BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phiic
S6: 235 /QP-QLD Ha Néi, ngay L thang 6 ndm 2017
QUYET BINH

Vé viéc ban hanh danh muc 07 thube san xuét gia cong trong nwée
dwge cAp sb ding ky lwru hanh tai Viét Nam — Dot 158

CUC TRUONG CUC QUAN LY DUQC

Cén ctr Luat Dugc ngéy 06 thang 4 nam 2016;

Cin cir Nghj dinh s6 63/2012/NB cP nga 31/8/2012 cta Chinh phu quy
dinh chitc ning, nhlem vy, quyén han va co cAu t6 chic ciia BO Y té;
| Can ctr Quyet dinh sb 3861/QD- BYT ngay 30/9/2013 cua BQ truong BO Y té
quy dinh chirc nang, nhiém vy, quyén han va co clu tb chirc ctia Cyc Quan ly
Duoc thugec Bo Y té;

Cén cu Thong tu 86 44/2014/TT-BYT ngay 25/11/2014 cia Bo Y té quy dinh
viée ding ky thudc;

Cén ctr Thong tu so 23/2013/TT-BYT ngay 13/8/2013 cta By Y té huéng din
hoat dong gla cong thubc;

Xét d& nghi ctia Phong Ding ky thudc - Cuc Quan ly Dugc,

QUYET DINH:

Piéu 1. Ban hanh kern theo Quyét dinh nay danh myc 07 thubc san xuét gia
cong trong nuée duge clp sb dang ky luu hanh tai Viét Nam — Dot 158

Diéu 2. Cong ty san xut va cong ty dang ky co thubc luu hanh phai in 5O
dang ky dugc B Y te cap 1én nhéan thuoc va pha1 chép hanh ding cic quy dinh c6
lién quan t6i san xuét va luu hanh thudc. Céc s ding ky c6 ky hidu GC-...-17 ¢6
gia tri 05 ndm k& tir ngay ky Quyet dinh.

Piéu 3. Quyét dinh nay c6 hiéu lyc ké tir nge‘iy ky ban hanh.

Diéu 4. Glam dbe So Y té c4c tinh, thanh phd truc thuoc trung wong va giam
déc don vi c6 thubce tai Pidu 1 chiu tréch nhiém thi hanh Quyét dinh nay.
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Ban hanh kém theo quyét dinh sb: L35 /0P-QLD, ngay Loy 6.1 204

1. Cong ty diing ky: (Co sé dit gia cong) Cong ty TNHH Duwge pham Dat Vi Pha (B/c: Lo
M74, dwong D17, KCN My Phuoe 1, P. Théi Hoa, TX Bén Cadt, tinh Binh Dwong - Viét Nam)

1.1 Nha sin xuit: (Co' sé nhin gia cong): Cong ty cb phén duge phdm Me Di Sun (B/c: 521
khu phd An loi, Phuong Hoa Loi, Thi xa Bén Cdt, tinh Binh Duong - Viét Nam)

" < Hoat chét chinh - | Dang bao Tudi| Tidu | Quy cich £ :
St Tenithuse Ham lugng ché tho |chudn dong goi S0 diing ky
1 |Guzman Cao kho vo céy Vién nang 36 [TCCS |[Hop3 vix 10 GC-271-17
Pygeum africanum mém théang vién vi
(15:1) (tuong duong (nhém-PVC)
véi 1 mg acid
ursolic) 50 mg

2. Cong ty ding ky: (Co s¢ dit gia cong): Cong ty ¢b phan BV Pharma (D/c: Ap 2, xa Tén
Thanh Tdy, huyén Cu Chi, TP. H6 Chi Minh - Viét Nam)

2.1 Nha sin xuét: (Co sé nhin gia cong): Cong ty ¢b phin duge phidm Vimedimex 2 (D/c: Lo
ddt N2, duong TS 6, KCN Tién Son, xd Ngi Dué, huyén Tién Du, tinh Béc Ninh - Viét Nam)

A £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach sb ding ky
Gl Tewube Ham lwong ché | tho |chudn|  déng gbi LT
2 |Magne B6 - BVP Magnesium lactat [ Vién nén bao| 36 [TCCS Hop 5 vi, 10 vi GC-272-17
dihydrat 470mg; phim thang x 10 vién, hgp 1
Pyridoxin HCI Smg chai 60 vién,
100 vién

3. Cong ty ding ky: (Co s& diit gia cong): Cong ty ¢d phin duge phim Bén Tre (b/c: 6A43-quic
16 60, phwong Phii Tén, TP. Bén Tre, tinh Bén Tre - Viét Nam)

3.1 Nha san xuét: (Co s& nhin gia cong): Céng ty Lién doanh Meyer - BPC. (D/e: 6A43-quoc 19
60, phwong Phit Tén, TP. Bén Tre, tinh Bén Tre - Viét Nam)

o £ Hoat chiit chinh - | Dang bao Tudi| Tigu | Quy cich s6 di ;
¢ v o dang k

SLT ey thase Ham lugng ché tho |chufin| déng goi o
3 [Dextromethorphan Dextromethorphan [ Vién nén 36 |TCCS |Hop 10 vix 10 GC-273-17
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10mg

hydrobromid 10 mg

than

g

vién, hop 1 chai
100 vién

4. Cong ty ding ky: (Co s& diit gia cong): Cong ty Medochemie Ltd (D/c: 1-10
Constantinoupoleos street, 3011 Limassol - Cong hoa Sip)
4.1 Nha san xuit: (Co sé nhén gia céng): Cong ty TNHH Medochemie (Vién Dong) (P/c: 40

VSIP II cwong sé 6, KCN Viét Nam - Singapore II, Khu lién hop Cong nghiép - djch vy - do thi
Binh Duong, P. Hoa Phii, TP.Thu Dau Mgt, Binh Dwong - Viét Nam)

A r . T A 18 A -
STT Tén thube Hoat chat chinh D%_mgibfu) uoi Tle;n lely cac'l'l s6 diing ky
Ham lwgng che tho | chuan dong goi
4 |Acemuc 200mg M3di goi 1g chira: Thubc ¢ém | 36 [TCCS [Hop 30 gbix 1g| GC-274-17
Acetylcystein thang
A W0mg SR R N SRR D

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

Lan)

5.1 Nha san xuit: (Co sé nhan gia cong): Cong ty C6 phian Duge phﬁm OPV (D/e: 86 27,
duwong 34, KCN Bién Hoa II, Phurong An Binh, TP Bién Hoa, tinh Pong Nai - Viét Nam)

maleat) 10mg

a £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach S6 diing ky

STT Fen fhmge Ham luwgng ché tho |chuin dong goi gy

5 |Motilium-M Domperidon (duéi |Vién nén bao| 24 [TCCS [Hop 3 vix 10 GC-275-17
dang Domperidon |phim thiang vién

6. Cong ty ding ky: (Co s& dit gia cdng:) Cong ty cﬁ phan duge phim dong dwge 5 -
Fidopharm (D/c: 558 Nguyén Trdi - Qudn 5 - TP. Hé6 Chi Minh - Viét Nam)

6.1 Nha san xuét: (Co sé nhin gia cong:) Cong ty C& phin BV Pharma (D/e: Ap 2, Xé Tan
Thanh Tay-Huyén Cit Chi-Thanh pho H6 Chi Minh - Viét Nam)

: " P Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cich S6 ding ky
L e thue Ham lwong ché tho |chuén dong goi b
6 |Alixina - N Bot toi 240 mg; Bt [Vién nang 36 |TCCS [Hop2 vix 10 GC-276-17
nghé 10 mg cing thang vién (vi nhém -
nhoém hodc vi
nhom - PVC)
7 |Khoi don duong MB&i vién chira 224 | Vién nén bao| 36 |[TCCS |[Hop I tix3vi| GC-277-17
mg cao khd hén hop [phim thang x 10 vién, hop 1

dugce liéu tuong
duong: Dam

thix2 vix 12
vién

Trang 2




duong hodc 200mg;
Xuyén tiéu 200mg;
Nguu tat 200mg; Ba
kich 200mg; Téo
nhan 200mg; Phé cb
chi 200mg; P trong
200mg; Bach linh
200mg; Tho ty tir
200mg; Puong quy
200mg; Cau ky tir
200mg; Hoai son
200mg; Thuc dija
200mg; Bach thugc
200mg

Trang 3
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