
BQ GIAO THONG VAN TAl
CVCYTE

S5:_9 g ICYT-NVYD&TTI3YT
V/v dinh chi hru hanh va thu h6i cac

thuoc chua hoat chat Lysozym

CONG HOA xA HOI CHU NGHiA VIeTNAM
D(>c l~p - TV do - H~nh phiic

HaNr)i,ngaytgthang 01 nam2015

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

Ngay 23/0112015, C\lC Quan ly Dtroc - BQ Y t~ co Cong van s6
1209/QLD-CL vS viec dinh chi luu hanh va thu h6i cac thuoc chua hoat ch~t
Lysozym do Lysozym co 19i Ich trong diSu tri khong cao hon nguy co do thuoc
gay ra.

D~ dam bao sir dung thuoc an toan, C\lC Y t~ GTVT yeu c~u cac don vi:

1. Thong bao thong tin thuoc noi tren trong toan don vi (Cong van
1209/QLD-CL va Danh muc cac thu6c chua hoat chat Lysozym bi rut s6 dang
ky va phai thu h6i diroc dang tai tren Website cua Cue Y t~ GTVT).

2. Ra soat, kiem tra trong don vi xem co hru hanh, sir dung thuoc chua
hoat chat Lysozym trong danh muc noi tren, neu co phai ngirng ngay viec ke
don va sir d\lng, l?p bien ban thong bao v6i nha cung Ung va bao cao C\lC d~ kip
thai xu 1Y.

C\lC Y t~ GTVT thong bao d~ cac don vi bi~t va kh~n truong th\Ic hi~n./;II!.tr

NO'inh~n:
- Nhu tren (Qua website el,le Y t~ GTVT);
- Lu'u: VT, NVYD & TTBYT,



,

BOYTE
cue QuAN LY DU<}C
s6:;{£ ()g IQLD-CL.

VIv dinh chi hru hanh va thu h6i cac
thu6c chua hoat ch~t Lysozym

eONG HOA HOI xA em) NGHiA VQ:T NAM
D(}c l~p - Tv do - H,nh phuc

Hit N9i, ngitY,13 thang 01. niim 201~ . . ,
cue Y~TE GIAO ::_HONG V~A_.NTAl

CONG VAN DEN

Kinh giri: 27 -01- 2015
- Sa Y tS cac tinh, thanh ph6 tnrc thuoc Trung ireng; 6.>

- Cac dan vi san xuat, kinh doanh, xuAt nh~p khd J $b\l.6G; /I .). .
- Cac benh vien, vien co giirong benh,

- Can cir vao cac quy dinh ve quan Iy diroc hien hanh cua Vi~t Nam;
- Can cir kSt Iuan cua HQi d6ng tu vAn cAp s6 dang ky thuoc cua BQ Y t~

ngay 24/7/2014 va Quyet dinh s6 627!QD-QLD ngay 03/11/2014 cua Cue Quan Iy
Diroc ve viec rut s6 dang kY hru hanh thuoc ra khoi danh muc cac thuoc dugc cAp
s6 dang ky tai Viet Narn d6i voi cac thuoc chua hoat chAt Lysozyrn do Lysozym co
loi fch trong dieu tri khong cao han nguy ca do thu6c gay ra.

D~ dam bao an toan cho nguai sir d\lng, C\lc Quan Iy Dugc thong bao: .
1. Dinh chi luu hanh tren toan qu6c va thu h6i toan bQ cac thu6c chua ho~t chAt

Lysozym (co danh m\lc kern theo).
2. Cac dC?TIvi san xuAt, nh~p khAl},uy thac nh~p khAl}cac thu6c chua ho~t chAt

Lysozym phoi hgp vai dan vi cung cap va phan phoi thuoc phai:
+ Trong thai gian 05 ngay giri thong bao thu h6i tm cac ca sa phan ph6i, ban

buon, ban Ie, sir d\lng thu6c chua ho~t chAt Lysozym va ti~n hanh thu h6i toan bQ
cac thu6c nay tren ph~m vi toan qu6c.

+ Giri bao cao thu h6i cac thu6c chua ho~t chAt Lysozym ve C\lC Quan ly
Dugc truac ngay 15/02/2014, h6 sa thu h6i bao g6m s6 lugng san xuAt (ho~c nh~p
khAu), ngay san xuAt (ho~c nh~p khAu), s6 lugng thu h6i, cac bfutg chimg ve vi~c
th\lc hi~n thu h6i t~i cac ca sa ban buon, ban Ie, su d\lng da mua thu6c theo quy
dinh t~i Thong tu s6 09/2010/TT-BYT ngay 28/4/2010 cua BQ Y t~ huang d~n vi~c
quan Iy chAt lugng thu6c.

3. Cae b~nh vi~n, vi~n co giuemg b~nh dUng ngay vi~c ke dan va sir d\lllg cae thu6c
chUaho~t chAtLysozym, thu h6i d~ tra I~ thu6c cho cae ca sa phan ph6i, cung (mg.

4. Sa Y t~ cac tinh, thanh ph6 tr\lc thuQc Trung uang, Y t~ cac nganh thong bao
cho cac ca sa kinh doanh, sir d\lng thu6c ngimg sir d\lng va thu h6i toan bQ cac
thu6c chua ho~t chAt Lysozym; ki~m tra, giam sat cac dan vi tra I~i thu6c cho ca sa
cung (:engva th\lc hi~n thong bao nay; xir Iy nhfrng dan vi vi ph~ theo quy dinh
hi~n hanh; bao cao ve C\lC Quan Iy Dugc va cac ca quan chuc nang co lien quan.

C\lCQuan Iy Dugc thong bao d~ cac dan vi bi~t va th\lc hi~n.!.

Nuinh~n:
- Nhutren;
- BQ truimg Nguyen Thj Kim TiSn (d~ bao cao);
- C\1Ctruang Truong Qu6c CU<mg(d~ bao cao);
- Thanh tra BQ Y t€ (d~ ph6i hgp);
- C\1CQuan ly kl1am chua b~nh (d~ ph6i hgp);
- VKN thuOc TW, VKN thu6c Tp. HCM;
- C\1CQuan Y - BQ qu6c phong;
- epc Y t¬ - BQ Cong An;
- C\1CY tS GTVT - BQ GTVT;
- T6ng C\1Chai quan - BQ Tai chinh ;
- Cac phong trong C\1C,T~p chi Dugc MP; website C\1CQLD;
- Luu: VT, CL (DT).

. -
DBVan Dong



BOYTE
CVC QUAN LY Du'QC

CONGHOA HOI xA cmr NGIDAVI~T NAM
Dqc lip - TV do - H~nh phuc

DANHMUC cAc THUOC CHUA HOAT CHAT LYSOZYM BI RUT SO DANG KYV A PHAI THU HOI. . . .
(Ban hanh kern theo cong van s6)0(09 IQLD-CL ngay £3101l201S)

I Th " , , .. uoc mroe ngoau

STT Ten thuac " Dang bao sa dang Icy Cong ty san xu§t! dang IcyHoat chat
I-che

1 Lysopaine Cetylpyridinium chloride Vien ngam VN-13S1S-11 Delpharm Reimsl Boehringer Ingelheim
I,Smg; Lysozyme HCI International GmbH
20mg

2 Lysomole Lysozyme chloride 90mg Vien nen VN-1289S-11 BRN science Co. Ltd.
3 Phatkaday tablet Lysozyme chloride 90mg Vien nen VN-1S798-12 Ahn Gook Pharmaceutical Co. Ltd.!

Cong ty CPDP Sam rna ki
4 Philkazyme Tab. Lysozyme chloride 90mg Vien nen VN-I0992-10 Asia Pharmaceuticals Co. Ltd.! Daewon

Pharmaceutical Co. Ltd.
S Peptudase Tab. Lysozyme chloride 90mg Vien nen VN-1311 1-11 Daewoo Pharm. Co. Ltd.
6 L-Zymtab Lysozyme chloride 90mg Vien nen VN-13112-11 Daewoo Pharm. Co. Ltd.
7 Wonsozym Lysozyme chloride 90mg Vien nen VN-I0212-10 Daewoo Pharm. Co. Ltd.
8 .Maxcom Capsule Dextromethorphan Vien nang VN-16017-12 Asia Pharm. IND. Co. Ltd.! Phil

hydrobromide 30mg; cirng International Co., Ltd.
Diprophylline 100mg;
Lysozym chloride 20mg



9 Lozym Lysozyme chloride 90mg Vien nen VN-16904-13 Schnell Biopharmaceuticals, Inc/
Schnell Korea Pharma Co., Ltd.

10 ' Mbrtuss-DM Dextromethorphan HBr Vien nang VN-I0578-10 Standard Chern. & Pharm. Co. Ltd.
Capsules 20mg; Kali Cresolsulfonat c(mg

90mg; Lysozym Clorid
20mg

11 Dentihy Acid ascorbic, lysozym Vien nang VN-9862-10 Suheung Capsule Co. Ltd.
chlorid, carbazochrom, c(mg
acetattocopherol

12 Antisolam Tablet Lysozyme chloride 90mg Vien nen VN-I0601-10 Chunggei Pharm Co. Ltd.! IDS Pharm.. Corporation
13 Sylamzym Tablet Lysozyme chloride 90mg Vien nen VN-5679-10 Chunggei Pharm Co. Ltd.! IDS Pharm.

Corporation
14 Synlopzyme Lysozyme chloride 90mg Vien nen VN-9874-10 Chunggei Pharm Co. Ltd.! TDS Pharm.

Tablet Corporation
15 Lyzyso Tab Lysozyme chloride 90mg Vien nen VN-11367-10 KMS Pharm. Co. Ltd.! TDS Pharm.

Corporation
16 Numazym tablet Lysozyme chloride 90mg Vien nen VN-9876-10 Jeil Pharmaceutical Co. Ltd.! TDS

Pharm. Corporation
17 Dent. F Capsule Lysozyme chloride, Vien nang VN-12128-11 Crown pharm. Co., LTD/ Young II

Carbazochrome, Pharm Co. Ltd.
Tocopherol acetate 50%,
Acid ascorbic

18 Zorid Lysozyme chloride 90mg Vien nen VN-16427-13 Korea Prime Pharm. Co. Ltd.! Young-II
Pharm. Co. Ltd.



II. Thuac trong nurrc:

STT Ten thuac .I. . Dang bao ch~ sa dang Icy Cdng ty san xuitl dang IcyHO_!ltchat
1 Ho superheal Lysozym hydroclorid Vien nen VD-15959-11 Cong ty c6 phdn BV Pharma

20mg; Cetylpyridin clorid "ngam
1,5mg

2 Zyrnzym tab Lysozyme hydroclorid Vi en nen bao VD-12107-10 Cong ty c6 phdn duoc Becamex
90mg phim

3 Amlyzen Lysozyme chloride 90mg Vien nen VD-13293-10 Cong_!y c6 phan duoc pham 3/2
4 Agilyzym Lysozyme chloride 90mg Vi en nen bao VD-9306-09 Cong ty c6 phan diroc pham

phim Agimexpharm
5 Aupazym Lysozyme chloride 90mg Vien nen VD-l 0068-1 0 Cong ty c6 phan diroc pham

Agimexpharm
6 Lysozym Lysozyme hydroclorid Vien nen bao VD-17394-12 Cong ty c6 phdn duoc pham Boston Vi~t

Boston 90mg phim Nam
7 . Tazemy Lysozym hydroclorid Vi en nen VD-II000-I0 Cong ty c6 phdn diroc pham Cdn Gio

90mg
8 Sonozym Cetyl pyridinium clorid Vi en nen VD-17401-12 Cong ty TNHH US pharma USAf Cong

1,5mg; lysozym ty c6 phdn duoc pham Cdn Gio
hydroclorid 20m_g

9 Lysozym 90- Lysozym hydroclorid Vien nen VD-17286-12 Cong ty TNHH US pharma USAf Cong
CGP 90mg _ty c6_p_hdndugc_phAm Cdn Gia

10 Tenlyso Lysozym hydroclorid Vi en nen VD-17898-12 Cong ty TNHH US pharma USAf Cong
90mg ty c6 phan diroc _p_hAmCdn Gio

11 Luxnorlux Lysozym clorid 90mg Vien nen VD-I1004-10 Cong ty c6 phAn diroc phAm Ciru Lon_g_
12 Prasozyme LysoEm clorid 90mg Vien nen VD-I0150-10 Cong ty c6 phdn duoc phAm Ciru Long



13 Cetylpyridin
Lysozym

Cetylpyridinium chlorid
1,5 mg; Lysozym
hydroclorid 20 mg

Vien nen
ngam

14 Lysozym
90mg

Lysozym hydroclorid
90mg

Vi en nen

VD-14280-11 Cong ty c6 phAn diroc pham Euvipharm

VD-12830-10 Cong ty c6 phAn duoc pham Euvipharm

15 Globeta Lysozym hydroclorid
90mg

Vi en nen VD-19348-13 Cong ty c6 phan diroc pham Glomed .

16 Ametuss lyso Lysozym hydroclorid
20mg; Cetylpiridin clorid
monohydrat 1,5mg

Vien nen
ngarn

VD-l 0291-1 0 Cong ty c6 phAn diroc pham OPV

17 Bacizim Lysozym chlorid 90mg Vien nen VD-l 0295-1 0 Cong ty c6 phAn diroc pham OPV
18 Bacizim Plus Lysozym clorid 15mg;

Carbazochrom 1mg; alpha
tocopherol acetat 17mg;
acid ascorbic 78mg

Vien nang VD-l 0296-1 0 Cong ty c6 phAn diroc pham OPV

19 Opevizyme
Plus

Lysozym hydroclorid
15mg; Carbazochrom
lrng; alpha tocopherol
acetat 17mg; acid ascorbic
78mg

Vien nang VD-11659-10 Cong ty c6 phAn diroc pham OPV

20 Opezyme Lysozym hydroclorid
90mg

Vien nen VD-I0321-10' Cong ty c6 phAn diroc pham OPV

21 Star lyso Lysozym hydroclorid
20mg; cetylpyridin clorid
1,5mg

Vien nen
ngam

•
VD-III07-10 Cong ty c6 phAn diroc pham OPV

22 Lysozym Lysozym hydroclorid
90mg

Vien nen VD-12961-10 Cong ty c6 phan diroc pham trung irong
Vidipha



23 Lysotab tab Lysozym hydroclorid
90mg

Vien nen VD-16046-11 Cong ty cB phAn diroc pham trung irong
Vidipha

24 Dotida Lysozyrn hydroclorid
90rng

Vien bao
phim

VD-19486-13 Cong ty cB phAn diroc pham trung irong
Vidipha

25 Codcerin-exp Dextrornethorphan
hydrobromid 30mg;
Diprophyllin 100mg;
Lysozym hydroclorid
20mg

Vien nang
m~m

VD-11164-10 Cong ty cB phAn diroc pham Truong ThQ

26 LZ 90- Lysozym clorid 90mg
Lysozyme

Vien nen VD-13583-10 Cong ty c6 phAn Pymepharco

27 Suzyme Lysozym clorid 90mg Vien nen VD-16659-12 Cong ty c6 phan Pymepharco
28 Galezin Lysozym hydroclorid

90mg
Vien nen bao
phim

VD- 17701-
12

Cong ty cB phan SPM

29 Recotus light Dextromethorphan HBr
15mg; Diprophyllin
100mg; Lysozym HCI
20mg

Vien nang,
mem

VD-19614-13 Cong ty cB phAn SPM

30 Lysobapen-F Cetylpyridin Clorid 1,5
mg; Lysozym hydroclorid
20mg

Vien nen
ngam

VD-18486-13 Cong ty c6 phAn thuong mai duoc pham
Quang Minh

31 Lysozyme Lysozym clorid 90mg Vien nen bao
phim

VD-17178-12 Cong ty c6 phAn diroc pham Khanh Hoa

32 Kivizyme Lysozym hydroclorid
90mg

VD-18862-13 Cong ty TNHH mQt thanh vien duoc
pham va sinh hoc y t~

33 Lysoflux Lysozym hydroclorid
90mg

Vien nen VD-18552-13 Cong ty TNHH mQt thanh vien diroc
pham va sinh hoc Y t~



34 Brancopain d-Chlorpheniramin Vien nang VD-9844-09 Cong ty TNHH Phil Inter Pharma
maleat, dl-Methylephedrin ).. mem
hydroclorid, Cao
Belladon, Lysozym clorid

35 Lysozym 90 Lysozym hydroclorid Vien nen VD-19721-13 Cong ty TNHH duoc phdm USA-NrCmg 90mg
36 Lysonic Cap Lysozym hydroclorid Vien nang VD-I0832-10 Cong ty TNHH san xuAtthirong rnai diroc

90mg c(mg phdm NrC (NrC Pharma)
37 Lysonic Soft Lysozym hydroclorid Vien nang VD-I0833-10 Cong ty TNHH san xuAtthirong mai dtroc,

pham NrC (NrC Pharma)90mg "mem
38 Lysozym Lysozym hydroclorid Vien nen VD-12054-10 Cong ty TNHH SX-™duoc pham

90mg Thanh Nam

KT. eve TRUONG
PHO eve TRUONG

D6 Van Dong


