SOY TEKIEN GIANG ~ CONG HOA XA HQI CHU NGHIA VIET NAM
TRUNG TAM Y TE KIEN HAI Poc lap - Tw do - Hanh phiic

S6: LW}/TTYT-KHNV&DD Kién Hai, ngay 22 thdng 10 nam 2024.
V/v dinh chi luu hanh, thu hoi va tiéu
huy m§ pham khoéng dat tiéu chuan
chat lugng

Kinh gui:
- Cac Tram Y té x3 truc thuéc Trung tAm Y té Kién Hai;
- Céc co s6 kinh doanh, sir dung m§ pham trén dia ban huyén.

(Sau day goi tét 1a cac don vi)

Thuc hién cong van s6: 3689/SYT-NVYD ngay 18 thang 10 nam 2024
ciia S¢ Y té tinh Kién Giang, v€ viéc dinh chi luu hanh, thu héi va tiéu huy my
pham khong dat tiéu chuan chat lugng (dinh kem).

Trung tdm Y té huyén Kién Hai thong bao dén cac don vi thuc hién noi
dung nhu sau:

1. Tién hanh ra soat, nglmg ngay viéc luu thong, kinh doanh sir dung 16
san phdm Roseders Cream theo tinh thin Cong vin sb 3433/QLD-MP ngay
14/10/2024 néu trén va tra lai co s& cung tmg san pham.

2. Lanh dao cac Tram Y té x4 truc thudc; trién khai thuc hién ndi dung
thong bao nay dén cac bo phan truc thudc; dé nghi phdi hop Uy ban Nhan dan
céc xa trién khai ndi dung théng bao nay dén céc co s& kinh doanh, sir dung my
phém thugc dia ban quan ly dugc biét, thuc hién thu hoi 16 san phém my phém
vi pham néu trén ( néu c6 kinh doanh, st dung), ddng thoi bao két qua thu hoi
vé Phong Ké hoach Nghiép vu va & Diéu dudng Trung tim Y té huyén.

Nhan duoc cong vin yéu cau lanh dao cac Tram Y té x3, phdi hop vé6i Uy
ban Nhan Dan cac xd; Céc co s& kinh doanh, st dung m§y phdm trén dia ban
huyén nghiém tac trién khai thuc hién. Moi thong tin Chi tiét xin lién hé Ds D
thi Thom Phé Phong ké hoach Nghiép vu & Diéu dudng, PT: 0916713008./. (lue—

Noi nhin: IAM POC
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UBND TiNH KIEN GIANG CONG HOA XA HQI CHU NGHIA VIET NAM

SOY TE Poc lap - Tu do - Hanh phuc
S6:3689 /SYT-NVD Kién Giang, ngay /8 thdng 10 nam 2024

V/v dinh chi luu hanh, thu hdi va tiéu
huy my pham khong dat tiéu chuan
chat lugng

Kinh guri: .
- Céac co quan, don vi thudc va truc thudée S¢ Y té;
- Céc co s¢ kinh doanh, sir dung m¥y phém trén dia ban tinh.
(Sau day goi tdt la cdc don vi)

Thuyc hién Cong vin sé 343 3/QLD-W ngay 14/ 10/2024: cua Cuc Quan ly Dugc
—B0 Y t€ vé viéc dinh chi luu hanh, thu hoi va tiéu huy m§ pham khong dat tiéu chuan
chat luong (dinh kem),

S&'Y té dé nghi cac don vi thuc hién ndi dung sau:

1. Tién hanh ra soat, ngimg ngay viéc kinh doanh, st dung 16 san phim Roseders
Cream theo tinh than Cong vén s6 3433/QLD-MP ngay 14/10/2024 néu trén va tra lai
co s& cung ing san pham.

2. P& nghi Thu trudng cac don vi trién khai noi dung cong vin nay dén cic bd
phén c6 lién quan; phdi hop v6i UBND céc huyén, thanh phé trién khai dén cac co sd
kinh doanh, sir dung my pham thudc dia ban quan ly dugc blet thuc hién viéc thu hdi
san phim néu trén, déng thoi bao céo két qua thu hoi vé So Y t.

3. Giao Thanh tra S6 Y té chu tri, ph6i hop ciing co quan, don vi ¢6 lién quan
tién hanh kiém tra, gidm sat viéc thuc hién; xir ly cdc don vi vi pham theo quy dinh hién
hanh.

'Y té thong béo dén cac don vi dugc biét, thyc hién./. ~ i

Noi nhin: GIAM POC
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- UBND huyén, thanh ph (dé phéi hop); /
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A e BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

gay ky: 14-10-

('UC QUAN LY DUQC _ Péc lap - Tu do - Hanh phiic

Sb: 3433 /QLD-MP Ha Noi, ngay 14 thdng 10 ndm 2024
V/v dinh chi luu hanh, thu hdi va
tiéu hiy my pham khong dat ti€u chuén
chat luong

Kinh gui:
- S&'Y té cac tinh, thanh phd truc thudc Trung wong;
- Cong ty TNHH MTYV san xuét duoc - my phim GAMMA; .
(Dia chi: Sé nha 18, dwong Nguyén Heu, phirong Tan Thanh, qudn Tan Phii, TP. Ho Chi Minh)
- Chi nhanh Céng ty TNHH MTV san xuét dugc — m§ pham GAMMA.
(Dia chi: 201/21 Nguyén Thi N, dp Phii Hiép, xi Phii Hoa Péng, huyén Cii Chi, TP. Ho Chi Minh)

Can ctr Diéu 70 Nghi dinh s6 117/2020/ND-CP ngay 28/9/2020 cua Chinh phu
quy dinh x1 phat vi pham hanh chmh trong linh vucy te;

Can cir Piéu 2 Nghi dinh 5O 124/2021/ND-CP ngay 28/12/2021 cua Chinh phu
sira d6i, bd sung mot s6 diéu cua Nghi dinh s6 115/2018/ND-CP ngay 04/9/2018 cia
Chinh phu quy dinh xir phat vi pham hanh chinh vé an toan thyc pham va Nghi dinh s6
117/2020/ND-CP ngay 28/9/2020 cua Chinh phu quy dinh xtr phat vi pham hanh chinh
trong linh vuc y té;

Céan ctr Dleu 45, Pidu 46 Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 cia Bo
Y té quy dinh vé quan ly my pham;

Can ctr Cong vén s6 45/BC-TTKN dé ngay 23/9/2024 cta Trung tam Kiém
nghiém thuoc my pham thuc pham - S& An toan thuc pham TP. H6 Chi Minh gtri kém
Phiéu kiém nghiém s6 1258-0924/TTKN ngay 23/9/2024 va hd so lién quan béo céo 16
san phim Roseders Cream (nhin hang: GAMMA) - Hop 1 tuyp 30g, trén nhan ghi SH
16: DERB010624; NSX: 08/06/2024; HSD: 08/06/2027; S6 cong bd: 001452/23/CBMP-
HCM; San xuat va chiu trach nhiém dwa san phim ra thi trudong: Cong ty TNHH MTV
san xuét dugc - my pham GAMMA (Dia chi Vin phong: S6 nha 18, duong Nguyén Héu,
phudng Tén Thanh, quén Téan Phu, TP. Ho6 Chi Minh; Dia chi nha may: 201/21 Nguyén
Thi N&, ap Phu Hlep, xa Phu Hoa Dong, huyen Cu Chi, TP. Ho Chi Mlnh)

Maiu my pham trén do Trung tdm Klem nghiém thude, my pham, thyuc pham So
An toan thyc pham TP. H6 Chi Minh ldy mAu tai Cong ty TNHH MTV san xuét dugc - my
pham GAMMA (Dia chi: 18 Nguyen Héu, phuong Tan Thanh, quan Tén Phu, TP. Ho
Chi Minh) dé kiém tra chat lugng. Mau thir khong dat tiéu chuan cht lwgng do mau ¢
chtra thanh phan 2-phenoxyethanol - Khong c6 trong thanh phan cong thirc ké khai trén
Phiéu cong b san phim my pham.

Theo Phiéu cong bd: 001452/23/CBMP-HCM da duge S¢ Y té TP. Hd Chi Minh
cap cho san pham Roseders Cream (nhan hang: GAMMA) ké khai cong thirc san phiam
¢6 thanh phan “Permethrin”.

Trén nhan san pham Roseders Cream (nhan hang: GAMMA) ghi: “Permethrin” va
keém hinh anh ky sinh trung, “Cong dung: lam sach céc loai ky sinh triing khoi da”, “Cach
dung: bdi kem vao nhung viing da bi bénh tir dau dén chan”.

Permethrin, s6 dang ky CAS No: 52645-53-1 (Tén hoa hoc: (x)- 3-phenoxybenzyl 3-
(2,2- dlchlorovmyl) 2,2- dlmethylcyclopropanecarboxylate) dugc sir dung véi vai tro la
thuoc diét con trung, thude ho thude Pyrethroid ndm trong danh séch céc thudc thiét yéu ciia
T6 chire Y t& Thé gioi (WHO), xép vao nhém thude diét con trung (Ma ATC: PO3AC04).




Cin cir quy dinh vé phén loai san pham my pham tai Thong tu s6 06/2011/TT-
BYT ngay 25/01/2011 caa By Y té quy dinh vé quan Iy my phdm va Hiép dinh Hoa hop
my pham ASEAN, san phdm Roseders Cream néu trén khong dugc phén loai 1a san
phim m§ pham.

Cuc Quan ly Dugc thong béo:

1. Dinh chi luu hanh, thu hdi trén toan qudc san phdm Roseders Cream (nhén
hang: GAMMA), S6 tiép nhan Phiéu cong bb: 001452/23/CBMP-HCM,; San Xuit va
chiu trach nhiém dua san pham ra thi truong: Cong ty TNHH MTV san xuét dugc - my
pham GAMMA (Dia chi Vén phong: S6nha 18, dutorng Nguyén Hau, phuong Tan Thanh,
quan Tan Phu, TP. HO Chi Minh; Pia chi nha may: 201/21 Nguyén Thi N&, ap Pht Hiép,
xa Phu Hoa Dong, huyén Ci Chi, TP. H6 Chi Minh).

Ly do thu hdi: MAu kiém nghiém khong dat tiéu chuan chat lugng do c6 chira thanh
phan 2-phenoxyethanol - Khong c6 trong thanh phéan cong thirc ké khai trén Phiéu cong bd
san pham my pham; San pham khong dugce phan loai 12 san phAm my pham.

2. D& nghi S¢' Y té cac tinh, thanh phd truc thuge Trung uong:

- Thong béo cho cac co s& kinh doanh, sir dung my pham trén dia ban ngu’ng
ngay viéc kinh doanh, str dung san pham Roseders Cream (nhan hang: GAMMA) néu
trén va tra lai co s& cung Ung san pham;

- Tién hanh thu hdi va tiéu hity san pham vi pham néu trén; kiém tra, gidm sat cac
don vi thuc hién thong bao nay; xtr 1}'/ cac don vi vi pham theo quy dinh hién hanh.

3. Cong ty TNHHMTYV san xuét dugc - my phim GAMMA, Chinhanh Cong ty TNHH
MTV san xuét dugc —my pham GAMMA phai:

- Giri théng béo thu hdi t6i nhimg noi phan phdi, s dung san pham Roseders
Cream (nhan hang: GAMMA) néu trén; Tiép nhan san pham tra lai tir cdc co s& kinh
doanh va tién hanh thu hi, tiéu hiy toan bg san pham khong dap ing quy dinh.

- Gui bao cao thu héi va tiéu hiy san phdm Roseders Cream (nhin hang:
GAMMA) néu trén vé Cuc Quan ly Dugc trude ngay 08/11/2024.

4. bé nghl Sor Y t& TP. Ho Chi Minh:

- Thu héi s6 tlep nhan Phiéu cong b6 san phadm my pham 001452/23/CBMP-HCM
theo quy dinh tai diém d, diém m Diéu 46 Thong tu so 06/2011/TT-BYT.

- Kiém tra Cong ty TNHH MTYV san xuét dugc - my pham GAMMA, Chi nhanh Cong
ty TNHH MTV san xuat duge —my phim GAMMA trong viéc chép hanh céc quy dinh cua
phap ludt vé quan 1y my pham trong hoat déng san xuét, kinh doanh m§ pham; Xt 1y,
xur phat vi pham theo quy dinh hién hanh.

- Giam sat Kiém tra Congty TNHHMTYV san xuét dugc - my pham GAMMA, Chinhanh
Cong ty TNHH MTV san xuét duoc - my phdm GAMMA trong viéc thuc hién thu hdi va tiéu
hity san pham Roseders Cream (nhan hang: GAMMA) khong dap tmg quy dinh.

- Béo céo két qua kiém tra, giam sat vé Cuc Quéan ly Dugc trudc ngay
22/11/2024./.

Cuc Quén ly Dugc thong bao dé cac S¢' Y té, Cong ty biét va trién khai thyc hién./.
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