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Personal Protective Equipment

 KN95 Mask
« 3-Ply Disposable Mask
* Protective Face Shield

e Sanitizer Gel
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KN95 Mask

Specification Sheet
Product Name: KN95 Folding Mask |HS Code : 3926209000|Page 1/1
Product Type:Disposable Face Mask

1. Photo or Drawing

1st layer: PP non-woven fabrics 50g

2nd layer: Hot-air cotton non-woven fabric 45g

3rd layer: Melt blown fabric 25g(BFE99)

4th layer:PP non-woven fabrics 30g

Carton size(cm) 68*43.5%4 3 (£0.5cm)

Packing method Spcs/bag, 20pcs/box,1000pcs/ctn
Gross weight 6.8kg/ctn(+0.5kg)

Net weight 5.7kg/ctn(+0.5kg)

*Certificated by CE FDA

*The protective face shield meets the standards as below

b

: Made of high quality material and very skin friendly

: Suitable for respiratory protection,Effectively resist flu and pollen

B
C: Notrecommended for children under three years old due to low vital capacity
D

: For one-time use,it should be treated as medical waste

www.schealthspv.com



3-Ply Disposable Mask

Specification Sheet
Product Name: Disposable 3-layer protective mask | HS Code : 392620£Iﬂﬂﬂ| Page 1/1
Product Type:Disposable Face Mask

B .
S ﬁ
B O

1st layer: PP non woven 25g 555 Level
2nd layer: Filter paper 25g
3rd layer: PP non woven 25g 555 Level

Adult: 17%9.5cm

Weight : 3.2g(10.1g)/pes
Color: Whitr/Blue

Carton size(cm) 58*40%28cm(+0.5cm)
Packing method S0pcs/box,2000pcs/ctn
Gross weight 8.4kg/ctn

Netweight 7.6kg/ctn

*Certificated by CE FDA

*The protective face shield meets the standards as below

A Made of high quality material and very skin friendly

B: Suitable for respiratory protection,Effectively resist flu and pollen

C: Notrecommended for children under three years old due to low vital capacity
D: Forone-time use,it should be treated as medical waste
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Mask Company FDA & CE

Form QAT_10-MOE, version 00, effective since March 25, 2020

C(€Documentation Review

iscal Year 2020

CERTIFICATION OF FDA REGISTRATION dra
This certifies that:
Review roﬂ. Vérichc:fion olf the Hp'esgrce of Technica
: Documentation compatible with the Medica
Devices Directive ?3/42/EEC Annex VIl
has completed the FDA Establishment Begistration and Device Listing with the US Food & Dmug
Adminisration, through Product: Single used protective mask with three
layers (Mot Stenle)
Model(s): MT-1.M1-2,M1-3, M1-4,M2-1,M2-2,M2-3,

M2-4,MET-1 MET-2,MET-3.MEZ2-1 MEZ2-2,

ME2-3 MECT MKC2 MEC3 MEC4,MECS,

MEFT MEF2, MEF2, MKF4,MEFS
Classification: Class | ”‘JO" Sferile:'

[accordingly te the Manufacturer's

declaration]

Dievice Listings:

Lizting Nof Code Dievice Name Proprietary Mame

- Single used protective mazk with three Lryers,
Davesse | KHA _ MI, M2, ME1 ME2, MEC, MEE

CCT wil confirm that such registration remains fTechive Upon reguest and presentation of this certificate ot the &nd
of the calendar year stated above, uniess sald registration Is ferminated after Issuance of this ceriificate. CCT makes
no other rapresentalions or Warrantles, nor goes this certifcate make any rapresentations of WarTanties to amy person
or eniity okther than the named cerifficate holder, for whose sole bepeflt It I sued. This cerifficate does mot denoke
endorsement or approval of the cenmficate-hoiders device of establizshment by the U.S. Food and Drup Admirisration.
CCT assumes no llablity S0 any person or entity In conmection with the foregoing.

Fursuant to 21 CFR 807,39, "Registration of & device =stablishment or assignment of 3 registration number goes not
In &y waly denofe approval of the estabilshment or ks products. Amy representation that creates an impression of
official approval because Of Fegistration of POSSESSion of A registration number is misieading and constibates
misbrandirg.” The U.3. Food ard Drug Administration does nof 1ssue a cerifficabe of registration, nor does the U.S.
Food and Dnag Administration recopnize & certicabe of registration, CCT s pot aMMilat=d with the U.S. Food and Drug
Adminlstraticn.

Review DUprf: Thizs document has been issued on a voluntary
basis and upon request of the monufacturer. it is
our cpinion that the Technical Documentation
shared with us by the manufacturer is compatible
with the Eurcpean Standard for Medical Devices.
The manufacturer is responsible for the CE Marking
process, and not exempted to corry out a
necessary complionce activities. This document
has been issued on the basis of the regulation on
ECM Yoluntary Mark for the cerfification of
producis. RGO1_ECM rew.d available ah
waw entecermalit
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Date of iszue 28 March 2020 Expiry date 27 March 2025
Approver
ECM SendceDirecir Technical Expert

ief enginesr
ssued: 0321/2020
piration Date: 1273

.A"'ucwa'ﬁcr'_.-r\-la

-

eview

g Ente Cerfificazione Macchine
via Ca Bellg, 243 - 40053 Volkamoggia Loc. Costelo di Semavalle (Bo) aly
| +39.0514705141 & +30.051 67051558 = info@entecerma.it & www entecemait
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Mask Company Office & Workshop
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Mask Company Workshop
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Mask Company Workshop
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Protective Face Shield

Specification Sheet

Product Name: Disposable Protective Face [HS Code:3926.90.90.90 |Page 1/1
Shield

1. Photo or Drawing

L

2.5ize and Material require ments.
Lens Material PET({Anti-fog)
Dimensions 34%22 cm Tolerance +0.5cm
With blue color sponge, .
Attachment white elastic band Thickness of 0.20£0.02mm
Lens
3. Packing requirements.
Carton size{cm) 42*65*45CM (£0.5cm)
Packing method 1pcs/bag, 250bags/ctn

4. AQI standard and essential checking list

Minor issues within tolerance

AL For the size or dimensions: £0.5cm

B. For the thickness: £0.02mm for layer

. Slight color difference of Sponge and slight scratch in lens is allowed.

Critical issues out of tolerance

A. Debrises are not allowed in the polybag.

B. Unfinished products were packed.

5. Remarks

*Certificated : CE certificate
IStandard: EN149
related to CE Directive(s): R 2016/425 (Personal Protective Equipment)

*The protective face shield meets the standards as below

A. Made of clear plastic and provides good visibility

B. Adjustable band to attach firmly around the head and fit snugly against the
forehead

C. Completely covers the side and length of the face

D. Could be reused after disinfection
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Face Shield Company CE Certificate

Form QAT_10-MD4, version 10, cfizclive since March &h, 2020

Certificate of Compliance

No. 2G2003207 FGPOUI3

Certificate's
Holaer:

Cerlification ECM
Mark:

Product: Dispozable protective face shiela
Modei(s): FS2001, F5200Z, F52003
Verification 1o: Standord:

EN147

raloted CE Dwactivaiz):

R 201 6/425 (Personal Proteciive Equipment

he manutachuer s responabie for the CE Morkng proceszs Ths document bas been
Izued on the bast o the regJfction cn BCHA Yoluntory Mark for the cenficaton of
greduck:. RCOT_ECMrev.d aveilatie ot warsn.antecemait

Issuance date: 20 March 2020
Expiry date. 19 March 2025

Reviewer Approver
echnical expert ECM Service Dr=clor
Amcnda Fayy Luca Cegorni
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Enfe Cerfiicazione Macchine i
Via o' Baia, 245 - Loo. Castelio o SeTavale - 40053 Vascmoggic [BC) - FALY
W +3002) 705147 A +50 051 6705154 info@antocama.it @ waswr.cntecarmair
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Face Shield Company Office & Workshop
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Face Shield Company Workshop
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Sanitizer Gel

Specification Sheet

Product Name: Sanitizer Gel HS Code:3401.30.00 |Page 1f1

Product Type: 75% Alcohol Based Sanitizer Gel

1. Photo or Drawing

/L

T 4 Alcohol ')
st Smitizer /z | 75%)
it . ¥

H
Instant Hand Instant Hand EstantHasd  lstantHand  Instamt Had

i$

Instant Hand
Sanitizer

2.Ingredients
Alcohol,Aqua,Glydcerin,Aloe Barbadensis Leaf Extract,Acrylates/c10-30
Alkyl Acrylate Crosspolymer, Triethanlamine.
3.Packing requirements
- Size ctn Dim.[cm) Units/ Weight(kg) |Load/40HQ)
Carton
S50ML 54.1*23.7*18.8 200 10.9 250,000
- —_— p— 100ML 41.5%25.5%28 120 14 180,000
S00ML 40%32.5%18.5 20 11 42,000
4.Directions

Squeeze gel onto your palm and massage your hans together until dry.

5.Warning:Flammable

:“‘::’"m:: Keep away from the source if fire and flame
Instant Hand g.f,_:f,;; ’ b6.Remarks
Ganidizer S=saaa *Certificated by CE FDA
NET: 500ml
: ct—— —— *For external use only.
- 2P : A Keep out of the reach of chidren.

B: Use only under adult supervision.
C: Mon staining,may discolor certain fabrics.
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Gel Factory FDA & CE
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f]scal'l ear 2020
CERTIFICATION OF FDA REGISTRATION

This certifies thai:

(¢

i

h:

I\.
has completed the FDLA Establishment Regismation and Device Listing with the US Food & Dmug -
Administration, thronsh LY

i

e

{21“

- G
Owner/Operator - {T
Number:

I G
Device Listings: &
Lizting No | Code Device Mame Proprietary Mame L(
DiTis4s LET Diszinfectant, DNSTANT HAMD SAMITIZER. ¢
o medical devices 50ml G0mal 100m] 2 50ml 300l 500m] 10:00m] L( *
1’:"
CCT will confirm that swch registration remaing sMective upon request snd preseptation of Mils camricate uatl) e =nd "r
of the calendar year stabed abowe, unless sald reghstration |5 terminated afler Issuance of this certificate. COT makes no pdle-
@

oier rEpresentations of warranbes, nor doss s cemficste make ARy represEn@tions of Waranties i ARy DErson or
entity othier thain Sie named cerficate holder, for whose sole Benefit it 15 Issusd. This certificate does not denote
endorsement or approval of the cerfficate-holder's device or estsblishment by the U.S. Food and Drug Adminisiration.
CCT assumes no liabliity to any person or entity In connecilon with the foregoing.

Pursuant bo 21 CFR B07.35, "Registration of & devioe estabilshment or assignment of a reglsération number does not
In any way denote approval of the establishment or its products. Any representation thak ceates an Impression of officlal
approval because of regisiration or possession of a regisération number Is misieading and constkutes misbranding.” The
ULE. Food and Drug Administration does rot ISSUe a Certificate of registrabion, ror does the .S, Food and Drug
Administraticn recognize 3 certficate of registration, CCT |5 not affillated with the U.S. Food and Drug Administration.

Sharches ST Taabing Tachnaiogy Co. L Chief enginesr
S weara bt oo et o Issued: 0311272020
T:40-8TEBE-2BE T m-rE-EwETS Expiration Date: 1273172020 %
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Forrn QAT_10-MO4, version 00, efiective snce March 255h, 2020

RoHS

Certificate of Compliance

Cerlificate’s Holder:

Product: nstant Hand Sanitizer

Model(z): 30ml; "'r“’ ; 60ml; 100ml; 250mil; 300mil;
S00rml; 1000m

Verification to: Standard:

Related to Direcfive(s):
2011/65/EU amended by 2015/843/
the use of certain harardous sulbst

Remark: Thiz document has been isswed on a voluntary basi and upon reguest of the manufoctuner. fis
our opinion fhat the technical documeniofion received from the manufachurer is sofisfoctary for the
requirenenis of the ECM Cardfication Mark. The conformity mark above can be affived on the products
accordingly fo the ECM regulofion about its release and its use.

Additional informalion and cloriicafion about the Marking:
The mardfachuwer & resporsible for the CF Morking process, and if necessary, must
refer o a Nofified Body. This document haos been isswed on the basiz of the regulation
an BECM Volurdary Merk for the cerdfication of products. BE01_ECM rev.2 ovailable
at: wannenbecerma it

Issuance date: 30 March 2020
Expiry date: 2¢ March 2025

Eeviewer
Technical expert
Amanda Payne

Approver
ECM Service Director
Luca B

Enfe Cerfficazione Macchine s
Wia Ca' Bela, 243 — Loc. Castelo di Semovale — 40053 Vasamoggia [BO)] - ITALY
W/ +30 051 6705141 A +39 051 67051548 E info@entecarmalit & www enfecarmea.it




Sanitizer Gel Company Office & Workshop
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Sanitizer Gel Company Workshop
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