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Quy dinh vé quan Iy my pham

Can cir Lugt Té chizc Chinh phai s6 63/2025/QH15;

Can cir Ludt Pdu twr s6 143/2025/QH15;

Theo dé nghj cia Bé trieong Bo Y té;

Chinh pha ban hanh Ngh; dinh quy dinh vé quan ly mj pham.

Chuong I
QUY PINH CHUNG

Pieu 1. Pham vi diéu chinh va ddi tweng ap dung

1. Nghi dinh nay quy dinh vé quan ly my pham bao gom:

a) San xuat my pham tai Viét Nam;

b) Cong b san phém my phém

c) Quan ly san pham my pham nhéap khau va cip Gidy ching nhan luu hanh
tu do cho san pham my pham xuat khau;

d) Hd so thong tin san pham, ghi nhan va quang cio my pham;

d) Kiém tra, giam sat va bao dam an toan, chat luong san pham my pham;

e) Thu hdi san pham my pham, thu hoi Sé quan ly va ngung tiép nhan ho
so cong bo.

2. Nghi dinh nay ap dung dbi véi co quan, t6 chuc, ca nhan thuc hién cac
hoat dong lién quan dén my pham tai Viét Nam, bao gom: san xuat, céng b, kinh
doanh, quang céo, kiém tra, giam sét chat luong va cac dich vu c6 cung ung, sir
dung san pham my pham.

3. San pham m§y pham qua canh, chuyéen khau, trung chuyen, tam nhap, téi
XUat, gui kho ngoai quan, san pham ban tai dja diém kinh doanh hang mién thué,
san pham san xuat dé xuat khau khong tiéu thu noi dia, san pham my pham nhéap
khau gtri qua dich vu buu chinh, chuyén phat nhanh trong dinh mac mién thué
khéng ap dung theo Nghi dinh nay.

4. Trudng hop san pham my pham san xuét trong nude dé xuat khau khéng
xuat khau duoc hoic bi tra lai nhung du diéu kién dé dua ra luu thong trén thi
trrong Viét Nam, khi dua ra luu thong trén thi truong phai thuc hién theo quy
dinh cua Nghi dinh nay.

Pieu 2. Giai thich tir ngir

1. San pham my pham la bat ky chat hoic hdn hop nao dugc dung dé tiép
XUc VGi cac bo phan bén ngoai co thé ngudi (biéu bi, hé théng 16ng toc, méng,
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moi va co quan sinh duc ngoai) hoac véi rang va niém mac miéng, vai muc dich
chinh 14 1am sach, 1am thom, thay d6i ngoai hinh, bao vé, duy tri tinh trang tot
hogc diéu chinh mui co thé.

2. San pham my pham dung chuyén nghiép (Cosmetic products for
professional use) 1a-san pham my pham c6 thanh phan nong d6, céng dung hoic
huéng dan sir dung theo quy dinh cia ASEAN dugc thuong nhan xac dinh la diing
cho muc dich chuyén nghiép tai co sé dich vu va ghi noi dung han ché déi tuong
sir dung trén nhan san pham theo quy dinh.

3. Cousé cdng bo san pham my pham (sau day goi tit 1a Co s cong bd) 1a
thuong nhan c6 chic ning kinh doanh my pham tai Viét Nam, chiju trach nhiém
dua san-pham ra thi truong, dang tén trén Phiéu cong b va chiu trach nhiém vé
tinh an toan, chat luong va tinh nang cua san pham theo noi dung da ké khai va
dit ligu luu giff tai HO so thong tin san pham (PIF).

4. S6 quan 1y san pham my pham (sau day goi la Sb quan 1y) 1a ma dinh
danh do co quan qudn ly nha nuéc c6 tham quyén phat hanh dya trén vi¢c ghi
nhan théng bao cdng b san pham cua thuong nhan; S6 quan ly phuc vu cong tac
truy xuat dit ligu, quan Iy nguy co va thanh tra, kiém tra theo quy dinh.

5. Chut s hizu san pham my pham 13 thwong nhan nam giit quyén so htru
i vai cong thirc, nhan hiéu san pham; thuc hién thiét 1ap, phé duyét va cung cap
cac dir liéu k¥ thuat cia Ho so thong tin san pham (PIF) cho co sé cdng bé theo
quy dinh.

6. San xuat my pham 1a qué trinh thuc hién mot, mot sé hoac toan bo cac
cong doan ché bién, pha ché, chiét rot, dong goi, dan nhan dé tao thanh san pham
my pham.

7. Bién co bat lpi ciia mj pham 1a bat ky hién tuong y khoa khéng mong
mudbn nao xay ra ddi véi con ngudi, ¢ thé lién quan hodc khong lién quan dén
viéc st dung my pham trong diéu Kién binh thuong hoic cé thé dy doan truéc.

8. Bi¢n ¢ bat loi nghiém trong 12 bién c6 bét loi dan d¢én mot trong cac hau
qua: tir vong; de doa tinh mang; yéu cau nhap vién hoic kéo dai thoi gian nim
vién; gay tan tat, thuong tat vinh vién hodc dan dén suy giam chirc nang, mat ning
lyc hanh vi hoic kha ning hoat dong binh thuong; di tat bam sinh hoic di dang
thai nhi; hoac cac treong hop c6 y nghia y khoa khac phai cé su can thiép chuyén
mon dé ngan chan cac hau qua néu trén.

9. Hé so théng tin san pham (Product Infomation File(s), sau day goi tat 1a
Ho so PIF) 1a tap hop cac tai liéu ki thuat dudi dang vian ban hoac dit liéu dién tur
vé san pham my pham bao gém dix liéu vé thanh phan, tiéu chuan chat lugng, béo
c4o danh gia an toan va bang chang khoa hoc chimg minh tinh nang cua san pham,
do cha s& hitu san pham my pham thiét ap, duoc luu giit tai co s cdng bé.

10. Thuc hanh tot san xuat my pham (Cosmetic Good Manufacturing
Practice) 1a quy dinh vé bo nguyén tic, tieu chuan hé théng quan ly chét luong va
quy trinh ky thuét do B¢ truong Bo Y té ban hanh hoac cdng nhan ap dung phi hop
Vvéi diéu uéc qUOC té ma nudc Cong hoa xa hoi chii nghia Viét Nam 1a thanh vién.

11. Héi dong my pham ASEAN (ASEAN Cosmetic Committee) 13 co quan
chuyén mdn cua cac nudc thanh vién Hiép hoi cac qudc gia Pong Nam A
(ASEAN), c6 chirc ning diéu phdi, giam sat va quyét dinh céc van dé lién quan



3

dén viéc thuc thi Hiép dinh vé Hé thdng hoa hop trong quan ly my pham ASEAN
(sau day goi tat 1a Hiép dinh my pham ASEAN); bao gom ca viéc huéng dan phan
loai c&c san pham ranh giGi (borderline products) gitra my pham vai thudce, thiét
bi y té hodc céc loai hang hoa khac.

12. Phiéu cong'bé san pham my phdm (sau day goi tat 1a Phiéu cong bd) 1a
van ban hoac dir liéu dién tir cam két toan dién cua to chuc, ca nhan vé tinh trung
thuc cta ho so, tinh an toan va chat lwong san pham theo quy dinh cta phép luat
Viét Nam va Hiép dinh my pham ASEAN.

13. Kiém nghiém sdan phdm mj pham la viéc phan tich, thir nghiém céc chi
tiéu ky thuat cua san pham hoac nguyen liéu theo cac phwong phap thir quy dinh
tai huéng dan cua ASEAN, tieu chuan qudc té, tiéu chuan quoc gia hoac phuong
phap ctia nha san xuat da duoc co quan quan 1y ghi nhan nham xac thuc tinh pho
hopVdi cac quy dinh vé an toan, cht lwong va hiéu qua caa san pham.

14. Phiéu két qud kiém nghiém (Certificate of Analysis, sau ddy goi tat Ia
CoA) 1a van ban hoac dit liéu dién tr ghi nhan két qua phan tich, thir nghiém cac
chi tiéu ky thuat déi véi mot 16 san pham hoic 16 nguyén liéu cu thé, do co sd san
xuat dap tng CGMP hoic co s kiém nghiém dugc cong nhan nang luc thuc hién;
nham xac thyc 16 hang dap Gng tiéu chuan chat lwong theo quy chuan ky thuat,
Hiép dinh my pham ASEAN hoic dic tinh san pham d thiét 1ap, lam can ct cho
viéc quyét dinh xuat xudng va luu thong san pham.

Pieu 3. Nguyén tic quan ly chat lweng va an toan my pham

1. San pham my pham luu hanh trén thi truong phai dép Gng day du céc
diéu kién sau:

a) Pam bao an toan cho sirc khée con nguoi khi sir dung trong diéu kién
binh thuong hoidc cac diéu kién du bao trude theo hudng dan cua t chirc, ca nhan
chiu trach nhiém dwa san pham ra thi truong;

b) Puoc san xuit tai co s& dap tng diéu kién san xuét theo quy dinh tai
Nghi dinh nay ddi v&i san pham san xuét trong nudc hoic dap tng Thuc hanh tét
san Xuat my pham quy dinh tai khoan 10 Biéu 2 Nghi dinh nay hoic twong duong
d6i vai san pham nhap khau (sau day goi chung 1a dap tng CGMP);

¢) ba duoc phat hanh S6 quan Iy theo quy dinh tai Biéu 14 Nghi dinh nay,
trir cac truong hop dugc mién thuc hién cong bd quy dinh tai khoan 2 Diéu nay.

2. Mién thuc hién cong bd ap dung d6i vai my pham nhap khau khéng nham
muc dich kinh doanh trén thi trudng, bao gom:

a) My pham ding cho muc dich nghién citu hoac kiém nghiém;

b) My pham trung bay tai hoi cho, trién 1am hoic tam nhap tai xuét theo
quy dinh phép luat;

c) My pham 1a qua biéu, qua tang hodc hanh 1y c4 nhan trong dinh muc
mién thué;

d) My pham phuc vu d6i tuong huéng quyén wu dai, mién trir ngoai giao.

3. Quan ly thanh phan va gigi han an toan:

a) Thanh phan céc chat st dung trong my pham phai tuan thu danh muc va
gidi han quy dinh tai cac Phu luc cia Hiép dinh my pham ASEAN;

b) San pham my pham phai dap ung tiéu chuan chat luong da cong bd ap
dung va céc gigi han vé kim loai nang, vi sinh vat, tap chat & nhiém theo Quy



4

chuan ky thuat qudc gia hoac Hiép dinh my pham ASEAN;

c) Tap chat phét sinh tir nguyén liéu, dung mdi hodc qué trinh san xuét
khdng cé cdng dung trong thanh pham dugc mién ké khai nhung phai dam bao an
toan va duoc thé hién bang di liéu ki thuat trong Ho so PIF.

4. Kiém soat vét tap chat caa chat khong duoc phép sir dung:

Sy hién dién & dang vét cua cac chat thuoc danh muc khong duoc phép st
dung duoc chapnhan néu dap tng dong thoi cac diéu kién:

a) Co s& san xuat dap ung CGMP va vét tap chat khong thé loai bo khoi
san pham my pham;

b) C6 bao cao danh gia an toan ching minh c4c vét tap chat nay khong gay
nguy hai-cho nguoi st dung dudi sy Xac nhan cua chuyén gia danh gia an toan.

5. Nguyén tac quan Iy hé théng:

Viéc quan ly an toan va chét luong my pham duoc thuc hién xuyén suét tir
khau lra chon nguyén liéu, san xuat, cong bd dén kiém soat chat luong trong qué
trinh luu thong. Cac hoat dong lién quan dén diéu kién san xuat, cong bd, ghi
nhan, quang c4o, luru giit HO so PIF va thanh tra, kiém tra duoc thuc hién theo quy
dinh tai cac chuong twong wng caa Nghi dinh nay.

Piéu 4. Thuc hién tha tuc hanh chinh va quan ly dir liéu trén moi
truong dién ti

1. Thu tyc hanh chinh quy dinh tai Nghi dinh nay duoc thyc hién trén moi
truong di¢n tir thong qua Heé thdng thdng tin giai quyét thu tuc hanh chinh cia Bo
Y té hodc Cong théng tin mot cua qUOc gia. Bdi voi cac thanh phan ho so da co
dir liéu tai co so dir liéu qubc gia vé y te cac co so dur licu qUOc gia hoac co so dir
liéu chuyén nganh khac da duoc két ndi, chia sé, co quan tiép nhan thuc hién khai
thac truc tiép va khong y&u cau co sé nop ban gidy hoic ban sao dién tu.

2. Co s¢ dix lisu my pham 1a co s¢ dir liu chuyén nganh thugc Co so dix
liu qudc gia vé y té, dugc van hanh dé quan Iy dit liéu san pham, co s cong bd,
co sO San Xuat va phuc vu cong tac thanh tra, kiém tra, giam sat chat luong trén
pham vi toan quéc:

a) Viéc dinh danh co s, dinh danh san pham va két néi dir liéu thuc hién
theo quy chuan ky thuat va tiéu chuan dix liéu y té hién hanh;

b) Co so cong bé thyuc hién cap nhat dit liéu luu thong, truy xuat nguon goc
va bao c&o an toan san pham vao hé théng theo quy dinh caia phap luat vé quan ly
co so dit lidu quéc gia;

c) Viéc két ndi, chia sé di liéu s6 gitra cac co quan nha nudc va lién két dir
liéu gitta Co so dit lieu my pham véi Hé théng thong tin giai quyét thi tuc hanh
chinh cia Bo Y té, Cong thong tin mét cira qudc gia thuc hién theo quy dinh vé
giao dich dién tir && phuc vu giai quyét hd so va quan ly trang théai san pham;

d) Céc thdng tin vé trang thai S6 quan ly, tén san pham va co s& chiu trach
nhiém duoc cong khai trén Cong thong tin dién tir cua Bo Y té dé nguoi tiéu dung
va cac co quan chirc nang tra ctru, giam sét.

3. Trudng hop ha tang k¥ thuat chwa dap (ng yéu cau van hanh truc tiép
hoic hé théng gap su ¢6 ki thuat dan dén khdng thé thuc hién giao dich trén moi
truong dién tir, viéc tiép nhan va giai quyét ho so thuc hién theo phuong thic du
phong do co quan nha nudc ¢ tham quyén thdng bao. Dix liéu phai dugc cap nhat
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vao hé thdng ngay sau khi su cé dugc khic phuc.

) Chuong I1
SAN'XUAT MY PHAM TAI VIET NAM

Piéu 5. Pieu kién san xuit my pham

1. Co s¢.san xuat my pham phai dap (g céc nguyén tic, tiéu chuan Thyc
hanh tot san xuat my pham (CGMP) quy dinh tai khoan 10 Biéu 2 Nghj dinh nay.

2. Nhan su: 01 nguoi phu trach san xuat va 01 ngudi phu trach chat luong
phai c6 mat trong toan bé thoi gian hoat dong cta co sé va phai dap tng cac tiéu
chuan sau:

a) Co trinh d¢ dai hoc tré 1én thudc mot trong cac chuyén nganh: Dugc hoc,
Hoahoc, Hoa dugc, Cong nghé sinh hoc, Sinh hoc, Cong nghé thuc pham hoic
chuyén nganh ki thuat hda hoc phi hop voi dang san pham san xuat;

b) C6 thoi gian 1am viéc it nhat 02 nim tai cac co s& san xuat: my pham,
thuoc, thuc pham bao vé stc khoe hoic thiét b y té.

Piéu 6. Tham quyen, cac trudong hop Cap cap lai, diéu chinh va thu hoi
Gidy ching nhéan da diédu Kién san Xuat my pham

1. Uy ban nhan dan cap tinh hodc co quan chuyén mon dugc Uy ban nhan
dan Cap tinh phan Cap thuc hién cap, cap lai, diéu chinh, thu hoi Gidy ching nhan
du diéu kién san xuat my pham (sau day goi tat 1a Gidy chiing nhan) di véi cac
co so trén dia ban quan ly.

2. Cap Giay chiing nhan thyc hién trong cac truong hop:

a) Co s& dé nghi cap lan dau;

b) Thay doi dia diém san xuat;

c) Thay d6i, b6 sung pham vi hoat dong san xuat hozc dang san pham san xuat
1am thay d6i diéu kién vé nha xuong, thiét bi so vai thoi diém tham dinh gan nhét;

d) Co s6 da bi thu hdi Gidy chirng nhan nay da khéc phuc sai pham va dap
g du diéu Kién theo quy dinh.

3. Cap lai Gidy chiing nhan thyc hién trong trudng hop Gidy chung nhan
bi mat, bi hong hoac ¢ sai sot thong tin do 15i clia co quan cap.

4. Biéu chinh Giay chiing nhan thyc hién trong cac trudong hop khong thay
doi dia diém san xuét thyc té:

a) Thay d6i tén co s hodc dia chi hanh chinh;

b) Thay doi, b6 sung pham vi hoat dong hoic dang san pham san xuat nhung
khong 1am thay doi cac diéu kién vé nha xuang, thiét bi va hé thong phu trg da
dugc co quan nha nude c6 tham quyén kiém tra, xac nhan.

5. Thu hdi Gidy chting nhan thuc hién trong cac truong hop:

a) Co s& ¢6 van ban dé nghi cham duat hoat dong san xuat my pham;

b) Co sd khéng hoat dong san xuat lién tuc tir 12 thang tré 18n ma khong
théng bao véi co quan nha nudc co tham quyén;

¢) Co s¢ khong duy tri viée dap umg cac diéu kién quy dinh tai Piéu 5 Nghi
dinh nay va khong khac phuc cac vi pham theo yéu Cau cua co quan nha nuGce o
tham quyén sau thoi han dinh chi hoat dong san xuat my pham hoic tudc quyén s
dung gidy chang nhan da diéu kién san xuat my pham;



6

d) Giay chiing nhan diang ky doanh nghiép hoic Gidy ching nhan ding ky
kinh doanh bi thu hoi hoac doanh nghiép bi giai thé, pha san theo quy dinh cua
phap luat;

d) Phat hién hd so dé nghi cip Giay ching nhan c6 thdng tin gia mao hoac
khdng trung thuc;

e) Giay chiing nhan duoc cap nhung khong dung tham quyén hoic ¢ noi
dung trai phap luat.

Picu 7. HO so dé nghj cap, cap lai, diéu chinh Glay chirng nhan

1. Ho:so dé nghi cap Giy chting nhan bao gom:

a) Bon dé nghi theo Mau sé 3 quy dinh tai Phu luc | ban hanh kém theo
Nghi dinh nay;

b) So db thiét ké miat bang nha xuéng va céc phan khu chire ning;

¢) Ban tu danh gia dap tng CGMP.

2. Ho so dé nghi cap lai Gidy chiing nhan:

Pon dé nghi cap lai theo Mau sé 4 quy dinh tai Phu luc | ban hanh kém
theo Nghi dinh nay.

Truong hop cap lai do 13i cia co quan cap, co s& guri van ban dé nghi kém
theo ban chinh c6 sai s6t (néu thuc hién tryuc tiép) hoic chi rd dir liéu sai s6t trén
hé théng (néu thuc hién tryc tuyén).

3. Ho so dé nghi diéu chinh Giay chiing nhan:

a) Pon dé nghi diéu chinh theo MAau sb 5 quy dinh tai Phu luc | ban hanh
kém theo Nghi dinh nay;

b) Céc tai licu ki thuat lién quan dén noi dung thay doi, b6 sung dbi véi
truong hop quy dinh tai diém b khoan 4 Biéu 6 Nghi dinh nay.

Piéu 8. Trinh tw, thia tuc cp Gidy chieng nhan da diéu kién san xuat
my pham

1. Tiép nhan hd so:

Co s6 nop hd so theo quy dinh tai Piéu 7 Nghi dinh nay trén méi truong
dién tir theo quy dinh tai Diéu 4 Nghi dinh nay.

a) Trong thoi han 02 ngay 1am viéc ké tir ngdy nhan duogc hd so, co quan
tiép nhan kiém tra tinh hop 1é ctia ho so. Truong hop ho so chua hop 18, co quan
tiép nhan thng bao bang van ban dién tir (theo Mau s6 2 quy dinh tai Phy luc |
ban hanh kém theo Nghi dinh nay) qua hé thong dé co sO stra d6i, b6 sung;

b) Truong hop hd so hop 18, co quan tiép nhan cap Phiéu tiép nhan ho so
dién tir theo Mau s6 1 quy dinh tai Phy lyc | ban hanh kém theo Nghi dinh nay.

2. Panh gia thuc té tai co so:

Trong thoi han 15 ngay ké tir ngay co s¢ hoan thanh viéc nop phi tham dinh
theo quy dinh cua phap luat vé phi va Ié phi, co quan 6 tham quyén t6 chirc d4nh gia
thuc té viéc dap tmg cac diéu kién quy dinh tai Diéu 5 Nghi dinh nay. Két qua danh
gia duoc 1ap thanh Bién ban va cap nhat vao ho so dién tir ctia co sé trén hé thong.

3. Xur ly két qua danh gia:

a) Truong hop dat yéu cau: Trong thoi han 05 ngay lam viéc ké tir ngay hoan
thanh danh gié thuc te co quan c6 tham quyén cap Glay chiing nhén dién tw co ky
s6, phét hanh ban gidy va cap nhat thong tin vao Hé théng co s dit liéu vé my pham;

b) Truong hop khong dat yéu cau: Co quan c6 tham quyén théng bao bang
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van ban dién ti tir chdi cip Giay chang nhan va néu r ly do;

¢) Trudng hop can khic phuc: Co quan c6 tham quyén thdng béo bang van
ban dién tir cac ndi dung can khic phuc theo Mau s6 7 quy dinh tai Phu luc | ban
hanh kém theo Nghi dinh nay. Trong thoi han 06 thang ké tir ngay thong béo, co
s& phai hoan thanh viéc khiac phuc va nop bao céo khic phuc trén méi truong dién
tar.

4. Giai quyét béo céo khic phuc:

Trong thoi han 05 ngay lam viéc ké tir ngay nhan duoc bao céo khac phuc,
co quan c6 tham quyén thyc hién:

a) Cép Giay ching nhan theo quy dinh tai diém a khoan 3 Biéu nay néu két
qua khéc phuc dat yéu cau

b) Thong bao yéu cau tiép tuc hoan thién néu bao céo khic phuc chua dat
yéu-cau. Viéc hoan thién chi dugc thuc hién trong thoi han quy dinh tai diém c
khoan 3 Biéu nay. Qué thoi han trén hoac két qua khic phuc khong dat yéu cau,
¢o quan c6 tham quyén thdng bao tir chdi cap Gidy ching nhan.

5. Bo truong Bo Y té quy dinh chi tiét vé thanh phan doan danh gi; trinh
tu, thi tuc, noi dung dénh gia thyc té va viéc sir dung toan b hogic mot phan két
qua kiém tra, chung nhan dap ung CGMP cua t6 chtrc danh gia su phi hop dé xac
dinh viéc du diéu kién san xuat cua co so.

Piéu 9. Trinh tu, thia tuc cp lai, diéu chinh Giy chitng nhan du diéu
Kién san xuat my pham

1. Tiép nhan hd so:

Viéc nop hd so, kiém tra tinh hop 18 va cap Phiéu tiép nhan hd so ddi voi
cac trudong hop quy dinh tai khoan 3 va khoan 4 Biéu 6 Nghi dinh nay thyc hién
theo quy dinh tai khoan 1 Diéu 8 Nghj dinh nay.

2. Trinh tu giai quyét d6i véi truong hop cap lai va diéu chinh théng tin
hanh chinh:

Déi véi truong hop quy dinh tai khoan 3 va diém a khoan 4 Biéu 6 Nghi dinh
nay, trong thoi han 05 ngay lam viéc ké tir ngay co sé hoan thanh viéc nop phi, 18
phi theo quy dinh cta phap luat, co quan c6 tham quyén thuc hién cap lai hoic diéu
chinh Giay ching nhan du6i dang dit liéu dién tir (ky s6) va ban gidy cho co so.
Truong hop khong dong y phai thong bao bang vin ban dién tir va néu rd ly do.

3. Trinh ty giai quyét ddi véi truong hop diéu chinh thay d6i diéu kién san xuat:

a) Poi vai trudong hop thay d6i dja diém san xuat quy dinh tai diém b khoan
2 biéu 6 Nghi dinh nay va cac truong hop thay d6i, bd sung dang san pham san
xuat thuoc dién phai danh gia thuc té theo quy dinh tai khoan 5 Diéu nay: Trinh
tu, thi tuc thuc hién theo quy dinh tai Diéu 8 Nghi dinh nay;

b) Déi voi trudong hop thay ddi, b sung dang san pham san xuat khdng
thudc dién phai danh gia thuc té: Trong thoi han 05 ngay 1am viéc ké tir ngay co
s& hoan thanh viéc nop phi tham dinh theo quy dinh caa phép luat, co quan c6
tham quyen thuc hién dieu chinh va cap Gidy chiing nhan duéi dang dix ligu dién
tur (ky So) va ban gidy cho co so dya trén ho so ky thuat. Truong hop ho so chua
dat yéu cau, co quan c6 tham quyén théng bao bang van ban dién tir dé co so giai
trinh hoac b sung.

4. Quan ly trang thai va dix liu:
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a) Khi Gidy chang nhan méi dugc ban hanh trén mai truong dién tir, Giay
chtng nhén cii s& dugc hé thdng tu dong cap nhat trang thai hét gia tri phap Iy;

b) Trong thoi han 03 ngay 1am viéc ké tir ngay cép lai hodc diéu chinh, co
quan cap co trach nhiém cap nhat cac noi dung thay ddi vao Hé thdng co so dit liéu
vé my pham dé dam-bao tinh truy xuat nguon goc va kiém tra chat luong.

5. Bo truong Bo Y té quy dinh chi tiét cach ghi ndi dung thay doi trén Gidy
chtng nhan; tiéu'chi phan loai va danh muc cac truong hop diéu chinh phai danh
gia thuc té hoac khong bat budc danh gia thuc té tai co so dya trén viéc quan ly
nguy co va két qua danh gia chat luong cua cac to chire lién quan da duogc co quan
nha nudc co tham quyeén thira nhan.

Piéu 10. Giay chirng nhan da diéu kién san xuat my pham

1. Giay chitng nhan duoc cap theo Mau sé 6 quy dinh tai Phy luc | ban hanh
kémtheo Nghi dinh nay dudi dang di liéu dién tir cd ky sé hop 18. Noi dung Giay
chang nhan bao gom céc thong tin dinh danh caa co so, pham vi hoat dong san
XUat va cac dang san pham my pham da dugc co quan nha nudc c6 tham quyén
tham dinh, xac nhan dap wng CGMP.

2. Gidy chang nhan c6 gia tri phap ly ké tir ‘ngay cap cho dén khi bi thu héi.
Co quan nha nudc ¢6 tham quyén xac dinh tan suat danh gid, kiém tra dinh ky viéc
dap tng CGMP dura trén phan loai nguy co cua co s san xuat. Két qua danh gia dat
y&u cau 13 can ctr dé co so tiép tuc duy tri hoat dong ma khong phai thuc hién thu tuc
cap lai hogc diéu chinh Gidy chiing nhan.

3. Thong tin vé s6 Gidy chang nhan, pham vi san xuat, két qua danh gia gan
nhét va trang théi hiéu luc duoc cong khai trén Hé théng co s dit liéu vé my pham
dé phuc vu viéc tra ctru, gidm sét va hién thi trén Gidy ching nhan dién tir cua co so.

Piéu 11. Panh gia duy tri dap wng CGMP

1. Co s& san xuat my pham c6 trach nhiém duy tri vi¢c dap ung cac diéu
kién quy dinh tai Piéu 5 va cac nguyén tic, tiéu chuan CGMP quy dinh tai khoan
10 Piéu 2 Nghi dinh nay trong suét qua trinh hoat dong.

2. Viéc kiém tra, danh gia duy tri dap tng CGMP dugc thuc hién dinh ky
03 nam mot lan tinh tir ngay cap Giay chang nhan hogc ké tir ngay két thac dot
kiém tra gan nhat c6 két luan déap ung yéu CAU.

3. Cin ctr trén két qua xép hang mutc d6 nguy co va lich st tuan tha phép
luat cia co 86, co quan nha nude ¢6 tham quyen xem xét kéo dai tan suat kiem tra
dinh ky nhung khong qué 05 ndm mot lan d6i véi cac co so chap hanh tot cac quy
dinh vé san xuat my pham.

4. Co quan nha nudc ¢ tham quyén thuc hién kiém tra dot xuat khi thudc
mot trong cac truong hop sau:

a) C6 dau hiéu vi pham quy dinh vé viéc dap tng CGMP;

b) C6 canh béo vé an toan san pham hoic cé khiéu nai, té cdo lién quan dén
chat luong san pham san xuat tai co so;

¢) Theo yéu cau cta co quan quan 1y nha nudc cap trén.

5. Xt ly két qua danh gia duy tri:

a) Truong hop co sé tiép tuc dap (ng yéu cau: Trong thoi han 05 ngay lam
viéc ké tir ngay két thiic dot déanh gia, co quan quan ly ban hanh Bao céo kiém tra
(hodc Bién ban danh gia) xac nhan viéc duy tri dap tng CGMP. Van ban nay co
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gia tri xac nhan trang théi tuan thu cia co s cho dén ky danh gia tiép theo va
duoc cap nhat vao Hé théng co so dit liéu vé my pham;

b) Trudng hop co sé khong dap (ng yéu cau: Tuy theo muc do sai pham,
co quan quan ly thuc hién xir phat vi pham hanh chinh, dinh chi mét phan hoac
toan bo hoat dong san xuat hoac thu hoi Gidy ching nhan theo quy dinh tai Diéu
6 va xir ly san pham theo quy dinh tai Diéu 36 va Biéu 37 Nghi dinh nay.

6. Bo truong Bo Y té quy dinh chi tiét vé thanh phan doan danh gié; trinh
tu, thi tuc, ndi dung danh gia thyc té va viéc sir dung toan bo hoic mot phan két
qua kiém tra; ching nhan duy tri dap tng CGMP cua t6 chire danh gia su phi hop
dé xac dinh viéc duy tri dap ung du dleu Kién san xuat cia co so; tiéu chi phan
loai me @6 nguy co va cac cin ctr vé lich sir tuan thu dé xac dinh tan suat, hinh
thire kiém tra co s& san xuat my pham cho ky danh gia tiép theo va co ché cong
khaiclich st tuan thu ciia co so trén Hé thong co so dir liéu vé my pham

Piéu 12. Thii tuc thu hdi Gidy chirng nhan di diéu kién san xuat my pham

1. Ban hanh quyét dinh thu hoi:

Trong thai han 05 ngay 1am viéc ké tir ngay o can ctr thu hdi theo quy dinh
tai khoan 5 DBiéu 6 Nghi dinh nay, co quan c6 tham quyén ban hanh quyét dinh
thu hdi Giay chang nhan trén méi truong dién tir. Quyét dinh thu héi ¢6 hiéu luc
ké tir ngay Ky, trir truong hop trong quyét dinh c6 quy dinh khéc.

2. Cong khai va cap nhat dix liéu:

Trong thoi han 03 ngay lam viéc ké tir ngay ban hanh quyét dinh thu hoi,
co quan cap cO trach nhiém:

a) Gui quyét dinh thu héi cho co s& bi thu hdi, Bé Y té va cac co quan lién
quan dé phdi hop thuc hién;

b) Pang tai quyét dinh trén Cong thong tin dién tir cia co quan va cap nhat
trang thai “Thu hdi” trén Hé thdng co so dit liéu vé my pham.

3. Thu hdi toan bo cac S6 quan ly caa cac san pham my pham dwgc san
XUt tai co s& bi thu hdi Gidy chung nhan, bao gdm ca san pham do co s& khac
dang tén cong bd. Viéc cap nhat trang thai “Da thu hdi” ddi vai cac Sb quan ly
nay duogc thyc hién trén Hé thdng co s dit liéu vé my pham ngay khi quyét dinh
thu hdi Gidy chiing nhan c6 hiéu luc.

4. San pham my pham thudc truong hop quy dinh tai khoan 3 Diéu nay bi
dinh chi Iuu hanh trén pham vi toan quéc va xu 1y theo quy dinh sau:

a) Tiéu huy toan bo céac 16 san pham con han sir dung ddi véi truang hop
thu hoi Gidy chitng nhan do co s& san xuét ¢ vi pham vé an toan, chat luong hoac
gia mao ho so, tai liéu trong hoat dong san xuat my pham;

b) Xem xét cho phép tiép tuc luu thong dén hét han st dung hoac thuc hién
bién phap khic phuc vé nhan ddi véi trudng hop thu hdi Gidy chang nhan do vi
pham vé thi tuc hanh chinh, thay d6i dja diém san xuat hoic cac trudong hop khong
thudc diém a khoan ndy ma san pham dat tiéu chuan chat lugng. Co so cong bd
chiu trach nhiém dam bao an toan, chat lugng ddi vai cac san pham nay khi tiép
tuc luu thong.

Chuong 111
CONG BO SAN PHAM MY PHAM
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Piéu 13. Ho so' cong bd san pham my pham

1. Thanh phan hd so:

a) Phiéu cong bd'san pham my pham theo Mau sé 01 quy dinh tai Phu luc
I ban hanh kém theo'Nghi dinh nay;

b) Gidy uy.quyén cua chu sé hitu san pham cho co s& cdng b (trir truong
hop co s& ¢ong bd dong thai 1a chi sé hitu san pham);

¢) Giay chang nhan luu hanh ty do (CFS) hoic tai liéu thay thé theo quy
dinh tai Diéu 18 Nghi dinh nay d6i véi san pham my pham nhap khau (trir truong
hop duoc.mién theo quy dinh);

d) Tai ligu chimg minh dap tmg Thyc hanh tot san xuat my pham (CGMP)
quy dinh tai Diéu 19 Nghi dinh nay d6i vai san pham my pham nhap khau;

d) Tiéu chuan chit luong do co s& san xuat ty cong bé ap dung, bao gém
noi dung vé tiéu chuan va phuong phap thtr ciia thanh pham. Truong hop co sd
cong bé str dung tiéu chuan da dugc cong khai trén Cong théng tin dit liéu tiéu
chuan quéc gia hoidc cac co s& dir liéu chuyén nganh két néi theo Diéu 4 Nghi
dinh nay thi khéng bat budc nop tai liéu nay.

2. Y&u cau dbi véi ho so:

a) Ho so cong bd duogc 1ap thanh 01 bo ban giay kém theo ban dién ti (dinh
dang PDF), trir truong hop thuc hién tha tuc hoan toan trén moi truong dién tu;

b) Céc tai liéu phai duogc in rd rang, sap xép theo trinh tu quy dinh tai Khoan
1 Biéu nay; giira cac phan phai c6 phan cach, co trang bia va danh muyc tai liéu;

c) Gidy to quy dinh tai Piém b va Biém ¢ Khoan 1 Diéu nay phai 1a ban
g6c hoac ban sao hop 18 va duoc hop phap hoa 1anh su theo quy dinh (dbi voi gidy
t& quy dinh tai Piém b Khoan 1 Biéu nay phai duoc chung thuc chit ky nguoi dai
dién bén uy quyén);

d) Céc tai liéu quy dinh tai Piém d va Diém d Khoan 1 Diéu nay phai c6
xéac nhan (ky tén va déng dau) cua co s& san xuat hodc cha so hitu san pham.

biéu 14. Tham quyen, trinh tu, thia tuc cdng bd san pham my pham

1. Tham quyén tiép nhan hd so:

Uy ban nhan dan cap tinh hoic co quan chuyén mén duoc Uy ban nhan déan
cap tinh phan cap noi co s& cng bd dit tru sé chinh thuc hién tiép nhan ho so.

2. Trinh ty, thu tuc:

a) Co s cong bd nop du hd so va ndp phi theo quy dinh cua phép luat vé
phi va I¢ phi.

b) Co quan tiép nhan hd so thuc hién viéc xac nhan nop phi caa co s cong
bd, trong vong 03 ngay 1am viéc ké tir ngay hoan thanh viéc xac nhan ndp phi, co
quan tiép nhan thuc hién phat hanh Sé quan 1y, co s¢ cong bd duoc phép dua san
pham ra luu thong trén thi trudng.

3. Sau thoi han 03 ngay lam viéc quy dinh tai khoan 2 Biéu nay, néu co
quan tiép nhan khdng phét hanh Sé quan 1y, co sé céng bd dugc phép dua san
pham ra luu thong trén thi truong.

4. Sau khi phét hanh S6 quan Iy, co quan tiép nhan cap nhat cong khai thong
tin dinh danh, ma phan hoi nhanh (m& QR) cua san pham trén hé théng quy dinh
tai Diéu 4 Nghi dinh nay.
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5. Mdi san pham ciia mot Co so cdng b chi cé mot Sb quan ly. S6 quan ly
khéng co thoi han.

Piéu 15. Thay d6i ndi dung trén Phiéu cong bd

1. Cac thay d6i noi dung trén Phiéu cong bb duoc xir Iy nhu sau:

a) Céc truong hop quy dinh tai khoan 2 Piéu nay: Co s¢ cong bd thyc hién
thu tuc cong b san pham méi theo quy dinh tai Piéu 14 Nghi dinh nay. Sé quan
ly cii hét hiéu luc ké tir thoi diém phat hanh Sé quan ly méi:

b) Cac trudng hop thay d6i khac: Co sé cdng bd thuc hién théng bao hoic
tu cap nhat dir liéu theo quy dinh tai khoan 3 Biéu nay.

2. Céc truong hop thuc hién cong b mai:

a) Thay d6i nhan hang (Brand Name) hoic tén san pham (Product Name);

b) Thay doi dang san pham;

¢) Thay d6i danh muc thanh phan hoic nong d6, ham luogng cac chat dan
dén thay d6i muc dich sir dung chinh hoic tinh ning, cong dung cta san pham;

d) Thay d6i muc dich str dung dén dén thay d6i ban chat hoac phan loai san pham;

d) Thay d6i co so cdng bd hodc thay ddi dia chi try s& dan dén thay doi
tham quyén quan ly;

e) Thay d6i dia diém san xuat thyc té. Truong hop thay d6i phap nhan co
s& san xuat nhung khong thay doi dia diém va diéu kién san xuat thi thuc hién cap
nhat dir liéu theo quy dinh tai khoan 3 Diéu nay.

3. Thong bao thay d6i va cap nhat dit liéu:

a) Co s& céng bo thuc hién cap nhat noi dung thay doi truc tiép trén He
thng co so dir liéu vé my pham. Hé théng tu dong ghi nhan lich sir thay d6i va
cap nhat théng tin cong khai trong thoi han 03 ngay lam viéc;

b) Truong hop ha tang ky thuat chua dap ang viéc cap nhat truc tuyén, co
s& guri van ban théng bao theo Mau sé 2 quy dinh tai Phu luc 11 ban hanh kém
theo Nghi dinh ndy dén co quan da phat hanh S6 quan ly trong thoi han 07 ngay
lam viéc ké tir ngay thay ddi. Vian ban thdng bao la bo phan khong tach roi ciia ho
so cong bd va Ho so PIF.

4. X1r ly san pham va bao bi ton kho:

a) San pham my pham dugc san xuat trudc thoi diém thay doi noi dung cong
bd dugc tiép tuc luu thong dén hét han sir dung néu dam bao tiéu chuan chat luong;

b) Nhén va bao bi cii duoc tiép tuc st dung trong thoi han khong quéa 12 thang
ké tir ngay noi dung thay d6i duoc cap nhat hodc thdng bao, trur truong hop thay doi
lién quan dén céc thanh phan anh huong truc tlep dén an toan cua san pham.

Piéu 16. Ké khai thong tin trén Phiéu cong b

1. Quy dinh vé danh phép va cac thanh phan khdng bat budc ké khai:

a) Tén thanh phan ké khai theo danh phap quéc té (INCI) cap nhat; truong hop
chua c6 tén INCI, str dung tén theo Dugc dién MV (USP), Dugc dién Anh (BP) hoac
s6 dang ky hoa chat (CAS) theo quy dinh cua Hiép dinh my pham ASEAN;

b) Mién ké khai d6i véi cac vét tap chat ki thuat, chat bao quan, chat chong
oxy hoa, chat 6n dinh hién dién trong nguyén liéu dau vao vai muc dich bao quan
nguyén liéu va khéng c6 cong dung trong thanh pham. Céc thanh phan nay phai
dugc thé hién va danh gia do an toan trong Ho so PIF.

2. Quy dinh vé ndng d6 va thir tu ké khai:
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a) Liét ké theo thtr ty ndng do giam dan; cac thanh phan c6 nong d6 dudi 1%
duoc phép liét ké theo thir tu bat ky sau cac thanh phan c6 ndng d6 tir 1% tro [én;

b) Ddi vai cac chat thuoe danh muc han ché st dung theo Hiép dinh my
pham ASEAN, co s& phai ké khai nong d6 tdi da thuc té (tinh theo %) trong cong
thic san pham.

3. Quy dinh:vé nhém chat dic thi va hdn hop:

a) Chat mau ghi theo sb chi myuc mau (Cl) hoic tén quy dinh tai Hiép dinh
my pham ASEAN; nuéc hoa, chat thom ghi tén chung 1a “Fragrance”, “Parfum”,
“Perfume”, “Flavor” hoac “Aroma”;

b) Céc chat gay di tng thuc hién viéc ghi nhan va luu gitr dir liéu theo 16
trinh, huéng dan caa Hiép dinh my pham ASEAN;

¢) Dbi véi nguyén ligu 12 hdn hop (trir nuéc hoa va chat thom), co so phai
liét ké chi tiét ting thanh phan don 1é cAu thanh.

4. K& khai dong san pham c6 ciing cdng thic co ban:

a) COng thire co ban 1a cong thire dai dién bao gdm cac thanh phan quyét
dinh dang bao ché, tinh ning va do an toan cta san pham;

b) San pham cuing dong (Variants) la san pham c6 cong thire twong tu cong
thire co ban, chi khac nhau vé mau sac, mui huong hoic thanh phan phu trg khéng
1am thay dbi tinh nang va dang bao ché;

¢) Co quan quan |y phat hanh S6 quan ly dya trén cong thirc co ban va cac
ma dinh danh twong ng cua céac bién thé.

5. Cac trudng hop dugc 1ap chung mét Phiéu cong bé:

a) Bo san pham (Kit) khdng bén roi, c6 cling nhan hang, cha so hitu va
dong goi chung trong cung mot bao bi;

b) Bang mau (Palette) trong ciing mét dang san pham; cac san pham cuing
tén, cting dong c6 cong thirc trong tr nhau nhung khac mau sac hodc mui huong
(trur thudc nhudm toc).

biéu 17. Gidy ay quyen

1. N6i dung cua Giay uy quyen

Gidy uy quyen dugc lap bang tiéng Viét hoic tiéng Anh hoic song ngit Viét
- Anh (tham khao Mau s6 3 quy dinh tai Phu luc Il ban hanh kém theo Nghi dinh
nay), cO xac nhan cia ngudi dai dién ¢ tham quyén cua bén uy quyén va phai
bao gom tbi thiéu cac noi dung sau:

a) Thong tin tén, dia chi cia bén ty quyén va Co s cong bd;

b) Danh muc san pham hodc nhén hang duoc uy quyén;

¢) Pham vi ay quyén thuc hién céc tha tuc cong bd, thay d6i noi dung trén
Phiéu cong b va dua san pham ra luu thong trén thi truong;

d) Thoi han ty quyén;

d) Cam két cua bén uy quyén trong viéc cung cap Kip thoi, day du dir liéu
ky thuat; trach nhiém cua Co s¢ cong b trong viéc thiét lap, luu gitt va cap nhat
Ho so PIF theo quy dinh tai Piéu 23 va Diéu 42 Nghi dinh nay.

2. Gia tri phap ly va giai quyet bién dong vé ty quyén:

a) Chép nhan Giay uy quyén dudi dang dit liéu dién tir co chit ky sb hoac
ban gidy duoc hop phéap hda 1anh su theo quy dinh, trir truong hop cé thé tra cau,
Xac thuc truc tuyén theo quy dinh tai Biéu 20 Nghi dinh nay;
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b) Truong hop xay ra tranh chap, cham duat uy quyén hoac cé phan quyét
Clia co quan c6 tham quyen co quan phat hanh S6 quan 1y cin ¢ cac van ban
phap 1y c6 lién quan dé xtr ly trang théi caa S6 quan ly trén hé théng dit liu qudc
gia theo quy dinh.

Piéu 18. Gidy ching nhan lwu hanh tw do va c&c hinh thic tai liéu xac
nhan trang thai lwu hanh d6i véi my pham nhap khau

1. Quy dinh chung vé Giay ching nhan luu hanh ty do (CFS):

a) CFS.phai dap ung quy dinh cia phap luat vé quan Iy ngoai thuong va
con hiéu lue tai thoi diém phat hanh Sé quan ly. Truong hop CFS khéng ghi thoi
han hiéu luc, vin ban d6 phai dugc cap trong thoi han khdng qué 24 thang keé tur
ngay cap;

b) Co sé cng bé c6 trach nhiém duy tri tinh hop phap va hiéu luc caa CFS
hodc tai liéu thay thé trong sudt qua trinh luu thong san pham theo quy dinh tai
Diéu 42 Nghi dinh nay.

2. Céc truong hop mién nop CFS:

a) My pham san Xuét tai cac nudc thanh vién Hiép dinh my pham ASEAN;

b) M§ pham san xuét tai cac qudc gia ma Viét Nam c6 cam két khong yéu
cau CFS theo DPiéu udc qubc té hoic Thoa thuan quéc té ma nudc Cong hoa xa
hoi chu nghia Viét Nam la thanh vién;

c) My pham san xuét tai co s¢ dap ang CGMP va da dugc co quan c6 tham
quyén nudce san xuat hodc nudc xuat khau cap Sé quan Iy hoic van ban cho phép
lwu hanh theo quy dinh tai Diéu 19 Nghi dinh nay.

3. Tai liéu thay thé CFS:

Truong hop khong c6 CFS, Co s& ¢ong bd duoc lva chon nép mat trong
c4c tai liéu thay thé c6 gia tri phap 1y tuong duo’ng sau:

a) Van ban xac nhan cua co quan, t6 chtrc co tham quyén vé viéc san pham
duogc phép luu hanh va co so san xuat dap tng CGMP hodc tiéu chuan tuong duong;

b) Bang chiing vé trang thai luu hanh cta san pham va théng tin x4c nhan
co s& san xuat dap ing CGMP duoc trich xuat, xac thyc tir hé thong dit liéu dién
tr cha co quan quan 1y nudc sé tai hoac té chire qudc té lién quan theo quy dinh
tai Diéu 20 Nghi dinh nay.

Piéu 19. Tai liéu chirng minh diéu kién san xuit my pham déi véi co
&' San XUt nwéc NGoAi

1. Cac loai tai liéu chung minh dap tng CGMP:

a) Gidy chiing nhan dap @ng tiéu chuan CGMP-ASEAN, 1SO 22716 hoic
c4c tiéu chuan CGMP khéac duoc Bo Y té thira nhan theo quy dinh tai Hiép dinh
my pham ASEAN;

b) Vin ban xac nhan hoic bién ban kiém tra dinh ky (c6 két luan dat yéu
cau) cta co quan c6 tham quyén tai nudc san xuat hoic nude xuat khau vé viéc
co sO San xuat dap ttng CGMP.

2. Noi dung va gia tri phap ly:

a) Tai liéu phai thé hién tbi thiéu cac thong tin: Tén, dia chi co so san xuat;
noi dung xac nhan dap Gng tiéu chuan san xuat; co quan phat hanh va thdi han
hiu lyc. Truong hop tai lieu khong ghi chi tiét pham vi chang nhén thi ap dung
cho toan bo cac dang san pham my pham do co s d6 san xuat;
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b) Truong hop tai liéu khong ghi thoi han hiéu luc, gia tri phap Iy duogc tinh
la 36 thang ké tir ngay cap hoic ngay danh gia gan nhat ghi trén tai liéu;

¢) Co s& ¢ong b co trach nhiém duy tri tinh hop phap va hiéu lyc cua tai
liu chang minh CGMP trong sudt qua trinh luu thong san pham theo quy dinh
tai Diéu 42 Nghi dinh nay.

Piéu 20. Hinh thic va tinh phap ly caa gidy to do co quan, té chirc
nw6c NYoai cap

1. Giay-uy quyén, CFS, tai liéu ching minh diéu Kién san xuat va cac vin
ban phap 1y khac do co quan, t6 chirc nudc ngoai cap phai dap (g cac yéu cau sau:

a) La ban chinh hoac ban sao dugc ching thuc theo quy dinh phap luat Viét
Nam hoac phap luat nudc so tai;

b) bugc hop phap hoa lanh sy theo quy dinh, trir treong hop dugc mién
theo Piéu wéc qudc té ma Viét Nam la thanh vién hoic theo co ché quy dinh tai
khoan 2 Diéu nay.

2. Co ché xac thuc va chap nhan dit liéu dién tir:

Truong hop cac tai liéu dugce co quan c6 tham quyén nudc ngoai hoic to
chuc qubc té cong bd cdng khai trén hé théng dit liéu dién tir hodc cé chir ky sb
xac thyuc, Co sd cong bb duoc mién nop ban giay va mién hop phap hoa lanh sy,
ddng thoi phai thuc hién céc ndi dung sau:

a) Cung cap ma dinh danh tai liéu (néu c6), duong dan (URL) tra ciru tryuc
tiép va bang ching dit liéu tai thoi diém nop hd so;

b) Cam két va chiu trach nhiém toan dién trudc phap luat vé tinh chinh xac,
tinh toan ven va gia tri phap ly cua thong tin trich xuat;

¢) Truong hop dix lidu khdng hién thi bang tiéng Viét hoic tiéng Anh, Co
s& ¢dng bd cung cap ban dich theo quy dinh tai Khoan 3 Diéu nay.

3. Ngbn ngt:

a) Vian ban khdng trinh bay bang tiéng Viét hoic tiéng Anh phai ¢ ban
dich sang tiéng Viét duoc cdng ching hoic ching thuc theo quy dinh;

b) B4i véi dix liéu trich xuat tir hé théng dién tir hoac tai liéu di c6 ban gbc
tiéng Anh, Co s& ¢ng bd duoc tu dich va dong ddu xac nhan, dong thoi chiu trach
nhiém vé ndi dung ban dich.

4. Nguyeén tac quan ly rui ro va hau kiém:

a) Co quan tiép nhan thyc hién kiém tra tinh hop 1é cua ho so va khong thyc
hién viéc xé4c thyuc tinh phap ly cua tai liéu, dix liéu tai thoi diém phéat hanh Sé
quan ly;

b) Tréach nhiém vé tinh chinh xac, trung thuc va gia tri phap ly cua tai liéu
thuoc vé Co so cong bé theo quy dinh tai Diéu 42 Nghi dinh nay;

¢) Can ctr két qua thanh tra, kiém tra hoic gial quyét tranh chap, CO quan
quan ly thuc hién céc bién phap quan Iy rai ro, bao gdm viéc thu hdi Sé quan ly
trén hé théng co so dir lidu qudc gia vé my pham.

Chuong IV
QUAN LY SAN PHAM MY PHAM NHAP KHAU VA CAP GIAY
CHUNG NHAN LUU HANH TU DO CHO SAN PHAM MY PHAM
XUAT KHAU



15

piéu 21. Nhap khau my pham

1. My pham nhap khau d3 c6 Sé quan Iy dang & trang théi c6 hiéu luc trén
moi trudng dién tir theéo quy dinh tai Biéu 4 Nghi dinh nay duoc phép nhap khau
theo quy dinh ctia phap luat vé hai quan, trir trudng hop quy dinh tai khoan 2 Biéu
3 Nghi dinh nay.

2. Trudng hop nhap khau my pham khdng vi muc dich thuong mai quy dinh
tai Khoan 2 Piéu 3 Nghi dinh nay duoc mién thyc hién cong bd san pham; to
chuc, ca nhan thuc hién khai bao ho so hai quan kém theo cac tai liéu twong wng
sau day:

a)Poi vai my pham dung cho muc dich nghién ctu, kiém nghiém: Vin ban
X4c nhan cua to chiic, ca nhan nhap khau (truong hop co so dap tng CGMP hoac
c6 phong kiém tra chat lugng dat tiéu chuan 1SO 17025 hoic dap tng Thuc hanh
tét phong kiém nghiém thudc theo quy dinh caa phap luat vé Duogc) hodc vin ban
xac nhan cua co s nghién ctu, kiém nghiém duoc thué thuc hién co da nang luc
theo quy dinh. Vén ban xac nhan phai néu ro: Tén san pham tén va dia chi co so
san Xuat; s6 lwong mau; muc dich sir dung; thoi gian du kién thuc hién va cam két
vé nang luc nghién ctu, kiém nghiém;

b) Béi voi my phém trung bay tai hoi cho, trién 1am hozc tam nhap tai xuat:
Vin ban xac nhan cua don vi té chiic sy kién hoc tai liéu chitng minh viéc tham
gia hoi cho, trién 1dam. Vin ban phai néu rd: Tén san pham; tén va dia chi co so
san xuat; sb lugng mau; muc dich st dung va thoi gian dy kién thuc hién sy kién.
San pham phai dugc tai xuat hoac tiéu hay sau khi két thic su kién theo quy dinh
cua phap luat;

¢) Béi véi my pham 1a qua biéu, qua tang hozc hanh Iy ca nhan: Thuc hién
theo dinh mac mién thué hién hanh;

d) Béi voi my pham phuc vy dbi twong hudng quyén vu dai, mién trir ngoai
giao: Danh muc hang héa c6 xac nhan cua co quan quan 1y nha nuéc vé ngoai
giao theo quy dinh cta phap luat.

3. Trach nhiém cua té chtc, ca nhan nhap khau my pham khong vi muc
dich thuong mai:

a) Chiu trach nhiém vé tinh chinh xac, trung thuc cua noi dung khai béo,
tai liéu cung cap cho co quan Hai quan va an toan, hiéu qua khi sir dung san pham;

b) Khong dugc phép kinh doanh, luu théng hoac chuyén nhuong trén thi
truong dudi moi hinh thic; treong hop khong sir dung hét hoac san pham hét han
su dung, phai thuc hién tiéu huy theo quy dinh cua phap luat vé moi truong;

¢) Chi duoc sir dung dung muc dich, d6i twong, sé luvong d khai bao va luu
gitr day du ho so, ching tir chuyén nganh lién quan dé phuc vu cong tac thanh tra,
kiém tra chat lwong khi ¢d yéu cau (ap dung ddi véi trudng hop quy dinh tai diém
a va diém b khoan 2 Diéu nay);

d) Chi dong bao cdo co quan quan 1y nha nudc vé y té va thuc hién cac
bién phap khic phuc khi phat hién san pham c6 dau hiéu gy mat an toan cho
nguoi st dung.

Pieu 22. Cap Giay chitng nhan lwu hanh tw do déi véi my pham san
Xuat trong nuéc
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1. Uy ban nhan dan cap tinh hoic co quan chuyén mén duoc Uy ban nhan
dan céap tinh phan cap thuc hién cap Gidy chiing nhan leu hanh ty do (sau dy viét
tat 1a CFS) dbi véi my pham san xuit trén dia ban quan 1y da duoc cap S6 quan
ly dang & trang thai cohiéu luc trén Hé thong co so dit liéu vé my pham hoic cac
hé théng thong tin dién ti theo quy dinh tai Piéu 4 Nghi dinh nay.

2. Vin ban dé nghi cap CFS theo MAiu s6 04 Phu luc 11 ban hanh kém theo
Nghi dinh nay.

3. Trinh tu, thu tuc:

a) Sau khi co s nop hd so theo quy dinh tai khoan 2 Diéu nay, trong thoi
han 03 ngdy lam viéc ké tir ngay co sé hoan thanh viéc nop phi theo quy dinh cua
phap luat'vé phi va Ié phi, co quan tiép nhan thuc hién cap CFS theo Mau s6 05
Phu luc Il ban hanh kem theo Nghi dinh nay;

b) Trinh ty, tha tuc cap lai, thu hdi CFS thyc hién theo quy dinh caa phap
luat vé quan Iy ngoai thuong;

¢) Viéc thuc hién tha tuc dé nghi va cap CES duogc thyc hién duéi hinh thirc
van ban gidy hoic dit liéu dién tir (ky s6) trén Hé thdng dich vu cong cua Uy ban
nhan dan cap tinh. Thong tin vé CFS sau khi phat hanh phai duoc dong bd, cap
nhat 1én Hé théng co sé dit liéu vé my pham hoic céc hé thong thong tin dién tir
theo quy dinh.

) Chuong V )
HO SO THONG TIN SAN PHAM,
GHI NHAN VA QUANG CAO MY PHAM

Piéu 23. Ho so thong tin san pham

1. Ho so PIF gdbm 04 phan theo hudng dan cua Hiép dinh my pham ASEAN
(Thanh phan chi tiét tai liéu quy dinh tai Phu luc IV ban hanh kém theo Nghi dinh
nay):

a) Phan I: Tai liéu hanh chinh va tém tat vé san pham;

b) Phan II: Dit liéu vé thanh phan va tiéu chuan chat luong nguyén liéu;

c) Phan I11: Dit liéu vé tiéu chuan chat lugng thanh pham va quy trinh san xut;

d) Phan IV: Béo céo danh gia an toan, bang chiing khoa hoc chitng minh
tinh ning va ho so nang luc cua Nguoi danh gia an toan.

2. Luu giit va quan ly hd so:

a) Co s cong bé luu gitt hd so PIF (dang dién tir hodc van ban) ké tir khi
c6 Sb quan ly; thoi gian luu gitr toi thiu 1a 03 nam ké tir ngay 16 san pham cudi
cung dua ra thi truong;

b) Déi vai tai lieu ki thuat bao mat, cha s hitu san pham c thé truc tiép
lwu gift va cung cap truc tiép cho co quan quan 1y nha nuéc khi ¢ yéu cau thanh
tra, kiém tra;

¢) Co sd cdng bd chiu trach nhiém dén dbc chi so hitu cung cap day du tai
liéu. Trudng hop hd so khong duoc cung cip theo quy dinh, Co sé cong bd chiu
trach nhiém toan dién theo quy dinh tai Diéu 42 Nghi dinh nay.

3. Thoi han cung cap hd so va tai liéu trich xuat:

a) Boi vai Phan |: Cung cap ngay khi kiém tra truc tiép hoic trong vong 24
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gio ké tir khi ¢ yéu cau trén mai truong dién tu;

b) Déi vai tai liéu trich xuat tir H6 so PIF (phuc vu kiém tra tir xa): Co so
cdng bé thuc hién cung cap tai liéu truc tuyén hoic truc tiép theo cac moc thoi
gian quy dinh tai Diu'30 Nghi dinh nay;

¢) Déi véi toan bo H0 so PIF (Phan Il, 111 va IV): Cung céap trong vong 30
ngay ké tir ngay c6yéu cau.

4. Cap nhat va xu ly vi pham:

a) Viéc cap nhat dit liéu ky thuat, CoA va cac thong tin thay do6i phat sinh
duoc thuc hién theo quy dinh tai Diéu 42 Nghi dinh nay:

b) Viéc khdng thiét 1ap, khong cap nhat H6 so PIF hodc noi dung Ho so PIF
khong dap ung quy dinh tai Nghi dinh nay va Hlep dinh my pham ASEAN la cin
ctr dé &p dung céc bién phép xi ly vi pham va thu hdi S6 quan Iy theo quy dinh
tai Nghi dinh nay.

Piéu 24. Yéu ciu d6i voi Bao cio danh gia an toan trong Ho so PIF

1. Bdo céo d4nh gia an toan san pham my pham quy dinh tai diém d khoan
1 biéu 23 Nghi dinh nay phai duoc thuc hién va ky xac nhan boi ngudi ¢6 trinh
d6 dai hoc tré 1én thuoc mot trong cac chuyén nganh: Y hoc, Duoc hoc, Hoa hoc,
Sinh hoc hoic Poc chat hoc; ¢6 kién thiic chuyén mon vé danh gia an toan my
pham va cac quy dinh k§y thuat tai Hiép dinh my pham ASEAN.

2. Tai liéu minh chtng ning lyc cta ngudi ky béo céo 1a thanh phan khong
tach roi cia HO so PIF, bao gdm: Vin ban x&c nhan 1a nhan sy chuyén trach tai
bo phan nghién ctru va phét trién (R&D) hoic kiem soét chat lugng (QC) ca co
s& san xuat dap tng CGMP; hoic chitng nhan hoan thanh chuong trinh dio tao Ve
danh g1a an toan my pham do cac co so dao tao dap ing quy dinh ctia Bo Y té cap
hoic cé4c chung chi quéc té duge Bo Y té cong bd thura nhan.

3. Khung chuong trinh dao tao va cap nhat kién thirc do Bo truong Bo Y té
ban hanh 1 can ct ky thuat dé déi chiéu tinh phd hop cia Ho so PIF trong qué
trinh luu giit va kiém tra theo quy dinh tai Biéu 30 va Diéu 31 Nghi dinh nay.

Piéu 25. Ghi nhan san pham my pham

1. Nguyén tic chung:

Nhan san pham m§ pham tuan tha Hiép dinh my pham ASEAN va phap luat
vé nhan hang hoa. Thong tin trinh bay phai rd rang, dé doc va khdng thé tay xda.

2. Noi dung bat buoc:

Nhan san pham phai thé hién day du céc noi dung: (a) Tén va tinh ning; (b)
Huéng dan sir dung; (c) Danh muc thanh phan (INCI); (d) Xuét xa; (d) Pinh
luong; (e) T chire, ca nhan chiu trach nhiém dua san pham ra thi truong; (g) S6
16 san xuat; (h) Ngay san xuat hoac Han dung; (i) Luu y va canh bo an toan.

3. Vi tri va hinh thirc trinh bay n6i dung bat budc:

a) Noi dung bat budc phai xuat hién trén bao bi ngoai. Truong hop khong
c6 bao bi ngoai, cac noi dung nay phai ghi trén bao bi tlep xuc truc tiép:

b) Truong hop dién tich bao bi ngoai khong du dé ghi S6 16 san xuat, noi
dung nay duoc ghi trén bao bi tiép xdc truc tiép;

¢) Truong hop dién tich nhan vat 1y khong da dé ghi Huéng dan st dung
va Luu ¥ canh bao, cac noi dung nay dugc thé hién thdng qua to hudng dan, the
bai, bang dan dinh kém hodc dit lidu dién tir (Ma QR/H6 chiéu sb san pham). Trén
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nhan vat ly phai c6 ky hiéu chi dan hoic théng tin din chiéu dén céac hinh thic
dinh kém nay.

4. Tich hop dit liéu dién tir va truy xuat ngudn gbc:

a) Ho chiéu sb san pham hodc ma dinh danh dién tir thay thé cho cac hinh
thac ban gidy quy dinh tai diém ¢ khoan 3 Biéu nay;

b) S6 quan 1y san pham m§ pham va dit liéu truy xuat nguon goc theo phap
luat vé nhan hang hoa dugc tich hop trong Ho chiéu s6 san pham hodc ma dinh
danh dién tir trén nhan; khdng bat budc in cac thong tin nay dudi dang van ban
trén nhén vat ly;

c) Dit liéu trén Ho chiéu s san pham phai dong bo voi Hé théng co s dir
liéu vé my pham theo quy dinh tai Diéu 4 Nghj dinh nay.

5. Su théng nhat noi dung va tai liéu chimg minh tinh ning:

a) Noi dung vé tinh nang, cong dung, hinh anh trén nhan vat ly va dir liéu
dién tir phai thong nhat véi hd so cong bd san pham va Ho so PIF;

b) Cac ndi dung vé hiéu qua san pham (claims) phai c6 tai liéu, bang ching
khoa hoc tai H6 so PIF.

Piéu 26. Quang cao san pham my pham

1. San pham my pham duoc quang céo khi ¢6 S6 quan ly & trang thai co
hiéu lyc trén Hé thong co so dit liéu vé my pham hoic cac hé thong thong tin dién
tir theo quy dinh tai Biéu 4 Nghi dinh nay.

2. Noi dung quang cao my pham phai tuan thu quy dinh cua phap luat vé
quang c&o va bao dam cac yéu cau sau:

a) Phu hop véi tinh ning, cong dung da ké khai; cac ndi dung cam két vé hiéu
qua phai c6 tai liéu, bang chiing khoa hoc chitng minh tai Ho so PIF;

b) Thé hién rd Sb quan ly caa san pham:;

¢) Bdi véi san pham ding chuyén nghiép: Phai ghi rd d6i tuong st dung 1a
nguoi c6 trinh d6 chuyén mon hoac tai co s chuyén mon phu hop; khong quang
c4o, huéng dan hoic khuyen khich nguoi tiéu dung tu st dung tai nha dbi vai san
pham co6 nguy co gay mat an toan néu dung khong ding quy trinh k§ thuat.

) Chuong VI . .
KIEM TRA, GIAM SAT VA BAO bAM AN TOAN,
CHAT LUQNG MY PHAM

Piéu 27. Phan loai mirc dd nguy co theo loai hinh my phﬁm

1. Viéc phan loai mtc do nguy co 14 cong cu nghiép vu nham xéc dinh doi
tuong kiém tra trong diém, tan suat va mic do6 thanh tra, giam sat chat luong; khong
lam phaét sinh thanh phan Ho6 so PIF, khong tang tha tuc hanh chinh va khéng anh
hudng dén quyén binh dang trong lru théng san pham caa doanh nghiép.

2. Mtic d6 nguy co duoc xac dinh trén co so dic tinh thanh phan, doi tuong
st dung, ving tiép xac, phuong thic sir dung, lugng phoi nhidém hé thong du kién
(SED), bién d¢ an toan (MoS), lich sir tuan tha va théng tin an toan thuc té. Truong
hop san pham thoa man tiéu chi thuoc nhiéu nhom thi phan loai theo nhém c6
mirc d6 nguy co cao nhat.

3. Bo truong Bo Y té ban hanh, cap nhat Danh muc dinh danh céc loai hinh
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my pham theo muc do nguy co A (cao), B (trung binh), C (thap) kém theo ma HS
tuwong tng; huéng dan chi tiét phuong phép tinh SED, MoS va cach thirc ap dung
Danh muc trong cdng tac thanh tra, kiém tra.

4. Tiéu chi phan-loai mirc d6 nguy co lam can ctr ban hanh Danh muc tai
khoan 3 DPiéu nay duoc quy dinh cu thé nhu sau:

a) Nhom A (Nguy co cao): My pham diung cho tré em dudi 03 tudi, tiép
xuc ving niém mac, ding cho da nhay cam hoic san pham ding chuyén nghiép;
c6 chtra thanh phan thudc Phu luc 11 Hiép dinh my pham ASEAN véi nong d6
dat tir 90% dén gidi han tdi da cho phép; c¢6 @0 pH < 3,5 hodc > 10,0, st dung vat
liéu nano, &p dung cdng nghé tang tham thau hodc co nguy co phoi nhiém qua
duong hd hap c6 canh bao qudc té, bao cao bién cd bat loi nghiém trong hoic co
& san’xuat c6 vi pham chét lwong nghiém trong trong vong 24 thang.

b) Nhém B (Nguy co trung binh): My pham dung cho tré em tir 03 tudi tro
lén, tiép xtic ving da théng thuong hoac san pham loai luu lai (leave-on); c6 chira
thanh phan thuoc Phu luc 111 Hiép dinh m§ pham ASEAN véi nong d6 dat tir 50%
dén dudi 90% gigi han tdi da cho phép; co @6 pH tir 3,5 dén dudi 5,5 hoic tir 8,5
dén du6i 10,0, 1a san pham luu lai théng thuong hodc san pham chéng ning dang
kem, nhil trong, gel; cac truong hop khdng thugc dién canh bao cua Nhém A.

¢) Nhom C (Nguy co thap) M§ pham dung cho ngudi 16n, ving tiép xuc
khu trd (mdng, téc) hoac san pham loai rura troi (rinse-off); c6 chua thanh phan
thudc Phuy luc 111 Hiép dinh my pham ASEAN véi nong do dat dudi 50% gidi han
t61 da cho phép; c6 d6 pH tir 5,5 dén 8,5, 1a san pham loai rira troi hoic o tan suat
str dung khong thuong xuyén; dugc san xuat tai co sé ¢d lich sir tuan tha tét, dap
ttng CGMP va khéng c6 vi pham chat lugng trong 12 thang gan nhét.

Piéu 28. Kiém tra, giam sat chit hrong va an toan my pham luu thong

1. Viéc kiém tra, giam sat chat lwong va an toan my pham thuc hién trén co
s& quan 1y rai ro ddi véi san pham da co6 S6 quan ly dang luu thong. Co sd cong
bé chiu trach nhiém toan dién vé tinh an toan, chat luong san pham va duy tri Ho
so PIF sén c6 dé phuc vu cong tac kiém tra.

2. Co quan quan 1y nha nuée 1ap ké hoach kiém tra, giam sat dwa trén phan
loai mic d6 nguy co quy dinh tai Diéu 27 Nghi dinh nay; trang thai dap tng
CGMP; lich sir tuan thu phap luat, két qua kiém tra chat luong, bao cao bién cb
bat lgi (ADR); thdng tin canh bao qudc té va dit lidu khéi lugng, tan suat luu thong
san pham.

3. Céc bién phéap thyuc hién bao gébm: kiém tra hd so cong bd va trich xuét
dir liéu ki thuat tir H5 so PIF trén moi trudng dién tir; kiém tra truc tiép hoac truc
tuyén tai co s& cong bd, san xuat, kinh doanh; 1ay mau kiém nghiém chit luong
san pham.

4. Bién phap quan 1y rai ro va phan loai dugc diéu chinh nhu sau:

a) Giam tan suat hoac mién kiém tra dinh ky déi v&i san pham va co sé ¢é
lich st tuan tha phap luat tir 24 thang lién tuc tro 1én, dap itng CGMP va chirng
minh duogc bién do an toan (MoS) cao, lugng phoi nhiém hé thong (SED) thap tai
Hb so PIF;

b) Piéu chinh giam muc d6 giam sat twong duong voi nhém nguy co thap
hon cho cac ky tiép theo néu co s chimg minh duoc san pham cé do an toan cao
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va lich sir tuan thu tot;

c) Tang tan suat kiém tra, giam sat hodc dwa vao Danh muc kiém soat trong
diém khi phat hién vi pham vé chat luong, an toan hoic gia mao dit liéu hd so;

d) Duy tri phan‘oai Nhom A va tan suat kiém tra & mac cao nhét, khdng
ap dung co ché giam'tan suat hodc diéu chinh nhom nguy co ddi véi my pham
danh cho tré em dirdi 03 tuoi.

5. Kiém soat trong diém ddi véi co sé vi pham:

a) Co quan quan 1y nha nudc dua co sd vao Danh muc kiém soét trong diém
khi thugc mot trong cac truong hop: vi pham nghiém trong vé chat lugng, an toan;
c6 bién cb bat loi nghiém trong; c6 tir 03 két luan vi pham trong 12 thang lién tuc;
gia mao-di liéu, hd so; khong thyc hién trach nhiém xac thuc chat luong hoic cap
nhat dit liéu dinh danh sd;

b) Co s& thuoc Danh muc kiém soat trong diém phai thuc hién giam sat
tang cuong, bao gdm kiém nghiém tai don vi doc lap duoc chi dinh trong thoi
gian tir 06 dén 12 thang:

¢) Co quan quan 1y nha nude danh gia lai lich sir tuan tha va két qua khac
phuc dé xem xét dua co so ra khoi Danh muc kiém soét trong diém sau thoi han
quy dinh tai diém b khoan nay.

6. Bo truong Bo Y té quy dinh chi tiét tiéu chi phan tich rai ro, danh muc
chi tiéu an toan bat bugc, ty 1& lay mau twong Gng Véi tirng nhom nguy co A, B,
C; quy trinh &p dung Danh muc kiém soét trong diém, cac phuong phap k§y thuat
xéac dinh chi s6 an toan (MoS, SED) va cac bién phap can thiét khac dé bao dam
hiéu qua cong tac kiém tra, giam sat chuyén nganh.

Piéu 29. Kiém tra ho so' cong bd sin pham m§ pham

1. Viéc kiém tra hd so cong bd da duoc phat hanh Sé quan ly thyc hién
thong qua tinh nang ra soat tu dong cua He thong co so dit liéu vé my pham két
hop ra soat truc tiép. Doi tuong kiém tra bao gdbm hd so moi phat sinh va ra soat
dinh ky hd so hién hitu nham dam bao tinh chinh xac, thong nhét cua dir liéu.

2. Co quan quan 1y nha nude phan ludng kiém tra hd so mai dya trén mirc
dd nguy co va lich st tuan thu:

a) Ludng wu tién: Ap dung d6i v6i san pham Nhém B, Nhém C cia co s
dap tng CGMP va khong c¢6 vi pham trong 12 thang gan nhét. Ty 1é kiém tra
khong quéa 10%; mién ra soat hod so ddi véi san pham Nhom C cia co sé dap tng
CGMP va khong c6 vi pham trong 24 thang lién tuc;

b) Ludng tiéu chuan: Ap dung cho co s méi hoat dong dudi 12 thang hodc
san pham Nhom B, C cua co s¢ chua dap tng CGMP. Ty 1é kiém tra xac suat tir
30% dén 50%;

¢) Ludng kiém soat: Ap dung dbi voi 100% hd so san pham Nhom A va co
s& thudc Danh myc kiém soat trong diém thong qua tinh ning tu dong cia hé
théng két hop ra soat truc tiép.

3. Viée ra soat ho so di duoc tiép nhan trudc ngay Nghi dinh nay ¢6 hi¢u
luc thuc hién dinh ky dua trén phan tich rai ro ky thuat, uu tién san phém Nhom
A, co s& ¢6 lich st vi pham va ho so thiéu déng bo dit liéu. Két qua ra soat la can
ctr chuan hoéa dit liéu dinh danh sé san pham (DPP) va phuc vu phan cip quan ly
theo 10 trinh.



21

4. Noi dung kiém tra tap trung vao tinh hop phép, thoi han gidy to phap 1y;
d6i chiéu tu dong cong thirc thanh phan v6i danh muc chit cAm, chét gi6i han
theo Hi¢p dinh my pham ASEAN va tinh phu hop cua cong dung, dang san pham.

5. Viéc kiém tra'hd so quy dinh tai khoan 2 Piéu nay thyc hién ké tir ngay
phéat hanh S6 quan 1y va hoan thanh trong thoi han: 30 ngay d6i v6i san pham Nhom
A; 90 ngay d6i voicsan pham Nhom B va 180 ngay ddi v6i san pham Nhom C.

6. Bién phap xtr 1y két qua kiém tra:

a) Tu dong cap nhat trang thai "Da ra soat" trén H¢ thong co s& dit liu vé
m¥ pham déi v6i hd so dat yéu cau.

b) Thong bao yéu cau giai trinh hodc dinh chinh thong tin hanh chinh trong
15 ngaylam viéc ddi véi truong hop co thong tin chua thong nhat nhung khong
anh huéng dén an toan san pham; khong tam dimg S6 quan 1y trong thoi gian nay.

¢) Thu hoi S6 quan 1y va xir 1y vi pham ddi v6i truong hop gia mao tai liéu hodc
san pham c6 thanh phan khong dugc phép st dung trong my pham hodc vuot giéi han
néng dd, ham luong cho phép tai cac Phu luc cia Hi¢p dinh my phém ASEAN.

Piéu 30. Kiém tra tir xa tai liu trich xuét tur H(‘) so PIF

1. Co s6 cong bd cung cip tai liéu trich xudt tir Ho so PIF theo yéu cdu cua
co quan quan 1y nha nudc truc tuyen qua H¢ théng co so dir liéu vé my pham hoic
bang vin ban. Tai liéu trich xuat bao gdm: Bao c4o danh gia an toan va tai liéu
nang lyc nguoi ky bao cao; CoA cua 16 dang luu thong va tom tit quy trinh san
xuat; Tom tat bang ching khoa hoc chimg minh cdng dung va nhan san pham.

2. Céac dbi tugng kiém tra trong diém bao gdm: san pham danh cho tré em
dudi 03 tudi; co sé thuéc Danh muc kiém soat trong diém; san pham chira vat lidu
nano, cong nghé ting tham thau hoic nguy co phoi nhiém qua ho hap; san pham
c¢6 dau hiéu vi pham hoic theo canh bao quéc té.

3. Noi dung kiém tra tap trung vao viéc ddi chiéu sy thong nhét cong thirc
giita B4o c4o an toan va dit liéu cong bd; kiém tra tinh twong thich cua S6 16, ngay
san xuét trén CoA véi thuc té luu thong; xac nhan cac chi s6 an toan (vi sinh, kim
loai nang) dat giéi han quy dinh; d6i chiéu nang lyc ngudi ky bao céo theo Piéu
24 va tinh twong thich ctia bang chtng khoa hoc v6i ndi dung quang cdo, ghi nhan.

4. Trinh tu kiém tra d6i voi san pham cho tré em duéi 03 tudi, san pham co
canh bao, dau hiéu vi pham va san phém Nhom A cua co s& thudce dién kiém soat
trong diém:

a) Trong thoi han 45 ngay ké tir ngay phat hanh S6 quan 1y, co quan quan
Iy nha nudc ban hanh yéu cau cung cap tai liéu trich xuat;

b) Trong thdi han 07 ngay lam viéc ké tir ngay thong bao, co s cong bd
thuc hién cung cép tai li€u truc tuyén;

¢) Trong thoi han 30 ngay ké tir khi nhan du tai liéu, co quan quan 1y thong
bao két qua kiém tra.

5. Dbi véi cac san phém con lai, viée kiém tra thyc hién theo nguyén tac
xéc suat hoic khi phat hién nghi van:

a) Thoi han cung cap tai liéu 13 15 ngay dbi vOi san pham Nhom B va 20
ngay doi véi san pham Nhom C ké tir ngdy c6 yéu cau;

b) Trong thoi han 45 ngay ké tir khi nhan du tai liéu, co quan quan 1y thong
bao két qua kiém tra.
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6. Bién phap xtr 1y két qua kiém tra:

a) Cap nhat trang thai thong tin trén H¢ théng co s& dir liéu vé my pham
d6i voi ho so dat yéu cau;

b) Thuc hién kiém tra truc tiép tai co sé theo Diéu 31 Nghi dinh nay néu
dir liéu cung cap khong day du, thong tin chua thong nhét hodc co sé khong cung
cép tai liéu dung han;

¢) Thu h6i SO quan 1y va xir Iy vi pham ddi véi truong hop gia mao tai lidu, khong
thiét 1ap H6 so PIF, san pham c6 thanh phan thuéc Phu luc IT hodc vuot gidi han nong
do, ham luong cho phép quy dinh tai cac Phy luc cia Hi¢p dinh my phiam ASEAN.

7. B6 truong Bo Y té quy dinh chi tiét phuong phap kiém tra tai liéu, chuan
hoa dinh dang dit liéu dién tir truc tuyén va co ché thira nhan két qua tir cac t6
chtrc chuyén mon doc 1ap.

Piéu 31. Kiém tra chuyén nganh tai co sé

1. Kiém tra chuyén nganh duoc thuc hién truc tiép d6i voi co so cong b,
san xudt, nhap khau va kinh doanh my pham nhiam xac thyc viéc tuan thi cic quy
dinh vé diéu kién hoat dong, chat luong va an toan san phém.

2. Viéc kiém tra thuc hién theo ké hoach hodc dot xuit dya trén tiéu chi rai
ro tai Piéu 28 va két qua kiém tra tir xa quy dinh tai Diéu 29, Piéu 30 va két qua
kiém tra chat luong quy dinh tai Piéu 32 Nghi dinh nay. Khéng kiém tra lai cac
ndi dung da dat yéu cau khi kiém tra tir xa, trir truong hop ¢6 ddu hiéu vi pham
hodc can xac thuc ban géc tai liéu va hién trang thuc té tai co s9.

3. Noi dung kiém tra thuc hién theo quy dinh cta phap luat vé kiém tra
chuyén nganh va céc trong tam sau:

a) DPbi véi co so cong bd: Kiém tra thyc té hé théng Ho6 so PIF gbc; ddi
chiéu hé théng truy xuét ngudn gdc; kiém tra didu kién bao quan va viéc thyc hién
bao cao bién cb bat loi (ADR).

b) Dbi v6i co so san xuat: Kiém tra viéc duy tri CGMP hoic diéu kién san
xudt; kiém soat quy trinh san xuat va ho so 16 san pham.

¢) DBbi voi co sé nhap khau va kinh doanh: Kiém tra diéu kién bao quan,
tinh nguyén ven cua hang hoa, chimg tir ngudn gc va han st dung san phém

4. Can clr yéu cau quan ly rui ro hodc khi ¢6 canh bao quoc té, BO Y té thuc
hién xac thuc dleu kién san xuét tai nudc ngoai thong qua kiém tra ho so k¥ thuat,
kiém tra truc tuyén hodc kiém tra truc tiép. Uu tién thira nhan két qua danh gia
clia cac co quan quan 1y hodc to chic qudc té uy tin ma Viét Nam 1a thanh vién
hodc c6 thda thuan thira nhan 1an nhau.

5. Bién phap xur 1y két qua kiém tra:

a) Thuc hién phan loai hanh vi va ap dung bién phap quan ly hanh chinh
chuyén nganh (thu hdi san pham, thu hdi S6 quan 1y, ngimg tiép nhan hd so cong
bd) theo quy dinh tai Chuong VII Nghi dinh nay;

b) Chuyén hé so cho co quan c6 tham quyén xir phat vi pham hanh chinh theo
quy dinh tai Nghi dinh ctia Chinh phu dya trén két luan kiém tra chuyén nganh;

¢) Trudng hop phat hién hanh vi c6 dau hiéu tdi pham gia mao ho so, dir
li¢u ky thuat, kinh doanh my phém gid va cac dau hiéu vi pham hinh sy khac:
Chuyén hé so cho co quan c6 thAm quyén dé truy cru trach nhiém hinh su theo
quy dinh.



23

Piéu 32. Kiém tra va giam sat chat lwong my pham hru thong

1. Hinh thtrc va ndi dung kiém tra chat lugng:

Co quan quan Iy nha nudc thanh lap doan kiém tra thue hién kiém tra chat
luong my pham luu théng theo quy dinh cua phap luat vé chat luong hang hoa.
Viéc kiém tra vu tién'ddi véi co so cong bd va co sé san Xuat theo ti€u chi quan
1y rti ro tai Piéu 28 Nghi dinh nay. Noi dung kiém tra bao gbm:

a) Boi véi co so san xuat: Kiém tra viéc thuc hién quy trinh kiém soat chat
luong 16; ddi chiéu két qua kiém nghiém xuat xudng véi tiéu chuén tai Ho so PIF;
kiém tra ho so' 16 va diéu kién bao quéan thyc té;

b) Bdi v6i co sd cong bo Klem tra CoA tung 16; kiém tra viéc duy tri mau
luu va hé thong ho so truy xuit ngudn goc

¢) Bdi v6i co so kinh doanh: Kiém tra diéu kién bao quan, tinh nguyén ven
cua bao bi, nhan mac, han sir dung va chung tu ngudn gbc xuat xir.

2. X1 Iy vi pham trong qua trinh kiém tra:

Truong hop phat hién vi pham, co quan quan 1y nha nude thyc hién:

a) Xt phat vi pham hanh chinh theo thAm quyén va trinh ty phap luat;

b) Ap dung bién phap ngin chian bao gébm: Tam dimg luu thong 16 san
pham; niém phong hang héa. Trudng hop co 1§y mau kiém tra, viéc tam ding luu
thong phai dugc ghi 16 trong bién ban dé cho két qua xu ly. Mau lay kiém tra gui
co so kiém nghiém dugc chi dinh dé kiém tra chat luong. Xir 1y két qua kiém
nghiém d6i vi mau ldy kiém tra chat luong theo quy dinh tai Khoan 4 Diéu nay.

3. Giam sat chat luong my pham:

a) Co so kiém nghiém nha nudc thyc hién 1dy mau giam sat dinh ky theo
ké hoach dya trén tiéu chi rii ro tai Didu 28 Nghi dinh nay. Ut tién giam sat nhom
nguy co cao va san pham danh cho tré em dudi 03 tudi;

b) Ddi voi co sé thude Danh muc kiém soat trong d1ém: Co s6 kiém nghi¢m
nha nuéc thuc hién phdi hop ldy mau giam sat theo ty 1& quy dinh tai khoan 6
Diéu 28 Nghi dinh nay.

4. Xir 1y két qua kiém nghiém khéng dat:

Truong hop két qua kiém nghiém khéng dat, co so kiém nghiém béo céo
co quan quan 1y nha nude trong thoi han 03 ngay 1am viéc dé thyc hién:

a) Ban hanh ngay quyét dinh dinh chi luu hanh, thu hoi toan qudc san phém
va ap dung cac bién phap xtr Iy theo quy dinh tai Chuong VII Nghi dinh nay d6i
v&i cac truong hop: mau klem tra chat luong c6 thanh phan thudc danh muyc khong
duge st dung hodc c6 nong do, ham luong vuot gio1 han cho phep quy dinh tai
cac Phu lyc cua Hi¢p dinh my pham ASEAN hodc mau kiém tra chat 13y tai co s
cong bd, co sé san xuét 1a my pham gia theo quy dinh tai diém d khoan 3 Diéu 36
Nghi dinh nay, hoac my pham khong dat chat luong;

b) Pi voi vi pham khac: Tam dung luu thong 16 san pham dé k1em nghiém
mau luu. Yéu ciu co sd cong b6 phdi hop vai co SO san xudt cung cap mau luu
trong thoi han 15 ngay ké tir ngay nhan van ban yéu cau dé gui co sé kiém nghiém
duoc chi dinh kiém nghiém xéc thuc. Trudng hop co so khong cung cap mau luu
hodc mau luu ¢ két qua kiém nghiém khong dat, xir 1y theo quy dinh tai diém a
Khoan nay. Truong hop mau luu dat yéu cau, thuc hién thu hdi, tiéu huy dbi véi
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mAu vi pham tai co s¢ 1y mau va xa 1y vi pham hanh chinh ddi véi co s kinh
doanh mau san pham vi pham theo quy dinh.

5. Bo truong Bo Y té quy dinh chi tiét tidu chi chi dinh co s kiém nghiém,
quy trinh 14y mau, phuong phap thir nghiém va xir 1y tranh chap két qua kiém
nghiém.

Piéu 33. Kinh phi ldy miu va gia dich vu kiém nghiém my phim

1. Nguon kinh phi va trach nhiém hoan tra

a) Kinh phi phuc vu hoat dong 1ay mau va kiém nghiém chat luong my
pham do coquan nha nude c6 thim quyén chi tra tir du toan ngan sach hang nim
theo quy dinh ctia phap luat vé ngan sach nha nudc va quan 1y kinh phi hoat dong
kiém tra‘cht luong my phém

b) Truong hop mau kiém nghiém khong dat tiéu chuan chat lugng hoic vi
pham quy dinh vé an toan, Co so cong b c6 trach nhiém hoan tra toan bo chi phi
mua mau va kiém nghiém cho co quan thuc hién kiém tra trong thoi han 30 ngay
Kké tur ngay nhan dugc thong bao két qua;

¢) Viéc hoan tra kinh phi chi ap dung dbi véi két qua kiém nghiém duoc
thuc hién theo phuong phép thir do Bo truéng Bo Y té quy dinh hodc thtra nhan.

2. Chi phi kiém nghiém phuc vu giai quyét khiéu nai, to céo

a) Két qua kiém nghiém dat yéu cau: Nguoi khiéu nai, t6 cdo chiju chi phi;

b) Két qua kiém nghiém khong dat yéu cau: Co so cong bo chiu chi phi.

3. Co ché gia dich vu kiém nghiém va quy dinh chuyen tiép

a) Gia dich vu kiém nghiém my pham do co SO kiém nghiém tu xac dinh,
niém yét va cong khai theo quy dinh ctia phap luat vé gia;

b) Bo truong Bo Y té ban hanh dinh muc kinh té - k§ thuat 1am can ctr dé
cac co so kiém nghiém nha nuée xdy dung gia dich vu phuc vu quan 1y nha nudc
va quyét toan ngan sach;

¢) Trong thoi gian chua ban hanh dinh murc riéng, cac co sé kiém nghiém
nha nudc duoc van dung dinh mire kinh té - ky thuat va gia dich vu tuong duong
trong linh vuc dugc pham hoic cac linh vuc chuyén mon gan nhat.

4. Trach nhiém phdi hop va ching tir dién tir

a) Viéc mua mau trén moéi truong dién tir thyuc hién theo quy trinh giao dich
thuong mai dién tir. Chimg tir thanh toan dién tir va hinh anh, video xac thyc qua
trinh 14y miu, niém phong 1a cin cu phap ly dé quyét toan kinh phi ngan sach;

b) T6 churc, ca nhan san Xuat, cong b, kinh doanh c6 trach nhiém phdi hop
cung cap mau khi c6 yéu cau. Hanh vi can tro, tir chdi phdi hop phai duoc 1ap
bién ban va xur ly vi pham hanh chinh.

5. Bién phép ngédn chan va xur ly vi pham

a) Pbi voi co s¢ ban 1é: Tam ding luu thong 16 san pham va xir phat vi
pham hanh chinh;

b) Péi v6i Co s6 cong bd hodc co s san xuat: Tam ding hién thi hi¢u lyc
S6 quan 1y trén hé thong cho dén khi thuc hién xong nghia vu cung cap mAu;

¢) P6i voi hanh vi khéng hoan tra kinh phi kiém nghiém: Tam ding hiéu
lue S6 quan 1y va ap dung bién phap ngimg tiép nhan ho so cong bd méi theo quy
dinh tai Diéu 39 Nghi dinh nay;
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d) Bi¢n phap ngan chan dugc do bo ngay sau khi co s& hoan thanh nghia
vu va khic phuc vi pham.

Pi¢u 34. H¢ thong bao cio bién co bat lgi ciia my pham

1. Trach nhiém thiét 14p hé thdng canh giac my pham:

a) Co s& cong bo thiét 1ap va duy tri hé thdng ghi nhn, theo ddi bién cb bat
loi d6i voi tat ca san pham da phat hanh S6 quan 1y;

b) Bién cd bat loi, bién ¢ bat lgi nghiém trong phai duoc téng hop va luu
trir trong Hb so PIF.

2. Khi nhan duoc thong tin vé bién cb bat loi nghiém trong, co s& cong bd
c6 trach nhiém bao céo vé B Y té (B&o céo theo Mau sé 1 quy dinh tai Phu luc
V ban hanh kem theo Nghi dinh nay) theo quy trinh va thoi han sau day:

a) Truong hop tir vong hoic de doa tinh mang: Béo céo ban dau trong thoi
han 48 gid; bao cdo day du trong thoi han 07 ngay lam viée ké tir ngay bao céo
ban dau;

b) Céc bién cb bat loi nghiém trong khac: Bao cdo ban dau trong thoi han
07 ngay lam viéc; bao céo day du trong thoi han 15 ngay ké tir ngay nhan dugc
thong tin.

3. Trach nhiém phdi hop va bao mat thong tin:

a) Co s& san xudt va co s kinh doanh thong bao cho Co sd cong bd trong
thoi han 48 gio ké tir khi nhan dugc thong tin;

b) Co quan chuyén mén vé y té thuoc Uy ban nhan dan cap tinh bao co vé
co quan quan 1y nha nude hodc Trung tim Qudc gia vé Thong tin thude va Theo
doi phan tmg c¢6 hai cua thude khi tiép nhan nguoi bénh co6 dau hiéu phan img c6
hai do my pham;

c¢) Co quan quan ly nha nudc bao mat thong tin nguoi bao céo va dit liéu ca
nhan cua nguoi tiéu dung.

4. Pé danh gia chinh xac vé bién ¢ bat loi dugc bao cao, trong truong hop
can thiét, co quan quan Iy nha nudc co vin ban yéu cau co sé cong bd cung cip
bd sung céc tai lidu sau:

a) Ho so dit liéu an toan tong hop cua san pham trén pham vi toan cau (Global
Safety Profile);

b) Dit liéu dénh gia tuong quan loi ich va nguy co dua trén bang chimng
khoa hoc hoc lich sir Iuu hanh ctia san pham.

5. Trong thoi han 30 ngay ké tir ngay nhan dugc bao céo day du theo quy dinh
tai khoan 2 hodc tai liéu bd sung theo quy dinh tai khoan 4 Piéu nay, Bo Y té thuc
hién danh gia nguy co va két luan bang van ban theo cac trudng hop sau:

a) Truong hop dir liéu chimg minh tinh an toan: San pham tiép tuc luu hanh;

b) Truong hop két luan san phdm giy mét an toan: Co quan quan ly nha
nudc thyce hién bién phap quan Iy nguy co, dinh chi luu hanh hogc thu hoéi S6 quan
ly theo quy dinh tai Piéu 36, 37 va 38 Nghi dinh nay;

c¢) Truong hop qua thoi han quy dinh tai khoan nay ma co quan quan ly nha
nudc khong cé van ban két luan hoic khong c6 yéu cau bo sung: San pham duoc
tiép tuc luu hanh.

Chuong VII
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THU HOI SAN PHAM MY PHAM, THU HOI SO QUAN LY VA NGUNG
TIEP NHAN HO SO CONG BO

Piéu 35. Hinh thirc, thi tuc thu hoi sin pham my phiam, S6 quan ly

1. Thu hoi tenguyén:

a) Thu hoi san pham my pham Ap dung d6i vai san pham khuyet tat thyc
hién theo phap luat vé bao vé quyen loi nguoi tiéu ding hoic thu hoi theo nhu cau
clia co s& cOng bo, co so san xuat va co sé mua ban.

b) Thu hoi s6 quan ly: Thuc hién theo nhu cau cia co sd cong bé.

2. Thu hdi bét bugc:

a) Thu hoi san pham my pham: Thuc hién theo phap luat vé bao vé quyen
loi ngudi tiéu dung, phap luat vé chat lugng san pham hang hoéa, xir ly vi pham
hanh-chinh va quy dinh tai Piéu 36 va Diéu 37 Nghi dinh nay.

b) Thu héi Sé quan ly:

Thuc hién theo phap luat vé xir Iy vi pham hanh chinh va quy dinh tai Biéu
38 Nghi dinh nay.

3. Trinh tu va thu tuc thu hdi:

a) Trinh tu, thu tuc thu hoi bat budc thuc hién theo phap luat vé xi Iy vi
pham hanh chinh va cac quy dinh cu thé tai Nghi dinh nay;

b) Viéc thuc hién thu hoi, hay bé S6 quan Iy duoc cap nhat va théng bao
trén Hé théng co sé dir lieu vé my pham va cac hé théng thong tin dién tir quy
dinh tai DBiéu 4 Nghi dinh nay.

¢) Bo truong Bo Y té quy dinh chi tiét vé trinh tu tha tuc thu hoi, tiéu hay
my pham.

Piéu 36. Thu hoi san pham my pham

1. Thu hdi 16 san pham my pham lwu thong trén thi truong:

a) San pham luu thong khi S6 quan ly hét hiéu luc hodc chwa co Sb quan ly
theo quy dinh (trir truong hop dugc mién cong bo);

b) Nhan san pham vat 1y khong dép tng quy dinh tai Piéu 25 Nghi dinh
nay hoac noi dung ghi nhan khdng phl hop véi hd so cong bd nhung khong lam
sai léch thong tin ve thanh phan va cac canh bao an toan;

c) Co so khong XUat trinh dugc Ho so thong tin san pham (PIF) trong thoi
han quy dinh khi co yéu cau kiém tra ctia co quan nha nudc c6 tham quyen;

d) San pham hét han si dung hoic bao bi tiép xtc truc tiép khdng con
nguyeén ven;

d) San pham khéng ré ngudn gbc, xuat xi hozc san pham nhap khau trai phép;

e) Két qua kiém tra chit luong khéng phét hién thanh phan dugc sir dung
dé dat tén san pham (trir cAc chat tao mau, tao mui) nhung khéng thudc danh muc
c4c chét khong duoc phep st dung va khéng gay mat an toan cho nguoi dung,

g) Co sd cdng bd ¢6 van ban ty nguyén thu hoi déi voi mot hoac mot sé 16
cu thé.

2. Thu héi 16 san pham my pham c6 sai léch lién quan dén hoat dong san xuat:

a) Thanh phan cong thic tai hd so 16 san xuat khong dang véi thanh phan
cong thirc caa san pham hoic bién thé tuong tmg da duoc phét hanh S6 quan Iy,
trir cac thanh phan duoc mién ké khai theo quy dinh tai Biéu 16 Nghi dinh nay;
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b) San pham dugc san xuat trong thoi gian co sé bi dinh chi hoat dong hozc
khong dap ung da diéu kién san xuat my pham theo quy dinh;

c) San pham san xuét tir nguy@n liéu hét han si dung hoac nguyén liéu
khong dat tiéu chuan chat luong.

3. Thu héi toan bo cac 16 san pham my pham:

a) San pham-chtra thanh phan thudéc danh muc cac chat khong dugc phép st
dung trong my pham, trir trudng hop Vét tap chat dap tng quy dinh tai khoan 4 biéu
3 Nghi dinh nay; hoac san pham c6 thanh phan véi nong d6, ham lugng vuot qué
gisi han chophép quy dinh tai cac Phu luc cua Hi¢p dinh m§ pham ASEAN;

b) San pham khong dat chi tiéu giagi han vé vi sinh vét hogc kim loai nang;

C)-C6 két luan cua co quan nha nuéc cd tham quyén vé bién cd bat loi
nghiém trong gay nguy hai dén tinh mang hoic sic khoe ngudi sir dung;

d) San pham gia mao hoac hd so cong bd ¢6 tai lidu, dir liéu gia mao;

d) San pham da duoc phat hanh S quan Iy nhung ban chat khéng phai la
san pham my pham;

e) San pham vi pham quyen s& hitu tri tué theo phan quyét hoic két luan
Clia co quan nha nudc c6 tham quyén;

g) CO tir 03 16 san pham tro 18n bi thu hoi do vi pham tiéu chuan chét luong
trong vong 12 thang lién tuc.

Piéu 37. Xir Iy sau thu hoi

1. Bién phéap khic phuc, loai bo yéu té vi pham hoac tai xuat &p dung doi
Véi cac truong hop:

a) Vi pham vé nhan, quang céo do sai sot ky thuat trinh bay hozc noi dung
khdng khép véi hd so cong bd nhung khong sai léch thdng tin vé thanh phan va
cac canh bao an toan;

b) San pham khong dap ¢ng tiéu chuan vé dinh luong (thé tich hoic khéi
luong) nhung khong thude truong hop san pham gia mao;

¢) San pham vi pham quy dinh tai cac diém b Khoan 1 va diém a Khoan 2
Diéu 36 Nghi dinh ndy ma c6 thé khic phuc hoic loai bo yéu t6 vi pham;

d) San pham nhap khau vi pham c6 phuong 4n tra lai nha san xuat nuéc
ngoai va duoc co quan nha nudc ¢ tham quyén chap thuan bang vin ban.

2. Bién phap tiéu hity bat bugc ap dung ddi véi cac truong hop:

a) San pham gia mao; san pham chira thanh phan thuoc danh muc cac chat
khong dugc phép sir dung trong my pham hoic vuot qua gigi han cho phép theo
quy dinh;

b) San pham c6 ho so cong bd hoic dit liéu ki thuat gia mao;

¢) San pham khong thudc truong hop quy dinh tai Khoan 1 Biéu nay hoic
co s& khong thyc hién céc bién phéap khac phuc theo van ban yéu cau cia co quan
nha nudc co tham quyén.

3. Trinh tw x4c nhan va diéu kién luu hanh lai:

a) Co s cong bb bao cao két qua thuc hién bang van ban kém theo cac tai
liéu chirng minh viéc da hoan thanh bién phap xtr ly theo quy dinh tai Khoan 1
Diéu nay gui vé co quan nha nudc ¢6 tham quyén di ban hanh van ban thu hoi
san pham my pham;
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b) Trong thoi han 10 ngay 1am viéc ké tir ngay nhan du hé so, co quan nha
nudc c6 tham quyén xem xét, doi chiéu di liéu trén Hé thdng co so dir liéu vé my
pham dé ban hanh van ban xé&c nhan hoac yéu cau b sung tai liéu, kiém tra thuc
té trong truong hop can thiét;

¢) San pham chi dugc tiép tuc luu hanh sau khi ¢6 vin ban xac nhan cia co
quan nha nudc c6-tham quyén va di hoan thanh viéc cap nhat lai trang thai c6
hiéu luc trén Hé thdng co so dit liéu vé my pham.

4. Trach nhiém caa co quan nha nuéc co tham quyén:

a) Dang tai cong khai vian ban xac nhan két qua xtr ly hoic van ban khong
chap thuan‘trén Cong thong tin dién tir ciia co quan hoidc Hé thong co so dit liéu
vé my pham;

b) Cép nhat trang thai xur ly cua san pham va S quan ly tuong ung trén Hé
théng co so dir liéu vé my pham phuc vu viéc tra ciu, kiém tra va glam Sat;

c) Théng béo cho Bo Tai chinh (d6i v&i san pham nhap khau) va Uy ban
nhan dan cap tinh trong trudng hop c6 thay ddi vé trang thai phéap Iy hoac hinh
thire xir Iy san pham.

Piéu 38. Thu hoi S6 quén ly

1. Cac truong hop thu hoi S6 quan ly:

a) San pham my pham thudc truong hop bi thu hoi toan bo céac 16 theo quy
dinh tai Khoan 3 Biéu 36 Nghi dinh nay;

b) Co sé ¢6ng bd khdng thuc hién hoac thuc hién khong day du viéc thu hdi
san pham my pham theo vin ban yéu cau ciia co quan nha nudc ¢ tham quyeén;

c) Céc gidy to, tai lieu phép ly trong hd so cong bd hét hiéu luc hoic c6 su
thay d6i nhung co sé cong bd khong thuc hién cap nhat, bé sung hoic thay thé
theo quy dinh;

d) Co so cong bo khong thuc hién cap nhat thong tin san pham dix liéu co
s& hodc dit liéu truy xuit nguon goc trén H¢ théng co s¢ dir liu vé my pham sau
khi da duoc co quan nha nuéc ¢d tham quyén yéu cu bang van ban:

d) Co s& cong bd khong thuc hién trach nhiém theo dbi, canh giac my pham
hoac khong béo céo bién cb bat lgi nghiém trong theo quy dinh sau khi da duoc
yéu cau khac phuc;

e) Co so ¢ong bd c6 hanh vi can tro, tir chdi cung cap ho so, tai liéu, mau san
pham hozc khong phdi hop trong hoat dong thanh tra, kiém tra, giam sét hau kiém;

g) Co sd ¢6ng bd khong thuc hién bién phap khac phuc ddi vai cac vi pham
vé ghi nhén, quang cao hoac di liu ky thuat san pham trong thoi han quy dinh
tai van ban yéu cau cua co quan nha nuéc ¢ tham quyen;

h) San pham m§ pham bi co quan ¢6 thim quyén nudc ngoai ban hanh 1énh
cam luu hanh do lién quan dén an toan ddi véi sicc khoe ngudi st dung;

i) Co s c¢ong bd co vin ban dé nghi thu hdi S6 quan Iy tu nguyén.

2. Trinh ty thu hoi:

Co quan nha nudc ¢6 tham quyén ban hanh vin ban thu hdi S6 quan ly va
cap nhat trang thai khdng con hiéu luc trén Hé thong co sé dit liéu vé my pham.

3. Trach nhiém cua co quan ban hanh vin ban thu hdi:

a) Cong khai van ban thu hdi trén Cong thong tin dién tir ctia co quan hoac
Hé thdng co so dir lieu vé my pham;
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b) Gui vin ban thu héi cho Co sé ¢ong bd, Bo Tai chinh (d6i voi san pham
nhap khau) va Uy ban nhan dan cép tinh trong thoi han 07 ngay lam viéc, ké tur
ngay ban hanh;

) Cap nhat di ligu vi pham va trang thai san pham trén H¢ thong co s6 dit
lidu vé my pham phuc vu Viéc tra cuu, kiém tra va giam sat.

Picu 39. Ngirng tiép nhan ho so cong b6 san pham my pham

1. Co quan nha nudc co thim quyén thuc hién viéc tam ding tinh ning tiép
nhan hd so cong bd san pham m§ pham méi trén hé thong thyuc hién thia tuc hanh
chinh va Hé théng co sé dit liéu vé my pham theo cac muc do:

a) Ngung tiép nhan 06 thang d6i voi cac hanh vi: Kinh doanh san pham
khéng ¢6'S6 quan ly; vi pham gigi han ndng d6, ham lugng céc chit theo quy dinh
tai c4c’Phu luc cua Higp dinh my pham ASEAN; vi pham quy dinh vé ghi nhan
hodc quang cdo vuot qua tinh nang, ban chat cua my pham ma khong thyc hién
bién phap khac phuc theo van ban yéu Cau;

b) Ngung tiép nhan 12 thang dbi véi cac hanh vi: Khong thuc hién hoac tri
hodn viéc thu hoi san pham my pham bat budc; san xuat san pham tai co s khdng
duy tri diéu kién san xuat my pham theo quy dinh; khong thuc hién kiém nghiém
dinh ky hozc khéng duy tri dit liéu dinh danh s san pham (DPP) va két ndi di
lidu voi Hé théng co so dir lidu vé my pham theo quy dinh;

¢) Ngung tiép nhan 24 thang d6i véi cac hanh vi: San xuat hozc kinh doanh
san pham gia mao, san pham khong rd ngudn gbc, Xuat xa; san pham chtra thanh
phan thuoc danh muc cac chat khong duoc phép sir dung trong my pham; gia mao
tai liéu, con dau, chix ky hoac dir liéu ki thuat trong hd so cong bd, Ho so thong
tin san pham (PIF).

2. Pham vi ap dung:

a) Ngung tiép nhan hd so méi ddi voi nhdn hang (Brand) ¢ san pham vi
pham quy dinh tai diém a Khoan 1 Diéu nay;

b) Ngtrng tiép nhan hd so méi ddi voi tit ca san pham cua co sd vi pham
quy dinh tai diém b va diém ¢ Khoan 1 Diéu nay;

¢) Trudng hop vi pham hanh chinh lan dau quy dinh tai diém a Khoan 1
Piéu nay va khdng gay anh huong truc tiép dén an toan nguoi sir dung, co quan
nha nudc ¢6 tham quyén &p dung bién phap dua co sé vao Danh muc kiém soét
trong diém thay vi nging tiép nhan ho so.

3. Trinh tu thuc hién va chdm dut bién phap chuyén nganh:

a) Co quan nha nudc ¢ thim quyén ban hanh vin ban théng bao va cap
nhat trang théi trén Heé thdng co so dir liéu vé my pham dé khoa tinh nang nop ho
so moi. Bién phap nay 1a can cir chuyén moén doc 1ap vai quy trinh xi phat vi
pham hanh chinh;

b) Hé théng tu dong gui thdng béo canh bao cho co sé tdi thiéu 05 ngay
lam viéc trudc khi thuc hién khoa tinh nang trén moi truong dién tu;

¢) Bién phap ngin chin dugc cham dut khi co sé hoan thanh day du nghia
vu ndp phat vi pham hanh chinh, thu hdi, Xu ly san pham vi pham va cap nhat di
lidu k¥ thuat trén Hé thong co so dit liéu vé my pham

d) Co so hoan thanh sém cac nghia vu khiac phuc va khong phét sinh vi
pham méi duoc xem xét giam thoi han nging tiép nhan hé so nhung khong qué
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1/2 thoi han quy dinh tai Khoan 1 Biéu nay. Quy dinh giam thoi han khéng &p
dung cho cé&c hanh vi vi pham tai diém ¢ Khoan 1 Diéu nay.

4. Xt ly ho so trong giai doan ngung tiép nhan:

Ho so cong bd san pham my pham da nop trén hé théng trudc ngay ban
hanh van ban ngung tiép nhan hd so nhung chua duoc phat hanh Sé quan 1y sé& bi
tam dung xir Iy vackhdng con gia tri dé phat hanh Sé quan ly.

_ Chuong VIII
TO CHUC THUC HIEN

Piéu 40. Trach nhiém ciia B§ quan Iy nganh, linh vue

1. B Y té c6 trach nhiém:

a) Chiu trach nhiém huéng dan, t6 chirc thi hanh Nghi dinh nay;

b) Xay dung, ban hanh hogc trinh cap c6 tham quyén ban hanh van ban quy
pham phap luat va thuc hién s6 hoa cong tac quan 1y va truy xuat ngudn goc san
pham my pham

c) T6 chirc kiém tra, giam sat chét lugng my pham luu théng; quyét dinh
thu héi san pham vi pham trén pham vi toan quoc;

d) Thlet 1ap hé thong canh giac my pham quéc gia; tlep nhén va xu ly cac
bao cao vé bién cb bat loi nghiém trong tur dir liéu tai HE thong co s6 dir lidu vé
my pham chia sé dir liéu tor H¢ thong co s¢ dir liéu vé my pham voi Uy ban nhan
dan cap tinh dé thuc hién truy xuét nguon gbc san pham va quan 1y nguy co;

d) Cong khai danh muc thanh phan my pham va céc két luan cuia Hoi dong
my pham ASEAN; Céng bd cac Phu luc ciia Hiép dinh my pham ASEAN va cap
nhat noi dung thay d6i theo quyét dinh cua Hoi ddng my pham ASEAN. L trinh
thuc hién cac ndi dung cap nhat can cur theo quy dinh cua ASEAN hodc quy dinh
tai Diéu 46 Nghi dinh nay.

2. B6 Cong thuong c6 trach nhiém:

a) Chu tri kiém tra va xa 1y vi pham ddi voi my pham luu thong trén thi
truong; phong, chéng my pham gia, my phadm nhap 1au va gian 1an thuong mai;

b) Thuc hién viéc thu hoi, tich thu va xir Iy my pham vi pham dua trén danh
muc san pham bi dinh chi luu hanh, thu hdi hodc san pham bi hily bé hiéu luc S6
quan 1y do B Y té cong bb trén Hé thong co so dit liéu vé m§ pham;

C) Kiém tra viéc tuan thu phap luat dbi véi cac san giao dich thuong mai
dién tir, cc trang thong tin dién tir kinh doanh m¥ pham;

d) Phéi hop voi Bo Y té thyuc hién cac bién phép ki thuat dé g& bo thong
tin san pham vi pham, san phdm khong c6 S6 quan Iy hodc san pham bi dinh chi
lwu hanh trén cic nén tang thuong mai dién tir;

d) Chia s¢ thong tin gitta lyc luong Quan ly thi truong va He thong Sy
dir liéu vé my pham dé phuc vu cong tac giam sat thi trudng va truy xuat ngudn
gbc san pham.

3. Bo Khoa hoc va Cong nghé¢ c6 trach nhi¢m:

a) Phdi hop véi Bo Y té huéng dan viéc ghi nhan hang hoa ddi véi my
pham, thiét 1ap hé thong truy xuat ngudn gdc san pham my pham; phdi hop lién
thong dit liéu ma dinh danh san pham v&i Hé théng co sé dit liéu vé my pham;
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b) Phdi hop véi Bo Tai chinh va Bo Y te huong dan viéc quan ly, st dung
kinh phi d6i voi hoat dong kiém tra nha nudc vé chit luong my pham va cong tac
mua mau kiém nghié¢m trén thi truong;

4. Bo Tai chinh‘co trach nhiém:

a) Chu tri phdi‘hop véi Bo Y té thuc hién két néi, chia sé dit liéu gitta Hé
théng thong quan dién tir va Hé thong co sé dir lieu vé my pham dé kiém tra, d6i
chiéu ty dong tinh xac thyc cia S6 quan ly va trang thai phap ly caa san pham tai
thoi diém dang ky to khai;

b) Chia sé dit liéu dinh ky hing ndm hodc theo yéu cau cia Bo Y té vé cac noi
dung: Thong tin dinh danh co s& nhap khau, chung loai, s luong, tri gia va nguon
g6c xuat xir cia my pham nhap khau; Danh sach co s¢ vi pham phap luat vé hai
quan dé phuc vu phan loai nguy co va xay dung ké hoach kiém tra chuyén nganh;

) Quy dinh viéc thu, nop, quan ly va su dung phi, I€ phi trong quan ly my
pham theo quy dinh phép luat vé phi va I¢ phi;

d) Phdi hop véi Bo Khoa hoc va Cong ngh¢, B Y té huong dan vic sir
dung kinh phi phuc vu hoat dong kiém tra nha nudc vé chat luong my pham va
mua mau kiém nghiém trén thi truong.

Piéu 41. Trach nhiém cia Uy ban nhan din cép tinh

a) T6 chirc, trién khai thuc hién Nghi dinh nay trén dia ban quan ly.

b) Chi dao co quan chuyén moén va luc lugng chirc nang thuc hién thanh
tra, Kiém tra viéc tuan tha diéu kién san xuat, noi dung cong bd, ghi nhan va quang
cdo my pham;

¢) B6 tri nhan sy va kinh phi tur ngan sach dia phuong cho co quan chuyen
mon thuc hién hoat dong thanh tra, kiém tra, mua mau kiém nghiém va giam sat
chat lugng my pham,

d) Binh ky trudc ngay 25 thang 01 hang nim, giri bdo céo tdng hop Vé tinh
hinh quan ly, cdng tac thanh tra, kiém tra vé Bo Y té theo Mau s6 2 quy dinh tai
Phu luc V ban hanh kém theo Nghi dinh nay;

@) Chia sé dit liéu phan tich, ddnh gia tinh hinh thi truong my pham tai dia
phuong vé Hé thong co so dit liéu vé my pham.

Piéu 42. Trach nhiém cia co sé cong b6 san phAm my pham

1. Co sé cong b ch1u trach nhiém vé tinh phép ly va nguon goc san pham
thdng qua cac hoat dong sau day:

a) Chiu trach nhiém vé tu cach phap nhan, tinh xac thuc ctia thong tin ké
khai, tai liéu phéap ly (CFS hoic twong duong) va bang chang khoa hoc ching
minh tinh nang;

b) Duy tri hiéu luc Gidy uy quyén, CFS, CGMP trong suét thai han hiéu
luc caa S6 quan 1y;

¢) Durng kinh doanh, thu hdi san pham va khic phuc hau qua khi c6 két luan
vi pham;

d) Bao dam co so san xuat duy tri diéu kién san xuat hoic CGMP trong
suét qua trinh tao ra san pham.

2. Co s ¢dng bd chiu trach nhiém kiém tra, xac thuc chat luong ting 16
san pham trude khi luu thong thong qua viée luu gitt COA va thyc hién cac quy
dinh sau day:
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a) Boi véi san pham Nhom A: Déi chiéu cac chi tiéu trén CoA véi danh
muc chi tiéu an toan bat budc theo Phu luc cua Hiép dinh my pham ASEAN va
cac quy chuan ky thuat quc gia lién quan; thuc hién kiém nghiém bd sung néu
dit liéu hd so chua du cdn ctr xac dinh tinh an toan;

b) Déi vé&i san pham Nhém B va Nhém C: Thuc hién xac thue, luu giir hd
so CoA va kiém nghiém b sung chi khi c6 yéu cau bang vin ban cia co quan
quan ly hoac theo danh gia rai ro ndi bo cta co so;

¢) Phuong thic xac thyc: Ty soat xét ho so, kiem nghiém thyc té hoac qua
co so kiém nghiém doc 1ap dat chuan theo quy dinh.

3. Co so thuoc Danh muyc kiém soat trong diém phai tuan thu giam sat tir
06 dén 12 thang theo cac quy dinh sau day:

a) Kiém nghiém thuc té céc chi tiéu an toan tai co s¢ duoc chi dinh ddi véi
san-pham vi pham;

b) Kiém nghiém thuc té tai don vi doc 1ap theo ty 18 téi da: 10% dong san
pham Nhém A, 5% Nhém B va 2% Nhom C d6i véi cac san pham con lai. Truong
hop san pham c¢é cing cdng thire co ban, chi ldy mau dai dién;

c) San pham thuoc pham vi gidm sat chi duoc luu thong khi ¢ vin ban xac
nhan dat yéu cau chat lugng cua co s¢ kiém nghiém doc lap.

4. Co s& cong bo co trach nhiém thiét lap, luu gitt H6 so PIF va luu mau
theo cac quy dinh sau day:

a) Cap nhat thay doi vé cong thirc, nguyén liéu, bao bi hoic quy trinh san
Xuat vao Phan 1V cua Ho so PIF sau khi duogc Nguoi danh gia an toan xac nhan;

b) Cap nhat CoA ting 16, dit liéu dinh danh sé (DPP) va cac thay doi hanh
chinh vao Hb so PIF;

¢) Duy tri ddy di hd so va cung cap tai liéu trich xuat khi c6 yéu cau thanh
tra, kiém tra theo thoi han quy dinh;

d) Luu giir t6i thiéu 01 mau dai dién nguy@n ven cho mdi 16 san pham dang
luu thong cho dén khi hét han sir dung;

e) Cung c4p mau cho €0 quan quan ly dé kiém nghiém trong vong 15 ngay
ké tir ngay nhan duoc yéu Cau.

5. Co so cong bd thuc hién canh giac my pham va béo céo dinh ky theo cac
quy dinh sau day:

a) B4o c4o Bo Y té trong vong 48 gio dbi vai bién co bat loi nghiém trong
(ADR) anh hudng dén stc khoe cong dong;

b) Trudc ngay 31 thang 01 hang nam, bao cdo Bo Y té va Co quan chuyén
mon vé y té thuoc Uy ban nhan dan cap tinh vé danh muc luu hanh, sb luong 16,
gia tri hang hoa va tong hop bién cb bat loi;

c) Cap nhat két qua xac thuc 18n Hé thdng dix liéu quéc gia theo 16 trinh
quy dinh.

Diéu 43. Trach nhiém cia co sé san xuit my pham

1. V& duy tri diéu kién san xuét:

a) Duy tri co s& vat chat, k¥ thuat va nhan sy dap tng CGMP hoic diéu
kién san xuat theo quy dinh;

b) Thiét 1ap hé thong quan 1y hd so bao dam truy Xudt nguon gbe 16 san
pham va kiém soat chat luong nguyén liéu, bao bi tiép xuc truc tiép;
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¢) Bao dam nang lyc thir nghiém cac chi tiéu an toan theo tiéu chuan da
thiét 1ap va Hiép dinh my pham ASEAN.

2. Vé kiém soat chit luong tai ngudn:

a) Bao dam cong thirc san xudt thyuc té thdng nhat voi ho so da cong bd;

b) Thiét 1ap tiéu chuan va phuong phap kiém nghiém dap (mg giéi han vé
kim loai nang, vi sinh vat va cac thanh phén han ché st dung.

3. Vé luu trit ho so va mau luu:

a) Luu trit hd so san xuat chi tiét cho tung 16 (Batch records) va CoA trong
thoi gian it nhat 05 nam ké tlr ngdy san xuat;

b) Lau mau tat ca cac 16 san pham dén khi hét han sir dung; s6 luong mau
bao dam thuc hién kiém nghiém toan bd cac chi ti€u da cong bo;

¢) Cung cap mau luu cho co so cong bd hodc co quan quan 1y trong vong
15 ngay khi c6 yéu cau.

4. V& canh giac my pham va phdi hop xtr 1y riii ro:

a) Thong bao kip thdi cho co s cong bd cac bién ¢ c6 hai nghiém trong
hozc ddu hiéu bat thudng vé chat luong trong san xuat;

b) Phéi hop thuc hién cac bién phap ngin chan rui ro, dimg san xuat hoic
thu héi san pham khéng bao dam an toan.

5. V& trach nhiém lién déi va bao céo:

a) Lién do1 chiu trach nhiém va boi thuong thiét hai néu vi pham phét sinh
tir qua trinh san xuat;

b) Trude ngay 31 thang 01 hang nam, bao cdo tinh hinh san xuét, san luong
va viéc duy tri diéu kién san xuét vé co quan quan ly;

¢) Thuc hién khéc phuc sai sot va bao cao két qua theo yéu cau ciia co quan
quan 1y sau kiém tra.

Piéu 44. Trach nhiém ciia co sé nhap khau my pham

1. V& tuan thu diéu kién nhap khau va quan ly hd so:

a) Thuc hién nhap khau san pham c6 Sé quan ly con hiéu lec va dugc cong
khai trén Hé théng co s& dit liéu my pham quédc gia; trir trudng hop nhap khau
khong vi muc dich kinh doanh theo quy dinh;

b) Bdo dam san pham c6 nguon gbc, xuat xtr va chang tir hop 1¢ theo quy
dinh phép luat vé hai quan va ngoai thuong;

¢) Luu gitr ho so nhap khau, bang ching kiém soét chat lugng ting 16 hang
(CoA, chung trr thdng quan) trong thoi gian it nhat 05 niam phuc vu truy Xut
ngudn gbc va kiém tra chuyén nganh.

2. V& canh giac my pham va xi ly rui ro:

a) Bao cdo Bo Y té trong vong 24 gio ké tir khi nhan théng tin vé bién cb
c6 hai nghiém trong (ADR) lién quan dén san pham nhap khau;

b) Thong bao ngay cho co s cong b va hé théng phan ph01 dé dimg luu
thdng san pham khi nhan canh bao khéng an toan tir nha san xuat hoic co quan
quan ly quéc té.

3. Vé phdi hop kiém tra va xir Iy vi pham:

a) Phéi hop véi co quan nha nudc thuc hién ldy mau, xac thuc nhan phu va
Kiém tra diéu kién bao quan tai kho hang;

b) Phéi hop vai co s cong b thuc hién biét trit, thu hdi san pham vi pham
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theo thdng béo cua co quan nha nuéc hoic thu hdi tu nguyén.

4. Vé trach nhiém lién d6i va bao cao:

a) Lién déi chiu trach nhiém vé chat luong, an todn san pham va boi thuong
thiét hai néu vi pham phat sinh tir qua trinh nhap khau, bao quan, phan phéi;

b) Trudc ngay 31 thang 01 hang nim, bao cdo Bo Y té vé danh muc san
pham, san luwong thuc té va gié tri hang hda nhap khau phuc vu phan loai rui ro
quan ly;

¢) Thuc hién bién phap khac phuc sai s6t va bao cao két qua theo yéu cau
Clia co quan-quan ly sau kiém tra.

Pieu 45. Trach nhiém ciia co sé kinh doanh my pham

1.2Vé tuan thu diéu kién kinh doanh:

a) Chi kinh doanh san pham c6 Sb quan ly con hiéu luc va dugc cong khai
trénHé thdng co so dir liéu my pham qUOc gia;

b) Bao dam san pham cé ngudn gdc, Xuat xa va hoa don, chitng tir mua ban
hop I¢;

¢) Duy tri diéu kién bao quan theo chi dan trén nhan; boi thuong thiét hai
néu san pham bién chat do 15i bao quan tai co sg.

2. Vé thuong mai dién tir va nén tang sb:

a) Cong khai thdng tin S6 quan 1y va noi dung Phiéu cong bb (duéi dang
dix liéu dién tir hodc ma dinh danh QR) trén gian hang truc tuyén;

b) Tuan thu quy dinh Vé quang cao; khong tuyén bé tinh niang gay hiéu lam
la thudc hoic vuot qué noi dung da cong bo.

3. V& kiém soét san pham vi pham va phéi hop thu hoi:

a) Khdng kinh doanh san pham da c6 thong bao thu hdi hoic san pham
thudc 16 hang dang bi tam dung luu thong;

b) Dung kinh doanh, niém phong, biét trir va hoan tra hang cho co s& cong
bd hoidc co s nhap khau khi ¢é thong bao thu hdi;

¢) Thuc hién yéu cau kiém tra va cung cdp mau kiém nghiém theo quy dinh.

4. V& canh giac my pham va bao céo:

a) Thong bao cho co quan y té dia phuong va co so cdng bé trong vong 24
gio ké tir khi nhan thong tin vé bién c6 cd hai nghiém trong (ADR);

b) Trudc ngay 31 thang 01 hang nam, co sa kinh doanh (trir co sa ban Ié truc
tiép) béo céo tinh hinh kinh doanh va an toan san pham vé co quan y té dia phuong.

5. V& co so dich vu chim soc sic dep va tham my:

a) Chi str dung san pham c6 Sé quan 1y va con han sir dung; cung cap thong
tin san pham khi khéach hang yéu cau;

b) Khéng thuc hién sang chiét, phi tron san pham hoic céc thanh phan
khac dé tao thanh san pham méi khi chua c6 S6 quan ly;

¢) Bdi thuong thiét hai néu sy ¢b phéat sinh do 15i caa co so; phdi hop véi co
s& cong bd thue hién boi thudng lién déi néu 16i do dac tinh k§ thuat cua san pham.

) Chuong I1X
PIEU KHOAN THI HANH

Pieu 46. Lo trinh thuc hién



35

1. Vé phan cap tham quyén:

a) bén ngay 31 thang 12 ndam 2028, Bo Y té tiép nhan, giai quyét h6 SO my
pham nhap khau; Co quan chuyén mén vé y té thuoc Uy ban nhan dan cép tinh
tiép nhan, giai quyét hd’so my pham san xuat trong nudc;

b) Ké tir ngay 01 thang 01 ndm 2029, Co quan chuyén mén vé y té thuoc
Uy ban nhéan dan Cap tinh tiép nhan va giai quyét toan b tha tuc cong bé, thay
d6i noi dung doivai tat ca san pham my pham caa to chic, ca nhan co tru sé chinh
tai dia ban.

2. Védanh gia an toan san pham:

a) Keé tir ngay 01 thang 01 nam 2030, co so thuc hién Bao cao dénh gia an
toan (SA) theo 16 trinh cu thé cho ting nhom nguy co do Bo truang B Y té quy
dinh;

b) Ké tir ngay 01 thang 01 nam 2030, a4p dung yéu cau ddi vdi Ngudi danh
gid an toan san pham Nhom A c¢6 trinh do dai hoc chuyén nganh. Trong 03 nim
dau, nang luyc dugc xac nhan dya trén hd so kinh nghiém hogc ching chi qudc té;

c) Ké tur ngay 01 thang 01 nam 2030, ap dung yéu cau doi voi Ngu:(n danh
gi an toan san pham Nhém B va C: Sau 03 nam ké tir ngay Nghi dinh nay c6 hiéu
lyc mai bat budce dap tmg day du diéu kién vé chuy@n mon va chiing chi dao tao.

3. Vé tiéu chuan san xuat (CGMP):

Ké tir ngay 01 thang 01 nam 2030, cac co s¢ san xuat phai dap tng diéu
kién san xuat va thuc hién cap lai Giay chiing nhan du diéu kién san xuat my pham
theo quy dinh méi.

4. V& ha tang ky thuat va dao tao:

a) Bo Y té ban hanh chuong trinh va cong bd danh sach co s¢ du diéu kién
dao tao danh gi4 an toan trude ngay 01 thang 01 nam 2029;

b) B9 Y té hoan thanh xay dung ha tang va van hanh Hé thong co so dit
lieu vé my pham trudc ngay 01 thang 01 ndm 2029.

5. V& ghi nhan va truy xuat ngum géc s6:

a) Bt budc ap dung Ho chiéu sb san pham (Digital Product Passport) d6i
v6i Nhom A ké tir khi Hé thdng co sé dit liéu vé my pham van hanh chinh thic;
khuyén khich &p dung d6i voi Nném B va C;

b) Ghi nhan céc chat gay di tng thuc hién theo 19 trinh cap nhat caa Hiép
dinh my pham ASEAN;

¢) Bo truong Bo Y té quy d1nh tleu chuan ky thuat dir liéu va 19 trinh ap
dung bat budc vé truy xuat nguon goc s6 cho timg giai doan.

Piéu 47. Quy dinh chuyén tiép

1. V& hd so hanh chinh va cac loai gidy phép:

a) Ho so dé nghi cap, cap lai, diéu chinh Gidy chirng nhan du diéu kién san
Xuat nop trudc ngdy Nghi dinh nay cé hiéu luc duoc tiép tuc giai quyét theo quy
dinh tai Nghi dinh s6 93/2016/ND-CP;

b) Gidy ching nhan du diéu kién san xuat my pham cap truéc ngay Nghi
dinh nay c6 hiéu luc duoc tiép tuc sir dung nhung khong qua 03 nam ké tir ngay
Nghi dinh c6 hiéu luc;

c) S tiép nhan Phiéu cong bd cap trudc ngay Nghi dinh nay c6 hiéu luc c6
gia tri dén hét thoi han ghi trén Phiéu cong bd. Khi hét thoi han, co so thuc hién tha
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tuc cong bé méi dé duoc phéat hanh S quan ly theo quy dinh tai Nghi dinh nay;

2. V& noi dung quang cao my pham:

a) Giay x&c nhan ndi dung quang céo cap trudc ngay Nghi dinh nay c6 hiéu
luc duoc tiép tuc st dung dén khi S6 tiép nhan Phiéu cong b san pham twong
tng hét hiéu luc;

b) Noi dungquang céo thuc hién trén cac phuong tién truedc ngay Nghi dinh
nay cé hiéu luc nhung khong phu hop vaéi quy dinh méi dugc duy tri khdng qua
01 niam ké tir ngay Nghi dinh c6 hiéu luc.

3. Véduu thdng san pham va bao bi:

a) San pham my pham dugc san xuat hoac nhap khau truge ngay S6 quan
ly hét hiéu luc dugc tiép tuc luu thong dén hét han ding cua san pham;

b) Nhan va bao bi san pham san xuit, in 4n trudc ngay Nghi dinh nay cé
hiéu luc nhung khong phil hop véi quy dinh méi vé ghi nhan duoc tiép tuc su
dung khong qua 03 nim ké tir ngay Nghi dinh c6 hiéu luc.

4. V& nhan sy nguoi danh gia an toan:

a) Trong thoi han 03 nam ké tir ngay Nghi dinh nay c6 hiéu lyc, nhan su
duoc st dung van bang chuyén mon kém hd so ning luc kinh nghiém dé thuc hién
nhiém vy danh gia an toan va ky Phan IV caa Ho so PIF;

b) Bdi véi chuyén gia thudc co so san xuat nudc ngoai, chap nhan ho so
ning lyc hoic ching chi dao tao qudc té hop 1& ma khong bat budce dao tao tai
Viét Nam;

¢) Cac béo céo danh gia an toan da thiét lap trudc ngay Nghi dinh cé hiéu
lye duoc tiép tuc luu gilr va sir dung cho dén khi san pham co thay doi ve cong
thirc hodc tinh ning yéu cau phai cap nhat Phan IV caa Ho so PIF;

d) Nhan sy méi thay thé trong giai doan Chuyen tlep dugc &p dung co ché
xé&c nhan ning lyc theo hd so kinh nghiém cho dén khi hét thoi han quy dinh tai
diém a Khoan nay.

5. V& chuyén doi dit liéu:

Bo6 Y té thuc hién chuan hoa va chuyén doi dir liéu tir cac hé thong cii sang
Hé thong co so dit liéu vé my pham; bao dam cac S6 quan ly con hiéu hre duogc
cap nhat day du phuc vu cong tac tra ciu, d6i chiéu cia co quan Hai quan va Quan
ly thi truong.

Piéu 48. Hiéu lyc thi hanh

1. Nghi dinh nay c6 hiéu luc thi hanh tir ngay 31 thang 12 nam 2026.

2. Ké tir ngay Nghi dinh nay c6 hiéu luc thi hanh Nghi dinh s6 93/2016/ND-
CP ngay 01 thang 7 ndm 2016 ctia Chinh phu quy dinh vé diéu kién san xuat my
pham hét hiéu lyc thi hanh.

Piéu 49. Trach nhiém to chirc thue hién

1. Bo truong Bo Y té chiu trach nhiém huéng dan, té chac thi hanh Nghi
dinh nay.

2. Trong qué trinh thuc hién, néu c6 kho khin, vuedng mac, cac Bo, co quan
ngang B9, co quan thudc Chinh phi, Uy ban nhan dan cac cap va cac to chuc, ca
nhan c6 lién quan kip thoi phan &nh vé Bo Y té dé tong hop, huéng dan hoic bao
céo cap c6 tham quyén xem xét, quyét dinh.

3. Cac B truong, Tha truong co quan ngang bd, Thi truong co quan thudc
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Chinh phu, Cha tich Uy ban nhan dan tinh, thanh phd va cac co quan, t6 chuc, ca
nhan co lién quan chiu trach nhiém thi hanh Nghi dinh nay./.

Noi nhén: TM. CHINH PHU
- Ban Bi thu Trung wong Déng; THfj TUONG

- Thu tuéng, cac Pho Tha tudng Chinh phu;

- Cac B9, co quan ngang B9, co quan thugc Chinh phu;
- HDND, UBND céc tinh, thanh phé:

- Van phong Trung uong va cac Ban cua bang;

- Vin phong Tong Bi thu;

- Van phong Chu tich nudc;

- Hoi d6ng Dan toc va cac Uy ban cua Québc hoi;

- Vin phong Quéc hoi;

- Toda an-nhan dan tdi cao;

- Vién Kiém sat nhan dan ti cao;

- Kiém toan Nha nuéc;

- Uy ban Giam sét tai chinh Quéc gia;

="Ngan hang Chinh sach xa hoi;

- Ngan hang Phét trién Viét Nam;

- Uy ban Trung wong Mit tran T6 québc Viét Nam;

- Co quan Trung wong cua cc doan thé;

- VPCP: BTCN, c4c PCN, Tro ly TTg, TGP Céng TTDT,
cac Vu, Cuc, don vi truc thuoc, Cong béo;

- Luu: VT, KGVX (03).



Phu luc |

MAU TRONG HO SO PE NGHI CAP, CAP LAIL PIEU CHINH NOI
DUNG GIAY CHUNG NHAN PU PIEU KIEN SAN XUAT MY PHAM
(Ban hanh kém theo Nghi dinh s6 /20 /ND-CP ngay thang nam 20 cua Chinh phu)

Mau s 1

Phiéu tiép nhan hd so

Mau sb 2

Vin ban théng bao vé viéc chua tiép nhan hd so

M3u sb 3

Pon dé nghi cap Gidy ching nhan du diéu kién san xuat my pham

Mau sb 4

Pon dé nghi cap lai Gidy chung nhan du diéu kién san xuat my
pham

Mau sb 5

Pon dé nghi diéu chinh Gidy chung nhan du diéu kién san xuat
my pham

M3u sb 6

Gidy chang nhan du diéu kién san xuat my pham

Mau sd 7

Vin ban théng bao cac noi dung can khic phuc, sira chira diéu
kién san xuat my pham




Mau so 1

TEN CO QUAN CONG HOA XA HQI CHU NGHIA VIET NAM
TIEP NHAN HO SO Poc lap - Tu do - Hanh phac
S6..0...... (bia danh), ngay ... thang ... nam

PHIEU TIEP NHAN

L DO VI NOP: o
2. bia chi don vi nop hd so (trudng hop nop hd so qua dich vu buu chinh):

3. Hinh thirc nop: O Tryc tiép O Dich vu buu chinh O Tryc tuyén

[ Nop lan dau [CINop bd sung lan .@)..........
4. Sb, ngay thang nim vin ban ctia don vi (Néu cO): ...vevvveveneeiieeennn,
5. Danh muc tai lEU ...

Khi nhan két qua, & nghi mang theo Phiéu tiép nhan nay va xuét trinh Can cuéc
hoic cac gidy to twong dwong cia ngudi nhan ©),

NGUOI NHAN HO SO
(Ky va ghi ro ho tén)

Ghi cha:

(1) S6 tiép nhan ho so.

(2) Tén thu tuc hanh chinh.

(3) Ghi lan bé sung hé so.

(4) Céc tai li¢u tuong tng theo thu tuc hanh chinh dugc quy dinh tai Nghi dinh nay
(liét ké chi tiét hozc danh myc kém theo).

(5) Truong hop nguoi nhan khong phai 1a ngudi dai dién theo phap luat cta co so thi
y&u cau c6 Giay ty quyén hoic Gidy gidi thiéu cua co so.



MaAu s 2

TEN CO QUAN TIERP'NHAN CONG HOA XA HQI CHU NGHIA VIET NAM
HO SO Poc l1ap - Tw do - Hanh phuc
Sb: .../ i (Pia danh), ngay ... thang ... nam ...
Viv
KN QU e, ®)

(Tén co quan tiép nhan hd so) nhan dugce Van ban sb.... cua co sé dé nghi
Ve Viéc...;

(Tén co quan tiép nhan ho so) cd ¥ kién nhu sau:

Khéng dong ¥ dé nghi ctia co sé vé Viée ... tai Vin ban sb.../Pon hang
sb.../..., ly do:

Pé nghi co sd nop hd so theo quy dinh®™.
(Tén co quan tiép nhan hd so) thong bao dé co sd biét va thuc hién./.

Noi nhgn: THU TRUONG CUA CO QUAN
:Eﬁt\rf;; TIEP NHAN HO SO

Ghi cha: ‘
®) Ghi 16 tén, dia chi co so dé nghi .
) Khéng &p dung trong truong hop khong dong .



Mau so 3

TEN CO SO CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

(Pbia danh), ngay ... thang ... nam ...

PON PE NGHI
CAP GIAY CHUNG NHAN CO SO PU PIEU KIEN SAN XUAT MY PHAM

KIiNh g oo,
S s BT T PP PPRPPPRRRN
Dia Chi tru SO ChINN:. ..
S6 giay chitng nhan dang ky doanh NGRIEP: .......cevevevveeeeeeeee s
NGAY CAP: v, NOT CAP: v,
biénthoal: .......cccccvveiviiieeiciee e, E-mail: oo,

Can ctr Nghj dinh s6 ... /ND-CP ngay .../ .../ ... cua Chinh phi quy dinh vé
quan ly my pham, co s¢ dé nghi S¢ Y te cap Giay ching nhan du dicu kién san
xuat my pham véi cac noi dung sau:

1. Pia di€m o SO SAN XUAL: .......ovovvieeeececeeeeeeees e

2. Pham vi hoat déng va dang san pham ding ky:

STT Néi dung ké khai Théng tin cu thé

1 | Day chuyén san xuat®

2 | Pham vi hoat dong dang ky O Pong goi san pham
(] San xuat ban thanh pham
[0 San xuat thanh pham

3 | Dang san pham ding ky [1 Dang kho
[1 Dang udt




4 | Pé nghi cip Gidy chimg nhan thyc OCo
hanh t6t san xuit m§ pham CGMP [0 Khéng
kem theo

3. Hwong dan/nguyén tic, tieu chuan Thyc hanh tot san xuat my pham
1030 11 1o R USSR

4. Danh muc trang thiét bi, day chuyén san xuat chinh®:

STT | Ténday chuyén/trang thiét bi chinh Muc dich sir dung

5. Nhan sy phu trach chuyén mén

STT Ho va tén Chirc danh/vi tri phu | Trinh d¢ Kinh nghiém
trach chuyén mén | chuyén mon cong tac

6. Tai liéu kém theo

a) So do thiét ké mat bang nha xuong, hé théng phu tro va cac phan khu
chirc nang; ,
b) Cac tai liéu khac co lién quan (néu co).

7. Cam két caa co sé

a) Cac thong tin ké khai trong Pon nay va tai liéu kém theo 1a ding su that;

b) Co s dap ung va s& duy tri cac diéu kién san xuat my pham theo quy
dinh cta phép luat;

¢) Chap hanh viéc kiém tra, danh gia cua co quan c6 tham quyén va hoan
toan chiu trach nhiém trudc phap luat vé noi dung da ké khai.

NGUOI DAI DIEN THEO PHAP LUAT/
NGUOI PUQC UY QUYEN
(Ky, ghi r6 ho tén, chirc danh va déng dau (néu co))



Ghi chu:

) Ghi 6 day chuyen san xuét la: Day chuyén dong goi san pham; san xuat ban thanh pham dang kho;
san xuat ban thanh pham dang wd6t; san xuat san pham dang kho hay san xuat san pham dang wét hoic
dang khac.

) Ghi 16 cac trang thiét bi, day chuyén san xut chinh phu hop véi pham vi hoat dong va dang san
pham dang ky.



Mau s6 4

TEN CO SO CONG HOA XA HQI CHU NGHIA VIET NAM
Poc l1ap - Tw do - Hanh phuc

(Pia danh), ngay ... thang ... nam ...

DON PE NGHI CAP LAI GIAY CHUNG NHAN
CO SO DU PIEU KIEN SAN XUAT MY PHAM

KiNh gui: v,
TN CO SO. 1iuttiieie e ittt e ettt e e s e e e e e e e e e e s st e e e e e sa b e e e e e sanbbr e e e e e e nnsbaeeeeans
Dia Chi tru SO ChiNN: .o
S6 Giay chiing nhan dang ky doanh NGRIEP: ....cvvvevvveeveeeeeeiiesee e
NGAY CAP: wvooveeeeeeeeeeres NOT CAP: vvveeeeeeeee e,
bién thoai: ........coeeeviveeennn. E-mail: oo
D dugc So' Y té tinh..../thanh pho.... cAp Gidy ching nhan du diéu kién san
xuat my pham so ....../DKSXMP- ..., ngay .../ .../ .........
- DAy chuyén San XUAt Ba0 gOM: ... .ovvuereeeeee e
- Dia di8m O ST SAN XUAL: «en e,

Cin ctr Nghi dinh s6 ... /ND-CP ngay ... / .../ ... cia Chinh phu quy dinh vé
quan ly my pham, co s¢ ... dé nghi S¢ Y t€ tinh ... / thanh pho ... cap lai, dieu chinh
Giay chiing nhan du diéu kién san xuat my pham.

Ly do d& NGNi CAP 121 ...v.vvveeeceeeieeesce e *)

CoSO v, cam két‘nh&ng noi dung néu trong Pon nay la dung
su that va hoan toan chiu trach nhiém vé nhirng ndi dung da ké khai./.

NGUOI PAI DIEN THEO PHAP LUAT/
NGUOI bUQC UY QUYE!\I ,
(Ky, ghi rd ho tén, chizc danh va dong dau (néu co))

Ghi chu:
™) Ghi mot trong cac noi dung dé nghi cap lai quy dinh tai khoan 3 Biéu 6 Nghi dinh nay.



Mau s6 5

TEN CO SO CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

(Pia danh), ngay ... thang ... nam ...

PON PE NGHI PIEU CHINH GIAY CHUNG NHAN
CO SO PU PIEU KIEN SAN XUAT MY PHAM

KINh QUi o
LI CO SO it
Dia chitru SG ChiNN: oo
S6 Giay chirng nhan dang ky doanh NGRIEP: .....cvvvvvveeeeeseeieesee s
NGAY CAP: .e.vevvvereeereeieien, NOT CAP: ©evorvreereeereeeeeesee s,
bién thoal: ......coooovvvvierennnee, E-mail: ..o
D dugc So' Y té tinh..../thanh pho.... cAp Gidy ching nhan du diéu kién san
xuat my pham so ...../DKSXMP- ..., ngay .../ ... [ .........
- DAy chuyén San XUAt Da0 gOm: .........couueieei e,
- Dia dIEM €O ST SAN XUAL: «oev e e,

Cin ctr Nghi dinh s6 ... /ND-CP ngay .../ .../ ... cia Chinh phu quy dinh vé
quan ly my pham, co s¢ ... d€ nghi S¢ Y t€ tinh ... / thanh pho ... cap lai, dieu chinh
Giay chuing nhan du diéu kién san xuat my pham.

Ly do d& nghi diu ChinN: ........coveeveeeeeeeeeeesceeee s *)

COSO vvvririiaiinannnn, cam két nhitng ndi dung néu trong Pon nay la ding
su that va hoan toan chiu trach nhiém ve nhirng néi dung da ké khai./.

NGUOI PAI DIEN THEO PHAP LUAT/
NGUOI PUQC UY QUYEN
(K, ghi r8 ho tén, chize danh va déng dau (néu cd))

Ghi chu:
™) Ghi mét trong céc ndi dung dé nghi diéu chinh quy dinh tai khoan 4 Diéu 6 Nghi dinh nay.



CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

So:

~ GIAY CHUNG NHAN )
PU PIEU KIEN SAN XUAT MY PHAM

/DKSXMP- ... @
@

Uy ban nhan dan tinh/ thanh phé ....®).... chitng nhan:
TEN CO ST SAN XUAL: +.vvevveeeeeeeeeeeeeeeeeeee e ee e eees e eeeeeens
TruSG ChINN: e

Dia chi san XUAL: ............... 4)

P diéu kién san xuat my pham

Day chuyén san xuat bao gém: ....................... (5)

Mau s6 6

Gidy ching nhan c6 hiéu luc tir ngay ... thang ... nam.... dugc cap theo Quyét

/QDP-... ngay ... thang... nam... cla ....
Thay thé cho Gidy chiing nhdn dui diéu kién san xuat my pham sé

(néu la triong hop cdp lai, diéu chinh).

(Dia danh), ngay...thang ...nam...

CO QUAN CAP o
(Ky, ghi ro ho tén, chirc danh va dong dau (néu co))

ngay......thang

Ghi chu:

(1) Ghi m4 ky hiéu sé Gidy chang nhan du diéu kién san xut my pham theo quy dinh sau:
STT | Tén tinh, thanh ph M3 s6 STT Tén tinh, thanh phé | M3 s6
1 An Giang AG 18 Khanh Hoa KH
2 |Bac Ninh BN 19  |Lai Chau LCH
3 Cao Bing CB 20 Lam Dong Lb
4 |CaMau CM 21  |Lang Son LS
5 |Can Tho CT 22 |Lao Cai LCA
6 |PaNing DNA 23 |Nghé An NA
7 |bik Lik PL 24 |Ninh Binh NB
8  |Pién Bién PB 25  |Pha Tho PT
9  |Pong Nai DNAI 26 |Quang Ngii QNG
10  |Pong Thap DT 27  |Quang Ninh QNI
11  |Gia Lai GL 28  |Quang Trj QT
12 Ha Noi HNO 29 Son La SL
13 |Ha Tinh HT 30 |Tay Ninh TNI
14  |Hai Phong HP 31  |Thai Nguyén TNG
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15  |TP. H6 Chi Minh HCM 32  |Thanh Hoa TH
16  |Hué TTH 33 |Tuyén Quang TQ
17 Hung Yén HY 34 Vinh Long VL

(2) Ghi rd hinh thie cap, lan cap trong truong hop cap lai, diéu chinh.

(3) Tén Uy ban nhan dan cap tinh noi dit co so san xuat theo quy dinh tai Nghi dinh
nay.

(4) Trudng hop co sé san xuat ¢d nhidu nha xuong, day chuyén, ghi cu thé nha
xuong, day chuyén duoc chuang nhan.

(5) Ghi ré-day chuyen san xuat 1a: Day chuyén dong goi san pham San xuat ban thanh
pham dang kho; San xuat ban thanh pham dang u6t; San xuat san pham dang khd hoac san xuit
san pham dang w6t hoac dang khac.
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Mau so6 7
TEN CO QUAN TIEP NHAN CONG HOA XA HQI CHU NGHIA VIET NAM
HO SO Poc l1ap - Tw do - Hanh phuc
S6: o i (Pia danh), ngay ... thang ... nam ...
Viv
KIN QU e, ®)

Can cr Quyét dinh s6... ngay ...,

“Cén cir két qua danh gia du dieu kién vé nhan s, co 5o vat chat, thiét bi va
hé thong quan ly chat lwong dap (ng nguyeén tac, tiéu chuan Thyc hanh tot san
xuat my phamtai .......

(Tén co quan tiép nhan hd so) ¢6 Y kién nhu sau:

1. Chua ddng y cap Gidy chiing nhan du diéu kién san xuat my pham cho
CO SO,

2. Yéu Cﬁu,co SO khéc phuc, stra chira cac ton tai néu trong Béo cdo danh
gia “Thuc hanh tot san xuat my pham” va nop bao cao khac phuc, stra chira.

Trong thoi han 06 thang ké tir ngay ky cong vin ndy, co sd dé nghi phai
bé&o céo vé viéc da hoan thanh viéc khac phuc, stra chira kém theo tai liéu chang
minh. Sau thoi han trén, co s¢ khong nop bao cao khac phuyc, sua chira dap tng
theo yéu cau thi ho so dé nghi cap Giay ching nhan du dieu kién san xuat my
pham da nop cua co s¢ khdng con gia tri.

(Tén co quan tiép nhan hd so) thong bao dé co sd biét va thuc hién./.

Noi nhgn: THU TRUONG CUA CO QUAN
- Nhu trén; TIEP NHAN HO SO
- Luu: VT, ... *

Ghi chu:

™) Ghi 15 tén, dia chi co s¢ dé nghi
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Phu luc 11

MAU TRONG HO SO CONG BO, THAY POI NOI DUNG
PHIEU CONG BO SAN' PHAM MY PHAM VA NHAP KHAU MY PHAM

CHO NGHIEN CU'U, KIEM NGHIEM

(Ban hanh kém theo Nghi dinh so /20 /ND-CP ngay thang nam 20 cua Chinh phu)

Mau s 1

Phiéu cong b san pham my pham

MaAu s 2

Thong béo thay doi, bd sung noi dung Phiéu céng bd san pham my
pham

M3u sb 3

Mau Gidy uy quyén cua cha sé hitu san pham cho co & cong bd tai
Viét Nam

MaAu sb 4

Vin ban dé nghi cap Gidy chting nhan luu hanh tu do (CFS) cho
my pham san xuat trong nudc

M3u sb 5

Mau Gidy ching nhan luu hanh tu do (CFS) cip cho my pham san
XUAt trong nudc
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Mau s6 1

I. MAu Phiéu cong bd sin pham m§ pham thwe hién dén ngay 01 thang 01

nam 2029

PHAN DANH CHO CO QUAN QUAN LY (FOR OFFICIAL USE)

Ngay cong bo (Date acknowledged):
Sé quan ly (Product Management No.):

PHIEU CONG BO SAN PHAM MY PHAM

TEMPLATE FOR NOTIFICATION OF COSMETIC PRODUCT

M banh dau vao 6 thich hop (Tick where applicable)

1.2

13

THONG TIN SAN PHAM
PARTICULARS OF PRODUCT

Tén nhén hang va tén san pham (Name of brand and product):*
Nhén hang (Brand)

Tén san pham (Product Name)

Danh sach cac dang hodc mau (List of Variants or Shade). Tén (Names)

Dang san pham (Product type(s))?
O

O O O o o o 0O

Kem, nhil tuong, sita, gel hodc dau dung trén da (tay, mat, chan, ...)
Creams, emulsions, lotions, gels and oils for skin (hands, face, feet, etc.)
Mit na (chi trir san phim 1am bong da ngudn gdc hoa hoc)

Face masks (with the exception of chemical peeling products)

Chat pht mau (long, nhao, bot)

Tinted bases (liquids, pastes, powders)

Phan trang diém, phan ding sau khi tim, bot vé sinh, ...

Make-up powders, after-bath powder, hygienic powders, etc.

Xa phong tam, xa phong khir mui, ...

Toilet soaps, deodorant soaps, etc.

Nudc hoa, nuée thom dung vé sinh, ...

Perfumes, toilet waters and eau de Cologne

San pham dung dé tdm hodc goi (mudi, xa phong, dau, gel, ...)

Bath or shower preparations (salts, foams, oils. gels, etc.)

San pham tiy 1ong

Depilatories
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m| San pham khir mui va chong mui.
Deodorants and anti-perspirants
O San pham cham.soc toc

Hair care products
- Nhudm va tdy mau toc
Hair tints and bleaches
- Ubn toe, dudi toc, gitt nép toc
Products for waving, straightening and fixing
- Céc 'san phdm dinh dang toc
Setting products
= San pham lam sach (sira, bot, dau goi)
Cleansing products (lotions, powders, shampoos)
- San pham cung cép chat dinh dudng cho téc (sira, kem, dau)
Conditioning products (lotions, creams, oils)
- Cac san pham tao kiéu toc (sita, keo xit toc, sap)
Hairdressing products (lotions, lacquers, brilliantines)
Séan phém dung cao rau hodc sau khi cao rau (kem, xa phong, stra, ...)
Shaving product (creams, foams, lotions, etc.)
San pham trang diém va tiy trang ding cho mit va mét
Products for making-up and removing make-up from the face and the eyes
San pham ding cho méi
Products intended for application to the lips
San pham dé cham soc rang va miéng
Products for care of the teeth and the mouth
San pham ding dé cham séc va té diém cho méng tay, mong chan
Products for nail care and make-up
San pham dung dé vé sinh co quan sinh duc ngoai
Products for external intimate hygiene
San pham chdng ning
Sunbathing products
San pham lam sam da ma khong can tim ning
Products for tanning without sun
San pham lam trang da
Skin whitening products
San pham chéng nhan da
Anti-wrinkle products
San pham khac (dé nghi ghi 1)
Others (please specify)
Dang san pham khac:

O O O Oo o o0 o o o o o

Muc dich sir dung (Intended use)?

Dang trinh bay (Product presentation(s))*

O Dang don 1¢ (Single product)

O Mot nhdém cac mau (A range of colours)

O Bang cic mau trong mot dang san pham (Palette(s) in a range of one product type)

O Céc san pham phdi hop trong mot bo san pham (Combination products in a single kit)
O Céc dang khac (dé nghi ghi r8) (Others (please specify))

Dang trinh bay khac:

THONG TIN VE CONG TY SAN XUAT / PONG GOI5/ XUAT KHAU
(Dé nghi dinh kém danh sach riéng néu nhu c¢6 nhiéu hon mét co s¢ tham gia san xuat /
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dong goi dé tao ra mot san phim hoan chinh)
PARTICULARS OF MANUFACTURER(S)/ASSEMBLER(S)/EXPORTER
(Please attach in a separate sheet if there are more than one manufacturer /assembler)

Tén co s6 san xuat (Name of manufacturer):®

Dia chi co s& san xudt (Nude san xuit) (Address of manufacturer (state country):

Country
Te L L LTI TTTITTT ] P LOTTTTTTTTTIITT]

Tén co sé dong goi (dé nghi danh déu vao muyc thich hop. C6 thé danh diu nhiéu hon 01 6
(Name of assembler (Please tick accordingly. May tick more than one box)):
O Dong goi chinh’ O Poéng goi thir cap®
Primary assembler Secondary assembler

Dia chi ctia co s& dong goi (Address of assembler (state country)):

Country

Teb [ [ [TTTTTTITIIII0] P LITTTITTTTITTTTT]

Tén nuéc xuat khau® (Bé nghi danh dau vao muc thich hop. Chi ap dung ddi vai san pham my
pham nhap khau) (Name of exporting country (Please tick accordingly. Only apply to imported
cosmetic products)):

Country

San pham my pham duoc luu hanh ty do tai (Cosmetic product(s) are free sold in):

- Nudc xuit khau (Exporting country): o

- Nuéc san xuat (Manufacturing country): o

THONG TIN VE TO CHU'C, CA NHAN CHIU TRACH NHIEM
PUA SAN PHAM MY PHAM RA THI TRUONG
PARTICULARS OF LOCAL COMPANY RESPONSIBLE FOR PLACING
THE COSMETIC PRODUCT IN THE MARKET

Tén Cdng ty (Name of company):

bia chi Cong ty (Address of company):




10.

11.
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Telb: [ [ [[[TTTldTTIIT) P LTI TTTIIIITTT]]

S gidy phép kinh doanh / S6 gidy phép hoat dong™
Business Registration Number / License to Operate Number

HEEEEEEEEEEEEEER

THONG TIN VE NGUOI PAI DIEN THEO PHAP LUAT CUA CONG TY"!
PARTICULARS OF PERSON REPRESENTING THE LOCAL COMPANY

Hg'va tén (Name of person):

Email:| [ [ [[[[[]T[T[]]]

Chuc vy ¢ cong ty (Designation in the company):

THONG TIN VE CONG TY NHAP KHAU
PARTICULARS OF IMPORTER

Tén Cong ty nhap khau / Name of Importer:

Dia chi Cong ty nhap khau / Address of importer:

Telb [ [ [JTTTTIITTIIT] Fe (LI TP TTIITTITTT]

DANH SACH THANH PHAN
PRODUCT INGREDIENT LIST

Dé nghi kiém tra 6 sau day (Please check the following boxes)

O T6i da kiém tra ban stra doi tir Phu luc II d&én Phu luc VII cua danh muc céc thanh phﬁn my
pham ASEAN nhu dugce cong bd trén ban sira d6i cdp nhat nhat ciia Hiép dinh my pham
ASEAN.

Tbi xin x4c nhan ring san pharn dugc dé cap dén trong Phiéu cong bd nay dap tng quy dinh tai
khoan 3 Diéu 3 Nghi dinh sb..../ND-CP ngay... thang... nam... ciia Chinh phi quy dinh vé
quan Iy my pham.

I have examined the latest revisions of the Annexes Il to VII of the ASEAN Cosmetic Ingredient
Listing as published in the latest amendment of the ASEAN Cosmetic Directive.

I hereby confirm that the product specified in this notification comply with the provisions of
Clause 3, Article 3 of Decree No...../ND-CP dated... month... year... of the Government
regulating on the management of cosmetics.

O T6i dam nhén trach nhiém trd 161 va hop tac toan dién voi co quan c6 tham quyen vé bat ky
hoat dong kiém soat sau khi ban hang khi c6 yéu cau boi co quan c6 tham quyén.
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I undertake to respond to and cooperate fully with the regulatory authority with regard to any
subsequent post-marketing activity initiated by the authority.

Danh sich thanh phin diy di (product full ingredient list) 2
(Y€u cau ghi day du danh sach tat ca cac thanh phan va ti 1¢ % cua nhimg chat c6 gidi han vé nong do,
ham lugng st dung trong my pham - To submit ingredient list with percentages of restricted ingredients)

Ti 1€ % cua nhiing chat

Tén day dir thanh phan (tén danh phap qudc té hodc str ;1 , ~ z Ghi cha

STT dungtén khoa hoc chuin da duoc cong nhan) 6 0i6i han vé none d6
No. Full'Ingredient name (use INCI or approved £101 ¢ 8 co,
- ham lugng
nomenclature in standard references)
1
2
3

CAM KET (DECLARATION)

1. Thay mit cho cong ty, t6i xin cam két san pham duoc dé cap tai Phiéu cong bd nay dap tng
tat ca cac yéu cau cua Hiép dinh my phim ASEAN va cac Phu luc kém theo.

I hereby declare on behalf of my company that the product in the notification meets all the

requirements of the ASEAN Cosmetic Directive, its Annexes and Appendices.

2. Téi xin chiu trach nhiém tuén thu cac diéu khoan sau ddy (I undertake to abide by the
following conditions):

i. Bao dam c6 sin dé cung cip cac thong tin k¥ thuat va tinh an toan khi co quan c¢6 tham
quyén yéu cau va co ddy du hd so vé cac san phim di dugc phan phdi dé bao cio trong
truong hop san pham phai thu hoi.

Ensure that the product’s technical and safety information is made readily available to the
regulatory authority concerned (“the Authority”) and to keep records of the distribution
of the products for product recall purposes;

ii. Phai thong bao ngay cho co quan c6 tham quyén vé cac tac dung phu nghiém trong' cia
san phém giy chét nguoi hoac de doa tinh mang béng dién thoai, fax, thu dién tir hoac van
ban trudc 07 ngay ké tir ngay biét thong tin.

Notify the Authority of fatal or life threatening serious adverse event' as soon as possible
by telephone, facsimile transmission, email or in writing, and in any case, no later than 07
calendar days after first knowledge;

iii. Phai hoan thanh bao cdo tac dung phu ctia san pham (theo rnau quy dinh)" trong thoi han
08 ngay ké tir ngay thong bao cho co quan c6 tham quyén vé nhimng tac dung phu nghiém
trong nhu da néu trong muc 2ii néu trén va cung cap bat cir thong tin nao theo yéu cau cia
co quan c6 thim quyén.

Complete the Adverse Cosmetic Event Report Form " within 08 calendar days from the
date of my notification to the Authority in para 2ii. above, and to provide any other
information as may be requested by the Authority;

iNbu d6 duoc dinh nghia rd rang trong tai liéu hudng dan cho cac cong ty vé bao cdo tac dung phu cia san phdm my

pham.

_As defined in the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products.

" Trinh bay tai Phu luc I trong tai liu huéng dan cho cac cong ty v& béo co tac dung phu cia san phdm my phém.
Set out in Appendix I to the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products.
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iv. Thong bao ngay cho co quan ¢6 thim quyén vé cac _phan mg phu nghiém trong cta san
pham nhung khong gay chét nguoi hogc de doa dén tinh mang va trong bat cu truong
hop nao, viéc bao cao (sir dung mau bao co) vé tac dung phu phai duoc tién hanh trudc
15 ngay ké tir ngay biét vé tac dung phu nay.

Report to the Authority of all other serious adverse events that are not fatal or life
threatening as soon as possible, and in any case, no later than 15 calendar days after
first knowledge, using the Adverse Cosmetic Event Report Form;

v. Coéng bd véi co'quan c6 tham quyén khi c6 bat i su thay dbi ndo tai Phiéu cong bd nay.
Notify the Authority of any change in the particulars submitted in this notification;

3. Téi xin cam doan rang nhitng thong tin duoc dua ra tai Phiéu cong bb nay 1a dung sy that.
Tt ca cac fdi liéu, cac thong tin lién quan dén ndi dung cong bd s& duoc cung cip va cac tai
li¢u dinh kem la ban hop phap hodc sao y ban chinh.
| declare that the particulars given in this notification are true, all data, and information of
relevance in relation to the notification have been supplied and that the documents enclosed
are authentic or true copies.

4. T6i hiéu rang t61 s€ o trach nhiém dé bao dam tat ca cac 16 san pham cua chiing toi déu dap
{mg céac yéu cau phap ludt va tuén thu tat ca tiéu chuan, chi tiéu san pham di duoc cong bd
véi co quan co thAm quyen
I understand that | shall be responsible for ensuring that each consignment of my product
continues to meet all the legal requirements, and conforms to all the standards and
specifications of the product that | have declared to the Authority.

5. Téi hiéu rang trong truong hop co tranh chap phap luat, toi khong dugc quyen sur dung

Phiéu c6ng b san phim my pham da dugc co quan c6 thim quyén chap nhan néu san pham
ctia ching t6i khong dap tng cac yéu cu vé tiéu chuén, chi tiéu ma ching toi da cong bo.
I understand that I cannot place reliance on the acceptance of my product notification by
the authority in any legal proceedings concerning my product, in the event that my product
has failed to conform to any of the standards or specifications that | had previously declared
to the Authority.

Ho tén va chir ky ctia nguoi dai dién theo phép luat cia cong ty
[Name and Signature of person representing the local company]

Déu cua cong ty
[Company stamp] Ngay ... thang ... nam ... [Date]



II. Mau Phiéu céng bd sian pham m§ pham thuwe hién ké tir ngay 01 thang 01
nam 2029

Pf’lén danh cho co quan.qudn ly
So quan ly:
Ngay phat hanh:

Phan ké khai ciia co sé cong bé

PHIEU CONG BO SAN PHAM MY PHAM
TEMPLATE FOR NOTIFICATION OF COSMETIC PRODUCT

MPanh diu vao 6 thich hop (Tick where applicable)

THONG TIN VE CO SO CONG BO SAN PHAM MY PHAM
PARTICULARS OF LOCAL COMPANY RESPONSIBLE FOR PLACING
THE COSMETIC PRODUCT IN THE MARKET

1. Tén co sé cong bd (Name of company):

bia chi cta co sé cong bod (Address of company):

Telb [ [T TTTTTITITIIT) P (LTI TITITTITTTTT]

Mi sb doanh nghiép
Business Registration Number'°

THONG TIN VE NGUOI PAI DIEN THEO PHAP LUAT CUA CO SO CONG BO*
PARTICULARS OF PERSON REPRESENTING THE LOCAL COMPANY

2. Ho vatén (Name of person):

L rrrr PP
Teb [T T TTTTTTITIT[] Emaic [J[][T[T[TTT[]T]]

Chure vu (Designation in the company):

THONG TIN SAN PHAM
PARTICULARS OF PRODUCT




3. Tén nhan hang va tén san pham (Name of brand and product):!
3.1. Nhén hang (Brand)

3.2. Tén san pham (Product Name)

3.3. Danh'sach cac dang hoac mau (List of Variants or Shade). Tén (Names)

4. Phan loai, phan nhém san phém (Product type(s))?
(Can cir vao dang bao ché, vi tri sw dung, muc dich su dung, tinh nang, cong dung, dang trinh bdy cua san
pham, ghi ro6 logi san pham my pham).

5. Tiéu chuan ap dung:

- Truong hop co s¢ san Xudt str dung tiéu chuan da dugc cong bo cong khai trén Cong thong tin dix liéu tiéu chuan
qudc gia hoac cac co s¢ dit liéu chuyén nganh khac dugc két ndi, chia sé theo quy dinh tai Diéu 4 Nghi dinh nay:
Co s& ¢ong bd ghi rd s6 ki hiéu caa tiéu chuan ap dung.

- Trudong hop co so san xuat khong sir dung tiéu chuan da duoc cong bd, cong khai trén Cong thong tin di liu
tiéu chuan quéc gia hoic cac co so dir lidu chuyén nganh khéc dugc két ndi, chia s¢ theo quy dinh tai biéu 4 Nghi
dinh nay: Co s¢ cong bé gui kém theo Tiéu chuan cht luong do co s¢ san Xuét ty cong bd ap dung trong d6 co
noi dung vé tiéu chuan va phuong phép thir cia thanh pham.

6. Muc dich str dung (Intended use)®
O  Su dung thong thuong (General use)
O  Su dung chuyén nghiép (Professional use)
Trudng hop sir dung chuyén nghiép, dé nghi kiém tra 6 sau day (Please check the following boxes)
O  To6i cam két san phém nay chi dugc phan phéi cho céc co sd dich vu chuyén mén va chiu trach nhi¢m
vé viéc ddo tao huéng dan st dung

7. Céch ding, huéng dan sir dung

8. Dang trinh bay (Product presentation(s))*
O  Dang don 1¢ (Single product)
O Mot nhom cac mau (A range of colours)
O  Bang cdc mau trong mot dang san pham (Palette(s) in a range of one product type)
O Céc san pham phdi hop trong mét bd san pham (Combination products in a single kit)
O Céc dang khac (d& nghi ghi 1) (Others (please specify))
9. Dinh luong ciia san pham (thé hién bang khoi lwong tinh hodc thé tich thuc, liét ké day dii trong img véi moi
dang déng goi, néu cé)




DANH SACH THANH PHAN
PRODUCT INGREDIENT LIST

10. Dé nghi kiém tra 6 sau day (Please check the following boxes)
O Toi da kiém tra ban stra d6i tir Phy luc IT dén Phu lyc VII cua danh myc cac thanh phin my pham ASEAN
nhu duge cong bd {trén ban sua d6i cap nhat nhét cua Hiép dinh my phém ASEAN.
T6i xin xac nhan rang san pham dugc dé cap dén trong Phiéu cong bd nay dap tmg quy dinh tai khoan 3 Diéu
3 Nghi dinh s6..,./ND-CP ngay... thang... nim... cia Chinh phii quy dinh vé quan ly my pham.
I have examined the latest revisions of the Annexes Il to VII of the ASEAN Cosmetic Ingredient Listing as
published in‘the latest amendment of the ASEAN Cosmetic Directive.
I hereby confirm that the product specified in this notification comply with the provisions of Clause 3, Article
3 of Decree No...../ND-CP dated... month... year... of the Government regulating on the management of
cosmetics.

I Tbi cam két chiu trach nhiém tra 151 va hop tac toan dién véi co quan c6 tham quyén vé bét ky hoat dong
kiém soat sau khi ban hang khi ¢ yéu cu boi co quan c6 thim quyén.

I undertake to respond to and cooperate fully with the regulatory authority with regard to any
subsequent post-marketing activity initiated by the authority.

Danh sich thanh phin diy di (product full ingredient list)?
(Yéu ciu ghi déy du danh sach tit ca cac thanh phan. Ddi v6i cac chit quy dinh tai Phu luc VI va VII cua
Hiép dinh my pham ASEAN bét budc phai ghi ti 16 phan tram, truong hop co yéu cau kém theo mirc giGi
han ma chua dugc thé hién tai cac noi dung tr myc 1 dén myc 6 cua Phiéu cong bd, phai ghi 10 ndi dung
dap ung tai cot Ghi chu. Déi voi cac chét quy dinh tai Phu luc I va IV cua Hi€p dinh my pham ASEAN co
yéu cau gi6i han nong do, phai ghi 1 ti 16 phan trim va yéu ciu kém theo mirc gii han ma chua duoc thé
hién tai cac noi dung tir myc 1 dén muc 6 cua Phiéu cong bd, phai ghi 16 ndi dung dap tmg tai cot Ghi cha.
To submit a complete list of all ingredients. For restricted substances listed in Annexes VI and VII of the
ASEAN Cosmetic Directive, the percentage concentration must be clearly indicated. In cases where there
are additional limit requirements that are not reflected in items 1 to 6 above, such information must be
clearly stated in the Notes column. For substances listed in Annexes Il and IV of the ASEAN Cosmetic
Directive that are subject to concentration limits, the percentage concentration must also be clearly
indicated. Furthermore, if there are specific limit requirements not already presented in items 1 to 6 above,
these must also be clearly stated in the Notes column.) ,

THONG TIN VE CONG THUC GOC VA BIEN THE

= MIE CONG tHUIC GOC: et eseneeanes

- Tén/nhém bién thé thudc cting CONG thITC ZOC: w.vuvvrrverrierieeeeeeereeseeeeee e eneons

Danh sach thanh phan Céng thirc gbc

Ma s0
Tén day du thanh phan (én danh phap quéc té hofc sir CAS Ti18 %
STT dung tén khoa hoc chuan da dugc céng nhén) (Chemical (Percen'ta Oe of Ghi
No. Full Ingredient name (use INCI or approved Abstracts in redier?ts) cha
nomenclature in standard references) Service g
Number)
1
2




Danh sach thanh phén céc bién thé

Mi s6
Tén day du thanh phan (tén danh phép quéc té hofc sir CAS Til8 %
STT dung tén khoa hoc chuan da dugc céng nhén) (Chemical (Percen-ta Oe of Ghi
No. Full Ingredient name (use INCI or approved Abstracts inare dieﬁts) cha
nomenclature in standard references) Service g
Number)

| Tén bién thé 1

1

2

3

[l | Tén bién thé 2

1

2

3

11. Tén cong ty san xuat (Name of manufacturer) (Liét ké tit ca cac cong ty san xuét, trong truong hop nhidu

THONG TIN VE CO SO SAN XUAT / PONG GOI°
PARTICULARS OF MANUFACTURER(S) / ASSEMBLER(S)

cong ty tham gia vao qua trinh ché bién san pham)®:

bia

chi co s6 san xuat (Nude san xuat) (Address of manufacturer (state country):

Country

Tel:

12. Tén co s& dong goi (d& nghi danh ddu vao muyc thich hgp. C6 thé danh déu nhiéu hon 01 6 (Name of assembler

Fax:

(Please tick accordingly. May tick more than one box)):

O Doéng goi chinh’ O Dong gbi thir cap®

Primary assembler Secondary assembler

Dia chi cta co s¢ dong goi (Address of assembler (state country)):




Country

Tebl [ [ [TTTTLPTTTTIT) P [ITTTTTTITTTITTTL]

THONG TIN VE NUOC XUAT KHAU
(Dé nghi danh’dau vao muc thich hop. Chi ap dung déi véi san pham my pham nhap khau)
PARTICULARS OF EXPORTER COUNTRY
(Please tick accordingly. Only apply to imported cosmetic products)

13. Tén nuéc xuat khau (Name of exporting country)®:

Country

San phdm my phim duoc luu hanh ty do tai (Cosmetic product(s) are free sold in):
- Nudéc xuat khau (Exporting country): O

- Nuéc san xuit (Manufacturing country): O
CAM KET (DECLARATION)

1. Thay mdt cho cong ty, t0i Xin cam két san pham duogc dé cap tai Phiéu cong bd nay dap ung tat
ca cac yéu cau cta Hiép dinh my pham ASEAN va cac Phy luc kém theo.

I hereby declare on behalf of my company that the product in the notification meets all the

requirements of the ASEAN Cosmetic Directive, its Annexes and Appendices.

2. T6i xin chiu trach nhiém tuén thu cac diéu khoan sau day (I undertake to abide by the following
conditions):

i. Bao dam co san dé cung cap cac thong tin ky thudt va tinh an toan khi co quan ¢ thAm quyén
yéu cau va co day du hd so vé cac san pham di dugc phan phdi dé bao céo trong truong hop
san pham phai thu hoi.

Ensure that the product’s technical and safety information is made readily available to the
regulatory authority concerned (“the Authority”) and to keep records of the distribution of the
products for product recall purposes;

ii. Phai thong béo ngay cho co quan c6 tham quyen vé cac tac dung phu nghiém trong' cia san
pham giy chét nguoi hoac de doa tinh mang bang dién thoai, fax, thu dién tir hodc van ban
truée 07 ngay ké tir ngay biét thong tin.

Notify the Authority of fatal or life threatening serious adverse event' as soon as possible by
telephone, facsimile transmission, email or in writing, and in any case, no later than 07
calendar days after first knowledge;

iii. Phai hoan thanh bao cao tac dung phu cta san pham (theo mau quy dinh)" trong thoi han 08
ngay ké tir ngay thong bao cho co quan c6 tham quyén vé nhimg tac dung phy nghiém trong
nhu da néu trong myc 2ii néu trén va cung cAp bit ctr thong tin nao theo yéu cau cua co quan
¢6 thim quyén.

Complete the Adverse Cosmetic Event Report Form " within 08 calendar days from the date of
my notification to the Authority in para 2ii. above, and to provide any other information as
may be requested by the Authority;

INhu d6 dwoc dinh nghia 16 rang trong tai liéu hudng dan cho cac cong ty v& bao cio tac dung phu ctia san phim m§ phém.
_As defined in the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products.
" Trinh bay tai Phu luc I trong tai liéu huéng dén cho céc cong ty v& bao céo tac dung phy ciia san pham m§ phim.

Set out in Appendix | to the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products.



iv. Thong bao ngay cho co quan c6 tham quyen vé cac phan tmg phu nghiém trong cua san pham
nhung khong gay chet nguoi hodc de doa dén tinh mang va trong bat ctr trudng hop nao, viée
bao cao (str dung miu bao cao) vé tac dung phu phai dugc tién hanh trude 15 ngay ké tir ngay
biét vé tac dung phu nay.

Report to the Authority of all other serious adverse events that are not fatal or life threatening
as soon as possible, and in any case, no later than 15 calendar days after first knowledge,
using the Adverse Cosmetic Event Report Form;

v. Coéng bd voico quan c6 tham quyén khi c6 bat cir su thay d6i ndo tai Phiéu cong bd nay.
Notify the-Authority of any change in the particulars submitted in this notification;

3. Téi xin cam doan rang nhirng thong tin dugc dua ra tai Phiéu cong bd nay 1a dung sy that. Tat
ca céc tai lidu, cac thong tin lién quan dén ndi dung cong bd s& duoc cung cép va céac tai lidu
dinh kém 1a ban hop phap hoac sao y ban chinh.
| declare that the particulars given in this notification are true, all data, and information of
relevance in relation to the notification have been supplied and that the documents enclosed are
authentic or true copies.

4. T6i hiéu rang toi s& ¢ trach nhiém dé bao dam tat ca cac 16 san pham cua chang toi déu dap
g cac yéu cau phap luat va tuan thu tat ca tiéu chuén, chi tiéu san pham da duoc cong bd véi
co quan ¢ tham quyén.

I understand that | shall be responsible for ensuring that each consignment of my product
continues to meet all the legal requirements, and conforms to all the standards and
specifications of the product that | have declared to the Authority.

5. Toi hiéu rang trong truong hop c6 tranh chap phap luat, t6i khong duoc quyén st dung Phiéu

cong bd san pham my pham da duoc co quan co thim quyén chap nhan néu san pham cua ching
t61 khong dap tng cac yéu cu vé tiéu chuan, chi tiéu ma chung t6i da cong bd.
I understand that I cannot place reliance on the acceptance of my product notification by the
authority in any legal proceedings concerning my product, in the event that my product has
failed to conform to any of the standards or specifications that | had previously declared to the
Authority.

Ho tén va chit ky ctia nguoi dai dién theo phép luat ctiia cong ty
[Name and Signature of person representing the local company]

Dau ctia cong ty
[Company stamp] Ngay ... thang ... nam ... [Date]



Ghi chu:
A Céc ndi dung tai mau Phiéu cong bé san pham my pham
1 Tén day du cua san pham phai duoc cung cép, theo trinh tu sau: tén nhén hang, dong san pham (neu cd), tén san
pham Néu 1a mot mau riéng lé dwoc cong bd thi ghi tén mau va sé mau. Néu cd nhiéu mau thi tén va sé mau caa mdi
mau phai dugc cong bd.
2 Can cir vao dang bao ché, vi tri sir dung, muc dich sir dung, tinh ning, cong dung, dang trinh bay cua san pham, tham
khao danh muc dudi daydé phan loai, phan nhém san pham my pham cong bé (c6 thé két hop nhiéu phan nhém cho
mot san pham my pham cong bb):
(1). Ken, nhii twong, sira, gel hodc dau dung trén da (tay, mat, chan, ...)
Creams, emulsions, lotions, gels and oils for skin (hands, face, feet, etc.)
(2).“ Mt na ding cho da mat (chi trir san phiam 1am bong da ngudn géc hoa hoc)
Face masks (with the exception of chemical peeling products)
(3). Chét phu mau (Iong, nhao, bot)
Tinted bases (liquids, pastes, powders)
(4). Phén trang diém, phan dung sau khi tam, bot vé sinh, ...
Make-up powders, after-bath powder, hygienic powders, etc.
(5). Xa phong tam, xa phong khir mui, ...
Toilet soaps, deodorant soaps, etc
(6). Nudc hoa, nude thom dung vé sinh, ...
Perfumes, toilet waters and eau de Cologne
(7). San pham ding dé tam hozc goi (mudi, xa phong, dau, gel, sira ...)
Bath or shower preparations (salts, foams, oils. gels, lotions etc.)
(8). San pham tay léng
Depilatories
(9). San pham khir mui va chéng mui.
Deodorants and anti-perspirants
(10). San pham chim séc toc
Hair care products
- Nhuom va tdy mau toc
Hair tints and bleaches
- Ubn téc, dudi toc, giir nép toc
Products for waving, straightening and fixing
- Céc san pham dinh dang t6c
Setting products
- San pham lam sach (sita, bot, dau goi)
Cleansing products (lotions, powders, shampoos)
- San pham dudng téc (sira, kem, dau)
Conditioning products (lotions, creams, oils)
- Céc san pham tao kiéu toc (sita, keo xit toc, sap)
Hairdressing products (lotions, lacquers, brilliantines)
(11). San pham duing cao rau hozc sau khi cao rau (kem, xa phong, sira, ...)
Shaving product (creams, foams, lotions, etc.)
(12). San pham trang diém va tay trang ding cho mat va mat
Products for making-up and removing make-up from the face and the eyes
(13). San pham dung cho moi
Products intended for application to the lips
(14). San pham dé cham soc rang va miéng
Products for care of the teeth and the mouth
(15). San pham dung dé cham soc va to diém cho mong tay, méng chan
Products for nail care and make-up
(16). San pham ding dé vé sinh bén ngoai co quan sinh duc
Products for external intimate hygiene
(17). San pham chdng nang
Sunbathing products
(18). San pham 1am sam da ma khéng can tim ning
Products for tanning without sun
(19). San pham lam tring da
Skin whitening products



(20). San pham chdng nhin da
Anti-wrinkle products
Danh séch minh hoa 14 chua day du va c6 thé dé cap dén céc dang san pham khac khéng c6 trong danh séch bang cach
lyra chon muc “céc dang khac™ va ghi rd dang san pham. C6 thé lya chon nhiéu hon mét dang san pham.
¥La thong tin vé chirc nang hoic cdng dung cua san pham.
# Chi lya chon mot dang thich hop nhét trong 4 dang san pham:
- “Dang don 1¢” dugc trinh bay trong mot dang dong gbi don le.

- “Mot nhém cac mau” 1a'mot nhom cac san pham my pham c6 thanh phan twong ty nhau va duoc san xuét boi cung
Mot co s& san Xuat, co cung muc dich sir dung, nhung c6 mau sic khac nhau nhung khong phai la dang déng goi két
hop cua céc dang san pham khéac nhau.

- “Bang cac mau trong mot dang san pham” 1a mot nhém cac san pham my pham duge dong trong mot loat céc bang.
- “Céc san pham phdi hop trong mot b san pham” 1a cac dang san pham giéng hozc khac nhau va duoc bén trong
cling mot bao'goi. Khong thé béan rleng tirng loai.

®C6 thé c6 trén mot cong ty san xuat hodc dong goi cho mot san pham (1a cac cong ty tham gia cac cong doan san xuat
dé san xuét ra mot san pham hoan chinh). Phai néu rd tén va dia chi day du cua timg cong ty (truong hop dia chi try
s6 chinh khac dia chi co s¢ san xuat thi phai khai béo ca hai).

6 Cong ty san Xuét 1a cong ty tham gia vao bat ky giai doan nao cua qué trinh tao ra san pham my pham. Qua trinh san
Xuat bao gom tat ca cac giai doan tir san xuat ban thanh pham va thanh pham, xay dung cong thuc va san Xuat (vi du
nhu nghién, tron, géi va hodc dong goi), kiém tra chat lugng, Xuat xuong va cac qué trinh kiém soét lién quan.

" Cong ty dong gbi chinh 1a cong ty tham gia vao qué trinh dong goi san phdm vao bao bi dong géi chinh/ tryc tiép,
bao bi ndy dugc hoic s& duge dan nhan trude khi san phdm duoc ban hoic phan phéi.

8 Cong ty dong goi thir cdp 13 cong ty chi tham gia vao qua trinh dan nhan cho bao géi ma san phim da dugc dong vao
trong bao goi chinh, hodc dong bao géi chinh vao trong hop carton, sau d6 dan nhén, truéc khi ban hoic phan phéi.

% La nuée xuat khau san pham vao Viét Nam

101 3 6 Gidy ching nhan ding ky doanh nghiép hodc Gidy ching nhan dang ky ho kinh doanh.

1 Nguoi dai dién cho cong ty d nop hd so cong bd phai c6 du trinh do va kinh nghiém theo quy dinh cua luat phép va
luat hanh nghé cua Viét Nam, 1a ngudi dai dién theo phap luat cia cong ty néu trén Gidy ching nhan ding ky doanh
nghiép hoic Gidy chung nhan dang ky ho kinh doanh.

12Ndng do cua cac thanh phan phai dugc cong bd néu nhu d6 1a cac thanh phan nim trong danh muc han ché st dung
duogc xac dinh trong cac Phu luc caa Hiép dinh my phdam ASEAN.

Déi vai cac chat co quy dinh gisi han ndng d6, ham lwong ¢6 thé duoc sir dung véi muc dich khac nhau theo quy dinh
tai cac Phy luc cua Hiép dinh my pham ASEAN, phai ké khai rd vai trd cua chat do tai cot Ghi chal.

Déi véi cac chét co quy dinh gidi han hoic yéu cau khac theo quy dinh tai cac Phu luc caa Hiép dinh my pham ASEAN,
phai néu rd noi dung dap tng theo quy dinh tai cac Phy luc cua Hiép dinh m§ phim ASEAN tai cot Ghi chu.

B. Céu tric ma sé quan ly san pham my pham

1. Céu triic ma s6 quan ly san phAm my phdm gdm 02 chir cai “MP” va 12 chir 56, cu thé nhw sau:

Cong bd my A g Ma tinh, thanh phé truc thugc | S6 thir tw cong bd c A g
X Y Ma nwdc san xuat n ; < Nam cong bo
pham (viet (03 chir s6) Trung wong cong bo trong nim (02 chir s6)
tat) ] (02 chfr 50) (05 chir s0) T
MP Theo ma Quoc gia|Matinh, thanh phé truc thuoc Trung | 00001 - 99999 02 chir so cuoi
trén the gidi tim xuat | wong theo quy dinh tai myc 2 Phy luc ctia ndm cap®
xir san pham theo | nay®
chuan GS1

) Céc ngi dung trong cét c6 thé phdt sinh theo quy dinh tai cdc van ban quy pham phap ludt ¢ lién quan hogc nhu
cau qudn ly thyc té.

Vi du:

- MP300011234526 c¢6 nghia 1a ma sé quan ly san phdm my pham xuat x& Phép (300) do S& Y té thanh phé Ha Noi
(ma sb 01) cong bb nam 2026 c6 s thir tw 12345.

- MP893790012326 c6 nghia 1a ma sb quan ly san pham my pham san xuét tai Viét Nam (893) do So Y t& Thanh phé
Ho Chi Minh (mé s6 79) cong bd nam 2026 ¢6 sb thir tu 00123.

2. M tinh, thanh phd cong bb san phim my phzflm:

STT Tén tinh, thanh phd Ma sb STT Tén tinh, thanh phd Ma sb
1 Ha Noi 01 18 Ha Tinh 42
2 Cao Bang 04 19 Quang Tri 44
3 Tuyén Quang 08 20 Hué 46
4 DPién Bién 11 21 DPa Nang 48
5 Lai Chau 12 22 Quang Ngai 51




6 Son La 14 23 Gia Lai 52
7 Lao Cai 15 24 Khanh Hoa 56
8 Thai Nguyén 19 25 Pik Lik 66
9 Lang Son 20 26 Lam DPong 68
10 Quang Ninh 22 27 DPong Nai 75
11 Bic Ninh 24 28 Thanh ph Ho Chi Minh 79
12 Pha Tho 25 29 Tay Ninh 80
13 Hai Phong 31 30 DPdng Thap 82
14 Hung Yén 33 31 Vinh Long 86
15 Ninh Binh 37 32 An Giang 91
16 Thanh Hoa 38 33 Cén Tho 92
17 Nghé An 40 34 Ca Mau 96




Mau s6 2

TEN CO SO CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

S6: ... (Pia danh), ngay ... thang ... nam ...

THONG BAO THAY POI, BO SUNG NQI DUNG
PHIEU CONG BO SAN PHAM MY PHAM

Kinh gui: ...

Tén co so: ...
bia chi: ...
, S6 Giay chitng nhan diang ky doanh nghiép / ho kinh doanh, ngay cép, noi
cap: ...
bién thoai: ... Fax: ... E-mail: ...
Can ct Nghi dinh s6 ... /ND-CP ngay .../ ... / ... cia Chinh pha quy dinh vé
quan ly my pham, co s¢ ... thdng bao vé noi dung thay doi, bo sung sau khi cong b
san pham my pham tai Danh muc kém theo Théng bao nay.
1. Danh muc san pham dé nghi thay d6i, b6 sung noi dung sau khi cong bd
STT | Tén san phdm my pham S6 quan ly Ngay coéng bd

2. Noi dung da duoc cong bé:
3. Noi dung thay d6i, bd sung sau khi cong bo:
4. Tai liéu chizng minh noi dung dé nghi thay di, b sung kém theo (néu cd):

Co s6 ... cam két va chiu trach nhiém toan dién trudc phap luat vé tinh chinh
Xac, hop phép, trung thuc cua cac thong tin néu trong Thong béo nay./.

NGUOI bAl DIEN THEO PHAP LUAT/
NGUOI PUQC UY QUYEN
(Ky, ghi rd ho tén, chizc danh va dong dau (néu co))



Mau s6 3

GIAY UY QUYEN/ LETTER OF AUTHORIZATION
(San phdm my pham/ Cosmetic Products)

1. BEN UY QUYEN / Authorizing Entity

- Ten co SO/ NAME: .vviiiicieie e

- DIaChi / AdArESS: ....eevveiieeeeee e

- T cach phap ly/Capacity:

[ Chu so hitu (Product Owner )” [0 Nha san xuat / (Manufacturer).
2. BEN DPUQC UY QUYEN/ Authorized Entity

e NS o Ao A AT 11 L=
= DIa ChI/ AAAIESS: .
- M& S0 thUE/ TaX COUE: ..o
3. Pham vi uy quyen / Scope of Authorization

Bén uy quyén bang vin ban nay ty quyén cho Bén duoc uy quyén thay mat

chung tdi thuc hién cac cong viéc sau tai Viét Nam:
(By this Letter of Authorization, we hereby authorize the Authorized Entity to act on our behalf to
carry out the following activities in the Socialist Republic of Viet Nam)

- Thuc hién thu tuc Céng bd san pham m§ pham tai Co quan c6 tham quyén.

(To carry out the cosmetic product notification procedure with the competent authority)

- Chiu trdch nhiém dua san pham ra thi truong va phan phoi tai thi truong
Viét Nam.

(To be responsible for placing and distributing the products on the Vietnamese market)

- Tinh doc quyen/ Exclusivity:

[0 Boc quyén (Exclusive) [0 Khong doc quyén (Non-exclusive)

4. Danh muc san pham/ List of products:

(Tén san phdam nhuw trén nhdn/ Name of products as shown on the label)

5. Cam két vé PIF (Tuan thi ACD)/ Commitment of PIF (Compliant with
ACD)

Bén ty quyén cam két cung cap Ho so thong tin san pham (PIF) cho Bén duoc
uy quyén nhu sau:

(The Authorizing Entity commits to providing the Product Information File (PIF) to the Authorized
Entity as follows):

Phan I: Ho so hanh chinh va Tém tat san pham: S& duoc cung cap dé luu
trit tai van phong Bén dugc uy quyén nham xuét trinh ngay lap tic (trong vong 24
gid) khi c6 yéu cau tir Co quan quan ly Viét Nam.

(Part I: Administrative Documents and Product Summary: The documents shall be provided for

retention at the office of the Authorized Entity and shall be made immediately available (within twenty-four
(24) hours) upon request by the Vietnamese competent authority)



Phan I1: Dir liéu chat lwgng cha nguyén ligu: S& dugc cung Cap trong vong
15-30 ngay trong truong hop co diéu tra vé an toan hoac theo yéu cau cia Co quan
quan ly.

(Part Il: Quality Data of Raw Materials: The documents shall be made available within 15 to 30
days in case of a safety mvestlgatlon or upon request by the competent authority)

Phan 111: Dir liéu chat lwgng cia thanh pham: S& dugc cung, cap trong vong
15-30 ngay trong truong hop co diéu tra vé an toan hoac theo yéu cau cia Co quan
quan ly.

(Part HI: Quality Data of Finished Product: The documents shall be made available within 15 to
30 days in case of a safety investigation or upon request by the competent authority)

Phan 1V: Dir liéu vé an toan va hiéu qua: Sé duoc cung cap trong vong 15-
30 ngay trong trudng hop co diéu tra vé an toan hoic theo yéu cau cua Co quan quan

ly.
(Part IV: Safety and Efficacy Data: The documents shall be made available within 15 to 30 days in
case of a safety investigation or upon request by the competent authority)

6. Thoi han dy quyén / Term of Authorization ’
Gidy uy quyén nay co gia tri tir ngay ... dén ngay ... hodc cho dén khi ¢ vin
ban hay bo chinh thire dugc hop phép hda lanh su.

This Letter of Authorization shall take effect from [date] to [date], or until it is officially revoked by
a duly consularized revocation document

FOR THE AUTHORIZER / PAI DIEN BEN UY QUYEN
(Signature & Company Seal / Ky tén va Pong dau)

Name / HQ tBN: ..o
Title / ChWC VU .o
Date / NQAY: ..coooeecie e

Ghi cha:

" Truong hop Bén uy quyén 1a Chu sé hitu (Product Owner) nhung thué nha may khac gia cong,
phai c6 xac nhan méi quan hé véi nha may san xuat dé théng nhat véi thong tin trén Gidy chang
nhan luu hanh ty do (CFS).

(If the Authorizing Entity is the Product Owner but manufacturing is outsourced to another
manufacturing facility, an additional statement confirming the relationship with the manufacturer
should be attached to ensure consistency with the information stated in the Certificate of Free Sale
(CFS)).
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TEN CO SO CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

(Pia danh), ngay ... thang ... nam ...

’ VAN BAN DE NGHI
CAP GIAY CHUNG NHAN LUU HANH TU DO

KiNh g o,

B S o B0 P PPPERPPPR

Dia Chi tru SO ChiNN:...cvic s

S6 giay chiing nhan dang ky doanh NGRIEP: ......cveveevevevieeceseee e,

NGAY CAP: v NOT CAP: v,

biénthoal: .........ccovveiiiiiiee e, E-mail .o

Can ctr Nghi dinh $0 ... /ND-CP ngay ... / ... / ... cua Chinh phu quy dinh vé
quan ly my pham, co sG dE NONL ... cap

Gidy chig nhan luu hanh ty do cho san pham my pham véi céc thong tin nhu sau:
1. Co s¢ cong bo:

1.1. Tén co s& cong bé:

1.2. bia chi:

1.3. bién thoai:

2. Co s san XUuat:

2.1. Tén co s& San Xuat:

2.2. bia chi:

3. Tén nhan hang va tén san pham:

4. Sé quan ly: Ngay ban hanh:

Co s6 ... cam két va chiu trach nhiém toan dién trudc phap luat vé tinh chinh
xac, hop phap, trung thuc cua cac thdng tin néu trong don nay./.

NGUOI bAl DIEN THEO PHAP LUAT/
NGUOI bUQC UY QUYEN
(Ky, ghi rd ho tén, chizc danh va dong dau (néu co))
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SOCIALIST REPUBLIC OF VIETNAM
Independence - Freedom - Happiness

(PROVINCIAL/MUNICIPAL) PEOPLE’S COMMITTEE
(PROVINCIAL/MUNICIPAL) HEALTH SERVICE

Address: ...
Tel: ... Fax: ...
CERTIFICATE OF FREE SALE
No.: ... /CFS Date ... month ... year ...

TO WHOM IT MAY CONCERN

We, (PROVINCIAL/MUNICIPAL) HEALTH SERVICE, hereby certify that
the following product manufactured by (Manufacturer’s name) is allowed to be sold
freely in Vietnam.

- Manufacturer: ...

- Address: ...

- Kind of product: Cosmetics

- Name of product: ...

This certificate is valid for two (02) years from the date of issue./.

AUTHORISED SIGNATURE

Director
(PROVINCIAL/MUNICIPAL) HEALTH SERVICE



Phu luc 111

DANH MUC CAC CHAT TRONG SAN PHAM MY PHAM THEO CAC

PHU LUC CUA HIEP PINH MY PHAM ASEAN

(Ban hanh kém theo Nghi dinh sé /20 /ND-CP ngay thding nam 20 cua Chinh phu)

Annex Il | Danh muc céc chat cam st dung trong san pham my pham
Danh muc cac chat c6 giéi han nong d6, ham luong va diéu kién sir
Annex Il
dung
Annex IV | Danh muc cac chat mau dugc phép st dung trong san pham my pham
Annex VI Daph muc céc chat bao quan duoc phép st dung trong san pham my
pham
Annex VI Danh muc cac chit loc tia tir ngoai duoc phép st dung trong san

pham my pham

Ghi chii: Bang danh muc dwoc cdp nhdt theo quyét dinh cia Hoi dong my pham ASEAN va cong
bé ciia Bé Y té vé cdc quy dinh va Ig trinh dp dung.



Phu luc IV )
THANH PHAN TAI LIEU TRONG HO SO THONG TIN SAN PHAM

(PRODUCT INFORMATION FILE - PIF)
(Ban hanh kém theo Nghi dinh sé /20 /NP-CP ngay thding nam 20 cua Chinh phu)

Phan 1. Tailiéu hanh chinh va tém tit vé san pham

- Tai 1iéu hanh chinh:

+ Ban sao Phiéu cong bd san pham my pham da dugc phat hanh sé quan 1y;

+ Gidy uy quyén cta co so san xuét hodc cha s hitu san pham;

.+ Gidy chimg nhan luu hanh tr do - CFS (d6i v6i m§ pham nuéc ngoai nhp
khau);

+ Céc tai liéu hanh chinh ¢ lién quan khac (Gidy chimg nhan dang ky doanh
nghiép hoic Gidy chiig nhan dang ky ho kinh doanh cta co s¢ cong bo);

+ Céc thanh phan va ty 1¢ phan trim cia tt ca cac thanh phan trong cong thirc.

- Nhén va thong tin san pham:

+ Nhan san pham;

+ T& hudng dan st dung (néu co).

- Cong bd vé san xuat:

+ Gidy chimg nhan Thuc hanh t6t san xuat my pham (CGMP) hodc Gidy ching
nhan ISO 22716 ciia co s& san xuat hoic turong duong theo quyet dinh ctia HO1 dong
my pham ASEAN do co quan ¢ thim quyén cta nudc so tai cip dbi véi my pham
nhap khau;

+ Giéy chL'rpg nhén co s du diéu kién san xuat my pham, Giay chtng nhan thuc
hanh t6t san xuat my pham (CGMP) hodc Gidy ching nhan CGMP-ASEAN hoac
trong duong da dugc duyét boi Hoi déng my pham ASEAN (néu c6) dbi véi my
pham san xuat trong nudc.

+ Hé thdng ghi s6 16 / ma san pham.

- Panh gia an toan san pham my pham: Cong bd an toan (v4i ¥ kién két luan co
chir ky, tén va van bang chiing chi cua danh gi4 vién).

- Tém tit nhiing tac dung khong mong mudn trén ngudi (néu cé).

- Tai liéu thuyét minh tinh ning, cong dung cta san pham my pham (tom tat):
Béo cdo vé danh gié tinh nang, cong dung cia sdn phdm dya theo thanh phan va két
qua thtr nghiém.

Phin 2. Chit lwong ciia nguyén liéu



- Tiéu chuan chét lugng va phuong phap kiém nghiém cua nguyén liéu. Doi Vol
thanh phan huong li¢u, néu ro tén va mé s6 huong liéu, tén va dia chi nha cung cp,
cam két phu hop véi huéng dan caa Hiép hoi Huong liéu Quéc té (IFRA).

- Dir liéu an toan’cua nguyén liéu dya trén thong tin tir nha cung cap, nhimng dir
liéu da dugc cong bo hodc bao cao tir cdc Uy ban khoa hoc (ACSB, SCCP, CIR).

Phan 3. Chit lwong ciia thanh pham

- Cong thuc cta san pham: Ghi tén dy du cac thanh phan theo danh phap quoc
te va ty I¢ phan tram cua cac thanh phan trong cong thirc. Néu rd cong dung cua tirng
thanh phan nguyén li¢u;

--San xuat:

+ Thong tin chi tiét vé co sd san xudt: qudc gia, tén va dia chi co s& san xuat,
nha dong goi;

+ Tém tat quy trinh san xuat;

+ Cac thong tin chi tlet thém vé quy trinh san xuat, quan 1y chat lugng va cac
hé so lién quan vé san xuat, can dugc chuan bi sin sang tuy theo yéu cau co quan
quan ly.

- Tiéu chuan chat lwong va cac phuong phéap thir ciia thanh pham:

+ Chi tiéu va muc gidi han kim loai nang, vi sinh vat, tap chét;

+ Cac phuong phap thtr tvong Gmg véi tiéu chuan chat luong dé kiém tra muc
do dat;

- B4o céo tom tit vé do 6n dinh cta san pham (cho san pham c6 tudi tho dudi
30 thang): Bao cao va dir liéu nghién ctru d¢ on dinh hoac danh gia do 6n dinh dé
thuyét minh cho han str dung cua san pham.

Phin 4. An toan va hiéu qua

- Panh gia tinh an toan: Bio cdo danh gia vé tinh an toan trén ngudi cta thanh
pham dya theo thanh phan trong cong thuc, cau trac hoa hoc cia thanh phan va
nguong gay hai (c6 tén va chit ky ctia danh gia vién);

- So yéu 1y lich ctia danh gid vién vé tinh an toan ctia san pham;

- B4o c4o méi nhét vé tac dung phu hay tac dung khong mong mudn (néu co),
duoc cap nhat thuong xuyén;

- Tai liéu thuyét minh tinh ning, cong dung cia san pham cong bd trén bao bi
sdn pham: Bdo c4o day du veé DBanh gid tinh nang, cong dung ctia san pham dya theo
thanh phan hodc két qua thtr nghiém (c6 tén va chit ky ctia danh gia vién).



Phu luc V
MAU BAO CAO

(Ban hanh kém theo Nghi-dinh sé /20 /ND-CP ngay thang nam 20 cua Chinh phu)

Mau sb 1

B40.C40 tac dung c6 hai ciia san pham my pham

Mau sb 2

Béo co cdng tac quan Iy nha nudc vé my pham trén dia ban
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TEN CO SO CONG HOA XA HOI CHU NGHIA VIET NAM
Poc l1ap - Tw do - Hanh phuc

(Pia danh) , ngay ... thang ... nam ...

BAO CAO
BIEN.CO BAT LQI NGHIEM TRONG CUA SAN PHAM MY PHAM
I. Thong tin vé co sé

Tén va dia chi cua co s&

Tén va chire danh nguoi bao cao

S6 dién thoai: Fax: ' Email:

I1. Théng tin san pham my pham
Tén san pham

S6 quan ly

Dang san pham / muc dich st dung
Tén co s& San Xuat / Xuat X

Ngay san xuat, han dung

S6 16

I11. B4o céo chi tiét bién cé bat lgi nghiém trong
Tén nguoi st dung

S6 can cudce hoic ho chiéu
Tuoi Gisi
tinh

Tén  gido/Qudc
tich

Thoi gian xuat hién bién cd bat lgi |

M0 ta tac dung bat loi (dinh kém ban md ta bién c6 bat loi néu can thiét)

Thoi gian gitra 1an ding san pham cudi ciing va thai diém xuat hién bién ¢ bat
loi:

____phat__gio_ngay

San pham d duoc stir dung nhu thé nao:

Nguoi sir dung ¢ phai nhap vién vi | # C6 # Khéng

bién ¢ bat lgi khong?
Nguoi sir dung c6 phai diéu tri y té | # CO # Khong
khong?




Két qua # Da hoi phuc (Ngay:___ ) # Tt vong (Ngay: )
# Van chua hoi phuc # Khong biét

Nguon cung cap

bao cao

# Chuyén gia y t¢ (de nghi ghi r8) # Khach hang # Nguon
khac (d¢ nghi ghi rd)

NGUOI DAI DIEN THEO PHAP LUAT/
NGUOIDUQC UY QUYEN
(K, ghi rd ho tén, chitc danh va déng ddu (néu co))




'UY BAN NHAN DAN
TINH / THANH PHO........

Uy ban nhan dan tinh / thanh pho ...
. tur thang ... dén thang ..

So: ...

pham trén dia ban ..

Mau s6 2

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phuc

(Dia danh), ngay ...

thang ... nam

TREN DIA BAN TINH/ THANH PHO ..
Tiur thang ... dén thang ... nAm

Kinh guri: BO Y té

Dia chi: S6 138A Giang Vo, TP. Ha Noi

. nhu sau:

BAO CAO CONG TAC QUAN LY NHA NUOC VE MY PHAM

bdo cdo vé cong tac quan 1y nha nudc vé my
.nam ..

L. Tinh hinh chung: (Ve cong tac quan ly my pham tai dia phuong trong thoi gian
qua, sb luong co sé du diéu kién san xuat my pham, cong bd my pham déng trén dia

ban, ...)
II. Két qua:
1. Cong tac tiép nhan va cong bd san phim my pham:
Co sO san xuét
Tén Dang . A < | (tén, dia chi co so san xuat, | SO quan ly
, \ Cosdcongbo | L i .., : \ 2
STT san san (tén, dia chi) néu day du cac co so tham gia| san pham
pham | pham T cdc cong doan cua qud trinh | my pham
san xudt)
1
2
Téng s6
2. Danh sach co so san xuat dong trén dja ban:
STT Tén co | Piachi | S6 Gidy chimg | DAy chuyén san xuit (d6ng | Tinh trang
sdsan | cosd |nhan du diéu kién | goi, dang uot, dang kho, dang | hoat dong
xuat san  [san xuat my pham khac)
xuat
1
2
Téng s6




3. Cong tac thanh tra, kiém tra giam sat hau mai my pham:

a) Cong tac kiém tra sau cong bd san phAm my pham va lay mau kiém tra chat
lugng san pham my pham: (s6 liéu cu thé va phan tich)

b) Tinh hinh dinh chi luu hanh va thu hdi san pham my pham va g& bo thong tin
san pham m§ pham da duoc cong bd trén Cong thong tin dién tir ciia Uy ban

nhan dan:
o IO Thu hoi san  |G& bo thong tin san
Tén |S6 quan ly . . A £ 2 c o~ Al oz o TR g
: \ X Ngay | Co sdcong bd |pham (ghi ro s6| phdm my pham da
STT san | san pham 2 NP A X o X1
him | my phim cap (tén va dia chi) | 16 san xua‘t,. dugc cong bo (ghl
p Iy do thu hdi) | 1 1y do thu hdi)
1
2
Téglg
sO
4. Cac noi dung khac (néu co): ...
I11. Bé xuét, kién nghi: ...
DAI DIEN DON VI

(Ky tén, ghi ré ho tén va dong ddu)




