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VIv tam ngirng viec mua, ban va sir

dung thuoc tiem BUPITROY
HEAVY(Bupivacaine hydrochloride
injection USP), Sf) K: VD-16919-13

CONG HOA xA HOI CHU NGHiA VIETNAM. . .
DQc l~p - Tl! do - H~nh phuc

Ha Noi, ngay i:t-thimg 01 ndm 2015

Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam Y te chuyen nganh GTVT.

Ngay 23/01/2015, Cue Quan ly Duoc - B9 Y t~ co Cong van s6
1361/QLD-CL vS viec xu ly thuoc tiem BUPITROY HEAVY (Bupivacaine
hydrochloride injection USP), SDK: VD-16919-13, do Cong ty Troikaa
Pharmaceuticals Ltd., India san xu~t va dang ky, Cong ty c6 phan diroc pham
Tam nhap khau. Theo Cong van cua Vien Ki~m nghiem thuoc thanh ph6 HE>Chi
Minh, thuoc co nguy co khong dam bao d9 an toan trong qua trinh sir dung do
co nhirng ti~u phan la xuat hien trong dich thuoc tao thanh tir bot mau den bi
long troc va roi vao dich thuoc luc be d§.u6ng tiem.

D~ dam bao str dung thuoc an toan, Cue Y t~ GTVT yeu c§.ucac dan vi:

1. Thong bao Thong tin t:;tmngung vi~c mua, ban va su dvng thu6c tiem
BUPITROY HEAVY (Bupivacaine hydrochloride injection USP), s6 10:
B15532, fID: 04/8116, SflK: VD-16919-13 trong toan dan vi (Chi tiSt t:;tiC6ng
van s6 13611QLD-CL).

2. Ra soat, ki~m tra trong dan vi xem co lUll hanh, su dVng thu6c
BUPITROY REA VY neu tren. Neu co phai t:;tmngUng su dVng, lUll hanh, l~p
Bien ban thong bao v6i nha cung (rug va bao cao Cvc d~ kip thai xu lY.

evc Y t~ GTVT thong bao d~ cac dan vi bi~t va kh§.n twang th\fc hi~n./.~

No'inh~n:
- Nhu tren;
- Luu: VT,NVYD & TTBYT.
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BOYTE
CVC QUAN LY Dl1QC

S5 : .1Z.6.d. .. .lQLD-CL
VIv xu Iy thuoc tiem BUPITROY REAVY

CONG HOA xA HOI CHU NGHiA VIET NAM. . .
DQclip - TV do - H,nh phuc

HaN<5i, ngay:l.'5 thang of nam2015
cue Y_TfO:GIAO THONG VAN TAl
CON,; VAN f)f~:N

Kinh giri:
27 -01- 2015

- So'Y t~ cac tinh, thanh ph6 true thuoc Trung u . gO'. , , , ',' , , , /1r ,,,,
- CacBenh vien,Vien co giirongbenh true thuocBQYre----------
- Cong ty Troikaa Pharmaceuticals Ltd., India
(C-I Sara Industrial Estate, Selaqui, Dehradun, Uttarakhand, India)
- Cong ty c6 ph§n duoc pham Tam
(48 Nguyin Duy Cung, Phuong 12, Qudn Go Vdp, Tp. HCM).

~
KHAN

C\lCQuan ly Diroc nhan diroc cong van s6 19NKNT-KHTH dS ngay
16/0112015cua Vien Ki~m nghiem thuoc thanh ph6 HBChi Minh vS ch~t hrong
thuoc tiem BUPITROY HEAVY (Bupivacaine hydrochloride injection USP), s6
10: B15532, HD: 04/08116, SDK: VN-16919-13, do Cong ty Troikaa
Pharmaceuticals Ltd., India san xu~t va dang ky, Cong ty c6 phan duoc pham
Tam nhap khau, Thu6c co nguy co khong dam bao dQan toan trong qua trinh su
dung do co nhfrng ti~u phan la xu~t hien trong dich thuoc tao thanh tir bQtmau
den bi long troc va roi vao dich thuoc hIe be d~u 6ng tiem.

D~ dam bao an toan cho nguai dung thu6c va co can Cll cho vi~c xu ly
ti~p theo, C\lCQuan ly DuQ'cco y ki~n nhu sau:

1. Thong bao t~ ngirng vi~cmua, ban va su d\lllg tren toan qu6c d6i vai
thu6c BUPITROY REAVY (Bupivacaine hydrochloride injection USP); SDK:
VN-16919-13, do Cong ty Troikaa Pharmaceuticals Ltd., India san xu~t.

2. DS nghi So'Y t~ cac tinh, thanh ph6 tf\l'c thuQcTrung uang, cac B~nh
vi~n, Vi~n co giuemgb~nh tf\l'CthuQcBQY t~ ph6 bi~n thong bao nay tai cac ca
So'su d\lng thu6c tren dia ban vaJho~ccan bQy t~ thuQcquYSnquan ly d~bi~t va
th\Ic hi~n.

3. Yeu c~u Cong ty Troikaa Pharmaceuticals Ltd. India ph6i hqp vai
Cong ty c6 ph~n duQ'cphAmTam va cac nha nh~p khAuthu6c co lien quan:

- Ph6i hqp vai cac ca quan ki~m tra ch~t luqng nha nuac ti~n hanh l~y
mfiu d~ ki~m tra ch~t luqng, danb gia nguy ca d6i vai toan bQ cac 16 thu6c
BUPITROYHEAVY; SDK: VN-16919-13 dii duQ'cnh~p vSVi~t Nam.

- T6ng hqp s6 luqng nh~p khAu, xu~t ban, tBn kho cac 16 thu6c
BUPITROY HEAVY dii duQ'cnh~p khAuvao Vi~t Nam tu ngay 01101/2014 d~n
nay.

- Xem xet l~i hB sa, tai li~u co lien quan d~n thu6c BUPITROY HEAVY:
tieu chuAnch~t luqng bao bi c~p 1; quy trinh pha ch~ g6c, hB sa 10 san phAm;
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quy trinh va kSt qua kiem tra, giam sat trong qua trinh san xu~t 10 thuoc; qua
trinh xu ly, rna, s~y vo 6ng tiem, dong, han thuoc; di8u kien bao quan trong qua
trinh v~ chuyen, hru thong thuoc ... Tim nguyen nhan va dua ra hirong xu ly
thich hop, kip thai, dam bao thu6c dat tieu chuan ch~t IUQ11gkhi xu~t xuong va
trong qua trinh hru hanh cho dSn khi hSt han sir dung,

- Bao cao kSt qua thirc hien cac n<)idung tren bang van ban gUi vS C\lC
Quan ly Diroc tnroc ngay 10102/2015.

C\lC Quan ly Duoc thong bao dS cac don vi biet va thuc hien.',

N(Ji nhdn:
- Nhu tren;
- Vi~n Ki~mnghiem thuoc TW;
- Vi~n Ki~mnghiem thu6c Tp. HCM;
- Trung tam Ki~mnghiem T-TP-MP Tp. HCM;
- LUll: VT, CL.
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