BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phuc

Ha Néi, ngay 16 thangog nam 2020
S6: 14925/

Vv dinh chinh thong tin tai
Quye¢et dinh cap GDKLH

Kinh gui:  Céc co so dang ky c¢6 thude duoc dinh chinh

Cuc Quan ly Dugc nhan duoc cong van cua cac co so dang ky thude Qé
nghi dinh chinh thong tin trong cac Quyét dinh cap Giay dang ky luu hanh thuoc
cua Cuc Quan 1y Dugc.

Cin ctr ho so ding ky thude luu tai Cuc Quan 1y Dugc, Cuc Quan 1y Dugc
thong bao dinh chinh mét s6 ndi dung tai cac Quyet dinh cap Giay dang ky luu
hanh thuoc doi vai cac thuoc tai Phu luc kém theo Cong van nay.

Cuc Quan Iy Dugc thong bao dé cac don vi biét va thyc hién./.
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BO Y TE

CUC QUAN LY DUQC

CONG HOA XA HQI CHU NGHIA VIET NAM

Doc lap - Tu do - Hanh phic

Phu luc
DANH MUC 18 THUOC PUQC PiNH CHINH THONG TIN TAI QUYET PINH CAP GIAY PANG KY LUU HANH
THUOC
(Kém theo Céng vin sé QLD-PK ngay  / /2020 cua Cuc Quan ly Duoc)
STT | Tén thudc Co sé S6 ding | SO Quyét | Ngay ky Noi Théng tin da ghi Théng tin dinh
dang ky ky dinh ban hanh dung chinh
Quyét dinh | dinh
chinh
1 Calci-D3 VD- 274/Qb- | 15/06/2020 | Hoat Calci (duoi dang Calci | Calci (dudi dang
Congty co |34308- | QLD chat carbonat 1250mg) 500 | Calci carbonat
phan duoc |20 chinh - | mg; Cholecalciferol 1250mg) 500 mg;
phan Thién Ham (du6i dang Dry Cholecalciferol (dudi
Dat luong vitamin D3 100 SD/S) | dang Dry vitamin D3
440 mg 100 SD/S) 440 1U
2 Osopin VD- 274/QD- | 15/06/2020 | Piachi |367 Nguyén Tri , 521 khu pho An Loi,
Congty cd |34194- | QLD CO SO phuong Nguyén Cu phuong Hoa Loi, thi
phan dugc | 20 dang ky | Trinh, quan 1 - TP. H6 | xa Bén Cét, tinh
pham Me Chi Minh Binh Duong
Di Sun




Maxxoni QLDbB- |304/Qb- |05/10/2019 |Piachi | KCN Nhon Trach 3, KCN Nhon Trach 3,
Congty cd |776-19 | QLD co SO xa Hi¢p Phudc, huyén | xa Hi¢p Phudc,
phﬁn duoc dang ky | Nhon Trach, tinh huyén Nhon Trach,
pham DPdng Nai - India tinh Dong Nai - Viét
Ampharco Nam
U.S.A

IbuAPC VD- 652/Qb- | 23/10/2019 | Tiéu TCCS USP 39
Cong ty c6 |33387- | QLD chuan
phan duge | 19
pham
Ampharco
US.A

Neotazin VD- 652/Qb- | 23/10/2019 | Hoat Trimetazidin Trimetazidin
Congty co |33391- | QLD chat dihydroclorid 20mg | hydroclorid 20mg
phan dugc |19 chinh -
pham Ham
Ampharco luong
U.S.A

Teicomedlac VD- 181/Qb- | 27/03/2018 | Quy Hop 1 1o, hop 10 lo, Hop 1 1o, hop 10 lo,

400 cong ty 30145- | QLD cach hop 110+ 1 éng dung | hop 1 1o+ 1 éng
TNHH san | 18 dong goi | mdi nude cat pha tiém | dung moi nude vo
xuat dugc 3ml (tiéu chuan 6ng khuan dé tiém 3ml
pham dung méi: E.P 8.0; han | (tiéu chuan 6ng dung
Medlac dung: 60 thang) moi: E.P 8.0; han
Pharma dung: 60 thang)

Italy




Vilanta VD- 08/Qb- | 18/01/2013 | Hoat Nhom hydroxyd gel Nhom hydroxyd gel
Congty co | 18273- | QLD chat 13% (tuong Ung 4¢g 13% (twong ung 0,4g
phan duoc |13 chinh - | nhdm oxyd) 4,596g; | nhdm oxyd) 4,596g;
pham Ctru Ham Magnesi hydroxyd Magnesi hydroxyd
Long lugng paste 30% (tuwong img | paste 30% (tuwong

0,89 Magnesi ung 0,8004¢g
hydroxyd) 2,668g; Magnesi hydroxyd)
Simethicon nhii dich | 2,668g; Simethicon
30% (tuwong tng 0,08g | nhii dich 30% (twong
Simethicon) 0,276g ung 0,08¢g
Simethicon) 0,2769g

Omepramed VD- 442/Qb- | 05/07/2018 | Hoat Mbi lo bot dong khdé | Mdi lo bot dong khod

40 Cong ty 30869- | QLD chat chtra: Omeprazol chtra: Omeprazol
TNHH san | 18 chinh - | (du6i dang Omeprazol | (dudi dang bot dong
xuat dugc Ham natri) 40mg khé Omeprazol natri)
pham lugng 40mg
Medlac
Pharma
Italy

Chemacin VD- 442/Qb- | 05/07/2018 | Tén Chemacin 100 Chemacin 1000

1000 Cong ty 30868- | QLD thudc
TNHH san | 18
xuét duoc
pham
Medlac
Pharma

Italy




10 Hutatretin VD- 650/Qb- | 23/10/2019 | Hoat Tretinoin 10 mg Tretinoin (All - trans
Cong ty cd |33168- | QLD chét retinoic acid) 10mg
phan duoc | 19 chinh -
pham Ham
Trung luong
uong 2

11 TerbinAPC VD- 652/Qb- | 23/10/2019 | Tén Terpin APC TerbinAPC
Cong ty c6 |33395- | QLD thudc
phan duge | 19
pham
Ampharco
US.A

12 Alphadeka VD- 652/QP- | 23/10/2019 | Tudi tho | 36 thang 24 thang

DK Congty co |33444- | QLD
phan dugc |19
pham Ha

Tay




13 Hoan quy ty | Congtycod | VD- 273/Qb- | 15/06/2020 | Hoat MObi hoan mém 8g MB&i vién hoan mém
Vinaplant phan duoc | 34001- | QLD chét chira: Bang sam 8g chira: Pang sam
pham 20 chinh - | 0,31g; 230 mg cao dac | 0,31g; Bach truat
Thanh Phét Ham tuong duong vdi: 432 | 0,62g; Hoang ky
luong mg Bach linh va432 | 0,62g; Cam thdo
mg Bach truat 0,62g; | 0,16g; Bach linh
Bot duoc liéu: Hoang | 0,62g; Vién chi
ky 0,62g; Cam thao 0,06g; Toan tao nhan
0,16g; Bach linh 0,62g; Long nhén
0,62g; Vién chi 0,06g; | 0,62g; Puong quy
Toan tdo nhan 0,62g; | 0,06g; Mdc huong
Long nhén 0,62g; 0,31g; Dai tao 0,16¢.
Duong quy 0,06g;
Moc huong 0,31g; Dai
tdo 0,169
14 Thap toan dai | Cong ty co | VD- 273/QD- | 15/06/2020 | Hoat Mbi gbi 3g hoan ctmg | Mdi goi 3g hoan
bd Vinaplant | phan dugc | 34002- | QLD chat chtra: Pang sam cung chtra: Pang
pham 20 chinh - | 0,31g; Bach truat sam 0,31g; Bach
Thanh Phat Ham 0,21g; Bach phuc linh | truat 0,21g; Phuc linh
luong 0,17g; Cam thao 0,17g; Cam thao

0,17g; Puong quy
0,21g; Xuyén khung
0,17g; Bach thugc
0,21g; Thuc dia 0,31g;
Hoang ky 0,31g; Qué
nhuc 0,21¢g

0,17g; Buong quy
0,21g; Xuyén khung
0,17g; Bach thuogc
0,21g; Thuc dia
0,31g; Hoang ky
0,31g; Qué nhuc
0,21g




15 Hoan tiéu dao | Cong ty VD- 531/Qb- | 19/09/2014 | Quy Hop 1 1o x 360 vién Hop 1 1o x 360 vién,
P/H TNHH 21751- | QLD cach hop 1 1o x 480 vién.
bong duoc | 14 dong goi
Phuc Hung
16 Pai trang co | Cong ty VD- 531/Qb- | 19/09/2014 | Quy Hop 1 1o x 360 vién Hop 1 1o x 360 vién,
that P/H TNHH 21750- | QLD cach hop 1 1o x 480 vién.
bong duoc | 14 dong goi
Phuc Hung
17 | Paitrangco |Congty VD- 531/Qb- |19/09/2014 | Tén Pai trang hoan co that | Dai trang co that P/H
that P/H TNHH 21750- | QLD thude P/H
bong duoc | 14
Phic Hung
18 | biéu kinh Cong ty VD- 296/QP- | 12/06/2014 | Tén Piéu kinh bo huyét Piéu kinh P/H
P/H TNHH 21046- | QLD thuéc | P/H
bong duoc | 14
Phiuc Hung

Danh myc gom 5 trang 18 thudc

KT. CUC TRUONG
PHO CUC TRUONG

Nguyén Thanh LAm
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