Disposable medical mask

1. Finished product drawing:
product implementation standards: YY/T0969-2013
EU standard: CE EN14683:2019

Picture of product outer box: A box of 50 tablets.

TINGE

Msposable Surgical Mask

BFE 88%

Size: Plane lug type 175X95mm




Melt-blown fabric BFE99.2. 25X175

2. Product carton picture specification:
Qty: 50pcs X40boxes (2000pcs)
Mwas: 48X42.5 X50.3cm
(G.W.) : 9.5kg (N.W.) : 8.0kg

Validity: 2years
Quality guarantee period: Two years

date of manufacture : See product code printing




3. Company qualification

Registration certificate of medical device B registration

certificate of disposable medical mask C production license

of medical device
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4. Instructions for export of disposable medical masks (non

sterile) to EU

EU medical / non-medical masks need to be attached with CE mark, but
the applicable standards are different. In the EU, medical masks belong
to class | devices, which are divided into class | non sterile and sterile. CE
mark shall be attached according to EU medical device directive 93 / 42 /
EEC (MDD) or EU medical device regulation eu2017 / 745 (MDR). The
corresponding standard is en14683. The outer packaging or test report
and certificate of masks exported to the EU Those with the above
contents can be determined as medical masks. Non sterile masks need
CE self-compliance declaration, and do not need to pass the certification
of the notified body. After preparing the corresponding documents, test
reports and other data, the declaration of conformity can be completed
by yourself.

EC DECLARATION OF CONFORMI “
|
| 2% Sy
MANUFACTURER Hangzhou TianCheng Pharmaceutical c}@; ~
u— /
Adress Chunjiang Road No1,Qiaonan Zone,Xiaoshan Economic &

| Technological Development Zone, Zhejiang Province, China
| The undersigned Company certifies under its sole responsibility that the item of equipment

| specified below satisfies the requirements of the Medical Devices 93/42/EEC which is apply to it
The item of equipment identified below has been subject to internal manufacturing checks with
monitoring of the final assessment by HangZhou TianCheng Pharmaceutical Co., Ltd.

PRODUCT Disposable surgical mask
MODEL / TYPE

175mmx95mm/Type I
DIRECTIVES

Medical Devices 93/42/EEC
Regulations Applied acc. to HARMONIZE STANDARDS

EN14683:2019 Type Il

Place and date of issue i HangZhou City, Zhejiang Province, China /2020.04.02
Name and position of authorized : Pan Guoying /General Manager
person

Singanature of authorized person : Pan Guange
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5. Disposable medical mask test report

i

Test Report
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Bacterial filtration rate (BFE) test results: 99.2%




6. Factory production picture

7. Cooperation terms (RMB settlement)

50% of the total payment shall be paid on the day of signing
the contract. Both parties shall agree on the capacity delivery
form and take the agreed delivery quantity on the same day

50% of the balance before delivery



According to the announcement of the State Drug Administration of the
General Administration of Customs of the Ministry of Commerce of the
people's Republic of China on the orderly export of medical materials
(No. 5in 2020), it is clear that:

Our company's products: disposable medical masks are among them.
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Intco Medical disposable Nitrile gloves
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Intco Medical disposable PVC gloves
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Package information:

Products | Size | N.w.(kgs) | G.w.(kgs) | Package Package size Pictures
S 3.0 4.0 Outside :33.5*%26.5%26.5CM
Nitrile M 3.5 45 100pcs/box | Inside :24*12.5%6.3CM
Gloves | L 4.0 5.0 10 boxes/ | 1300 Package/20ft FCL
XL 4.5 5.5 package 3300 Package/40ft FCL
S 4.0 5.0 Outside :33.5%26.5%26.5CM
PVC M 4.5 5.5 100pcs/box | Inside :24*12.5%6.3CM
Gloves | L 5.0 6.0 10 boxes/ | 1300 Package/20ft FCL
XL | 5.5 6.5 package 3300 Package/40ft FCL
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Vs

Issued to: Shandong IntcoMedical Products Co. Ltd \

Qiwang Road, Naoshan Industrial Park
SATRA
Shandong
TECHNOLOGY 262506
| ) China

Notified Body: 2777 SATRA customer number: P1720

EU Type-Examination Certificate

Certificate number: 2777/11804-01/E00-00

This EU Type-Examination Certificate covers the following product group(s) supported by testing to the relevant
standards/technical specifications and examination of the technical file documentation:
Following the EU Type-Examination this product group has been shown to satisfy the applicable essential health and
safety requirements of Annex Il of the PPE Regulation (EU) 2016/425 as a Category lll product.

Product reference: Description:

697024575 Five fingered disposable nitrile non-sterile gloves.

Blue 697024575 601-605
Violet 697024575 631-635
White 697024575 641-645

Black 697024575 651-655

Sizes: Classification:

6/XS, 6.5/S, 7/M, 8/L,9/XL  EN ISO 374-1:2016+A1:2018 /Type B Level EN 374-4: 2013
40% Sodium Hydroxide (K) 6 -11.5 %
30% Hydrogen peroxide (P) 2 -9.5%
37% Formaldehyde (T) 3 74 %
EN ISO 374-5: 2016
Protection against Bacteria and fungi Pass
Protection against viruses Pass

Standards/Technical specifications applied:
EN 420: 2003+A1: 2009; EN I1SO 374-1:2016+A1:2018; EN IS0 374-5:2016

Technical reports/Approval documents:
SATRA: CHT0278438/1848
SGS: QDHL18060131130T, CH:TX:6420074520, CH:TX: 9420020333, CH:TX: 9420029243 CH:TX: 9420026599-1, CH:TX:
9420014953-1, CH:TX: 9420026316-1, CH:TX: 9420614959
TUV: 721642857-2

Signed on behalf of SATRA: N A L. Tara Saunders C?.Z.\-o.._a Geoff Graham
Date first issued: 30/01/2019
Date of issue: 30/01/2019 Expiry date:  30/01/2024
\ Page 1 of 2 )

SATRA Technology Europe Limited. Bracetown Business Park. Clonee. D15YN2P. Republic of Ireland.



