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CQNG HOA xA HOI CUU NGHiA Vl~T NAM
DQc l~p - Tl}' do - Hanh phuc

HaN(Ji, ngay 06 thang 7 nam 2017

Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung Himy t€ chuyen nganh GTVT.

Ngay 22/6/2017, C\lC Quan ly Duoc - B9 Y t€ c6 cac Quyet dinh s6
235/QD-QLD, 236/QD-QLD v€ viec ban hanh danh muc thuoc san xuat gia
cong trong mroc duoc c~p sf; dang ky hru hanh tai Viet Nam - dot 158. N9i
dung cu th€ cua cac Quyet dinh tren duoc dang tai tren trang thong tin dien tir
cua C\lCY t€ GTVT - Dia chi: http://ha.mt.gov.vn - Muc: Chi dao va hua-ng d~n
nghiep vu y t€.

C\lCY t€ GTVT thong bao d€ cac don vi biet va thuc hien.', *'
NO'i nhiin:
- Nhu tren (Qua website C\IC Y t~ GTVT);
- LUll: VT, NVYD&TTBYT.



BO YTE
CVC QuAN LV DUQC

S6: .,2_}y6 IQD-QLD

CQNG HoA xl HQI CHU NGHiA VItT NAM
DQc lip - Tv do - H,nh phuc

Ha N9i, ngay .2_j_ thang G ndm 2017

QUYETDJNH
Ve viec ban hanh danh muc 02 thuAc san xuit gia cong trong mrac

du(}'c cAp sAdang ky luu hanh t,i Vi~t Nam - DQi 158

ClJC TRUONG ClJC QUAN LV DUQC
Can cu Luat Diroc ngay 06 thang 4 nam 2016;
Can cu Ngh] dinh s6 63/7012IND-CP ~ga¥ 3118/2012 cua Chinh phu quy

dinh chirc nang, nhiem vu, quyen han va co cau to chirc cua BQY te;
Can cu Quy8t dinh sA 3861/QD-!3YT ngay 30/9~201? cua BQ tnrong BQY t8

quy dinh chirc nang, nhiem vu, quyen han va co cau to chirc cua C\lC Quan Iy
Duoc thuoc BQY te;

Can cu Thong tu s6 44/20 14/TT-BYT ngay 25/1112014 cua BQY t8 quy dinh
viec dang Icy thuoc;

Can cu Thong tu s9 23/20 13/TT-BYT ngay 13/8/2013 cua BQY t8 huang d§n
hoat dQng gia cong thuoc;

Xet d8 nghi cua Phong Dang Icy thu6c - C\lCQuan Iy Duoc,
QUYETDJNH:

Di~u 1. Ban hanh kemtheo Quyet dinh nay danh muc 02 thu6c san xUdt gia
cong trong nu6c duQ'ccap so dang ky luu hanh t~i Vi~t Nam - Dqt 158

Di~u 2. Cong tY, s~n xudt va con& ty dang Icy 90 thu6c luu hanh phai in s6
dang ky duQ'cBQY 1ecap len nhan th~oc va ph~i chap hanh dung cac quy dinh co
lien quan t6i san xuat va luu hanh thuoc. Cac so dang ky co Icy hieu GC- ...-17 co
gia tri 05 nam k8 t¥ ngay 06102/2017, s6 dang ~y9C-278-17 thay'th8 sAdang Icy
VD-26089-17 va so dang Icy GC-279-1 Tthay the so dang Icy VD-26447-17

DieD 3. Quy8t dinh nay co hi~u hrc k8 tir ngay Icy ban hanh.
DieD 4. Giam d6c Sa Y t8 cac tinh, thanh phA truc thuoc trung uang va giam

d6c dan vi co thu6c t~i Di8u 1 chiu tnich nhi~m thi hfum Quy8t dinh nay.

Nui nhpn:
- Nhu Di8u 4;
- BT. Nguyan Thi Kim Ti8n (dBb/c);
- C\lCQuan y - Be;>QuAcphong, C\lCY t8 - ijQ CA;
- C\lCY t8 giao thong v~n tAi-Be;>GTVT;/ . 1
- TAngC\lCHai Quan- Be;>Tai Chinh; .c. \ ~"1t--<--', ;' ~ .'
- Bao hiBmxii he;>iVi~t Nam; (' '1::_i;~~:)
_ V\l Phap ch8, C\lC Quan ly Y DuQ'c cA truy8n, C\lCQu~b4;'-;::'~-~'~~----:.:::::==-----=
Kham, chua b~nh - Be;>Y t8; Thanh tra Be;>Y t8; Truong Quae CU'img
_Vi~n KN thuAcTV va VKN thuAcTP.HCM; Thll trU'eingBC}Y t~

.I. •- Tong Cong ty DuQ'cVN;
_Cac b~nh vi~n, Vi~n c6 giuOng b~nh tr\fCthue;>cBYT;
_Website cua C\lCQLD, T\lp chi DuQ'cMy phAm- C\lCQLD;
- LUll:VT, KDD, DKT (ISb).



BOYTE
CVC QUAN LY DUQC

CONG HOA xA HOI cnu NGHIA VIeT NAM
DQclip - Tv do - Hanh phuc

DANH MVC 02 THUOe SAN XUAT GIA eONG TRONG woe otroc cAp so DANG KY
HIaU t.uc 05 NAM KETUNGAy 06/2/2017 - DOT 158

Ban hanh kern thea quyet dinh s6: .116iQD-QLD, ngay J;?.1..6../.!<"~d?-

1.Cfing ty dang ky: (CO'sO'd~t gia cfmg):Cdng ty c8 phin dlfQ'C ph§m 3/2 (Dlc: 601 Cach
Mang Thdng Tam, Phuong 15, Qudn 10, TP. H6 Chi Minh - Vi~tNam)

1.1Nha san xuit: (CO'sO'nhin gia cong): Cong ty c6 phin dlfQ'C ph§m Me Di Sun (Dlc: 521
khu ph6 An loi, PhuongHoa L(1i, Thi xii Bin Cat, tinh Binh Duong - Vi~tNam)

Ten thuac
Hoat chit chinh - D~::lao Tuai Tieu Quy cach sa ding kYSTT Ham hl'Q"Ilg the chuin dong goi

1 Ziber Tinh d~u girng Vien nang 36 TCCS H9P 10 vi x 10 GC-278-17
1l,5mg m€m thang vien

2. Cong ty dang ky: (CO'sO'd~t gia cdng): Cong ty c6 phin SX - TM direc ph§m Dong Nam
(Dlc: L6 2A, Duong lA, KCN Tan Tt;lo,Qudn Binh Tan, Tp. H6 Chi Minh - n« Nam)

2.1Nha san xuit: (CO'sO'nhin gia cong): Cong ty c6 phin DlfQ'C ph§m Phuong Dong (Dlc: L6
7, duong s6 2, KCN. Tan Tt;lo,P. Tan Tt;loA, Q. Binh Tan, TP.H6 Chi Minh - n«Nam)

STT Ten thuac S6 dang kYHoat chit chinh -
Ham IlfQ"llg

Dang bao Tuai Tieu Quy each
ch~ thQ chuin dong goi

Methylprednisolon
16mg

Vien nen 36 TCCS H9P 3 vi, 6 vi,
thang 10 vi x 10 vien;

chai 30 vien,
100 vien, 250
vien

2 Dotinoin

Trang 1

GC-279-17

Trll'O'DgQuae CU'img
Thu trU'o-ngBQ Y t~



BOYTE
CVC QUAN LY DU'QC

CQNG HOA xA HQI CHiT NGHiA VItT NAM
DQc I~p - TV do - H,nh phuc

S6: ~3S-IQD-QLD tt« N9i, ngay ~olthcmg G nam 2017

QUYETDINH
V~ viec ban hanh danh muc 07 tbuAc san xuAt gia cong trong nU'cYc

.dU'(}'ccAp sAdang ky luu banb t,i Vi~t Nam -Dq't 158

eveTRUONG eve QuAN LY mroc
Can cir Lu~t DUQ'cngay 06 thang 4 nam 2016;
Can cu Nghi dinh s6 63IfOI2IND-CP l}ga¥ 3118/2012 cua Chinh phu quy

dinh chirc nang, nhiem \'\1, quyen han va co cau to chirc cua BQY te;
Can ctr Quyet dinh s6 3861/QD-~YT ngay 30/9~2013 cua BQ tnrong BQY t~

quy dinh chirc nang, nhiem \'\1, quyen han va co cau t8 chirc cua C\lC Quan ly
Duoc thuoc BQY te;

Can cu Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cua BQY t~ quy dinh
vi~c dang kY thu6c;

Can cu Thong tu s6 23/20 13/TT-BYT ngay 13/8/2013 cua BQY t~ huang dfut
hoat dQng gia cong thuoc;

Xet d8 nghi cua Phong Dang ky thu6e - C\lCQuan ly Duoc,
QUYET DINH:

DiSu 1. Ban hanh kerntheo Quyet dinh nay danh m\lc 07 thu6c san xuAt gia
cong trong nu6c duQ'Ccap so dang kY lUll hanh t~i Vi~t Nam - Dgt 158

DiSu 2. Cong tY, s~n xuAt va con& ty dang kY 90 thu6c lUll hanh phiti in s6
~~g ky du~c ~Q Y }e c~p len ~an th~oc va ph~i chap hanh dung cac quy dinh co
h~~ 'luan tm saq. xuat va lUll han!t thuoc. Cae so dang kY co kY hi~u GC- ...-17 co
gla tr! 05 nam ke tiT ngay ky Quyet dinh.

f)i~u 3. Quy~t dinh nay co hi~u ll)'ck8 tiT ngay kY ban hanh.
J. f)i~u.4. ,Giary d6~ So:Y t~ cac tinh, thanh ph6 tfl)'CthuQc trung uang va iam

doc dan v! co thuoc ~l Dieu 1 chiu trach nhi~m thi hanh Quy~t dinh nay. g

lVuinhpn: - ~
_Nhu Di8u 4; V TRAeR QU~_LY,
_BT. Nguy€n Thi Ki~ Ti€n (d8 b/c); ~~\~,--~ ,,, EU RANH ---
- C\lCQuan y - BQ QUOCphOng, O,lCY t€ - BQ CA; • ,/:>." -,.
Cnc Y t" . th" " . . I.,"- \" e giao ong V\lnth- BQGTVT· -- (;/ "

- T6ng C\lCHai Quan- BQ Tai Chinh· ' ('- ,.>,', .
- Bao hi8m xaN110"1· VI·PotN.' .c "'~\"'(_,';,',. yam, (' \ ':. -;-"",' ," ' ","'~ ~
- Vy PhA~ ch~, C\lC .?ua~ Iy Y OUQ"cc6 truy~n, C\lC Qua .~....-n=.~.....,;':~,.,.:...,~~ _
Kh~~, chua b~nh - BQY te; Thanh tra BQY t8; '" i\ \."
- V!~n K~ thuoc TV' va VKN thuBc TP .HCM; nrong Quae Ctremg
_Tong Cong ty DUQ"cVN; Thll tnr6ng Hi}Y t~
- Cac b~nh ~i~n, Vi~n co giuemg b~nh tf\lC thuQc BYT;
- WebSIte cua C\lC QLO, T\lp chi OUQ"cMy phAm - C\lCQLO·
- LUll: VT, KDD, DKT (ISb). '



BOYTE
CVC QuANLY DU<}C

CQNG HOA xA HQI CHiT NGHiA VI:E:TNAM
DQcl~p - T\f do - Hanh phuc

DANH MUC 07 THUDC SAN XUAT GIA CONG TRONG NUaC
DU'<}C·cAp soDANG ICY H~U LVC 05 NAM - D<}T 158

Ban hanh kern thee quyet dinh s6: ..~.?JQf)-QLD, ngay .~o!::/...~ ../..J..o.d.1:.
1. Cong ty dang ky: (CO'sO'd~t gia cong) Cong ty TN~H DU'Q'cpham Dat Vi Phu (Die: L6
M7A, duimgD17, KCN My Phuac 1,P. Thai Hoa, TX Ben Cat, tinh Binh Duong - Vi?tNam)
1.1 Nha s{mxuAt: (Co' sO'nh~n gia cfmg): Cong ty c3 ph§n dU'Q'cphAm Me Di Sun (Die: 521
khu pha An lai, Phuong Hoa Lai, Thi xli B€n Cat, tinh Btnb Duong - Vi?tNam)

STT Ten thu6c
S6 dang IcyHoat chAt chinh -

Ham IU'Q'Ilg
Dang bao Tu6i Tieu

ch~ thQ chu§n
Quy cach
dong goi

GC-271-17
1 Guzman 36 TCCS HQp3 vi x 10

thang vien vi
(nhom-PVC)

Cao kho vo cay Vien nang
Pygeum africanum mem
(15:1) (nrong duong
vci 1mg acid
ursolic) 50 mg

2. Cong ty dang Icy: (CO'sO'd~t gia cong): Cdng ty c3 ph§n BV Pharma (Die: Ap 2, xli Tan
Thr;mhTay, huyin Cli Chi, TP. H6 ChiMinh - n« Nam)
2.1 Nha san xuAt: (CO'sO'nh~n gia cfmg): Cdng ty c3 ph§n dU'Q'cphAm Vimedimex 2 (Die: L6
ddt N2, duirng TS 6, KCN Tien San, xli Nf)i Du?, huy?n Tien Du, tinh Bile Ninh - Vi?t Nam)

STT Ten thu6c
HOliltchit chinh - Dlilngbao Tu6i Tieu Quycach S6 dang Icy

Ham IU'Q'Ilg ch~ thQ chu§n dong goi

2 Magne B6 - BVP Magnesium lactat Vien m5nbao 36 TeCS HQP5 vi, 10 vi GC-272-17
dihydrat 470mg; phim thang x 10 vien, hQp 1
Pyridoxin HCl 5mg chai 60 vien,

100 vien

3.Cong ty dang Icy: (CO'sO'd,t gia cong): ~ong ty c3 ph§n dllQ'cphAm B~n Tre (Die: 6A3-qu6e
If) 60, phuirng Phu Tan, TP. Ben Tre, tinh Ben Tre - Vi?tNam)
3.1Nha san xuAt: (CO'sO'n~~n gia cong~: Cong ty Lien doanh Meyer - BPC. (Die: 6A3-qu6e If)
60, phuirng Phu Tan, TP. Ben Tre, tinh Ben Tre - Vi?tNam)

STT Ten thu6c HOliltchit chinh - D~ng bao Tu6i Tieu Quycach S6 dang kY
Ham IU'Q'Ilg ch~ thQ chu§n dong goi

3 Dextromethorphan Dextromethorphan Vien nen 36 TeCS HQP 10 vi x 10 GC-273-17

Trang 1



10mg hydrobromid 10mg thang vien, hQp I chai
100 vien

4. Cong ty dang ky: (CO'sO'd~t gia cdng): Cong ty Medochemie Ltd (Die: 1-10
Constantinoupoleos street, 3011 Limassol - Cong hoa Sip)

4.1Nha san xui~: (CO'sO'nh,n gia cdng): Cdng ty TNHH Medochemie (Vi~nDong) (Die: 40
VSIP II duang so 6, KCN Vi~tNam - ,Singapore IL Khu lien h9P Cong nghiep - dich v¥ - do thi
Binh DU011g,P. Hoa Phu, TP.Thil oa« M9t, Binh DU011g- n«Nam)

STT Ten thu8c Hoat chat chinh - Dang bao Tu6i Tieu Quy cach S8 dang ky
Ham hrong ch~ thQ chuin dong goi

4 Acemuc 200mg M6i g6i Ig chua: Thu6cc6m 36 TCCS HQp 30 g6i x Ig GC-274-17
Acetylcystein thang
200mg

_ ... - ._.... _. _.. . . ._.- - _... ._ .. . ._ .. ...

5. Cdng ty dang ky: (CO'sa d~t gia cdng): Janssen - cilag Ltd (Die: 106 Moo 4 Lad Krabang
Industrial Estate Chalongkrung Rd., Kwaenglamplatew, Khet lad, Krabang, Bangkok 10520. - Thai
Lan)

5.1Nhil san xuit: (CO'sa n.h,n gia cong): Cfmgty ce phin DU'Q'cph§m OPV (Die: S627,
dutmg 3A, KCN Bien Hoa IL PhuongAn Binh, TP Bien Hoa, tinh D6ng Nai - Vi~tNam)

Ten thu8c
Hoat chat chinh - Dang bao Tu6i Tieu Quy cach S8dang kySTT Ham hrQ'ng ch~ thQ chuin dong goi

5 Motilium-M Domperidon (duoi Vien nen bao 24 TCCS HQp 3 vi x 10 GC-275-17
dang Domperidon phim thang vien
maleat) 10mg

6. Cdng ty dang ky: (CO'So'_d~tgia cong:) Cfmgty ~Aphin duec phim dong dU'Q'c5-
Fidopharm (Die: 558Nguyen Triii - Qudn 5 - TP. Ho Chi Minh - Vi~tNam)

6.1Nhil san xu§t: (CO'So' nh,n gia cong:) Cong ty cA phAnBV Pharma (Die: ip 2, Xii Tan
Th{;mhTay-Huy¢n Cit Chi-Thcmhph6 H6 Chi Minh - Vi~tNam)

Ho,t chat chinh - D,ng bao Tu8i Ti(~u Quycach S8 ,lang ky
STT Ten thu6c Ham lU'Q'ng ch~ thQ chuin dong goi

6 Alixina - N BQtt6i 240 mg; B<)t Vien nang 36 TCCS H<)p2 vi x 10 GC-276-17

ngh~ 10 mg cung thang vien (vi nhom -
nhom ho~cvi
nhom - PVC)

......•• _ ....•• _ ....__ ...._ '--"" ""_,,, ._ ..... _......... _.-- -_ .._ ._.-- -_._ .._.- . ..._ ....._- -- _ ..._- ._--- ....... •..._.....•.- .-- ._- ...........-.... ..._ .... -'_" .._._ --- _._ --,_ ---
....... ._ ... _._ ...._ ........_........ ...__..-........_ .._..... . .._............

M6i vien chua 224 Vien nen bao 36 TCCS H<)p1 tui x 3 vi GC-277-17
7 Khoi dan duang

mg cao kho h6n hQ'p phim thang x 10 vit!n, h<)p1
duQ'cli~u tuang tui x'2 vi x 12
duang: Dam vien

Trang 2



dirong hoac 200mg;
Xuyen tieu 200mg;
Nguu t~t 200mg; Ba
kich 200mg; Tao
nhan 200mg; Pha c6
chi 200mg; D6 trong
200mg; Bach linh
200mg; Tho ty tft
200mg; Duong quy
200mg; Cau ky tlr
200mg; Hoai san
200mg; Thuc dia
200mg; Bach thiroc
200mg

Trang 3

PHl) TRAeH QU
IEUHANH

Truong QuAe Cuimg
Thll truOng Bi}Y t~


