BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pic lip - Ty do - Hanh phiic
séA4y oLp-cL Ha Ngi, ngay o {thdng @] nim 2014
Viv: Thube khong dat tiéu chudn chit luong
Kinh giri:
- $& Y té thanh phé Tp.Hé Chi Minh;

- Cong ty Umedica Laboratories Pvt. Lid., India;
- Céng ty C6 phin Dugc ligu Trung uong 2.

Ngiy 23/8/2013, Cuc Quén Iy Duge di ¢6 cong vin sb 13719/QLD-CL
quy dinh viéc kiém tra chét luong 100% 16 thudc nhép khéu tir cic co s& sén
xuét & nirde ngoai d4 c6 thude vi pham chét lugng tai thi tnromg Viét Nam.

Cuc Quén 1y Dwge nhiin duge cong vin sé 417/VKNT-KHTH d& ngay
25/12/2013 dinh kém theo céc Phiéu kiém nghiém s6 1177/VKN-YC2013,
1178/VKN-YC2013, 1179/VKN-YC2013, 1180/VKN-YC2013, 1181/VKN-
YC2013, 1182/VKN-YC2013 va s6 1183/VKN-YC2013 ngay 12/12/2013 cia
Vién F.'Jém nghiém thubc Tp. Hd Chi Minh vé cic 16 thudc bét pha tiém
UMECORN (Hydrocortisone Sodium Succinate for Injection BP 100 mg), SPK:
VN-16110-13, Sé 16: GE 364 (HD: 19/6/2016), GE 387 (HD: 03/7/2016), GE
394 (HD: 06/9/2016), GE 395 (HD: 06/9/2016), GE 396 (HD: 09/9/2016), GE
397 (HD: 09/9/2016) vi GE 398 (HD: 10/9/2016), do Cong ty Umedica
Laborataries Pvt. Ltd., India sin xuét, Céng ty C& ph Dlrgn:: litu Trung wong
2 nhip khiu. Miu thude do Trung tim Kiém n gném Thubc M§ phim Thye
phém Tp. H6 Chi Minh 4y tai kho béo quén thudc ciia Céng ty C6 phén Dugc
liéu Trung wong 2, 97 Quang Trung, Phun‘.'mg 8, quin Go Vip, Tp. Hn Chi Minh.
Thuéc khéng dat tiéu chuan chét Iwgng vé chi tiéu tidu phén nhin thiy bing mét
thuémg,

Cén cir quy dinh hién hanh vé& quan 1y duge, Cuc Quan Iy duge théng béo:

1. Céc 16 thudc bt pha tiém UMECORN (Hydrocortisone Sodium
Succinate for Injection BP 100 mg), SPK: VN-16110-13, S 16: GE 364 (HD:
19/6/2016), GE 387 (HD: 03/7/2016), GE 394 (HD: 06/9/2016), GE 395 (HD:
06/9/2016), GE 396 (HD: 09/9/2016), GE 397 (HD: 09/9/2016) va GE 398 (HD:
10/9/2016) do Céng ty Umedica Laboratories Pvt. Ltd., India san xuit khong dat
chat lugng khéng dugc phép luu hinh trén thj tnrémg Viét Nam.

2. Yéu cdu Céng ty C5 phan Duge liéu Trung wong 2 phdi hop véi nha
CUng '

+ Tién hanh hiy bo toan b céc 16 thude khéng dat tidu chudn chét lwong
néu trén. Béo cdo két qua thuc hién vé Cuc Quén Iy dugc trudc ngay
10/02/2014,

+ Céng ty C6 phin Duge liéu Trung womg 2 phéi tién hanh dénh gi, lya
1








