CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

BO Y TE - BQ) CONG THUONG

Sé: 05/2013/TTLT-BYT-BCT Ha Ngi, ngay 08 thang 02 nam 2013

THONG TU LIEN TICH
Hwéng din viée ghi nhin, in cinh bao strc khée trén bao bi thude 14

Can cir Ludt Phong, chéng tac hai ciia thudc 1a sé6 09/2012/0H13 ngay
18 thang 6 nam 2012,

Can cir Nghi dinh s6 89/2006/NP-CP ngay 30 thdng 8 nam 2006 cua
Chinh phii vé nhan hang héa;

Can cir Nghi dinh sé 63/2012/NP-CP ngay 31 thdng 8 nam 2012 cua
Chinh phii quy dinh chikc ndng, nhiém vu, quyén han va co cdu té chirc cia
Bo Y té;

Can cir Nghi dinh s6 95/2012/NP-CP ngay 12 thang 11 nam 2012 cia
Chinh phii quy dinh chikc ndng, nhiém vu, quyén han va co cdu té chirc ciia
B¢ Cong Thuong,

Bo truong Bo Y té, BY truong Bo Cong Thuwong ban hanh Thong tuw
lién tich hwéng dan viéc ghi nhan, in canh bdo sirc khée trén bao bi thuéc la.

Piéu 1. Pham vi diéu chinh

Thong tu lién tich nay huéng dan viéc ghi nhan, in canh bao stic khoe
trén bao bi thudc 14 dugc san xuit, nhap khéu dé tiéu thu tai Viét Nam.

Piéu 2. Giai thich tir ngir

Bao bi thuéce la 13 bao, tat, hop chtra dung thude 14 va luu thong cung
v6i thude 14.



Piéu 3. Yéu cau vé ghi nhin trén bao bi thudc 14

1. Viéc ghi nhan trén bao bi thudc 14 phai duoc thuc hién theo ding
quy dinh tai Luat Phong, chong tac hai cta thudc 14, cac quy dinh cta phap
luat vé nhan hang hoa va cac quy dinh ctia Thong tu lién tich nay.

2. Nhin thudc 14 phai thé hién cac ndi dung sau:

a) Tén hang hoa;

b) Tén va dia chi ciia t6 chtrc, ca nhan chiu trach nhiém vé hang ho4;
¢) Xuat xir hang hoa (ddi v6i thudc 14 nhap khau);

d) PBinh Iugng cta hang hoa;

d) Canh bao stc khoe;

e) Dan tem hodc in ma s6, ma vach.

g) Ngay san xut; ngay hét han sir dung.

3. Nhén thuéc 14 phai dugc ghi bang tiéng Viét, khong duogc st dung
cac hinh thirc hodc tir ngir tao cho nguoi tiéu dung hiéu sai vé tinh chat, tac
dong cua thube 14 dbi voi st khoe nhu: it hac in (low tar), nhe (light), siéu
nhe (ultra light), diu ém (mild) hoac cac tir, cum tir khac c¢6 nghia hodc cach
hiéu twong tu lam cho ngudi tiéu dung hiéu san pham thudc 14 nay it c6 anh
hudng toi strc khoe hon san pham thudc 14 khac, trir trudng hop céc tlr, cum
tir trén 1a mot phan cta nhin hiéu thude 14 da duoc ding ky va bao ho so hitu
tri tué tai Viét Nam trudc ngay Luat Phong, chéng tac hai cua thudc 14 cO
hiéu luc.

Piéu 4. Yéu cau vé canh bao sirc khoe trén bao bi thuoc la
1. Mau canh bao suc khoé:

Thudc 14 duge san xuat, nhap khau dé tiéu thu tai Viét Nam phai in
canh bao strc khoé trén bao bi theo mau quy dinh tai Phu luc ban hanh kém
theo Thong tu lién tich ndy. Canh bao strc khoe phai bao dam dugc in rd nét
va dé nhin.



2. Vi tri in canh bao strc khoe:

a) Canh béo strc khoe phai dugc in trén mét chinh trudc va mat chinh
sau cua bao bi thudc 14 va phai bao dam khong bi che 1ip hodc che mo boi
bat ky vat li¢u, hinh anh, thong tin nao khac, trir vi¢c dén tem thude 14 theo
quy dinh cua phap luat.

Truong hop thude 14 ¢6 nhiéu bao bi thi canh béao sirc khoe phai duge
in trén tit ca bao bi theo quy dinh tai Thong tu lién tich nay.

Truong hop bao bi thude 14 c6 sir dung bao boc ngoai thi bao boc ngoai
phai trong sudt, khong mau va khong 1am che lap canh bao stic khoe, trir
truong hop bao boc ngoai c6 in logo chéng hang gia, hang nhai ctia doanh
nghi¢p da duoc dang ky va bao ho s& hiru tri tu¢ tai Viét Nam trude ngay
Thong tu lién tich nay dugc ban hanh.

b) Canh bao strc khoé phai dugc in song song sat vdi ria trén cua bao bi
thudc 14.

3. Dién tich in canh bao strc khoe:

Dién tich in canh bdo strc khoe phai chiém it nhat 50% dién tich cua
mdi mat chinh trudc va mit chinh sau trén bao bi thudc 14.

4. Mau sac cua canh bao strc khoe:

Canh bao strc khoe phai dugc in tir 4 mau co ban trd 1én, d§ phan giai
khi in khong dugc dudi 300DPI (dot per inch).

5. St dung luan phién cac mau canh bao strc khoe:

a) Mdi loai san pham thudc 14 ciia mot nhan hiéu thudc 14 phai in trén
bao bi thude 14 mot trong 06 mau canh bao strc khoe quy dinh tai Phu luc ban
hanh kém theo Théng tu lién tich ndy. CAc loai san pham thudc 14 ctia mot
nhén hiéu thudc 14, cac nhdn hiéu thudc 14 khac nhau ciia mot nha san xuét
phéi in cdc mau canh bao stc khoe khac nhau. Truong hop mot nhan hicu
thude 14 c6 trén 06 loai san phém, mot nha san xuét co trén 06 nhan hiéu
thudc 14 thi phai in dong thoi du 06 mau canh bao sirc khoe.

b) Mau canh bao stc khoe ctia mdi loai san pham thudc 14 phai duoc
thay d6i dinh ky 02 nim mot lan.



Piéu 5. Hiéu luc thi hanh

1. Thong tu lién tich nay c6 hi¢u lyc thi hanh tir ngay 01 thang 5 nam
2013.

2. Bdi bo cac quy dinh vé ghi nhin, in canh bao sitc khoe trén bao bi
thudc 14 tai Quyét dinh s6 02/2007/QD-BYT ngay 15 thang 01 nim 2007 cia
Bo truong Bo Y té vé vé sinh an toan dbi véi san pham thude 14 ké tir ngay
Thong tu lién tich nay cé hi¢u luc.

Diéu 6. Piéu khoin chuyén tiep

1. San pham thudc 14 dang bao mém duoc san xuat, nhap khau tir ngay
01 thang 5 nam 2013 dé tiéu thu tai Viét Nam phai in canh bao stc khde trén
bao bi thudc 14 theo quy dinh ctia Thong tu lién tich ndy va khong cham hon
06 thang ké tir ngay Thong tu lién tich ndy dugc ban hanh.

2. San pham thudc 14 dang bao cimg duogc san xuat, nhap khau tir ngay
01 thang 5 nam 2013 dé tiéu thu tai Viét Nam phai in canh bao suc khode trén
bao bi thudc 14 theo quy dinh ctia Thong tu lién tich ndy va khong cham hon
10 thang ké tir ngay Thong tu lién tich nay dugc ban hanh.

3. Céc doanh nghiép san xuat, nhap khau thudc 14 c6 trach nhiém ké
khai s6 luong bao, tat, hdp thube 14 da duogc ghi nhan, in canh béo strc khoe
theo quy dinh ctia phép luat trudc ngay 01 thang 5 nam 2013 va bao cdo Bo
Y té, B6 Cong Thuong dé xir Iy dbi vé6i ting trudng hop cu thé.

Pi¢u 7. Trach nhiém thi hanh

1. T6 chirc, ca nhan trong nudc va nudc ngoai tham gia hoat dong kinh
doanh thudc 14 tai Viét Nam c6 trach nhiém thyuc hién viéc ghi nhan, in canh
bao strc khoe theo dung quy dinh tai Thong tu lién tich nay.

2. Bo Y té giao Cuc Quan Iy kham, chira bénh, B6 Cong Thuong giao
Vu Khoa hoc cong nghé chiu trach nhiém hudéng dan, to chtrc trién khai va
kiém tra viéc thuc hién Thong tu lién tich nay.

3. Uy ban nhan dan tinh, thanh phé tryc thuéc Trung wong chi dao
Giam doc S¢' Y té, Giam doc S¢ Cong Thuong hudng dan, to chuc trién khai
va kiém tra viéc thuc hién Thong tu lién tich nay tai dia phuong.



Trong qué trinh thyc hién, néu c6 vuéng mic, cac to chirc, ca nhan
phan anh vé& Bo Y té (Cuc Quan Iy kham, chita bénh), Bo Cong Thuong (Vu
Khoa hoc Cong nghé) dé nghién ctru, giai quyét./.

KT. BQ TRUONG BQ CONG THUONG KT.BQ TRUONG BQ Y TE
THU TRUONG THU TRUONG

Nguyén Nam Hai Nguyén Thi Xuyén

N-i nhEn:

- Thu tudéng Chinh phii (dé béo cao);

- Van phong Trung wong Pang;

- Van phong Chu tich nudc;

- Vin phong Qudc hoi;

- Van phong Chinh phu;

- Cong bao, Cong thong tin dién tir Chinh phu;

- Cac B9, co quan ngang bo, co quan thudc Chinh phu;

- Bo truong Bo Y té, B truong Bo Cong Thuong (dé béo cio);
- Cac Thir truong BO Y té, Bo Cong Thuong;

- UBND tinh, thanh phd tryc thuoc TW;

- Hiép hoi Thudc 1a Viét Nam;

- S&'Y té, S& Cong Thuong tinh, thanh phd tryc thuoc TW;

- Bo Tu phéap (Cuc kiém tra VBQPPL);

- Cong thong tin dién tir Bo Y té, B Cong Thuong;

- Lwu: VT BYT, BCT; PC, KCB - BYT; PC, KHCN, CNN - BCT.



Phu luc

MAU CANH BAO SUC KHOE IN TREN BAO BI THUOC LA
(Ban hanh kém theo Théng tw lién tich so ... .. /2013/TTLT-BYT-BCT ngay .... thang ... nam 2013)

MAau 1. HGt thubc gay héi miéng va hong ra&ng

. NI

HUT THl‘JOC GAY HOI MIENG
VA HONG RANG 87 mm

A

Ten nhan o, logo

Hinh 1: Mat chinh trudc
cta bao thudc 1a nhin nghiéng

5

HUT THUOC GAY HOI MIENG
VA HONG RANG

Ten nhn o, oo

I\

Hinh 2: Mat chinh sau
cla bao thudc 1a nhin nghiéng

55 mm |

43.5
mm

HUT THUOC GAY HOI MIENG
VA HONG RANG

Vién lmm
Font ARIAL, mau trang,
dam, cd chif cao 3.5mm

Ten nhn o, logo

Hinh 3: Mat chinh trudc sau
cta bao thudc 1a nhin thang
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MAau 2. HGt thubc gdy ung thu phdi
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MAau 3. HGt thubc gdy ung thu hong, thanh quan
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MAau 3. HGt thubc gdy ung thu hong, thanh quan
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Mau 4. Khdéi thudc 14 rat cé hai cho thai nhi va tré nho
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Mau 4. Khdéi thudc rat cd hai cho thai nhi va tré nho
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MAau 5. HGt thubc gay bénh tim mach
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