BQ Y TE, CONG HOA HOI XA CHU NGHIA VIET NAM
CUC QUANLY DUQC Dgc lap - Tu do - Hanh phic
S6: /8¢9 /QLD-CL, Ha Ngi, ngay 93 thang p 4 ndm 2015
V/v dinh chi luu hanh va thu héi cac on ngdy.33 g01
thudc chira hoat chét Lysozym

Kinh gui:
- S&'Y té céc tinh, thanh phé truc thudc Trung uong;
- Cac don vj san xuét, kinh doanh, xuat nhap khau thubc;
- Cac bénh vién, vién c6 giudng bénh.

- Can clr vao cac quy dinh vé quan ly duoc hlen hanh cua Viét Nam;

- Can cir két ludn cua HQ! dong tu vén cip s6 ding ky thudc cia Bo Y té
ngay 24/7/2014 va Quyet dinh s6 627/QD-QLD ngay 03/11/2014 cua Cuc Quan ly
Dugc vé viée rt s6 dang ky luu hanh thude ra khoi danh muc céc thuéde duge cap
s6 dang ky tai Viét Nam ddi véi cac thude chira hoat chét Lysozym do Lysozym cd
loi ich trong diéu tri khéng cao hon nguy co do thubc gay ra.

Pé dam bao an toan cho ngudi sir “dung, Cuc Quan ly Dugc théng bao:

1. Binh chi luu hanh trén toan qudc va thu hdi toan bd cac thudce chira hoat chét
Lysozym (c6 danh muc kem theo).

2. Cac don vi san xuit, nhap khau, uy thac nhép khiu cac thudc chira hoat chét
Lysozym phdi hop véi don vi cung cap va phén phoi thube phai:

+ Trong thoi gian 05 ngay gui thong bao thu héi t6i cac co s¢ phén phm ban
buén, ban ¢, sir dung thudc chira hoat chit Lysozym va tién hanh thu hdi toan bd
céc thudce nay trén pham vi toan quoc

+ Giri bdo cdo thu hdi cac thube chira hoat chat Lysozym vé Cuc Quan ly
Duoc trude ngay 15/02/2014, hé so thu hm bao gbm sb Iu‘cmg san xudt (hodc nhap
khau), ngay sdn xuét (hodc nhap khiu), sb Ivong thu hdi, cac bing ching vé viéc
thuc hién thu hi tai cac co so ban buén, ban l¢é, st dung dd mua thudc theo quy
dinh tai Thong w s6 09/2010/TT-BYT ngay 28/4/2010 cua Bo Y té huémg din viéc
quan ly chét luong thude.

3. Cac bénh vién, vién co glucmg bénh dimg ngay viéc ké don va s dung céc thude
chira hoat chat  Lysozym, thu hdi dé tra lai thudc cho cac co sé phén phm cung img.

4. S& Y té cac tinh, thanh pho truc thudc Trung uong, Y t€ cac nganh thong bao
cho céc co s¢ kinh doanh, sir dung thuée ngimg sir dung va thu hdi toan bd cac
thudc chira hoat chit Lysozym; kiém tra, giam sat cac don vi tra lai thudc cho co s&
cung Ung va thuc hién thong bao nay; xu ly nhimg don vi vi pham theo quy dinh
hién hanh; bao céo vé Cuc Quan 1y Dugc va cac co quan chirc ning cé lién quan.

Cuc Quan ly Duoc thong bao dé céc don vi biét va thuc hién./.
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- B6 truemg Nguyen Thi Kim Tién (dé bao cio);

- Cye trudng Truu‘ng Quoc Cudng (4é bdo cio);

- Thanh tra B Y té (dé phdi hgp);

- Cuyc Quan ly kham chita bénh (dé phéi hop);
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- Luu: VT, CL (DT).

awSoft = Tel: +84-8-3930 3279 * www. ThuVienPhapLuat.vn



BOYTE

CUC QUAN LY DUGIC

CONG HOA HOI XA CHU NGHIA VIET NAM
Doe Iip - Tur do - Hanh phic

DANH MUC CAC THUOC CHU'A HOAT CHAT LYSOZYM BI RUT SO DANG KY VA PHAI THU HOI
(Ban hanh kém theo cdng van sd,Jp /QLD-CL ngiy 23 /01/2015)

1. Thude nwde ngoai:

STT|  Tén thude Hoat chit Dang bao S5 dang ky Cong ty san xuat/ ding ky
ché

|| Lysopaine Cetylpyridinium chloride | Vién ngim | VN-13515-11 | Delpharm Reitns/ Boehringer Ingelheim |
1,3mg; Lysozyme HCI International GmbH
20mg

2 | Lysomole Lysozyme chloride 90mg | Viénnén | VN-12895-11 | BRN science Co. Ltd.

3 | Phatkaday tablet | Lysozyme chloride 90mg | Viénnén | VN-15798-12 | Ahn Gook Pharmaceutical Co. Ltd./

Cong ty CPDP Sam ma ki
4 | Philkazyme Tab. | Lysozyme chloride 90mg | Viénnén | VN-10992-10 | Asia Pharmaceuticals Co. Ltd./ Daewon
: Pharmaceutical Co. Ltd.

5 | Peptudase Tab. | Lysozyme chloride 90mg | Viennén | VN-13111-11 | Daewoo Pharm. Co. Ltd.

6 | L-Zymtab Lysozyme chloride %0mg | Viennén | VN-13112-11 | Daewoo Pharm. Co. Ltd.

7 | Wonsozym Lysozyme chloride 90mg | Viénnén | VN-10212-10 | Daewoo Pharm. Co, Ltd,

§ | Maxcom Capsule | Dextromethorphan Vién nang | VN-16017-12 | Asia Pharm. IND. Co. Ltd./ Phil
hydrobromide 30mg; cling International Co., Ltd.

Diprophylline 100mg;
Lysozym chloride 20mg
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Vién nén

Schnell Biopharmaceuticals, Inc/

9 | Lozym Lysozyme chloride 90myg VN-16904-13
_ Schnell Korea Pharma Co., Ltd.
10 | Mbrtugs-DM Dextromethorphan HBr | Viénnang | VN-10578-10 | Standard Chem. & Pharm. Co. Ltd.
Capsules 20mg; Kali Cresolsulfonat | clmg
90mg; Lysozym Clorid
20mg
11 | Dentihy Acid ascorbic, lysozym | Viénnang | VN-9862-10 | Suheung Capsule Co, Ltd.
chlorid, carbazochrom, | cimg
acetat tocopherol
12 | Antisolam Tablet | Lysozyme chloride 90mg | Viénnén | VN-10601-10 | Chunggei Pharm Co. Ltd/ TDS Pharm.
Corporation
13 | Sylamzym Tablet | Lysozyme chloride 90mg | Viénnén | VN-5679-10 | Chunggei Pharm Co. Ltd,/ TDS Pharm.
. o Corporation
[4 | Synlopzyme Lysozyme chloride %0mg | Viénnén | VN-9874-10 | Chunggei Pharm Co. Ltd./ TDS Pharm.
Tablet Corporation
15 | Lyzyso Tab Lysozyme chloride 90mg | Viennén | VN-11367-10 | KMS Pharm. Co. Ltd./ TDS Pharm.
| Corporation
10 | Numazymtablet | Lysozyme chloride 90mg | Viénnén | VN-9876-10 | Jeil Pharmaceutical Co. Ltd./ TDS
Pharm. Corporation
17 | Dent. F Capsule | Lysozyme chloride, Viénnang | VN-12128-11 | Crown pharm. Co., LTD/ Young Il
Carbazochrome, Pharm Co. Ltd.
Tocopherol acetate 50%,
Acid ascorbic
18 |Zorid Lysozyme chloride 90mg | Viénnén | VN-16427-13 | Korea Prime Pharm. Co. Ltd./ Young-Il

Pharm. Co. Ltd.
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1. Thude trong nuorc:

STT| Tén thude Hoat chit Dang bao ché | S ding ky Cong ty sin xuat/ ding ky
I | Hosuperheal | Lysozym hydroclorid Vién nén VD-15959-11 | Céng ty cd phin BV Pharma
20mg; Cetylpyridin clorid | ngdm
| 1,5mg
2 | Zymzymtab | Lysozyme hydroclorid | Viénnénbao | VD-12107-10 | Cong ty cd phn dugc Becamex
90mg phim _ _
3 | Amlyzen Lysozyme chloride 90mg | Vién nen VD-13293-10 | Cong ty ¢d phan duge phém 312
4 |Agilyzym | Lysozyme chloride 90mg | Viénnénbao | VD-9306-09 | Céngty cb phan duoc phém
phim Agimexpharm
5 | Aupazym Lysozyme chloride 90mg | Vién nén VD-10068-10 | Cong ty cd phan duoc pham
i Agimexpharm
6 | Lysozym Lysozyme hydroclorid | Viénnénbao | VD-17394-12 | Céing ty ¢6 phan duoc pham Boston Vit
Boston 90mg A phim Nam
7 | Tazemy Lysozym hydroclorid Vién nén VD-11000-10 | Céing ty ¢d phan duoc pham Cin Gig
90mg |
§ | Sonozym Cetyl pyridinium clorid | Vién nén VD-17401-12 | Cong ty TNHH US pharma USA/ Cong
1,5mg; lysozym ty ¢d phén duoc pham Cén Gio
hydroclorid 20mg
9 | Lysozym 90- | Lysozym hydroclorid Vién nén VD-17286-12 | Cong ty TNHH US'phan‘na USA/ Cong
CGP 90mg fy ¢0 phén duoc pham Cén Gio
10 | Tenlyso Lysozym hydroclorid Vién nén VD-17898-12 | Cong ty TNHH US_phanpa USA/ Cong
90mg _ ty 6 phan duge pham Can Gid
Il | Luxnorlux | Lysozym clorid 90mg | Viénnén | VD-11004-10 | Céng ty ¢ phan duoc phém Ciru Long
12 |Prasomyme | Lysorym loid Somg.__| Viénnén | VD-10150-10 | gty cb ph de phim Ci Long
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Cetylpyridin-

Vién nén

VD-14280-11

13 Cetylpyridinium chlorid - Céng ty ¢ phan duoc phim Euvipharm
Lysozym [,5 mg; Lysozym ngam
hydroclorid 20 mg |
14 |Lysozym Lysozym hydroclorid Vién nén VD-12830-10 | Céng ty c§ phén duoc pham Euvipharm
90mg 90mg
[5 | Globeta Lysozym hydroclorid Vién nén VD-19348-13 | Céng ty ¢6 phén duoc pham Glomed
90mg .
16 | Ametuss lyso | Lysozym hydroclorid Vién nén VD-10291-10 | Cong ty ¢6 phan dugc pham OPV
20mg; Cetylpiridin clorid | ngm
monohydrat 1,5mg
17 | Bacizim Lysozym chlorid 90mg | Viénnén | VD-10295-10 | Céng ty c6 phan dugc phim OPV
8 |BacizimPlus |Lysozymeclorid [5mg; | Viénnang | VD-10296-10 | Cong ty b phan duoc pham OPV
Carbazochrom 1mg; alpha
tocopherol acetat 17mg;
acid ascorbic 78mg ,
19 | Opevizyme | Lysozym hydroclorid Viénnang | VD-11659-10 | Cong ty c6 phan duge phim OPV
Plus 15mg; Carbazochrom
Img; alpha tocopherol
acetat 17mg; acid ascorbic
78mg
20 |Opezyme  |Lysozymhydroclorid  |Viénnén | VD-10321-10 | Congty cd phin duge phim QPV
90mg
21 | Star lyso Lysozym hydroclorid Vién néa VD-11107-10 | Céng ty co phan duge pham OPV
20mg; cetylpyridin clorid | ngdm
1,5mg
22 |Lysozym  |Lysozymhydroclorid | Viénnén | VD-12961-10 | Cong ty cd phan duge pham trung wong

90mg

Vidipha
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23 | Lysotabtab | Lysozym hydroclorid Vien nén VD-16046-11 | Cong ty cd phan duoe pham trung vong
90mg Vidipha

24 | Dotida Lysozym hydroclorid Vién bao VD-19486-13 [ Cong ty co phn duoc phim frung vong
90mg him Vidipha

25 | Codcerin-exp | Dextromethorphan Viénnang | VD-11164-10 | Cang ty ¢b phén duoc phém Trutng Tho
hydrobromid 30mg; mém
Diprophyllin 100mg;
Lysozym hydroclorid
20mg

26| LZ%0- Lysozymclorid %0mg | Vién nén VD-13583-10 | Céng ty ¢ phan Pymepharco

Lysozyme -

27 | Suzyme Lysozym clorid 90mg Vién nén VD-16659-12 | Cong ty c0 phan Pymepharco

28 | Galezin Lysozym hydroclorid Viénnénbao | VD-17701- | Con ty cd phan SPM
90mg phim 12

29 | Recotus light | Dextromethorphan HBr | Viénnang | VD-19614-13 | Céng ty co phan SPM
15mg; Diprophyllin mém
100mg; Lysozym HC|
20mg

30 |Lysobapen-F | Cetylpyridin Clorid 1,5 | Vién nén VD-18486-13 | Céng ty cb phén thwong mai dwoc phim
mg; Lysozym hydroclorid | ngém Quang Minh
20 mg

31 | Lysozyme Lysozym clorid 90mg | Vién nénbao | VD-17178-12 | Céng ty co phan duoc phdm Khanh Hoa

phim

32 | Kivizyme Lysozym hydroclorid Vién nén VD-18862-13 | Cong ty TNHH mdt thanh vién duoc
90mg phém va sinh hoc y té

33 | Lysoflux Lysozym hydroclorid Vién nén VD-18552-13 | Céng ty TNHH mdt thanh vién dugc N
90mg N | phém va sinh hoc y té
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Cang ty TNHH Phil Inter Pharma

34 | Brancopain | d-Chlorpheniramin Viénnang | VD-9844-09
maleat, dI-Methylephedrin | mém
hydroclorid, Cao
Belladon, Lysozym clorid

35 |Lysozym90 | Lysozym hydroclorid Vién nén VD-19721-13 | Cang ty TNHH dugc phdm USA-NIC

mg 90mg

36 | Lysonic Cap | Lysozym hydroclorid Viennang | VD-10832-10 | Cong ty TNHH sin xudt thuong mai duge
90mg cling pham NIC (NIC Pharma)

37 | Lysonic Soft | Lysozym hydroclorid Viénnang | VD-10833-10 | Cong ty TNHH san xuat thuong mai dugc
90mg mém phm NIC (NIC Pharma)

38 |Lysozym Lysozym hydroclorid Vién nén VD-12054-10 | Céng ty TNHH SX-TM dugc phim
90mg Thinh Nam

KT, CUC TRUONG
PHO CYC TRUONG
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D4 Vin Dong
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