable Linear Cutr

po Disposable %

utter Stapler Ligator, Veress
needle, Scar Silicon gel, Chitosan Gel, Clip Appliers and Removers,
Band-ald, Ligating elips, Surgical Mesh.

s ENISO 13485:2016

Applisd Standard(s): Medical devices - Quality management systems -
Requirements for regulatory purposes.
(1S 13485:2016)
DIN EN IS0 13485:2016

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

Report No.: BJ1823301
Valid from: 2019-04-15

Valid until: 2022-04-14

Date, 20180415 Stefan Preis

P

TOV SUD Product Service GmbH « Certification Body + Ridlerstralie 85 » 80339 Munic’: - Ser

CiOsislieallny
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Declaration of Conformity

Manufacturer BEJING BIOSIS HEALING BIOLOGICAL TECHNOLOGY €O, LTD

Address MNo.6 plant west, Valley No.1 Blo-medicine Industry Park, Daxing District,

102600 Beijing, PEOPLE'S REPUBLIC OF CHINA.

European SHANGHA! INTERNATIONAL HOLDING CORP.GMBH (EUROPE)
Rep[esen(ative EIFFESTRASSE 80, 20537 HAMBURG, GERMANY

We, the manufacturer, herewith declare that the products

Medical Protective Coverall-BH800
160. 165. 170. 175. 180. 185

meet the of Directive 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

C€

ARE EXCLUSIVELY RESPONSIBLE FOR THE DECLARATION OF CONFORMITY

WE, AS THE MANUFACTURER,

Validfrom: 2020 - 03 - 03
Valid until 2024 - 05 - 27

Standard NO. EN 14126: 2003 EN 14605:2006 Typed

Bo Zhao

Signature of General Director

BIOSIS
(ETESTH G




Medical Protective Coverall-BH800 Test Report

Test Report $L52025244307701TX Date:April 08,2020 Page 1 of 2
THIS REPORT CANCELS AND SUPERSEDES THE TEST REPORT NO. SL52025233649201TX DATE: 2020-
04-03 ISSUED BY SGS

BEWING BIOSIS HEALING BIOLOGICAL TECHNOLOGY CO.LTD

NO.6 PLANT WEST, VALLEY NO.1 BIO-MEDICINE INDUSTRY PARK, DAXING DISTRICT, 102600 BEWING,
PEOPLE'S REPUBLIC OF CHINA

The following sample(s) was/were submitted and identified on benalf of the client as:

Sample Description (A)Protective clothing

Style No. BH800
Sample Color © (A)White

Proposed Care Instruction : -

Test Performed Selected test(s) as requested by applicant

Sample Receiving Date  :  Mar 26,2020
Testing Period Mar 30,2020 - Apr 03,2020
Test Result(s) For further details, please refer to the following page(s).
Conclusion A Remark

Water Resistance(Hydrostatic i

Head)

Water Resistance(Impact "

Penetration Test)

Remark(s): ~ M=Meet Client's Requirement

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center

(o

Sara Guo (Account Executive)
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Memberof the SGS Group (SGS SA)
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Test Report $L52025244307701TX Date:April 08,2020 Page 2 of 2

Test Result
Liquid Earrler Per'ormance and Classification of Protective apparel and Drapes Intended for Use in

Health Care
(ANSI/AAMI PE70 2012)

Section 4.2.1 Water Resistance: Hydrostatic Pressure Test
(AATCC 127-2018; Hydrostatic Head; Rate of increase of water pressure:60mbar/min; temp. of distilled water: 21
° C, fabric face side of water)

As received

Water Column (cmH:0) 1% 2 3 4# s
TestArea A >50.0 >50.0 >50.0 >50.0 >50.0
Test Area B >50.0 >50.0 >50.0 >50.0 >50.0
Test Area C >50.0 >50.0 >50.0 >50.0 >50.0
Seam >50.0 >50.0 >50.0 >50.0 >50.0

Client's claim: Level 3

1) Level 2: all critical zone components shall have a hydrostatic resistance of at least 20cmHz0

2) Level 3: all critical zone components shall have a hydrostatic resistance of at least 50cmH:0

3) Outside of the critical zone protective component shall have a barrier performance of at least level 1

4) Seam between protective areas and shall have at least the barrier performance of the lower-performance
area

Water Resistance: Impact Penetration Test
7)

(AATCC 42201
As received

Weight of blotter gained " 55 5 3 "
@

Test Area A 041 00 01 00 00
TestArea B 0.0 0.1 0.0 0.0 0.1
Test Area C 01 00 00 00 0.1
Seam 0.1 0.0 0.1 0.1 0.1

Client's claim: Level 3

Remark:

1) Level 1: all critical zone components shall have a blotter weight gain of no more than 4.5grams(g)
2) Level 2 or Level 3: all critical zone components shall have a blotter weight gain of no more than 1.0

grams(g)
3) Outside of the critical zone protective component shall have a barrier performance of at least level 1
4) Seam between protective areas shall have at least the barrier performance of the lower-performance
area

The statement of conformity in this test report is only based on measured values by the laboratory and does not
take their uncertainties into consideration.

***End of Report***
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Medial Protective Coverall-BH800 Standard ® e

Medical Protective Coverall

Model Standard CN Standard EU Standard US Key Features
BH800 |GB 19082-2009 * EN14126 e ASTM F1670-98 Elasticated wrists, ankles and face,
* EN14605/466 e ASTM F1671-97A hooded coverall.
Ejection Compact | ASTM F903-1999 ICU protective clothing, longer
Coverall Type3 e AAMI PB-70 zipper extends to nose for complete

protection.

High gram-weight composite
nonwovens (SMS) of 78g/m2, soft,
lightweight and good air
permeability.

Please noted specifications for some other countries :
1.  Passed the test equivalent to EN14126 protection standard
2.  Passed the test equivalent to EN1460S., EN13982, EN13034-1&2 protection standard
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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
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Performance Introduction of Medical Protective Coverall-BH800 BIEE

High gram-weight composite nonwowven material, through cutfing and sewing. Seams are coverad [Features]
with spacial heat sealing tape for protective clothing. The coating can isolate virus gas sol, viru * Meets the technical requirements for CE&FDA
-containing liquid. When taking off, the ouler surface of the protective coverall is not in contacl (]

ththe h b {
s T - molsture resistnce and antl - synthetic blocd penetration ability.

’| J * High gram-welght composite nonwovens, soft, light, good air permeabllity, good
| * Seams are covered by special heat sealing tape for protective clothing, effectively

[Typical applications])

Can be used for medical staffs at isolation and observation ward (room), —_— —— ek wirases; bactes; Flaoarmanbe
isolation Ward (room) to stop virus spreading from pationts to the medical staffs with air or liquid / 5 . = i . ;
| ’ v Zipper front protection, double-sided adhesive sealed. Double Insurance enhances
[Working principle ] ¥ { 114 \. \ isolation protection.
The coverall is made from a high gram-weight composite nomwoven material, through cutting | * High elasticity offers freedom of movernent.
and sewing. Self-adhesive zipper from the front to chin placket protection. Ssams are covered | * High strength and tensility, durable and tear resistance.
with special heat sealing tape for protective clothing. Helps isolate virus and protect against . . .
Pazarious doits s ligsil blood sclesies. ! | Antistatic treatment, reduce the adsorption of harmful substances,
" & e @ [Application]
5 Can be used for medical staffs at Isolation and observation ward (room), isolation

Ward (room) to stop virus spreading from patlents to the medical staffs with air

or liquid
Satf-adhesive Hpper s to protect the 4
< (Specifcations)

This protective clothing includes a hooded top and trousers
| =2

Antistatie treatment, reduce the e .
adsorption of harmiul substances. [Specifications and sizes]
Self-adhesive zipper is to
}.._- (e———
Seams are coversd with special heat High slasticity offers freedam
sealing for protective ing. 1 of movement.

Cufficm) | Foot mouth(cm)

[Model | Helght(cm) | Chest stze(cm) | Slesve Length(cm)

protect the mouth and chin

169+5 125 86 18
Salf-adhesive Tipper, CoubR-sided 17345 130
e e —

enhances Bolation protection

188+5 145

s elastic at facial part gy
High gram-weaghE composite nonwovers | wrist and ankles to maximize -tion
Soft. Nght. good air permesbility, good S the coverage. Wrist loop gn for
moksture resistance and antd - synthetic easy removal of the coverall and

bood penetration ability 4 aloves prevents sec

+2

Medical Protective Coverall-BH800

Good moisture resistance and synthetic blood penetration resistance
Effectively blocks viruses, bacteria, and microorganisms

comamination.

¥ Elasticated wrists, ankles and face, hooded coverall.
¥ ICU protective clothing, longer zipper extends to nose for complete protection. .
h gram-weight composite nonwovens of 78g/m2, soft, lightweight and
o aab
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Instruction of Use of Medical Protective Coverall-BH800

&&& BIOSIS HEALING
atﬁﬁlm Product English |abel
-
[ / o @ @

Disposable Medical Protective Coverall
e Type 3-4 product code:BH-800
For Preventing the medical staffs from virus and other germs in air or liquid.
° Conform to EN14126, EN13982, EN14605,EN13034
) Conform to Directive 93/42/EEC, 2007/47/EC

/ . i | i | 5 S | 2
e jram: T 25 1 84 15 ] 24

160 178

125 86 15

| | |
y 5 Z Bl
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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 N 480x450x415mm 9.8
! f 1:, {{F\ Péotectixllle 1\111
Js | overall- <L

¥R &% BHS00
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THANK YOU

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



