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UBND TINH KIEN GIANG CONG HOA XA HOI CHU NGHIA VIET NAM
SO Y TE Dic ldp - Tw do - Hanh phuc

Sé: 2845/SYT-NVYD Kién Giang, ngay 0 Fthing 11 niim 2022

V/v dinh chi luu hanh, thu hi san
pham khéng dat tiéu chuan
chat luong.

Kinh gtri:
- Céc co quan, don vi thudc va true thude S Y té;
- Céc co s@ klnh doanh m§ pham trén dia ban tinh.
(Sau day goi tit la cdec Pon vi)

Theo d& nghi ciia Cuc Quan ly Duge -BO Y té tai Cong vin sb 11744/QLD-MP
ngay 03 thang 11 ndm 2022 vé viéc dinh chi luu hanh, thu héi san phim khong dat tiéu
chuén chat lugng (dinh kem),

S& Y té thong bao dén cac Pon vi thue hién ndi dung sau:

1. Tién hanh ra soat, ngimng ngay vi€c luu thong, kinh doanh, sir dung 16 san phdm
khong dat tiéu chuan chit lwong va tra vé co s¢ cung (rng san pham:

Lo san phim Lanette herbal — Gel vé sinh phu nit (S6 16: 051121; NSX:
06/11/2021; HSD: 06/11/2024); trén nhan mau thir ghi thong tin: SCB: 346/21/CBMP-
BD; San xuit tai Viét Nam; Cong ty chiu trdch nhi¢m dua san pham ra thi trong: Cong
ty TNHH dugc Vietpharma (D/c: Tang 14, Toa nha HM Town, 412 Nguyén Thi Minh
Khai, P. 05, Q. 3, Tp. Ho Chi Minh).

Ly do thu hoi: L6 san pham Lanette herbal — Gel vé sinh phu nir khong dap ung
yéu céu chat Iugng vé g161 han vi sinh vat trong my pham (chi tiéu tong sb vi sinh vat
dem dugc) theo quy dinh tai Thong tu 56 06/2011/TT-BYT ngay 25/01/2011 ciaBo Y
té quy dinh vé quan Iy my phim va Hiép dinh my pham ASEAN.

2. Thu truong cac don vi trién khai, thuc hién noi dung van ban nay dén cac bo
phan truc thudc; dé nghi phdi hgp UBND céc huyén, thanh phd trién khai ndi dung van
ban nay dén céc co s& kinh doanh my phdm thudc dia ban quan ly duge biét, thuc hién
thu hdi 16 san pham my pham vi pham néu trén (néu ¢6 kinh doanh), dong thai bao cdo
két qua thu hdi v& S& Y té.

3. Giao Thanh tra S¢' Y té chu tri, phéi hop cung co quan, don vi ¢6 lién quan tién
hanh kiém tra, giam sat viéc thyc hién ctia cac Pon vi theo van ban nay va khi phat hién
sai pham tién hanh xur ly theo quy dinh hién hanh.

S& Y té théng béo dén cdc Pon vi duoc biét va thuc hién./. " _—
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SEhS BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tw do - Hanh phic

S6: 11744 /QLD-MP Ha Néi, ngay 03 thang 11 nam 2022
V/v dinh chi luu hanh, thu héi san pham
khong dat tiéu chuan chat luong

Kinh gut:
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Can ctr Cong van s6 134/TTKN ngay 17/10/2022 cua Trung tam kiém nghiém
Duoc pham. My pham tinh An Giang, Phiéu kiém nghiém s6 S91/TTKN-1.M-2022 ngay
17/10/2022 va hé so lién quan bdo cao két qua kiém nghi¢m san pham Lanette herbal -
Gel v¢ sinh phu no (SO 16: 051121: NSX: 06/11/2021; HSD: 06/11/2024); trén nhan
mau thtr ghi thong tin: SCB: 346/21/CBMP-BD; San xuat tai Viét Nam; Cong ty chiu
trach nhiém dua san pham ra thi truong: Cong ty TNHH dugc Vietpharma (D/c: Tang
14, Toa nha HM Town. 412 Nguyén Thi Minh Khai. P. 05. Q. 3. Tp. Ho Chi Minh).

Mau my pham trén do Trung tam kicm nghi¢m Dugce pham, My phfim tinh An
Giang lay mau tai Quay thude Hong Phuc (Dia chi: S& 18 Tran Khanh Du, thi trin Cai
Dau, huyén Chau Phu, tinh An Giang) dé kiém tra chat lugng. Méau thu khong dap tmg
yeu cau chat lwong Ve gidi han vi sinh vat trong my pham (chi tiéu léng s6 vi sinh vt
dém duoc) theo quy dinh tai Thong tu s6 06/2011/TT-BYT ngay 25/01/2011 va Hiép
dinh my pham ASEAN.

Tai Phiéu cong bd san pham my pham Lanctte Herbal Gel vé sinh phy nir ¢o s tiép
nhan 346/21/CBMP-BD ngay 20/10/2021 do So Y té tinh Binh Duong cép néu nha san
xudt 1a Cong ty TNHH Bio International (Dia chi: 70 Dai 16 doc lap, Khu cong nghi¢p Viét
Nam - Singapore, P. An Pha. Tp. Thuan An. tinh Binh Duong): T6 chire chiu trach nhiém
dua san pham ra thi truong 1a Cong ty TNHH Duoce Vietpharma (Dia chi: 'l'fmg_ 14, Toa
nha HM Town, 412 Nguyén Thi Minh Khai. P. 05, Q. 3. Tp. [16 Chi Minh).

Cuc Quan ly Dugc thong bao:

1. Dinh chi luu hanh, thu hdi trén toan qudc 16 san pham Lanette herbal - Gel vé
sinh phu nt (SO 16: 051121: NSX: 06/11/2021; HSD: 06/11/2024): trén nhan mau thu
ghi thong tin: SCB: 346/21/CBMP-BD: San xuat tai Viet Nam: Cong ty chiu trach nhiém
dua san pham ra thi truong: Cong ty TNHH duge Vietpharma (D/c: Tang 14, Toa nha
HM Town, 412 Nguyén Thi Minh Khai, P. 05, Q. 3, Tp. Ho Chi Minh).



Ly do thu hdi: Lo san pham Lanette herbal - Gel v¢ sinh phu nir khéng déli:} ling
yéu cau chat luong vé gidi han vi sinh vit trong my pham (chi tiéu tong s6 vi sinh vat
dém duoc) theo quy dinh tai Thong tu s6 062011/ TT-BY T ngay 25/01/2011 cua Bo Y
té quy dinh vé quan ly my pham va Hi¢p dinh my pham ASEAN.

2. S0 Y t¢ cac tinh, thanh phé truc thuoe Trung wong théng bao cho cac co s¢
kinh doanh, sir dung san pham trén dia ban nging ngay viée luu thong, su dung 16 san
pham néu trén, tra vé co so cung ung san pham va tién hanh thu hdi 16 san pham nay:
kiém tra, giam sat cac don vi thue hién thong bao nay; xu ly cac don vi vi pham theo
quy dinh hién hanh.

3. Cong ty TNHH duoc Vietpharma, Cong ty TNHH Bio International phai:

- Gui thong bao thu hoi toi nhting noi phan phoi, sir dung 16 san pham néu wrén;
Tiép nhan san pham tra vé tr cac co s kinh doanh va tién hanh thu hoi toan b 16 sin
pham khong dap (ng quy dinh.

- Gui bao cdo thu hoi 16 san pham khong dip (mg quy dinh vé Cuc Quan ly Dugc
trude ngay 30/11/2022.

4. B¢ nghi S0 Y t¢ Tp. H6 Chi Minh, S Y té tinh Binh Duong:

- Kieém tra Cong ty TNHH dugc Vietpharma, Cong ty TNHH Bio International
trong vi¢e chap hanh cic quy dinh cua phap ludt ve quan 1Y my pham trong hoat dong
san xuat, kinh doanh my pham.

- Giam sat viéc thu hoi 16 my pham khéng dap tmg quy dinh; Xur ly, Xtr phat vi

pham theo quy dinh hién hanh va béo cao két qua vé Cuc Quan ly Duoc trudc ngay
15/12/2022./.
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