UBND TiNH DONG NAI CONG HOA XA HOI CHU NGHIA VIET NAM
SOYTE Poc lap — Tw do — Hanh phiic

S6: Bif~ /SYT-NVD Déng Nai, ngay A A thangf1 nam 2019

V/v rit 6 dang ky luu hanh thude
chira hoat chat Cefterol luu hanh

tai Viét Nam

Kinh gui:
- Céac don VI true thude S¢ Y té;
- Phong Y té cac huyén, Tx. Long Khanh, Tp. Bién Hoa;
- Cac co sO ban buon thudc trén dia ban tinh.
(Sau ddy goi tit 14 cdc don vi)

Thye hién Quyet dinh so 37/QD-QLD ngay 24/01/2019 ctia Cyc Quan ly
Dugc — Bo Y té vé viée rit s6 ding ky luu hanh thudc chira hoat chét Cefterol luu
hanh tai Viét Nam; Giam déc $& Y té Ddng Nai thong béo:

1. Rat s§ dang ky luu hanh thudc déi v&i cac thude chira hoat chét Cefterol
theo ’Danh myc céc thude rat so dang ky hru hanh tai Viét Nam ban hanh kém theo
Quyét dinh s6 37/QD-QLD ngay 24/01/2019 cta Cuc Quan ly Dugc.

2. Co s¢ dang ky thudc, nha san xuit thudc phai ¢ trach nhiém theo ddi,
chju trach nhiém vé chét hrong, an toan, hiéu qua cia thudc trong qua trinh luu
hanh cho den khi hét han dung cta thudc dbi véi cac thubc néu trén tai Diéu 1
Quyét dinh sé 37/Qb-QLD ngay 24/01/2019 cla Cuc Quan ly Duoc va dép tmg
quy dinh sau:

a. Thudc trong nude duge san xuét trudge ngay Quyét dinh s6 37/QD-QLD ngay
24/01/2019 ctia Cuc Quan 1y Dugc ¢6 higu luc.

b. Thudc da nhap khiu vao Viét Nam hoégc thudc nhap khau trong truong hop
duoc giao hang tai cdng di cla nudc xuAt khiu truée ngay Quyét dinh sé 37/Qb-
QLD ngay 24/01/2019 caa Cuc Quan ly Dugc ¢6 hi¢u luc, co s& nhép khau trinh
vén tai don cta 16 thubc de thé hién hang héa duge xuit cang di cla nudc xuét khiu
trude ngiy Quyét dinh s 37/QD-QLD ngay 24/01/2019 cta Cuc Quan ly Dugc cd
hiéu luc & dugc thong quan.

c¢. Thudc san xuét trong nugce quy dinh tai khoan 1 va thudc nhap khau quy dinh
tal khoan 2 Diéu 2 Quyet dmh s0 37/Qb-QLD ngay 24/01/2019 cha Cuc Quan ly
Duoc duge phép luu hanh dén hét han ding cta thudc.

S& 2 - Phan Dinh Phiing, phudng Quang Vinh, thanh pho Bign Hoa, tinh Béng Nai
DT: (0251) 942641, Fax: (0251) 847269, Email: syt@dongnai.gov.vn, Website: syt.dongnai.gov.vn




3. Giao Truong Phong Y té cac huyén, Thi x3 Long Khanh, Thanh phd Bién
Hoa c6 trach nhiém giri théng bao cho céc co s6 ban 1€, cac co so sir dung thudce
ngoai cdng ldp trén dia ban quan ly; kiém tra va giam sat cac co s& thuce hién thong
bao; xtr 1y nhimg co s& vi pham theo quy dinh hién hanh.

S& Y té s& td chire giam sat, kiém tra, cic co s& thuc hién théng bao nay /.

(Dinh kém Quyét dinh s6 37/QD-QLD ngay 24/01/2019 ciia Cuc Quén ly
Duwoc—Bé Y té)

Noi nhin: GIAM POG.
- Nhu trén;
- BGD SYT (béo cdo);
- BVDK Cao su Béng Nai;
- TTKN, Thanh tra 8¢, P. QLHN;
- Trung tdm TT-GDSK;
- Website S0 Y té Déng Nai;
- Chi Cuc QLTT BN;
- Luu: VT, NVD.

S& 2 - Phan Pinh Phung, phudng Quang Vinh, thanh phé Bién Hoa, tinh Dng Nai
PT: (0251) 942641, Fax: (0251) 847269, Email: syt@dongnai.gov.vn, Website: syt.dongnai.gov.vn




BO Y TE CONG HOA KA HOI CHU NGHIA VIET NAM

CuC QUA\I L ‘h Dugc %u,L lip — Ty do — Hanh phic
$é: 37 /QD-QLD He Néii, fzgc'}.}.{?\;),; thang ¢4 nam 2019
QUYET DINH

V& vige riit s6 ding k¥ hru hanh thude chira hoat chit Cefterol
lru hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC
Can cr Ludt Duoc ngay 06 thang 4 nam 2016;
Can ¢t Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cta Chinh phi Chinh
pht quy dinh chi i€t mot s6 diéu vé bidn phap thi banh Ludt dugc;

- Cén clr Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cta Chinh phi sta
dé1 mét sd quy dinh lién quan dén dicu kién dau tw kinh doanh thude pham vi quan
ly nha nwoc ctia BO Y te;

Can ot Nghi dinh s 7572017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chitc ning, nhiém vu, quyen han va co chu & chitc ciia Bo Y té;

Cin o Quyét dinh b 7868/QP-BYT ngay 28/12/2018 coa Bo truéng B6 Y
t¢ quy dinh chite nang, nhiém v, quyén han va co ciu to chire cua Cye Quan 1y
duoce thudc B3 Y té;

Can ¢t Thong (o 6 442014/ TT-BYT ngdy 25/11/2014 cia Bo Y té quy
dinh viée dang ky thude:
Cén cir théng un, k}lu}Ln cdo cia Co quan quan 1§ Duge mor s6 nude trén

thé gidi va két udn cta Ho1 dong tu vin cip sb ding ky luu hanh thube - By Y té
d61 voi thude chita hoat chifit Cefterul;

Xét dé nghi ciia Trudng phong Pang ky thude, Cue Quan 1y Duge,
QUYET PINH:

Picu 1. Rat sb dang kv hru hanh thude ddi voi cac thude chita hoat chét
Cefterol theo Darh muc cac thude it sb déng ky lua hanh tai Viét Nam ban hanh
kém theo Quyét dinh 1nay. '

Diéu 2. Co s déng ky thudc, nhi san xudt thude phai ¢ trach nhiém theo
dd1, chiu trdch ahiém v& chit luong, an toan, hiéu qué cia thude trong qud trinh luu
inl cho dén khi hét han ding cia thude déi voi cac thube néu tal Pidu 1 va dap
uny quy dinh nhu sau:

L. Thudce trong nude duoe san xudt trude ngay Quyeét dinh nay ¢6 higu lue.



2. Thube da nhap khiu vio Vidt Nant hoac th wiée nhip khin trong waony
hop dupe giao hing tai armo di cta nude xuat khay trage nua\ Oum dinh nay ¢é
hxcu fuc, co sonhap kha VAU Umh van tat don cta 1o hdm dé thé hién hang hda duoc
XUAL T cang di cua nude st khau irnde ngiv Quy &1 cinh nay ¢6 lacu lue dé duoc
théng quan”

3. Thube san xudt trong nude quy dinh tai khoan 1 va thude nhéap ki hau quy
dinh tai khodn 2 Diéu nay duge phép luu hanh dén hét han du ung cia thude,

bitu 3. ()uvétl ol pdy oo icu tue K& 6 ngay ky bag hank,

Didu 4. Gidm dbe S& Y té, cdc co so kinh do*mh duoe va Giam dbe co 56 cd
thude néu tai Pidu 1 chiu trach phiém thi hanh Quyét dinh nay./.
YA Ba s - . L
Mot KT.CUC TRUONG
- 1T, an()‘ug‘QuéC Cuding (& bic); PI{O CUC TRUONG
- CT. Vi Tadn Cudng (de h’i_'}
- e Qhuﬂ Y- Bu ({li\)\, lJ.u\ Hig, llL Nt 13\) (g an;

- Cuc Y 1 Giao théng van tdi - B (Hao lhon'
- Téng cue Hai quan - B TAi chinh, Bao hLCI‘} \d hi Vidr Nam;

- Vu Phip ché, Cuc (Quin 1y Y. Duos ¢d uuym Cye Quén v KCB, -
Thanh tra BS, Vign KN thude TW, Vién KN thube TP HOM;
- Tong Cong 1y Duge Vigr Nam - Cong ty cb phin, Ce Cone v - T

XNE Duge phim; IR Ngwﬁ‘én Tat Bat
- Cae Bénh vién & Vigu ¢d gluong bénh true thude Bé; e )

- Website Cue QLD, Tap chi Duge & MY phim-Coc QLT

-Luar VT, Cde Phong thuge Cuc QLD, BKT(i2).




BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUCQUAN LY hUOC e Hip — Ty do - Hanh phic

DANH MUC
Cae thude rit $6 dang ky leu hanh thuoc chida hoat chit Cefterol
hwo hanh tai Viét Nam
(Bemt hanh kém theo Quvér dinh s6 3 F OD-QLD ngay 24 thdng ¢4 nam 2019

vt Cuc iong Coc Quai {y Duge )

I. Co s¢ ding ky thube: Cong ty ¢b phin duge phim Trung weng I - Pharbaco (d/c:
160 - Tén Bhic Théing - Béing Pa - Ha N§i, Viét Nam ).

1.1.Co 6 sin xuit thube: Cong ty ¢b phin duoe phim Trung wong 1 - Pharbaco.
(d/c: Thanh Xudn, Soc Son, Ha Ngi, Viét Nam).

'STT Tén thude Hoat chit, Ham beong | Dang bio ché S6 ding ky
. _ Cefteral 2000mg (dudi . . -
i ces 2G = 2 VD-25794-
1 Biomyces 2 dang Ceftezol natri) Bét pha tiém 5794-16
2. | Biomyces 1g Cettezol 1000me (dudr o o o, VD-21903-14
; dang Celtezel natri)

2. Co sé ding ky thuosc: Céng ty cb phin duec Bai Nam Ha Noi (B/e: 56 20 phé
Qudn Ganh, xd Vin Binh, huvén Thudng Tin, Ha Noi, Viér Nam)
21 Co sdr san xuit thuoe: ('ong ty ¢o phin dege philm Fuavipharm ‘Fhanh vién tip

doin F.L.T (d/c: ap Binh Tién 2, xd Puic Hod ha, Pire Hod, Long An, Viét Nam).

Sy— " z | L. 4y N e J .
ST Tén thuéc | Hoat chac, Ham lweng ¢ Dang bao ché So ding ky
. |

- Ceftezol g (Ceftezo

' natri Botpha tém | VD-17417-12 (%)
; hatri)

3. Ceftezol g

3. Co sy @iing ky thude: Céng ty ¢6 phin duge pham VCP (@/c: x3 Thanh Xudn Soc
Son- Ha Ngi, Viét Nam ).

3.1.Co s& san xuit thude: Céng ty ¢b phan dwoc phdm VCP (d/ic: xd Thanh Xudn-
Soc Son- Ha Ngi, Viét Nam).

J STT Tén thude Hoat chiit, Ham Iwgng | Dang bio ché Sé ding ky

" Ceftezol 1g “Thubc bot pha ..

. eftezol | . = . L ~19775- =
4 Ceftezol g (duoi dang ceftezol natri) tiem VD-19775-13 (%)

< e Ceftezol 1g Thube bt pha -
8 > _X?LIPCZOI (dudi dang ceftezol natri} tiém VD-19776-13(%)
6. | Ceftezol VOP Ceftezol 1g [ ThuGebotpha | gy 9054 45
N (duoi dang ceftezotnatry) | fiém D

4. Co s diing iy thude: Cong ty ¢6 phin Duge-TTBYT Bink Dijnh (Bidiphavr) (d/:
A98 Negwydn Thii Hoe, P. Quang Trung, TP, Qui Nhon, Binh Binh, Viét Nam ).




4.1.Co st san xuat thude: Cong ty b phin Duge-TTBYT Binh Dinh (Bidiphur)

(dic: 498 Nguyén Thai Hoe, P Quang Trung, T# Oui Nhon, Binh Binh, Viet Nam).

$6 ding ky |

ST Teu thude Hoat chdt, Ham lugng © Dang bio ché |
; ‘ Ceftezol l1a ey 4 a
- _ R Thude bEt pha
/. Supzolin P{duot dany Ceftezol : :

3 i ém :
i o | nairn) |

V2314715

5. Co sé diing ky thudc: Céng tv TNIH Duge phim Shinpoong D
duong 94, KON, Bién Hoa [, TP. Bién Hoad, Ddng Nai, Viét Nam ).

aewoao (4o Sa 3

5.1. Co sé& san xuit thube: Céng tv TNHH Dwoce pham Shinpoong Daewoo (d/c: 56

13, @duong 94, KCN. Bién Hoa I, TP. Bién Hoa, Pén @ Nai, Viét Nam).

San xuit nhugng

quyén cda Shin Poong Pharmacentical Co., Ltd: Bia cht 41-15, Osongsaengmyeong
3-ro, Osong-eup, Heungdeok-gu, cheongyu-si, Chungcheongbuk-do, Republic of Korea)

S0 dang ky

VI-24537-16

s Daewoo (dic: §6

: e
STT ‘[ Tén thube Hoat chit, Ham loong - Dang bao che
1 Ceftezol g
8. Tezacef (dwdi dang Ceftezol [30t pha tiém
o i)
5.2.Co 6 san xuat thude: Cong tv TNHH Dugc phim Shinpoong
13, deong 94, KON, Bién Hoa II, TP. Bién Hoa, Dong Nai, Viét Nam).
“ _. ———
: [ . £ ; e N N £
STT | Tén thude Hoat chat, Ham lweng | Dang bio ché
‘eltere o5 i
9. | Tezacef L"“’“f‘“” e . Bot pha tiém
(Ceftezol natrn) i

Sé dang ky

VD-107/86-10 (%) |

6. Cor s& ding k¥ thade: Céng ty TNHH Drgre pldm DOHA (/e S6 30, Tap thé
Tran Phit, ngd 105 diwong Nowyén Phong Sdc, t6 16, P. Dich Vong Hau, (). Cau Gidy, Ha

N, Viét nam ).
6.1.Co s& sdn xuat thude: Asia Pharm. IND. Co., Ltd. (d/lc-
Pranglueh-Si, Kvungii-Do., Korea).

439, Mogok-Dong

STY Tén thude ' Hoal chiét, Him lugng | Dung bao chié Sé ding ky !
T Cefrezale 1g ) Thude bt phat | <or . s

10. | Bazbem : (__f‘:ﬁfzo]e le . I 10.:00 pha ‘ VN-15351-12 (%%
1 {(Celtezole sodium) g |

7. Co sd ding kv thube: Céng tv TNHH Loc Hung (dic: 37/10 Dén Tri, Phudng 6,

Quén Tdn Binh, Tp. Hé Chi Minh, Viét Nam ).
7.1 Co s& san xuit thudc: Asia Pharm. IND., Co., Ltd. (dic:
Pyungraek-City, Kvunghi-Do., Korea).

439, Mogok-Dong

, | , L s ol
STT Tén thube I Hoat chit, Tihm beone © Dang hao ché !‘ 56 ding kv
j .. . ‘.
7 . T J3 N ! |
i eflevole | Cefternle 1 (huoe bot pha | L, o
n \N(](.]T dul Ceflezol ! (fﬁf role 1g - tl noe EWJT pha VN-13641-11 (*) |
Sodium lg C(Ceftezole Sodiam) | tém l s




3. Cu s& ding kv thude: Cong ty TNHH SKTMDV va KDDP Vinh An An (dic: 15
duong 10, 16 F63, ki dén cw Trung Son, ap 4 xd Binh Hung, huvén Binh Chanh, TP.

Hé Chi Minh, Viét Nam ).

§.1.Co si san xuit thude: Alpha Pharm. Co. Lid. (dle: 622 Jinjung-Lee, Sanyang-
Myon, Mungyveong-si, Kyveongsangbuk-do, Korca}.

(Cetterole sodium)

| . , A .
ST Tén thute Hoat chat, Ham lugng | Dang bao ché S¢ diing ky
12 | Altezole 1g inj Ceftezals 18 : h“otfé};?f Pha | NL13644-11 (%)

9. Co sér diing ky thude: Dasan Medichem Co., Ltd. (@/c: #10, Wasan-ri, Dogo-
myeon, Asan-si, Chungcheongam-do, Korea ).

01.Co s& san xuil thudc:

Shangshin-Ri, Hvanonam-Eub, Hwanesung-city, Kyungki-Do, Korea).
& . -3 [a=1 fou] S . &

Myungmoon Pharmaceutical Co., Ltd. @ec: 901-],

STT Tén thudc

Hoat chit, Ham lugng

Dang bao ché

S6 diang ky

o

Myungmoon

13. 1 Cefiezole sodium

mjection g

| (Celterole sodium)

Ceftezol ig

36t pha tiém
i

VN-9641-10 (¥)

10. Co si ding k¢ thude: I Hwa Co., Ltd. (dre: 437 Sutaek-dong, Guri-shi, Kyonggi-

do, Korea ).

10.1. Co sé san xudt thude: Guju Pharm. Co., Ltd. (@/c: 341-1, Jegi-Ri, Jeongnam-
myeon, Hwaseong-si, Gveonggi-Do, Korea).

STY 'Tén thude

Hoat chat, Ilam hrong

Dang bao ché

86 ding ky

14. | Bagino

Ceftezol 1g
(duon dang Ceftezol
natri}

Bot pha tiém

1

VN-16792-13 (¥}

11. Co s¢ dang k¥ thude: T Hwa Co., Lid. (@ (Sutaek-dong) 25, Angol-ro 56
Beon-gil, Guri-si, Gyeonggi-do, Korea ).
11.1. Co s sin xudt thude: Kyongbo Pharm. Co., Lid. (d/c: 174, Sirok-ro, Asan-si,
Chungcheongnam-Do, 336 020, Korea).

STT Tén thube

Hoat chit, Ham lugng

Dang bao ché

$6 dang ky

15. | Seosaft Inj. 1g

12. Co sé ding ky thube: I Hwa Co., Ltd. (@/c:

do, Korea ).

Ceflezol 1g
(dudi dang Ceftezol
natri)

. Bt pha tigm

P
!

VN-16406-13 (%)

437 Sutaek-dong, Guri-shi, Kyonggi-

12.1. Co s¢ san xuéf thudc: Chunggei Pharma. Co., Ltd. (d/c: 1106-4, Daeyang-ri,

Yanggam-niveon, {hvaseong-si, Gyeonggi-do, Rorew, Kvred).

‘ 1 Ten thude
1

|
|
|

Hoat chit, Him hrong | Dang bl ché

86 axng ky |




i
I

N ,Leftezole 1g . - | SrEn
Lo, Kereston R CE o o Bérphaném 0 VN-13062-12 (%)
; i (Ceftezole natr) : : é -

13, Co sé dang ky thube: Kukje Pharma Ind. Co., Ltd. (e: 5/3- 2, Vatah-dong.,
Bundang. Seongnam City, (;} eonggi-Do, Korea ).

13,1, Co s& san xuat thube: Kukje Pharma Ind, Co., Lad. (dc. 698 Choiji-dong,
An s‘an—crr'ljv_. Kyunggi-do, Korea),

P
b
P
|

S1 T Tén thubc Hoat chir, Ham lwong | Dang hio ché Sh diing ke

Cefiezole 1g
i {Ceftezole natri}

Botpha tigm | VN-10330-10 (*) |

17. Bcucuczoie Iny.

14, Co ¢ diing ky thude: Ky ongbo Pharmaceutical Co., Ltd. (d/c: 174, Sirok-ro,
Asarn-Si, Chungcheonanam do, 336-020, Koirea ).

14.1. Co sé san xuit thude: Aju Pharm Co., Ltd. (dic: 23, Sandan-ro, 121 Beon-gil,
Pyeongtaek-si, Gyeonggi- a’v, Korea).

STT Tén thudc i Hoat chat, Ham lvgng | Dang bio ché S ding ky E
Newcezole (;:EL;::';'JT g o - .

3. . i VIN-1253 :

1 Injection f (Ceftezole soczum} Loip f}diejn L ’\( j!ﬁ ]El( )

15. Cor sé ding k¥ thude: Kyongho Pharmaceutical Co., Ltd. (de: 3456 Silok-Dong,
Asan-si, anmgc!zaUncmam do 336-020., Korea .

15.1. Co s& sdn xuit thube: Ky ongi)o Pharmacentical Co., Ltd. (d/ic: 345-6 Silok-
Liong, Asan s, L.!zungc/;Ef?fzgm‘mz do 236 (0.0, Korea).

g | ; o —_j
STT ¢ Tén thuac . Hoat chit, iTam lwvong | Dang bao ché S6 dang ky
‘ 5 o
3 P Ceftes oie lg - Thube t ot who . -
19, | Kbtezole injection | . oo 28 . ; N VN-9725-10 (*)
! R efterlc SO0 aém

16. Co sé ding ky thube: Schpell Kovea Pharma Co., Ltd (dic: 4F Huesunyg Bldy
#747-2 Yeoksam-dong, Kangnam-ku, Seoul, Korea ),
16.1. Co sé san xut thude: Schnell Korea Pharma Co., Ltd (d/c: 482-2 Mongnae
dong, Danwon-gu, Ansan-si, Gyeonggi-do, Korea).

? , . ? , : ;
STT | Tén thuse Heat chat, Ham lugng | Dang bio ché Sé dang ky
& dRg £ . i
20, | Seo-Afonac Coftezol g Thube bt tiém | VN-5631-10 ()
s lﬂJELUOH (Ceftezole natri) ;
Danh myc gbm 04 trang 20 thude./. KT€UC TRUONG
(*} 86 dang ky e hawth da hér hidu bee  PHO CUC'[RU()‘NG

Ho—

Nguyén Tat Dat
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