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PHAN VAN BAN QUY PHAM PHAP LUAT

BOY TE

BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phic

Sb: 43/2014/TT-BYT Ha Noi, ngay 24 thang 11 nam 2014

THONG TU
Quy dinh veé quén ly thuyc pham chirc nang

Can cir Ludt an toan thyc pham ngay 17 thang 6 nam 2010;

Can cwr Nghi dznh s 38/20]2/]YB-CP ngay 25 thang 4 nam 2912 cua Chinh
phu quy dinh chi tiét thi hanh mot so diéu cua Ludt an toan thuc phdam,

Can cir Nghi dinh s6 63/201 2/NB—CP ngay 3 ] thfing 8 nam 2012 gda Chinh phu
quy dinh chirc nang, nhiém vu, quyén han va co cau té chirc cua Bo Y té;

Theo dé nghi cua Cuc truong Cuc An toan thuc phcfm;

Bé trucng B Y té ban hanh Théng tw quy dinh vé qudn Iy thue phdm chirc ning.

Chuong I
QUY DINH CHUNG

Piéu 1. Pham vi diéu chinh va ap dung

1. Thong tu nay quy dinh cac hoat dong lién quan dén san xuét, kinh doanh, cong
bo san pham, ghi nhan va hudng dan sir dung thuc pham chirc ning bao gdm thuc
pham b6 sung, thuc pham bao v¢ suc khoe va thuc pham dinh dudng y hoc, ké ca
thuc pham dung cho ché dg an dac biét.

2. Thong tu ndy khong ap dung dbi voi san pham dinh dudng cong thire ding cho
tré nho. Viéc san xuat, kinh doanh, cong bo san pham, ghi nhan va huéng dan st
dung san pham nay dugc thuc hién theo quy chuan ky thuat tuong ing va quy dinh
cua phép luat vé kinh doanh va str dung cac san pham dinh dudng dung cho tré nho.

Piéu 2. Giai thich tir ngir

Trong thong tu ndy, cac tir ngit dudi day dugc hiéu nhu sau:

1. Thuwe pham b6 sung (Supplemented Food) 1a thyc pham thong thudng duoc
b6 sung vi chat va cac yéu to cé 1gi cho stuc khde nhu vitamin, khoang chat, axit
amin, axit béo, enzym, probiotic, prebiotic va chat co hoat tinh sinh hoc khéc.
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2. Thue phdm bdo vé sirc khoe (Health Supplement, Food Supplement, Dietary
Supplement) 12 san pham dugc ché bién dudi dang vién nang, vién hoan, vién nén,
cao, cdm, bot, long va cac dang ché bién khéac c6 chtra mot hodc hon hop cua cac
chét sau day:

a) Vitamin, khoang chét, axit amin, axit béo, enzym, probiotic va chit ¢c6 hoat
tinh sinh hoc khac;

b) Hoat chit sinh hoc ¢ ngudn gdc tw nhién tir dong vat, chat khoang va ngudn
géc thuc vat & cac dang nhu chiét xuét, phan lap, c6 dac va chuyén hoa.

3. Thue pham dinh dwéng y hoc con goi 13 thuc pham dinh dwong ding cho
muc dich y té ddc biét (Food for Special Medical Purposes, Medical Food) 1a loai
thie pham c6 thé an bang duong miéng hodc bang dng x6ng, duge chi dinh dé diéu
chinh ché dd an cua nguoi bénh va chi dugc st dung dudi sy gidm sat cua nhan
vién y té.

4. Thiee pham dimg cho ché dé an ddc biét (Food for Special Dietary Uses) ding
cho ngudi 4n kiéng, ngudi gia va cac ddi tugng dic biét khac theo quy dinh cua Uy
ban tiéu chuan thuc pham quéc té (CODEX) 1a nhimg thuc pham duoc ché bién hodc
duoc phéi tron theo cong thirc dac biét nhim dap ung cac yéu cau vé ché do an dic
thu theo thé trang hodc theo tinh trang bénh 1y va cac rdi loan cu thé ctia nguoi st
dung. Thanh phan cua thyc phim nay phai khac biét rd rét v6i thanh phan cta nhimg
thuc pham théng thudng clng ban chat, néu co.

5. Bang chimg khoa hoc 1a cac thong tin, tai liéu khoa hoc tir cic cong trinh
nghién ctru khoa hoc dugc co quan quan 1y nha nudc ¢ tham quyén vé nghién ciru
khoa hoc nghiém thu hodc duoc cac tap chi khoa hoc trong, ngoai nudc cong bd
hodc tai liéu vé y hoc ) truyén, cay thude, vi thude duoc cong bd trén cac 4n ban
khoa hoc.

6. Liwong ding khuyén cdo hang ngdy cho nguoi Viét Nam (RNI - Recommended
Nutrition Intakes) 1a nhu cau dinh dudng khuyén nghi cho ngudi Viét Nam do
Vién Dinh dudng qudc gia (BO Y té) cong bo.

] ~ Chuong I1 )
YEU CAU CHUNG POI VOI THUC PHAM CHUC NANG

Piéu 3. Cong bd hop quy va phu hep quy dinh an toan thwe pham

1. Thuc phadm chirc ning nhap khau va san xuét trong nuéc di c6 quy chuin
k¥ thuat phai dugc cong bo hop quy va dang ky ban cong bo hop quy tai B Y té
(Cuc An toan thyc pham) trude khi dua ra luu thong trén thi truong.

2. Thuc pham chirc ning nhap khau va san xuat trong nudc chua cd quy chuan
ky thuat phai dugc cong bd phu hop quy dinh an toan thuc pham va dang ky ban
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cong bd phi hop quy dinh an toan thuc pham tai Bo Y té (Cuc An toan thuc pham)
trude khi dua ra luu thong trén thi truong.

3. Trinh tu, hd so ding ky ban cong bd hop quy va cong bd phu hop quy
dinh an toan thuyc pham doi véi san pham thuc pham chuc nang nhap khau va
san xuat trong nudc thuc hién theo quy dinh tai Diéu 6, Biéu 7 Nghi dinh s6
38/2012/ND-CP ngay 25 thang 4 nam 2012 cta Chinh phu quy dinh chi tiét thi
hanh mdt s6 diéu cua Luat an toan thuc pham va cac Pi€u 4, 5, 7 va 9 Thong tu
s0 19/2012/TT-BYT ngay 09 thang 11 nam 2012 cua B trudéng Bo Y t€ hudng
dan viéc cong bo hop quy va cong bé phu hop quy dinh an toan thyc pham.

Dicu 4. Yéu cau vé bao cao thir nghiém hiéu qua vé cong dung

1. San pham phai thir nghiém hiéu qua vé cong dung dbi véi sitc khoe con
nguoi bao gom:

a) San pham cong bd khuyén céo co tac dung hd trg diéu tri bénh;

b) San pham cong bd cong dung moi chua duge cong nhén tai cac qudc gia
khac trén thé gidn;

¢) San pham c6 chira hoat chat méi chua duogc cho phép sir dung;

d) San phiam bao vé stic khoe c6 cong thirc khic véi san pham dd c6 bang
chimg khoa hoc chiing minh, 1an dau tién dua ra luu thong trén thi truong;

d) San pham c6 ngudn gde tir thuc vat, dong vat 1an dau tién dua ra thi truong
c6 thanh phan cau tao khac voi thanh phan cau tao cua céc san pham y hoc co
truyén c6 phuong, c6 phuong gia gidm da dugc dang tai trén cac tap chi khoa hoc;

e) Thuc pham dinh dudng y hoc va thyc pham dung cho ché do an dic biét
chua dugc co quan c6 tham quyén hoac co quan dugc uy quyén hodc phap luat cua
nudc xuat xir cho phép, nudc xuat khau xac nhan vé cong dung, doi tuong sur dung
va cach dung dugc phép ghi trén nhan hang hoa.

2. Viéc thir nghiém hiéu qua vé cong dung ddi véi stc khoe con ngudi phai
duoc thuc hién tai cac to6 chuc c6 chuc ndng nghién ctru khoa hoc vé y hoc. Riéng
doi véi san pham cong bo khuyén cdo co tac dung hd trg diéu tri bénh phai duoc
thuc hién tai cac bénh vién c6 chirc nang nghién ctru khoa hoc tir tuyén tinh tro 1én.

3. Trong trudng hop danh gia thir nghiém hiéu qua vé cong dung ddi voi stc
khée con nguoi duge thyc hi¢n tai nudc ngoai, vige thir nghiém phai dugc thuc
hién & don vi dugc co quan tham quyén nudce so tai thira nhan, cong nhan hoac két
qua thtr nghiém dugc dang tai trén céc tap chi khoa hoc.

4. Cuc An toan thuc phém BoY té) thanh 1ap Ho1 déng khoa hoc gém cac
chuyén gia thudc linh vuc phu hgp dé tham gia tham dinh bdo cdo thir nghi¢m hi¢u
qua vé cong dung san pham va cac bang chung khoa hoc dugc cong bo.
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Tb chtrc va hoat dong cua Hoi déng khoa hoc dugc thuc hién theo quy dinh
cua phap luat.

Piéu 5. Yéu cau kiém nghiém

Viéc kiém nghiém thuc pham chirc ning dé cong bd phu hop quy dinh an toan
thuc pham va kiém nghiém dinh ky phai tuan thi cac quy dinh tai Thong tu so
19/2012/TT-BYT ngay 09 thang 11 nam 2012 ciia Bo truong Bo Y té hudng dan
viéc cong bd hop quy va cong bd phu hop quy dinh an toan thuc pham va cac quy
dinh sau day:

1. Cac hoat chit co tac dung chinh tao nén cong dung ctia san phim, ma céc
don vi kiém nghiém trong nudc thuc hién kiém nghiém duoc thi phai dinh luong
hoat chét chinh d6 trong san pham.

2. Hoat chét chinh ma cac don vi kiém nghiém trong nudc chua co6 phuong
phap thir, miu chuin dé kiém nghiém dinh luong duoc thi yéu cau cong bd ham
luong thanh phan c6 chira hoat chét chinh trong hd so cong bd.

Piéu 6. Yéu cau ddi v6i ghi nhan thue pham chirc ning

Ngoai viéc phai thyc hién theo quy dinh ghi nhan d6i véi thuc pham bao goi
san vé tén san pham, thanh phan ciu tao cia san phdm va cac ndi dung ghi nhan
bét budc quy dinh tai Chuong II quy dinh vé ghi nhan va cach ghi nhan cua Théng
tu lién tich s6 34/2014/TTLT-BYT-BNNPTNT-BCT ngay 27 thang 10 nim 2014
ctiia Bo truong Bo Y té, Bo Nong nghiép va Phat trién néng thon, B Cong Thuong
huéng dan ghi nhan hang héa doi v6i thyc pham, phu gia thuc pham va chat hd trg
ché bién thuc pham bao géi sin, viéc ghi nhin thuc pham chirc nang dbi véi timg
nhom thyc pham cu thé con phai tudn thi quy dinh tai cac Diéu 9, 11 va 13 Théng
tu nay va cac quy dinh sau day:

1. Cong bd khuyén cdo vé nguy co, néu co.

2. Tén san pham va cac ndi dung trén nhén phai phu hop nodi dung da cong bd
va céc tai liéu kém theo trong hd so cong bd san pham.

Piéu 7. Quang cdo thuwe phidm chirc ning

1. Viéc quang cdo thuc phadm chirc ning phai duoc thuc hién theo quy dinh
phap luat vé& quang cio.

2. Viéc quang céo thuc pham bao vé sirc khoe trén phuong tién nghe nhin phai
c6 dong chit chi y: “San pham nay khong phai 1a thudc va khong co tac dung thay
thé thudc chita bénh”; chir viét, 16i doc phai nhin duoc va nghe rd rang trong diéu
kién binh thuong.
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) - Chuong Il )
YEU CAU POI VOI THUC PHAM BO SUNG

Picu 8. Yéu cau vé ndi dung cong bod

1. Cong b6 ham luong chat dinh dudng (Nutrient content claims):

Khi b sung cac vitamin, khodng chét, axit amin, axit béo, enzym, probiotic,
prebiotic hodc chat c6 hoat tinh sinh hoc khac vao thuc pham, viéc cong bo ham
lugng céac chat do cé trong thuc pham tinh theo lugng dung khuyén céo hang ngay
cho nguoi Viét Nam (RNI) dugc quy dinh tai Phu luc s6 01 ban hanh kém theo
Thong tu nay, nhu sau:

a) Khi ham luong chat dudi 10% RNI thi khong dugc ghi cong bd vé chit do;

b) Khi ham luwong chét tir 10% RNI trd 1én thi dugce cong bd cu thé tén, ham
lugng cua cac chat dé cho mo1 khau phan an hoac trén 100g san pham;

¢) Ham luong t6i da cta vitamin, khoang chat c6 trong thuc pham tinh theo
liéu khuyén dung hang ngay ctia nha san xuat khong dugc vuot qua ngudng dung
nap to1 da cua cac vitamin va khoang chat dugc quy dinh tai Phuy luc s6 02 ban
hanh kém theo Thong tu nay.

Trong trudng hop Viét Nam chwa c6 mirc RNI va ngudng dung nap tdi da thi
ap dung theo quy dinh cia CODEX hodc céc t6 chirc qudc té€ co lién quan.

2. Cong bd khuyén cdo vé sirc khoe (Health claims):

a) Cac khuyén céo vé strc khoe dbi v6i cac chat bo sung chi duoc cong b khi
ham lugng chat d6 cé trong thuc pham dat duoc tir 10% RNI tré 1én va cé bang
chung khoa hoc cu thé dé chirng minh;

b) Pdi voi cac thanh phan bod sung chua c6 mic RNI theo quy dinh, chi dugc
cong bo khuyeén cao vé strc khoe cua thanh phan do trén nhan san phdm khi co cac

bang ching khoa hoc chimg minh hozc khi ham lugng cia cac thanh phan trén phu
hop voi mirc khuyén cdo trong cac tai liéu khoa hoc di duoc cong bé;

~¢) Cac khuyen cao strc khoe phai duoc ghi rd rang va thong nhat, phu hop véi
doi tugng va liéu dung da cong bo.
Piéu 9. Yéu cau vé ghi nhin tiéng Viét
7 Ngoai viéc phai dap tmg céc yéu cau tai Diéu 6 Thong tu nay, nhin thuc pham
b6 sung phai dap ung cac quy dinh sau day:
1. Phai ghi cum tu Ehé hién tén nhém thuc phém: “Thuc phém bo sung” hoac
tén nhom trong quy chuan k¥ thuat quoc gia trén phan chinh cua nhan.
2. Phai chi 1& d6i tuong cu thé, phu hop véi muc dap ung cua liéu khuyen

dung dd cong bd hodc phu hop voi bang chu’ng khoa hoc da dugc chung minh vé
lidu dung khuyén céo voi nhitng thanh phan chua c6 quy dinh muc dap tGng.



