
BO Y TE LONG HOA XA HOI CHU NGHIA VIVI' NAM 
DOc 14p - Tty do - Hanh phtic 

   

S6: 45 /2015/TT-BYT Ha Nai, ngay j/ thang/a nam 2015 

THONG TIX 
Quy dinh ve cong 1)4 hqp quy va cong bo phu hqp quy dinh 

doi veri thaw IA 

Can cu' Luat Phang, chang tac hgi cua thuoc la ngay 18 thong 6 nam 2012; 

Can ar Luat Chdt ltrong san pham, hang hoa ngay 21 thong 11 nam 2007 
va Nght dinh so 132/2008/ND-CP ngay 31 thong 12 71C1711 2008 cua Chinh phfi 
quy dinh chi tilt thi hanh mat so lieu cua Luat ch& ltrong san phOm, hang hoa; 

Can ar Luat Tieu chuOn va quy chuan kj> thuat ngay 29 thong 6 nam 2006 
va Nght dinh so 127/2007/ND-CP ngay 01 thong 8 nam 2007 cua Chinh phfi v"‘e 
vi -ec quy dinh chi tilt thi hanh mot S dieu cua Luat tieu chuan va quy chuan kj)' 
thuat; 

Can cti. Nght dinh sa 63/2012/ND-CP ngay 31 thong 8 nam 2012 cua Chinh 
phfi quy dinh chtiv nang, nhiOn vu, qulen hgn va co• cau to chtiv cua BO Yte;  

Theo de nght cua Cyc truOng Cyc An toan thtrc phcim; 

BO trwang Bo Y to ban hanh Thong ttr quy dinh ve cong ba hop quy va 
cong bo phil hop quy clinh doi vai thuoc 

Chtifing I 

QUY DINH CHUNG 

Dieu 1. Ph4m vi dieu chinh 

Thong ttx,nay quy dinh trinh tir, hO sa cong 	hgp ,quy va cong b6 phU 
hop quy dinh di 	thuoc 	trach nhi@n 	ca quan tip nhjn clang 1(T ban 
cong bo hop quy va cong bo pha hop quy dinh (sau day g9i tat la ca quan tiep 
nhjn.  clang 14) va to chirc, ca nhan cong bo san pham (sau day g9i tat la to chirc, 
ca nhan); ki6m tra sau cong bo san pham. 

Dieu 2. Giai thich tir ngir 

Trong Thong to nay, cac tir ngir clued day dugc hie"'u nhu sau: 
1. Danh gia str phit hop cua thuoc la la v* xac dinh thu6c la phU hap \Teri 

dac tinh kyf thujt va y'eu cau quail lY,quy dinh trong quy chuan ky7 thujt quoc gia 
dOi 	thuoc dieu (sau day g9i tat la quy chuan ky thujt quoc gia) hoac cac 
quy dinh cua V* Nam trong truemg h9p san pham do chua có quy chuan kyf 

1 



thujt gu6c gia hojc phu hgp vai quy dinh cua gu6c to trong truemg hop Viet 
Nam chua c6 quy dinh. 

2. Ban thong tin chi tiet ve thuac la IA ban yeu cau k9 ,thuat thu6c IA (co 
chung ten san pham, nhan hieu, tieu chuan chat ltrong) do to chile, ca nhan cong 
bo phi' hop vai quy chuan 1(9 thuat guoc gia hoc phir hop vai cac quy dinh cu'a 
Viet Nam trong trueng hop san pharnd6 chua c6 quy chuan 1(9 thujt guOc gia 
hoc phU hop v6i quy dinh 	gu6c , trong truerng hop Viet Nam chua c6 quy 
dinh. 

Dieu 3. NOi dung danh gia sty phii hop dm thutpc la 

1. Truerng hop c6 quy chudn k9 thujt guac gia tuong dng: Ranh giA su 
phit hgp cua thu6c lA vai quy chuan k9 thujt d6 (sau day g9i tat la danh gia hop 
quy) theo not dung danh giA hop quy dugc quy dinh tai quy chuan k-ythuat guOc 
gia tuong irng. 

2. Truong hop chua co quy chuan 1(9 thuat gu6c gia tuong Ung: Danh gia 
sir phit hgp cua thuoc la (sau day ggi tat la danh gia phir hop quy dinh) dga tren 
cac yeu cdu sau day: 

a) CAc quy dinh dm Viet Nam hoc quy dinh cua gu6c t6 trong truang 
hop Viet Nam chua c6 quy dinh; 

b) Ghi nhan, in canh bao sire khoe tren bao bi thu6c IA thgc hien theo quy 
dinh tai Thong to lien tich s6 05/2013/TTLT-BYT-BCT ngay 08 thang 02 nam 
2013 dm BO truong BO Y te, Bo truerng BO COng Thuang htrong dan viec ghi 
nhan, in canh bao sire kh6e ten bao bi thuoclA, 

c) He th6ng s6 sach ghi chop va he th6ng to chile ki6m soat qua trinh san 
xuat. 

Chuang II 

HO SO, TRINH TV' CONG BO HOP QUY VA CONG BO PHU HOP 

QUY DINH DOI VOI THUOC LA 

Dieu 4. HO 	trinh by cong bei hop quy (Iva tren ket qua chting nh4n 
hop quy elm to chirc chting nh4n hqp quy dime chi dinh (ben thin ba) 

1. HO so• cong bo hop guy 

Ho sa cong b6 hgp quy bao 

a) Ban cong 13,6 hop quy, thgc hien theo quy dinh tai Mau s6 01 ban hanh 
kern theo Thong to nay; 

b) Ban thong tin chi tit ve• thu6c la kern thi6t 1(6 nhan c6 du not dung ghi 
nhan bat buOc, thgc hien theo quy dinh tai MAu so 02 ban hanh kern theo Thong 
to nay; 
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c) Chirng chi chirng nhjn sty phi' hop cir' a ben thir ba kern ket qua kiem 
nghiem (ban goc hoc ban sao chUng thuc hoc ban chvp c6 kern theo ban chinh 
de dOi chieu); 

d) GILA)/ chUng nhjn gang ky doanh nghiep. 

2. Trinh to cong b9 hop quy 

a) Btr6c 1: Ranh gia hgp quy 

TO chirc, ca nhan thuc hien danh gia hop quy thong qua to chirc chimg 
nhjn hop quy do B9 Y to chi dinh. 

b) Mx& 2: Dang V ban cong 1DO hop quy 

To chirc, ca nhan cong be hop quy ljp 11O so cong ,be theo quy dinh tai 
Khoan 1 Dieu nay va n9p fro so truc tuyen tai co quan tiep nhjn clang ky theo 
quy dinh tai Dieu 7 Thong tu nay. 

TO chdc, ca nhan truy cap \Tao trang thong tin dien ttr cua Cvc An toan 
thuc pham - B9 Y to www.congbosanpham.vfa.gov.vn  de thuc hien viec cong bo 
true tuyen. 

Dieu 5.116' so', trinh tkr cong bo hop quy (Iva tren ket qua tty danh gia 
cua ts11 chirc, ca nhan san xua. t, kinh doanh thutic la (ben thir nha't) 

1. Ho so cong be hop quy 

1-1(1 so cong bO hop quy bao 

a) Ban cong 139 hgp quy, thgc hien theo quy Binh tai Mai se 01 ban hanh 
kern theo Thong tu nay; 

b) Ban thong tin chi tilt ve thuc la kern thiet ke nhan c6 du not dung ghi 
nhan bat buOc, thuc hien theo quy dinh tai Mau so 02 ban hanh kern theo Thong 
tu nay; 

c) Ket qua kiem nghiem thuc la trong theri Ilan 12 thang cua phOng kiem 
nghiem dugc chi dinh hoc dugc cong nhjn, gom cac chi tieu theo yeu cau cUa 
quy chuan ky thujt quoc gia (ban goc hoc ban sao c6 chimg thiyc hoc dugc hgp 
phap h6a lanh su hoc ban chvp c6 kern theo ban chinh de (lei chieu); 

d) Ke hoach giam sat dinh ky, thgc hien theo quy dinh tai Mau se 03 ban 
hanh kern theo Thong tu nay; 

d) Bao cao danh gia hop quy, thuc hien theo quy dinh tai Mau se 04 ban 
hanh kern theo Thong tu nay; 

e) Gi'ay chimg nhjn clang ky doanh nghiep. 

2. Trinh to cong be hap quy 

a) Bu6c 1: Danh gia hop quy 

TO aide, ca nhan tu danh gia hop quy theo phuong auk danh gia sly phi' 
hop dugc quy dinh tai quy chuAn k'S'T thujt. 
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b) Buck 2: Dang V ban cong b6 hop quy 

To chirc, ca nhan cong b8 hop quy ljp 118 so cOng,b8 theo quy dinh tai 
Khoan 1 Dieu nay va 	116 so trgc tuyen tad ca quan tiep nhjn dang ky theo 
quy dinh tai Dieu 7 Thong tu nay. 

T8 chirc, ca nhan truy cap vao trang thong tin d*1 trr cua Cvc An toan 
thgc pham B8 Y to www.congbosanpham.vfa.gov.vn  de thgc h*1 vi& cong 
bo trgc tuyen. 

Dieu 6. HO 	trinh tty cong bo phit h9p quy dinh 

1. HO so cong bo phu hgp quy dinh 

HO so cong 1)6' phir hop quy dinh bao 

a) Ban cong 1DO phu hgp quy dinh, thgc h*-1 theo quy dinh tai ML s8 05 
ban hanh kern theo Thong tu nay; 

b) Ban thong tin chi tit v'e thu8c Id kern thik ke nhan c6 du not dung ghi 
nhan bdt bu8c, thgc h*1 theo quy dinh tai ML so 02 ban hanh kern theo Thong 
tu nay; 

c) Ket qua kiem ngh*n thu8c ld trong thud 114n 12 thang cUa phOng ki6m 
nghiem dugc chi dinh hoc dugc cong nhjn, gom cdc chi lieu theo yeu cau tai 
cdc quy dinh dm V* Nam hoc quy dinh cua quoc to trong trueng hgp Vik 
Nam chua c6 quy dinh (ban goc hoc ban sao c6 chdng thgc hoc dugc hgp 
phdp hoa lanh sg hoc ban chgp c6 kern theo ban chinh de d8i chi6u); 

d) Ke ho4ch giam sat dinh ky, thgc hirt theo quy dinh tai ML s8 03 ban 
hanh kern theo Thong tu nay; 

d) Gidy chimg nhjn clang ky doanh 

2. Trinh to cong b6 phu hgp quy dinh 

a) Mr& 1: Ddnh gia phu hgp quy dinh 

T8 chdc, ca nhan thgc hien kiem ngh*11 san phdm tai phong kiem 
nghiem dugc chi dinh hoc dugc cong nhjn; danh gia phu hgp quy dinh dga tren 
ka qua kiem nghiem va thgc h*n theo cdc not dung quy dinh tai Khoan 2 Dieu 
3 Thong tu nay. 

b) Mx& 2: Dang V ban cong bo phu hgp quy dinh 

T8 chirc, ca nhan cong 13,8 phit hgp quy dinh ljp 118 so cong b8 theo quy 
dinh tai Khoan 1 Dieu nay va n8p fro so trirc tuyen toi co quan tiep nhjn dang ky 
theo quy dinh tai Dieu 7 Thong tu nay. 

T6 chirc, ca nhan truy cap vao trang thOng tin d*. tir cud. Cgc An toan 
thgc phdm 138 Y to www.congbosanpham.vfa.gov.vn  de thgc h*-1 viec cong 
1)6 trgc tuyen. 
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Dieu 7. ThAm quyen tiep nh4n Ong 19'7 va cap GiAy tiep nh4n ban 
cong be; him quy va GiAy xac nh4n cong WO phi' hcfp quy dinh 

1. Cuc An toan thlyc phdm - Bo Y to thlyc hien viec tiep nhjn 116 so gang 
V ban cong bo hop quy, ban cong 1)6 phn hop quy dinh; cap Gidy tiep nhjn ban 
cong bo hop quy (sau day g9i tat la Giay Tiep nhjn), Giay xac nhjn cong 1)6 pha 
hop quy dinh (sau day g9i tat la Giay Xac nhjn) doi \Teri thu6c la nhjp khdu va 
thu6c la san xudt trong ntro.c. 

2. Trong thei hp 07 (bay) ngay lam viec, ke tir khi,nhjn 	h",‘) so hop le, 
Cvc An toan dux pham - 	Y c6 trach nhiem cap Giay Tiep nhjn theo quy 
dinh tai Mau s6 06 ban hanh kern theo Thong to nay. Truerng hop khong cap 
Gidy Tiep nhjn Cvc An toan thlyc pham - BO Y to phai tra Ryi bang van ban va 
neu re; VT do. 

3. Trong theri han 15 (mueri lam) ngay lam viec, ke tir khi nhjn du ho so 
hop le theo dau van ban den, Cgc An toan thgc phdm - BO Y to c6 trach nhiem 
cap Gidy Xac nhjn theo quy dinh tai Mau s6 07 ban hanh kern theo Thong to 
nay. Truemg hop khong cap Gidy Xac nhjn, Cvc An toan dux pham - BO Y to 
phai tra led bang van ban va neu rO VT do. 

4. Trong thOi han 60 (sau muoi) ngay lam viec, ke tir ngay nhjn &roc van 
ban thong bao VT do khOng cap Giay Tiep nhjn hoac Giay Xac nhjn,cila co quan 
tiep nhan Bang 	neu to 	nhan cong bO san pham khOng bo sung, hoan 
chinh ho so theo yeu cL thi co quan tiep nhjn dang 1(3'7 se hi:1y ho so' cong bo. 

Dieu 8. CAp 14i GiAy Tiep nh4n ho4c Giay Xac nh4n 

1. Truemg hop khong c6 sty thay d6i hoac c6 sly thay dOi ve quy trinh san 
xudt, che bien nhtmg khong lam anh htrong den cac chi tieu chdt luong san 
pham va khong vi pham cac mdc gi6i han an toan so v6i cong bo, to chdc, ca 
nhan san xudt, kinh doanh thu6c la phai dinh ky dux hien clang V lai ban cong 
13,6 hop quy hoac cong b6 phn hop quy dinh: 

a) 05 (nam) nam d6i ved co so( san xudt c6 chUng chi ve he thong quan ly 
chdt luting; 

b) 03 (ba) nam d6i v6i co so san xudt khong c6 chi:mg chi ve he thOng 
quan 15T chdt luong. 

2. Viec (tang V 'al ban cong b6 hop quy hoac cong bo phil hop quy dinh 
dtxgc thiyc hien tai Cvc An toan thgc phdm - BO Y t6. 

3. Hi;' so de nghi cap lai Gidy Tiep nhjn va Gidy Xac nhjn, bao gOm: 
a) Don de nghi cap lai Giay Tiep nhjn hoac Gidy Xac nhjn theo quy dinh 

tai ML so 08 ban hanh kern theo Thong tu. nay (co xac nhjn cua to chirc, ca 
nhan); 

b) Gidy Tiep nhjn hoac Gidy Xac nhjn lan gan nhdt (ban sao); 
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c) Ket qua kiem nghiem ve thuOc la dinh kST do phong kiem nghiem dugc 
chi dinh hoac dugc cong nhjn (ban gOc hoac ban sao chirng thirc ho4c dugc hop 
phap boa lanh sg hoac ban chgp co kem theo ban chinh de dOi chieu). 

4. Trong then han 07 (bay) ngdy lam viec, ke tir ngay nhjn dugc du hO so 
de nghi theo dau van ban den, Cgc An toan thirc pham - BO Y to co trach nhiem 
cap lai Giay Tiep nhan theo quy dinh tai ML so 09 ban hanh kern theo Thong tu 
nay hoac Giay Xac nhjn theo quy dinh tai ML so 10 ban hanh kern theo Thong 
tu nay. Trueng h9p khong cap lai phai tra len bang van ban va neu ra 1)'T do. 

5. Khi ,cO bdt kS7 sir thay d6i nao trong qua trinh san xuat, the bin lam 
anh huerng den cac chi tieu chat lugng va vi pham cac mire gio i han an toan so 

cong bo, to chirc, ca nhan salt,  xuat, kinh doanh thuoc la phai thirc hien lai 
viec cong bo hop quy hoac cong bO phu h9p quy dinh theo quy dinh tai cac Dieu 
4, 5, 6 Thong tu nay. 

Chuang III 

TRACH NHItM CUA CO QUAN TIEP NHAN BANG KY VA 

TO ClIfT.C, CA NHAN CONG BO SAN PHAM 

Dieu 9. Trach nhi'01 cUa Cuc An toan thtrc phArn - Bo Y to 

Cue An toan thirc pham - BO Y to co trach nhiem sau day: 

1. TO chirc tier) nhjn hO so cong 1)6 hop quy hoac cong b6 phu hgp quy 
dinh d6i 	thuOc la; 

2. Cdp, cap lai va thu hOi hieu lgc Gidy Tie') nhjn, Gidy Xac nhjn; 

3. Trong then han 07 (bay) ngay lam viec, ke tir ngay cap Gidy Tiep nhjn 
hoac Giay Xac nhjn, co quan tier) nhjn clang 1c)"/ thong bao cong khai san pham 
thuOc la da dugc cap Gidy Tiep,nhjn hoac Giay Xac nhjn tren trang thong tin 
din tir 	Cpc An toan thirc pham - BO Y to vfa.gov.vn; 

4. TO chirc viec quart 1)'T lid sir dung phi, Fe phi cap Gidy Tie') nhjn va Giay 
Xac nhjn theo quy dinh cua phap lujt. 

Dieu 10. Trach nhi@n cua to chiic, ca nhan san xuat, kinh doanh 
thaw IA 

Ngodi trach nhiem cua to chirc, ca nhan cong bo hgp quy dugc quy dinh 
tai Dieu 16 dm Thong to se; 28/2012/TT-BKHCN ngdy 12 thang 12 nam 2012 
dm BO tru&ng BO Khoa hoc va Cong nghe quy dinh ve cong bO,h9p chudn, cong 
bo hgp quy va phuong thirc cianh gig str phn hgp \Teri tieu chuan, quy chuan l(S'T 
thujt thi to chirc, ca nhan san xuat, kinh doanh thuoc la phai thirc hien cac trach 
nhiem sau day: 

1. Cong 13,6 hgp quy hoac cong be, phu hgp quy dinh d6i vdi thuOc la theo 
quy dinh tai Thong tu nay. 
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2. Ghi nhan, in canh bao sirc khoe tren bao bi thuec la theo quy dinh tai 
Thong to lien tich so 05/2013/TTLT-BYT-BCT ngdy 08 thang 02 nam 2013 cilia 
Be truong Be Y to va Be truong Be Cong Thuang hating dan yiec ghi nhan, in 
canh bao sirc khOe tren bao bi thuoc la. 

, 3. Truong hop chi thay doi cac nei dung trong Ban thong tin chi tiet ve 
thuOc la doi ygi hinh thdc nhan, quy cach bao g6i, thiet ke bao bi, dia chi till se( 
cUa to ,chirc, ca nhan hay noi san xuat, ten to chirc, ca nhan (trong trtremg hop 
thay doi Giay chirng nhjn clang 1()'7 doanh nghiep) thi to chirc, ca nhan giri van 
ban thong bao nei dung thay doi kern theo inau san pham cUa to chic, ca nhan 
chiu trach nhiem ve san pham de dirge tiep tuc sir dung Giay Tiep nhjn hoc 
Giay Xac nhjn da dugc cap. 

4. Nep phi va le phi cap, cap lai Giay Tiep nhjn va Giay Xac nhjn theo 
quy dinh cua phap lujt. 

Chuang IV 

KIEM TRA SAU CONG BO SAN PHAM 

Dieu 11. Kiem tra sau cong bo 

Cuc An toan thgc pham - B9 Y to hoc Chi cuc An toan ye sinh thuc 
pham tinh, thanh phe true thuec trung uang,noi c6 co so san xuat, kinh doanh 
thuOc &rig tren dia ban co tham quyen to chirc kiem tra viec tilde hien cac 
quy dinh 	phap lujt, che de kiem nghiem dinh kS7 doi vgi san pham thuoc la 
da cong be. 

Dieu 12. LAy m'au kiem nghiem thuOc la dinh kj7 

1. Viec lay m'au thuec la kiem nghiem dinh kS7 do to chirc, ca nhan chU 
deng thgc hien hoc de nghi Chi cuc An toan ve sinh thuc pham tinh, thanh pho 
true thuec trung ucmg not c6 co so san xuat, kinh doanh thuec la dong tren dia 
ban thuc hien. 

2. Tan suat kiem nghiem dinh 

a) 01 (met) ldrilnam dOi yed co se( san xuat c6 chimg chi ye he thong quan 
1)'T chat luting; 

b) 01 (met) lan/06 (sau) thang doi vii co so san xuat khong c6 chirng chi 
ye he thong quan VT chat luting. 

3. Cac chi tieu de kiem nghiem thuec la dinh kST la cac chi tieu chi diem 
chat luting, an toan da cong bo trong Ban thong tin chi tiet ye thuoc la. 

, 4. Ket qua kiem nghiem thuec la dm cac doan thanh tra, kiem tra, ket qua 
kiem tra nha nugc doi vgi thuoc la nhjp khau dugc to elide, ca nhan sir dung 
lam ket qua kiem nghiem thuoc la dinh kST neu dap img cac chi tieu quy dinh tai 
Khoan 3 Dieu nay. 
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KT. BO TRUONG 
THC TRIJONG 

/ 	- / 

Nii411 Thanh Long 

Chno.ng V 

DIEU KHOAN THI HANII 

Dieu 13. Hieu Ity thi kmh 

Thong tu.  nay c6 hieu ldc thi hanh ke ngay 	thing 	nam 2016. 

Dieu 14. Quy dinh chuyen tiep 

Gidy chUng nhan tieu chuan san pham da throe cap theo Quyet (filth so 
42/2005/QD-BYT ngay 8 thing 12 nam 2005 cUa Bo tru6ng B6 Y to ve quy che 
cong bo tieu chuan san pham awc pharn c6 gia tri den het th6i han hieu luc duve 
ghi trong Giay chirng nhan tieu chuan san pham. 

Dieu 15. Dieu khoan tham chieu 

Truing hop cac van ban dan chieu trong Thong to nay duoc situ dOi, bo 
sung hoac thay the thi ap dung theo van ban cid dupe sda dOi, bo sung hoac thay 
the do. 

Dieu 16. TO chtiv thtic hien 

1. Co quan, to chic, ca nhan c6 lien quan chiu trach nhiem thi hanh 
Thong tu.  nay. 

2. Cue An toan thge pham - Bo Y to chiu trach nhim to chdc trien khai, 
hung dan va kiern tra viec thuc hien Thong to nay trong pham vi toan quOc. 
Dinh kS/ 06 (sau) thing, Cuc An toan thuc pham bao cao Bo truong Bo Y to ve 
cong tae cap Giay Tiep nhan va Giay Xac nhan. 

Trong qua trinh thuc hien neu c6 kh6 khan, vuong mac de nghi cac co.  
quan, to chdc, ca nhan phan anh ve B6 Y to (Cvc An loan thuc pham) de xem 
xet, giai quyet./. 

• 

Nai 
- Van phong Chinh phu (Cong bao, 

ang TTDTCP); 
- Bo Tu phi) (Cpc Kiern tra VBQPPL); 
- BO, co quan ngang B"<); 
- Bo COng Thaang, BO NN&PTNT; 
- BO trueyng (de b/c); 
- UBND cac tinh, thanh ph8 truc thtk)c TW; 
- So.  Y t6 cac tinh, thanh ph6 true thuOc TW; 
- ang TTDT BYT; 
- Lau: VT, PC, ATTP. 
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Mau so 01 

Ban hanh kern Thong tu. so ...... /2015/TT-BYT ngay ... thong ... nom 2015 
ci:ta BO trw'mg BO Y te) 

CONG HOA X.A. HOI CHU NGHIA VIVI' NAM 
WO 14p - Tyr do - 114nh pink 

BAN CONG BO HOP QUY 

s6 	 

Ten to chirc, ca nhan. 	  

Dia chi: 	  

Dien thoai: 	 Fax: 	  

E-mail 	  

CONG BO: 

San phdm: 	  

)(ilk xd: ten va dia chi, dien thoai, fax, email cila nha san xudt (d6i v6i san phdm 
nhdp khau phai c6 ten ntr6c xuat x6.) 

Phil hop vai quy chudn ky thudt (sO' hieu, kj) hreu, ten g9i) 

Phuong thirc danh gia sir ph6 hop: 

Chling toi xin cam k6t thgc hien che d6 kie'm tra va kie'm nghiem dinh kS7 theo quy 
dinh hien hanh va hoan toan chiu trach nhiem ye tinh ph6 hop dm san pham a cong 
b6. 

, ngay  _ thong ...... nom... .... 
DAI DItN TO CHtfC, CA NH 'AN 

(Kf, ten, dung cau) 
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Mau so 02 
Ban hanh kern Thong tar so 	/2015/TT-BYT ngay Mang nam 2015 

ctia Bo trtrang Bo Y te) 

BAN THONG TIN CHI TIET YE THUOC LA 

     

     

TEN CO QUAN 
CHU QUAN  

 

Ten san phOm 

 

SO: 	 

Ten to chirc, ca nhan 

    

     

1. Yeu cau ky thuat: 

1.1. Cac chi tieu cam quan: 

- Huang: 

- VI: 

- DO nang: 

- DO chay: 

- Mau sac sgi: 

1.2. Cac chi tieu ye an toan 

TT Ten chi tieu Don vi tinh ,, ,: Mtic cong bo 
1 Ham lugng Tar 
2 Ham lugng Nicotin 

2.,  Thanh phan cau tao (liet ke.tat ca. nguyen lieu va php gia cltrgc sir dung trong 
san xuat thuoc la theo thir togiam dan ye khoi lugng). 

3. Quy cach bao goi. 

,4. Thuyet minh Quy trinh cite bien (mo to so.  d6 ve quy trinh san xuat thu6c la va
thuyet minh cong nghe the bien, bao Om chi tiet cac cong nghes che bien tirng thanh 
phan cau tao va cong nghe phoi che, bao goi): Dua vao phan phi luc cna Ban Thong 
tin chi tiet ye san pham. 

5. Cac bien phap phan biet that, gia (net' co). 

6. NOi dung ghi nhan (hoac nhan dang luu With) phoi phu hgp vai quy dinh cua 
phap luat ye ghi nhan hang h6a va quy dinh ye ghi nhan, in canh bao. 

7. Xuat xir va thixong nhan chin trach nhiem ve chat lugng hang Ma.: 

a) D6i v6i thu6c la nhap khau: 

- Xuat xd: ten nha san xuat va ntrac xuat xd. 

- Ten va dia chi dm to chirc, ca nhan cong b6, nhap khau, phan ph6i clOc 

b) D6i 	san pham trong 

- Ten va dia chi dm to chile, ca nhan cong bo, san xuat, phan phoi d'Oc quyen. 

	, ngety 	 thong 
DAI D4N TO CHeC, CA NHAN 

(K); ten, clung dciu) 
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Mau so 03 

(Ban hanh kem Thong to sa ...... /2015/TT-BYT ngay ... thang ... elm 2015 
cl'ia BO trtrang Ba Y te) 

Ten to chric, 6 nhan: 	  

Dia chi: 	  

KE HOACH GIAM SAT DINH KY 

San phArn• 	  

Tan suAt Mem Dcrn 
ng hiem 

Chi tieu ki'm nghiern DIM vi lay man 
vi kie'm 

nghiem 

, ngay  _ thang ...... nam... .... 
DAI DIN TO CHIYC, CA NHAN 

(K35 ten, clang call) 
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Mau so 04 

	

(Ban hanh kem Thong tu• 	/2015/TT-BYT ngay thong nam 2015 
ciia BO trtrang BO Y te) 

TEN CO QUAN CHU QUAN (ne'u co) LONG HO A XA HQI CHU NGHIA VItT NAM 

	

TEN TO CHtiC, CA NHAN 	 D(ic lap - Tir do - H4nh phtic 

Se):  	 ......, ngay 	thang nam 

BAO CAO DANH GIA HOP QUY 

1. Ngdy danh gia• 	  

2. Dia diem danh gia: 	  

3. Ten san pham: 	  

4. SO quy chuan kyr thuat ap dung. 	  

5. Ten to chirc thir nghiem san pham: 	  

6. Ranh gia ve ket qua thir nghiem theo quy chuan ky thu4't ap clung va hieu lu•c 
viec ap dung, thirc hien quy trinh san xuat• 	  

7. Cac not dung khac (neu co)• 	  

8. Ket 

❑ San pham phi' hop quy chuan ky thuat. 

❑ San pham khong phi' hop quy chuan ky thqt. 

Ngtnii dank gia 	 Xac nh4n ctia to chtic, ca Wan 
va ghi r5 ho ten) 	 (195 ten, (long dau) 
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Mau so 05 

Ban hanh kern Thong to s 	/2015/TT-BYT ngay ... thang ... nam 2015 
ctia BO trtrang Bo Y 

LONG HOA )0,-  HQI CHU NGHIA VICT NAM 
£045c 14p - Tir do - Hanh phtic 

BAN CONG BO PHiJ HOP QUY DINH 

s6 	 

Ten to chirc, ca nhan. 	  

Dia chi: 	  

Dien thoai: 	 Fax: 	  

E-mail 	  

CONG BO: 

San pham: 	  

Xuat xir: ten va dia chi, dien thoai, fax, email dm nha san xuat (d6i 	san pham 
nhap khau phai co ten milk xuat xir) 

Phil hop voi quy dinh (so hieu, ky hien, ten gpi) 

Chimg toi xin cam ket thgc hien the do kiem tra va kiem nghiem dinh kS7 theo quy 
dinh hien hanh ya hoan toan chiu trach nhiem ye tinh pha hop dm san pham dal cong 
b6. 

, ngay 	 thong ...... 
DAI DIN TO CHIYC, CA NHAN 

(K.); ten, (long d ju) 
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Mau s6 6 
Ban hanh kem Thong tu- 	/2015/TT-BYT ngay thang nam 2015 

ctia BO trtrang BO Y te) 

BOYTE 	 LONG HOA XA Ho' CHU NGHIA VItT NAM 
CK AN TOAN THVC PHAM 	 Wcic 14p - Tir do - 1-14nh phtic 

SEi• 	/ATTP-TNCB 	 Ha NOi, ngay thang nam 

GIAY TIEP NHAN BAN CONG BO HAP QUY 

Cvc An toan thgc pham xac nhjn da nhjn Ban cong b6 hgp quy 
	 (ten cila to chirc, ca nhan) ,dia chi 	 din thoqi, 	 
Fax 	 Email 	 cho san pham• 	 do 	 (ten, Ilia 
chi ncri san xuat va ntrac xuat xir) 	 san xuat, phu hgp quy chuan ky 
thujt (so hi -eu quy chuan ky thu at) 	  

Ban thong bao nay chi ghi nhjn sir cam ket cua doanh nghiep, khong c6 
gia tri chimg nhjn cho san pham phu hgp v6i quy chuan ICy thujt Wang ung. 
Doanh nghip phai hoan toan chiu trach nhiem ve tinh phu hgp cua san pham da 
cong bo. 

, 	Dinh kST 03 nam to chirc, ca nhan phai thgc 	dang 1(3'T ban cong 
bo hgp quy. 

Ndi nhan: 
- To chirc, ca. nhan; 
- Ltru trTh 

DAI DIEN CO THAM QUYEN 
CUA CO QUAN CAP GIAY 

(4 ten, (long dau) 
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Mau so 07 

(Ban hanh kem Thong tu' so ...... /2015/TT-BYT ngay ... thang ... nam 2015 
ctia Bo trirang BO Y te) 

BO Y TE 
	

CONG HOA XA HQI CHU NGHiA VIP' NAM 
CLIC AN TOAN THIIC PHAM 	 Di)c 14 - Tiy do - H4nh phtic 

s6: 	/ATTP-XNCB 	 Ha N0i, ngay ... thang ... nam ... 

XAC NHAN CONG BO PHU HOP QUY DINH 

Cgc An toan thgc pham xac nhan cong bO phit hgp quy dinh ctia: 	 (ten 
ctia to chicc, ca nhan) 	 dia chi 	 dien thoqi:  	..Fax: 
	Email 	 cho san pham: 	 do 	 (ten, cila chi noi san 
xuat va mrac xuat xic) 	 san xuat, phii hgp quy dinh. 

T6 chirc, ca nhan có trach nhiem thuc hien the dO kiem tra ya kiem 
nghiem dinh kS7 theo quy dinh hien hanh ya phai hoan toan chiu trach nhiem ye 
tinh phii hop dm san pham da cong bo. 

Dinh kST 03 nam to chirc, ca nhan phai thgc hien W yiec clang k)'7 ban cong 
ba phii hgp quy dinh. 

Noi nhip: 
- To chirc, ca. nhan; 
- Luu tra. 

DAI DIN CO THAM QUYEN CUA 
CO QUAN XAC NHAN 

(K.); ten, clang cl idu) 
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Mau so 08 

(Ban hanh kern Thong tu. so 	/2015/TT-BYT ngay thang nam 2015 
cfia Bo trtrong Bo Y te) 

TEN TO CHIYC, CA NHAN 	CONG HOA XA HOI CHU NGHIA VIVI' NAM 
DOc 14p - Ti do - Hpth phtic 

S6: ngay thang nam 

DON DE NGHI 
CAP LAI GIAY TIEP NHAN BAN CONG BO HOP QUY HOAC 

GIAY XAC NHAN CONG BO PHU HOP QUY DINH 

Kinh 	Ctic An toast thtrc pham 

... "Ten to chirc, ca nhan", 	&roc cap Giay Tie') nhan ban cong bo' hop 

	

quy hoac Giay Xac nhan cong bo phit hop quy dinh,  so 	 ngdy 	 thang 
	 nam 	 do Ctic An toan thtrc pham - BO Y to cap. 

Nay, chung toi lam don nay a nghi q4 co quan cap lai Giay Tiep nhan ban 
cong bo hop quy hoac Giay Xac nhan cong bo phia hop quy dinh. 

HO so de nghi cap lai 

1. Don de nghi cap lai Giay Tie') nhan ban cong bo hop quy hoac Gidy Xac 
nhan cong bo phia hop quy dinh. 

2. Phi'eu ket qua xet nghiem dinh kST dOi voi thuOc la. 

3. Gidy Xac nhan cong 136 phia hop quy dinh an toan thirc pham hoac Gidy Tiep 
nhan ban cong bo hop quy da duoc cap lan trade. 

Chimg toi lam don nay kinh de nghi quy co quan cap lai Giay Xac nhan cong 
bo phia hop quy dinh hoac Giay Tiep nhan ban cong bo hop quy. 

Chiang toi cam ket bao dam tinh phu hgp dm thuOc la nhts da cong bO. 

	

, ngay 	 thangnam ....... 
DAI DIEN TO CHtt, CA NHAN 

(KY ten, (long din) 
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Mau so 09 

(Ban hanh kern Thong ttr so ...... /2015/TT-BYT ngay ... thang ... nam 2015 
cila BO trtrang BO Y te) 

BOYTE 
CUC AN TOAN TIWC PHAM 

CONG HOA XA HOI CHU' NGHIA VIVI' NAM 
Doc lap - Tty do - II4nh phtic 

GIAY TIEP NHAN BAN CONG BO HOP QUY 

s6: .../ATTP-TNCB 

Cap 1c2n dart: ngay...thang...nam... 

Cap kg ljn thir..... ngay...thang...nam... 

Cgc An toan thgc pham xac nhjn dal nhjn Ban cong 1)6' hgp quy cua: 
 	(ten cria to chirc, ca nhan) clia chi 	 din thoji, 	 Fax 	 
Email 	 cho san phany 	 do , 	 (ten, Ilia chi no'i san xuat va ntrac 
xuat xtr") 	 san xuat, phii. hgp quy chuan k-y thujt (so hi eu quy chuan kji' thu at) 

Ban thong bao nay chi ghi nhjn six cam ke't cilia doanh nghiO, khong c6 
gia tri chimg nhjn cho san pham phi' hop vai quy chuan kST" thujt tuang irng. 
Doanh nghi0 phai hoan toan chiu trach nhi@n ye tinh phi' hgp ciia san pham da 
cong bo. 

, 	Dinh icy... nam to elide, ca nhan phai thgc hi'41 lji vi& clang1()'7 ban cong 
bo hgp quy. 

No'i nhan: 
- To chirc, ca nhan; 
- Urn tit. 

DAI DIN CO THAM QUYEN 
CUA CO QUAN CAP GIAY 

(K.) ten, clang clan) 
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Mau s6 10 

(Ban hanh kern Thong ttr so /2015/TT-BYT ngay thang nam 2015 cita 
BO truang BO Y te) 

Y TE 	 LONG HOA XA HOI CHU NGHIA VItT NAM 
Cl2C AN TORN THIIC PHAM 	 WO 14p - Tir do - 11#nh pinic 

XAC NH8N CONG BO PHU HOP QUY DINH 

S6: .../ATTP-XNCB 

Cap lan ddir ngay...thang...nam... 

Cap' lgi Ian 	: ngay...thang...nam... 

Cvc An toan thirc pham xac nhjn cong b6 phii hgp quy dinh cila: ...... (ten 
cria to chirc, ca nhan) ,  dia chi 	 dien thoai: 	 Fax: 
	Email 	 cho san,pham• 	 do 	 (ten, dia chi nai san xuat 
va ntrac xuat x it.) 	 san xuat, phit hgp quy dinh. 

T6 chirc, ca nhan c6 trach nhiem thgc hien the dg kiem tra va kiem 
nghiem dinh ky theo quy dinh hien hanh va phai hoan toan chill trach nhiem ye 
tinh phi], hgp cila san pham cid cong 1)6. 

, 	Dinh kST ... nam to chirc, ca. nhan phai thirc hien lai viec clang 1(3'T ban cong 
bo phii hgp quy dinh. 

Noi nhOn: 
- To chirc, ca. nhan; 
- Ltru tar'. 

DAI DIN CO THAM QUYEN CUA 
QUAN XAC NHAN 

(Kf, ten, clang dau) 
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