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05/2020 |Quy dinh di vai khau trang va may tho sang EU 1. Théng tin lién hé cua cac co quan lién quan.

Uy ban cung cap dich vu lién quan ti cac
van dé quéc té
(https://ec.europa.eu/growth/industry/internation
al-aspects) va Hang rao ky thuat trong thuong
mai (https://ec.europa.eu/growth/single-
market/barriers-to-trade) thudc Tong cuc thi
truong noi khdi danh cho nganh cong nghiép,
doanh nghiép va doanh nghiép vira va nho, dia
chi lién h¢: GROW-A4@ec.europa.eu. Thong
tin vé Viét Nam trén co s dit liéu cua EU:
https://ec.europa.eu/trade/policy/countries-and-
regions/countries/vietnam/.

2. Viéc gin dau CE cho céc san pham:
khau trang y té; khau trang vai khang khuan;
khau trang FFP; May tho thi Doanh nghiép VN
phai lam thé nao?

Pé cd thé dua cac san pham mot cach hop
phép vao thi trudng EU, cac san pham phai tuan
thi céc yéu cau cua phép luat EU hién hanh vé
sic khoe va an toan. Di voi may thé, quy dinh
c6 lién quan 1a Quy dinh (EU) 2016/425 d6i véi
thiét bi bao vé ca nhan (https://eur-
lex.europa.eu/legal-
content/EN/TXT/?uri=CELEX:32016R0425) va
dbi voi khau trang y té 1a Chi thi 93/42/EEC vé




thiét bi y té (https://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=CELEX:01993L0042-
20071011). Cac san pham phai dwoc danh dau
CE va phai c6 cong bb phu hop cua EU hoic
EC ban hanh bai nha san xuat. Nha san xuat
phai chuan bi céc tai liéu k¥ thuat theo quy dinh
va luu gitt 6 san dé cung cap cho cac co quan
c6 tham quyeén caa qubc gia thudc EU theo yéu
cau. Nha san xuat phai thyuc hién (cac) quy trinh
danh gia su phd hop cho san pham khi duoc yéu
cau thuc hién boi mot té chace duoc chi dinh
(Notified Body:
https://ec.europa.eu/growth/tools-
databases/nando/), cac t6 chac nay sé& ban hanh
cac chizng nhan c6 lién quan. C6 thé cong bd su
phU hop bang cach st dung cac tiéu chuan hai
hoa cua Chau dugc trich dan trong Cong bao
Chinh thic caa Lién minh Chau Au, vi du EN
149: 2001 + Al: 2009 khau trang bao vé ho hap
theo Quy dinh (EU) 2016/425, hoac EN 14683:
2019 + AC: 2019 khau trang y té theo Chi thi
93/42/EEC.

Tat ca cac thong tin can thiét, bao gom cac
vin ban phap ly, tai liéu huéng dan, danh sach
cac tiéu chuan hai hoa cua chau Au va cac NB,
diém lién lac, v.v., c6 thé dugc tim thay trong
cac trang web cua Uy ban, cu thé:




Déi v6i may tho:
https://ec.europa.eu/growth/sectors/mechanical-
engineering/personal-protective-equipment

Déi vai thiét bi y té:
https://ec.europa.eu/growth/sectors/medical-
devices

Huéng dan doi véi dau CE:
https://ec.europa.eu/growth/single-market/ce-
marking/ and “The 'Blue Guide' on the
implementation of EU product rules”.

3. T6 chitte duoc chi dinh cho cac loai san
pham nay hién nay la té6 chic nao? O nudc
ngoai hay ¢ VN?

Danh sach cé4c t6 chic dugc chi dinh (NB)
trong Lién minh chau Au c6 thé tra ctru trong co
s dir liéu cia NANDO tai:
https://ec.europa.eu/growth/tools-
databases/nando/

Trén hé théng, nguoi ding c6 thé tra cau
theo qudc gia, theo quy dinh hoic theo co quan.
Cu thé, tra ctru danh sach cac to chuc chi dinh
theo Quy dinh (EU) 2016/425 dbi vai thiét bi
bao vé ca nhan tai
https://ec.europa.eu/growth/tools-
databases/nando/index.cfm?fuseaction=directiv
e.notifiedbody&dir_id=155501 va danh sach
cac to chuc chi dinh theo Chi thi 93/42/EEC dbi
V6 cac thiét bi y té tai:
https://ec.europa.eu/growth/tools-




databases/nando/index.cfm?fuseaction=directiv
e.notifiedbody&dir_id=13.

4. Lam thé nao dé Tong cuc TCDLCL chi
dinh duoc cho cac CABs c6 quyén thir nghiém,
chtng nhan cho doanh nghiép Viét Nam gan CE
cho cac loai san pham trén?

Cin cur danh séch cac to chuc chi dinh theo
quéc gia (https://ec.europa.eu/growth/tools-
databases/nando/index.cfm?fuseaction=country.
main), viéc chi dinh cac to chirc danh gia su phu
hop chi c6 thé duoc thuc hién d6i voi cac qudc
gia Thanh vién EU va céc qudc gia c6 thoa
thuan dic biét v4i Lién minh chau Au (nhu Anh
trong giai doan chuyén tiép hau Brexit; Iceland,
Liechtenstein va Na Uy la thanh vién cua Khu
vuc kinh té chau Au (EEA); Tho Nhi Ky voi
Hiép dinh Lién minh thué quan (CU); Thuy S,
Uc, Nhat Ban, New Zealand va Hoa Ky voéi céc
Thoa thuan céng nhan Ian nhau (MRA); va ddi
vai Canada theo hiép dinh thuong mai CETA).
Dé biét thém thong tin, truy cap
https://ec.europa.eu/growth/single-
market/goods/international-aspects va
https://ec.europa.eu/trade/policy/countries-and-
regions/countries/vietnam/

5. Cac tiéu Chu:ém ciia Chau Au va quy dinh
bat bugc cia Chau Au vé cac san pham trén thi
TCVN c6 tuong duong ko?




Mot s tiéu chuan chau Au dua trén cac
tiéu chuan quéc té duoc xay dung bai 1SO va
[EC, trén co s& cac thoa thuan cu thé vai cac to
chue tiéu chuan hoa chau Au CEN va Cenelec
(xem tai
https://www.cencenelec.eu/intcoop/Standardizat
ionOrg/Pages/default.aspx), nhung khong c6 su
tuong duong truc tlep giira tiéu chuan quoc té
va tiéu chuan chau Au. Trong khuén kho lap
phap cua EU, viéc sir dung céac tiéu chuan la
khdng bét budc; tuy nhién, viéc st dung céc tiéu
chuan hai hoa cua chau Au duoc trich dan trong
Cong béo chinh thuc cua EU
(https://ec.europa.eu/growth/single-
market/european-standards/harmonised-
standards ) s& pht hop véi cac yéu cau cua luat
phap EU hién hanh ma chling bao gom.




