BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pée l§p - Ty do - Hgnh phic
s6A9% ioLD-CL Ha Néi, ngay Ythdng U nim 2014
Viv: Thube khdng dat tiéu chvén chilt lugng
Kinh gi:
- §& Y t& thanh phé Tp.H8 Chi Minh;

- Cong ty Umedica Laboratories Pvt. Ltd., India;
- Cang ty C6 phin Duge liéu Trung wong 2.

Ngiy 23/8/2013, Cyc Quén ¥ Duge 43 ¢6 cong vin sb 13719/QLD-CL
quy dinh viéc kiém tra chét lugng 100% 16 thudc nh§p khiu tir cic cor s& sin
xufit & nudc ngodi di c6 thudc vi pham chét lugng tai thj trudmg Viét Nam.

Cuc Quén 1¥ Duge nhin duge céng vin sé 417/VKNT-KHTH d& ngay
25/12/2013 dinh kdm theo céc Phiéu kiém nghiém sé 1177/VKN-YC2013,
1178/VKN-YC2013, 1179/VKN-YC2013, 1180/VKN-YC2013, 1181/VKN-
YC2013, 1182/VKN-YC2013 va sb 1183/VKN-YC2013 ngay 12/12/2013 ciia
Vién Kiém nghiém thuéc Tp. H3 Chi Minh vé cdc 16 thude bt pha tiém
UMECORN (Hydrocortisone Sodium Succinate for Injection BP 100 mg), SPK:
VN-16110-13, S& 18: 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 sin xut, Céng ty Cé phén Dugc liéu Trung uong
2 nhfp khiu. Miu thudc do Tnng tAm Kiém n‘gﬁem Thudc M$ phim Thuc
phédm Tp. H8 Chi Minh ldy tai kho bio quan thudc ciia Céng ty Cb phin Dugc
liéu Trung womg 2, 97 Quang Trung, Phudmg 8, quin Gd Vép, Tp. Hé Chi Minh.
Thuéc khéng dat tiéu chuén chit lugng v& chi tiéu tiéu phén nhin thiy bing mit
thwomg.

Cin cir quy djnh hién hinh vé quén ly dugc, Cyuc Quin Iy dugc thong béo:

1. Céc 16 thudc bdt pha tiém UMECORN (Hydrocortisone Sodium
Succinate for Injection BP 100 mg), SPK: VN-16110-13, 86 15: 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 sin xuft khéng dat
chat lugng khéng dugc phép lwu hinh trén thi trudng Viét Nam,

c;YEuaﬁuCﬁngtyCéphﬁan liéu Trung wong 2 phdi hop vai nha
cung cap:

+ Tién hanh hiy bé toén b céc 16 thudc khéng dat tiéu chudn chét lugng
néuztfqénﬂiocéok&qﬁmw}ﬁénvéCucQumw duge trudc ngay
10/02/2014.

+ Céng ty C6 phin Dugc liéu Trung womg 2 phii tién hinh dinh gi4, lya
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chon vac nhd cung cdp va cae cu 58 phan phéi thude d& dam bdo nhap khaw.
cung (mg thude co chat lugng.

3. Yéu cdu Cong ty Umedica Laboratories Pvt. Ltd.. India phéi hop chat
ché val nha phan pho @& xir 1¥ cde 16 thude khong da char huomg néu trén va
nghiém tac thure hién cice 4quy dinh hién hanh coa Vigt Nam.

4. £2& nghi $& Y18 Tp. Ho Chi Minh kiém tra, xir Iv cic don vi vi pham
theo quy dinh hién hanh.:.
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