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BOY TE
BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
- Pjc 1dp - Ty do - Hanh phiic
Sé: 23/2015/TT-BYT Ha Néi, ngay 20 thang 8 nam 2015
THONG TU

Ban hanh Quy chuén k§ thuft quéc gia d6i véi thudc 14 diéu

Cdn cir Ludt phong, chong tdc hai cia thuéc I ngay 18 thdng 6 nidm 2012;

Cdin cir Ludt tiéu chudn va quy chudn kg thudt ngay 29 thdng 6 ndm 2006;

Cdn cik Nghi dinh s6 67/2013/ND-CP ngay 27 thdng 6 ndm 2013 cia Chink
phi quy dinh chi tiét mt sé diéu va bién phdp thi hanh Ludt phong, chéng tdc hai
ctia thudc ld vé kinh doanh thudc 14

Cdn cir Nghj dinh 56 127/2007/ND-CP ngay 01 théng 8 ndm 2007 ciia Chinh phii
quy dinh chi tiét thi hanh mét s6 diéu cua Ludt tiéu chuan va quy chuan ky thudt;

Cdn cir Nghi dinh s6 63/201 2/ND-CP ngay 31 thang 8.nam 2012 cua Chinh
phu quy dinh chiec ndng, nhiém vu, quyén han va co cau té chirc cia Bo Y té;

Theo dé nghij ctia Cuc trwomg Cuc An toan thuc pham;

B truomg B6 Y té ban hanh Théng tur ban hanh Quy chudn ky thudt quéc gia
doi voi thuéc ld diéu.

Piéu 1. Ban hanh kém theo Théng tu nay:

QCVN 16-1:2015/BYT - Quy chuin k¥ thufit quic gia dbi véi thude 14 diéu.

Piéu 2. Thong tu ndy c6 hiéu lyc thi hanh ké tir ngay 01 thang 11 nam 2015.
Ham legng t6i da Tar va Nicotin quy dinh trong QCVN 16-1:2015/BYT dugc ap
dung dén ngay 31 thang 12 nim 2020.

Quyét dinh sé 02/2007/QD-BYT ngay 15 thang 01 ndm 2007 cua B¢ truéng
B0 Y t€ vé “Quy dinh v¢ sinh an toan d6i véi san phim thudc 14” hét han hiéu lyc
thi hanh ké tir ngay Thong tu nay cé hiéu lyc.

Diéu 3. Cyc trudng Cuc An toan thyc phm, thii trudng cc don vi thude B Y €,
cac don vi tryc thudc By Y te; giam doc S& Y t€ cac tinh, thanh phé triyc thudce
Trung wong va cic co quan, td chirc, ci nhan cé lién quan chiju trach nhiém thi
hanh Théng tur nay./.

KT. BQ TRUONG
THU TRUONG

Nguyén Thanh Long
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CONG HOA XA HQI CHU NGHIA VIET NAM
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L&i néi diu

QCVN 16-1:2015/BYT do Ban soan thdo Quy chuén ky thuat quéc gia dbi voi
thudc 14 didu bién soan, Cuc An toan thyc phdm trinh duyét va dwgc ban hanh
kém theo Thong tw sé 23/2015/TT-BYT ngay 20 thang 8 nam 2015 cluia B trudng
Bo Y té.
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QUY CHUAN KY THUAT QUOC GIA POI VOI THUOC LA PIEU
National technical regulation for cigarette

I. QUY D|NH CHUNG

1. Pham vi diéu chinh

Quy chuén nay quy dinh cac yéu cu ki thuat va yéu ciu quan ly dbi v&i thube
l& diéu.

2. Béi twong ap dung

Quy chuén nay ap dung déi véi:

2.1. Céac t chivc, ca nhan nhap khau, san xuét, kinh doanh thudc Ia diéu tai Viét Nam.

2.2. Cac co quan quan ly nha nwéc co lién quan.

3. Giai thich tlr ngir

Trong Quy chudn nady, cac ti» nglr duéi day duore hidu nhu sau:

3.1. Thuéc 14 didu 1a san phAm dwoc san xuét tlr nguyén liéu thube 14 co hodc
khdng bd sung phy gia; dwoc cudn trong gidy cubn dé hat, & dang théng dung co
hinh try, c6 hodc khdng gén déu loc.

Trweéng hgp san phdm thube 1a diéu duec san xuét tir mot phan nguyén ligu
thay thé 14 thudc 14 phai dam bao khdng phat sinh thém cac chat gay hai d6i voi sire
khde con ngudi.

3.2. Phy gia thudc 14 diéu 1a nhivng chét dwgre chi dong dwa vao qua trinh san
xuét, ché bién, bao quan thuéc Ia diéu nhim gilr hodc cai thién dic tinh cla thubc
14 diéu.

Il. QUY P|NH VE KY THUAT

1. HAm lwgng tdi da nhya thubc 14 (Tar) va Nicotin trong thuéc la diéu

Ham lwong téi da Tar va Nicotin trong khéi mét (01) diéu thubce 1a dwgc quy dinh
nhw sau:

- Ham lwong Tar: 16,0 (mg/khéi 1 diéu thubc 14);

- Ham lwgng Nicotin: 1,4 (mg/khéi 1 diéu thube 1a).

2. Sir dyng phu gia va nguyén ligu thay thé 1a thubc la trong san xuét
thuéc la diéu

T8 chirc, ca nhan nhap khAu, san xuét, kinh doanh thubc 14 diéu tai Viét Nam
phai ké khai diy du tén phy gia va nguyén liéu thay thé 1a thubc 1a trong qua trinh
san xuét, ché bién thubc la diéu cho co quan quan ly nha nuéce cb thdm quyén.
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3. Yéu céu vé ghi nhan thudc 1a diéu

Viéc ghi nhan, in cdnh bao sirc khde trén bao bi thudc la diéu phai thwc hién
theo quy dinh tai Théng tw lién tich sé 05/2013/TTLT-BYT-BCT ngay 08 thang 02
nam 2013 clia BY tredng BS Y té - Bo trwdng BO Cong Thurong vé Hudng dan viéc
ghi nhan, in canh béo strc khde trén bao bi thubc I4.

lil. LAY MAU VA PHUONG PHAP THU

1. L4y mau
Theo TCVN 6684:2008 (ISO 8243:2006) Thuéc Ia diéu - LAy mAu.
2. Phwong phép ther

2.1. Xac dinh ham lwgng Nicotin theo TCVN 6679:2008 (ISO 10315:2000)
Thubc 14 - Xéac dinh nicotin trong phan nguwng tu clia khéi thube - Phrong phap séc
Ky khi.

2.2, Xac dinh ham lwgng Tar theo TCVN 6680:2008 (ISO 4387:2000) Thubc 14
diéu - Xac dinh tbng ham Iwgng chét hat va chéit hat khd khéng chira nicotin béng
may hat thube phan tich théng thudng.

(Céc phuong phép thir ndy khéng bét budc 4p dung, cé thé sir dung céc
phuong phap thir khac twong duong).
IV. QUY D|NH VE QUAN LY

1. Céng bé hep quy
1.1. Thubc |4 diéu nhap khau, san xuét, kinh doanh trong nuwéc phai dwgc cong
bb hgp quy theo quy dinh tai Quy chuén nay.

1.2. Cyc An toan thyc phdm c6 trach nhiém tb chirc tiép nhan hd so cong bd
hop quy cla té chirc, ca nhan, cip va cip lai Gidy tiép nhan ban cong bd hep quy
theo ddng thdi han quy dinh.

1.3. Phwong thire, trinh ty, tha tyc cdng bd hop quy dwec thyc hién theo Quy

dinh vé& cong bd hop chuén, céng bd hop quy va phurong thirc danh gia sy phis hep-

véi tiéu chuén, quy chuén ky thuat dwge ban hanh kém theo Théng tv sb 28/2012/
TT-BKHCN ngay 12 thang 12 ndm 2012 caa B§ trwdng B Khoa hoc va Céng nghé
va cac quy dinh khac c¢é lién quan.

2. Kiém tra, thanh tra va xir ly vi pham phap luat vé thuébc 14 diéu

Co quan quén Iy nha nwéc c6 thdm quyén thire hién viéc kiém tra, thanh tra va
xtr ly vi pham phap luat d6i voi cac td chirc, ca nhan nhap khau, san xuét, kinh
doanh thudc 14 diéu vi pham cac quy dinh v& ky thuat va quan Iy quy dinh tai Quy
chuan k¥ thuat quéc gia nay va cac quy dinh phap luat khac cé lién quan.
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V. TRACH NHIEM CUA TO CHUC, CA NHAN

1. T chirc, ca nhan nhap khau, san xuét, kinh doanh thubc la diéu phai cong
bb hgp quy theo cac yéu ciu clia Quy chuén nay tai Cuc An toan thyc pham.

2. T chirc, ca nhan chi dwgc nhap khau, san xuét, kinh doanh thudc la diéu

sau khi da duwgc Cyc An toan thyc phdm cip Gidy tiép nhan ban céng bé hop quy
va dap rng cac quy dinh phap luat hién hanh khac cé lién quan.

VI. TO CHUPC THYYC HIEN

1. Giao Cyc An toan thyc phdm chi tri, phdi hgp v&i cac co quan chirc ning co
lién quan hwéng dan trién khai va td chirc vidc thye hién Quy chuén nay.

2. Can clr vao yéu cau quan ly, Cuc An toan thyc pham cé trach nhiém kién
nghj Bo Y té sira ddi, bd sung Quy chuén nay.

3. Trong trwdng hgp cac tiéu chuln va quy dinh phap luat dwec vién dan trong
Quy chuédn nay dwoc stra ddi, bd sung hodc dugc thay thé thi 4p dung theo vén
ban mdi.
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