Tp. H5 Chi Minh, ngay 8 thang 7 nim 2022

Kinh giri: Ong Trén Vin Son
B0 trwéng, Chi nhiém Van phong Chinh phi
S6 1 Hoang Hoa Tham, Ba Pinh, Ha Ngi

Déng kinh gizi:  Ong P& Xuan Tuyén - Thit trwéng Bo Y té
Ong Nguyén Minh Lgi - Vu treéng Vu Trang Thiét bi va Céng trinh Y té
138A Gidng V6, Ba Dinh, Ha Noi

V/v: Dé xuit gia han hiéu lyc ciia cdc gidy phép nhip khéu va gidy ding ky lvu hanh TTBYT
Kinh thwa Ong Son,

Hiép héi Thuong mai My tai Viét Nam (AmCham Viét Nam) xin gt 161 chao trén trong dén Ngai
B0 truéng Van phong Chinh phi va cac ddng nghiép dang cong tac tai Bo Y Té, Vu Trang Thiét
bi va Cong trinh Y té.

Chuing t6i rat d4nh gi4 cao nhitng ¢b ging ctiia Chinh phii va B6 Y Té trong viéc tmg phé véi dai
dich COVID-19 trong nhitng nim vira qua va timg budc mé cira, phuc hdi va phat trién kinh té
hién nay. AmCham Viét Nam va cac doanh nghiép hoi vién ctia ching t6i cam két s& cling hop tac
dé vuot qua dai dich va thuc ddy tang trudng kinh té, strc khoe va thé trang bén vitng tai Viét Nam.

Nam 2021 va 6 thang ddu nam 2022, toan x3 hoi ching ta ching kién tinh hinh dich bénh phirc
tap cling véi nhitng thay d6i 16n trong t6 chitc nhén sy ctia nganh y té, trong d6 c6 linh vuc trang
thiét bi vat tu y t& da va dang géy ap luc 1én hé théng y té Viét Nam, gian tiép gdy tinh trang thiéu
thudc, thiét bi va vat tu y t& dang dién ra tai nhidu co s& kham chita bénh, anh hudng dén cong tac
chdm séc strc khoe ctia nhan dén.

Chuing t6i hoan nghénh nhing nd luc ctia Chinh phi va B6 Y t& d4 va dang thuc hién nhiéu bién
phap nhim khic phuc tinh trang nay, nhu viéc ban hanh Nghi quyét 12/2021/NQ-UBTVQH15,
Nghi dinh 29/2022/ND-CP huéng din thue hién Nghi quyét 12/2021 va cdng van s6 4781/QLD-
DPK ngay 02/6/2022 ctia Cuc Quan 1y Duoc (Bo Y té) vé viée cong bd danh muc thudc duge phép
gia han theo co ché, chinh sach dic thu dé phuc vu cong tac phong chdng dich Covid.

Tuy nhién, cac vin ban trén méi chi giai quyét duoc phan nao tinh trang khan hiém thuéc thoi gian
vira qua. Bén canh d6, trang thiét bi, vat tu, sinh phdm y t& vin dang gap kho khin. Cu thé, téng




s6 hd so dang ky luu hanh TTBYT phén loai C va D dd ndp theo Nghi dinh 98/2021/ND-CP tur
01/01/2022 va tiép tuc duge ndp tir nay dén cudi ndm 2022 uéc tinh vao khoang 3.000 — 4.000 hd
s0, cho dén nay, sb hd so duoc thdm dinh con rét it va chua ¢6 hd so nao dugc cap sb luu hanh.
Hién tai, tit ca céc loai gidy phép ciia cac TTBYT sé& dong loat hét han vao ngay 31/12/2022, s&
c6 thé dan dén tinh trang khong thé nhap khau, dtt gdy chudi cung tmg TTBYT dé phuc vu viée
kham chira bénh.

Véi muc tiéu chung tay dé thédo g& céc kho khin nay va dam bao ngudn cung tmg TTBYT cho
cong tac cham séc ste khoe nhan dan, AmCham Viét Nam chiing t6i kinh dé nghi Chinh pht cho
phép gia han hiéu luc cia cac gidy phép nhép khiu va gidy dang ky luu hanh TTBYT dén thoi han
31/12/2023, nhu sau:

- TTBYT thudc loai C, D da duoc cdp gidy phép nhap khau theo Théng tw 30/2015/TT-BYT,
Thong tw 47/2010/TT-BYT, hoic da duoc cp gidy dang ky luu hanh theo Thong tu 44/2014/TT-
BYT duoc gia han hiéu luc gidy phép dén hét ngay 31 thang 12 nam 2023;

- TTBYT khéng thudc danh muc phai cip gidy phép nhap khau va da c6 ban phén loai 1a TTBYT
thudc loai C, D dugc tiép tuc nhap khau dén hét ngay 31 thang 12 nam 2023.

Viéc gia han hiéu luc cac gidy phép nhap khau va gidy ding ky luu hanh s& 1a mot giai phép higu
qua nhim dam bao ngudn cung tng TTBYT cho giai doan cubi nam 2022 va nim 2023.

Chiing t8i hy vong & xuét ctia chiing t6i s& duge Chinh phu, B6 Y té va cac co quan c6 lién quan

xem Xét.

Chu tich
AmCham Viét Nam
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YETNAS

Ho Chi Minh City, July 8, 2022

Respectfully to: Mr. Tran Van Son
Minister, Chairman of the Office of the Government
No. 1 Hoang Hoa Tham, Ba Dinh, Hanoi

To:  Mr. Do Xuan Tuyen - Deputy Minister of Health
Mr. Nguyen Minh Loi - Director of DMEC
138A Giang Vo, Ba Dinh, Hanoi

Re:  Proposal to extend the validity of import license and circulation registration certificates

of medical equipment and devices

Your Excellency,

The American Chamber of Commerce in Vietnam (“AmCham Vietnam”), would like to send our
respectful greetings to Your Excellency and your colleagues at the Office of the Government, the
Ministry of Health and the Department of Medical Equipment and Construction.

We highly appreciate the efforts of the Government and the Ministry of Health in responding to
the COVID-19 pandemic in recent years and gradually opening up, recovering and developing the
economy today. AmCham Vietnam and our affiliates are committed to working together to
overcome the pandemic and promote sustainable economic growth, health and wellness in
Vietnam.

In 2021 and the first 6 months of 2022, our whole society witnessed a complicated epidemic
situation and a lot of changes in the organization of the healthcare system, including the field of
medical equipment and supplies has been putting pressure on the Vietnamese health system,
indirectly causing the ongoing shortage of medicines, equipment and medical supplies at many
medical examination and treatment facilities, affecting the health care of patients.

We welcome the efforts of the Government and the Ministry of Health, which have been taking
many measures to overcome this situation, such as the issuance of Resolution 12/2021/NQ-
UBTVQHI1S5, Decree 29/2022/ND -CP guiding the implementation of Resolution 12/2021 and
Official Letter No. 4781/QLD-DK dated June 2, 2022 of the Drug Administration of Vietnam
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(Ministry of Health) on the publication of the list of drugs registration allowed to be extended
according to the special mechanism, policies to serve the prevention of Covid-19.

However, the above documents have only partially solved the recent shortage of drugs. In addition,
medical equipment, supplies and biological products are still facing difficulties. Specifically, the
total number of registration dossiers for circulation of medical equipment classified as C and D
that have been submitted under Decree 98/2021/ND-CP since January 1, 2022 and continue to be
submitted from now until the end of 2022 is estimated at about approx. 3,000 - 4,000 dossiers, so
far, the number of dossiers that have been appraised is very small and none of them has been
granted a registration number. Currently, all types of licenses of medical equipment will
simultaneously expire on December 31, 2022, which may lead to the inability to import and disrupt
the supply chain of medical equipment for medical examination and treatment.

With the goal of joining hands to remove these difficulties and ensure the supply of medical
equipment for people's health care, AmCham Vietnam respectfully requests the Government to
allow the extension of the validity of import permits. Passport and circulation registration
certificate of medical equipment until December 31, 2023, as follows:

- Class C and D medical devices that have been granted an import license under Circular No.
30/2015/TT-BYT, Circular 47/2010/TT-BYT, or have been granted a circulation license under
Circular 44/2014/TT-BYT, have their licenses’ validity extended until December 31, 2023.

- Medical devices that do not require an import license and have a classification certificate
of Class C or D medical device, is continued to be imported until December 31, 2023.

The extension of the validity of import licenses and circulation registration certificates will be an
effective solution to ensure the supply of medical equipment for the period of late 2022 and 2023.

We hope our proposal will be considered by the Government, Ministry of Health and relevant
agencies.
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Winnie Wong
Chair
AmCham Vietnam




