UBND TINH KIEN GIANG CONG HOA XA HOI CHU NGHIA VIET NAM
SOY TE Déc 1ip - Tw do - Hanh phic

S6:2169 /SYT-NVYD Kién Giang, ngday 02 thang 7 ndm 2024
V/v dinh chi lwu hanh, thu hoi,
tiéu ity my pham khong dat tiéu
chuén chat hrong tai Cong vin s6
2084/QLD-MP ngay 26/6/2024
cua Cuc Quan ly Dugce

L se. 0y, Kinh g ,
EN Ngéy:......@.l?f......... - Cacco quan, don vi1 thudc va truc thugc S¢ Y t§;
f - Cac co s6 kinh doanh, st dung m¥ pham trén dia ban tinh.
.syé*n: ..... : .............................. i {San diy 207 5+ 1 cde dom vi)
e et

Thuc hién Cong vin s 2084/QLD-MP ngay 26/6/2024 cua Cuc Quan ly Duoc
vé viéc dinh chi leu hank, thu hdi va tidu hiy m§ pham khong dat tiéu chuan chat hrong
(dinh kem),

S¢'Y te thong bao, de nghi cac don vi thue hién:

1. Tién hanh ra soat, ngimg ngay viéc kinh doanh. sir dung 16 san pham my pham
bi dinh chi lwu hanh, thu hdi theo théng bao cia Cuc Quan 1y Duge tai Cong véan so
2084/QLD-MP ngay 26/6/2024 va tra lai co s& cung tmg san pham.

2. Thu trudng céac don vi trién khai, thwc hién ndi dung vén ban nay dén cac bo
phan true thudc; dé nghi phéi hop UBND cac huyén, thanh phé trién khai noi dung vin
ban nay dén cac co s& kinh doanh, sir dung m§¥ pham thudc dia ban quan ly dugce biet
thue hién thu hoi 16 san pham m¥ pham néu trén, dong thoi bao céo két qua thu hoi vé
Sa Y té.

3. Giao Thanh tra S& Y té chu tri, phéi hop cling co quan, don vi ¢6 lién quan
tién hanh kiém tra, giam sat viéc thure hién cia cac don vi theo van ban nay, xir ly don
vi vi pham theo quy dinh hién hanh.

S& Y té thong bao dén cac don vi dé biét, thuc hién./ ~L

Noi nhdn: KT. GIAM BOC
- Nhuwr trén: e 2 PHO GIAM POC
- UBND huyén, thanh pho (d€ phoi hop): :
- Phong Y té Phii Quoc (dé phéi hop):

- Trang TTDT SYT; ay vy 18V

- VPDT SYT: : : i S
- Lwu: VT, NVYD, ttnuong. T ™™
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BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pioc lap - Tu do - Hanh phiic

S6: 2084 /QLD-MP 2 Ha Néi, ngay 26 thang 06 néim 2024
V/v dinh chi luu hanh, thu hdi Va“heu
hity m§ phim khong dat t]eu?
chét Iuong r\? /
Kinh gur\

: 7 -S&Y té cac tinh, thanh phé truc thuéc Trung wong;

& -Congty co phan thurong mai Sao Hoang Gia;
& (Pia chi: Téng 22, toa nha Ngoc Khanh Plaza, 35 01 dwong Pham
g Huy Théng, phuong Ngoc Khanh, qudn Ba Dinh, TP. Ha Noi)
= - Cong ty TNHH lién doanh dwoc phdm Rio Pharmacy.
W (Pia chi: L6 Km 24 KCN Phu Nghia, Nghia Hao, Phu Nghia,
s/ Chrong M5, TP. Ha Noi)
&0 Can ct DPiéu 70 Nghi dinh s6 117/2020/ND-CP ngay 28/9/2020
_sctia Chinh phu quy dinh xir phat vi pham hanh chinh trong linh virc y té;

= Cian ci Diéu 2 Nghi dinh s6 124/2021/ND-CP ngay 28/12/2021 cia Chinh
ph stra d8i, bd sung mot s6 didu ciia Nghi dinh s6 1 15/2018/ND-CP ngay 04/9/2018
cua Chinh phu quy dinh x1r phat vi pham hanh chinh vé an toan thyc pham va Nghi
dinh s 117/2020/NB-CP ngay 28/9/2020 ctia Chinh pht quy dinh xtr phat vi pham
hanh chinh trong linh vuc y té;

Cin ¢t Didu 45 Thoéng tu sé 06/2011/TT-BYT ngay 25/01/2011 cua B
truong Bo Y té quy dinh vé“: quan ly my pham;

Can ctr Cong van & 92/TTKN-KHTH d& ngay 17/6/2024 cta Trung tam
Kiém nghiém — S6 Y t€ tinh Quang Ninh giri kém Phiéu kiém nghiém s6 211TN
ngay 17/6/2024 va ho so lién quan béo céo 16 sén phém Estro Skin Royal, trén nhén
ghi: S6 16:10.08.23; NSX: 10.08.2023; HSD: 09.08.2026; S6 cong bo:
3216/18/CBMP-HN; T chirc chiu trach nhidm dua san pham ra thi truong: Cong ty
cb phan thwong mai Sao Hoang Gia, dia chi: Sb 24, duong Nguyén Théi Hoc,
Phuong Dién Bién, quan Ba Dinh, TP. Ha Noi; Nha san xuit: Cong ty TNHH lién
doanh dugc pham Rio Pharmacy, dia chi: L6 Km 24, KCN Pha Nghia, Nghia Hao,
Phii Nghia, Chuong My, TP. Ha Néi.

Mau my phim trén do Trung tdm Kiém nghiém — S¢ Y té tinh Quang Ninh
ldy miu tai Cong ty TNHH duoc pham thuong mai Thai Ngoc (Pia chi: S6 3, To
12, Khu 4, Duong To Hién Thanh, Phuong Tran Hung Pao, TP. Ha Long, tinh
Quang Ninh) dé kiém tra chit lvong. MAu thir khong dat tiéu chuan chat lugng do
chira thanh phén chét bao quin Methyl paraben va Propyl paraben khong co trong
thanh Phan cong thirc san pham da duoc cap sb tiép nhan Phiéu cong b6 san pham
my pham.

Thong tin dia chi Cong ty cd phan thuong mai Sao Hoang Gia trén Phiéu cong
bd va trén nhin san pham lwru hanh 12 S6 24, dudng Nguyen Thai Hoc, Phuorng Dién
Bién, quan Ba Dinh, TP. Ha N¢i. Qua tra ctru trén Cng thong tin Qudc gia vé dang
ky doanh nghiép, Cong ty cb phan thurong mai Sao Hoang Gia co dia chi tai Tang
22, tda nha Ngoc Khanh Plaza, s6 01 dudng Pham Huy Thong, phudng Ngoc Khanh,
quin Ba DPinh, TP. Ha Noi.



Théng tin dia chi Céng ty TNHH lién doanh dugc phidm Rio Pharmacy trén Phiéu
cong bd 1a Km 24, Quéc 16 6, thén Nghia Hao, x3 Phii Nghia, huyén Chuong My, TP.
Ha Noi. Qua tra ciru dia chi Cong tv TNKH lién doanh duge phim Rio  Pharmacy trén
Cbng thong tin Qudc gia v& ding ky doanh nghiép va trén nhén san phdm luu hanh c6
diachila L6 Km 24 KCISfThu Nghia, Nghia Hao, Phu Nghia, Chuong My, TP. Ha N§i.

Cuc Quan ly Ducrc thong bao:

1. Pinh Chl lu‘u hanh, thu héi trén toan qudc 16 san pham Estro Skin Royal,
trén nhan ghi: So 16:10.08.23; NSX: 10.08.2023; HSD: 09.08.2026; Sé cong bé:
3216/ 18/CBMR»‘-HN T6 chirc chiu trach nhiém dwa san pham ra thi truong: Cong ty
¢ phén thudng mai Sao Hoang Gia, dia chi: S6 24, duong Nguyén Théi Hoc,
Phuong Bré‘n Bién, quan Ba Dinh, TP. Ha N6i; Nha san xuat: Céng ty TNHH lién
doanh du!orc phim Rio Pharmacy, dia chi: Km 24, Qudc 16 6, thon Nghia Hao, x4
Phu NgBla huyén Chuong My, TP. Ha Noi.

Ey Ly do thu h6i: MAu kiém nghiém khong dat tiéu chuén chét luong do chira thanh
hﬁ:ﬁ chat bao quan Methyl paraben va Propyl paraben khong ¢6 trong thanh phan céng
_ thirc san pham da dugc cap s6 tiép nhan P'meu c6ng bd san phdm my pham.
;? 2. Pé nghi S&' Y té cac tinh, thanh phd tryc thude Trung vong:
g - Théng béo cho céc co s kinh deanh, sit dung m§ phim trén dia ban ngung
ngay viéc kinh doanh, sir dung 16 san pham Estro Skin Royal néu trén va tré lai co
s& cung 1ng san pham;

- Tién hanh thu hdi 16 va tiéu hiy 16 san phdm vi pham néu trén; kiém tra,
giam sat cac don vi thuc hién thong bao nay; xir Iy cac don vi vi pham theo quy dinh
hién hanh.

3. Cong ty c6 phan thuong mai Sao Hoang Gia, Cong ty TNHH lién doanh
dwoc pham Rio Pharmacy phal

- Guri théng béo thu héi t6i nhiing noi phén phOl su dung 16 san pham Estro
Skin Royal néu trén; Tiép nhan san phim tra lai tir céc co sé kinh doanh va tién hanh
thu hdi, tiéu hity toan b 16 san phdm khong dap tmg quy dinh.

- Giri bao céo thu hdi 16 san phim Estro Skin Royal néu trén vé Cuc Quéan ly
Dugc trudc ngay 25/7/2024.

4. P& nghi S6' Y té TP. Ha N§i:

- Kiém tra Céng ty cb phan thuong mai Sao Hoang Gia, Cong ty TNHH lién
doanh duge pham Rio Pharmacy trong viéc chip hanh cac quy dinh cuia phép luit vé
quéan ly my pham trong hoat déng san xuét, kinh doanh my phém.

- Giam sét cac cong ty thuc hién thu hdi va tiéu hiy 16 san phdm Estro Skin
Royal khéng dép timg quy dinh; X1 Iy, xtr phat vi pham theo quy dinh hién hanh va
bao cao két qua vé Cuc Quén 1y Dugc trude ngdy 10/8/2024...

Noflt; nhin: KT. CUC TRUONG
- Nhur trén;

- Cuyc trudng (dé ble); o i P PHO CUC TRUONG
- VKNT TW, VKNT TP. HCM (dé biét);

- Trang TTDT Cuc QLD;

- Luu: VT, MP (XH).
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