BO GIAO THONG VAN TAI  CONG HOA XA HQI CHU NGHIA VIET NAM
CUCY TE Poc lap - Ty do - Hanh phic

S6: 5 15/CYT-NVYD&TTBYT Ha Néi, ngay 06 thang 7 ndm 2017
V/v ban hanh danh muc thubc sé}n

xult gia cong trong nudc duoc cip

s6 dang ky luu hanh tai Viét Nam —

dot 158

Kinh gtri:
- - Céac Bénh vién, Phg‘)ng kham da khoa GTVT;
- Cac Trung tAm y t€ chuyén nganh GTVT.

Ngay 22/6/2017, Cuc Quan ly Dugc - B6 Y t€ c6 céac Quyét dinh s6
235/Qb-QLD, 236/Qb- -QLD v€ viéc ban hanh danh muc thudc san xuét gia
cong trong nudc duge cép s6 dang ky luu hanh tai Viét Nam — dot 158. Noi
dung cu thé cua cac Quyét dinh trén duoc dang tai trén trang thong tin dién tr
cia Cuc Y té GTVT — Dia chi: http://ha.mt gov.vn - Muc: Chi dao va huéng dan
nghlep vuy té.

Cuc Y té GTVT thong béo dé cac don vi biét va thuc hién./. ,_%/

Noi nhin: )
- Nhu trén (Qua website Cuc Y t€ GTVT);
-Luu: VI, NVYD&TTBYT.

Vi Van Trién



BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Ddc 1ap - Tw do - Hanh phiic
sé: 256 /QP-QLD Ha Ngi, ngay 22 thang & ndm 2017
QUYET PINH |

Vé viéc ban hanh danh muc 02 thubc san xuit gia cong trong nwéc
dwoc cap s6 diang ky hru hanh tai Viét Nam — Dgt 158

CUC TRUOGNG CUC QUAN LY DUQC

Can ¢t Luat Dugc ngay 06 thang 4 ndm 2016;

Cin ctt Nghi dinh sb 63/2012/ND-CP ngay 31/8/2012 cta Chinh phu quy
dinh chirc ning, nhiém vy, quyén han va co cau to chuc cua Bo Y te;

Cin ct Quyét dinh sb 3861/QD-BYT ngay 30/9/2013 ctia B§ truéng BY Y t
quy dinh chirc ning, nhiém vy, quyén han va co cau td chirc cia Cyc Quén ly
Duogc thuéc Bo Y t&;

Cén cr Thong tu sb 44/2014/TT-BYT ngay 25/11/2014 caaBg Y té quy dinh
viéc ding ky thudc;

Cin ctr Thong tu s§ 23/2013/TT-BYT ngay 13/8/2013 cia B6 Y té huéng din
hoat dong gia cong thubc;

Xét d& nghi ciia Phong Dang ky thude - Cuc Quan 1y Duge,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 02 thubc san xuit gia
cong trong nuéc duge cap so dang ky luu hanh tai Viét Nam — Dot 158

Piéu 2. Cong ty san xuét va cOng ty dang ky co thudc luu hanh phai in sé
dang ky dugc BO Y t€ cap 1én nhén thuoc va phai chap hanh ding céc quy dinh c6
lién quan t&i san xuit va luu hanh thuoc. Céc so dang ky c6 ky hiéu GC-...-17 c6

gi tri 05 nim k& tir ngay 06/02/2017, s6 dang ky GC-278-17 thay thé sb ding ky
VD-26089-17 va sb dang ky GC-279-17 thay thé s6 ding ky VD-26447-17
Piéu 3. Quyét dinh ndy co hiéu luc ké tir ngdy ky ban hanh.
_ Piéu 4. Giam dc S& Y té céc tinh, thanh ph tryc thude trung uong va gidm
dbc don vi c6 thudc tai Diéu 1 chju trach nhiém thi hanh Quyét dinh nay.

Noi nhin: ) . /i ,
- Nhur Didu 4; - UTRACH Q ANLY,

& 3 p A 2
- BT. Nguyén Thj Kim Tién (¢ b/c); "RIEU HAN

-Cuc Quiny-Bg§ Quéc phong, Cuc Y té - BO CA;
-CucY té giao thong vén tai- B GTVT;-

- Tong Cuc Hai Quan- B Tai Chinh;

- Bao hiém xa hi Viét Nam;

- Vu Phép ché, Cuc Quan ly Y Dugc cb truyén, Cuc Qu¥g
Kham, chitabénh - By Y té; Thanh traBO Y té; Truong Quéc Cuing
- Vién KN thuée TU va VKN thuéc TP.HCM; Thir truémg B) Y té
- Téng Céng ty Dugc VN;

- C4c bénh vién, Vién c6 giudng bénh tryc thude BYT;

- Website ciia Cuc QLD, Tap chi Dugc My phﬁm —Cuc QLD;

- Luu: VT, KDD, PKT (15b).




CUC QUAN LY DUQC

BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

Pijc lap - Ty do - Hanh phic

DANH MUC 02 THUOC SAN XUAT GIA CONG TRONG NUGC PUGC CAP SO PANG KY

HIEU LUC 05 NAM KE TU NGAY 06/2/2017 - BOT 158

Ban hanh kém theo quyét dinh s6: A 55QD-QLD, ngay Z21.6.1. 2047

1. Cong ty ding ky: (Co sé dit gia cong): Cong ty ¢ phan dwgc pham 3/2 (B/c: 601 Cdch
Mang Thang Tam, Phuong 15, Qudn 10, TP. Ho Chi Minh - Viét Nam)

1.1 Nha san xuit: (Co sé nhén gia cong): Cong ty cb phén dwgc phim Me Di Sun (D/c: 521
khu phé An lgi, Phuwong Hoa Loi, Thi xd Bén Cat, tinh Binh Duong - Viét Nam)

R £ Hoat chit chinh - | Dang bao Tudi| Tieu | Quy cach £
STT Tén thuoc Ham lugng ché tho |chuén dong goi §0 ding ky
1 |Ziber Tinh diu gimg Vi‘én nang 36 |TCCS [Hop 10vix 10 GC-278-17
11,5mg mém thang vién

2. Cong ty dang ky: (Co s& dit gia cong): Cong ty ¢b phin SX -TM dwgc phim Pong Nam
(D/c: L6 24, Pudng 14, KCN Tdn Tao, Qudn Binh Tdn, Tp. Ho Chi Minh - Viét Nam)

2.1 Nha san xuit: (Co s& nhin gia cong): Cong ty ¢b phin Duge phim Phwong Péng (D/c: Lo
7, duong s6 2, KCN. Tén Tgo, P. Tdn Tao A, Q. Binh Tdn, TP. H6 Chi Minh - Viét Nam)

" £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach X ,
STT Tén thude Ham lwong ché tho |chufn| dong géi 86 ding ky
2 |Dotinoin Methylprednisolon |Vién nén 36 [TCCS [Hop 3 vi, 6 vi, GC-279-17
16 mg thang 10 vi x 10 vién;
chai 30 vién,
100 vién, 250
vién

Trwong Qudc Cudng
Thir truémg By Y té

Trang 1



BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pjc 1ap - Ty do - Hanh phiic
sé: 235 /1QP-QLD Ha Noi, ngay Ll thang b nam 2017
QUYET DINH

Vé viéc ban hanh danh muc 07 thubc san xuit gia cong trong nudc
‘dugrc cap s6 diang ky luu hanh tai Viét Nam — Dgt 158

CUC TRUONG CUC QUAN LY DUQC

Cin ctr Luat Dugc ngay 06 thang 4 nam 2016; ’

Can cir Nghi dinh sb 63/2012/ND-CP ngay 3 1/8/2912 f:ﬁa ghinh phu quy
dinh chirc ndng, nhiém vy, quyén han va co cau tb chic cua BO Y t€; )

Can ¢t Quyét dinh s6 3861/QD-BYT ngay 30/9/;201;3 Cﬁ'fl Bé’ truong BC)qY te
quy dinh chic néang, nhiém vy, quyén han va co cau 8 chirc cta Cuc Quan ly
Dugc thugc BY Y t€; ’ .

Cin cr Thong tu s& 44/2014/TT-BYT ngay 25/11/2014 cua BO Y té quy dinh
viéc dang ky thudc; ’ )

Can ct Thong tu s§ 23/2013/TT-BYT ngay 13/8/2013 cia Bo Y té hudng dan
hoat dong gia cdng thudc;

Xét d& nghi cua Phong Ding ky thudc - Cuc Quan ly Duoc,

QUYLT DINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 07 thuéc san xuét gia
cong trong nudc duge cap so dang ky luu hanh tai Viét Nam — Dot 158

Pidu 2. Cong ty sin xuat va cong ty ding ky c6 thuc luu hanh phai in sb
dang ky dugc BO Y té cap 1én nhén thude va phai chap hanh dung céc quy dinh c6
lién quan t&i san xuat va huu hanh thuée. Céc so déng ky c6 ky hiéu GC-...-17 ¢6
gia tri 05 ndm ké tir ngay ky Quyét dinh.

Piéu 3. Quyét dinh nay c6 hi¢u lyc ké tir ngay ky ban hanh.

) Diéu' 4. Giam doc So Y té céc tinh, thanh phé truc thudc trung wong va gidm

doc don vi ¢6 thuoc tai Piéu 1 chiu trach nhiém thi hanh Quyét dinh nay. '

Noi nhin:
- Nhu Piéu 4;
- BT. Nguyén Thj Kim Tién (dé b/c);
- Cuc Quén y - B§ Quoc phong, Cuc Y té - B4 CA;
-CucY té giao thong van tai- Bo GTVT; —
- Tong Cuc Hai Quan- B9 Tai Chinh;
- Béo hiém xa hoi Viét Nam;

- Vu Phép ché, Cyc Quén Iy Y Duge cb truyd NG
’ p ché, yén, Cuc Qua

Khz.lm, chita bénh - B§ Y té; Thanh tra BoY té; ?
- Vién KN thudc TU va VKN thubc TP.HCM;

- Tong Coéng ty Dugc VN;

- Sjcbb§nh vién, Vién c6 giudng bénh tryc thujc BYT;
- Website cia Cyc QLD, Tap chi Dugec My phdm ~ C , LD;
- Luu: VT, KDD, BKT (15b). 7P o QLD;

ruong Qudc Cuimg
Thir trwémg B Y té

-



BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc lap - Ty do - Hanh phuc

DANH MUC 07 THUOC SAN XUAT GIA C(‘)Ng TRONG NUGC
PUGC CAP SO PANG KY HIEU LUC 05 NAM - POT 158

Ban hanh kém theo quyét dinh sé: .£32/QP-QLD, ngdy ALy 6. 2047

1. Cong ty ding ky: (Co s& dit gia cdng) Cong ty TNHH Dugc phlem Pat Vi Pha (D/c: Lo
M7A, dwong D17, KCN My Phudc 1, P. T héi Hoa, TX Bén Cdt, tinh Binh Duong - Viét Nam)
1.1 Nha sian xuit: (Co sé nhén gia cong): Cong ty ¢b phan duge phim Me Di Sun (B/c: 521
khu phé' An lgi, Phwong Hoa Loi, Thi xa Bén Cadt, tinh Binh Duong - Viét Nam)

Hoat chit chinh - | Dang bao Tudi| Tiéu | Quy cich S6 ding ky

A 4
STT Tén thuoe Ham lugng ché | tho |chudn| déng géi
1 |Guzman Cao khd vo cay Vién nang 36 |TCCS {Hop3 vix 10 GC-271-17
Pygeum africanum |mém théng vién vi
(15:1) (twong duong (nhé6m-PVC)

vGi 1 mg acid
ursolic) 50 mg

2. Cong ty ding ky: (Co s& dit gia cong): Coéng ty ¢ phin BV Pharma (D/c: Ap 2, xd Tén
Thanh T4y, huyén Ci Chi, TP. H6 Chi Minh - Viét Nam)

2.1 Nha sin xuit: (Co s& nhin gia cong): Cong ty cb phén dugc phém Vimedimex 2 (D/c: L6
dat N2, duong TS 6, KCN Tién Son, xd@ N§i Dug, huyén Tién Du, tinh Bdc Ninh - Viét Nam)

R Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich
STT £ A ang ! y cac £ ,
Tén thuoe Ham lwong cké | the |chudn| donggei | O°dRne kY
2 |Magne B6 - BVP Magnesium lactat | Vién nén bao| 36 |TCCS [Hop Svi, 10vi | GC-272-17
dihydrat 470mg; phim thang| x 10 vién, h¢p 1
Pyridoxin HCl Smg chai 60 vién,
100 vién

3. Cong ty diing ky: (Co s¢ dit gia cong): Qﬁng ty cb phan dwgc phim Bén Tre (D/c: 6A43-quéc
16 60, phuong Phu Tdn, TP. Bén Tre, tinh Bén Tre - Viét Nam)

3.1 Nha sdn xuéit: (Co s& nhdn gia cdng): Cong ty Lién doanh Meyer - BPC. (D/c: 643-quic 1o
60, phwong Phil Tdn, TP. Bén Tre, tinh Bén Tre - Viét Nam)

Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach

STT Tén thude .
Ham lwgng ché tho |chuén| déng géi

S6 ding ky

3 [Dextromethorphan Dextromethorphan |Vién nén 36 |TCCS |Hop 10 vix 10 GC-273-17

Trang 1




10mg

hydrobromid 10 mg

thang

vién, hdp 1 chai
100 vién

4. Cong ty ding ky: (Co sé diit gia cong): Cong ty Medochemie Ltd (D/c: 1-10
Constantinoupoleos street, 3011 Limassol - Céng hoa Sip)

4.1 Nha sian xuat (Co s& nhin gia cong): Cong ty TNHH Medochemie (Vién Pong) (P/c: 40
VSIP II duong sé 6, KCN Viét Nam - Singapore II, Khu lién hop Céng nghiép - dich vu - do thi
Binh Dwong, P. Hoa Phii, TP.Thi: Déu Mgt, Binh Duong - Viét Nam)

R P Hoat chét chinh - | Dang bao |Tudi| Tiu | Quy cich £ ax .
STT Tén thude Ham lugng ché tho {chuidn| déng géi 50 ding ky
4 |Acemuc 200mg Mbdi géi 1g chira:  [Thube cdm | 36 [TCCS [Hop 30 goix 1g| GC-274-17
Acetylcystein thang
_ _|{200meg |

5. Cong ty ding ky: (Co s& diit gia cong): Janssen - cilag Ltd (D/c: 106 Moo 4 Lad Krabang
Industrial Estate Chalongkrung Rd., Kwaenglamplatew, Khet lad, Krabang, Bangkok 10520. - Thdi

Lan)

2

5.1 Nha san xuit: (Co s& nhan gia cong): Cong ty C6 phan Dugc pham OPV (P/c: 86 27,
duwong 34, KCN Bién Hoa II, Phuong An Binh, TP Bién Hoa, tinh Déng Nai - Viét Nam)

o £ Hoat chit chinh - | Dang bao Tudi| Tieu | Quy céch S& dine ky

STT Tén thude Ham lwgng ché tho [chudn| déng géi o cangky

5 |Motilium-M Domperidon (dudi |Vién nén baof 24 [TCCS |Hop 3 vix 10 GC-275-17
dang Domperidon |phim thang vién

_‘ maleat) 10mg

6. Cong ty ding ky: (Co s& dit gia cong:) Cong ty ¢b phin dugc phim dong dwgc 5 -
Fidopharm (D/c: 558 Nguyén Trdi - Qudn 5 - TP. Hé Chi Minh - Viét Nam)

6.1 Nha san xuit: (Co s& nhan gia cong ) Cong ty Co phan BV Pharma (P/c: Ap 2, Xa Tan
Thanh Tay-Huyén Ci Chi-Thanh phé H6 Chi Minh - Viét Nam)

Re A .
- n £ Hoat chit chinh - | Dang bao |Tudi| Tiéu [ Quy cich S5 ding ky
STT Tén thute Ham lwgng ché tho |chuan| déng goi g%y
6 |Alixina-N Bot toi 240 mg; Bot | Vién nang 36 {TCCS |Hop2vix 10 GC-276-17
ngh¢ 10 mg cing thang vién (vi nhom -
nhom hodc vi
nhém - PVC) o
5 |Khoi don dwong  |Mi vién chta 224 [Vién nén bao| 36 TCCS |Hop 1 tiix 3 vi| GC-277-17
mg cao khd hdn hop |phim thang X _10 lv1er’1, hép 1
dugc liéu tuong tu1A x2vix12
duong: Dam vién

Trang 2




duong hoic 200mg;
Xuyén tiéu 200mg;
Nguu tit 200mg; Ba
kich 200mg; Téo
nhéan 200mg; Pha c¢b
chi 200mg; D3 trong
200mg; Bach linh
200mg; Tho ty tir
200mg; Puong quy
200mg; Cau ky tur
200mg; Hoai son
200mg; Thuc dia
200mg; Bach thugc
200mg

Trang 3

PHU TRACH QUA

DIEU HANH

Trwong Quéc Cudng
Thir trudmg B Y té




