HQaTS

INSPECTION REPORT

Pre-Shipment Inspection

Report No: H-20076425

INSPECTION INFORMATION

Client MEDIQ

Supplier Hunan Xingyikang Medical Technology Co. ,Ltd

Factory Hunan Xingyikang Medical Technology Co., Ltd

Inspection Instruction | GWI-H-004-HQT

P.0. No. LCH2020-0222-04 po.quantty |
Item No. XYK-001 Sampling Plan 1IS0O2859 : Single, Normal
Inspection Date 06/07/2020 to 07/07/2020 Inspection Level | G-Il

Inspection Sequence Original inspection Sample Size 800 Pieces

Inspection Location Chang Sha, China AQL Critical:0,Major:1.5,Minor:4.0

Product Description SURGICAL MASK TYPE IIR

INSPECTION RESULT SUMMARY

Category Conform Not Conform Pending
1.Quantity X
2.Workmanship X
3.Style, Color & Documentation X
4.Field Test & Measurement X
5.Shipping Mark & Packaging X

OVERALL CONCLUSION

CONFORM to client's requirement

Approved by HQTS Supervisor:

This report reflects the facts as recorded by HQTS at the time and place of inspection. It does not refieve the
manufacturers from their coniractual obligations nor prejudice client's right for compensation for any apparent
and/or hidden defects not detected during our random inspection or occurring thereafter.
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Report No: H-20076425

| SPECIAL ATTENTION POINT (SAP)

| 1 | Quantity | NI
| 2 | Workmanship | NIL
| 3 | style, Color & Documentation | NIL
| 4 | Field Test & Measurement | NIL
| 5 |Shipping Mark & Packaging |NIL

‘ INSPECTION DETAILS

2. Workmanship Conform
Defects Description Critical Major Minor
Slightly asymmetrical and skew ear tape of ear tape 3
Press mark 3
Impurity mark on surface 4
Color stain on surface 1
Total Found: 0 0 11
Allowed: 0 21 21
Sample Size: 800 800 315

Defect Photos

Defect-slightly asymmetrical and skew ear tape of ear

Defect-slightly asymmetrical and skew ear tape-of ear
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Report No: H-20076425

tape-mi

tape-mi

Defect-slightly asymmetrical and skew ear tape-of ear

tape-mi
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Defect-Press mark-mi

Defect-Press mark-mi
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Defect-lmpurity mark on surface-mi

Defect-Impurity mark on surface-mi
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Report No: H-20076425

|

Defect-Impurity mark on surface-mi Defect-Impurity mark on surface-mi

NA
Defect-Color stain on surface-mi
3. Style, Color & Documentation Conform
Not :
DESCRIPTION Conform Gontarm Pending

The inspected samples were consistent with - - -

Purchase Order X

Instruction manual and Document Verification £ C =2

Client Comment - . "
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Report No: H-20076425

4. Field Test & Measurement Conform
Item Specification | Sample Size | Conform c oﬂ?c: i Pending
41 | Wear check 5 samples X
4.2 | Product dimension check 5 samples X
4.3 | Product net weight check 5 samples X
4.4 | smellcheck 5 samples X
4.5 | \water leakage test 5 samples X
4.6 | Rubtest 5 samples X
d Quantity per box check éelll:grlgcted X
4.8 | carton dimension check 1 carton X
4.9 | carton gross weight check 1 carton X
4.10 | carton drop check 1 carton X
4.11| Tension test on ear string 2 samples X
4.12| Bacterial filtration efficiency test |  Forreference | 2samples - . .
4.13 | synthetic blood penetration test 2 samples X
4.14 | Differential pressure test 2 samples X
4.15 | Microbial cleanliness test Forreference | 2samples :
4.16 grberigrtc:;{ to melt-blown Feamies X
Checking Item Specification Result
, ; - :
Carton dimension check (cm) +/-5% 0522}2&?4%?&[; ’ 457X442X432
Carton gross weight check (kg)+/-10% | Printed on export 94
caton:8.85
Color box dimension check(cm) 21.0x11.0x8.0, 21.0x11.0x8.0
- 21.0x11.0x8.0, 21.0x11.0x8.0
21.0x11.0x8.0
Color box gross weight check (g) g 204.8, 203.4, 203.7, 202.9,
203.5
Unit dimension check{cm) 17.5x9.5cm 17.2x9.5,17.1x9.4,17.3x9.4, 17 1x9.5, 17.1x9.5
Unit net weight check(g) = 34,3.0,30,32, 30
Fabric weight check(GSM) The first layer of cloth: 31gsm
- The middle layer of cloth: 28gsm
The third layer of cloth:35gsm
Differential pressure test (Pa/(cm2)) <60 25.267,30.387
effioncy test0umy : .
Tension test for ear loop(N) >10N First angle: 24.6N, 27.8N(second product)
Second angle:19.2N, 18.9N(second product)
Third angle:13.9N, 17.5N(second product)
Fourth angle:17.8N, 20.0 N(second product)
Microbial cleanliness test <30cfu/g 2
Bacterial filtration efficiency test 298% 5
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Report No: H-20076425

5. Shipping Mark & Packaging Conform

5.1 Shipping mark photos

Packaging Description:

-50 pieces of products were packed into a polybag

-1 piece of polybag was packed into a color box.

-40 color boxes were packed into a 5-ply corrugated export carton.
- Export carton was sealed with gummed tape.

6. Reference Note

For Tension test on ear string, Particulate matter filtration efficiency test, Differential pressure test:

8.1 | the calibration certificates were not provided by factory and our inspector only performed the witness
inspection and result was just for reference.
6.2 | Carton number was not assigned by the factory yet.
6.4 | Ourinspector required the factory to repair all defective samples before shipment,
6.5 | Upon arrival, all products were finished production, among which about 8000000 pieces (4000
' cartons) were packed, and the balance was under packing.
6.6 For bacterial filtration efficiency test and microbial cleanliness test the test was not conducted because the

factory has no relevant equipment, so need to send samples to the testing company for inspection.
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7. Photos

Est for strength of belt

Synthetic blood penetration test
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Particulate matter filtration efficiency test
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Particulate matter filtration efficiency test
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Differential pressure test

149 140 30.387

149,140 30.387

149140 30.387
149 .140 30.387

Report No: H-20076425

E‘@%Mbﬁﬁ FEH (Pa/on)

Differential pressure test

Gsm check
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Report No: H-20076425

Export carton view

T

LTI I DR

T
mﬂmﬁﬂl Tabric +A0% Mait-blown fabric

VY049 2011/EN 146832079

Export carton view

Export carton view
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Export carton view

Disposable surgical mask (Non-sterile) for use

rile)
17 Semad. Sem -39

IName Disposable surgical sk (Non
[Model ) Rectangular, Ear hanging typ

[Product structure ood composition] The product is coaposed of mask body,
belt and nose clip, The mask body is composed of inner loyer, middle tayer and
Layer. The inner layer and outer are nade of non-woves fabric, middie layer
15 made of mels blom cloth, wask belt is made of #lastic belt, nose clip is made
of plastic saterial, snd the product is not sterile.

[Scope of application] It is spplicable 1o the b
persomel or related persoanc], as well ks the protect
£1uids and spla  the b3

otion of medical
¢ of body

Product view

v 14 Y0 vtk . S, the s <11 ACEATilr
o hoth wides. § the sosa olip 5 . e

::lll‘on‘-d“llkw bult, aiil anke the mavk clome 1o (he fuce, N VAIOK She sask

hoop hands weay from the Inside of the mask, Whes r

the frot oF the mask. £hrst Tomove the mash balt,

hand and theow it inte the w

[Prevautfonsd

1s  This product is disposable. ond it s prohibited to peuss

4. Masks chould net be worn together

3. When equipwed with sasks, the bridge of noso abould be coRmcted 10 prevet

Toakage:

4. This product 1x non storile.

[stornge conditions] The product shall be stored inaplace sithrelative husicicy

0 mare than B8, no Corrosive gas and good ventilation.

PMsnufacturicg |iconse) Huonen CFDA production permit N0, 20200088

URegispration Cervificate J IR corvified 20202140702

[Excoytive standard] ¥v0489-2011

[Production bateh No) certificate of coaformity

[¥alidity] 2 year

[Menufactorer] Funan

e noae brides, odle the

(g the maek, 30 Rt Sk
oty hokd 1he sk byl

Product view
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Product view

o of =edical

TSeops of mpplication] 11 Is applicoble Lo the basic proteet
yroed of by

personne! ar relatod porsonnol, ws well av the Brotect (46 againgt the
Flulds and splashes in the pro

Cdain perforsance index)
standard of VY 0469-2011
Clmaged

Open the packing bag and take out the mask, The ane with the
the top of the mask. The colored face Tx outwnrd. Cover the sose, mowth and chis
wask with the mask and fix it on the ear. Pat the
nose bridge strip. Pross it inward with your Tingers from the siddle positicn, thes
#ove it to both sides. Shape the nose clip according to the nose bridse, adjust the
position of the ear belt, and make the sask close to the face, When using the sask,
keep hands away from the inside of the mask. When removing the emsk, o mt touch
the front of the mask, first remove the mask belt, and oniy hold the sask belt by
hand and throw it inta the waste container.
[Precautions]

This product is disposable, and it is

% of Lovesive oporation

i the product Beets the

o min pert

<o bridee clip is

ingertips of bath hasds oo the

Product view

Product view
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XVK-001

Rectangular, Ear hanging type, 17, Scat9. Scu-3p
Standard) YY0469-2011/EN14683:2018
ing License] Hunan CFDA Production Permit No. 20200088
[Regis on Certificate] HNMPA Certified 20202140702
[Masufecturer] Hunan Xingyikang Medical Technology Co.,LT"

[Production Address) 4th Floor, Back Building, No. 36 Leigongling Roas,
Xianglong Street, Changsha County, flunan Provines

[storage conditions]
The product shall be stored in & place with relative himidity so sore

thar 80%, no corrosive gas and good ventilstion.
[Date in Porduced] As shown on puchage
[velidity) 2 years .

(Te1] 0731-34029830

[Fax] 0731-84029899.

Disposable Surgical Mask

(Non-Sterile)

Product view
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Type IR
EN14683:2019

Disposable Surgical Mask
(Non-Sterile)

90 pes

Nade in China

Disposable Surgical Mask

(Non-Sterile)

Product view

Product view
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Product view

SH8IL

Cerlificate Of Qualification

Product view
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Product view

W

Certificate Of Qualification
# i .

Product view
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Product view

Product view
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Product view

Inspector:

Auditor:

End of Report.

I
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