Guidance for Exporting PPE/Medical Devices from Chinato the UK

Frequently Asked Questions

1. What are the implications of GACC No.53 announcement (see Annex 2)?

The products that fall under the 11 categories of medical devices in the
announcement are subject to intensified commaodity inspection. Inevitably this will
slow down customs procedures.

However, customs are allowing inspection to be done at the place of export, rather

than at the place of production as usual. They have also waived the requirement to
obtain an electronic account before customs declaration, which is normally required
for products subject to commaodity inspection.

2. What do Chinese customs officials do during commodity inspection?

Commaodity inspection usually includes but is not limited to the following types of

inspections:

- Inspect to see if the products match with medical device registration certificate;

- Inspect to see if the products’ packaging, label, name and quantity match with
customs declaration;

- Inspect product safety and quality statement and testing reports submitted by the
company

- Inspect the quality of the product and sample for laboratory testing if necessary

3. How do | know if a product is a medical device or not?

It depends on whether the standards that the product adheres to is a medical device
standard. For example, if a mask is compliant with EU medical mask standard
EN14683 then it is a medical device. If a mask is compliant with EU PPE standard
EN149 then it is not a medical device. It does not matter whether it will be used by
medical professionals in the UK. GACC Commadity Inspection Department lists and
regularly updates standards for medical / non-medical devices in China and the EU.
Please see the link below http://sjs.customs.gov.cn/sjs/zcfg56/index.html (Chinese

only).

4. If a product is not a medical device, but falls under the same HS code as 11
categories of medical devices regulated by the No.53 announcement, would
commodity inspection be required?

No. No.53 announcement only applies to medical devices under the 11 categories.
5. How do | know if a Chinese medical device’s registration certificate from
national or provincial Medical Products Administration is authentic or not?

This can be checked via


http://sjs.customs.gov.cn/sjs/zcfg56/index.html

http://appl.nmpa.gov.cn/datasearchcnda/face3/dir.ntml?type=ylgx (Chinese only) by
inputting product information such as registration number, name of the manufacturer,
etc.

6. How do | know the classification, i.e. type 2 or type 3, for a medical device?
Medical device classification catalogue can be checked via
http://appl.nmpa.gov.cn/datasearchcnda/face3/dir.htmli?type=ylgx (Chinese only)

7. How do | know if a CE certificate is authentic or not?

First, check whether the certification body is a notified body in the following EU
database:
https://ec.europa.eu/growth/tools-databases/nando/index.cim?fuseaction=notifiedbod
y.main

Second, if it is in the above database, check whether its certification scope cover the
product.

Third, contact the notified body directly using the contact details shown in the
database to confirm the validity of the certificate.

8. Can atrader export medical devices without a medical device business
record or license?

According to SFDA 2017 No.37 Decree ‘administrative measures for medical device
business supervision and management', which is regulating business activities such
as purchase, storage, and sales of medical device, unless the trader is also the
manufacturer and sell products directly from home or from the production site, a
medical device business record (for type 2 medical device) or license (for type 3
medical device) is required to export medical device.



http://app1.nmpa.gov.cn/datasearchcnda/face3/dir.html?type=ylqx
http://app1.nmpa.gov.cn/datasearchcnda/face3/dir.html?type=ylqx
https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=notifiedbody.main
https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=notifiedbody.main

Annex 1 - Checklist of certifications for Chinese manufacturers/traders
supplying PPE/medical devices to the UK

Masks/H 2

1. Production license/4: =¥ 1]

2. Medical device registration certificate which is listed at the NMPA website
http://www.nmpa.gov.cn/WS04/CL 2582/ (non-medical masks don't require this)/[#
F W R G http://www.nmpa.gov.cn/WS04/CL2582/ 7] A (1) 2 J7 284w vE WHIE 5

CIEEE I EEAN TR 25D

3. Product testing report/;= S k6 4R 15

4. Business license/E L J#

5. Product quality and safety statement/;” i i & % 4= & i 45

6. Medical device business record (non-medical masks don’t require this)/[Z=J7 25
ZE&E AFEMANEARE)

7. Declaration for exporting medical products (non-medical masks don’t require this)/
IO A (R D EARED

8. CE certification/CE iAilF

9. Import and export license. (If the manufacturer doesn’t have it, it should use a
trade agent who has it.)/i t IR (o H R 72 Ak SR A 17 H AR 20 814K
)

10. In the case that the seller is a trader rather than the manufacturer; and that the
product falls into the category of type 2 and type 3 medical device, apart from
above listed documents, it must have relevant medical device business record or
license/# 3277 7& A Gy Al A A = olk,  H™ i Jg T ZRE =Ry T a8, Br 7
fefit iRk, IEAUR AR BT SR A S A SR BVE R R .

11. Commodity Inspection from customs of place of export for medical products fall
under HS code 6307900010/ 55T it 25 6307900010 I (1) BT B 2022 th 1
HE SRS

12. Imported COVID19 testing kits, medical masks, medical gowns, ventilators and
infrared thermometer currently cannot be exported/33k 1 (357 24 5 U6 246 I 771 <
R E e, AP MR FFRAL. Z0AMAIR T H AT CiE T H

Disinfectant/{H &

1. Production license/ =¥ 1]

2. Product testing report//= i & 4K 1

3. Product quality and safety statement/;= /i Jii & % 4K i 1

4. Business license/&Z\VHE

5. Undenatured ethyl alcohol of an alcoholic strength by volume of 80% vol or higher
requires export permit issued by an agency under MOFCOM/IEE ¥5 ¥4 & 80% LA _E )
AR U 2% 0 5) 7 55 AR AR A UEN L% 7 I R BRI AR VR AT IE

6. Conformity statement for manufacturers exporting dangerous chemicals/H [ f& %
PEAL 5 b A AL R A v

7. Exporting dangerous goods packaging performance testing report/ 1 & [ 84

B A AR R R J 4t AR A


http://www.nmpa.gov.cn/WS04/CL2582/
http://www.nmpa.gov.cn/WS04/CL2582/

8. Certificate of hazard classification and identification for chemicals/ & [ 43 14 73 25 %
AR

9. Safety data and hazard labelling sample/Z 4= ¥ fGR A RREFEA

10. If inhibitor or stabilizer is required to be added, need to provide explanation on
name and quantity of the inhibitor or stabilizer/X} 75 B 7 N4 i) 77 B A 2 750 10 7= b
7k S o S 0 ) 71 =R R 7 110 4 R B8R S O 1t

11. DGM or SRICI certificate for safe air transport of goods (alcoholic strength must
meet airline's requirements as well)/DGM 5_E A B fiil 25 a5 46 1F 4 R 25 GRS
WREEILF G WL > 7 KD

12. CE certification/CE AilE

13. Import and export license. (If the manufacturer doesn’t have it, it should use a
trade agent who has it.)/i t IR (o H VR 72 Ak S 4R 12 H AR 20 514K
)

14. Commodity Inspection from customs of place of export for medical products fall
under HS code 3808940010/ <7 it i 5 3808940010 Il T (M ST H) BT 0L H 11
USSP i)

Gown/Bi# iR

1. Production license/4: =¥ Af

2. Medical device registration certificate which is listed at the NMPA website
http://www.nmpa.gov.cn/WS04/CL2582/ (non-medical gowns don’t require this)/ %
KW R ML http://www.nmpa.gov.cn/WS04/CL2582/ ] 25 ) B 57 2& E MHIE

CHEE= F B 37 AN 75 )

3. Product testing report/;= i & 4K 1

4. Product quality and safety statement/;™ /i i & % 4K i+

5. Medical device business record (non-medical gowns don’t require this)/[%= 7 #3
ZERE AEEMPIFIRATED

6. Business license/E V&

7. Declaration for exporting medical products (non-medical gowns don’t require this)/
AT BE A RBP4 IR 7 2

8. CE certification/CE i\ilE

9. Import and export license. (If the manufacturer doesn’t have it, it should use a
trade agent who has it.)/i H FIAC ok H ERCAE 7= Ak SR 12 H A 20 874K
H)

10. In the case that the seller is a trader rather than the manufacturer; and that the
product falls into the category of type 2 and type 3 medical device, apart from
above listed documents, it must have relevant medical device business record or
license/# 3277 7& A Gy Al A A 2 Ak, Hy™ i g T 2 RE =R Ry7 a8, B 1
SRt LIRAPRE, IEAUE AR N BT SRS S A S B AT B .

11. Commodity Inspection from customs of place of export for medical products fall
under HS code 6210103010, 3926209000/ i 5% FF & 4w 5 6210103010,
3926209000 1i I BT 20 28 H 111 i 524G

12. Imported COVID19 testing kits, medical masks, medical gowns, ventilators and

infrared thermometer currently cannot be exported/33t 1 (357 24 5 U 2540 I 1 751 «


http://www.nmpa.gov.cn/WS04/CL2582/
http://www.nmpa.gov.cn/WS04/CL2582/

AP, R R, PERAL. ZEAMAIR T HOATJC

Gloves/FE

aprwbde

N o

Production license/4: 7= ¥F 7]

Product testing report//= 6 i3 15

Product quality and safety statement//™= i Jif & % 4K

Business license/E - #

Medical device business record (for certain medical gloves)/[ZE /7 28 & E % %= (5
HEHTERED

CE certification/CE AilE

Import and export license. (If the manufacturer doesn’t have it, it should use a
trade agent who has it.)/i H AL (o H R 72 Ak SR A 17 H AR 20 574K
)

In the case that the seller is a trader rather than the manufacturer; and that the
product falls into the category of type 2 and type 3 medical device, apart from
above listed documents, it must have relevant medical device business record or
license/#7 377 72 5 Gy AR A =4, Hr= il g T =R =R RyT a8, BT
Fefit FaRd Rl IEAUR AR BT S A S A SR BRI .

Commodity Inspection from customs of place of export for medical products fall
under HS code 3926201100, 3926201900, 4015110000, 4015190000/ < it Z
5 3926201100, 3926201900, 4015110000, 4015190000 Ti | Fr ST ¥ Bt st H 1
NS STN

Goggles/# HE

L A

Production license/4: 7= ¥F 7]

Product testing report//= k6 i35 15

Product quality and safety statement/j™ /i Jii & 2 4 & i+

Business license/ & &

CE certification/CE AL

Import and export license. (If the manufacturer doesn’t have it, it should use a
trade agent who has it.)/# tH AL (Te#E S EURCA P Ak S RAT 33 HE AR A0 BAAR
#)

Commodity Inspection from customs of place of export for medical products fall
under HS code 9004909000/ i i 2 5 9004909000 il I 1) BE ST #4014 Hh 1
UGS S i)

Ventilator/FERAL

1.
2.

Production license/4: j= ¥ 1]

Medical device registration certificate which is listed at the NMPA website
http://www.nmpa.gov.cn/WS04/CL2582/ [E Zx 24 W Jai W i o] 5 Fr) B 97 28 iy HIE
5 http://www.nmpa.gov.cn/WS04/CL 2582/

Product testing report//= k6 i35 15

Product quality and safety statement//™ i Jii & 2 4 &K 5



http://www.nmpa.gov.cn/WS04/CL2582/
http://www.nmpa.gov.cn/WS04/CL2582/
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12.

13.

14.

Business license/E - #

Medical device business license or record/[E )7 a2 & VF Al IF e 45 &

Declaration for exporting medical products/H 71 £ 574 % 75 B

Battery test report (if contains battery)/ F AR 15 (A Hith)

DGM or SRICI certificate for safe air transport of goods/ DGM 5§_I ¥ [ i1 45 12 #i 5%
2

. CE certification/CE AilF
11.

Import and export license. (If the manufacturer doesn’t have it, it should use a
trade agent who has it.)/it H LR ok H CURCAE P2 4k SR A 3 H AL 20 57 AR
H)

In the case that the seller is a trader rather than the manufacturer; and that the
product falls into the category of type 2 and type 3 medical device, apart from
above listed documents, it must have relevant medical device business
registration or license/#5 3275 & 5 % i A A r=lk, Hrizsdh g+ =2k =%
BRIy dsti, BR 7 Heft BIRAORL, IEAUE R R ER T AR A B % SR BV T B
Imported COVID19 testing kits, medical masks, medical gowns, ventilators and
infrared thermometer currently cannot be exported/33k 1 ()37 24 5 U6 ZE A8 I 751 <
R E . AP R FFRAL. ZEAMAIR T H AT JCiA 1

Commodity Inspection from customs of place of export for medical products fall
under HS code 9019200010, 9019200090/ i 5% R & 4w % 9019200010,
9019200090 1i =S¥ Bt i 2t 1 i < i2As:

COVID19 Testing kits/3 %% 2k M RF] &

1.

w

© o N g

12.

Special permit from provincial medical products management administration or
special goods export/import permit by customs/4 2% 24 Wi & 171 H B 14 i stk e i
B OGNSR IR 0 oo T AR A 92 o 4t

Production license/4: 7= ¥F 7]

Medical device registration certificate which is listed at the NMPA website
http://www.nmpa.gov.cn/WS04/CL2582/ /[E 5% 24 I J53 WX sl 7] 2 i 22 7 Sl A IE
F http://www.nmpa.gov.cn/WS04/CL2582/

Product testing report//= k6 i35 15

Product quality and safety statement/;= i Jii & 22 45K it P

Business license/E L

Medical device business license or record/Z= 7 #5248 & Vil IFak £ %

Declaration for exporting medical products/H 71 B 57 4 %t 75

DGM or SRICI certificate for safe air transport of goods/ DGM &%, F Ak B fifi 25 12 % %
2 R

. CE certification/CE AiIE
11.

Import and export license. (If the manufacturer doesn’t have it, it should use a
trade agent who has it.)/i H FIAC ok H ERCAE 7= Ak SR 12 H A 20 874K
#)

In the case that the seller is a trader rather than the manufacturer; and that the
product falls into the category of type 2 and type 3 medical device, apart from
above listed documents, it must have relevant medical device business record or


http://www.nmpa.gov.cn/WS04/CL2582/
http://www.nmpa.gov.cn/WS04/CL2582/

13.

14.

15.

license/#5 3277 52 A Gy v A2 A = Ak, Ho= it g T 2R =Ry 8k, Fr T
SRt LIRAPRE, IEAUE AR N BT A AR A S BV ] BT .

Imported COVID19 testing kits, medical masks, medical gowns, ventilators and
infrared thermometer currently cannot be exported/33k 1 ()37 24 57 U6 T A8 IR 75 <
A EE, R R RAL. MR H Aok o

Electronic account acquired after passing customs health quarantine/ifg>< T A4
PeE A% JEARAT 1 L IR

Export sales certificate/Z4 15 J& H 185 85 1E B

Syringe pump and infusion pumpAEFERNERE

© N A~ ®DNE

10.

11.

Production license/ =¥ 1]

Medical device registration certificate/24 5 5 2 77 2 W EMHIE 15

Product testing report//= k6 i3 15

Product quality and safety statement//= i Jifi £ %45 & i 5

Business license/& - #

Medical device business license or record/[= 7 sl & ¥ vl F B 4% &

Battery test report (if contains battery)/ BB AR 5 (A i)

DGM or SRICI certificate for safe air transport of goods/ DGM 5§_I ¥, [ i1 25 1% #i 5%
2

CE certification/CE A ilE

Import and export license. (If the manufacturer doesn’t have it, it should use a
trade agent who has it.)/i H FIAL CIoid H EURCAE 72 Ak SR A 12 H AU 20 874K
#

In the case that the seller is a trader rather than the manufacturer; and that the
product falls into the category of type 2 and type 3 medical device, apart from
above listed documents, it must have relevant medical device business record or
license/#7 3277 & R G b A A =4l Hr=fb g T 2Re =Ry, bR T
FRAL FRPPRL, IR AUE A AH B BRIT SR e S 2% SR BV T R 5

Ventilator consumables (breathing filters, circuits, masks, humidifiers, peep

valves, etc.)/MERYIFEM (PRGOS IERS . PRI B BE . PRI 2 | JB4has . IERIR R IRISE)

© N A~ WDNRE

Production license/4: 7= ¥F 7]

Medical device registration certificate/24 i 5 B2 77 2 iy E MHIE 5

Product testing report//= k6 i35 15

Product quality and safety statement/;= i Jii & 22 45K it P

Business license/ &V #UE

Medical device business license or record/[Z= 7 #8548 & Vil IF a5 %

CE certification/CE AilE

Import and export license. (If the manufacturer doesn’t have it, it should use a
trade agent who has it.)/i H FIALC ok H EURCAE 77 Ak SR 2 H AL 20 814K
#)

In the case that the seller is a trader rather than the manufacturer; and that the
product falls into the category of type 2 and type 3 medical device, apart from



above listed documents, it must have relevant medical device business record or
license/# &7 & A Gyl A& E =k, HirzihE T 28 =R 78, BT
PRt Bkl TR AR N BT AR A E A R T B .

Annex 2 - General Administration of Customs of the People’s Republic of China
Announcement No. 53 in 2020

In order to strengthen the supervision of the export quality of medical materials, the
General Administration of Customs has decided to carry out the export commodity
inspection of medical materials (see the annex for details) under the "63079000000"
and other codes from the date of this announcement in accordance with the law of
inspection of import and export commaodities and its implementing regulations.

It is hereby announced.

Attachment: Announcement attachment

General Administration of Customs

April 10, 2020
Attachment:
No. Type HS codes
1 masks for medical use 6307900010
_ _ 6210103010
2 protective apparel for medical use
3926209000
3 infrared thermometer 9025199010
9019200010
4 ventilator
9019200090
caps for medical use 6505009900
googles for medical use 9004909000
3926201100
_ 3926201900
7 gloves for medical use
4015110000
4015190000
6307900090
8 shoe covers for medical use
3926909090




4016999090
9 patient monitor machine 9018193010
o , _ 3005901000

10 sanitising wipes for medical use
3005909000
11 sanitiser for medical use 3808940010

Annex 3 - Joint MOFCOM, GACC, NMPA Announcement on Orderly Export of
Medical Supplies No. 5[2020]

At present, the global epidemic is accelerating its spread. On the basis of doing well in
epidemic prevention and control, orderly export of medical materials is an important
measure to deepen international cooperation in epidemic prevention and control and
jointly respond to the global public health crisis. Amid the special period of epidemic,
in order to effectively support the global fight against disease, ensure product quality
and safety, and standardize export order, from April 1, when exporting test reagents,
medical masks, medical protective clothing, respirators, infrared thermometers,
companies shall provide written or electronic statements declaring the export products
have obtained China’s medical device registration certificates and meet the quality
standard requirements of the importing country or region. The Customs shall examine
and release the medical devices with the registration certificate approved by the drug
regulatory department. The above-mentioned measures for quality supervision of
export medical materials will be dynamically adjusted according to the development of
the epidemic situation.

Relevant medical material export enterprises should ensure the quality and safety of
their products and meet the requirements of relevant standards, and actively support
the international community in fighting against the epidemic.






