SO Y TE KIEN GIANG CONG HOA XA HQI CHU NGHIA VIET NAM

TRUNG TAM Y TE KIEN HAI Poc lap - Tw do - Hanh phic
$6:J6)/TTYT-KHNV&DD Kién Hdi, ngay 03 thdng 10 ndm 2024

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

Kinh gri:
- Céc Tram Y té x4 truc thudc Trung tAm Y té Kién Hai;
- Céc co so kinh doanh, sir dung my pham trén dia ban huyén.

(Sau day goi tat la cdc don vi)

Thuc hién cong van s6: 3441/SYT-NVYD ngay 02 thang 10 nam 2024
ciia S¢ Y té tinh Kién Giang, veé viéc dinh chi luu hanh, thu héi va tiéu huy m¥y
pham khong dat ti€u chuan chat lugng(dinh kém).

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

= Ok Tién hanh ra soét, ngumg ngay viéc luu thong, kinh doanh sir dung san
pham “RAILEZA” theo tinh than Céng vén s6 3188/QLD-MP ngay 26/9/2024
va tra lai co s& cung Urng san pham.

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

Nhén dugc céng vin yéu cau lanh dao cac Tram Y té xa, phdi hop véi Uy
ban Nhan Dan cac x&; Céac co s& kinh doanh, st dung m§ pham trén dia ban
huyén nghiém tac trién khai thuc hién. Moi thong tin Chi tiét xin lién hé Ds B
thi Thom Phé Phong ké hoach Nghiép vu & Diéu dudng, PT: 0916713008./. 7=

Noi nhin: GIAM POC
SN X PHO GIAM PAC
- Trang TTDT-TTYT; ' ;

- Luu PKHNV&DD-TTYT, Ds Thom.



UBND TINHKIEN GIANG - CONG HOA XA HQI CHU NGHIA VIET NAM
SOY TE Poc lap - Tu do - Hanh phic

S6:3441 /SYT-NVD Kién Giang, ngay 02 thang 10 nadm 2024
V/v dinh chi luu hanh, thu hdi va tiéu
hily my phdm khong dat tiéu chuin
chét luong

Kinh gui: :

- Céac co quan, don vi thude va tryc thude S Y té;

- Céc co s& kinh doanh, sir dung my pham trén dia ban tinh.
(Sau day goi tdt la cdc don vi)

Thyc hién Cong vén s6 3188/QLD-MP ngay 26/9/2024 cua Cuc Quan ly Dugc —
Bo Y té v€ vi€c dinh chi luu hanh, thu hoi va tiéu huy my pham khéng dat tiéu chuén
chat luong (dinh kemy),

S Y té dé nghi cac don vi thuc hién noi dung sau:

i Tién hanh ra soat, ngimng ngay viéc kinh doanh, sir dung san phim “RAILEZA”
theo tinh than Cong véin s6 3188/QLD-MP ngay 26/9/2024 néu trén va tra lai co s cung
ung san pham.

2. Pé nghi Thi truéng cac don vi trién khai ndi dung cong vin nay dén céc bd
phén c6 lién quan; phdi hop véi UBND céc huyén, thanh phd trién khai dén cac co s¢
kinh doanh, sir dung m§ pham thudc dia ban quan ly dugc biét, thuc hién viéc thu hdi
san phdm néu trén, déng thoi bao cdo két qua thu hdi vé So Y té.

3. Giao Thanh tra S& Y té chu tri, ph6i hop cliing co quan, don vi ¢6 lién quan
tien hanh kiém tra, gidm sat viéc thuc hién; xr ly don vi vi pham theo quy dinh hién
hanh.

S6'Y té thong béo dén cac don vi dugc biét, thuc hign./. ~ e

- Nhu trén;

- UBND huyén, thanh phé (dé phdi hop);
- Phong Y t€ Phu Qudc (dé phdi hop);

- Trang TTDT SYT;

- Trang VPDT SYT;

-NVD;

- Luu: VT, ntqtram.

Noi nhin: GIAM POC




(;_ Ky boi: Cuc Quan

b, Gemwxe BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

B9 wo CUC QUANLY DUQC - Péoc lap - Tw do - Hanh phic
Sb: 3188 /QLD-MP Ha Noi, ngay 26  thdng 09 ndm 2024

V/v dinh chi luu hanh, thu hdi va tiéu
hity m§ phdm khong dat tiéu chuén
chét luong
Kinh guri:
-S&'Y té cac tinh, thanh phé truc thudc Trung uo*ng,
- Cong ty c¢b phan Oceanpharma;
(Dia chi: 0 45- LK1, KPTM An Hung, phuong Duong Néi, Quén HaPoéng, HaNgi)
- Cong ty TNHH Dugc My pham Quang Xanh.
(Dia chi: Thon Hanh Lac, Thi tran Nlwe Quynh, huyén Van Lam, tinh Hung Yeén)
Cin ctr Piéu 70 Nghi dinh s6 117/2020/ND-CP ngay 28/9/2020 cta Chinh phu
quy dinh x1r phat vi pham hanh chinh trong linh vuc y té;
Can cu Diéu 2 Nghi dinh s6 124/2021/ND-CP ngay 28/12/2021 cta Chinh phu
sira d6i, bd sung mot s6 diéu ctia Nghi dinh s6 115/2018/ND-CP ngay 04/9/2018 cua
Chinh phu quy dinh xur phat vi pham hanh chinh vé an toan thuc phim va Nghi dinh

s6 117/2020/ND-CP ngdy 28/9/2020 ciia Chinh pht quy dinh xtr phat vi pham hanh
chinh trong linh vuc y té;

Céan cir Diéu 45 cua Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 cia B Y
té quy dinh vé quan ly my pham

Can ctr Cong van s6 565/KH-KHDV de ngay 12/9/2024 cua Trung tam Kiém
nghiém thudc, my pham, thuc phim - S Y té tinh Thira Thién Hué, giri kém Phleu
kiém nghiém sé 24ML778 ngay 12/9/2024 va ho so lién quan bao céo 16 san pham
RAILEZA — Hop 1 chai 120ml (trén nhan ghi thong tin Sb cong bd: 94/22/CBMP-
HY; S6 16: 062024; NSX: 18/03/2024; HSD: 17/03/2024); Cong ty chiu trach nhiém
dua san phdm ra thi truong: Cong ty ¢d phan Oceanpharma, dia chi: o) 45- LK1,
KDTM An Hung, phudong Duong Noi, Quan Ha Dong, Ha No§i; Nha san xuét: Cong
ty TNHH Dugc My pham Quang Xanh, dia chi: Thon Hanh Lac, thi tran Nhu Quynh,
huyén Vén Lam, tinh Hung Yén.

Mau san pham trén do Trung tam Kiém nghiém thudc, m§ pham, thuc pham -
S& Y té tinh Thira Thién Hué 14y méu tai Nha thuéc Long Chéu 468 (Dia chi: 198
Nguyén Trii, phuong Tay Loc, thanh pho Hué, tinh Thira Thién Hué) dé kiém tra chat
lugng. MAu thir khong dat tiéu chudn chit luong vé gidi han vi sinh vat trong my phiam
theo quy dinh.

Theo Phiéu cong bd: 94/22/CBMP-HY di dugc S¢ Y té tinh Hung Yén cép cho
san phAm RAILEZA ké khai thanh phin cong thirc san phim bao gém “Natri clorid,
Sodium cacboxymethyl cellulose, Permethrin 1%, Vitamin E, Propan 1,2,3-triol
sodium ether monolauryl sulphat, Coco betain, Acid oleic, Polyquatenium 10,
Glycerine, Natri benzoate, Tetra sodium ETDA, Nudc tinh khiét”.

Trén nhan san phdm RAILEZA ghi: “Permethrin 1%”, “Déi twgng str dung: ngudi
bi ngtra, chdy, ghé, ky sinh tring trén da”.

Permethrin, s6 ding ky CAS No: 52645-53-1 (Tén héa hoc: (+)-3-
phenoxybenzyl 3-(2,2- dlchlorovmyl) 2,2- dlmethylcyclopropanecarboxylate) duogc st
dung véi vai tro 1a thude diét con tring, thudc ho thude Pyrethroid nam trong danh



sach céc thudc thiét yéu ctia T6 chie Y t& Thé gioi (WHO), xép vao nhém thude diét
con trung (Ma ATC: PO3ACO4) :

Cin cr quy dinh vé phan loa1 san pham my pham tai Thong tu s6 06/2011/TT-
BYT ngay 25/01/2011 cua B6 Y té quy dinh vé quan Iy m§ pham va Hiép dinh Hoa
hop my pham ASEAN, san pham RAILEZA néu trén khong dugc phan loai 14 san
pham m¥ pham.

Cuc Quan ly Dugc thong béo:

1. Dinh chi luu hanh, thu hdi trén toan qudc san phdm RAILEZA, s6 t1ep nhén
Phiéu cong bb: 94/22/CBMP-HY; Cong ty chiu trach nhi¢m dua san pham ra thi
truong: Cong ty c¢6 phan Oceanpharma, dia chi: O 45- LK1, KDTM An Hung, phuong
Duong N6i, Quan Ha Dong, Ha Noi; Nha san xuat: Cong ty TNHH Dugc My phdm
Quang Xanh, dia chi: Thon Hanh Lac, thi trdn Nhu Quynh, huyén Vin Lam, tinh Hung
Yeén.

Ly do thu hdi: Mau thir khéng dép g yéu cau chét lugng vé chi tiéu giéi han
vi sinh vat trong my phim theo quy dinh; San phdm khong dugc phén loai 1a san
phim my pham

2. Pé nghi S&'Y té cac tinh, thanh phd truc thudc Trung wong:

- Thong bao cho céc co s& kinh doanh, str dung my pham trén dia ban ngimg
ngay viéc kinh doanh, sir dung san phdm RAILEZA néu trén va tré lai co sé cung tng
san pham;

- Tién hanh thu hdi san phdm vi pham néu trén; kiém tra, giam sat cac don
vi thue hién thong bdo nay; xtr ly cac don vi vi pham theo quy dinh hién hanh.

3. Cong ty c6 phan Oceanpharma, Céng ty TNHH Dugc My phim Quang Xanh
phai:

- Gui thong bao thu héi t6i nhitng noi phan phéi, st dung san phim RAILEZA

néu trén; Tiép nhén san pham tra lai tir cac co s& kinh doanh, tién hanh thu hdi va tiéu
hity toan bd san pham khong dép tmg quy dinh.

- Giri bao c4o thu hoi san phdm RAILEZA néu trén vé Cuc Quan ly Dugc trude
ngay 24/10/2024.

4. Dé nghi So' Y t& Ha Noi, S& Y té tinh Hung Yén:
- Giam sat Cong ty c6 phan Oceanpharma, Coéng ty TNHH Dugc My pham
Quang Xanh thyc hién thu hdi san phdm RAILEZA khong dép tng quy dinh.

- Kiém tra Cong ty ¢6 phan Oceanpharma Cong ty TNHH Dugc My pham
Quang Xanh trong viée chap hanh céc quy dinh cua phap luat vé quan 1y my phiam
trong hoat dong san xuat kinh doanh m§ pham. Xt ly, xtr phat vi pham theo quy dinh
hién hanh va béao céo két qua vé Cuc Quéan ly Dugc trude ngay 09/11/2024./.

HO A KT. CUC TRUONG
- Nhu trén; z >

- Cuc trudng (dé b/cao); 49 43 PHO CUC TRUONG
- VKNT TW, VKNT TP. HCM (dé biét); - o
- Trang TTDT Cuyc QLD;

- Luu: VT, MP (XH).
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