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MEDICAL SUPPLIES




Medical Devices

00001

SHANG
HAI

(CT) whole

body x-ray

computed
tomography
spiral scanner

United Imaging
528

FDA
NO. K183143

Pl T

0.28
unit/ton

Commodities

part 1:
2424*1158*2324mm, net
weight 1735kg
gross weight 2000kg
part 2: 2971*938*1234mm
net weight 481kg
gross weight 734kg
part 3: 948*748*1450mm
net weight 260kg
gross weight 330kg
part 4: 2058*988*1059mm
net weight 125kg
gross weight 223kg
part 5: 1508*1058*1169mm
net weight 120kg
gross weight 205kg
part 6: 855*845*930mm
net weight 82kg
gross weight 89.5kg
total net weight: 2803kg
total gross weight: 3581.5

In stock /
Air transport

yes

00002

SHANG
HAI

FlatDR
medical
diagnostic
x-ray machine
(DR)

United Imaging
266i

Chinese
NMPA
(National
Medical
Products
Administra-

tion)
attached: /A
\3‘5‘

2018230007
6

Same brand
passes FDA

0.91 unit/ton

part 1:
2424*1158*2324mm, net
weight 1735kg
gross weight 2000kg
part 2: 2971*938*1234mm
net weight 481kg
gross weight 734kg
part 3: 948*748*1450mm
net weight 260kg
gross weight 330kg
part 4: 2058*988*1059mm
net weight 125kg
gross weight 223kg
part 5: 1508*1058*1169mm
net weight 120kg
gross weight 205kg
part 6: 855*845*930mm
net weight 82kg
gross weight 89.5kg
total net weight: 2803kg
total gross weight: 3581.5

In stock /
Air transport

yes




Medical Devices Commodities t‘l.V

FDA
00004 SHEN ; ECG machine | EDAN SE-1200 NO. K160876 100 5kg/Net weight In stock / yes
ZHEN ‘ Express units/ton unit(without battery and Air transport
g = " paper)

REREE

10kg/Gross weight unit
420*330*105mmv

—
B-ultrasound Sonoscape/E2 FDA 77 units/ton 6.5kg/Net weight unit In stock yes
NO. 13kg/Gross weight unit / Air
K170303 378*352*114mm transport

00008 SHEN
ZHEN




Ventilators

Commodities

00005 NAN Invasive PA700b CE Certification 12 units/ton 77kg (with PA air com In stock yes
JING Ventilator attached pressor attached) net / Air
weight transport
o] — 83kg (gross weight)
= AL 1240*670%600mm
[ 9 st -
¢ - 15
Emergency || )
. Ues o
00006 JIANG I Non-invasive | Yuwell YH830 | Authoriza- S 33.3 25kg/unit (net weight) In stock / yes
SU - LEE Ventilator tions (EUA) units/ton 30kg/unit (gross weight) | Air transport
' products, or 630*630*1050mm
i ~_more
e information . B
v see FDA ' :
official site
https://ww-
w.fda.gov/-
me-
dia/136702/
download
CE certifi-
cation
attached
)
00007 JIANG T!_ Sputum Yuwell/7E-A Same 196 227 units/ton In stock / yes
SuU ! == suction brand 2 units/ton 4.4kg/unit (net weight) Alir transport
e paSSEejAF DA 5.1kg/unit (gross weight)
¥ CE 280*196*285mm
certification
e attached s n




Monitoring Devices

00003

CN

Commodities t}.v

6.1kg/unit (gross weight)
350*320*450mm

Multifunction- Midray/ FDA 188.6 4kg/unit (net weight) In stock / yes
SHEN- al ECG Epm10 NO. units/ton 5.3kg/unit (gross weight) Air transport
ZHEN monitor K191769 269*252*159mm
00009 CN Central Mindray/ FDA &= N/A N/A In stock yes
SHENZHEN monitoring BeneVision NO. / Air
system K183238 transport
00010 U.S.A Defibrillator Zoll M series FDA hE 163.9 5.23kg/unit In stock / yes
monitor NO. units/ton (net weight with battery) Air transport
K180482




Hospital/Emergency Room Equipment

Commodities

00011 CN e 3 ICU Mingtai/Z1 CE . 8.1 units/ton 110kg/unit (net weight) In stock / yes
SHAN - multifunction- Certification | o ; 123kg/unit (gross weight) | Air transport
DONG ’ al rescue bed attached 2000*720*630mm
% et s 'r'l. =
l"”‘:: it i
T s
i
] .
00012 SHAN Operating Ming- CE 3.2 units/ton | 210kg/unit (net weight) In stock / yes
DONG table tai/MT2000 Certificatiol 308kg/unit (gross weight) Air transport
attached 1550*850*950mm
! T )
00013 SHENZ Double Comen/L6 MHRA 4.8 185kg (net weight) In stock / yes
HEN headed (The U.K.) units/ton 205kg (gross weight) Air transport
shadowless certification . 1465*1095*960mm
lamp attached




Hospital/Emergency Room Equipment

Commodities

00014 SHAN .+ | Ward manual Lekang/A7 CE O o 12.7 64kf/“z'lt (“ethwel'ghté‘”th In stock / yes
DONG Qe double rocking Certification®, . e units/ton an f:a’t\:'rejse)s an Air transport
i nursing bed attached 79kg (gross weight)
Tom L = 2080*823*690mm
) s
00015 SHAN UV disinfection Mingtai/M- CE i il 232.5 units 3.4kg/unit (net weight) In stock / yes
DONG truck DV1000 Certification /ton 4.3kg/unit (gross weight) Air transport
attached 310%260*843mm




Miscellaneous

00016

JIANGSU

Digital film

Commodities

1180*890*735mm

Hu.q/HQ-460DY CE 14.3 1/Box In stock / yes
| printer Certificatior units/ton 70kg/unit (gross weight) Air transport
attached 840*710*610mm
F' 100 sheets/box
00017 | JIANGSU . Digital film [Hu.q/HQ-460DY CE 40 cases/ton 5 boxes/case In stock / yes
Certification (14"*17") 470*240*570mm per case Air transport
attached 55.5 cases/ton 25kg per case
(1"*14") (14"*17",350*430mm )
71.4 cases/ton 18kg per case
(10"*12") (11"*14",280*350mm)
90.9 cases/ton 14kg per
(8"*10") case(10"*12",250*300mm)
11kg per
case(8"*10",200*250mm)
00018 | SHANDONG || | i, Autoclave Shinva/ CE E 5 units/ton In stock / yes
@E MOST-T80 Certification 180 kg/unit (net weight) Air transport
attached 5 units/ton 200 kg/unit (gross weight)




"
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ZERTIFIKAT « CERTIFICATE

EC Certificate

Production Quality Assurance Systemn
Directive B34Z/EEC on Madical Devices (MDD}, Annex V
(Davices in Class lia, ik or 1)

No. G2 1508 55329 013

Manufacturer: Jiangsu Yuyue Medical

Equipment & Supply Co., Ltd.

EC-Representative:  Shanghai International Holding
Corp. GmbH (Europe)

Eiff e K0

Product
Category(ies):

Electric Suction Apparatus,
Oxygen Concentrator,

Air Compressive Nebulizer
Electronic Blood Pressure Monitor

Report Mo

Valid from:
Valid until

Date, 2015-09-17
Harrs-Hainan Juniss

TUW U0 Prod

see
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ZERTIFIKAT ¢« CERTIFICATE #

Commodities

EC Certificate

Production Quality Assurance System
Directive 3342/EEC on Medical Devices (MDD), Annex ¥
{Devices in Class lla, ik or 1]

MNo. G2 1508 55329 013

Facility(ies): Jiang=u Yuyue Medical Equipmant & Supply Co., Ltd.
Yunyang Industrial Park, 212300 Danyang, Jiangsu,

PEOPLE'S REPUBLIC OF CHINA
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COMEN

Medicines & Healthcare products
Regulatory Agency

regiatration. Mg the updated information doae not Bftect your regulstory obligations of the information putiched
on our Public Access Reqgistratien Database (PARD).

Thank you lor registinng the fllowing gietie groups of divices

Class | Dovices:
Dental Lights
Lamps {Ophthalmic Examination)
Traction And Surgical immobilisation Devices
Medical Examination Luminaires
» g Tables And Ac i
Surgical instrument Accessories
Awvtoclave Accessories (E.G. Trays And Tray Lifters, Shelves, Racks)
Alrway Devices/Monitoring Equipment And Accessaries
Elsetrosurgical Accossories{e g Transiont Invasive Electrodes Footawitehes )

Custom Made Devices:
Nono

Products Coverod By Article 12
None

Confidentiality

Piesse note ihat in accordance with Directive 200T47EC as of 21si March 2000 infarmation on he registration
of parsons responsible for placing devicas on the market will no longer ba treated as confidential and the
Compatent Authority will provice third partikes with information on the name and eddress of manufaciurers and
authorised representalives and thest devicas (hat have been registerad. However Ihe namas of ndividuals, thelr
lolephone numbers and email addresses will remain confidential unkess you have chosen o trade using
personal detafs. This change only applies 1o medical devices and does not affact In Vitro Disgnostic davices
registration, which remaén confidentiality under Articie 19 of the In Vitro Diagrostic Directive SE79EC,

I your eompany name or that of a manufactures that you represent |5 based on an individual's persanal
name It will be published uniess you inform the MHRA that you wauld like the company name to remain
confidential.

Likewise, if your company address or that of a manufacturer that you represent is the personal heme
addrass of an individual it will be published unless you inform the MHRA that you would like the
company address to remain confidential,

Should you have any quenes regarding your regisiration please do nol hesiate in contacting us,

Yours sincerely

sleolm Ridaway

D; a Integrity Support Officer

Ragregread Var 3.4

s
Commodities s

| Medicines & Healthcare products
| Regulatory Agency

MHRA

Our Ref: CAD17365

MHRA
Mr Pater Wei 10 South Colonnade
Lotus Global Co Lid Canary Whard
| Fourseasons Tarace Lardan
‘West Drayton E14 4PU
Widdleses United Kingdom
UBT 9GG
28 August 2019
Dear Mr Wai

MEDICAL DEVICES REGULATIONS 2002: REGULATION 19
Registration of Persons Placing General Medical Dewices on the Markat

Thank you for informing the Competent Authority of the detalls of Manufacturers Name:- Shenzhen Coman
Madical Instrumants Co. Ltd located al Manufacturers Address: = No.2 of FIYTA Timepisce Building,
Nanhuan Avenue, Gongming sub-district, Guangming New District, Shenzhen Guangdang China
518108 for whom you are acting as the authorised representative and for supplying the medical device
information.

Your registration has been recorded based on your declaration that you have determined that the
device(s| fall within the deflinition of “medical device”, and that you have classified iuthem as falling
within Regulation 19 taking into account the intended purposa(s) and moda(s) of action. In accepting
your registration, | should make clear that the Competent Authority does not examine sach individual
notification and therefors cannot and does not lly endorse these d) atlons. Nelther does
this letter reprosent any form of ion or by tha UK Authority,

Your registration is basad upon your declaration on the RG2 form and means that:
For Manufacturers of Class | medical devices, Assembiers, and Sterilisers

Yoou should now be operating under the Medical Devices Directive and the above Regulations for the products
o sk ed us lo register, by fully comptying with the essential requirements, GE marking those: products of
tabailing them as such

For Manufacturers. of Custom-made devices and Custom Made Active Implantable
Yo should be ready 16 clalm comphance with the Difsctive and Regulations and should ba manutaciLnng
cusiom-made devices in accordance with their requiremaents.

I you stop placing devices on the market or If you are not complying with the Regulations you should
inform us sa that we €an ameénd our récords, You should ba awars that it ks an offance to placa on the
market CE marked devices that do not comply with the regulstions.

The infamiation you provided has baan recorded against tha referance number shown a1 the top of thiz lattar,
which we ask you Lo quole in all fubure cor and comm lions,

Piease inform us of the following chargabie changes:

= the company information e.g. name and address
o additional generic groups of devices (not individual products within an existing peneric group)
» Change of authorisad reprosantativa

Please also use the Devices Onine Reglstration Dalabase (DORS) 1o tell us of the tollowlng changes e.g.
removalidiseontinuation of a device from your registration record, change of contact parson, posteode,
teliaphone nurmber andfor emall address, for which payment of our stalulory fee does not apply. Tholgh, you
arg required fo provide these nea-chargeable changes in writing we will not provide an updated lettar of
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LEKANG

Product A =, s -ERAN
Produd Kame Typa A\
L AL - I — R —
Shadawhess LK}EF-TC&'SCIJ.LJ(.’ZF-Taﬁ. DO EF -S00MS00/CKIZF- 700, LIK/ZF -500, LK

| Cmeruihg Lamo | KIZF-500L. LKIZF-200L LKA Etatiomooner LED

l’.\muamg_TE LIS | LKL L
| Madics! Bede | L¥-AT, LK-A2. LK-A3 LR-A2, LE-AE LE-AS, LK-AT, LE-AB LK-AD, LK-A10, LE-BY,

File Ne: CE-TCF-001

EC Declaration of Conformity C € |

Regarding Medical Device Directive(33/42/EEC)

including Directive 2007/4T/EC [

Manufacturar "
Manutacturer: Qufls Lekang Medical Tachnolofly 0. 40

i d
Address:  Neoeth Xishou Road Kargs &dﬂmu.&r\‘u ChySnangang Province

LA ED-T00 LKILED-500, LIVLED-TO0L LKA E L L |
LRAED-200.L KALED- 2001 LK/ ED-B+5 LKL ED-5+3 LKA ED-3+3 LKLED-S LKLED
| -3 LWLED-EL LWLED-IL

| LK-B2, LK-B3. LK-B4, LK-BS5, LK-B6, LIGBT, LICES, LK-89, LK-B10

i 1 |
wling o Rula 12

‘W confirm the abave products can meet th requirerent of Medical Device Directive and
tne folksdng harmonized standards

EN 180 14071:2012

EN 130 16223-7:2018

EN 10412008 +A13013
EN 80501-1: 200801 2013
EN 80601-1-2:2018

EN 80801-2-41:2008

EN 80801 -2-48 ID‘L“

o -

Signature:

Coates juu"lr 133

Commodities
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United Imaging

J U.S. FOOD & DRUG

AOMINISTRATIGN

January 3. 2019

Shonzm United Imaging Healtheare Co., Lid.
Shumei Wang

OM& RA VP

No. 2258 Chengbar Hd., Jadmg Industnal Distnct
SHANGHAL 201807 CHINA

Re: K1E3143

I ce Mame: uCT 520, uLl 528
her: 21 CFR 892
mputed Tomography X-Hay Systern
lass 11

TC Al
Dated: November 14, 201
Received: Movember 135, 201K

Dear Shumei Wang:

100d manufacturing practice, ]abc]mp‘ '-nd p'u1..h
wie: CDRH dies albuare B AL I :Iulm warmantizs. We
Temi IEI\J wour, however, that device labeling must be ul .uql oot miskading.

I your de assified (zae above | inio either class I1(% rmirnls) or elass 1 {PMA), @t

ing your device can be found in the =
diteom, F Ua\ may publish further announcements

Please be advised thot FDA's iss
has made a determination that
o

s anad regulations admin

A5, Fuaxd s ey Adranbrsbams
R M e
Spreg, MO 20080

Commodities t‘z‘v

BT E ks GHD

FEAHERS IFREAE20182300076
EMASTE DERREETREERAT
EMALRT DiEhEERikitiE22585

Lr=inle HighEERImIbE2258S
FaEiR Bt ERXEEER RS
BRI ET

BUEHIE UDR 2661 (BEE1. EF2)

SR ER/ AR FERERAIEEN (SEEEEESRRIEET) | XSTREEN. RRE BHa, 3R 83K, £

HEMFERIFENGE. BEESS, B, EEl. HEssRaE.

IEFEE/ AR Rt ErSET XSS AR TER A EXERR, ATEFR 2.
PRt REEE /

B
EfhE
=E
AEitE ] DEmRaRanEEER
#EHE] 2018-02-27
HREAE 2023-02-26
EEER
IE P a TR Ratr = E e S = S B A AR RS A TR E B SRR A— B s B R HR SR
MasE. HOME=X=Er S nidE I EE s ERFRS S Err S imadEe iEakE:
gixiejiucuo@nmpaic.org.cn [BMFEFSTA "EffEmmiisng | M vhSEmESLI N 2EHME
B . ETEmEIS/EES, 238 (Hf. =HE. EESF) | 3eEmEE (500FLAR) ; 4elbEiR
() ; S&—HSERNE 6BREAMSE, TEREEE (FAEN) | SER4E] | sifsERSE
RErEmaEnERaiE010-88331951 (kBiFhEFEETERHSIRAEHREBE, HIFERam/ EAsS
HigBiE) . B EErEREEIEERRECIAAENERS, BEEETEEEEE e TAE
P,



s
For detailed certifications, see Commodities *{J\*

sheet "certifications”
EDAN

A

C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

A
per - WOGH-GH

February 15, 2017 Silver Spring, MD 209910002

hire
ent

Edan [nstruments, Inc.

% Doug Worth

Sr. Dir. US RA/QA

Edan Medical

1200 Crossman Ave. Suite 200
Sunnyvale, California 94089

Re: K160876

Trade/Device Name: Electrocardiograph, Models:
SE-12, SE-12 Express, SE-1200, and SE-1200 Express

Regulation Number: 21 CFR. 870.2340

Regulation Name: Electrocardiograph

Regulatory Class: Class [1

Product Code: DPS

Dated: January 35, 2017

Received: January 9, 2017

Dear Doug Worth:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may. therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class Il { Special Controls) or class Il (PMA),
itmay be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898, In addition, FDA may
publish further announcements conceming your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must comply
with all the Act's requirements, including, but not limited to: registration and listing (21 CFR
Part 807): labeling (21 CFR Part 801); medical device reporting (reporting of medical device-
related adverse events) (21 CFR 803); good manufacturing practice requirements as set forth in




For detailed certifications, see Commodities
sheet "certifications”

SONOSCAPE

DEPARTMENT OF HI

ALTH & HUMAN SERVICES Public Health Service

s
WG
LON02

Sonoscape Medical Corp. v 19, 2017
5% Ms. Toki Wu ' cd
Regulatory Affairs Manager

4/, 5/, f & 10/f. Yizhe Building, Yuquan Road, Nanshan

Shenzhen, GuangDong 518051

CHINA

Re: K170303
Trade/Device Name: ES5 Series Digital Color Doppler Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, ITX
Dated: February 20, 2017
Received: March 1, 2017

Dear Ms. Wu:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
Y ou may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
good manufacturing practice, labeling, and prohibitions against misbranding and

tion. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however. that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898, In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801): medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Aet): 21 CFR 1000-1050.
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MINDRAY

"
e

Commodities

see

AN INEST A

g U.S. FOoOD & DRUG

Dcsaber 31, 2019

Shenehen Mindray Bio-medical Ebectronics Co., LTD.
Yanhbong Bal

Manaper Regulatory Affairs, Technical Regulation Department
Mindray Building, K th Road South

Hi-tech Industrial Park, Monshan

Shenzhen, SIR05T Cn

Re: KI91769
Irade/Device lame:  ¢FM Scres Patient monitors
Regulation Number: 21 CER $70.1025
Regulation Name: Arrhythmia Detector And Alarm
Regulatory Class: Class 11
Product Code: MHM. DEL MLID, DRT, DXN, DSK, FLL, DQA
Dased: September 30, 2019
Received: October 1. 2019

And Alanm)

luding ST-Segment

Dxar Yanhong Bax:

We have reviewed your Sec k) premarkes notification of iment 1o marken the device referenced
abowe and have determmid the device is substantiolly equivalent (for the indieations for wse stated in the
osure) to legally marketed predicate devices marketed in interstate commerce peior to May 1976, the
Medl in secordance

ical Device Amenslments, or 1o devices that Tave been recl,

msent date of the Me
with the provisians of the Federal Food, Drug, and Cosmetic Act { Act) that do pot require approval of o
premarkct approval spplication (PMA). You may, therefore, market the deviee, subject to the general
contrals provisions of the Act. Although this letter refers to your product as a device, please be aware that
some cheared products may instesd be combina ||nulum The 511k Premarket Norificalion Databse
Tocabed w usps/www sccessdala fila govisenptsodriy’ ‘pmnglm wentifies combination
product submissions. The general controls provisions of the Act includa requirements for annual registration,
ssting of devices, pood manufacrring practica, I:bel ing, and prohibitiens against mishranding and

ieratiom. Please note CDRH o ¥ warramties, We
remind you. however, that device labeln

conirct |
st be Iruth‘u, .md not mislcoding,

17 yuour is chassified (se2 above) inm either class 11 (Special Conwols) or class I {PMA}, it may be
subject o additional controls. Existing majer regulations alTecting your device con be found in the Code of
Federal Regulations. Title 21, Part= §(K to 898, In addition, FDA may publish further announcements
concerning your davice in the Federal Register

Please be advised that FIM's issuance of o substontial equivalence determination does not mean thot FDvA
has made a determination that your device complies with other requirements of the Act or any Federal

4% Fred & g Afrirersen
1iri] P e
S Spong, HD 20933

Maurch 13, 2019

ﬁ ﬁ U.S. FOOD & DRUG

Shenehen Mind
Ymhong B
Manager Regulatory Aff:
M z 5

Hene Vision Central Monstoring System
1300
[nchading €

Device Mame:
Ni

whomeier And Rate Alarm)

Rezulotory Class: Class 1l

Product Code: MSX_ DRQ. MHX, DRT, DXN. DQA. DEB
Dared: February 7, 2
Reccived: Pebruary 8

Deear ¥ anhong Bai:
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ntions, Title 21, Pams xm]
CONCEmIng uqud.Lm_ 1n the bedom| Regster
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meats of the Act or ony Federn!

uhstantial equivalenc
mplics with other requi

Please be d that FDA's issznce of
has mode o determination that your device ¢




"N
For detailed certifications, see Commodities *{J\*
sheet "certifications”

ZOLL

ﬁ ﬁ U.S. FOOD & DRUG

November 30, 2018

ZOLL Medical Corpore
Pooja Dalvi

Spe
1 0 & 271 Mu Read
Chelmsford, Massachusetts 018244105

R

tee Name: ZOLL Propag M

Rezulstion Nu 31 CFR &T0.1025

Rezulation Nam: ythma, ctor and alorm (including ST-scement measurenaent and alarm)
Regulaiory Class. Class I
Prodoct Code: MHX, DRT, DXN, DSK, CCK, DA, P8, FLL
Dated: October 22, 201K

Received: Dotober 23, 2018

Dear Poaja Delvi

eulical rJ\\“ Amendmen
€ T f the Federal Feod, Ting al..ll tsme
ke app.mu] application {PMA). You ma

lhc g:‘mml
please be aware that
ification Daabuse

2 st

o-aither class [1 (Speci
ing m:por lc!.'.ht aff;

Plense be advised that FIDA's ssuance of 8 substantial ;qul'.a.—cnc; duuunmun does not mean ihat FDA

tered by ocher hdu.'.Ji agel by with all

mifed to: registration and |




Protective Gear

00019

HE
NAN

COATS FOR
Operating
room

Scrubs. Surgical gown
Medium size. Fabric
construction non-woven,
disposable SMMS type
with loop closure. Fluid
resistant bodysuits, sleeves
with reinforcedelasticized
cuffsfrom 5 to 10 cm width,
minimum gown length

120 cm

Commodities

50 /box
60*40*45cm

1000000
/7 day

1000000

00020

HE
NAN

SHOES
COVER

Operating rooms use, TNT,
Large size with anti-slip to
the traction, disposable

26/5000

8/ bag

200 / box
60*40*40cm
7 kg

1000000
/7 day

1000000

00021

HE
NAN

SURGICAL
HAT

Made of non-woven fabric.
With fold-over rubber,
fluid resistant.

Disposable.

20 / bag
1000 / box

1000000

60*40*40cm /7 day

7 kg

1000000

00022

RUBBER
BOOTS

White rubber boot with insole
with treatment non-slip, in
natural rubber, double PVC
material lined by inside in
rubberized fabric, sanitized
vulcanized in one piece resistant
to alcohol and all kinds of
chemicals, long spout

(40 cm high) Numbers 36 to 44

certificate will be added soon

36-44 Size 100/ day

100

00023

JIANG
SU

DISPOSABLE
CARPET

Disposable Sheet Carpet, Film
Overlapping Sheet Block
polyethylene with antibacterial
adhesive layer with last sheet

adhesive for fixing to the ground.

Blue in colour and measures
66x113cm. 30 sheets per carpet
/10/8 carpets per box

certificate will be added soon

65*115cm 10 / day

00024

ZHE
JIANG

Protective suit

Disposable Waterproof Hooded
Jumpsuit: Protective Clothing

Category llI; Tyvek Classic Xpert
LA - DuPont. Size M, G OR GG

1piece / bag

1000000

50 / box / 7day

1000000




Gloves

Commodities

Medium and Large Size, 55
Latex resistant -long spout. 100 pieces/box,
00025 SHAN \\ GLOVE ZZ'bO m’l;” ;‘75‘mr:1 f 10 boxes/box.
FORRECOGNI | Unbreakable in the fit test, 2100 ourter 1000000
DONG Y TION with absorbent powder. o
A With flange carton; 46100
A ourter carton
N © 6-12and 7 in pairs, latex, S8
thickness 0.2 to 0.3 mm,
non-slip,
Optimum sensitivity, 100 pieces/box,
SURGICAL | unbreakable in the shim - 10 bpoxes/b/ox
00026 GLOVE test with absorbent powder. ’ 1000000
270 mm length, variation + - 2100 ourter
&= 10mm to be measured from carton; 46100
the end top of middle finger ourter carton
to cuff edge.
\\ Nitrile Gloves, non-sterile,
ambidextrous, dust-free,
- NITRILE 30 cm which
00027 SHAN . J GLOVES Tshey’\f/]eature a beaded cuff. L 100
DONG ! ze
Ambidextrous, dust-free 30 cm HRos 100 pieces/box
. \ nitrile gloves featuring a beaded 10 boxes/box ’
SHAN GLOVE cuft ize s 2100 ourter
00028 | DONG . FORRECOGNI carton; 46100 100
) ! TION ourter carton
Ambidextrous, dust-free 30 cm G
. \\ nitrile gloves featuring beaded 100 pieces/box
SHAN GLOVE outt Size L 10 boxes/box.
00029 DONG = FORRECOGNI . 2100 ourter carton; 50
1 i TION 46100 ourter carton




Eve Protection

Commodities

00030

Made of transparent plastic
/polycarbonate, it must

1
\\!. Certificate

must be Clear fog and
scratch resistant plastic,
adjustable band not to
loosen during clinical
activity, indirect ventilation
to avoid fogging, reusable.
EU STANDARD DIRECTIVE
86/686 / EEC, EN 166/2002
; ANSI / ISEA Z87.1-2010

TIAN provide good visibility, 200 / box
JIN FACE SHIELD tt):eth z;;l;it carries it like EN166 68*38.3*41.5cm 1000000 1000000
patient. 13.87KG / 3day
L]
Provides good sealing with
face skin, PVC frame flexible
to easily adapt to all face = 26/5000
GOGGLES contours with even pressure, 8/b
00031 SHEN close your eyes and ZOOai 1000000 1000000
ZHEN surrounding areas, should / box /7 day
accommodate users with 60*40*40cm
prescription glasses. Lenses 7 kg




Mask

Commodities

00032

HE
NAN

surgical mask
(non-sterilized)

Surgical mask, highly resistant
to fluids, allows good
breathability, the inner and
outer faces must be clearly
identified. Hypoallergenic
with 3-fold filter attached

to the ear. Fluid resistance at
a minimum pressure of 120
mmhg according to
ASTMF1862-07, ISO 22609 or
equivalent. Filtration
efficiency: ASTM F2101,

EN 14683 ANNEX B or
EQUIVALENT

& a

YY 0469-201
iSO 9001
ISO 13485

2000 / Box
52.5*49*56.5cm
11.5KG

1000000 / 5day

1000000

00033

SHENYANG

Medical Protective Mask
ERBPOR

'.\\/_‘

GOGGLES

N95 or FFP2 mask or higher
Good breathability. NIOSH
Compliant from the USA

or FFP2 according to EN 149

|
It

GB19083-
2010

500 / box
46.5* 43.3*
36.3cm

4.5 KG

1000000
/15 day

1000000




Oxygen Delivery / Equipment

BALL OR
00034 SHEN CYLINDER
SHEN FOR 6M3
OXYGEN
AIR
SHEN MEDICINAL
00035 ZHEN GENERATOR
SYSTEM
r-\i MEDICINAL
Ve, MEDICAL
SHEN : VACUUM
ZHEN Y GENERATOR
00036 < '*'1-‘ SYSTEM
=
oo [VISUAL AND
SHEN ACOUSTIC
00037 ZHEN ALARM
P AR PANEL FOR
| b MEDICAL GAS
PR A
T
MEDICINAL
SHEN I OXYGEN
00038 ZHEN = REGULATOR
T = WITH
8 | HUMIDIFIER
~; 1,300
SHEN b = CC MINIMUM
00039
ZHEN SUCTION
N7 BOTTLE

Commodities
00034-00051 medical gases are 3500
provided by Shenzhen Huateng Medical 3500 / 7day
Engineering Equipment Co., Ltd
% .
== T 20 / 7day
BN H W 2
300/7d
/7 day 300
EFRMESEFIE _ EE 77 B8 4= F= 1 T HE R
o [ o 1A=
™ “%@_& | Ty ’%@@
eRE T, ﬁ" o N aape t& i 10/d
i & ay 3500
i R -
t A s ,&’% | g
: ! " #’%\, s Ly R .
. f | ﬁ?g@; T . |;
e T T
1000 1000
/ 7day




Oxygen Delivery / Equipment

00040

SHEN
ZHEN

BALL OR
CYLINDER
FOR OXYGEN
M3
ALUMINUM

00041

SHEN
ZHEN

CONSOLE
OUTLET
FOR
MEDICINAL
GAS

00042

SHEN
ZHEN

VACUUM
REGULATOR
WITH TRAP
OHMEDA
TYPE

00043

SHEN
ZHEN

VACUUM
REGULATOR
WITH TRAP
OHMEDA
TYPE

00044

SHEN
ZHEN

OXYGEN
MANIFOLD
5+5

00045

SHEN
ZHEN

FLEXOMETER
FOR OXYGEN
CONNECTION
OHMEDA
TYPE

00034-00051 medical gases are
provided by Shenzhen Huateng Medical
Engineering Equipment Co., Ltd

Commodities I‘LV

ES 77 884 4= P F 7T HE

R o e e e
HOBERA: @ﬁ‘

b A Wi _ﬁ%
% : EIEFI:

‘fw =] HIEBM:

WA @.@ﬁ(—

T S s

ERE RS TE AR

J
-aFsuEk ui‘ La:m%

GET 2400 ,@,l\cruun s

2
4’%

700 / 7day 700
3000/ 7day 3000
|
i
| i
400 /7d
/7day 400
Tni’—'ﬁﬁﬂﬁ"!\
1200 / 7day 1200




Oxygen Delivery / Equipment

Commodities I‘LV

FLUXOMETERS
00046 SHEN FOR OXYGEN
ZHEN INTERNATIONAL
SYSTEM
MEDICAL
GAS PIPE
SHEN
00047 ZHEN
SHEN OXYGEN
ZHEN
00048 HUMIDIFIER
CONNECTION
SHEN FOR
00049 ZHEN MEDICINAL
HOSES
SHEN SECTORIZING
00050 ZHEN BALL VALVE
VACUUM
REGULATOR
SHEN WITH TRAP
00051 JHEN DISS |
NTERNATIONAL
SYSTEM

00034-00051 medical gases are
provided by Shenzhen Huateng Medical 1300 / 7day 1300
Engineering Equipment Co., Ltd
BE 7T 8800 2= 74 AT
i
VT 8 5 ~{® = i
B AT R '5}.- 3000/ 7day 3000
HEERRRA e @5&1\ :':
@ 5
]!
FUREEA: W @% |
% Y ORERN:
& B REAM: & 500/ 7day
500
e ——— T
GRT JJII rI'\(Pl-l-llll mns
AT EER k’.l?.i‘ !1%‘1-%]":&'3{!6“%1
IWAT, W
.
} CNAS
il
T 600 / 7day 600




Laboratory Supplies

00052

Axygen/
Hangzhou

PCRTUBES

PCR Tube Strips for REAL
TIME PCR EQUIPMENT,
Strip8 tubes per strip
compatible with Real
Time PCR equipment
Available in the LCSP
(Applied Biosystem

7500 Thermal Cycler)

certificate will be added soon

1250pcs/Box

AL
Commodities I‘L\.}

100box/day

160

00047

SHEN
ZHEN

PO

LID FOR
MICROPLATE

Cap for microplate,
CAP STRIP FOR PCR
EQUIPMENT PLATES
IN REAL TIME. Cap
Strip, 8 caps per strip

certificate will be added soon

1250pcs/Box

100box/day

80

00048

SHEN
ZHEN

RNA
EXTRACTION
KITS

Extraction Kit for RNA
with support of silica gel
from plasma, serum, cell-
free fluids, and cell culture
supernatant. Must contain
columns, collection tubes,
wash buffer and carrier
RNA. It should not require
heating anywhere in the
process of extraction, do
not use B mercapto-
ethanol anywhere in

the processing. It must
contain all the reagents
necessary for the extraction|
procedure. Insert required
to verify technical
specifications
accompanying

the offer. Kit for 250
determinations as a

minimum

. !
JCERTIFICATE

VD NOTIFICATION

2000 kit / day

8000




Laboratory Supplies

00055

Hunan

RNA
EXTRACTION
KITS

xtraction kit for total nucleic
acids with extraction
equipmentautomated

that can take from 1 to

96 samples at a time,

with4 pipette channels,
with liquid level detector
in tubes and plates,clot
detector and drip detector.
With security cabin withUV
light and with opening lock
during operation. Able to
make the master mix for
the polymerase chain
reaction

B

CERTIFICATE

WD MOTIFICATION

i &a:

24test/kit

AT
Commodities r‘z.\.}

2000 kit/day

3000

00056

Benjing

PACKING
FOR

SAMPLES
TRANSPORT

Triple packaging to
transport infectious
samples in the formre
frigerated, according
to international
standards (IATA).

1L

50/day

50

00057

Thermo
Fisher/
Shanghai

MICRO
CENTRIFUGE
TUBE

Capacity 1.5 ml, with cap
attached to the safelock
system tube, for PCR,

free of DNAse, RNAse

and autoclavable pyrogens,
with good user experience
in the LCSP, through "Proof
of use Satisfactory issued
by the Quality Management
Unit of the LCSP and send
sample

5000pcs/Box

50box/day

500




Laboratory Supplies

00058

Thermo
Fisher/
Shanghai

Cryovials
POLYPROPYLENE,
THREAD LID

STERILE CRYOVIALS, 2 ml,
with external screw cap,
polypropylene, autoclavable
and sterile, send sample

Commodities

600set/Box

100box/day

5000

00059

Changchun

P—

INTAKING
SAMPLES
EQUIPMENT

EQUIPMENT FOR SAMPLE
TAKING, Containing 2 ml.
As minimum, liquid
transport medium

for viruses. For sample
transport viral, with two
polyester swabs or other
synthetic material (not
cotton) and rigid plastic
stick. The tube must
have a conical bottom,
Sterile, without activated
carbon

600set/Box

100box/day

5000

00060

Hunan

DETECTION
OF COVID-19
BY PCRIN
REAL TIME

in the management of
equipment all the time

required and in case of

entry of new officials on

campus. Submit a written
program annual maintenance
for the duration of the contract,
which it must be included

in the offer folder. The provider
shall provide a written report

of maintenance and / or repairs
made to the equipment, so

that the user registers the
observations regarding operation
and compliance with preventive
and corrective maintenance.
Notification time and response,
to any inconvenience presented,
should be immediately and within
laboratory working hours and with
staff qualified company. The
supplier must put into operation
the five laboratories within a
maximum period of 20

(twenty) days once

signed the contract

jre— -
e

24test/kit

2000kit/day

10000a




Laboratory Supplies

00061

Changchun

P

VIRUS
TRANSPORT

SOURCE

GENEXPERT

Sterile. Kit for taking and transporting
viral samples, with swab and sterile
means of transport. For the
transportation of nasal samples,
nasopharyngeal, ocular, dermal or
mucous lesions.

Sterile. Kit for taking and transporting
viral samples, with swab and sterile
means of transport. For the
transportation of nasal samples,
nasopharyngeal, ocular, dermal or
mucous lesions.

Commodities

600set/Box

A
T

100box/day

2000

00062

Hunan

GENEXPERT

Kit for the determination of
Sars-Cov-2 (OBS: price suggested
by the OPS) US $ 19.80

R Lt fe

24test/kit

2000kit/day

50000

00063

Hunan

RESPIRATORY
REAGENT
FOR VIRUS

CoVD-2019 detection by Rt-PCR in
real time. Compatible with thermal
cycler equipment for time PCR real
96 sample plate format, with adapter
for test strips tubes, LightCycler 480
II, available in service. Must include
tubes for sampling, equipment for
automated extraction of acids
nucleic, with extraction kits, tips and
tubes free of DNAse and RNAse.
Preventive and corrective
maintenance, as well as all supplies
equipment consumables will be
borne by the supplier.

24test/kit

2000kit/day

384




Laboratory Supplies

Sterility Biological steam indicator.

AT
Commodities t‘L\.}

Self-contained ampoules oy
STERILITY W\’thGeotbac\Hus st;rotermophwl\us o '’
BIOLOGICAL tctccmtrol autoclave spores maturity
CONTROL in two years
3M/USA
00064 50pcs/kit 20kit/day 20
Ste‘Fr\'hty Blo\ogd\ca\stea‘mmdicator. - .umg
Self-contain: m .
STERILITY w?thé‘;otbaacﬁ\usastg;rite:rmopm\Ius -
BIOLOGICAL to control autoclave spores maturity
intwo years
3M/USA CONTROL 25test/kit ,
00065 (include 25 20kit/day 20
pcs of +-
contrast
— reagent)
Sterility Biological steam indicator -
Self-contained ul
STERILITY withGeobadillus stearotermophilus '
BIOLOGICAL to control autoclave spores maturity
in two years
3M/USA CONTROL 24test/kit A
00066 (include 24 20kit/day 20
pcs of +-
contrast
i : reagent)
w—-_ ]
STERILITY Sterility Biological steam indicator. r
3M/USA i/?lﬁézgtsgzﬁﬂsa;Zs;‘;‘teesrmophi\\us 24test/kit ( .
00067 BIOLOGICAL | EISElmysunls, : S s 20Kit/dey 20
of +- contrast
reagent)
. ALCOHOL Foam alcohol refill for dispenser
uhai 100grai
00068 INFOAM B Otgtﬁ')n/ 1000Bottle/day 40




Laboratory Supplies Commodities f‘z,v

Microfiber cloth replacement 40 cm
00069 MICROFIBER
rtificate will be added
Shenzhen REPLACEMENT corhente wiibeaddedsoon 400PCS/pack 1000pack/day 20
Autoclavable polypropylene
pathological waste bags.
M ding 25 x 25
PATHOLOGIAL Cr:asurements not exceeding 25 x
WASTE BAG certificate will be added soon
Shanghai
00070 32cm*38cm, 1000pack/day 40
100pcs/pack
Screen-printed autoclave bags with
the danger symbol, transparent. 60 x
75 cm. 64-liter capacity certificate will be added soon
Polypropylene.
Shanghai PATHOLOGIAL 60*70cm,
00071 WASTE BAG 100pcs/pack) 1000pack/day 100
High pot, with lid, capacity of 12
liters, 30 cm. d ter; stainl
COOKING steel rple botor (sainiesssteel
POT aluminium + stainless steel) for certificate will be added soon
autoclave
Tianjin 9L
00072 20 20
COOKING
pOT High pot, with lid, capacity of 9 litres,
30 cmvd\’am‘\eter stainless steel, triple 121
00073 | Tianiin S 20 20




Laboratory Supplies

AT
Commodities r}.{}

":b“ g | ABSORBENT Disposable absorbent pad with
00074 . -Eniﬂﬁﬁgm ! vaterproofundercoat. 43 x6tem certificate will be added soon
Hebei 2 PAD 50pcs/pack 1000pack/day
’ [FTLE TR
- anvax v, |
(AT RLEAREL |
_ Autoclavable polypropylene
pathological waste bags.
SANITIZING Measurements not exceeding 25 x 25
cm
Beii TOWEL certificate will be added soon
eijing
00075 32cm*38cm, 1000pack/day 40
100pcs/pack
Paper towel interspersed 22 x 21 cm =
minimum for laboratory use, 350 to
400 sheets x package
PAPER
= 4000 B
00076 TOWEL FOR D pcs/Box 100box/day 14000
KITCHEN zmzes
LEAVES. —
Capacity 1.5 ml, with cap attached to
he safelock system tube, for PCR, et
;ree of DNAse, ENAste and
autoclavable pyrogens, with good
MICROCENT us;r exper\’enzé \’ngthe LCStP,gthrough
Th "Proof of use Satisfactory issued by
00077 Fi:k:;/o RIFUGA PIPES Egesgi:!t)slervlnzr;aag:g:m Unit of the 5000pcs/Box 100box/day 120
Shanghai
POLYPROPY
Th LENE Cryovials| STERILE CRYOVIALS, 2 ml, with
ermo external screw cap, polypropylene.
THREAD LID P, POYPIopyENe,
00078 Fisher/ ;ajgtsiicb\‘aevable and sterile, samples if s 5OOPCS/BOX 100box/day 20
Shanghai




Laboratory Supplies

Commodities t‘l‘v

Universal tips. Sterile, thin-walled,
with filter for automatic pipettes e
from 200 to 1000 microliters. Free of
AUTOMATIC ENAse,SNAgs: ta‘nd pykrogens,tt
rranged in 96-tip racks, pipette
00079 Thermo ! PIPETTE TIPS | compatible available at LCSP.
SFfleherﬁ _ Human, Eppemdorf, Ranin 50pack/Box 100pack/day 400
angnal
Universal tips. Sterile, thin-walled,
with filter for automatic pipettes tghd
from 10 to 200 microliters. Free of
DNAse, RNAse and pyrogens.
| Arranged in 96-tip racks, pipette
Thermo compatible available at LCSP.
00080 Fisher/ AUTOMATIC Human, Eppemdorf, Ranin - SOpack/Box 100pack/day 400
Shanghai PIPETTE TIPS
Sterile thin-walled automatic pipet
tip, with filter for automatic pipettors =
from 2 to 20 microliters. Free of
| DNAse, RNAse and pyrogens. Ty
Arranged in 96-tip racks, pipette T
compatible Available from L.C.S.P,
00081 -ll—:hehrm/o éILIJDTE?'II\'/]EA'}FIES Eppendeorf or Human brands 50pack/Box 100pack/day 400
Isher,
Shanghai
Variable Volume Automatic Pipette,
» Multichannel, 8 Channels,
L adjustable from 0.5 to 10 microliters,
'\’ with individual support.
00082 Eppendorf i VARIABLE Tpcs 30 8
/Shanghai /
o VOLUME
3 AUTOMATIC
: PIPETTE
’% 4 Fal
Automatic pipette with variable
volume, GRADUABLE from 5 to 50
liters. With quality certificate of
VARIABLE il
Eppendorf VOLUME o oy bretoa Tpcs 30 8
00083 | /Shanghai AUTOMATIC
PIPETTE
&k




Laboratory Supplies

Commodities
@
Automatic pipette with variable CERTIFICATE
volume, GRADUABLE from 100 to ool
VARIABLE | (2l ar o For bl e
00084 /Esphpemilf)rF VOLUME rclocaan e Fertoey Ipes 30 8
anghal AUTOMATIC
PIPETTE
Automatic pipette with variable
volume, GRADUABLE from 100 to
200
Eppendorf VolovE | e focs 30 6
00085 angnhal AUTOMATIC
PIPETTE
Rapid immunochromatographic test S——
for the detection of Influenza Virus,
and discrimination between type A
and B, and subtyping of type AHIN1
0o0se | Zhuhai T ON te 25test/kit 2000kit/day 6000
REAGENT 2
F=m Containing 2 ml. of liquid means to
transport virus. For transport of viral
EQUIPMENT samples, with two polyester swabsor | | — | ==
00087 chanechun F%R gcrntot?:)rasr{gt:gelsigsattwirt‘z‘oThOpt\ck 600set/Box 100box/day 10000
The tub ust have ical
¢ SAMPLING | uoieom e it scevated
carbon
R — .w;:
Quick-dry
wash-free
00088 | ZHE santizizing e 100 / BOX 20000
JIANG - %g'o“:/]SLD)S 38*38*22CM
= =f 4
}\_ e
gy




Laboratory Supplies Commodities VLV

HYDROPHIL certificate will be added soon

SHANG COTTON 1pack

00089 HAI

10000pack/day 200




Masks Commodities t‘z.v

00091 DONG KN95 masks KNO95 Face GB2626-20 1000"N/Box 20 million / 2m per
GUAN Mask - FFP2 06 63.5*34*45.5cm 37 days week
CE/FDA 9KG
certified
00092 | GUANG Disposable Medical 3 ply YY/T 50 / package 20 million / 3m per
ZHOU surgical mask Face Mask - 0969-2013 40 balzs/car%on 30 days week
e CE /FDA 2000 pieces/carton
. 52*42*38
s 8.2KG
00093 HE Souom surgical mask |  Surgical 3 ply YY/T 2000 / Box 1000000 / 3m per
NAN wes SU (non-steril- Face Mask - 0969-2013 52.5%49*56.5cm 5day week
ized) CE certified 1.5KG
E 4
00094 | GUANG surgical mask Surgical 3 ply YY 50 / package 20 million / 3m per
ZHOU (non-steril- Face Mask - 0469-2011 40 balzs/car%on 30 days week
ized) CE certified 2000 pieces/carton
52*42*38
8.2KG
: ; 2m per
Medical P Mask pe
00095 | SHEN |gappaz | N95 mask/res-|  N95 FFP2 GB19083- 500 / box 2 million / 25 week
YANG pirator CE / FDA 2010 46.5%43.3%36.3cm days
r \ " certified 4.5KG
A )
N\

*M = million



Gloves

Commodities

00096 HE \ & Disposable PVC Vinyl ! ISO 13485 100 / box 1million /3 days| 1m 3 days
BEI \ medical PVC | Medical Gloves || — —— ISO 9001 1000 / box
l \ gloves 35%27*26cm
; | 8KG
{ =
| [
1 ——
00097 HE Disposable Nytril ) ISO 100 / box 1million /3 days| 1m 3days
BEI nitrile gloves Butyronitrile I 9001:2015 1000 / box
' Medical Gloves | |— 35%27*25cm
= 5KG
[ ¢
Eve Protection e millen

00098 TIAN

JIN

FACE SHIELD

Made of
transparent
plastic/polycar-
bonate, it must
provide good
visibility, both at
that carries it like
the patient.

@ Certificate
\

EN166

200 / box
68*38.3*41.5cm
13.87KG

100000 / day

600000 per
week

00099 SHEN

ZHEN

GOGGLES

Provides good sealing with
face skin, PVC frame
flexible to easily adapt to all
face contours with even
pressure, close your eyes
and surrounding areas,
should accommodate users
with prescription glasses.
Lenses must be Clear fog
and scratch resistant
plastic, adjustable band not
to loosen during clinical
activity, indirect ventilation
to avoid fogging, reusable.
EU STANDARD DIRECTIVE
86/686 / EEC, EN 166/2002;

ANSI / ISEA Z871-2010

y Certificate

EN166:2001
ENISO
4849:1981

200 / box
92.5*35.5*45.5cm
13.78KG

5-100000 / day

15000 per
week




Commodities

Protective Clothing

00101

00102

HE
NAN

Operating rooms
use, TNT, Large
size with anti-slip
to the traction,
disposable

BEQ

The national
standard

50 /box
60*40*45cm

SURGICAL
HAT

Made of
non-woven
fabric. With

fold-over
rubber, fluid

resistant.
Disposable.

cTn A L

The national
standard

20/ bag
1000 / box
60*40*40cm
7 kg

COATS FOR
OPERATING
ROOM

Scrubs. Surgical
gown Medium
size. Fabric
construction
non-woven,
disposable
SMMS type
with loop
closure. Fluid
resistant
bodysuits,
sleeves with
reinforced
elasticized cuffs
from5to10 cm
width,
minimum gown
length 120 cm

The national
standard

50 /box
60*40*45cm

1000000
/7 day

300000 per
week

300000 per
week

100000 per
week

00103

ZHE
JIANG

PROTECTIVE
SUIT

Sterile Hazmat
suit
Material: SMS /
PP+PE
Function:
Anti-tear, Anti
cross-contamina-
tion
Without Cover
Shoes
Size: SM L XL
XXL XXXL

GB19082
Moisture
resistant
grade 4
Blood
penetrates
level 3
EN14126

1 piece / bag
50 / box

30000/day

200000 per
week




Miscellaneous

Commodities

centigrade

00104 ZHE Dry quickly 500ml 75% 1S022716:20 24 bottles/case 250,000 60000 per
JIANG without Alcohol 07(E) 13KG bottles /day week
washing hands | waterless gel 53*36*17.5cm Ethanol
Sanitizing gel content
MSDS 76%
(500 ml)
00105 GUANG E ™y Forehead Infrared YY/T0O287- 50 boxes / boxes 4000 /week 4000
ZHOU y Temperature Thermometer 2017 64.5*33.5*39cm per week
- Gun Model No ISO 12KG
GL-B7F55 13485:2016
Tolerance:
>~ +- 0.1 degree




Ventilator Supplies

Commodities

approved

00106 NING ;ni Disposable use Invasive 5000 per week 5000
BO Invasive breathing circuit, per week
| ventilator FDA/CE
) Thﬁ@ H | line approved
| e
00107 NING Disposable use| None invasive 5000/ week 5000 per
BO Noninvasive brgath}tng week
il circuit,
ven“trllgtor FDA/CE
] approved
00108 NING Disposable FDA/CE 1.6M 5K /2week Bk 2weeks then
BO 7 use EXPANDABLE 5K/ week 5k per week
‘5 rd Invasive TUBE /Y
ventilator CONNECTORS
% : WITH
% line PORTS/ADDI-
& TIONAL 0.8M
TUBE  (
HMEF-optional
+$0.94COST)
00109 JIANG Disposable use| HEPA filter, HV - ISO9001 20000 / week | 20000 per
XI % Breathing filter| ultrafiltration ISO13485 week
membrane,
H87-W74
i CE/FDA




Air Purifiers

Commodities t}.v

2
00110 FU g | .I LK/KJH type | PM2.5,TVOC, ISO9001 1/Box 150 / week In-stock,
ZHOU B Medical air HMEPM2.5, 1SO13485 53*35*88.5cm 150 per week
e purifying TVOC, 26KG
| sterilizer microorganism
=
00111 FU = LK/KJF PM2.5. TVOC. ISO9001 1/Box 120 / week In-stock,
ZHOU - the -I150 MAEIPM2.5, ISO13485 60.7*25.5*190cm 120 per week
plasma TVOC,
| Air purifying | microorganism
[ and sterilizing
2 machine
oof12 CHENG o= LK/KDSJ - = E ISO9001 1/Box 200 / week 200 per week
DU “ Y1000 : 8= 1SO13485 61*48.6*94cm
multi-function -
Air sterilizer — =0
T r 4




www.quantumcomm.com.au
info@quantumcomm.com.au

Quantum Commodities PTY LTD

Level 4,
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Sydney, NSW 2000,
Australia




