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Boao Lecheng Introduction Flow Chart for International Innovative Medical Products

International Medical Company
Intends to introduce a

medical product in Boao Lecheng

Boao Lecheng Medical Institute

Intends to use the

medical product

Agreement
The Boao Lecheng Medical Institute shall sign an Agreement with the International Medical company

either directly with the International Medical Company or through the logistics agent

Application Submission
International Medical Company: Provides documents as in Annex?, offers training in the product use
Boao Lecheng Medical Institute : Submits application documents to the Lecheng E- Tracking System

Screening & Approval
Approval of the First Lot of the Product :
Hainan Health Commission Decision < 3 working days
Hainan Medical Product Administration Decision <7 working days

Approval of Subsequent Lots of the Product :

Boao Lecheng Medical Product Administration Decision < 5 workine davs

Biological Products

Registration for Inspection & Quarantine

Overseas Shipment

Non-Biological Product

No Registration or Quarantine

The Lecheng Medical Institute requests an eligible logistic agent as in Annex? which is licensed for trading

drugs or medical devices to procure, import and deliver the product

Stock-in

The International Medical Company Boao Lecheng

i ; Public Bonded
may arrange shipments in advance
of a final approval and store the Wareho.use
product in the Boao Lecheng Stock-in
Stock-out

Public Bonded Warehouse

Use of Product

Stock-out
Customs clearance of approved
quantities of the product by the
logistic agent after which the
agent delivers the product to the

Boao Lecheng Medical Institute

Lecheng Medical Institute uses the product after submitting information of the patients



Annex 1

Am] MIEXERE

List of Materials to be Submitted by a Drug Company

Fs e AT
NO. CATEGORY MATERICALS TO SUBMIT

B4 i TR VRRTE D (i i B Tl A TS B

1 Y UE B Certificate showing the drug was approved by official authorities overseas such as the FDA,

Certificate CE, PMDA, etc (or a reference to a webpage published by an overseas medical product

administration)

5 2 EE Y IBITHLE
Main composition of the drug and the drug action mechanism

3 53 A0SR A & R
Indications approved by the overseas agency
Hh [ 35 A1h = T B A 7 P 475 50

4 Current conditions and clinical applications under which the product is approved by an
overseas agency

c AERR R R
All observed adverse effects

FEERIR
Product

6 Review |kt jusiids . AFhos 53 XU
Clinical research review and risk estimation regarding racial differences (if any)

7 [F) 27 G 7 o E SR E S 0
The same kind of products registered in Chinese Mainland (if any)
Hh [ 458 9 A B A A DL

8 Examples of similar products approved in Chinese Mainland (if any) showing innovative
differences and advantages of the concerned product
2y, A, SFRRAREE . BLEARIIIR L A B SO

9 Pictures of the original product including packaging , labeling, specifications and a Chinese
translation of the specifications

Wiy HEEREZATRERIE I S50 ARE R A8 TT B BCIE P i 5
10 The contract signed with the Lecheng Medical Institution as well as the contract signed with a
Agreement logisti

ogistics agent

e ARERER, JRMEU LR, FRIEE REME, I5EXREN %, NWERHREX.
Note: The above materials must be provided when the drug is introduced into Lecheng for the first time.
For subsequent lots, there is no need to provide the same materials again if its contents remain the same.




EBETrasi) rie X HR A E

List of Materials to be Submitted by a Medical Device Company

Fs e e 3L R
NO. CATEGORY MATERICALS TO SUBMIT
a4 bR B VR IE R
1 Certificate showing the medical device was approved by official authorities overseas such as
e e the FDA, CE, PMDA etc
BE I E A
Certificate
PZBEST A P ARV AT BT d T B A R IE
2 Declaration of the product manufacutrer in conformitiy with Medical Devices Quality
Management System, such as ISO13485,etc
3 FEmait . SR, ThRe. JERARHEERE ARG U4
Description of the structure, mechanism, function and basic materials of the product
&V RNEE GERIE . 25 0E)
Indications, contra-indications and intended population
o [ 458 40 LT K AR L 15 150
5 Current conditions and clinical applications under which the product is approved by an
overseas agency
6 RIRA R S AEA
S O g All observed adverse effect
PR
Product
Review - ; \
- I KRB FEERIA . N2 5 AR VP A
Clinical research review and risk estimation regarding racial differences (if any)
3 () SR TR 7 it £ [ SR A L
The same type of products registered in Chinese Mainland (if any)
o [ 458 A 2 75 A i 17 L U
9 Examples of similar products approved in Chinese Mainland (if any) showing innovative
differences and advantages of the concerned product
PRSI B SRADRRAS . YT HE A, B B SO
10 Pictures of the original product including packaging , labeling, specifications and a Chinese
translation of the specifications
Wi HEBZITHERE . 5P R T A BCE il Ss
11 The contract signed with the Lecheng Medical Institution as well as the contract signed with a
Agreement logiisti
ogistics agent

VE: BSREREHE, JRENERR; FEFERERN, mEHFREN—H, WERHRREZ.
Note:The above materials must be provided when the medical device is introduced into Lecheng for the first time.
For subsequent lots, there is no need to provide the same materials again if its contents remain the same.




Annex 2

FHMRKERmERSE

Logistic Agents Available in Boao Lecheng

Notes: The following list is up to date as per August,

2021.

Guangdong HengDa Pharmaceutical Co., Ltd.

1 (fEKEEZ
http://mwww.gdhdyy.cn/
Shanghai Pharmaceuticals Holding Co., Ltd. (“SPH”")
2 | kiR
http://www.sphchina.com/index/
Chengmei Pharma of The First Investment Holdings Group
3[R
http://www firstgroup.com.cn/firstgroup/fg2/fg2 1/fg2 1 1/201702/t20170204 773.html
‘ Shenzhen Eternal Asia Medical Supply Management Co., Ltd.
4 | RIITH A M R T (L B A PR A )

http:/Mww.eascs.com/

Sinopharm (Guangdong) Medical Technology Co., Ltd. of China National Pharmaceutical Group
Corporation(SINOPHARM)

5 |EzZigsi (45 EEREARAH
http://mww.sinopharm.com/en/1156.html
) Shanghai CACHET Minglun Medical Devices Co., Ltd. of CACHET Pharmaceutical Co., Ltd.
6 | LI S E IR A E

http://Amww.cachet.com.cn/english/

e Adesd) B HME S ERA A

Keyuan Xinhai (Beijing) Medical Products Trade Co., Ltd.

http://en.kybeijing.com/

LR B EEZTE AR A

Jiangsu Nhwa Hexin Pharma Marketing Co., Ltd. of Jiangsu Nhwa Pharmaceutical Co., Ltd.

https://www.nhwa-group.com/about/he-xin.htm

JER G F AR BT A B

Beijing CACHET Weizhong Medical Devices Co., Ltd. of CACHET Pharmaceutical Co., Ltd.

http:/Amww.cachet.com.cn/english/

10

HEra) PR AR A IR A )

Hainan GP Chenfei Pharmaceutical Co., Ltd.

http:/Amww.hngycf.com/front/home/home

Guangdong General Pharm Co., Ltd. of China Meheco Group Co., Ltd.

11 (R E A R A T

http:/mww.gdgpc.net/

Kyun Xinhai Pharmaceutical (Hainan) Co., Ltd. of Shanghai Pharmaceuticals Holding Co., Ltd. (*
12 | EZGRHGEE S 2 A R A ) SPHY

http:/AMww.sphkyuan.com/

13

e 1 243 e M 1A 1R o B 5 A9 R 2 )

International Trade Co., Ltd. of China Resources Pharmaceutical Commercial Group Co., Ltd.

https://www.crpcg.com/

14

T AL 240 A BR 2 =)

Hainan Kanghong Pharmaceutical Co., Ltd.

15

R LB RIS R A R A T

Hainan Jointown Kangda Pharmaceutical Co., Ltd. of JoinTown Pharmaceutical Co., Ltd.

https://mwww.jztey.com/ENViews/Home/index.html

16

PR ERRBA A R A A

Xietai Health Technology Co., Ltd.

http://Amww.xt-health.com/

17

R AR R 25 R A A

Hainan Yukang Pharmaceutical Co., Ltd. of China Resources Pharmaceutical Commercial Group
Co., Ltd.

https://www.crpcg.com/

18

Jem B R AR BR A 7

Beijing Purevalley Biotech Co., Ltd.

19

T U IUREST R TR A

Ningbo Heico Excellent Service Medical Technology Co., Ltd. of China Heico Holding Group

http:/mww.chinaheico.cn/medicalTreatment.html

20

I RAEIT R IR A T

Guangzhou Qihua Medical Treatment Equipment Co., Ltd. of Guangzhou Pharmaceutical Holdings
Limited (GPHL)

http://en.gpc.com.cn/




