UBND TINH KHANH HOA CONG HOA XA HQI CHU NGHIA VIET NAM
g SOYTE Poc lap - Ty do - Hanh Phuc
S6: bk /SYT-NVD T , .
Vv dinh chi uu hanh e loai thu b Khdnh Hoa, ngay 08 thang 02 nam 2015
chtra hoat chat Lysozym; xur Iy thude
tiém Bupitroy Heavy.

Kinh gri:
- Cécdonvi Y té trong tinh;
_ Bénh vién 22/12; Bénh vién Tam tri; BV Mat-Sai
Gon-Nha Trang; Céac phong kham da khoa;
- Phong Y t huyén, thi, thanh pho;
- Cac co s& kinh doanh dugc.

S¢ Y té nhan duge cac van ban ctia Cuc Quan ly Duorc, gém: vin ban sb
1209/QLD-CL ngay 23/01/2015 vé viéc dinh chi luu hanh céc loai thube chia
hoat chit Lysozym; van ban s6 1361/QLD-CL ngay 23/01/2015 vé vide xir ly
thudc tiém Bupitroy Heavy, S&¢ Y té yéu clu cac co quan, don vi tai van ban tai

dia chi: www.syt.khanhhoa.gov.vn dé trién khai thuc hién viée dinh chi luu

hanh, thu hoi thube kém chat luong theo yéu cau tai cac van ban néu trén.

Thanh tra S&, Phong Nghiép vu Dugc, Trung tam kiém nghiém va Phong
Y té huyén, thi x&, thanh phd ¢é trach nhiém kiém tra, gidm sat cac don vi thuc
hién thong béo nay; xur ly cac don vi vi pham theo quy dinh hién hanh.

Céc co quan, don vi bdo cao két qua thuc hién ndi dung lién quan vé SOY

té dé tong hop béo cédo Cyc Quan ly Dugc./. tL/’“’/

=
Noi nhan: GIAM POC
-Nhu trén; HoS
-Lanh dao S¢;

-NVY, Thanh tra So;

-TT Kiém nghiém;

-Hoi HNYTTN,;

_Béo Khanh Hoa (nha bao Hai Yén);
Luu: VT, NVD.

—

——— Bui Xuan Minh




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pjc 1ap - Tw do - Hanh phiic
sé: 4264..oLb-cL Ha Ngi, ngay 32 théng o ndm 2015

V/v xir ly thubc tiém BUPITROY HEAVY

Kinh gui: , .
- S6 Y t€ cac tinh, thanh pho truc thudc Trung vong
- Céc Bénh vién, Vién c6 giudng bénh tric thuoc B Y té

K ﬁZN - Cong ty Troikaa Pharmaceuticals Ltd., India

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

TINH KHANH umj

;\(‘\ ”

| i - Cong ty cb phan duoc pham Tam
se .S g,f (48 Nguyén Duy Cung, Phuong 12, Quén Go Vap, Tp. HCM).

lDEN Ngawt:i’ O‘ ’l

'WLVQN

CucL Quan ly Dugc nhén dugc cbng van s6 19/VKNT- KHTH dé ngay

1670172015 ctia Vién Kiém nghiém thuc thanh phd H6 Chi Minh vé chét lu'orng
thubc tiém BUPITROY HEAVY (Bupivacaine hydrochloride injection USP), s6
16: B15532, HD: 04/08/16, SPK: VN-16919-13, do Cong ty Troikaa
Pharmaceuticals Ltd., India san xuét va ding ky, Cong ty cb phan duoc phim
Tam nhap khau. Thuoc ¢ nguy co khong dam bao d6 an toan trong qua trinh sir
dung do cé nhiing tiéu phan la xuét hién trong dich thubc tao thanh tir bot mau
den bi long tréc va roi vao dich thude lc bé déu éng tiém.

Dé dam bao an toan cho nguol dung thudc va c6 cin cir cho viée xir ly
tiép theo, Cuc Quan Iy Duoc cb y kién nhu sau:

1. Théng bao tam ngimg viéc mua, ban va sir dung trén toan qudc dbi véi
thuéc BUPITROY HEAVY (Bupivacaine hydrochloride injection USP); SBK:
VN-16919-13, do Cong ty Troikaa Pharmaceuticals Ltd., India san xuét.

2. Pé nghi S& Y té cac tinh, thanh pho tryc thugc Trung uong, cac Bénh
vién, Vién c6 giuong bénh truc thuge B6 Y té pho bién thong bdo nay téi cac co
s& sir dung thudc trén dia ban va/hodc cén bd y té thudc quyén quan ly dé bidt va
thuce hién.

3. Yéu cdu Cong ty Troikaa Pharmaceuticals Ltd. India phéi hop voi
Céng ty cd phén dugc phdm T4m va céc nha nhap khau thudc c6 lién quan:

- Phéi hop véi céc co quan kiém tra chit lugng nha nuéce tién hanh lay
miu dé kiém tra chit lugng, danh gia nguy co dbi véi toan by cac 16 thubc
BUPITROY HEAVY; SPK: VN-16919-13 d& dugc nhap vé Viét Nam.

- Téng hop sb luong nhap khéu, xudt ban, ton kho céc 16 thu(f)c
BUPITROY HEAVY da dugc nhédp khau vao Viét Nam tir ngay 01/01/2014 dén
nay.

v - Xem xét lai ho so, tai liéu c6 lién quan dén thuoc BUPITROY HEAVY:
tiéu chudn chat luong bao bi clp 1; quy trinh pha ché gbc, hd so 16 san phém;
1



quy trinh va két qua klem tra, giam sat trong qua trinh san xuét 16 thudc; qua
trinh xtr 1y, rira, sdy vo dng tiém, _dong, han thudc; didu kién bao quan trong qua
trinh van chuyén, luu thong thuoc . Tim nguyén nhén va dua ra huéng xur ly
thich hop, kip thoi, ddm bao thube dat tiéu chudn chét luong khi xuit xudng va
trong qua trinh luu hanh cho dén khi hét han sir dung.

- B4o céo két qua thuc hién cac ndi dung trén bing vin ban giri vé& Cuc .
Quan ly Dugc truée ngay 10/02/2015.

Cuc Quan ly Duogc théng bao dé cac don vi biét va thuc hién./.

Noi nhdn: KT. CUC TRUONG
- Nhur trén; @CU@E}\I\U’UNG

- Vién Kiém nghiém thubc TW;

- Vién Kiém nghiém thuc Tp. HCM;

- Trung t4m Kiém nghiém T-TP-MP Tp. HCM;
- Lwu: VT, CL.



BOY TE CONG HOA HOI XA CHU NGHIA VIET NAM
CUC QUANLY DUQC Doc 1ap - Ty do - Hanh phiic
S6,/409 /QLD-CL - HaNgi, ngay.s3 thang p 4 nim 2015
Vv dinh chi ru hanh va thu hdi céc o R@ag thang g
thudc chira hoat chét Lysozym

Kinh guri:

NSOV TE TINH KHANH 1O - S6'Y té céc tinh, thanh pho truc thudc Trung uong;

i , %8 - Cac don vi san xuat, kinh doanh, xuat nhap khau thudc;
Q E ngadF. O L AS - Cac bénh vién, vién c6 givdng bénh.

o ! , < ’ . A > ’ . A \ 5 * A
.................. - Cén ¢t vao céc quy dinh vé quan Iy dwoc hién hanh cua Viét Nam;
------------------ Can cur két luan cua Hoi dong tu van cép so ding ky thubc cua B Y té

Noi rhin:

ngdy 24/7/2014 va Quyét dinh s 627/QP-QLD ngay 03/11/2014 cua Cuc Quan ly
Duoc vé viée rit sé déng ky luu hanh thudc ra khoi danh muc céc thube duoc cép
s6 dang ky tai Viét Nam d6i v6i cac thube chira hoat chit Lysozym do Lysozym c6
loi ich trong diéu trj khong cao hon nguy co do thudc gay ra.

Dé dam bao an toan cho nguoi st dung, Cuc Quan ly Duge thong bao:

1. Dinh chi lyu hanh trén toan quéc va thu hdi toan bd cac thubc chia hoat chit
Lysozym (c6 danh muc kém theo).

2. Cac don vi san xuét, nhép khiu, iy thac nhap khéu cac thudc chia hoat chét
Lysozym phdi hop véi don vi cung cp va phan phoi thube phai:

+ Trong thoi gian 05 ngay giri thong bao thu hdi téi cac co s phén phéi, ban
budn, ban 1é, st dung thudc chira hoat chét Lysozym va tién hanh thu hdj toan bo
cac thude nay trén pham vi toan qudc.

+ Giri bdo cdo thu hdi céc thude chia hoat chét Lysozym vé Cuc Quan ly
Dugc trrée ngay 15/02/2014, hd so thu hdi bao gbm sé luong san xuit (hoic nhap
khiu), ngdy san xuat (hodc nhép khau), sb lwgng thu hoi, cdc bing chimg vé viéc
thuc hién thu hdi tai cac co s& ban budn, ban 1é, sit dung d3 mua thudc theo quy
dinh tai Thong tw s6 09/2010/TT-BYT ngay 28/4/2010 ciia Bb Y & huéng dan viéc
quan ly chit lugng thude.

3. Cac bénh vién, vién c6 giuong bénh dung ngay viéc ké don va st dung céc thudc
chtra hoat chét Lysozym, thu hi dé tra lai thudc cho céc co 56 phén phéi, cung ung.

" 4.S& Y té cac tinh, thanh phé truc thudc Trung uong, Y té cc nganh thong bao
cho cac co s& kinh doanh, st dung thubc ngung str dung va thu hdi toan bo cac
thubc chira hoat chat Lysozym; kiém tra, giam sat cac don vi tra lai thudc cho co s&
cung Gng va thuc hién thong bao nay; xur ly nhitg don vi vi pham theo quy dinh
hién hanh; bio cdo vé Cuc Quan ly Duogc va céc co quan chirc nang c6 lién quan.

Cuc Quan ly Duoc thong bao dé céc don vi bidt va thuc hién./.

PrEVE.JRUONG
HO CUCIRUONG

- Nhur trén;

- B0 trudng Nguyén Thi Kim Tién (dé bao cao);
- Cuc trudng Truong Québc Cudng (dé bao cao);
- Thanh tra B Y té (dé phéi hop);

- Cuc Quan 1y kham chira bénh (dé phéi hop);

- VKN thuée TW, VKN thuéc Tp. HCM;

- Cuc Quan Y - B quéc phong; -
- Cuc Y té - B§ Céng An; T 7

- CucY 6 GTVT - B4 GTVT; P6 Vin Pong
- Téng Cuc hai quan - B4 Tai chinh ;

- Céc phong trong Cuc, Tap chi Dugc MP; website Cuc QLD;

- Luu: VT, CL (DPT).




BOYTE

CUCQUANLY DUQC

CONG HOA HOI XA CHU NGHIA VIET NAM
Die l4p - Tur do - Hanh phic

DANH MUC CAC THUOC CHU'A HOAT CHAT LYSOZYM BIRUT SO DANG KY VA PHAI THU HOI
(Ban hinh kém theo cong vén sé//jm IQLD-CL ngdy 95 /01/2015)

I Thuoe mude ngodi
STT|  Ténthuée Hoatehit | Dangbio | Sidingkj |~ Clngtyin ol ding
ché
I | Lysopaing Cetylpyridinium chloride | Vienngam | VN-13515-11 De'lpharm Reims/ Boehringer Ingelheim
1,5mg; Lysozyme HCI International GmbH
20mg
2 | Lysomole Lysozyme chloride 90mg | Viénnén | VN-12895-11 | BRN science Co. Lid
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 chlotide 90mg | Viénnén | VN-10992-10 | Asia Pharmaceuticals Co. Ltd/ Dacwon
Pharmaceutical Co. L1d,
5| Peptudase Tab. | Lysozyme chloride %0mg | Viénnen | VN-I3111-11 | Daewoo Pharm, Co. Ltd
6 | L-Zymiab Lysozyme chloride 90mg | Viénnén | VN-13112-11 | Dagwoo Pharm. Co. Ltd.
7 | Wonsozym Lysozyme chloride 90mg | Viénnen | VN-10212-10 | Daewoo Pharm. Co. Litd.
8 |Maxcom Capsule | Dextromethorphan Vidnnang | VN-L6017-12 | Asia Pharm, IND. Co. Ltd/Phil
hydrobromide 30mg, | cimg [nternational Co,, Ltd,
Diprophylline 100mg;
Lysozym chloride 20mg




9| Lozym Lysozyme chloride 0mg | Viénnén | VN-16904-13 | Schnell Biopharmaceuicals, Ine/
| Schnell Korea Pharma Co,, Ltd
10| Mbruss:DM | Dextromethorphan HBr | Vién nang | VN-10578-10 | Standard Chern, & Pharm, Co, Lid
Capsules 20mg; Kali Cresolsulfonat |cimg |
90mg; Lysozym Clorid
mg
1 | Dentihy Acid ascorbic, lysozym | Vién nang | VN-9862-10 | Suheung Capsule Co. Lid,
chlond, carbazochrom, | cimg
acetat focopherol
12| Antisolam Tablet | Lysozyme chloride %0mg | Viénnén | VN-10601-10 | Chunggei Pharm Co, Ltd,/ TDS Pharm,
- Corporation
13| Sylamzym Tablet | Lysozyme chloride 90mg | Viénnén | VN-5679-10 | Chunggei Pharm Co. Lid,/ TDS Pharm,
Corporation
14| Synlopzyme | Lysozyme chloride 90mg | Viénnén | VN9874-10 | Chungges Pharm Co, Ltd, TDS Pharm,
Table Corporation
15 |LyzysoTab | Lysozyme chloride 90mg | Viénnén | VN-11367-10 | KMS Pharm, Co. Ltd, TDS Pharm.
{ Corporation
16 | Numazym tablet | Lysozyme chloride 90mg | Viénnén | VN-9876-10 | Jel Pharmaceutical Co. Ltd,/ DS
‘ Pharm. Corporation
17"\ Dent.F Capsule | Lysoryme chlorde, | Viénnang | VN-L2128-11 | Crown pharm. Co, LTD! Young [l
Carbazochrome, Pharm Co. Lid.
Tocopherol acetate 50%,
Acid ascorbic
1§ | Zorid Lysozyme chlorde 90mg | Viénnén | VN-16427-13 | Korea Prime Pharm, Co. Ltd, Young:l

Pharm, Co. Ltd.




11, Thue frong nuo;

STT| Tén thude Hoat chit Dang bao che 50 ding ky Clng ty sin xuat/ ding ky

L' |Hosuperheal | Lysozymhydrocloid | Viennén [ VD-15959-11 Cong ty cd phﬁn BV Pharma
20mg, Cetylpyridin clorid | ngim
| Smg

1 \Zymaymtab | Lysozyme hydroclorid | Vignngnbao | VD-12007-10 Congty cd phdn duoe Becamey
Y0mg phim

S |Amlyzen | Lysozyme chloride 0mg |Viénnén | VD-13093-10 Cling ty 0 phén duge phim 32

4| Aglyzym | Lysozyme chloride 90mg | Vignnnbao | VD-9306-09 Clng ty 0 phn duge phim

phim Agimexpharm
S| Aupazym | Lysozyme chloride 90mg |Viénnén | VD-10068-10 Cong ty ¢ phdn duoe phim
Agimexpharm
0 |Lysomym  |Lysozyme hydroclorid | Vidnnénbao | VD-17304-1) Cong ty cd phin due pham Boston Viet
Boston Ymg phim Nam

T |Tazemy Lysozym hydroclorid | Viénnén | VD-11000-10 Cong ty cd phén duge phém Cén Giy
Y0mg

§ |Sonozym | Cetyl pyridiniomclorid | Vignngn [ VD-I401-2 CongtyTNHHUS pharma USA/ Cong
|, Smg; lysozym ty o0 phan dc phim Cén G
hydroclorid 20mg

) Lysom%0- | Lysoymhydroclorid | Vignnén | VD-17286-12 CongtyTNHH Us pharma USA/ Cong

CGP Ymg | ty o phn duoe phim Cin Gi

10 | Tenlyso Lysozymhydroclorid | Vignnén | VD-17898-12 CongtyTNHHUS pharma USA/ Cong
Y0mg ty 0 phin duge phém Cin Giy

1| Lworlux | Lysomymoclorid %0mg | Viénnén | VD-11004-10 Coing ty ¢ phn duge phim Cin Long

12 |Posozyme | Lysogymelorid 0mg | Viennén | VD-10150-10 Cong ty o phén duge phim Ciru Long




90mg

13 | Cetylpyridin- | Cetylpyricinium chlorid | Viénnén | VD-14280-11 Coingty cd phén dugc phim Euvipharm
Lysozym | 1, mg; Lysozym ngim ,
hydroclorid 20 mg
4 |Lysoym  |Lysoymbydeoclorid | Viénngn | VD-12830-10 Congty ¢ phdn duge phim Exvipharm
90mg 90mg
| 15 | Globeta Lysorym hydroclorid | Viennén | VD-19348-13 Congty cd phén dugc phim Glomed
90mg
16 |Ametusslyso |Lysozymhydroclorid | Viénnén | VD-10291-10 Chigty o6 phén dige phém OPV
20mg; Cetylpiridin clorid | ngdm
monoydrat [ Smg
(7 |Bacizin | Lysozymchlorid %0mg | Viénnén | VD-10203-10 Cbingty f phn duge phim OPV
1§ |BacizimPlus | Lysozymeclorid [Smg, | Viénnang | VD-10296-10 Cong ty 6 phn dwoc pham OPV
Carbazochrom [mg; alpha
tocopherol acetat 17mg;
acid ascorbic 78mg
19 |Opevizyme | Lysozym hydroclorid | Viénnang | VD-11639-10 Céingty ¢ phén duge phém OPV
Plus | Smg; Carbazochrom
1mg; alpha tocopherol
acetat 17mg; acid ascorbic
Timg
20 |Opezyme | Lysorymhydroclorid | Viennén | VD-10321-10 Congty ¢d phdn droc pham OPV
Y0mg |
) Sarso | Lysogymbydrocond | Viénnén | VD-11107-10 | Congty ob phdn duge pham OPV
20mg; cetylpyridin clortd | ngém
[,3mg
2 Lysoym  |Lysozymhydroclorid | Viennén | VD-12961-10 Cong ty ¢ phdn duoe pham trung vong

Vidipha




23

Lysotebtad  |Lysozymhydroclorid | Viennén | VD-16046-11 Cong ty cd phdn duge phm trung vong
Y0mg Vidipha
24 | Dotida Lysozymbydroclorid | Viénbao | VD-19486-13 | Cong ty e phdn e phém frung uong |
0mg phim Vidipha
%5 | Codoerin-¢xp | Dextromethorphan Viénnang | VD-11164-10 | Coing ty ¢ phin duo pham Trudng Tho
hydrobromid 30mg, | mém
Diprophyllin 100mg;
Lysozym hydroclorid
20mg
2 1LZ90- Lysorymclorid %omg | Viénnén | VD-13583-10 | Congty cf phin Pymepharco
Lysozyme
2T | Suzyme Lysozymeclorid %0mg | Viénnén | VD-16659-12 Cong ty o6 phin Pymepharco
28 | Galezin Lysozym hydroclorid | Vién nén bao | VD- 17701- | Congty c§ phin SPM
Ymg phim 12 |
19 | Recofus light | Dextromethorphen HBr | Viénnang | VD-19614-13 Cong ty ¢0 phdn SPM
I5mg; Diprophyllin | mém
|00mg; Lysozym HCI -
2mg
30 | LysobapenF | Cetylpyidn Clorid L5~ [ Viénnén | VD-18486-13 | Congty 6 phén thuong mai duge phim
mg; Lysozym hydroclorid | ngim Quang Minh
20 mg ;
31| Lysozyme | Lysozymclorid90mg | Viénnén bao | VD-17178-12 Congty cd phin duge pham Khch Hoa
phim
0 \Kiizyme  |Lysoymhydroclorid | Vitnnén | VD-18862-13 Cong ty TNHH m{t thanh vién duoe
Y0mg phm vasinh hoe yté
3 |Lysoflk  {Lysozymhydroclorid | Viennén [ VD-18552-13 Cong ty TNHH mdt thanh vién duge
Ymg phm v soh hoc y 1




Brancopain | d-Chlorpheniramin Viennang | VD-9844-09 | Cong ty TNHH Phil nter Pharma
maleat, dl-Methylephedrin | mém

hydroclorid, Cag

Belladon, Lysozym clorid

Lysoym%0 | Lysozym bydtoclorid | Viénngs | VD-19721-13 Cong ty TNHH dige phim USA-NIC
mg Y0mg

Lysonic Cap | Lysozym hydroclorid | Vign nang | VD-10832-10 | Cong ty TNHH sim xuit thuong mai duoe

Y0mg " |cimg pham NIC (NIC Pharmma)
Lysonic Soft | Lysozym hydroclorid Vi‘én nang | VD-10833-10 Cépg ty TNHH sin xuit throng i duoe
%0mg mem phém NIC (NIC Pharma)
Lysomym | Lysomymhydtoclorid | Vignnén [ VD-12054-10 Clng ty TNHH SX-TM duge phém
Ymg Thinh Nam
KT, CUC TRUONG
PHO CUC TRUGNG

D0 Vin Ding
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