BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Dgc lap — Tuw do — Hanh phuc
Sé: 41816 /QLD-DK , Ha Ngi, ngay. 9y thdang 7 ndm 2020
V/v dinh chinh thong tin tai Quyét

dinh ¢ap GPKLH, Céng van duy tri
hiéu luc GBKLH

Kinh gii:  Céc co so ding ky ¢6 thude duge dinh chinh

Cuc Quan ly Duge nhan dugc cdng van cua cac co so dang ky thudc dé
nghi dinh chinh théng tin trong cac Quyét dinh cép Gidy déng ky Iuu hanh thudc
va cong van duy tri hiéu luc Gidy dang ky luu hanh thuéce cda Cuc Quan ly Dugec.

Cin clr hd so ding ky thude luu tai Cuc Quan ly Duge, Cuc Quan ly Duoc
théng bao dinh chinh mét s6 ndi dung tai cac Quyét dinh cap Glay dang ky luu
hanh thuéc va Céng van duy tri higu lyc Gidy ding ky luu hanh thudce ddi véi cac
thudc tai danh muc cu thé nhu sau:

. Danh muc céc thude duge dinh chinh thdng tin tai Quyét dinh cap Giay
ddng ky luu hanh thudc (Phy luc [ kem theo Cong vin nay).

2. Danh muyc céc thude duoc dinh chinh théng tin tai ¢ong van duy tri hiéu
luc Gidy dang ky luu hanh thude (Phu luc 11 kém theo Céng vin nay).

Cuc Quan ly Dugc thong béao dé cac don vi biét va thuc hién./.

Noi nlidn: KT. CUC TRUONG
- Nhur trén; Zn X P
- Q. BS truomg Nguyén Thanh Long (de b/c);

- Thur trudng T:uong Quéc Cuon;:, (88 biey;

- Cuc truéng Vii Tudn Cuong (dé bic);

- Cuc Quan Y - B& Quéc phong, Cuc Y té - Bd Céng an,
Cuc Y té Giao théng van tai - B6 GTVT;

- Téng Cuc Hai quan — B6 Tai chinl;

- Bao hiém X3 hdi Viét Nam;

- BYT: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Bj;
- SYT cac tinh, TP tryc thude TU;

- Vién KN thube TU, Vién KN thudc TP. HCM;

- Téng Cong ty Duge Viél Nam - Cong ty CP;

- Cac bénh vién, Vién co givdng bénh truc thude BYT;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCTTra, Website Cuc;
- Luu: VT, BKT (04).




BO Y TE

CUC QUAN LY DUQC

Phu luc I
DANH MUC 71 THUOC PUGQC PINH CHINH THONG TIN TAI QUYET DPINH CAP GIAY PANG KY LUU HANH THUOC
(Kem theo Cong vin 56,1 Il- QOLD-DK ngay-0.0/ + /2020 ctia Cuc Qudn Iy Duoc)

CONG HOA XA HOI CHU NGHIA VIET NAM
Péc lap - Tw do - Hanh phuc

£ £ Ngﬁy k}" s .
STT| Ténthube | Cosédingky | Sédangky | S0 W | paphann |NOTdungdinh | o) otindaghi | Théng tin dinh chinh
dinh T chinh
’ Quyét dinh
Simtanin 20 mg
CSNQ: Cd
( . Q: Congty Simtanin 20 mg
Mibe GmbH CSNO: C& Mib
Arzneimittel; | Coéng ty TNHH ( G bSI' Arong t Y. ttll-e
I | Diachi: S4 15, Hasan- VD-25976-16 | 547/QP-QLD | 15/11/2016 |  Tén thude Simtanin 20 mg O
Dubm Dermapharm Dia chi: S6 15, Budng
Mﬁnchenfr - P Miinchener, D-06796
06796 Brehna, Brehna, CHLB Dic)
CHLB Dirc)
Casantin®
6,25mg (CSNQ:
Cong ty Mibe Casantin® 6,25mg
ArZG?b}'it ] Géng ty TNHH (CSNQ: Cong ty Mibe
y | Arzneimittel Hasan- | VD-20481-18 | 99/QD-QLD | 22/02/2018 | Ténthuéc | Casantin 6,25mg | OmPH Arzneimiticl
Dia chi: S6 15, Dermanh Pia chi: S6 15, Puong
X pharm
Puong Miinchener, D-06796
Minchener, D- Brehna, CHLB D1c)
06796 Brehna,

CHLB birc)




Ngay ky

STT| Teénthube | Cosodingly | Sédangky | S0 @™ | paphann |NO1dungdinh | o o tindighi | Thong tin dinh chinh
dinh a- chinh
Quyét dinh
Lisidigal® 5mg
(CSNQ: Céng ty R
Mibe GmbH CS;S'_‘%?I 3 mf/[ A
Arzneimittel; | Céng ty TNHH (G b% Aong-ty‘ 11'e
3 | Diachi: 8615, Hasan- VD-30099-18 | 181/QD-QLD | 27/03/2018 |  Tén thubc Lisidigal Smg ML Agpemite’
—— Dermapharm Dia chi: S6 15, Dudng
. Miinchener, D-06796
Miinchener, D- Brehna. CHLB By
06796 Brehna, MPRAES trc)
CHLB buc)
Carsantin® 12,5
mg {CSNQ:
Cong ty Mibe Carsantin 12,5mg Carsantin® 12,5 mg
e G.m.le, " Céng ty TNHH (EISTE%: fong.ty l:fl?e (CSNQ: Céng ty Mlbe
A SERETOIHEL U Hasan- VD-30829-18 | 442/QD-QLD | 05/07/2018 |  Ténthube | o cpeneimittel | GmbH Arzneimittel;
chi: S6 15, Dermapharm dia chi: S0 15, Budng | dia chi: S6 15, Dudng
Puong Miinchener, D-06796 | Miinchener, D-06796
Miinchener, D- Brehna, CHLB Dirc) | Brehna, CHLB Dirc)
(06796 Brehna,
CHLB Dric)
Cong ty TNHH . .
P .
5 || FISHI! sypR Hasan- VD-30831-18 | 442/QD-QLD | 05/07/2018 | CAch ghihoat | b fibrat 160mg | T enofibrat (vihat)
160mg chat 160mg
Dermapharm
. Coéng ty TNHH . : . . X
6 DH-Metglu XR Hasan. VD-31392-18 | 706/QD-QLD | 08/10/2018 Céch gfil hoat Metfor_mm Metformin hydroclorid
500 chat hydrochiorid 500mg 500mg
Dermapharm
Phén doan flavonoid
Cong ty TNHH . _— . ) ) . > .
7 | Dismin 500 Hasan- VD-31393-18 | 706/QD-QLD | 087101201 | Cch ghihoat | Diosmin 450mg; | tinh khiet dang vi hat
chat Hesperidin 50mg turong tng: Diosmin

Dermapharm

450 mg; Hesperidin 50




Ngay ky

STT| Ténthube | Cosbdingky | Sédingky | SO O0W¥ | ponhanh |NOPdungdinh [ o o tindsghi | Théng tin dinh chinh
dinh P chinh
’ Quyét dinh
Cong ty TNHH Nel?lvolc:l (ducn de_u'lg Net_nvolol (dud d@.I’lg
VI B Lién doanh Cushgphitont Nebivolo! hydroclorid) | Nebivolol hydroclorid)
8 VD-31403-18 | 706/QP-QLD | 08/10/2018 PR 5,45mg; S5mg;
5/12,5 HASAN - chat Hvdroclorothiazid Hvdroclorothiazid
DERMAPHARM ydroclorothiazi ydroclorothiazi
12,5mg 12,5mg
Céng ty ¢ phan
9 | Aumoxtine 500 | dugc phamva | VD-31999-19 | 108/QD-QLD | 27/02/2019 | Tiéu chuin TCCS DPVN [V
sinh hoc vy té
Cong ty c6 phéan
10 NecuroDT duge vittwy té | VD-32107-19 | 108/QP-QLD | 27/02/2019 Tuéi tho 36 thang 24 thang
Nghé An
Vitamin B1 COng tyﬁ > pha? " 2
11 dugc vattey t¢ | VD-32109-19 | 108/QP-QLD | 27/02/2019 | Tiéu chuan TCCS DBVN IV
250mg .
Nghé An
Calci carbonat (tuong
Calci (dut dang Calei | duong véi Calel 500
Calmibe Cong ty INHH Céch ghi hoat Carbon?ol()}c g9'7 o :1n u Iczslo'mg’bdmt
12 Hasan- VD-32390-19 | 108/QP- L i -y
500mg/400IU Demf:};a“ham 7197 LaiEQILD) | SHERETD chit Cholecalciferol (tuong DC 97 PVP;

duong Vitamin D3
400IU) 4mg

Cholecalciferol (tuong
duong Vitamin D3 400
IU) 4 mg




Ngay ky

~ J: > - 7 ; - L4 S ‘ ’zt * ol i
STT| Ténthuéc | Cosédingky | S6 dangky OQuvet | ) nhann |NOTdungdinh | e tindaghi | Thong tin dinh chinh
dinh 1 P, chinh
Quyét dinh
Lisidigal® 10mg
CSNQ: Cong t e
(CSNQ: Cong ty Lisidigal 10mg Lisidigal® 10mg
N (CSNQ: Céng ty Mibe | (CSNQ: Cong ty Mib
o Ml R L GmbH Arzncimitel; | Cmb Armecindte],
13 | Dia chi: 86 15, Hasan- VD-32394-19 | 108/QD-QLD | 27/02/2019 | Ténthude | oo LR
Puon Dermapharm Dia chi: S6 15, Pudng | Dja chi: S6 15, Puong
Mﬁnchenfr D Miinchener, D-06796 | Miinchener, D-06796
» - Brehna, CHLB Dqg j
06796 Brehna, rehna Mol (e, CHEE Bric)
CHLB bPuc)
Céng ty TNHH Mo: g6i 2(?g honAdgch Mo; g61 Z?g honAd;ch
Lién doarh Céch ghi hoat udng chira: Nhém udng chira: Nhom
14 Misaniugel HASAN - VD-32415-19 | 108/QD-QLD | 27/02/2019 A phosphat (duéi dang | phosphat (dudi dang
DERMAPHARM Nhém phosphat gel Nhém phosphat gel
20%) 2,48g 20% 12,40g) 2,482
Cé TNHH | .
‘;j’igntydoa o Ouy cich déng | HOP 02 vix 14 vién; | Hop 03 vix 10 vién;
5 Tazeurin 15 HASAN VD-32421-19 | 108/QD-QLD | 27/02/2019 Y i & Hop 05 vix 14 vién; | Hop 05 vi x 10 vién;
DERMAPHARM Hép 10 vix 14 vién Hop 10 vi x 10 vién
cong oy s e
16 | Chlorpheniramin }?é);?:dﬁr?huglc; _ ¢C-317-19 170/QDP-QLD | 20/03/2019 | Co s& san xuat TNHH SX-TM duoe | ph 4m Thanh Nam tai
p phdm Thanh Nam Binh Duong
86 60 - Dai 16 Doc lap | 60 - Pai 16 Doc lap -
Cong ty TNHH Dia chi co s& - KCN Viét Nam- KCN Viét Nam-
17 | Chlorpheniramin | SX-TM Duoc GC-317-19 | 170/Qb-QLD | 20/03/2019 's:'m i Singapore - Phuong Singapore - Phuong
phim Thanh Nam An Phu - Thi x4 Thuin {An Phu - Thi xd Thudn

An - Tinh Binh Duong

An - Tinh Binh Duong




Ngay ky

STT| Ténthuée | Cosvdingky | Sbaingiy | SPQWE | panhann |NOTOUmBdinh | o tindaghi | Théng tin dinh chinh
dinh e chinh
: Quyét dinh
Céng ty TNHH gsg 59 ‘ﬁ: g;féz";‘f;; Céng ty TNHH SX-
18 | Chlorpheniramin{ SX-TM Duge | GC-317-19 | 170/QD-QLD { 20/03/2019 | Co s& dang ky ielycop "~ | TM Duoc phdm Thanh
him Thanh Nam Eh gl TRg o Nam
- Khénh Hoi
Cong ty TNHH —— TIS]ZCT 'jisfmg 11‘2" 3A Dang TAt, Phuong
19 | Chlorpheniramin | SX-TM Duge | GC-317-19 | 170/QD-QLD | 20/03/2019 *;‘fnl ‘f, - O e TPOE% oy | Tan Dinh, Quan 1, TP
phim Thanh Nam ne s - B Hé Chi Minh
Minh
Esomegrazol (dudi Esomeprazol (dudi
Cong ty TNHH Cach ohi hoat dang esomeprazole dang esomeprazol
20 Atsyp dugc pham Anh | VD-32584-19 | 165/QD-QLD | 20/03/2019 cgh 44 - magnesi dihydrat, dang | magnesium trihydrat,
Thy vi hat bao tan trong dang vi hat bao tan
rudt) 40mg trong ruot) 40mg
Cao dic Edn hop duge Caﬁ S e
o ligu (twong duong:
ligu (twomg duong: . )
. ) Sinh dia 350mg;
R e Sinh dia 350mg;
Cong ty 0 phan Cachghihoat | Duongquy350mg; | Duomgquy 350me;
21 | Anloinhiét | duocphdm | VD-32640-19 |303/QP-QLD | 10/05/2019 Lk TN qUY SOTME |\ 3w don bi 280mg;
chat Mau don bi 280mg; B
Trung vong 3 . Thiang ma 280mg)
Thing ma 280mg) R « o ea
C o em 560mg; Bot Hoang lién
560mg; Hoang lién (trong duong: Hoén
120mg Sl e

lién 120 mg) 120mg




Ngay ky

STT| Ténthube | Cosédingky | S6dangky S“g:]’:“ ban hanh Noi ‘t‘l‘]'i‘fhd'“h Théng tin dd ghi | Théng tin dinh chinh
) Quyét dinh
Binh vd1 250mg; Cao
Binh v6i 250mg; Cao ddc 1a Vong nem
dac 1a Vong nem (trong duong 14 Vong
tuong duong la Vong |nem 1250mg) 125 mg;
nem 1250mg; Cao dac Cao déc Lac tién
‘ Cong ty céqphe‘“m Céch ghi hoat Lac tién tuong duong | (twong duong Lac tién
22 An than TW3 dugc phim VD-32641-19 | 303/QD-QLD | 10/05/2019 ghis “ | Lac tién 1250mg; Cao | 1250mg) 150 mg; Cao
Trung uong 3 dac Binh vo1 tuong dac Binh véi (tuong
duong Binh vo1 1000g; duong Binh vbi
Cao déc Tam sen 1000mg) 166 mg; Cao
twong duong Tam sen | dac Tam sen (tuong
625mg duong Tam sen
625mg) 42 mg
Céng ty ¢ phan . . " . o A ; ol
23 | AnthinTW3 | duocphdm | VD-32641-19 |303/QD-QLD | 10/05/2019 | QW céchdéng | Hop 05 vix 1vién; | Hop 05 vix 100‘”‘??’
s g0i Hop 10 vi x 10 vién Hoép 10 vi x 10 vién
Céng ty c6 phan
24 | Anthén TW3 dugc pham VD-32642-19 | 303/QB-QLD | 10/05/2019 Tudi tho 36 thang 24 thang
Trung uong 3




e X Ngay ky ne .
STT| Ténthube | Cosvdingky | Sédangky | S0PV | paphanh |0 dungdinh | o e tindsghi | Thong tin dinh chinh
dinh L .. chinh
§ Quyét dinh
B4t kép hon hgp duge
. lidu (tuong duong:
ngeﬂn k.hung st Xuyén khung 80mg;
Té tdn §0mg; Bach O -
. - T¢ tén §0mg; Bach linh
linh 80mg; Cao dic -
x - 80mg) 240mg; Cao dac
hon hgp duoc liéu > -
A hon hop dugce ligu
(tuong duong: Poc R
L (tvong duong: Boc
. PORRY hoat 120mg; Tén giao L.
Ddc hoat tang ky Conaty g9 plia Céch ghi hoat | 80mg; Phong phon hoat'1g0ma Tén gilo
25 |[FOCTOFAERY | qhocphdm | VD-32645-19 |303/QP-QLD | 10/05/2019 gt ot 5 TIONE PIONE 1 g616: Phong phong
sinh TW3 TEtH oS chat 80mg; Puong quy

80mg; Nguu tit 80mg;
Tang ky sinh 80mg;
Sinh dia 80mg; Bach
thuge 80mg; Dang
sdm 80mg; Cam thao
80mg) 485mg

&0mg; Puong quy
80mg; Nguu tat 80mg;
P& trong 80mg; Qué
80mg; Tang ky sinh
80mg; Sinh dia 80mg;
Bach thugce 80mg;
Pang sém 80mg; Cam

thao 80mg) 458mg




Ngay ky

STT| Ténthube | Cosodingky | Sbdangky | °QWE | paphann |NOdUNgdinh & o o indighi | Thong tin dinh chinh
dinh Z o chinh
’ Quyeét dinh
M&i hoan mém 8g M&i hoan mém 8g

chita: Ha thi 6 d6 | chira: Bot kép hdn hop

0,95g; Hy thiém 0,65g; | duoc lidu (Ha thu 6 do

Thd phuc linh 0,65g; [0,95g; Hy thiém 0,65g;

Thién nién kién 0,23g; | Thd phuc linh 0,65g;

Phén phong ky: 200 | Thién nién kién 0,23g;

- mg 0,40g; Cao dic | Phén phong ky 0,40g)

. . | Cong ty ¢6 phan n . Thién nién kién (tuong | 2,88g; Cao dic Thién
26 | Hoanphongte } o ohim | VD-32646-19 | 303/QD-QLD | 10/05/2019 Ca°hcghlgt hoat |~ 4 omg 0,32 Thién  |nién fien (tuong duong

thap TW3

Trung wong 3

nién kién) 0,06g; Cao
diac Thirong nhi to
{tuong duong 0,4g
Thuong nhi tir)
0,046¢; Cao dac Huyét
giac (tuong duong
0,4g Huyét giac)
0,016g

0,32g Thién nién kién)
0,06g; Cao dac

Thuong nhi tir (tuong
duong 0,4g Thuong
nhi tir} 0,046g; Cao

dic Huyét giac (tuong

dwong 0,4g Huyét
giac) 0,016¢g




Ngay ky

STT| Ténthuéc | Cosddingky | S6 ding ky S"(?“l’:' ® | panhaah |V d'l’:,‘ghd'“h Théng tin di ghi | Théng tin dinh chinh
m Quyét dinh -
Mbi tai Sg chira: Bot
Mai tii 3g chita: Sai | kép hdn hop duge lidu
dét 1,2g; Thé phuc | (tuong duong: Sai dat
linh 1,2g; BS ¢éng anh | 1,2g; Thé phuc linh
0,8¢g; Sirh dia 0,72g; 1,2g; Bd cong anh
1 Kim ngén hoa 0,4g; 0,8g; Sinh dia 0,72g;
P Cong ty ¢d phan , ) Thao quyét minh Kim ngén hoa 0,4g;
27 HoanT‘\';‘; dc | grocphdm | VD-32647-19 | 303/QD-QLD | 10/052019 | C2N %lhﬁ HORY | 1098 @aoldas Ko || "Thaw|qayét mithh
Trung wong 3 _— ngdn koa (trong | 0,36g) 4,68g; Cao dic
duong 0,8g Kim ngan | Kim ngén hoa (twong
hoa) 0,1g; Cao déc duong 0,8g Kim ngan
Thuong nhi t¥ (tuong | hoa) 0,1g; Cao déc
duong 0.88¢ Thuong | Thuong nhi tir (twong
nhi tr) 0,1g duong 0,88g Thuong
nhi tir) 0,1¢g
Hép 03 vi x 10 vién;
Céng ty cb phan _— Hop 03 vix 10 vién; | Hop 06 vi x 10 vién;
28 | Lumbrotine duoc phdm | VD-32648-19 | 303/QD-QLD | 10/05/2019 | Q%Y R d0ng | 1o 06 wi x 10 vien; | Hop 10 vi x 10 vién;
Trung wong 3 B8Ot Hop 10 vix 10 vién | Hép 1 chai 30 vién;
Hop 1 chai 60
M tién ché 50,0mg; | D0 A uenche
R 50,0mg; Cam thao
Cam thao 11,5mg; Ma s
3 n 11,5mg; Ma hoang
Céne tv cd ohin hoang 115mg; Mot . .
etycop Cachghihoat | dugc 11,5mg Nhi | . -omEs Motduoe
29 Marathone dugc phim VD-32649-19 | 303/QD-QLD | 10/05/2019 - - Es 11,5mg; Nhit huong
Trung wone 3 chat huong 11,5mg; Nguu 11.5me: N 2
g uong ,Smg; Nguu tat

tat 11,5mg; Tam voi
11,5mg; Thuong trubt
11,5m

11,5mg; Tam voi
11,5mg; Thuong truat
11,5mg




Ngay ky

STT| Ténthube | Cosidingky | Sédangky S“g:l’l’ | ban hanh an dc‘l']‘i‘nghd'“h Thong tin di ghi | Thong tin dinh chinh
- Quyét dinh
Cong ty ¢6 phan
30 Tyfcold duoc pham va | VD-32652-19 | 303/QD-QLD | 10/05/2019 Tén thube Typcold Tyfeold
sinh hoc y t&
Cong ty c6 phan Cach ghi hoat M3i 5 ml chira:
31 | Othevinco dugc phim | VD-32900-19 | 457/QD-QLD | 01/08/2019 BY 0% 1 Carbocistcin 100mg " -
TRE R chat Carbocistein 250mg
Cong ty ¢b phan Quy cach don Haop 04 vix 05 éng i ng {1]41_‘{ : * {;} 15 0;1 g X
32 | Othevinco duge phdm | VD-32900-19 |457/QD-QLD [ 01/08/2019 | <™ “4N O 151, Chai 120ml; Chai | 27> 0P U7 chat
T g6i 120ml; Hop 01 chai
rung uong 3 60ml
60ml
M3i 75ml cao hén hop M01~75ml:51r0 chira:
A 8. on . Cao 16ng hén hop duoc
Cong ty ¢6 phan Céch 2hi hoat duge ligu chira: Ma lidu (¢ p ‘M
33 [Siro ho Frencerol| duoc phdm | VD-32901-19 | 457/QP-QLD | 01/08/2019 BO 1O ] hoang 20g; Khd hanh | oo (UONE CUOTE: A
chat E . hoang 20g; Kho hanh
Trung wong 3 nhén 20g; Qué chi R P
15¢: Cam thio 10 nhén 20g; Qué chi 15g;
& & | Cam thao 10g) 42ml
Hop 01 chai 75ml;
Hop 01 chai 90ml;
Cong ty ¢ phan Quy chch don Hép 01 chai 75ml; Hop 01 chai 125ml;
34 |Siro ho Frencerol| duoc phdm | VD-32901-19 | 457/QD-QLD | 01/08/2019 | < p € | Hop 01 chai 125ml; | Hop 01 chai 150ml
Trung uong 3 & Hop 01 chai 150ml | (chai nhua PET). Hop
01 chai 120ml (chai
thily tinh)
Cong ty TNHH
i duoc phim USA 5 2 . :
35 | Acyclovir 800 NIC (USA VD-33084-19 | 457/QD-QLD | 01/08/2019 Tén thude Acyclovir 800mg Acyclovir 800

NIC Pharma)

10




Ngay ky

STT{ Ténthube | Cosidingky | S6 ding ky S“;?:l’l’ St | bt ) 5 dc'l’l'i‘fhd'“h Thong tin da ghi | Théng tin dinh chinh
) Quyét dinh
dii‘;gpgéﬁ?; Quy cich dong | HOP 03 vix 10vien; | Hop 03 vix 05 vien
36 | Acyclovir 800 i 'NIC (USA - VD-33084-19 | 457/QP-QLD | 01/08/2019 o Hop 05 vi x 10 vién; Hop 05 vi x 05 vién;
NIC Pharma) Hop 10 vi x 10 vién Hop 10 vi x 05 vién
Cong ty TNHH
37 | Phaanedo] eafaf d‘_“-}flléh;‘}lsis_*“ VD-33087-19 | 457/QD-QLD | 01/08/2019 cggihhiz }’j;:lg Paracet?g&i 100m, Paracet%ﬂléoomg’
NIC Pharma)
Cong ty TNHH . g pe Hop 03 vi x 10 vién;
- duoc pham USA Quy cach déng H?p i vi i V%?n; HGII; 05 vi x 10 vién;
38 Telminic VD-33088-19 | 457/Qb-QLD | 01/08/2019 5 Hop 05 vi x 10 vién; = , o
- NIC (USA - go1 Hop 10 vi x 10 vién Hop 10 vi x 10 viép;
NIC Pharma) ' Chai 30 vién
Cong ty TNHH
39 DH'Cafz’;"hasan Hasan- VD-33090-19 | 457/QD-QLD [ 01/08/2019 |  Tiéu chuan TCCS USP40
Dermapharm
Cong ty TNHH
40 |Efferhasan 80mg Hasan- VD-33091-19 | 457/Qb-QLD | 01/08/2019 Tén thude Efferhasan 80 Efferhasan 80mg
Dermapharm
Céng ty TNHH , [ Hop 03 vi x 10 vién;
41 | Flutonin 10 Hasan- VD-33092-19 | 457/QD-QLD | 01/08/2019 | QY Cahaone | e g cimg | Hop 05 vix 10 vien:
Dermapharm gol Hop 10 vi x 10 vién
Cong ty TNHH ) ! Hop 03 vi x 10 vién;
42 | Flutonin 20 Hasan- VD-33093-19 | 457/QD-QLD | 01/08/2019 | QW ARG | e g cimg | Hép 05 vi x 10 vien:
Dermapharm gol Hgp 10 vi x 10 vién
Cong ty TNHH Paroxetin (duéi dang | Paroxetin (duéi dang
43 Harotin 30 Hasan- VD-33094-19 | 457/Qb-QLD { 01/08/2019 Ham luong | Paroxetir: hydroclorid | Paroxetin hydroclorid
Dermapharm hemihydrat) 10mg hemihydrat) 30mg
Céng ty TNHIH )
44 | Eredys 10 Liéndoanh | VD-33098-19 | 457/QD-QLD | 01/08/2019 | CAch ghi boat Tadalafil 10m Tadalafil (vi hat) 10m
chat g ’ &

Hasan -

11




Ngay ky

STT| Ténthube | Cosodingky | Sbdangky | >° g:l’l'et Blndhginh, [ 0 dc‘l'l‘l,‘fhd'“h Théng tin d3 ghi | Théng tin dinh chinh
) Quyét dinh
Cong ty TNHH GERLLEhi bt Bosentan (dudi dang | Bosentan (dudi dang
45 Misenbo 125 Lién doanh VD-33102-19 | 457/QB-QLD | 01/08/2019 hat : Bosetan monohydrat) | Bosentan monohydrat)
Hasan - ¢ 125mg 125mg
_ C(;Jnigntyd;iISH Ciich:ghi hoat Bosentan (duéi dang | Bosentan (dudi dang
46 | Misenbo 62,5 Hasan - VD-33103-19 | 457/QD-QLD | 01/08/2019 e \ Bosetan monohydrat) | Bosentan monohydrat)
Dermapharm 62,5mg 62,5 mg
Coéng ty TNHH i . . . o
47 | Paracetamol | SX-TMduge | VD-33129-19 | 457/QD-QLD | 01/08/2019 | % M AONE | o 16 iy 10 vien | HOP 10 vix 10 vien;
phém Thanh Nam 8ot L0200 vién
Gongty TNHE | Chi nhanh cong ty TSE ﬁh;‘;hﬁj“é:(ym
48 Paracetamol SX-TM duoc VD-33129-19 [ 457/QD-QLD | 01/08/2019 | Co sa san xuat | TNHH SX-TM dugc o . .
phim Thanh Nam e e e i
Binh Duong
S6 60 - Dai 16 Poc lap S 60 - Dai 16 Déac lap -
Céng ty TNHH Diachicg sy | - KCN ViétNam- KCN Viat Nam-
49 Paracetamol SX-TM dugce VD-33129-19 | 457/QP-QLD | 01/08/2019 - < Singapore - Phuong Singapore - Phuong
pkdm Thanh Nam SanXual | Ao Phi - Thi x& Thusn | An Phi - Thi xa Thuzn
An - Tinh Binh Duong [  An - Binh Duong
Cdng ty TNHH
50 | Imidu® 60mg Liéndoanh  |VD-33887-19 [652/Qb-QLD | 23/10/2019 Tén thude Imidu 60mg Imidu® 60mg
Hasan -
Cong ty TNHH Isosorbid-5-mononitrat
51 | Imidu® 60mg Lién doanh VD-33887-19 |652/QD-QLD | 23/10/2019 Céch ghzi hoat |(Isosorbid-5-mononitrat ' 60mg (dudi dang
Hasan - chat 60mg isosorbid-5-mononitrat
Dermapharm 80%)

[




X )k Ngay ky - 0
STT| Ténthube | Cosgdingky | Sédangky | ~° 2® | paphaph |NO1dungdinh | o tindaghi | Théng tin dinh chinh
dinh £ e chinh
Quyét dinh
Cdng ty TNHH
52 | Imidu® 60mg Lién doanh VD-33887-19 |652/QB-QLD | 23/10/2019 Tudi tho 36 thang 60 thang
Hasan -
Spinolac® 50 .
(CSNQ: Cong ty Spinolac 50 (CSNQ: | Spinolac® 50 (CSNQ:
Mibe GmbH . Cong ty Mibe GmbH | Cong ty Mibe GmbH
Arznleiemitzl- dia Cong ty TNHH : Arzoeimittel; dia chi: | Arzneimittel; dia chi:
53 . ok s Hasan - VD-33888-19 |652/QD-QLD | 23/10/2019 Tén thuoc e it 2 -
chi: S5 15, Pudng D harm SO 15, Puodng So 15, Budng
Miinchener, D- crmap Miinchener, D-06796 | Miinchener, D-06796
06796 Brehna, Brehna, CHLB Pic) | Brehna, CHLB Pirc)
CHLB bic)
Cong ty TNHH . . T — o
54 Almintic Liéndoanh | VD-33898-19 |652/QD-QLD | 237102019 | Coch ghihoat | Alpha lipoic acid AlghaifGic adid
chat €00mg (thicctic acid) 600mg
Hasan -
Céng ty TNHH
5§ |Brocizin 10 Liéndoanh  |VD-33899-19 [652/QD-QLD | 23/10/2019 | Dang bao ché Vién nén bao phim Vién nén bao dudmg
Hasan -
Cong ty TNHH Quy céich don Hop 03 vix 10 vién; | Hop 03 vi x 20 vién;
56 |Brocizin 10 Lién doanh  [VD-33899-19 |652/QP-QLD | 2371072019 | ¥ a‘;i € | Hop 05 vix 10 vién; | Hop 05 vi x 20 vién;
Hasan - 8 Hop 10 vi x 10 vién Hop 10 vi x 20 vién
Mbi 15g gel chira: MCi 15g thube m&
Cong ty TNHH Ca101potr1(?l (dl.rm ctl'ua: Calcnpqtrlol.
Lién doanh Céch shi hoat dang Calcipotriol  [{duéi dang Calcipotriol
57 Divibet Hasan - VD-33900-19 |652/QPb-QLD | 23/10/2019 (ﬁl I ' monohydrat) 0,75mg; | monohydrat) 0,75mg;
Dermapharm Betamethason (duéi Betamethason (duéi
- dang Betamethason dang Betamethason
dipropionat) 7,5mg dipropionat) 7,5mg
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Ngay ky

STT| Ténthube | Cosidingky | Sédingky | S0 XY | paphany |Noidungdinh | o o indaghi | Théng tin dinh chinh
dinh 2, 4t chinh
Quyét dinh
Cong ty TNHH
(Egnydoa nh Céch ohi hoat Itraconazol (du&i dang | [traconazol (dudi dang
58 |Hasanox Hasan - VD-33904-19 |652/QD-QLD | 23/10/2019 cgh o i Itracenazole pellets Itraconazol pellet
22,0% 100mg 22,0%) 100mg
Dermapharm
Céng ty TNHH Hop O1vix 03 vien; | o o1 01 v 04 vien;
Lién doanh Quy cach don = OpIOLVISLOWAEN; Hop 01 vi x 10 vién;
59 {Hasanox VD-33904-19 |652/QD-QLD | 23/10/2019 d .- & Hop 01 vi x 10 vién; ?p , V-
Hasan - 201 N , o Hop 03 vi x 10 vién;
Dermapharm klipy0s it [0\bAn: Hop 06 vi x 10 vié
P Hép 10 vix 10 vién BRI e
Céng ty TNHH M&i géi 15ml chira:
. Lién doanh Cach ghi hoat | MGdi goéi 15ml chita: | Lactulose (dudi dang
60 Lazilac HASAN - VD-33905-19 [652/QP-QLD | 23/10/2019 chét Latulose 10g lactulose dung dich
DERMAPHARM 667¢g/1) 10g
Cong ty TNHH
61 Leuticast 10 Iillilscf;nf) VD-33906-19 1652/Qb-QLD | 23/10/2019 Tudi tho 24 thang 36 thang
DERMAPHARM
Cong ty TNHH
Lién doanh - Cach ghi hoat Levodopa 100mg; Levodopa 100mg;
62 | Masopen 100/10 HASAN - VD-33908-19 |652/QB-QLD | 23/10/2019 chét Chrbidops [Ome | Carbidapa (khang 1018
DERMAPHARM
Mbi 10mi hén dich
Mdi 1ml hdn dich udng chira: Nhém
Cong ty TNHH udng chira: Nhom hydroxyd gel khé
Mathomax-s gel Lién doanh . Cach ghi hoat hydroxyd gel kho 800mg; Magnesi
® plus HASAN - M=l | SRR LD (SR TR chit 800mg; Magnesi hydroxyd 800mg;
DERMAPHARM hydroxyd 800mg; | Simethicon (dudi dang

Simethicon 60mg

simethicon nhii trong
30%) 60mg
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Ngay ky

STT| Ténthubc | Cosvdingky | Sédingky | “° QW | panhaph |NOIQunedinh | o e tinddghi | Théng tin dinh chinh
dinh i chinh
: Quyeét dinh
Cong ty TNHH
Mibefen supra Lién doanh Céach ghi hoat Fenofibrat (vi hat)
3391 1- a 1 1o 1
64 |10 i VD-33911-19  [652/QD-QLD | 23/10/2019 i Fenofibrat 160mg \ B
DERMAPHARM
Mibefen supra E%ngdty TEIHH Quy cach dén Hop 03 vix 10 vién; Hop 03 vi x 10 vién;
65 P e VD-33911-19  [652/QD-QLD | 23/10/2019 | ™ “#7 9OME | 5 05 vi x 10 vien; 5 e
160 HASAN - g0t Hém 10 vi x 10 vién Hop 10 vi x 10 vién
DERMAPHARM op vV
Coéng ty TNHH
66 |  Tilonis 60 Iﬁ‘&’;"f} VD-33919-19 |652/QP-QLD | 23/10/2019 |  Tiéu chuin USP 38 TCCS
DERMAPHARM
E?é?]gdtga:hNHH Céch ghi hoat Vardegzilcliés:g; 8 | Vardenafil (dui dang
67 |Vasanlog ODT |,/ " VD-33920-19 {652/QD-QLD | 23/10/2019 v hydrochloride Varfgr}iag:aktl;fc]l%or:llond
DERMAPHARM trihydrate) 10mg y £
Cong ty TNHH
68 |VasanlegopT [Rdoanh VD-33920-19 [652/QD-QLD | 23/10/2019 | Dangbioché | Vienrénphantsn | o0 nénphén tin
& HASAN - g <np trong miéng
DERMAPHARM
Cong ty TNHH Spiramycin (tuong
- Lién doanh Thanh phén - Spiramycin 3 MIU
69 |Vispi fort VD-33922- D-QLD | 23/10/201 :
ispi fo - D-33922-19  [652/QD-Q 3102019 | rong |40 361;151U) 625mg, IO
DERMAPHARM e
Cong ty TNHH
L dtganh Quy cich dong | HOP 02 vix 05 vién; | Hop 02 vix 05 vien;
70 |Vispi fort o VD-33922-19  |652/QD-QLD | 23/10/2019 | <% o £ |Hop 06 vién x 05 vién; | Hop 06 vi x 05 vién;
DERMAPHARM Hép 10 vix 10 vién | Hép 10 vi x 05 vién

15




Ngay ky

STT| Tenthuée | Cosodangky | Sédanghky | S0 Q™' | panhanh | O dunBdinh | o tindighi | Théng tin dinh chinh
dinh . B chinh
’ Quyét dinh
Cong ty TNHH Céch ghi hoat Sorafenib (dudi dang | Sorafenib (dudi dang
71 |Soravar sinh duge pham  |QLPB-773-19 [306/QLD-DK | 05/10/2019 & & Soravenib Tosylate Sorafenib Tosylate
chat
Hera form II) 200mg form II) 200mg
T. CUC TRUONG
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BO Y TE

CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM

Phu luc 11
DANH MUC 10 THUOC PUQC PINH CHINH THONG TIN TAI CONG VAN DUY TRi HIEU LUC GIAY PANG KY LUU HANH THUOC
(Kem theo Céng vin S(j'// W QLD-PK ngay)? / 4 /2020 ctia Cuc Quadn Iy Duwoc)

Pdc lap - Tir do - Hanh phic

S6 Quyét

Ngay

Noi dung

~ 4 > - ’ A ~ . = ~ . = . - t- P l'l P
STT| Ténthuoe | Coséddingky | So diangky dinh Quyét dinh | dinh chinh Théng tin da ghi Théng tin dinh chinh
Cong ty cb phan Cong ty TNHH mdt thanh - 2 12 s
1 Aztalxan duoc phim va | VD-10806-10 LTATED: 08/10/2019 | Tén cong ty | vién duge phim va sinh hoc y Cong ty CO. phan durg(i Bl
. P PbK < sinh hoc y t€
sinh hoc y té té
Céng ty c6 phan Céng ty TNHH mét thanh . 2 x 2
l x - -
2 Ceffilor dugc pham va | VD-14047-11 T72opIQLD 08/10/2019 | Tén cdng ty | vién dugc phdm va sinh hoc y Congty co' phan duqci PEAmE
375mg ) p PbK P sinh hoc y té
sinh hoc y té té
Céng ty cb phin Céng ty TNHH mot thanh . T A
3 Andonmuc | dwgc phim va | VD-17240-12 17296/QLI, 08/10/2019 | Tén cong ty | vién dugc phim va sinh hoc y Cong ty CO. phan duoi BhEm 3
. % PK 2 sinh hoc y té
sinh hoc y t€ té
Cong ty c¢b phén Cong ty TNHH mot thanh . o =
4 Fexmebi duoc phim va | VD-17771-12 17297/QLD- 08/10/2019 | Tén céng ty | vién duge phim va sinh hoc y Cong ty CO. phan duo(i phim 72
. 2 bK P sinh hoc y té
sinh hoc y té té
Céng ty ¢b phin Cong ty TNHH mdt thanh A 2 a —
AustrapharmM : 7/ - : . "
5 |Austep dugc phimva | VD-19204-13 | 17307 QED- | 66/10/2019 | Ten cong ty | vien dwoc phim va sinh hoe y | 0P8 ¥ €0 Phan duoc pham va
esone ] P PK P sinh hoc y t&
sinh hoc y té té
Cong ty ¢d phén Cong ty TNHH mot thanh . 1 s
Austrapharm . [ J .
g [AustrapharmM( g o phdmva | VD-19205-13 | 1 2O¥QLD- | 011012019 | Ten oong ty | vien dwoe phdm va sinh hoc y | COM8 ¥ €0 phan duoc pham va
esone 16 . . PK A sinh hoc y té
sinh hoc y té té
. Cong ty cd phan Cong ty TNHH mot thanh n 2 P
Diclofc 75 . 1 ; ;
7 [Peotenae Do e phimva | VD-19208-13 | 1730V D 1 646/10/2019 | Tén cong ty | vien dwoe phdm va sinh hc y | C218 ¥ €0 phan duoc pham va
mg . p bK z sinh hoc y té
sinh hoc y t€ té
Cdng ty cb phan Cong ty TNHH mot thanh . s s .
: 17290/QLD- : : 5 pha 4 :
8 | Vatzatel | dwgcphimva | VD-19209-13 9&8 0871072019 | Tén cong ty | vien oo ghim va sinh hocy: | C°TE Y °:1:£‘1‘;S‘;C;‘; phifie

sinh hoc y té

e




Sé Quyét

Ngay

Ngi dung

STT| Ténthuoc | Cosédangky | So ding ky dinh Quyét dinh | dinh chinh Théng tin da ghi Thong tin dinh chinh
Cong ty ¢ phan Céng ty TNHH mot thanh A N B .
9 | Allerphast | dugcphimva | vD-19696-13 | 17285 QLD- 1 46/10/2019 | Tén cong ty | vien duoc phim va sinh hoc y | COPE ¥ ©0 phan duoo pham va
: 4 bK 4 sinh hoc y t€
sinh hoc y té té
Cong ty c6 phéan Céng ty TNHH mét thanh . A . _
3 3 A 4 ™ & ” 3 2 . R
10 | Doginatil | duocphdmva | VD-19597-13 | [72¥ LD~ 1 081012019 | Ten cong ty | vien duge phim va sinh hoe y {018 & ©0 phan duge pham va
g A bK z sinh hoc y té
sinh hoc y té e

KT. CUC TRUONG




