BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUOC Poc lap - Tu do - Hanh phiic
ss: 4100 jQLD-PK Ha Noi, ngay {3 thdng % nam 2018
V/v cong b6 danh muc nguyén li¢u
lam thuoc dugc nhap khau khong

phai thuc hién viéc cap phép nhap
khau cua thuéc{trong nudc
da dugc cap SDK

Kinh guri: Céc co sé dang ky, san xuat thudc trong nudc.
 Can et Ludt dugc s 105/2016/QH13 ngdy 06/4/2016;
Can ctr Nghi dinh 54/2017/ND-CP ngay 08/5/2017,

Cian clr két qua tham dinh ho so thay dbi, bé sung dbi voi thude san xuat
trong nude da duge cp sb ding ky luu hanh;

Theo dé nghi cua cic cong ty tai cac van thu sé 02/2018/CBNL-LD cua cong
ty TNHH Lién doanh Hasan-Dermapharm va vin thu so 02/2018/CBNL-HS dé
ngay 16/03/2018 cua cong ty TNHH Hasan-Dermapharm;

Cuc Quan ly Dugc thong béo:

Cong b Danh muc nguyén li¢u lam thudc dé san xuat thude theo hd so ding
ky thube da co gidy dang ky luu hanh thudc tai Viét Nam duge nhap khau khong
phai thyuc hién viéc cap phép nhap khau theo danh muc dinh kém.

Danh muyc nguyén li¢u lam thude duge cong bd néu trén dang tai trén trang
thong tin dién tir cua Cuc Quan ly Duoc tai dia chi: www.dav.gov.vn.

Cuc Quan ly Dugc théng bao dé cac cong ty san xuat biét va thuc hién.

Noi nhan:

- Nhur trén;

- CT. Vii Tuén Cudng (de blc);

- Phong QLKDD (dé ph01 ho’p)

- Tong Cuc Hai Quan (dé phéi hop);
- Website Cyc QLD; —

- Luu: VT, DK (Chi).




DANH MUC

NGUYEN LIEU LAM THUOC DE SAN XUAT THUOC THEO HO SO PANG KY THUOC PA CO GIAY PANG KY LUU HANH THUOC TAI VIET

NAM PUQC NHAP KHAU KHONG PHAI THUC HIEN CAP PHEP NHAP KHAU

(Pinh kém Céng viin s6: .éffﬂ.’éf......JQLD-DK ngay ’/j/f??./zw.f ..... ctia Cuc Quan ly Dugce)
S gidy dang Nedy ]riet t.licu " AT - i TCCL cua na s Tén nuéc san
. £ ; luc cia giay | Tén co sé san xuat Tén nguyén liéu lam F Tén co sé san xuat 3 £ i Lo £ A
STT Tén thude ky Iuu hanh ) £ £ nguyén - Dia chi co s& san xuat nguyén liéu | xuft nguyén
£ dang ky Iuu thudc thude - nguyén liéu e
thudc hanh lidu liéu
Cong ty TNHH Fexofenadin hydroclorid ' .
Fexofi
y | Fexofenaderm 180 ., > 68s-15| 26/05/2020 | Lién doanh Hasan - (Fexofenadine USP37 |Dipharma Francis S| Y220V Maggio 40, 33036 Italy
mg . Metero di Tomba UD
Dermapharm hydrochloride)
Cong ty TNHH Nebivolol hydroclorid : g : = .
2 Mibelet VD-20086-13 | 08/11/2018 | Lién doanh Hasan - (Nebivolol NSX Si:tzl:;[:?;a Iilgni’s] Vo D, S'(‘;I')’Gw - 2 Italy
Dermapharm hydrochloride) x> -
Cong ty TNHH . . : 7 Km, Old Manesar road, Village
3 Fixnat 100 VD-21538-14 | 12/08/2019 | Lién doanh Hasan - (iﬁiz:i pr:;iil:ill) USP 39 Dhanultli;?tbe?iratones Mohammedpur, Gurgaon Haryana, India
Dermapharm 5 P.LN - 122001
Céng ty TNHH . 4 ; 7 KM Old Manesar road, Village
4 Fixnat200 | VD-21539-14 | 12/08/2019 | Lién doanh Hasan - | CCfpodoximproxetil -\ ;p 5y | Dhanuka Laboratories |\ e Gureaon-122001 India
(cefpodoxime proxetil) Limited
Dermapharm (Haryana)
Cong ty TNHH ; ; . 7 KM Old Manesar road, Village
5 Mibedotil VD20377-13 | 27/1212018 | Lién doanh Hasan - | CefPodoximproxetil 1 o, 5o | Dhanuka Laboratories  \/\ 000 e o coroaon-122001 India
(cefpodoxime proxetil) Limited
Dermapharm (Haryana)
Cong ty TNHH s ; »
Vol - N il
6 | s VD-25556-16 | 05/09/2021 | Lién doanh Hasan - e diciofens EP 8.2 Olon S.p.A ViR Cellinl, 20 - 20000 Bgrat Italy
ppositories 50 S - (Diclofenac Sodium) (MI)
Cong ty TNHH o i ; ;
2 N fi L -
7 Vothasan | 1y 25993-16| 15/1172021 | Lien doanh Hasan - | 2T diclofenac EP 8.2 Olon S.p.A Via B.Celling, 20~ 20090 Segrte Ttaly
suppositories 100 Dermapharm (Diclofenac Sodium) (MI)
- Yantai Justaware
Cotsnt so s
- amyc}m salfst BP 2013 | Pharmaceutical Co., Ne.1, .Ya,nfu rosd, Zhifu dls,tmt’ China
(Gentamycin sulfate) Ltd Yantai city, Shandong province
Cong ty TNHH Betamethason ; ;
8 Genbeclo VD-23369-15| 09/09/2020 | Lién doanh Hasan - dipropionat Parque Tecnologico de Boecillo, _
USP 34 | Crystal Pharma S.A.U Parcela 105, 47151 - Boecillo Spain
Dermapharm (Betamethasone :
: : (Valladolid)
dipropionate)
Clotrimazol Via Livelli, 1-26852 Casaletto
(Clotrimazole) Bp2013 Dion S A Lodigiano, Fraz.Mairano (Lodi) Maly




Cong ty TNHH

Clotrimazol

Via Livelli, 1-26852 Casaletto

o i ) i 4 " Ital
9 Irizomibe cream |VD-21120-14| 12/06/2019 | Lién doanh Hasan (Clotrimazole) USP 32 Olon S.p.A Liodigiano; Fraz:Mairano (Lodi) y
Dermapharm
Cong ty TNHH ; o eyt L
b Ketotifen fumarat Via Livelli, 1-26852 Casaletto
z = 3 & i ’ Ital
10 KETOSAN-cap |VD-19695-13| 10/09/2018 | Lién doanh Hasan (Ketotifen fumarate) BP 2010 Olon S.p.A B0, Piss Maiaho (E5aD) aly
Dermapharm
Cong ty TNHH Amitriptylin hydroclorid 50 s
-2
1 Trimibelin 10 | VD-23995-15 | 17/12/2020 | Lién doanh Hasan - (Amitriptyline BP 2013 Olon S.p.A VASLREIR, A28 s s Camim Ttaly
; Lodigiano, Fraz.Mairano (Lodi)
Dermapharm hydrochloride)
Cong ty TNHH y
12 Ficlotasol | VD-23368-15| 09/09/2020 | Lién doanh Hasan - Acid fusidic EP 8 Ercros S.A. tgoen Do Lot gty 500 Spain
Aranjuez, Madrid, Spain
Dermapharm
Nhom hydroxyd hén dich . .
: : hafen/
(Aluminium Hydroxide | USP 35 | S.R.L Pharma GmbH Ginlmzste . ) 6706.5 Lmdwigshate Germany
Rhein
Cong ty TNHH paste, ALUGEL [R])
13 Hamigel -S VD-23994-15| 17/12/2020 | Lién doanh Hasan - "
Dermapharm Magnesi hydroxyd hon
dich (Mfigneswm USP 35 | SR.L Pharma GmbH Giulinistr.2, D 6706_5 Ludwigshafen/ ro—
Hydroxide paste, Rhein
GILUMAG [R])
Cong ty TNHH o o o ;
14 | Sucrahasangel |VD-19197-13| 19/06/2018 | Lién doanh Hasan- | Sucralfat(Sueralfate | oo 1 o o | Pharma Gmbyy |CUlinistr2, D 67065 Ludwigshafen/) o
suspension 30%) Rhein
Dermapharm
Nhém hydroxyd gel hén
dich 20% (Aluminium Giulinistr. 2
hydroxyde gel suspension REka3 | Bielttinma Ol 67065 Ludwigshafen/ Rhein Geomany
20%)
15 Gelactive fort [ VD-20376-13 | 27/12/2018 | Lién doanh Hasan - | 4160 30% (Magnesium | /0, 2o | o o | bharma GmbH T _ Germany
hydroxyde suspension 67065 Ludwigshafen/ Rhein
Dermapharm
30%)
Simethicon nhii tuong : : ;
; RioCare India Plot No. R-39, TTC Industrial area ;
0, o 5 3 ¢] 1
30% (Simethicone USP 35 -y Midc Rabale ndia

emulsion 30%)




Nhém hydroxyd gel hon
dich 20% (Aluminium

Giulinistr.2, 67065 Ludwigshafen/

ydroxyds el suspensio USP 35 | S.R.L Pharma GmbH Rhein Germany
Cong ty TNHH 20%)
16 Gelactive VD-19194-13 | 19/06/2018 | Lién doanh Hasan - - -
Dermapharm Ma}%nesol hydroxyd .hén = . e
dich 30% (Mag,neS{um USP35 | S.R.L Pharma GmbH Giulinistr.2, 67 6§ Ludwigshafe Gaminy
hydroxyde suspension Rhein
30%)
Cong ty TNHH Lién Mylan Laboratories Plot No. 14, 99 & 100, IDA
17 Asperlican 150 | VD-26580-17 | 06/02/2022 doanh Hasan - Fluconazol (Fluconazole)| EP 8 Y — Pashamylaram Phase-1I Patancheru, India
Dermapharm : Medak District - 502307 Telangana
. Ketotifen (dudi dang e
H § -
18 Ketosan VD-21767-14 | 19/09/2019 | COngty TNHH Ketotifen fumarat EP S Olon S.p.A Vip Envel, 12000 Criseltin Italy
Hasan - Dermapharm : Lodigiano, Fraz.Mairano (Lodi)
(Ketotifen fumarate))
Coéng ty TNHH Zhejiang l:luahai Chuannan, Dugiao, Linhai, Zhejiang ;
19 Irbevel 150 VD-23332-15| 09/09/2020 T = IS Irbesartan USP 38 | pharmaceutical Co., 317016 China
Cone tv TNHH Amlodipin (duéi dang
20 Vashasan MR VD-24555-16 | 23/03/2021 gty amlodipin besylat EP 8 Chemi S.p.A Via Vadisi 5, 03010 Patrica (FR) Italy
Hasan - Dermapharm i :
(Amlodipine besilate))
Fabbrica Italiana Via Dovaro, snc - 36045 Lonigo
ik tal
EP3 | Siutetici spa F18) V1) Wk
Cong ty TNHH Acetylcystein
21 | Effer-Acehasan 100 | VD-25025-16 | 15/07/2021 Hasan - Dermapharm (icetilbystiine) Poligono Industrial Rubi Sur,
EP 8 Moehs Catalana, S.L. | C/César Martinell I Brunet n°12A, Spain
08191 Rubi (Barcelona)
Fabbrica Italiana Via Dovaro, snc - 36045 Lonigo
- : tal
EBY | sinmeticispa/ FES) V1) Haly
Cong ty TNHH Acetylcystein
22 Effer-Acehasan 200 | VD-25476-16 05/09/2021 3 Dermapharm ( Acetylcysteine) Poligono Industrial Rubi SUI',
EP 8 Moehs Catalana, S.L. | C/César Martinell I Brunet n°12A, Spain
08191 Rubi (Barcelona)
Congty TNHH | Diltiazem hydroclorid Fabbrica Italia ViaD 36045 Loni
23 Tilhazem 60 | VD-22666-15| 26/05/2020 & (Diltiazem Ep7 |20 = I = Italy
Hasan - Dermapharm : Sintetici S.p.A (F.LS) (VD)
hydrochloride)
Céng ty TNHH sags o . -
24 Sucrahasan | VD-19187-13 | 19/06/2018 ong ty Sucralfat (Sucralfate) | USP38 | SRL Pharma GmbH Giubiniswage 2, D67065 Germany

Hasan - Dermapharm

Ludwigshafen, Rhein

W NG e i
| P T




Fikkjebakke plant: Stuttlidalen 4,

T Vistin Pharma AS NO-3766 Sannidal Norway
o etformin hydroclori : :
25 |DH-Metglu XR 1000| VD-27507-17 | 22/06/2022 Ha;‘:’*’& rﬁ;{fm (Metformine EP 8 Doctors Organic Chemicals
2 hydrochloride) - Division, K Illindalaparru - 534217, .
e Iragavaram Mandal, West Godavari o
District, Andhra Pradesh
= Amlodipin (duéi dang ;
dlls P t
26 Hasanlor® 5 | VD-24555-16| 23/03/2021 | ©On&t TNHH amlodipin besylat EP 8 Ercros S.A. BacRact Deledte, 8/ 28300 Spain
Hasan - Dermapharm S A Aranjuez (Madrid)
(Amlodipine besilate))
27 | Glisan30MR | VD-23328-15| 09/092020 | CON8LTNHH | ) i (Gliclazide) | BP 2013 Olon S.p.A VB, Celli, 20 = 20090 Segrate Italy
Hasan - Dermapharm (MI)
28 | Gluzitop MR 60 |VD-20082-13| 08/11/2018 | CONYTNHH | o 4 (Gliclazide) | BP 2009 Olon S.p.A VinB:- Cellind, 20 20090 Segrate Italy
Hasan - Dermapharm (MI)
iz Céng ty TNHH . : Via B. Cellini, 20 - 20090 Segrate
- - /202 P b. SX . ?
29 Premilin 75 mg [ VD-25975-16 | 15/11 1 B = Derapbasii regabalin (Pregabaline) | N Olon S.p.A o) Italy
30 | Hafenthyl 145 mg | VD-25971-16| 15/11/2021 | COMEW INHH f oo o rat (Fenofibrate) | EP 8 Olon S.p.A Vi B Cellini20 - 20090'Segpse Ttaly
L6l Hasan - Dermapharm (MDD
31 Hafenthyl 300 | VD-23330-15 | 09/09/2020 | COMEWTNHH o o rat (Fenofibrate) | EP 8 Olon S.p.A Vin B Colting, 20 = 20090 Seerte Italy
Hasan - Dermapharm (MI)
Cong ty TNHH Gabapentin Via B. Cellini, 20 - 20090 Segrate
= 4- 2 33 .p.
32 Gabahasan 300 VD-22004-14 | 08/12/2019 Hisan < Denpaphuny {Gabapentin) Usp Olon S.p.A (MI) Italy
. Coéng ty TNHH Gabapentin Via B. Cellini, 20 - 20090 Segrate
- -14 p-A I
34 Galeptic 300 VD-21097-1 12/06/2019 Hisiti.. Desiiiaiiai (b apesiiiie) USP 35 Olon S.p D) taly
= Céng ty TNHH Gabapentin Via B. Cellini, 20 - 20090 Segrate
4 -2 - / P .p. 1
3 Bazato VD-23958-15| 17/12/2020 liasin= Dt (Gabdpentine) USP 35 Olon S.p.A M) Italy
Fluoxetin (duéi dang
3 Cong ty TNHH fluoxetin hydroclorid Via Livelli, 1-26852 Casaletto
35 Flutonin 10 VD-19181-13 | 19/06/2018 " (PGS USP 32 Olon S.p.A Ladigiano, Fraz Mairmo (Lodi) Italy
hydrochloride))
Fluoxetin (dudi dang
2 Céng ty TNHH fluoxetin hydroclorid & Via Livelli, 1-26852 Casaletto
= THREE20 VICISHROSR] HSM6R018 Hasan - Dermapharm (Fluoxetine HsR a2 OlonS A Lodigiano, Fraz.Mairano (Lodi) Ry
hydrochloride))
R Amitriptylin hydroclorid G
TNHH 4
37 | Amilavil10mg |VD-27505-17| 220612022 | €On8 W (Amitriptyline BP 2013 Olon S.p.A ooy oy o Italy
Hasan - Dermapharm ydiodiloride) Lodigiano, Fraz.Mairano (Lodi)




