UBND TINH KHANH HOA  CONG HOA XA HQI CHU NGHIA VIET NAM
SOY TE Poc lap - Tw do - Hanh Phiic
$é: 29¢2 /ISYT-NVD Khdnh Hoa, ngay {3 thdng 10 ndm 2017
V/v ngimg nhdn hd so cép, gia e
han SDK; dinh chi luu hanh .
thude khong dat tiéu chuén chit
lugng

- Kinh g
- Céc bénh vién, Trung tim y té;
-Bénh vién 22/12; BVDK Téam tri; BV Miit-Sai Gon-Nha
Trang; BV Vinmec;
- Céac phong kham da khoa tu nhén;
- Céc co s& kinh doanh thude.

Thyc hién chi dao cua Cuc Quan ly Dugec tai Cong van sb 15326/QLD-CL
ngay 29/9/2017 vé viéc “Dinh chi luu hanh thude khong dat tiéu chuan chat
luong”’; Quyet dinh s6 397/QD- QLD ngay 19/9/2017 ve viéc “Rut 56 dang ky
lww hanh thuéc ra khoi danh muc cdc thuéc duwoe cap sé dang ky lwu hanh tai
Vigt Nam"” va Quyét dinh so 442/QP-QLD ngay 06/10/2017 vé viéc “Ngu'ng
nhédn ho SO cap, gia han gidy dang ky lwu hanh thudc, nguyen liéu lam thuoc va
thu héi gidy dang ky lwu hanh thuéc ra khoi danh muc cac thuéc dwoc cap gzay
dang ky lwu hanh tai Viét Nam” , S0 Y té yeu céu cac co quan, don vi, cac co s&
kinh doanh va sir dung thude thuc hién cac ndi dung sau:

1.’Ta1” cac van ban néu trén t@u dia chi: syt.khanhhoa.gov.vn (Muc Vin ban
S Y té) dé trién khai thuc hién.
2. Thanh tra Sg, Phong Nghiép vu Dugce, Trung tam kiém nghiém va
Phong Y té huyén, thi x&, thanh phd c6 trach nhiém kiém tra, giam sat cac don

vi thue hién thong bao nay; xu 1y cac don vi vi pham theo quy dinh hién hanh,
bdo cao So Y té.

Yéu cau cac co quan, don vi, cic co s& kinh doanh va sir dung thude
nghiém tic thuc hién./.

Noi nhin: | (X GIAM POC

~Nhu trén; _ PHOGIAM DUL
-Phong Y té huyén, thi, thanh pho; <
-Trung tdm kiém nghiém;

-Chi cuc QLTT;

-Phong NVY, Thanh tra S&;

-HO61 HNYTTN;

-Bao Khanh Hoa;

-Luu: VT, NVD.

Aam Quang Chitng



BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Djc lip - Ty do - Hanh phic

S6: 45476 /QLD-CL Ha Ngi, ngay 09 thang §  ndm 2017
V/v dinh chi luu hanh thude
khéng dat tiéu chuén chét lugng

SOV TE TINE KHANH mK.iJnhgm
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/’ GfJQ e SO Y té cac tinh, thanh phé tryc thude Trung wong;

8 ’H, - Cong ty ¢6 phén thuong mai duoc vat tr y té Khai Ha.
\

- Cin ¢l vao cdc quifché dugc hi¢n hanh cta Viét Nam.

- C#n cir Cong vin s6 677/VKNTTW-KH ngay 18/0'912017 cla Vién Kiém
nghiém thuoc Tmng wong giri kém phiéu kiém nghiém sé 47Gt49 ngay
18/09/2017 vé thubc vién bao dudmg Hoat huyét dudng ndo, SDK: VD- 2447”
16, S6 16: 01.03.17, NSX: 02/03/2017, HD: 01/03/2020 do Céng ty c6 phin
thu'ong mai dugc vat tu y té Khai Ha san xudt. Mu thude do TTKN thudc - my
phim - thyuc pham Hai Duong ldy tai Khoa duge - Bénh vién da khoa tinh Hai
Duong. Thude khéng dat tiéu chuan chit luong vé chi tiéu ty 1& cdc thanh phéan
cua Cao bach qua va dinh lugng Ginkgo flavonoid toan phén.

Cuc Quan ly Dugc théng béo:

1. Dinh chi luu hanh toan quéc thude vién bao dudng Hoat huyét dudng nio,
SBK.: VD 24472-16, S6 16: 01.03.17, NSX: 02/03/2017, HD 01/03/2020 do
Céng ty cb phin thucmg mai duge vat tu y t& Khai Ha san xuit.

2 Cong ty cd phén thuong mai dugc vat tu y té Khai Ha phéi hop véi nha
phan phéi thude, phai:

+ Trong thoi gian 05 ngay, giri théng béo thu hdi tdi cdc co s& ban budn, ban
Ié, sir dung thude vién bao duong Hoat huyét dudng ndo, SPK: VD-24472-16,
$6 16: 01.03.17, NSX: 02/03/2017, HD: 01/03/2020 va tién hanh thu hdi toan bd
16 thudc khong dat tidu chudn chit luong néu trén.

+ Gri bao cdo thu hdi vé Cuc Qua.n ly Duorc trong vong 01 thang ké tir ngdy
ky Cdng véan nay, hé so thu hdi bao gom s6 hrqng san xuét, sb lugng phan phdi,
ngdy san xuét, sb luong thu hdi, cac bang chu'ng vé viée thuc hién thu hoi tai cac
co & ban budn, ban 1¢, sir dung d4 mua thudc theo quy dinh tai Théng tur s6

09/2010/TT-BYT ngay 28/04/2010 cua Bo Y té huéng dan viée quan ly chit
lugng thube.

3. 86 Y té céc tinh thanh phé true thude Trung uong, Y té cac nganh thong
bdo cho cac co s& kinh doanh, sir dung thude thu héi 16 thudc khong dat chét
lugng néu trén, kiém tra va gidm sat cac don vi thuc hién théng béo nay; xu ly




nhimg don vi vi pham theo quy dinh hién hanh; bdo cio vé Cuc Quan ly Duoc
va cde co quan chire ning ¢6 lién quan.

4.8¢ Y te tinh Thai Binh, S¢ Y té tinh Hai Duong kiém tra va gidm sat
Céng ty cb phén thuong mai dugc vat tu y té Khai Ha thuc hién viéc thu hdi va
xtr 1y thude bi thu hdi theo quy dinh.

Cuce Quan ly Dugc thdng bao dé cac don vj bibt va thye hién ./.

Noi nhﬁ‘n: KT: CucC TRUO:NG
- Nhu trén: PHO.CUC TRUONG

- TT Truong Quéc Cudmg (dé bic);
VKN thude TU, VKN thuéc Tp. HCM;
- Cuc Quén Y - Bb quéc phong ;
Cuc Y té - Bd Cong an;
- Cyc Y t¢ GTVT - B GTVT; X
- Cac phong DK'T, QLKDD, Thanh tra Dugc-MP, QLTT-QCT X
Cuc QLD; '
- Khoa dugc - Bénh vién da khoa tinh Hai Duong (225 - Nguyén
Luong Bang, Thanh Binh, Tp. Hai Duong, Hai Duong) (dé
thyre hién);
- Lwu: VI, CL (PT).
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BO Y TE ‘CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Die 1ap - Ty do - Hanh phiic
86: 449 /QD-QLD Ha Ngi, ngay 06 thdng {p nam 2017
QUYET PINH

Vé viée ngirng nhin ho so cdp, gia han glay dang ky Ivu hanh thuoc,
nguyén ll(;ll lam thudc va thu hdi glay ding ky hru hanh thuée

SOV PE NI RHANIEHOA | ra’”kh,m danh muc cic thudc dwge cip gidy

i

j{g{@ . i ' d‘ﬁng ky lwu hanh tai Viét Nam.
“ [ \ s /(1 JD H} cyc T;éUCrNG CUC QUAN LY DUQC
3 _i , -___.f--

Céin ot Lust Duoc s 105/2016/QH13 ngay 06 théng 4 n&m 2016;

Can citr Nghi dinh sb 75/2017/ND-CP ngéy 20/6/2017 ctia Chinh phu quy
dinh chirc nang, nhiém vy, quyén han va co ciu td chire cia Bo Y t&;

Cén ctr Ngh; dinh sé 54/2017/NB-CP ngay 08/5/2017 cua Chinh pht quy
dinh chi tiét mét sb dxeu va bién phap thi hanh Luat duqc,

C§n ctt Quyét dinh s6 3861/QD—BYT ngay 30/9/2013 ctia Bo truéng Bo Y té
quy dmh chire nang, nhiém vy, quyen han va co ciu té chirc ctia Cuc Quén 1y Duge
thude Bo Y t&;

Cén cir Bién ban lam viéc s6 93/QLD-BBLV ngay 22/9/2017 cia Cyc Quan
ly Dugc;

Xét dé nghi cta Trudéng phong Thanh tra duge, my phim, Trudng phong
Ding ky thude va Trudng phong Quéan 1y chat lrong thubc - Cuc Quén ly Duoec,

QUYET DINH:

Piéu 1. Thu hdi gidy ding ky luu hanh thude do Coéng ty Samik
Pharmaceutical Co., Ltd (dia chi: 374-1 Cheongcheon l-Dong, Boopyeong-Gu
Incheon, Korea) san xuét ra khoi Danh muc céc thuérc dugc cép gidy ding ky huu
hanh tai Viét Nam trong Danh muc ban hanh kém theo Quyét dinh nay.

*Ly do: Thubc dugce san xuit khong dung d;a chi theo hd so déng ky.

Ditu 2. Dinh chi luu hanh trén toan quéc va thu hox toan b céc thude trong
Danh muc ban hanh kém theo Quyet dinh nay Cace cong ty dang ky, nha san xuat,
co s& nhép khéu, By théc nhap khAu c4c thube néu trén thue hién thong béo thu hdi,
thu ht’i: va  biéo cdo ket qua thu th thuoc theo qu1 dmh hn;n hanh
ligu la\m thuoc dbi vai cac thuéc do Cﬁng ty Satmk Phatmaceutlcal Co., Ltd sén Xuét,
dimg tén dang ky trong th&i gian 24 thang.




Diéu 4. Quyét dinh nay c6 hi¢u lyc ké tir ngay ky ban hanh.

Didu 5. C4c ong/ba Gidm dbc S& Y té céc tinh, thanh phé truc thude Trung
uong, Giam ddc céc don vi kinh doanh thube, Giam déc co s& dang ky va/hodc san
xut céc thude néu tai Didu 1, 2, 3 chiu trach nhiém thi hanh Quyét dinh nay.

Noi nhén: - - KT CUC TRUONG
- Nhu Dieu 5; g

- BT. Nguyén Thj Kim Tién (42 b/c); PHO CYC TRUONG
- TT. Truong Qudc Cudmg (dé b/c); '

R

- Cyc Quin Y - B§ Quéc phong, Cuc Y té - B6 Céng an; st
- Cyc.Y té Giao théng vén tai - B6 Giao thong van tai; £

- Téng cuc Hai quan - B Tai chinh, Bao hiém X2 hoi Viét Nam;

- Vi Phép ché, Cyc Quan Iy Y, Duge cb truyén, Cuc Quén Iy Kham| 3
chita bénh, Thanh tra B§ Y t€, Vién KN thubc TW, Vién KN thubd\ .
TP. HCM; , =

- Tbng Céng ty Dugc Viét Nam, Hiép hoi SXKD Dugc, Cée Cong ty :
| - Céc Bénh vién & Vién c6 giudng bénh tryc thuge B Y t: guyen Tat Dat
- Website Cyc QLD, Tap chi Durge & M§ phm-Cyc QLD; |

- B§ phén mt cira ~ Cuc QLD; e

- Luu: VT, Céc Phong thude Cuc QLD, TTrD-MP (02),




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phic

DANH MUC CAC THUOC
BI RUT SO PANG KY, PINH CHi LUU HANH
VA THU HOI THUOC PANG LUU HANH TAI VIET NAM
(Ban hanh kém theo Quyét dinh s6 442 /QD-QLD ngdy )¢ théng (2 nam 2017)

Cong ty dang ky: Cong ty Kukje Pharma Ind Co., Ltd (@c: 513-2,
Yatab-Dong, Bundang-Gu, Seongnam — City, Gyeonggi<De, Korea).

Cong ty sian xuit: Cong ty Samik Pharmaceutical Co., Ltd (dia chi:
374-1 Cheongcheon 1-Dong, Boopyeong-Gu, Incheon, Korea)

1,2mg

STT| Tén thubc Hoat chit Dang bao ché | S6 ding ky
Beecerazon Inj | Ceftriaxon 1g Bot phatiém | VN-19489-15
2 | Emilevalnj Cefoperazone 500mg - | Bt pha tiém VN- 18919-15
=i Sulbactam 500mg _ : :
3 Beeceftron Inj | Ceftriaxon 2g Botphatiém | VN-18607-15
4 Perikacin Ceftazidime 1g Bot pha tiém | VN- 18733-15
5 | Samik Amikacin | Amikacin 500mg Thudc tiém VN-17999-14
6 Hepa-World | Cao Cardus marianus 100mg | Vién nang VN-17498-13
Thiamin HCIl 4mg mém
Riboflavin 4mg
Pyridoxine HCl 4mg
Nicotinamid 12mg
Calcium pantothenate 8mg
Cyanocobanlamin 0,1%




o M BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

SOY TE

CUC QUAN LY DUQC Déc lap - Tu do - Hanh phiic
S6: 394 /QD-QLD Ha Noi, ngay 4q thing g nam 2017
 QUYETD

___Véviée rit sé ding ky luu hanh thude ra khéi danh muc céc thude

FINTE K HANK {0 dwgc cAp sb ding ky lvu hanh tai Viét Nam

DEN *

\

s 4df 49

iyl /0 /}  CUCTRUOGNG CUC QUAN LY DUQC
- Can ¢ir Luat Dugc ngay 06 thang 04 nim 2016;

g

~Cin ¢t Nghi dinh sb 75/2017/ND- CP ngay 20 thang 6 nim 2017 cia Chinh
phu quy dinh chirc ning, nhiém vy, quyén han va co cdu té chirc ciia B8 Y té;

- Cin cir Quyét dinh 6 3861/QD-BYT ngay 30/9/20’13 clia B trudng Bo Y
té quy dinh chic ndng, nhi¢m vy, quyén han va co cdu 6 chire ciia Cuc Quén 1y
d:mmﬂmec BO Y té;

- Cén ¢t Thong tu s6 44/2014/TT-BYT ngay 25/ 11/2014 cua BQ Y té quy
dinh viéc déng kjr thudc;

Can ¢t hd so tw nguyén d& nghi rat s6 dang ky cua céc cong txy dﬁng ky

@%@ hi cua Truong phéns Ph@%gﬁi- thwéc - Cye Quin Iy Duge,

Piéu 1. Rut sb ding ky ctia céc thude c6 tén trong Danh muc céc thuée riit
s ding ky ban hanh kém theo Quyét dinh nay

Ly do: Cong ty dang ky tu nguyén rit s6 ddng ky luu hanh thube do khéng
c6 nhu cau kinh doanh.

Pibu 2. Céc cong ty ding ky, nha san xuét céc thube néu tai chu 1 phai c6
trach nhi¢m theo ddi, chiu trach nhiém ve chat luong, an toan, higu qua cua thuéc
tmng@a trinh lwu hanh cho @én khi hét han dung ctia thube di véi cac thuoc aé
nghj it sé ding ky néu trén d3 duoc nhip khéu sén xuft tru6c ngay Quyét dinh

nay co hiéu luc.

ﬂiﬁn& Quyét din. ,naycé hiéu lyc ké tir ngay ky ban hanh.

Dieu 4. Giam dbc S¢ Y t6 cdc tinh, thanh phé truc thude ¢ Trung uong, céc
don vi kinh doanh thubc va Gidm déc co $G ¢c6 thudce néu ":rif)xeu 1§ ﬁhlu trach

.nmmthihmm Quyét dinh nay.

Eﬁm 19 ¥, Duge cb

ih, Thanh tra B3 Y 18, Vién KN thube TW, Vién T e




"CONG HOA XA I HOI CHU NGHIA VIET NAM

BQ Y TE
CUC QUAN LY DUQC })Gc 1ap - T'l‘l' do — Hanh phic

Tty

DANH MUC
CAC THUOC RUT SO BANG KY LUU HANH TAI VIET NAM

(Ban hanh kém theo Quyét dinh sé 29F /QB—QLD ngdy /4 thang g nam 2017 )

1. Cong ty dang ky: Merck Sharp & Dohme (Asia) Ltd. (d/c: 27/F., Caroline Centre,
Lee Gardens Two, 28 Yun Ping Road, Causeway Bay, Hong Kong ).

1.1.Nha san xuét MSD Internatlonal GmbH (Smgapore Branch) (d/c: 70 Tuas‘
West Drive, 638414, Singapore); Co s& déng goi: Scher,xqg—l’lough Labo N.V. (d/:
Industriepark 30, 2220 Heist—op-den -Berg, Belgium) ;

}2% sén xuét

| sm‘*‘?f Tﬂn-'thuﬁc_ Hugtchét Ham hrgmg m_m'g bao ché S6 ding ky
[ L |Vietelis ' Boceprevu‘ 200mg Vién‘n_ang cimg | VN-19710-16
NV Orgaxmn (d‘/c _wastermaaf 6. 5349 4B .ss The

STT |  Tén thube Hoat chit, Him lugng | Dang bao ché | §6 diing ky
j Etonogestrel 11 7mg/ 1 : -
4 vong dat; ‘++ Vong dat am
2. | Nuvaring Eihimvlastradiol: 2. 9mel 1 dao VN-16839-13
. w.é;_a_‘g dé_t . ;

2. Céng ty déng ky: Merck Sharp & Dohme (Asut} "Ltd (d/e: Flat/RM MO} A&B

14/‘F & 27/F., Caroline Centre, 28 Yun Ping Road, Cau
‘Merck sharp & Dohme Corp {M: _ ‘396!:&NW 5 7th Court, Miami

Eakes, Florida 33014, USsA).

.Nha sin xuft:

seway Bay, Hong Kong ).

STE| - -F[!en-thuéc Huat chit, Iﬁmlmg 3 S6 ding ky
3, | Cedax .Ceﬁibutengaﬁgnl : | VN-19254-15

Hogt chat, Ham lugng

Dang bio ché

§6 diing ky




S ——

Follitropin beta
900 1U/1,08 ml

F. : \ PUREGON

Dung dich tiém

QLSP-0787-14

4. Cong ty dang ky: Merck Sharp & Dohme (Asia) Ltd.
14/F & 27/F., C oline Center, 28 Yun Ping Road, Causeway Bay,
4.1.Nha san xuat: MSD International GmbH (Singapore B

(d/c: Flat/RM 1401 A&B
Hong Kong ).
ranch) (d/c: 21 Tuas

South Avenue 6, 637766, Singapore); Co s& dong goi: Merck Sharp & Dohme
(Australia) Pty. Ltd (d/c. 54-68 Ferndell Street, South Granville, NS.W.2142

Australia).

(S’I‘T Tén thubc | Hoat chit, Hhm_}w@g :

Dang bao ché

Sb aang ky

‘ 5. | Isentress Raltegravir 400mg

Vién nén bao
. _phim

VN2-509-16 J

L =

TR

4.2.Nha sin xudt: PT. Merck Sharp Dohme Pharma Tbk (d/c: JI Raya Pandaan

Km48, Pandaan, Pasuruan, Jawa Timur, Indonesia).

STT |  Tén thubc Hoat chét, Ham lugng

Dang bao éhé

Sé ding ky

i ;Géle_s,toneﬁl“qblgt._;r__  Betamethason Smg

Vién nén

VN-19270-15

5. Cong ty ding ky: 11 Hwa Co., Ltd(d/c437Sutaekd‘ongGun-sh1 Kyonggi-do,

Korea ).

5 1.Nha san xuét: Theragen Etex Co., Lfd (d/c: 649-1, -C'hoj"i—Dong,. bdﬁwon—gu.

Ansan-si, Gyeonggi-Do, Korea).

STT Tén thube Hoat chit, Him luong

Dang bao ché

S6 dang ky

7. | Peptiose injection Piracetam 1000mg/5ml

Dung dich tiém

VN-17460-13 J

5.2 Nhasan xut: The:na_gm_ll; Etex Co., Ltd (@/c: 58, Sandan-ro '68--Beoh-gil, Danwon-

gu, Ansan-si, Gyeonggi-Do, Korea).

[s*rz'r | Tén thube

| Hoat chit, Ham lwgng | Dang bao ché |

Sé dang ky

| Piracetam 1g,

Dung dich tiém

. VN-19479-15 j

| 8. | llsolu Injection

Itd.

Pte., Ltd. (d/c: 150 Beach Road, # 21-00

@e: 194, Plot No. 284-B/l,
Anekal Taluk, Bangalore-560105,




STT Tén thudc

Hoat chit, Ham lugng ‘

: Da}:g ﬂio" ché

$6 ding ky

‘Vancomycin GSK

L | lg

(dudi dang Vancomycin

Vancomycin 1000mg/lo

hydrochloride)

Bét déng | khﬁ
de pha truyén

__ tinh mach

-

VN-16768-13-

6.2. Nhﬁ sin xuit: Dr. Reddys Laboratories Ltd. (d/c: Survey No. 41, Bachupally
Village, Qutubullapur Mandal, Ranga Reddy District, Andhra Pradesh, India).

STT Tén thude

Hoat chét, Ham lwong o

Dang bao ché

S6 diing ky

. | Gridokline

| Clopidogrel 75mg (duéi |

dang clopidogrel bisulfat |

Forml 97,875mg)

Vién nén bao
. phim

n‘_x..

VN-17960-14

- Thuy 57, Swit

ty ding ky: F.Hoffma

n-La Roche Ltd (drc: Grenzacherstrasse 124, CH-

nd ).
Xufit: Catalent Belgium SA (d/c: Bfc: Font Samt Landry 10, 1120

Br - Belgium); Co s& d6ng g6i: F. Hoffmann-La Roche Ltd (D/c: Wurmisweg
CH—-@&‘GB Kaweraugst - I?my Sy, Belgium).

Tﬁn thut'ic

ll w4

: H_!’;Jgt;ehﬁg mm]m =

Sp-goa-15

12. PEGASYS

Peginterferon alfa-2a
135 mcg/0,5ml

‘Dung dich tiém
doéng trong bom

tiém tr dong

QLSP-863-15

7 2 Nliﬁ sdn xuit: Roche Diagnostics GmbH (d‘/c Sandhofer Str. J 16 68305

e:rﬁ:any)

m' B

STT|  Tén thube

| Hogt chdt, Bam lrong |

Dang bao ché |

S6 ding ky

13 | RECORMON

| Dung dich tiém

QLSP-820-14

7.3.Nha sin xuit: F.Hoffmann-La Roc

Switzerland).

e Ltd. (d@/c: Wurmisweg, 4303 Kaiseraugst,

S6 diing ky

VN-17037-13

QLSP-1009:17




7.4.Nha san xuét: F. Hoffmann—La Roche Ltd (d/c 124-Grenzacherstrasse. CH-

4070 Basel, Thuy Sy).

STT Tén thuéc | Hoat chdt, Him lugng | Dang bio ché S6 diing ky
Roferon-A Interferon alpha 2a- oot e, et
16. 3 MIU/O,5ml Dung dich tiém | QLSP-0722-13

8. Cong ty diang ky: Hawon Pharmaceutical Corporation (d/c: 312, Nonhyeon-ro,

Gangnam-gu, Seoul, Korea)
8.1.Nha sin xuft: ‘Theragen Etex Co., Ltd (d/c: 649-1, Choji-Dong, Danwon-gu,
Ansan-si, Gyegnggz—Do Korea). : :

[STT| Ténthubc | Hoatchit, Ham lwgng Dang bao ché S§ ding ky
SR e Ceﬁlroxme 750mg (dudi |
T & i B tasitsin s iang Cefuroxime Bt pha tiém VN-17928-14
Injection :
i ; sodium) :

STT Tén thube Hoat chi‘at, Ham lwong Da_\ng bho ché‘"' : : -Sﬁ ding ky
EERES e e Sildenafil 50 mg (duéi | Vién nén bao ;
18. | Sexapil dang Sidenafil citrat) : phim VD-24882-16

10. Céng ty ding ky: Harbin Pharmaceutical Group Co., Ltd General Pharm. -
(d/e: 109 Xueﬁl raag Nangang Dist, Harnin 150086, China).

ene Pharm Inc. (dfc: 117, Seokam-ro 9-gil, Iksan-si,

ig | Dang bao ché

S6 ding ky

Dung dich tiém |~ VN-19573-16

g | ‘-]?')'_gn-g_ibép-ché‘

= : _=;s;5:.dﬁng=k§




R

Newcerixone Inj.
20. g

| Cefiriaxone 1g

(Ceftriaxone Sodium)

| Thuéc bt pha-

tiém

VN-8459-09

11.2. Nha sin xuét: Theragen Etex Co., Ltd (d/c: 649-1, .Cﬁbji-—.Dang. Danwon-gu,
Armm—s:. Gyeonggi-Do, Korea)

|sTT|  Tén thude

Hoat chﬁt Ham lwgng

| Dang bao ché

$6 ding ky

R Saft Capsule

| Sulfat Mi vién chira:
| Neomyein 350001U;

Neomycin Sulfat;
Nystatin; Polymyxm B

Nystatin 100.0001U;
Polymyxin B sulfat

— _Jﬁén,n_aﬁg-.mém

dit am dao

VN-9013-09

| Cefadroxil 500mg

; , Vian,naug;ﬁ i

VN-5860-08

12. Cong ty ddng ky: B

#

Singapore (049514), Singapore ).
12.1. Nha sdn xuht: Bayer Weimar GmbH und Co. KG (d/c: Doberemerstrasse
20, 99427 Weimar, Germany). :

(South East Asia) Pte., Ltd. (d/c: 63 Chulia # 14-00,

STT|  Temdwde | Hoatehdt Hamlugng | DangHioché | Shaingky
% | Quir VN2-437-15




-
o

12.2. Nha san xuit: PT. Merck Sharp Dohme Pharma Tbk (d/c: JI Raya Pandaan

Km48, Pandaan, Pasuruan, Jawa Timur, Indonesia).
STT Tén thubc Hoat chit, Him lwgng | Dangbaoché |  S§ ding ky.
25. | Elomet Mometason Furoat 0;1% | ~° POIREO |y 19571 15

13. Céng ty ding ky: Delorbis Pharmaceuticals Ltd. (d@/c: 17 Athinon Street, Ergates

Industrial Area, 2643 Ergates, P.O. Box 28629, 2081, Lefkosia, Cyprus).
13.1. Nhasin xuit: Delorbis Pharmaceuticals Ltd. (d/c: 17 Athinon Street, Ergates

Industrial Area, 2643 Ergates, P.O.Box 28629, 2081 Lefkosia, Cyprus).
STT Tén thube Hoat chit, Ham lugng Dang bao ché S6 ding ky
L oe [T LR T 5 Viénnén | VN-18492-14
- tablets | :

Danh myc gom 06 trang 26 thude./.

u'O'ng Quéc Ctrb'ng
Thir truéng By Y té
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