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TONG QUAN VE QUAN LY THUC PHAM CHUC NANG TAI VIET NAM
Hoang Thy Nhac Vii, Tran Anh Duyén', Cit Thanh Tuyén?
TOMTAT
Cuing vdi thudc, thye phim chire ning (TPCN) la mgt logi hang hoa dic bigt, cd tic djng tryc tiép dén sikc
khoe ctia ngueoi siv dung. Thi truong TPCN dang ngay cang phdt trién véi nhiéu san phim da dang, dong thoi
ciing nhdn duwoc sy quan tdm dic bigt ciia cdc co quan qudn Lyj Nha nwede. Nham trinh bay nhitng ndi dung cu
thé'vé dinh nghia, phin logi, va cic quy dinh quan 1y trén cdc hoat dong lién quan dén TPCN, téng quan duwgc
thyee hign thong qua cic budc tim kiéin, tong hop va phin logi cic vin ban phdp ludt diea trén thoi gian ban hanh,
hiéu lwc, pham vi dp dung toan quoc va cic hoat dong quan ly chinh. Tinh dén thing 06/2021, c6 17 van ban quy
pham phap ludt con hiéu lwec, bao gom 1 Ludt, 5 Nghi dinh, 2 Vin ban hop nhat, 3 Quyét dinh, va 6 Thong tu.
Phan Ién cdc vian ban dwgc ban hanh trong giai dogn 2017 - 2019, tdp trung nhiéu vio quan 1y hoat dong kinh
doanh va san xudt, ddp 1tng kip thoi voi sy phat trién thi truong TPCN trong thoi gian gdn ddy. Nhiéu vin ban
quy pham phat ludt lién quan dwoc ban hanh va diéu chinh véi muc dich xdy dung hanh lang phdp 1y cin thiét cho
cong tdc quan Iy TPCN, tiv d6 dam bio chit lwong va tinh an toan ciia cdc san phim dang lwu hanh tai Vigt Nam.
Tir khéa: Thye phdm chirc ndng, van ban phdp 1y, quan ly, Vigt Nam
ABSTRACT
REVIEW OF REGULATIONS ON FUNCTIONAL FOODS MANAGEMENT IN VIETNAM
Hoang Thy Nhac Vu, Tran Anh Duyen, Cu Thanh Tuyen
* Ho Chi Minh City Journal of Medicine * Vol. 25 - No. 6 - 2021: 10 - 19

Along with drugs, functional foods are special products with direct influence on consumers’ health. The
market of functional foods has been flourishing with a wide range of products and given increased attention from
authorities who are responsible for ensuring the best product quality for healthcare needs. In order to present an
overview of definitions, categories, requlations on functional foods, legal documents were found, collected and
categorized based on time of promulgation, validity, area of application as well as main administration activities.
Up to June, 2021, there were 17 valid legal documents regarding functional food administration, including 1
Law, 5 Decrees, 2 Agreements, 3 Decisions, and 6 Circulars. Most of the documents were promulgated in the
period of 2017-2019 and focused on the administration of manufacturing and business activities to response to the
development of functional food market recently. Various legal documents related to functional food administration
have been promulgated and requlated with a view to build an essential legal corridor for functional food
administration as well as ensure quality and safety for these products in Vietnam.

Keywords: functional foods, legal documents, management, Vietnam

PATVANDE ctia ngudi dan, duoc hd tro béi nhiéu san phdm
. L . ) va dich vu khac nhau, trong d6 c¢é thuc pham

[Trong boi canh xa hoi khong ngimg phat ;. nang (TPCN). Cung véi thudc, TPCN Ia
trién, chat lwgng cudc song ctia nguroi dan ngay
cang duoc cai thién nho vao nhiing tién bd vé
khoa hoc ky thuat. Cham séc, bao vé va nang cao
stec khoe dan tro thanh mot nhu cau thiét yéu

mot loai hang hoa dac biét va cd thé anh hudng
truc tiép dén stc khoe ctia nguoi st dung. Su
phat trién cta thi treong TPCN da gitp dap tng
duoc nhu cau cham séc stec khoé cua nguoi dan,
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mang lai nhiéu 1oi ich vé mat stic khde va kinh
t€, tuy nhién lai dua dén nhing thach thirc nhat
dinh cho co quan nha nudc trong cac cong tac
quan ly hoat dong san xuat, phan phoi va s
dung TPCN ctia cac don vi va nguoi tieu dung.
Cho dén nay, co quan quan ly da ban hanh nhiéu
véan ban phap luat lién quan nham kiém tra, gidm
sat, dam bao chat luwgng va tinh an toan cta cac
san phdm TPCN dang luu hanh tai Viét Nam.

Nham gitp cac don vi kinh doanh va
nguoi dan hiéu duoc nhitng quy dinh hién
hanh cua Nha nuéc vé quan ly TPCN, tong
quan ndi dung cta cac van ban phap ly lién
quan duwoc thuc hién véi nhitng ndi dung cu
thé vé dinh nghia va phan loai TPCN, ciling
nhu cac quy dinh trén cac hoat dong san xuat
va kinh doanh, kiém tra va dam bao chat
luong, quang cdo TPCN ciing nhu xtr ly va thu
héi nhing mat hang khoéng dat tiéu chuan
dang luu thong trén thi truong.
PHUONGPHAP

Nghién cttu tong quan tai liéu doi véi cac
van ban quy pham phép luat vé quan ly TPCN
tai Viét Nam trong cac linh vuc san xuat, kinh
doanh, kiém soat chat lwgng, x ly va thu hoi

Tong quan

TPCN. Tai liéu duwoc tim kiém vdi cac tir khoa
“thwc phdm chirc nang”, “thuc pham bao vé
sttc khoe”, “thyc pham bd sung”, “thyc pham
dinh dudng y hoc”, “thuc phdm dung cho ché
dd an dic biét”, “kinh doanh”, “san xuat”,
“quang cao”, “xtr ly”, “thu hoi”, “truy xuat”,
trén cac co so dit liéu chinh thong, bao gom
trang dién to vé Co so dir liéu qudc gia vé vin
ban phdp ludt (https://vbplvn/) va trang dién te
cia Cuc An toan thuc phim - By Y &
(https://vfa.gov.vn/). Cac van ban sau khi xuat
hién trong két qua tim kiém sé duoc chon loc
dua trén tiéu dé, trich lugce c6 lién quan dén
cac hoat dong quan ly TPCN, thoi gian ban
hanh trong giai doan 2010-2021.

Tinh dén thang 6/2021, c6 17 van ban quy
pham phéap luét con hiéu lyc, lién quan dén
cac quy dinh vé quan ly TPCN tai Viét Nam,
trong d6 bao gom 1 Luat®, 5 Nghi dinh®9),
2 Van ban hgp nhat?®, 3 Quyét dinh®1), va 6
Thong tw(21) (Hinh 1). D@ liéu dugc tdng
hop vao Microsoft Excel 365, sau d6 cac van
ban dwgc phan loai va tong hop ndi dung
dua trén cap d6 phdp ly va cac hoat dong
quan ly dugc dé cap.

209 van ban tim duge trén cac trang dién tit cia
Co 56 dir liéu qude giavé vin ban phap luar (https://vb
va Cue An toan thure pham - Bé Y ré (https:/via.gov.vn/

L.vn/

I

157 van ban dugc ban hanh trong giai doan 01/2010 — 06/2021

108 van ban bi loai bé, gbm:

A 4

Y

=50 véan ban khong ¢6 néi dung dung lién quan dén TPCN
*58 van ban hét hiéu lyc thi hanh

49 van ban con hiéu Iuc ¢6 lién quan dén TPCN

>I 32 két qua ting lap bi loai bd

17 van ban dat tiéu chi dua vao tong quan

Hinh 1. Quy trinh tim kiém vin ban quy pham phdp ludt cho tong quan

KETQUA
Khai niém va phan loai TPCN

Theo Luat An toan thuc pham sO
55/2010/QH12®, TPCN 1a “thyc pham dung dé
hd tro chiic ndng ctia co thé con nguoi, tao cho
co thé tinh trang thoai mai, tang stc dé khang,
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giam bét nguy co méc bénh, bao gém thue pham
b6 sung, thiee pham bao vé stic khoe, thue pham
dinh dudng y hoc”.

Theo Thong tw s6 43/2014/TT-BYT( do Bo
truong BO Y t&€ ban hanh Quy dinh vé quan ly
TPCN, TPCN duogc phan thanh 4 loai chinh, bao
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Téng quan

gom (1) thue pham b6 sung, (2) thiee pham bao
vé strc khoe, (3) thuc pham dinh dudng y hoc,
thie pham dinh dudng dung cho muc dich y t&
déc biét va (4) thuc pham dung cho ché d6 an
déc biét. Trong d6, nhém thye pham dung cho
ché&' d6 an dac biét dugce bo sung méi trong Thong
tu s6 43/2014/TT-BYT so vdi phan loai vé TPCN
trude day duoc trinh bay trong Luat An toan thuc
pham s& 55/2010/QH12®. Binh nghia cu thé ting
nhém phan loai duoc trinh bay trong Bang 1.
HE THONG VAN BAN PHAP LY LIEN QUAN
DENTPCN
Phén loai theo cdp d6 quan ly

Trong 17 van ban con hiéu lyc (tinh dén
06/2021) lién quan dén quan ly TPCN tai Viét
Nam, van ban c6 gia tri phap ly cao nhat la
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Luat An toan thyc phdm s6 55/2010/QH120),
duwoc Qudc hoi khéa 12 ban hanh nam 2010,
véi ndi dung duoc cu thé hda tai Nghi dinh s6
15/2018/ND-CP® (thay cho Nghi dinh s&
38/2012/ND-CP). By Y t& da hudng dan thuc
hién quan ly TPCN duoc quy dinh tai Thong
te sO 43/2014/TT-BYT(2; ban hanh Vian béan
hop nhat s6 09/VBHN-BYT®lién quan dén noi
dung cta Nghi dinh s6 15/2018/ND-CP va
Nghi dinh s6 155/2018/ND-CP Quy dinh chi
tiét thi hanh mot s6 diéu cta Luat An toan
thuc pham; stta d6i, bd sung thu tuc hanh
chinh méi trong linh vuc an toan thwe pham
va dinh dudng thudc pham vi chitc ndng quan
ly cta By Y t& ndm 2019 trong Quyét dinh s6
135/QD-BYTO (Hink 2).

Bang 1. Phin logi thyc phim chikc ning tai Viét Nam (theo Lugt s6'55/2010/QH12 va Thong tw s643/2014/TT-BYT)

Phan loai Tén tiéng Anh

DPinh nghia

Thuc phdm bb sung Supplemented food

Thyc pham thong thudng, dugc bb sung vi chét va cac yéu td 6 1o
cho strc khée nhw vitamin, khgéng chat, axit amin, axit béo, enzym,
probiotic, prebiotic, va chat c6 hoat tinh sinh hoc khac®12),

Health supplement

San pham dwoc ché bién dudi dang vién nang, vién hoan, vién nén,
cao, com, bét, Idng, va cac dang ché bién khac, c6 chira mét hodc hon

Thuc pham
bao vé strc khoe

Food supplement

hop cta cac chat vitamin, khoang chat, axit amin, axit béo, enzym,
probiotic, va chat cd hoat tinh sinh hoc khéac; hodc hoat chat sinh hoc cé

Thyc phdm dinh dwéng ding
cho muc dich y té dac biét

Dietary supplement nguon gbc tw nhién tlr dong vat, chéat khoang, va ngudn géc thuc vat &
cac dang nhw chiét xuét, phan Iap, cé déc va chuyén hoa®12),
Th C hém . R 7 2 v M by A - M A ~
dinh duL;c”yﬁg v hoc Medical food Thwc pham c6 thé an bang dwdng miéng hodc bang 6ng xéng, dwoc

Food for special
medical purposes

chi dinh dé diéu chinh ché d an ctia ngwoi bénh, va chi duoc st dung
dwai sy gidm sat ctia nhan vién y t&t12),

Thuc phdm diing cho ché do an

dac biét

Food for special
dietary uses

San pham duing cho ngudi &n kiéng, ngudi gia, va cac dbi twong déc biét
khac, theo quy dinh ctia Uy ban tiéu chun thwe phdm quéc t& (CODEX),
dwoc ché bién hodc dwoc phéi tron theo cong thire dac bigt, nham dap
(rng c&c yéu cau vé& ché do an dic thu theo thé trang hodc theo tinh trang
bénh ly va cac rdi loan cu thé ctia ngudi str dung, c6 thanh phan khac biét
rd rét véi nhikng thwe phdm thdng thuwdng ciing ban chét 2,

12

Ludt An toan thye phim s 55/2010/QH12

[ [ |

Vin bu|-1 h-qp nhat 08/ VBHN-BYT Vin ban ho‘p rl'hﬁr L.)E’;'VBHN-BYT Nghi dinh Nghi dinh
(Nghi dinh 155/2018/ND-CP, (Nghi dinh 6 15/2018/ND-CP, 181/2013/NB-CP | | 115/2018/ND-CP
Nghi dinh 67/2016/ND-CP) Nghi dinh s6 155/2018/ND-CP)
[ I ]
Quyét dinh Quyét dinh Quyét dinh
2318/Qb-BYT 135/Qb-BYT 2697/Qb-BCT
\ I [ |

Théng tu 25/2019/TT-BYT Théng tuw Théng tr Théng tw 22/2018/TT-BYT
Thong tu 23/2018/TT-BYT 18/2019/TT-BYT 43/2014/TT-BYT Thong tw 08/2017/TT-BYT

Hinh 2. H¢ thong phip 1y vé quan ly thwc phim chivc ning tai Viégt Nam (tinh dén 06/2021)
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Tong quan

Bdng 2. Tong hop cin cit phip 1y vé quan 1y thuwc phim chitc nang tai Viét Nam theo linh viec qudn 1y

Chp d6 i Nam Céc hoat dong quan |y TPCN*
PCO | Séhiguvanban | ban N&i dung chinh
phap ly hanh SX| KD |KSCL [QC [XLTH|  Khéc
Luat sb i SX| KD | KSCL | QC [XLTH| Xuétnhap
Luat : 2010 Luat An toan thwe pham khéu,
55/2010/QH12® kiém nghiém
Quy dinh chi tiét thi hanh mét sé diéu clal
-CP®@ : -,
ND 15/2018/ND-CP 2018 Luat An toan thuc pham SX | KD QcC
Stra d6i quy dinh lién quan dén diéu kién
ND 155/2018/ND-CP®) | 2018 |dau tw kinh doanh thudc pham vi quan Iy| SX | KD
nha nwéccliaBo Y té
. Quy dinh x& phat vi pham hanh chinh vé X ly
-CP®) ; ? =
Nghi dinh | ND 115/2018/ND-CP® | 2018 an toan thurd pham i pham
Quy dinh vé diéu kién san xuét, kinh
ND 67/2016/ND-CP® | 2016 |doanh thyc pham thudc finh virc quan Iy | SX | KD
chuyén nganh ciia Bo Y té
ND 181/2013/NB-CP @| 2013 Quy dinh chi tle:[ thi h.::mh mot soO diéu cual ac
Luat Quang cao
Quy dinh vé diéu kién san xuét, kinh
08/VBHN-BYT(™ 2019 |doanh thuc pham thudc finh viec quan Iy | SX | KD
Van ban chuyén nganh cia By Y té
hO’p nhat . LK PR a X X > K|ém tra
09/VBHN-BYT® 2019 [ dinh dj' et th"hanh Mot S0 diucldl o | kp |kscL QC | XLTH |nha nudc, ghi
Luat An toan thyc pham nhan
Stra ddi, bd sung thi tuc hanh chinh méi
QP 135/QD-BYTA | 2019 [1ON9 finh virc an toan thuc pham va dinhy g, | .,
dwdng thudc pham vi chirc nang quan ly
cuaBo Y té
] Cong bb tht tuc hanh chinh méi, tha tuc
Quyeét dinh . © bi bai bd trong Iinh virc an toan thyc Tha tuc hanh
Qb 2318/QD-BYT 2018 phadm va dinh dwng thudc pham vi chirc QC chinh
nang quan ly ctia BO Y té
Cong bé tha tuc hanh chinh méi thude
Qb 2697/Qb-BCTMY | 2017 pham vi, chtrc nang quan ly ctia B KD
Cbéng Thwong
Huwong dén Thuce hanh san xuét tot
TT 18/2019/TT-BYT® | 2019 | (GMP) trong san xuat, kinh doanh thuc | SX
ph&m bao vé strc khée
Quy dinh v& truy xu4t ngudn géc san XLTH
TT 25/2019/TT-BYT( | 2019 | pham thyc pham thude finh vurc quan ly
ciaBoYté
Théng tw Quy dinh v& thu héi va xt ly thwe phdm XLTH
TT 23/2018/TT-BYT)| 2018 | khdng bdo dam an toan thuéc,thém
quyén quanly cia Bo Y té
Quy dinh v& danh muc TPCN danh cho Danh muc cho
_BYT4 ! nmt -
TT 2212018/TT-BYTEY | 2018 |40’ o i 06 tudi thudc dien ké khai gia ré em
Quy dinh vé& dang ky gia, ké khai gia stra bang ky,
_BCTD
TT082017/TT-BCTED| 2017 |\ 1o danh cho tré em dui 06 tdi ké khai gia
TT 43/2014/TT-BYT(2 | 2014 Quy dinh vé& quén Iy TPCN SX | KD | KSCL|QC |XLTH| Ghinhan

* TPCN: Thyee phiim chirc ning, SX:

Su ra doi ctia nhiéu véan ban phap quy trong
giai doan 2010-2021 da cho thay cac quy dinh vé
quan ly TPCN ngay cang duoc hoan thién.
Quyét dinh s6 2318/QD-BYT quy dinh 10 thu tuc
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San xudt, KD: Kinh doanh, KSCT: Kiém sodt chit lwgng,
QC: Quang cdo, XLTH: X Iy — Thu hoi

hanh chinh méi duoc ban hanh trong Nghi dinh
sO 15/2018/ND-CP thudc linh vuc an toan thuc
pham va dinh dudng, va bai bo 28 thu tuc hanh
chinh cit ban hanh kem theo Nghi dinh s6

13



Tong quan

38/2012/ND-CP. Su thay d6i nay da giup cho
hoat dong quan ly hanh chinh trong linh virc an
toan thye pham va dinh dudng ndi chung va
thye pham chirc ndng ndi riéng duoc rat gon,
dong thoi, cd su phan cong ro rang va cu thé hon
cac hoat dong quan ly theo cac cap ¢ tinh va
trung wong. Thong tw sd 43/2018/TT-BYT duoc
ban hanh thay thé cho Thong tu s& 08/2004/TT-
BYT véi nhiéu ndi dung dugc diéu chinh, bo
sung lién quan dén khai niém, phéan loai, diéu
kién san xuat, kinh doanh, hudng dan s dung
TPCN, thu héi va x& ly cac san pham TPCN
khong dam bao an toan.
Phan loai theo linh vic quan ly

Hé thong can c& phap ly lién quan dén quan
ly TPCN tai Viét Nam bao goém 17 van ban hién
hanh, trinh bay cac quy dinh thudc nhiéu linh
vuc khac nhau, gom cac linh vyce chinh nhu san
xuat, kinh doanh, kiém tra — kiém soat chat
luong, quang cdo, xt ly vi pham va thu hoi
(Bdng 2). Ngoai Luat An toan thuc pham va Van
ban hop nhat s6 09/VBHN-BYT, van ban 6 lién
quan truc tiép dén quan ly TPCN & pham vi
rong nhat la Théng tu s6 43/2014/TT-BYT, gdm
cac ndi dung quy dinh vé san xuat, kinh doanh,
cong bd san pham, va ghi nhan va huéng dan str
dung TPCN. C6 8 trong tdng s6 17 van ban duoc
tong hop dé cap dén quan ly TPCN trong linh
vuc san xuat va kinh doanh, trong d6 néi dung
cu thé vé diéu kién san xuat, kinh doanh thuc
pham thudc linh vec quan ly chuyén nganh
duoc quy dinh tai Nghi dinh s6 67/2016/ND-CP
va Nghi dinh 155/2018/ND-CP, da dwoc hop
nhat trong Van ban hop nhat s6 08/VBHN-BYT
vao nam 2019. Quy dinh vé hoat dong quang cao
TPCN va cac quy dinh vé xt phat hanh chinh
lién quan dén TPCN hién nay duoc thuc hién
theo Nghi dinh s& 181/2013/ND-CP, Nghi dinh
sO 115/2018/ND-CP, va Van ban hop nhat s6
09/VBHN-BYT. Qua trinh truy xudt ngudn goc
va thu hoi, xtr ly TPCN khong dam bao an toan
duoc thue hién theo hueéng dan trong Thong tw
sO 23/2018/TT-BYT va Thong tw s6 25/2019/TT-
BYT. Ngoai ra, Quy dinh vé danh muc TPCN
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danh cho tré dudi sau tudi thudc dién ké khai gia
duwoc huéng dan trong Thong tw sd 22/2018/TT-
BYT, va Quy dinh vé dang ky va ké khai gia stia
va TPCN cho tré dudi sau tudi dugc hudéng dan
trong Quyét dinh s6 2697/QD-BCT va Thong tu
50 08/2017/TT-BYT.

QUYDINH VE QUAN LY TPCN TAI VIETNAM

San xuat va kinh doanh TPCN

C4c co so san xuét va kinh doanh TPCN phai
dam bao cac diéu kién dugc quy dinh cu thé vé
quan ly chat luong, nhan sy, co so san xuat,
trang thiét bi, vé sinh, ho so tai liéu, san xuat,
kiém soat chat lwgng, khi€u nai, thu hoi san
pham, va tu kiém tra®5'9). Ngoai ra, cac quy dinh
vé Thuc hanh san xuét t6t (Good Manufacturing
Practices - GMP) cling duwoc xay dung va yéu
cau ap dung trong san xuat, kinh doanh thuc
pham bao vé stic khoe®. Theo d6, co so san xuat
TPCN phai c6 dia diém, dién tich phu hgp, c6
khoang cach an toan doi véi nguodn gay doc hai,
nguodn gay 6 nhiém va cac yéu td gay hai khac.
Quy trinh san xuat TPCN phai duoc bd tri theo
nguyén tac mot chiéu tir nguyén liéu dau vao
cho dén san pham cudi cung. Bén canh do, co so
san xuat phai dam bao nguon nudc dat quy
chuan ky thuat phuc vu san xuat, kinh doanh
thuc pham va hé thong xtt ly chat thai dwgc van
hanh thwong xuyén theo quy dinh ctia phap luat
veé bao vé moi truong. Cac trang thiét bi, dung cu
tiép xtc truc tiép véi thue phdm phai dé vé sinh,
khong nhiém chat ddc hai, va khong gay O
nhiém d6i véi thue pham®2. V€ van dé nhan su,
nguoi phu trach chuyén mon ctia co so san xuat
kinh doanh TPCN phai ¢6 trinh d¢ toi thiéu la
dai hoc, thudc mot trong cac chuyén nganh Y,
Duoc, Dinh dudng, An toan thiwec pham, Cong
nghé thyc pham, va phai ¢6 it nhat 3 nam kinh
nghiém lam viéc tai linh vic chuyén nganh cé
lién quan®. Nguoi truc tiép san xuat, kinh doanh
phai duwgc Ban Quan ly An toan thuc pham cap
Gidy xac nhan tap huan kién thirc an toan thuc
pham, va c6 Gidy xac nhan du stc khoe theo
quy dinh cia BO Y té.
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Tong quan

pham béo v¢ sirc khoe
+ So do cackhu vire san xuat va day chuyén san xuat
» Danh muc cac thi¢t bi chinh dwoc str dung tai co s&

Chuén bi va nép Hd so dé nghi cip Gidy ching nhén co sé da diéu kién an toan thwc phim
dat yéu cAu Thuc hanh san xuit to6t (GMP) thue pham bao vé sirc khoe

< Pon dé nghi cép Gié'y ching nhan co so du diéu kién an toan thye phém dat yéu cdu Thwe hanh san xudt t6t (GMP) thyc

!

| Tiép nhan hd so (Bd Y té)

l 15 ngay

- P . Khong dat
| Thanh 1ip Doan thaim dinh va tien hanh dinh gia thuc té l—b

Giri bién bin thim dinh
deé co so khiic phuc

l Dat yéu cau, xit Iy trong vong 30 ngay

(ghi 13 noi1 dung khong dat)

Chp Gidy chitng nhin co s da diéu kién an toan thwe phim dat yéu ciu
Thuwe hanh san xuat tot (GMP) thuee pham bao vé sirc khoe

Hinh 3. Tom tit quy trinh xin cdp Gidy chitng nhin co sé di diéu ki¢n an toan thuc phidm
dat yéu cdu Thuwc hanh san xudt tot (GMP) thyc phidm bdo vé sikc khoe

Kiém tra va kiém soat chit lwgng TPCN

Viéc kiém nghiém TPCN la mét trong
nhiing diéu kién can dap ung dé dugc cong
nhan hop quy va phu hop vdéi quy dinh an
toan thyc phdm nhdm lwu thong trén thi
treong. Viéc thue hién tuan theo cac quy dinh
ctia BY Y t&'vé viéc hudéng dan cong bd hop quy
(d6i vdi san pham dwgc cdng bd voi quy
chudn ky thuat da dang ky), va cong bd phu
hop quy dinh an toan thyc phdm (d6i véi san
pham chwa c6 quy chuan ky thuat)(.

Ho6 so cong bd hop quy hoac cong bd phu
hop quy dinh an toan thiec phdm gan nhu tuong
dong vdi nhau, ngoai trir cac ndi dung lién quan
dén quy chuan ky thuat, bao gom chi tiéu cam
quan, chi tiéu ly hoa, chi tiéu chat lwgng, chi tiéu
vi sinh vat, chi tiéu kim loai ndng, ham luong
héa chat khong mong muodn, sai s6 khdi luong
vién hodc thé tich®. Chi tiéu cam quan bao gom
cac thong tin cu thé vé trang thdi, dang bao ché,
mau sic, va mui vi; d6i véi san pham c6 chira
chat béo, mui vi san pham khong dwgc ¢6 mui 6i
khét va cac dang san pham con lai ciing khong
duoc c6 mui hoi moc. Cac chi tiéu vé ly hoa (do
am, thoi gian ra, pH, ti trong, chi s6 peroxyd) sé
duoc kiém nghiém, véi nhiing yéu cau khac
nhau phu thudc vao dang bao ché. Cac chi tiéu
chat lwong vé thanh phan cau tao phai dwgc
dinh Iwong, chi dinh tinh trong trwong hop
thanh phan chinh la enzym hodc cac hoat chat
sinh hoc. Céac chi tiéu v€ vi sinh vat cling nhw
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kim loai nang c6 mtc t6i da bit bude duoc quy
dinh trong ISO 17025. D&i véi TPCN c6 cong
dung mdi, duoc ché bién tir cac chadt mdi hodc
theo cong nghé mdi lan dau tién dua ra luu
thong trén thi treong Viét Nam, chwa duoc
chitng minh 1a an toan va hiéu qua, nha san xuat
va kinh doanh can cung cap thém két qua thw
nghiém hiéu qua vé cong dung ctia san pham.
Ngoai ra, néu cac hoat chét cé tac dung chinh tao
nén cong dung cta san pham ma cac don vi
kiém nghiém trong nuwdc thuc hién kiém nghiém
duoc, thi phai dinh lugng hoat chat chinh do6
trong san pham®+7).

Cong bd san phadm TPCN

Céc td chitc, cd nhan san xuat, kinh doanh
cac mat hang thuc pham bao vé stec khoe, thuc
pham dinh dudng y hoc, thuc pham dung cho
ché do an dac biét phai thuc hién thu tuc dang
ky ban cong bd san pham®®. DBdi voi cac san
pham nhap khau, ho so dang ky ban cong b san
pham can phai c¢6 thém Gidy ching nhan luu
hanh tu do (Certificate of Free Sale), Gidy chiing
nhan xuat khau (Certificate of Exportation), hodc
Gidy ching nhan y t& (Health Certificate), do co
quan ¢6 tham quyén cua nudc xudt x& cap,
nham bao dam an toan cho nguoi stt dung hodc
dwoc ban tw do tai thi trieong ctia nwede do®.

Cac tai liéu trong ho so dang ky ban cong bd
san pham phai dugc thé hién bang tiéhg Viét,
hodc phai dwgc dich sang tiéng Viét va cong
chting d6i véi tai liéu bang tiéng nudc ngoai. HO
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Tong quan

so dang ky ban cong bo san pham duoc ndp qua
hé thong dich vu cong truc tuyén, qua duong
buu dién, hodc ndp truc tiép dén co quan tiép
nhan ho so truc thudc BO Y t& ddi voi thue phdm
bao vé stic khoe, hodc co quan quan ly do Uy
ban Nhan dan tinh chi dinh d6i véi cac san
pham thuc pham dinh dudng y hoc, thire pham
dung cho ché& dd an dac biét, san phadm dinh
dudng dung cho tré 36 thang tudi®. Thoi gian dé
co quan tiép nhan tién hanh thadm dinh ho so va
cap Gidy tiép nhin ding ky ban céng bd'sian phim la
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khac nhau gitta cac loai san pham®. Trong
truong hop co quan tiép nhan ho so khong dong
y v6i ho so cong bd san pham hodc yéu cau bo
sung stra doi thi sé cd van ban néu rd ly do va
can ct phap ly, va yéu cau bd sung thay doi chi
duoc thue hién mot 1an®9. Sau 90 ngay lam viéc
ké tir khi c6 cong van yéu cau bo sung stta doi,
néu to chic va ca nhan khong thuc hién thi ho so
khong con gia tri (Hinh 4). Néu san pham co su
thay doi vé tén, xuat xt, thanh phan cau tao, can
phai tién hanh cong bd lai san phadm®9.

+ Ban céng bo san pham
= Phiéu ket qua kiém nghiém an toan thyc pham
Bing chimg khoa hoc chimg minh céng dung

Chuén bi va nop Ho so ding ky ban cong b sin pham

Giay chimg nhan co sé du diéu kién an toan thue pham dat yéu cau Thue hanh san xuét t6t (GMP) thie pham bao vé stic khoe
* Giay chimg nhan lru hanh ty do/ Giay chimg nhan xuat khaw/ Giay chimg nhéan y té (san phdm nhdp khdu)

!

Tiép nhin hé so ding ky ban cong bd sin phim

(Bo Y t&/ Co quan quan ly c6 thdm quyén do UBND Tinh chi dinh)

l 7-21ngay

Tién hanh thim dinh ho so

Hiy Hé so ding ky
ban cong bo sin pham

TKhéng khic phuc

Khong déng ¥
.

l Pong ¥

Ra vian ban yéu cau sira doi, bo sung

l Khiéc phuc

Cip Gidy tiép nhin ding ky ban cong bo sian phim

Hinh 4. Thu tuc cdp Gidy tiép nhdn ding ky ban cong bd'san phim doi véi thyec phim bdo vé sikc khoe,
thyec phdm dinh dwong y hoc, thuc phim dung cho ché’dg dan dic bigt®

Hoat dong quang cao TPCN

Hoat dong quang cdo TPCN phai duoc thuc
hién theo quy dinh phdp ludt v€ quang cao,
trong do6, thuc pham bao vé stic khoe, thuc
pham dinh dudng y hoc, thuc pham dung cho
ché do an ddc biét phai dang ky ndi dung trudc
khi quang cdo twong tw nhu cac quy dinh voéi
hoat dong quang cao thudc*'?. TS chirc va ca
nhan cd san pham quang cao can chuan bi Ho so
dang ky xac nhan ndi dung quang cao va gui vé
co quan cap Gidy tiép nhan dang ky ban cong bd
san pham®@. Trong truong hop co quan tiép
nhan ho so khong dong y hodc c6 yéu cau to
chttc va cd nhan b6 sung stta d6i ndi dung
quang cao, co quan tiép nhan ho so phai c6 van
ban néu rd ly do va can ct phép ly, va yéu cau
nay chi duoc thye hién mét lan (Hinh 5).
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Noi dung quang cdo TPCN phai phu hop
v6i cong dung, tac dung cuia san pham da duoc
cong bo trong ban cong bd san pham; khong st
dung hinh anh, thiét bi, trang phuc, tén, thu tin
cuia cac don vi, co sO y t€, bac sy, duoc sy, nhan
vién y t& thw cam on cta nguoi bénh, bai viét
cua bac sy, duoc sy, nhan vién y t&' dé quang cao
thuc pham. Ngoai ra, khuyén cao "Thuc phim
nay khong phai la thudc va khong cé tic dung thay
thé thudc chiva bénh" phai duoc doc rd d6i véi cac
quang cao co6 thoi luong trén 15 giay trén bao
hinh, béo ndi, hodc duoc viét ro rang, c6 mau
twong phan véi mau nén doi véi cac quang cao
trén cac phuong tién khac®.

Hoat dong xit 1y vi pham va thu hdi TPCN

Theo quy dinh, TPCN phai dwoc thu hoi
trong truong hop san phdm qua thoi han s
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dung; thong tin san pham khong phu hop voi
quy dinh hodc khong giong voi ndi dung da
déng ky trudc do; san phdm lwu hanh khong
hop phap trén thi treong, hodc khi co quan tham
quyén khang dinh vé tinh khdng an toan ctia san
pham. Viéc thu héi va xt ly thuc phdm khong
bao dam an toan thudc tham quyén quan ly cua
BO Y t& gdm hai hinh thitc thu hoi 1a ty nguyén
va bat budc®. Ddi voi hinh thirc thu héi tw
nguyén, to chirc va ca nhan dang ky ban cong bo
hodc ty cong bo san pham, ty nguyén thuc hién

Tong quan

khi ti phat hién hodc nhan dwoc thong tin phan
anh vé san pham khong bao dam an toan. Sau
khi thu hdi, san pham phai duoc xtt 1y theo mot
trong cac hinh thtcc khac phuc 16i ghi nhan,
chuyén muc dich st dung, tai xuat, tiéu huy tuy
theo treong hop san pham hoéc theo quyét dinh
ciia co quan xu ly. Két qua xtr ly san pham sau
thu hoi phai dwoc bao céo lai véi co quan c6
tham quyén™. Ngoai ra, can phai truy nguyén
nguon goc tai noi dong goéi cudi cung doi voi san
pham TPCN bi thu hoit®.

A - - A
To chire, ca nhan
- P A - -
¢6 sin pham quang cao

Co quan cép Gidy tiép nhin bin Céng b6 san phim

(thude B Y té)

Chuén bi vi ng, Y SRS SN
A « L ox o va nop . . > Tiep nhan ho so dang ky
ho so diang ky xac nhdn ndi dung quang céo :
Ho so ddng ky xie nhin ni dung quing cio bao gom: s
; _g{ Jophanaeldungaiinece z <10 ngdy
Bon dding ky xde nhan ngi dung quang cdo ) % X , N
] Cap Gidy xdc nhdn

« Gidy tiép nhan déing ky ban cong bé san phédm va Ban cong bd
san pham da diege co quan ¢é tham quyen xce nhan
« Meunhén san phdam

, ; Ding §
Tra két qua bang van ban }——‘

néi dung quing cdo

« Kjch ban quang cao/ Méu ngi dung quang cao di kién .
« Tai liéu khoa hoc chirng minh céng dung, tinh ncing san phém

sdn pham thye phim

Khéng déng y

Stra ddi, bd sung
ho so dang ky ndi dung quang céo

Yéu cau stra d6i bo sung ho so
(néu rdé 1y do va can ctt phap 1y)

Pbng ¥

l <90 ngay

NoOp ho so stra doi, bo sung

Tiép nhdn ho so stra doi, bo sung

<10 ngay

Tra két qua bang van ban

Khéng dong ¥

Huy ho so ding ky

Hinh 5. Thii tuc cdp Gidy xdc nhin ndi dung quang cio doi vdi thwe phim chirc nang®

‘ Thu hdi bt buje |

-'{ Co quan c6 thim quyén(*)

=24 gid, ké tir thoi diém xéac dinh SP
thude trudmg hop phai thu hdi bit budc

5

Chii san phim

|_____' %)

‘ Ra quyét dinh thu hbi

1
1
1
1
1
1
1
1
1
1
1
' " .
: = 24 gidr, ké tir thot diém xdc dinh
| SP phai thu hdi 1w nguyén
1
H Ngay lap tirc ke tir khi nhan dugc . N z . z B
: quyét dinh thu hdi bdz bupe A Toan h¢ thong san xuat, kinh doanh
.

] s
i < ! in dai cl ;
1 . , ' . "o quan théng tin dai chiing cac ca
' Thoéng bao thu hoi v qus ne o P B Che CUp
! s - X € -—---+ Co quan, td chic bao vé quyén loi
! bang van ban ~ o a N
' ~ ngudi tiéu dung
H N
V() Coguancs thém quyén: M
|+ Co quan tiép nhén Ho so fircong bo/ cdp N Co quan c6 thim quyén
. Fichy tié in déng k' ben cong bo ser 2 N z B
| Gidy riép nhan dang kv ben eong b6 san v8 an toan thyc phim '
: phcm R = 1

- Co quarn cé tham quyen xir phat vi pham L . PO 2 !
H he i i, e | Tién hanh thu ho6i san pham ‘ 0
q wirh chinht ve ar fan{r thre pham :
V(%) Cha scim phéim: T6 chire, cé nhan déng ky' . - H
1 . . < - N £ . 3 < 03 ngay ké tir khi két thhac thu hoi
\ ban cong bé hodc tir cong b scn phén 5 !
'

- - 3 . A Py X A . . . . A 1

locoooooooonoooooooooooooon - -I Bao cao két qua thu héi va dé xuat hinh thic xutr 1y sau thu héi }—— =

| Thu hdi ty nguyén |

Hinh 6. Tém tit quy trinh thu hoi thuc phdm chirc nang khong ddm bdo an toan®
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Co so san xuét va kinh doanh TPCN phai ¢
trach nhiém cung cap day du thong tin vé ngudn
goc, chat lwong, an toan nguyén liéu, quy trinh
san xuat, ché'bién, bao quan cho co quan quan ly
nha nude c6 tham quyén khi thanh tra, kiém tra.
Cu thé, cac dx liéu can truy xuat doi véi co s
san xuat bao gom thoéng tin vé 16 san xuat, s6
lugng san pham cta 16 san xuat da xuét kho, con
ton ¢ cac kho ctia co so san xuat san pham thuc
pham va danh sach tén, dia chi ctia khach hang,
cac dai ly phan phdi san pham thuc pham ciing
nhuw s6 luong san phdm cua 16 san xuat da nhap,
da ban va con ton tai kho. Doi vdi co s kinh
doanh, cac thong tin bat budc phai trich xuat va
bao cao dugc gom tén, dia chi ctia co s6 cung cap
san pham thwc pham cho co s6 kinh doanh,
thong tin vé loai san pham thuc pham, sd luong
san pham cua 16 san pham thuc phdm da nhap,
da ban va con ton ¢ kho co so kinh doanh va
danh sach tén, dia chi cua khach hang, cac dai ly
phan ph6i san pham thuc pham cung véi sd
luong san phdm cua 16 san xuat da nhap, da ban
va con ton tai kho(1219),

KETLUAN

Thuc t& cho thay viéc st dung TPCN moi
ngay co tac dong tich cuc nhat dinh dén stc
khoée ctia nguroi st dung. Tuy nhién, viéc danh
gia hiéu qua va do an toan cua TPCN van con
nhiéu han chéso véi thudc, do d6 viéc lam dung
TPCN trong mot thoi gian dai c6 thé dan dén
viéc xuat hién cac tac dung khong mong mudn
cho nguwoi tiéu dung. Viéc tdng ceong quan ly
cua cac co quan ¢ thdm quyén thong qua viéc
xay dung, ban hanh, va ap dung cac vdn ban
phap quy cé y nghia rat 16n trong viéc ki€ém soat
va dam bao chat lwgng cua TPCN. Vi thuc
trang c6 nhiéu TPCN dwgc quang cao, luvu hanh
trén thi treong voi chat luong khong dam bao,
st quan tam quan ly ctia cac co quan chirc nang
trong thoi gian qua da gitp cai thién sy hiéu biét
cua nguoi tiéu dung vé TPCN, cai thién chat
luwong hoat dong san xuat TPCN, kiém soat hoat
dong quang cao TPCN, t&r d6 nang cao chat
leong ctia TPCN dang Itu hanh trén thi treong,
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gitp bao vé t6t hon quyeén loi va stic khoe cua

nguroi tiéu dung.

Thong qua qua trinh tong quan va hé
thong hoa noi dung cac van ban phép ly hién
hanh lién quan dén TPCN, c6 thé thay rang cac
vdn ban dwgc ban hanh nhiéu trong giai doan
2017-2019, tap trung chu yéu vao quan ly hoat
dong kinh doanh va san xuat, dap ung kip thoi
si phat trién ctia cac hoat dong nay trong boi
canh thuece t& va ciing cho thay thoi gian gan
day, cac cap quan ly da c6 sy quan tam hon
doéi véi TPCN. Hé thong van ban quy pham
phép luat vé quan ly TPCN tai Viét Nam hién
nay co ban da hoan thién, cung cap diéu kién
dé dam bao thi truong TPCN c6 nhiéu san
phadm dam bao vé chat lwgng. Tuy nhién, vdi
sw phat trién ctia xa hoi, khi nhu cau st dung
TPCN ctia nguoi tieu dung gia tang, TPCN lai
la mot san pham trung gian gitra thiee phdm va
thudc, mot loai hang hda dac biét c6 tac dong
truee tiép dén stec khoe cua nguoi tiéu dung, sw
can thiét c6 thém nhi€u van ban phap quy dé
quan ly TPCN phu hop vé6i boi canh phat trién
cua xa hoi la rat can thiét. Cu thé, co quan
quan ly c6 thé nghién cttu bd sung cac quy
dinh vé viéc ap dung cac nguyén tic thiec hanh
t6t d6i véi TPCN trong san xuat, phan phdi,
kinh doanh, b6 sung cac chinh sach vé quan ly
gia, kiém soat quang cao TPCN qua cac hinh
thitc truc tuyén. Ngoai ra, viec huéng dan st
dung TPCN trong hd tro cho viéc diéu tri cung
véi thudce cling can duoc xem xét, phoi hop véi
cac lieu phap dinh dudng y hoc (Medical
Nutrition) nham dem lai loi ich t8t nhat vé stic
khée cho nguroi tiéu dung.
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