0 C DDDDDDDDDDDDDDDDDDDDD
2Ll e

NHAN DIEN KHO KHAN, VUONG MAC TRONG
DU THAO NGHI PINH
SUA POI NGHI PINH 15/2018/ND-CP
HUONG DAN LUAT AN TOAN THUC PHAM
~HAU KIEM THEO QUAN LY RUI RO LA GIAI PHAP

Tiéu ban Thwc pham Dinh Dud&ng - Eurocham




1. VAN DE HIEN NAY

. Nhleu vu viéc thuc pham gia dwoc phat hi¢n vira qua khién dw luén rat lo ling.
pé khac phuc van dé nay, Chinh phu yéu ciu phai siét chat quan ly an toan thuc
pham.

« Can xac dinh ding bénh dé chira:

- Vu an _Hancofood-Rance Pharma sdn xudt 473 logi sita gta. da s6 cac mit hang
nay déu dwoc co quan quan ly an toan thuc pham cap gidy ding ky, nhung 4
nam khong hau kiém nén khong biét dia chi cong ty dang ky thuc ra la dia chi
ma, thue té 1a mot phong kham phu san tai Hoa Binh.
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S0 nha 335 a‘wo’ng Tran Hung Dqo, phuong Quynh Lam, TP Hoa Binh, noi Chi nhdnh Hoa Binh - Cong ty CP Du¢c dinh dudng Hacofood
Group va Chi nhdnh Hoa Binh - Cong ty CP Dugc quéc té Rance Pharma, dang ky la dia chi ctia mot phong kham phu sén (Anh: Nguyén Ha).



1. VAN DE HIEN NAY

- Vu an MediPhar san xuat thuc pham bao vé sirc khoe gia: Bo Cong An ket luan 5
can bo “bo qua cac 16i vi | pham, cap 04 Gmy chieng nhan co so du diéu kién an
toan thu’c pham dat yéu cdu thyc hanh san xudat tot cho 02 Nha may (MedtPhar va

MedlUSA), cap 207 Gidy tiép nhan ding ky ban cong bo sin phdm”)

T d6, cac lanh dao, can b nay bé qua cic 161 vi pham, tao diéu kién
thuan loi trong viéc thim dinh, hau kiém, cip 04 Gidy chiing nhan co sé
du diéu kién an toan thyc pham dat yéu cau thuc hanh san xuat tét cho
02 Nha may (MediPhar va MediUSA); cap 207 Gidy ti€p nhéan ding ky
:;.:{_'11‘ ban céng b san phiam (cip phép) cho 207 san pham thuc pham chiic
-' ning cua 09 Cong ty (gom: MediPhar, MediUSA, Megal.ife, Viét Diic,

=>Nguyén nhan chinh ciaa van nan hang gia, hang kém chat lwong vira qua d6 1a
thiéu hau kiém, hoac ¢6 hau kiém nhung bé qua vi pham do co tiéu cue.

= Do d6, can phal tang cu’(mg hau klem. bé hau kiém hi¢u qua, phai theo kinh
nghiém cua cac nwdc tién tieén 1a hau kiém theo quan ly rui ro. 3



2. BAT CAP TRONG DU THAO NGHI PINH

« D¢ siét chiit quan 1y, tw duy thwong thay la Ting thi tuc cap phép, vi dé lam.

* Du thdo Nghi dinh swa doi Nghi dinh 15/2018/NP-CP hwo’ng din Ludt An toan
thuc pham da dwa ra nhteu thii tuc hanh chinh phirc tap vé diing ky thwe pham nhuw
du’0’c phéam, mét s6 yéu cdu con khé hon:

1.. Nji dung ho so ding ky ting tiv 7 muc lén 41 muc (ting gin 600%), nhiéu yéu cau
bat hop ly:

- Méu 04, muc VIII: Tai li¢u vé quy trinh san xudt: Yéu ciu md ta chi tiét quy trinh
sin xuat, loai may, thiét bi kém thong s0 > nguy co’ lam 1¢ bi mat ky thuat.

- Méu 04, muc IX: Yéu ciu nghién ciru d¢ én dinh

(dleu klen thue, diéu kién ldo héa cap Huéng din ASEAN cho TP BVSK:

toc, do on dinh ciia hop da mé

2. Thoi gian thuwc hién thu tuc keéo dai:

- thoi gian tham dinh ho so ding Ky ting gan 1400% (tir 7 ngay 1én 90 ngay);

- tu cOng bo tir 1 1én 21 ngay, ting 2100%, chi dé ding tai 1én hé thong, sau do
méi 1én ké hoach ra soat

- thoi gian kiém tra hang hoa nhap khau: 3 & 7 ngay lén 7 & 15 ngay
tang hon 200%



2. BAT CAP TRONG DU THAO NGHI PINH

3. Ta dt cd thwe pham quan 1y béi bé y té déu phdi dang ky, din dén so lwgng san
pham phai dang ky tang khoang 50%, do nhom thuc pham bo sung phal chuyen tu tw
cong bo sang dang ky (khoan 19), bao gom ca cac san pham don gian nhuw muoi iod.

4. Tang thém 1 thu tuc hanh chinh moi khi yéu cdu cdc sin pham da ding ky va dang
luu hanh binh thu’o’ng ciing phdi bé sung ho so theo quy dinh méi trong vong 18
thang.

5. Hau kzem chwa theo qudn ly rii ro: hau kiém thuc phim bio vé strc khée 3
niam/1 1an; trong khi cac thue pham khéc 1 nim/1 1an?2?

6 Khong phii hop véi quéc té:

Cac nwoc tién tiéen nhw Hoa Ky, EU, Nhat, Han quoc, Australia... chu yeu quan ly
thuwe pham theo phwong thirc hau kiém va danh gia rui ro, khong yeu cau dang ky
trudc voi da s0 thue pham ngoai trir Nhat va Han quoc ¢6 yéu cau dang ky doi
voi thue pham bao vé sirc khoe.

Duw thao ap dung mo hinh cua Trung quéc (chi cho mot vai nhom thuc pham co
nguy co cao), cho Viét Nam (cho nhiéu nhom thuc pham) ma chwa co danh gia lgi
ich-nguy co' 1a chwa hop ly.



3. HAU QUA RAT NGHIEM TRONG VO'I SAN XUAT KINH DOANH

- Sita twoi la thuc phc‘;m tw cong bo, truée dﬁy chi can 1 ngay dé tiép nhan ho S0, nay cz‘“m toi 21
ngay, trong Kkhi stra twoi thanh trung chi ¢6 han dung 10 ngay. Doi tiép nhan cong bo 21 ngay
moi dwgce san xuat thi sira thiu thoi hét.

- Sita ti¢t triing bé sung vitamin A va D, trudc la thue pham bo sung, nay phai chuyén sang dang
ky Du thiao khong cho thoi gian chuyén tiép vé6i nhém phai chuyén hinh thirc dang ky nay, vi
vay khi nghi dinh c6 hi€u luc, nha may sé phai déng cira ca nam troi vi phai cho dang ky xong
san pham du truée do van dang hoat dong binh thuong (chuan bi h0 so’ theo yéu cau moi phal
mat nhiéu thang, 3 thang méi dwoc tham dinh, bo sung giy to mat vai thang,dwgc cap giay
phép ciing mét vai thang mra)

- Cac thuc pham da dwoc cdp sé ding ky, dang luu hanh binh thwong, nhung lai phai ngp bo
sung ho so theo quy dinh moi (quy dinh hoi té). Viéc chuan bi hd so theo quy dinh mai rat nhiéu
khé, ton kém nhicu tién ciia va th0'1 gian; c0 nguy co gay durt gay san xuét-kinh doanh hién
hanh, lam tang gia thanh san pham

- Viéc dang ky cac san phém mdi sé rit khé khan va kéo dai, anh huéng xau dén sw phat trién

cua kinh te. — .
CAl CACH
THU TUE
HANH CHIN




4. TANG THU TUC HANH CHINH CO HIEU QUA KHONG?

Hiéu qua rat thap trén thue tién:

- Nhlrng ké da lam gia dwoc san pham thi khong c6 kho khan gi dé chung lam gia
ca ho so, do d6 tang thu tuc hanh chinh vé cap phép co rat it hi€u qua.

- Pay 1a mot hinh thire ting tién kiém nhung nira voi (chi tién kiém ho so).

- Da s0 nhirng thuc pham gia dwgc phat hién vira qua da dwgc co quan quan ly cap
gidy phép, diéu dé chirng t6 cap phép ma khong hau kiém thi hau nhw vé gia tri.

- Ho so dang ky dwoc pham day hang ngan trang, thoi gian xét duyet lIén toi vai
nam, nhlrng trén th1 trwong van co thudc gid ma chi ¢6 hau klem mai phat hién
dwoc (Vu an VN Pharma lam ho so gia truéc diy, va cac vu thuoc gia dwoc phat
hién gan day).

-> CHUA THU'C HIEN CAC NGHI QUYET CUA BQ CHINH TRI:

NQ 66/NQ-TW: “thdo g¢ nhitng diém NQ 68/NQ-TW: “Thuc hién chuyén
nghen do quy dinh phap luat”, “de Viet manh tw tién kiem sang hdu kiém
nam co hé thong phap luat chat luong gan voi tang cwong kiém tra, giam

cao, hién dai, tiem cin chudn muc, sdt, “cdt giam it nhdt 30% thoi gian
théng Ié quoc té tién tién va phu hop véi xi# Iy thii tuc hanh chinh, it nhat 30%
thue tién dit nwoc, dwoc thwe hign chi phi tuén thii phdp ludt,
nghiém minh, nhdt qudn”




5. CHU’A PHU HQ'P VO'I CAC LUAT HIEN HANH

5.1. Dy thao yéu ciu tat cd cdc thwe pham thuéc quan Iy ciia Bé Y té vao nhom phat
ding ky (diém 5 sira diéu 6, khoan 1a, 1b). Nhw vay la khong phan bi¢t mirc do rai
ro, chwa phu hop véi Luit Chat lll’O'ng san pham hang hoa sira doi thang 6/2025
quy dinh phan loai hang hoa theo 3 murc do rui ro: thap, trung binh, cao, ung voi
3 hinh thire quan 1y.

5.2.. Lugt An toan thuc pham khong co cac ngi dung giao huong din ding ky, tw
céng bo. Do do, dé nghl strta Luat An toan thu’c pham (dw kién thang 10/2025) va
Nghl dinh hwéng din thi hanh cung mot lic, dé dam bao tinh dong bo, nhat quan
cua cac van ban phap luat.

5.3.. Bzeu 8c. Quy dinh dung xem xét, tiép nhén ho so néu cé vi pham vé an_toan
thue pham bat ké vi pham nang hay nhe, la khong phu hop vai khoan 2 Piéu 25
ciia Luat xir Iy vi pham hanh chinh quy dinh chi “dinh chi hoat dpng néu vi pham
gay hau qua nghiém trong”.



6. GIAI PHAP: HAU KIEM THEO QUAN LY RUI RO*

- Hau kiém theo quan ly rui ro nhw kinh nghiém cuaa cac nwdrc tién tién.

- Luét Chat lwong san pham da chia cic san pham theo 3 mirc d§ riii ro: cao-trung binh, thap.

- Hau kiém ciing can theo quan ly rui ro véi ba mire dg: chat — thong thwong — giam, can cir
vao: i) murc d) rui ro cua san pham, ii) lich swr tuan thu, iii) dau hi€u canh bao hoac vi pham.

- C6 thé xac dinh mirc @9 hau kiém theo bang sau:
Mirc do nguy co cua hang hoa | Cao Trung binh Thap

Lich sir tuan thu
C6 vi pham chat lwgng nghiém trong Chat (3 10 lién tiep, Chat

hoiic 6 thang 1 lan
x 2 1an)
Chuwa dwoc kiém tra (DN méi) Chat Thong thwong Giam
(2-3 niim/lan)
Khong ¢6 vi pham chat lwong nghicm ¥ %) TR 10y Giam Giam (3-4
trong (hoac DN moi nhu’ng cO quy trinh nim/lan)

o tién tlen

- Trudng hop c6é canh bso hoiic dau hiéu vi pham thi phai tién hanh danh gia ngay, va hiu
kiém néu thay cin thiét.
* Nghi quyét 02/NQ-CP ngay 8/1/2025: “chuyén sang hgu kiém, dp dung quan Iy riii ro trén co sé

14 oy r Pa) A 2 14 N K4 o AN ) r Pa) Yl Kl \ r 9
danh gia mirc do tudn thu phap ludt cua doanh nghiép va mec do rui ro cua hang hoa”



6.2. CAC GIAI PHAP KHAC: st DUNG DU’ THAO 5 NGAY 8/4/2025 CO BO SUNG:

a. Kiém tra cd chi tiéu chat lwong va chi tiéu an toan. Yéu ciu dp dung bi¢n phap
quan ly chat lwong tién tien nhwe HACCP, GMP hoiic t1r0’ng dwong ddi véi cac co
s& san xuat thue pham c6 nguy co cao (da dwoe dwa vao du théo)

b. Vi hé so tw cong b6: Can quy dinh thoi gian 5 hoiic 7 ngay lam viéc dé ra soat,
loai bo cac cong bo sai 1¢ch trwde khi dang tai 1én hé thong Quy dinh ro cac muc
cAn ra soat: phan loai, tiéu chuin san pham, cac cong b6 trén nhin.

c. Voi ho,s0’ dang ky: bé sung quy dinh cu thé vé quy trinh tham dinh, thoi gian

chuyén tiep, bieu mau cho phu hop va dé thuc hién.

- Quy dinh yéu cﬁu’b(xb sung phai ro rang va khong dwgc co yéu ciu bo sung moi
khong lién quan dén yéu cau trudc do.

- Cho phep bo sung toi da 3 lan ngoai truw nhlrng truong hop ho so vi pham phap
luat sé khong dugc phép bo sung, nhw ho so gia, ho so sai do phan loai sal, chat
lwrgng san pham khong dat tiéu chuan quy dinh, hoac co cac thanh phan cam sur
dung.

d. Vi nhém thwe phdm bé sung: can phén logi theo qudn Iy riii ro:

- cac thuce pham don glan khong c¢6 cong dung danh cho cac doi twong dac biét
thi tiép tuc dworc tw cong bo;

- cac thwe pham cé cong dung danh cho cac doi twong khong phai nguoi khoe
manh binh thwong thi thugc nhom nguy co cao, phai dang ky ban cﬁng bo.

e. Xay dung hé thong quan ly s0 vé an toan thuc phim trén toan quoc, bao gom ca

ding Ky, tw cong bo, két qua hau kiém, cac canh bao trong nwéc va quoc té.






