BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic
S0:/c1g3¢ /QLD-CL Ha N6i, ngay 5q thang o nam 2019
V/v dinh chi luu hanh thudc

khong dat tidu chudn chét luong

Kinh gtri: )
- S6'Y t€ cac tinh, thanh pho tryc thudc Trung vong;
- Cong ty c6 phan dugc liéu Trung wong 2 (PHYTOPHARMA).

Cén ctr vao céc qui ché dugc hién hanh ctia Viét Nam.

Cin ctr Cong vin s6 219/VKNTTW-KH ngay 06/5/2019 cta Vién kiém
nghém thudc Thanh phé HO Chi Minh g kém phiéu kiém nghiém sb
0071/VKN-KT2019 ngay 06/05/2019 vé Vién nén SEBEMIN (Betamethason
0,25mg va d-Chlorpheniramin maleat 2mg), SPK: VN-14320-11, S& 16:
SDM1711, Ngay SX: 24/10/2017, HD: 23/10/2020 do Céng ty Crown Pharm.
Co Ltd (Korea) san xudt, Céng ty cb6 phin duoc lidu Trung wong 2
(PHYTOPHARMA) nhap khéu. Mau thudc do Vién kiém nghém thudc Thanh
phé HO Chi Minh 14y tai Céng ty Cb phin Duoc Vat tu y t& Kon Tum, 153 Ba
Triéu, P. Quyét Thing, Tp. Kon Tum, Tinh Kon Tum. Thudc khéng dat tiéu
chuan chét lugng vé chi tisu Ham lugng Betamethasone.

Can cir Cong vin sb 407/VKNT-KHTH ngay 19/8/2049 giri kém phiéu
kiém nghiém sb 0849/VKN-YC2019 ngay 13/8/2019 ciia Vién KN thudc Thanh
phd Hb Chi Minh bdo cdo két qua 1dy mau bd sung dé kiém tra chét luong cia
thubc Vién nén SEBEMIN S6 16: SDM1711, Ngay SX: 24/10/2017, HD:
23/10/2020 néu trén. Mau thudc luu tai kho ctia Cong ty ¢b phan duoc lidu
Trung wong 2 do Vién kiém nghiém thu6c Tp. H6 Chi Minh iy bd sung theo
yéu céu tai Cong vin sé 7831/QLD-CL ngay 24/5/2019 khéng dat tidu chudn
chat lwong vé chi tiéu Ham lugng Betamethasone va vi pham chét luong murc d6
2.

Cuc Quan ly Dugc thong bao:

1. Thu héi toan qudc thudc Vién nén SEBEMIN (Betamethason 0,25mg
va d-Chlorpheniramin maleat 2mg), SPK: VN-14320-11, S 16: SDM1711,
Ngay SX: 24/10/2017, HD: 23/10/2020 do Coéng ty Crown Pharm. Co Ltd
(Korea) san xuat, Céng ty ¢ phan duoc liéu Trung vong 2 (PHYTOPHARMA)
nhap khéu.

2. Coéng ty ¢ phan dugc liéu Trung wong 2 (PHYTOPHARMA) phéi hop
v6i nha cung cdp va phan phéi thudc, phai:

+ Trong thoi han 48h ké tir ngdy ky Céng vin nay, giri thong bio thu hdi
to1 cadc co s¢ ban budn, ban 18, st dung Vién nén SEBEMIN (Betamethason



0,25mg va d-Chlorpheniramin maleat 2mg), SPK: VN-14320-11, S& 1é:
SDM1711, Ngay SX: 24/10/2017, HD: 23/10/2020 do Céng ty Crown Pharm.
Co Ltd (Korea) san xuit, Cong ty c6 phan duoc liéu Trung wong 2
(PHYTOPHARMA) nhép khau va tién hanh thu hdi toan b 16 thude khong dat
tiéu chudn chat lugng néu trén.

+ Gui bdo céo thu hdi vé Cuc Quan 1}’/ Du:orc trong vong 18 ngay ké tir
ngay ky Coéng van nay, hé so thu hdi bao gom s6 lugng nhép khau, ngay nhép
khéu, sé lwong thu hdi, cc bing ching vé viéc thuc hién thu hdi tai céc co so
ban bubn, ban 18, sir dung di mua thubc theo quy dinh tai Thong tur sb
11/2018/TT-BYT ngay 04/05/2018 ctia B Y té quy dinh v& chét luong thudc,
nguyén lidu lam thude.

3.S¢ Y té céc tinh thanh phd truc thudc Trung uong, Y té cac nganh
thong béo cho céc co sé kinh doanh, st dung thude thu hoi 16 thude khong dat
chét luong néu trén, kiém tra va giam sat cac don vi thuc h1en thong bao nay; xtr
Iy nhiing don vi vi pham theo quy dinh hién hanh; bao céo vé Cuc Quan Iy Duoc
va cac co quan chirc ndng c6 lién quan.

4.86Y te Tp. H() Chi Minh kiém tra va Umm cat Cr_)ng ty r_\é phéﬁ ol
liéu Trung wong 2 (PHYTOPHARMA) thuc h1e;n viée thu hdi va xtr Iy thude bi
thu héi theo quy dinh.

Cuc Quan ly Dugc théng bio dé céc don vi biét va thuc hién ./.

Noi nhn: KT. CUC TRUONG

- Nhu trén; , PHO CUC TRUONG
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- VKN thuéc TU, VKN thubc Tp. HCM;
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- Cong ty Cbd pI}E"iD D’UQ‘O Vattuy té Kon Tum, 153 Ba '%:EO Van Dong
Trig¢u, P. Quyét Thang, TP. Kon Tum, Tinh Kon Tum
(dé thue hién);

- Luu: VT, CL(CH).




