BO GIAO THONG VAN TAI ~ CONG HOA XA HQI CHU NGHIAVIETNAM
CUCYTE Doc lap - Tw do - Hanh phic

Sé: g4 /ICYT-NVYD&TTBYT Ha N¢i, ngay i:[-thdng 01 nam 2015
V/v tam ngling viéc mua, ban va sir
dung thube tiém BUPITROY
HEAVY(Bupivacaine hydrochloride
injection USP), SBK: VD-16919-13

Kinh gui:
- Cac Bénh vién, Phc‘,)ng kham da khoa GTVT;
- Cac Trung tam Y té chuyén nganh GTVT.

Ngay 23/01/2015, Cuc Quéan ly Duoc - By Y té c6 Coéng van sb
1361/QLD-CL vé viéc xir 1y thubc tiém BUPITROY HEAVY (Bupivacaine
hydrochloride injection USP), SDK: VD-16919-13, do Cong ty Troikaa
Pharmaceuticals Ltd., India san xuét va dang ky, Cong ty co phan dugc pharn
Tam nhap khau. Theo Céng vin clia Vién Kiém nghiém thudc thanh phb H6 Chi
Minh, thuoc co nguy co khdéng dam bao d6 an toan trong qua trinh st dung do
c6 nhimg tiéu phan la xuét hién trong dich thude tao thanh tir bot mau den bi
long tréc va roi vao dich thude luc bé dau & 6ng tiém.

Dé dam bao sir dung thudc an toan, Cuc Y t8 GTVT yéu cdu cac don vi:
1. Thong bao Thong tin tam nglmg viéc mua, ban va sit dung thuéc, tiém
BUPITROY HEAVY (Bupivacaine hydrochloride injection USP), s6 1o

B15532, HD: 04/8/16, SBK: VD-16919-13 trong toan don vi (Chi tiét tai Cong
van s6 1361/QLD- -CL).

2. Ra soat, kiém tra trong don vi xem c6 luu hanh, sit dung thubce
BUPITROY HEAVY néu trén. Néu c6 phai tam ngung str dung, luu hanh, 1ap
Bién ban thong bdo v6i nha cung Umg va béo céo Cuc dé kip thoi xir ly.

Cuc Y t& GTVT thong bao dé cac don vi biét va khin truong thuc hién./. Vs

Noi nhén: CUC TRUONG
- Nhu trén;
-Luu: VT,NVYD & TTBYT.

Vi Van Trién




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lip - Tw do - Hanh phiic
sé: 1364../QLD-CL Ha Néi, ngay 23 thang 0f ndm 2015

5 7.7 A ea CUCYTE P’AOT"#\NG\/ANTAI
V/v xir ly thuoe tiém BUPITROY HEAVY CONG VA n P

21 -01- 2015

Kinh giti:

KH KN - Cong ty Tr01kaa Pharmaceutlcals Ltd., Ind1a

(C-1 Sara Industrial Estate, Selaqui, Dehradun, Uttarakhand, India)

- Céng ty c¢b phin dugc phim Tam
(48 Nguyén Duy Cung, Phuong 12, Qudn Go Vap, Tp. HCM).

Cuc Quéan ly Dugc nhan duoc coéng vin s6 19/VKNT-KHTH dé ngay
16/01/2015 ctia Vién Kiém nghiém thudc thanh phé H5 Chi Minh vé chit luong
thudc tiém BUPITROY HEAVY (Bupivacaine hydrochloride injection USP), s&
16: B15532, HD: 04/08/16, SPK: VN-16919-13, do Coéng ty Troikaa
Pharmaceuticals Ltd., India san xuit va ding ky, Céng ty ¢b phan dugc phim
T4am nhép khéu. Thuoc cd nguy co khong dam bao d6 an toan trong qua trinh sir
dung do c6 nhiing tiéu phén la xuét hién trong dich thudc tao thanh tir b6t mau
den bi long tréc va roi vao dich thudc lic bé dau éng tiém.

Pé dam bao an toan cho nguorl dung thubc va c6 cin cir cho viée xir Iy
tiép theo, Cuc Quan 1y Dugc c6 ¥ kién nhu sau:

1. Théng bao tam nglmg viéc mua, ban va sir dung trén toan quéc dbi véi
thubc BUPITROY HEAVY (Bupivacaine hydrochloride injection USP); SDK:
VN-16919-13, do Céng ty Troikaa Pharmaceuticals Ltd., India san xuét.

2. Dé nghj S& Y té cac tinh, thanh phé truc thudc Trung uong, cac Bénh
vién, Vién co giuong bénh tryc thugc Bo Y té pho bién théng bao nay tdi cac co
s& str dung thudc trén dia ban va/hodc can b y té thudc quyén quan ly dé bibt va
thuc hién.

3. Yéu cdu Céng ty Troikaa Pharmaceuticals Ltd. India phéi hop véi
Céng ty c¢b phan dugc phim TAm va céc nha nhap khau thubc c6 lién quan:

- Phdi hop véi céc co quan kiém tra chét lugng nha nude tién hanh lay
mAu dé kiém tra chit luong, danh gia nguy co ddi véi toan b cac 16 thudc
BUPITROY HEAVY; SPK: VN-16919-13 d3 dugc nhap vé Viét Nam.

- Téng hop sb lugng nhap kpéu, xuit ban, ton kho céac 16 thucf>c
BUPITROY HEAVY dd dugc nhép khau vao Viét Nam tir ngay 01/01/2014 dén
nay.

- Xem xét lai hd so, tai ligu c6 lién quan dén thube BUPITROY HEAVY:
tiéu chuén chét luong bao bi clp 1; quy trinh pha ché gbc, hd so 16 san pham;
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quy trinh va két qua k1em tra, giam sat trong qua trinh san xuét 16 thudc; qua
trinh xtr 1y, rira, siy vo 6ng tiém, _dong, han thudc; diéu kién bao quan trong qué
trinh van chuyén, luu théng thudc... Tim nguyén nhan va dua ra huong xur ly
thich hop, kip thoi, dam bao thubce dat tiéu chuén chét luong khi xuét xudng va
trong qua trinh lvu hanh cho dén khi hét han sir dung.

- Bao céo két qua thuc hién cac néi dung trén bz"mg van ban gin vé Cuc
Quan ly Dugc trude ngay 10/02/2015.

Cuc Quan ly Dugc thong bao dé cac don vi biét va thuc hién./.

Noi nhén: KT CyC TRUONG
- Nhu trén;

- Vién Kiém nghiém thuéc TW;

- Vién Kiém nghiém thubc Tp. HCM;

- Trung tdm Kiém nghiém T-TP-MP Tp. HCM;
- Luu: VT, CL.




