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;t

Tidp theo c6ng van s6 6586/BYT-YDCT ngdy 30192010 cria B0 Y td vd
viQc kidm tra vtr x& lf duo.c tiQu mang tcn Phdng kj' chria Acid aristolochic c6
khA nang gAy ung thu vi suy thlq Cen cf f kidn cira HOi ddng x6t duyQt thudc -
BQ Y td,

Dd dAm bAo an toi.n cho ngudi srl dung d6i vdi c6c duo. c liQu, thudc chfa
duo.c liQu thuQc chi Aristolochiahg Aristolochiaceae (va ten thudng gqi tr6n thi
trucrng ld Phdng k!, MQc thOng); Cqc Quan lf Duo. c th0ng b6o nhu sau:

1. D6i v6i hd so ding kf luu hnnh thu6c holc h6 so nh$p khdu duo.c liQu,

thu6c thlnh phdm chua c6 s6 dang kf c6 chrl'a duo. c liQu thuQc chi Aristolochia
hg Aristolochiaceae,y1tcdu cong ry dang kf hoec nhi nh{p khdu:

1.1. D6i vdi hd so chudn bf nQp: Trong tiOu chudn nguy€n IiQu phii c6 chi
ti€u vi phuong phdp dinh tffi Acid aristolochic-l vd phi6u kidm nghiQm chi ti0u
niy li em tinh (-).

L.2. D6i vdi hd so d6 nQp t4r Cqc Quan l9 Duo.c: PhAi bd sung chi ti€u vI
phuong ph6p dinh tinh Acid aristolochic-l vio ti€u chudn nguy€n li€u vi phi6u
kidm nghiQm chi tiCu ntry lh Am tinh G).

2. Ddi v6i duo.c liQu, thu6c chrla duoc ligu thuQc cli Aristolochia hg
Aristolochiaceae dd. dugc cdp s6 ding kf luu hnnh tai Viet Nam hoqc duo. c nhflp
khdu theo don hing nhflp khdu thu6c chua c6 s6 deng kf, y€u cdu:

Nhi san xudt, cong ty nhap khdu tidn hanh dinh tinh Acid aristolochic-l
d6i vdi lNVo c6c miu duo. c liQu thuQc cli Aristolochia tru6c khi dua vio san

xudt thu6c hoqc phAn ph6i. Trutrng hqp ph6t hiQn m6u duo. c liQu ducng ttuh (+)
v6i Acid aristolochic-l, y€u cdu c6ng ry ngtng ngay viQc san xudt, phAn ph6i vd
thu h6i toan bg l0 duoc licu dd hriy theo quy dinh.

3. COng ty dang ki, nhe si.n xu{t, c0ng fy nh{p khdu phii chiu tr6ch nhiQm
vd tinh an todn ddi vdi c6c sin phdm c6 chfa duoc fieu thuQc cl:i Aristolochia,
ddng thdi c6 vIn ban cam k6t thuc hi6n viQc kidm nghiQm chi tiOu dinh tffi Acid
aristolochic-l cho tirng l0 duo. c liQu trudc khi dua vio sin xudt ho{c phtur phdi.

4. PhuonC phdp kidm nghiQm x6c dinh Acid aristolochic-l: Ap dgng theo
phuong ph6p ghi trong Droc didn Nh4t KV hofc Duo.c didn Anh X ho{c theo
hudng d6n iria Vien Kidm nghiQm thu6c Trung uong/ViQn Kidm nghiQm thudc
TP. Hd Chi Minh.



5. Yeu cdu c6c c0ng ty dang ki, sin xuat vi nhlp khdu thudc khdn trucmg
kidm nghi€m duo. c liQu vi nQp b6 sung phidu kidm nghiQm c6 dinh ttuh chi ti€ri
Acid aristolochic-l theo yOu cdu vd Cuc Quin lf Duo. c trudc ngey 0116120ll.

6. Dd nghi c6c SA Y td c6c tinh, thinh-phd tryc thu6c trung uong td chrlc

tridn khai thgc hiQn'th0ng b6o niy vd chi d4o c6c dcrn t, c6 nhAn trong dia bdn

thgc hiQn c6c Quy dlnh ciia cd quan quan ly dd dAm bAo an toin cho ngudi srl

dung.

Cqc Quan lf Dugc th6ng b6o dd cdc dcrn v! bidt vi thuc hiqn ./.

Noi nhSnt
- Nhu tron;
- TT. Cao t"tiol quang (dd b/c);
- CT. Trucrng Qu6c Cucng (dd b/c); C{c PCT (dd bi6t);
- Thnnh viOn HD XDT;
- CUc QLKCB, Thanh tra BYT, VU YDCT (dd ph6i hqp);
- ViQn KN thu6c TW, Vi€n KN thu& TP. Hd Chf Minh;
- Tdng C0ng ty Dugc ViQt Nam; HiQp hQi $(KD duqc VN;
- Cuc QuAn Y- B0 Qu6c Phbng; CUc Y t6- B0 COng an; Cqc
Y t6- BQ Giao th0ng v4n tai;
- Trung tam DI & ADR Qu& gia;
- C6c chuy€n gia thdm dinh h6 so dang kf thu&;
- Cdc phbng trong Cr,rc QLD (dd ph6i hqp);
- Van phbng CUc (dd dua l€n Website);
- Ltlr: VT, DKT.
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