BO YTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Ddc lip - Tu do - Hanh phic
S6: 235 /Qb-QLD Ha Ngi, ngay Al thiang {6 nam 2017
QUYET PINH

Vé viéc ban hanh danh muc 07 thube sin xuét gia cong trong nwée
dwgc cip s6 ding ky lwu hanh tai Vigt Nam — Dot 158

CUC TRUGNG CUC QUAN LY DUQC

Cin ¢ Luit Dugc ngay 06 thang 4 nam 2016;

Cin cir Nghi dinh sé 63/2012/ND-CP ngay 31/8/2012 ciia Chinh phii quy
dinh chirc ning, nhiém vy, quyén han va co chu tb chirc cia B Y té;

Cin cir Quyét dinh sé 3861/QD-BYT ngay 30/9/2013 ciia B truémg Bo Y té
quy dinh chirc niing, nhigém vu, quyén han va co cu td chirc cia Cuc Quan ly
Dugce thuéc B§ Y te;

Cin o Théng tw sé 44/2014/TT-BYT ngay 25/11/2014 ctia B§ Y té quy dinh
viéc diing ky thudce;

Cin ot Théng tu s6 23/2013/TT-BYT ngay 13/8/2013 ciia B§ Y t€ huéng dén
hoat dng gia cong thudc;

Xét dé nghi ciia Phang Piing ky thube - Cyc Quan 1y Duge,

QUYET DINH: |

Pidu 1. Ban hanh kém theo Quyét dinh ny danh myc 07 thudc san xuit gia
cdng trong nudc duge cdp s ding ky luu hanh tai Viét Nam — Dot 158

Pidu 2. Cong ty san xuét va cbng ty ding k¥ c6 thuc lun hanh phai in s
ding ky dugc Bo Y té cAp 1én nhin thude va phai chdp hanh ding cac quy dinh c6
lién quan t6i san xuft va luu hanh thube. Céc s6 dang ky c6 ky higu GC-...-17 ¢6
gid tri 05 n3m ké tir ngay ky Quyét dinh.

Diéu 3. Quyét dinh nay c6 higu lyc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S& Y té céc tinh, thanh phd tryc thude trung wong va gidm
d¢ don vi c6 thubc tai Didu 1 chiu trich nhiém thi hanh Quyét dinh nay. |

Noi nhin:
- Nhu Didu 4;
- BT. Nguyén Thj Kim Tién (d€ blc);
- Cyc Quin y - B§ Qubc phong, Cuc Y té - Bo CA;
- Cuc Y té giao théng vén ti- BY GTVT,
- Téng Cyc Hai Quan- By Tai Chinh; =~
- Bao hiém x& hoi Viét Nam;

- Vi Phép ché, Cyc Quan ly Y Dugc ¢é trllzyén, Cuc QuaMN,
Khém, chita bénh - B Y t&; Thanh tra B Y t6; . Truong Qubc Cuim
- Vién KN thubc TU va VKN thube TP.-HCM; Thi trudng Bj Y té
- Tong Cong ty Duge VN; _

- Céic bénh vién, Vién ¢ girdmg bénh tryc thufe BYT;

- Website ciia Cyc QLD, Tap chi Duge M§ phim — Cyc QLD;

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




CUC QUAN LY DUGC

BOYTE

CONG HOA XA HQI CHU NGHIA VIET NAM
Pic ldp - Tu do - Hanh phic

DANH MUC 07 THUOC SAN XUAT GIA CONG TRONG NUGC
PUGC CAP SO PANG KY HIEU LUC 05 NAM - DQT 158

Ban hanh kém theo quyét dinh s8: .£35/QP-QLD, ngay &4...6.1. 204,

1. Céng ty ding ky: (Co s& diit gia cong) Cong ty TNHH Dugc phim Pat Vi Phi (P/c: Lé
M7A, dweng D17, KCN My Phude 1, P. Théi Hoa, TX Bén Cat, tinh Binh Duwong - Viét Nam)

1.1 Nha sén xuét: (Co s& nhin gia cing): Cong ty ¢b phin dwge phim Me Di Sun (Bre: 521
khu pho An lgi, Phuong Hoa Lgi, Thi xd 7 Bén Cét, tinh Binh Duong - Viét Nam)

. Hoat chit chinh - | Dangbao |Tudi| Tiéu| Quy cdch £
STT Tén thube Ham lugng ché tho |chudn| déng goi 56 ditng ky
1 |Guzman Caokhdvécdy  |Viénnang | 36 |TCCS [Hop3vix10 | GC-271-17
Pygeum africanum |mém thang vién vi
(15:1) (twong dwong (nhém-PVC)
véi 1 mg acid
ursolic) 50 mg

2. Céng ty ding ky: (Co s& dit gia cdng): Cong ty cd phin BV Pharma (D/c: Ap 2, x3 Tén
Thanh Tdy, huyén Cit Chi, TP, Ho Chi Minh - Viét Nam)

2.1 Nba sin xuit: (Co s& nhin gia cong): Cong ty cb phin dwgc phim Vimedimex 2 (D/c: L6
dat N2, dwomg TS 6, KCN Tién Son, x8 Ngi Dué, huyén Tién Du, tinh Bdc Ninh - Vigt Nam)

Hoat chit chinb - | Dang bao Tudi| Tiéu Quy cich £
. i
STT(  Ténthube Him lromg ché | th [chudn| donggsi | o onel
2 |Magne B6-BVP Magnesium lactat | Vién nén bao| 36 [TCCS [Hop 5 vi, 10 vi GC-272-17
dihydrat 470mg; phim thdng x 10 vién, hép 1
Pyridoxin HCI 5mg chai 60 vién,
100 vién

3. Céng ty diing ky: (Co s& diit gia cong): Cong ty 8 phin dwgc phim Bén Tre (Prc: 6A3-quée
I6 60, phuomg Phi Tan, TP. Bén Tre, tinh Bén Tre - Viét Nam)

3.1 Nha san xuit: (Co sé nhén gia cbng): Cong ty Lién doanh Meyer - BPC. (D/c: 6A3-qude Ip
60, phuong Phii Tan, TP. Bén Tre, tinh Bén Tre - Viét Nam)

Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich x
L Tén thude Ham lwgug ché | tho |chudn| domggei | SO oEne kY
3 |Dextromethorphan Dextromethorphan | Vién nén 36 [TCCS [Hop 10vix 10 | GC-273-17
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10mg

hydrobromid 10 mg

thang

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 streef, 3011 Limassol - Cong hoa Sip)

4.1 Nha san xuét' (Co s& nhén gia cdng): Cong ty TNHH Medochemie (Vién Péng) (D/ec: 40
VSIP Il dwong s6 6, KCN Vigt Nam - Singapore 11, Khu lién hop Céng nghiép - dich vy - dé thi
Binh Dwong, P. Hoa Phi, TP.Thu Déu Mét, Binh Dwong - Viét Nam)

i £ Hoat chét chinh - | Dang bao Tudi| Tigu Quycach | S di i
STT Tén thude Ham lwgng ché the |chudn|{ déng goi 0 ding ky
4 |Acemuc 200mg M&i g6i g chira:  |Thude cém | 36 |TCCS {Hop 30 géix 1g| GC-274-17
Acetylcystein thdng
200mg

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

Lan)

5.1 Nha san xuét: (Co s& nhin gia cdng): Cong ty Co phéan Dugc phﬁm OPV (P/c: 86 27,
dwomg 34, KCN Bién Hoa II, Phudng An Binh, TP Bién Hoa, tinh Dong Nai - Viét Nam)

. £ Hoat chét chinh - | Dang bao Tudi| Tigu Quy cich £ s
STT Tén thuoc Ham ligng g tho | chuin d6ng gél So ding ky
5 |Motilium-M Domperidon (dugi  |Vién nén baol 24 |TCCS [Hép 3 vix 10 GC-275-17
dang Domperidon  |phim thang vién
_________________________ maleat) 10mg

6. Cong ty ding ky: (Co s& a3t gia cong:) Cong ty cb phin dugc phim dong dwge 5 -
Fidopharm (P/c: 558 Nguyén Trdi - Qudn 5 - TP. H6 Chi Minh - Viét Nam)

6.1 Nha sin xuét: (Co s& nhin gia ¢dng:) Céng ty C4 phin BV Pharma (B/c: Ap 2, Xa Tan
Thanh Tay-Huyén Cii Chi-Théanh phé Hé Chi Minh - Vigt Nam)

duge lidu tuong
duong: Dim

thix2vix 12
vién

: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy céch 5 43 .
=1x Tén thube Ham lrgng ché | tho |chudn| donggei | SO dAnEKY
6 |Alixina-N Bét toi 240 mg; Bt | Vién nang 36 [TCCS {Hop2vix 10 G(C-276-17
nghé 10 mg ciing thing vién (vi nhém -
nhdm hodc vi
nhém - PVC)
_____ 7 |Knoi dcmducmg " |M&i vién chita 224 |Vién nén bao| 36 |TCCS Hop 1 thi x 3 vi  GC277-17
mg cao kh6 hén hop | phim thing x 10 vién, hip 1
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duong hoiic 200mg;
Xuyén tiéu 200mg;
Nguu tt 200mg; Ba
kich 200mg; Téo
nhén 200mg; Phd cb
chi 200mg; P38 trong
200mg; Bach linh
200mg; Tho ty tir
200mg; Purong quy
200mg; Cau ky to
200mg; Hoai son
200mg; Thuc dia
200mg; Bach thuge
200mg

Trwong Qubc Crimg
Thir trudmg BY Y té
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