BQYTE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pjc lap - Tw do - Hanh phuc

Sé: GJ ST} /QLD-bK Ha Néi, ngay O?thdng OJ* nam 2017
V/v dinh chinh danh muc nguyén
liéu duge chét 1am thudc duoc
phép nhép khiu khéng yéu cau
GPNK cua thubc trong nuéc da
duoc clp sb ding ky

Kinh giri: Co sé ding ky, san xuét thudc trong nudce

Cén ctr Luat Dugc sé 105/2016/QH13 ngay 06/4/2016;

Cén cr cong van s6 81/2017/0PV-BK d ngay 18/5/2017 ciia Cong ty c¢b phan
dugc pham OPV Ve viéc dinh chinh thong tin cong b6 nguyén liéu dugc chét lam
thudc khong yéu cau gidy phép nhap khau cua thubc trong nuéc,

Cong van so 136/2017/CV-SK d& ngay 10/5/2017 ctia Cong ty c¢b phan duoc
phim Sao Kim vé viéc dinh chinh théng tin cong b6 nguyén liéu;

Can ctr cong van sd 0417-227/DAV-RA dé ngay 14/4/2017 cua Cong ty cd
phan Fresenius Kabi Bidiphar Ve viéc dinh chinh thong tin céng b6 nguyén liéu duoc
chit 1am thubc khong yéu cau gidy phép nhap khiu cua thube trong nude dot 157;

Cén ctr cong can s6 211/UIP-2017 dé ngay 05/05/2017 ctia Cong ty TNHH
United International Pharma vé viéc dinh chinh danh myc nguyén liéu hoat chat lam
thubc dugc phép nhap khéu khéng yéu cdu GPNK cua thude trong nudce da duoge clp
SPK dot 154, 155;

Can clr cong vén s6 123/CV/DPSH/17 dé ngay 29/05/2017 cua Cong ty cb
phan duogc pham va sinh hoc y té vé viéc dinh chinh tén va dia chi nha san xuét duoc
chit trong quyét dinh dong y thay d6i bb sung hé so ding ky thubc;

Can cir cong van so 04/2017/RD-LD dé ngay 05/05/2017 cta Cong ty TNHH
lién doanh Hasan-Dermapharm vé viée dinh chinh théng tin nguyén liéu dugc chat
lam thudc duoge phép nhap khéu khong yéu ciu GPNK cua thube trong nudc da duoc
cap SPK niam 2013, 2014,

Can cir cong van s6 19/2017/RD-HS d& ngay 06/05/2017 cua Cong ty TNHH
Hasan-Dermapharm vé viéc dinh chinh théng tin nguyén liéu dugc chét lam thude
duoc phép nhap khau khong yéu ciu GPNK cua thude trong nude da duoc cap SPK
nam 2013, 2014;

Cén cir cong van s6 17/2017/RD-HS dé ngay 20/04/2017 cua Cong ty TNHH
Hasan-Dermapharm vé viée dinh chinh théng tin nguyén li€u hoat chét lam thude
duoc phép nhap khiu khong yéu cau GPNK ctia thudc trong nudce da duoc cip SPK;

Cén clr cong van s6 03/2017/RD-LD dé ngay 20/04/2017 ctia Cong ty TNHH
lién doanh Hasan-Dermapharm vé viéc dinh chinh thong tin nguyén liéu hoat chat
lam thubc duge phép nhap khéu khong yéu cau GPNK cua thube trong nude da duge
cap SbK

Cuc Quan ly Dugc thong bao:

Coéng bb danh muc nguyén lidu duge chit 1am thube (trir cac nguyén liéu phai




kiém soét dic biét) dugc phép nhap khau khong yéu cau phai c6 gidy phép nhap
khéu cuia cac thude trong nuée da duge cap s6 dang ky luu hanh theo céc danh muc
dinh kém.

Noi dung dinh chinh trong danh myc kém theo Cong vén nay thay thé noi dung
ddi véi 41 thude da cong bd kém theo Céng vin s6 5201/QLD-BK ngay 20/04/2017,
21380/QLD-DK ngay 28/10/2016, 24354/QLD-DK ngay 12/12/2016, 2492/QLD-
DK ngay 06/03/2017, 3570/QLD DK ngay 27/03/2017 ctia Cuc Quan ly Dugec.

Danh myc nguyén liéu dugc chit duge cong bé néu trén dang tai trén trang
thong tin dién tir cia Cyc Quan ly Dugc tai dia chi: http://www.dav.gov.vn

Cuc Quan ly Duogc thong bao dé cong ty biét va thuc hién./.

Noi nhin: KT. CUC TRUUNG
- Nhu trén;

- TT. Truong Qubc Cuong (de b/c);
- Téng Cuc Hai Quan (dé phdi hop);
- Website cua Cuc QLD;

- Luu: VT, BKT (DT).

guyén Tat Dat




DANH MUC NGUYEN LIEU LAM THUOC PUQC PHEP NHAP KHAU KHONG YEU CAU GIAY PHEP NHAP KHAU
THUOC SAN XUAT TRONG NUGC PA PUQC CAP SO PANG KY
(Pinh kem cong van .wcu.ﬂh M.QND.EN ngay 65/ 03 /2017)
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Survey No. 10, LD.A,,
Levecetam Cong ty CPDP : . Gaddapotharam, Jinnaram .
2 L L
7 1 750 VD-21672-14 | 19/09/2019 OPV Levetiracetam USP34/NF29 |Hetero Drug Limited Mndal, Medak District India
Andhra Pradesh
v Cone ty CPDP Shanghai Ajinomoto| No. 718, East Rongle Road,
* 2 |Opezimin VD-22200-15 | 09/02/2020 mON< L(-) Arginin HCI BP2010 Amino Acid Co., |Songjiang District, Shanghai, China
Ltd China
Lansoprazole enteric F14P1, Additiona!
Cong ty CPDP Inventia Healthcare Ambernath M.LLD.C .
L - t 11 NSX y
3 |Ulcerlex 30 VD-22505-15 | 26/05/2020 OPV coated pellets S Pyt Ltd Ambernath (East) — 421506, India
8.5%w/w :
Dist Thane
Ici _
. Cong ty CPDP Calcium . . 56, rue Paul Cazeneuve — BP
4 |Calcical VD-22961-15 | 09/09/2020 OPV glycerophosphate NSX Givaudan Lavirotte 8334 France
50% F-69356 LYON CEDEX 08
. ... Peter Merian Haus, Peter
0 D b d 95% DSM Nutritional ) ’
s |Cetigam 500 | VD-23620-15 | 1771212020 | O"&Y CRDE | BscarbisacicPovs NSX utrtional | -y fe rian-Strasse 80,4052 | Switzerland
OPV granulation Product, Inc




Morepen Village, Nalagarh

. Cong ty CPDP Atorvastatin calci Morepen Road, Near Baddi, Dist. .
& (Atowast 10 V2423116 12340320121 OPV trihydrat micronised LSE S4E2D Laboratories Limited|Solan; Himachal Pradesh; 173 iia
025
102, Titan House, 60 feet
. . Road
A H‘ :
7 |Fenofib 200 | VD-24826-16 | 15/07/2021 | COngty CPDP | Fenofibrate pellets NSX sl Q- India
OPV 66%w/w Pvt Ltd .
Ghatkopar (East), Mumbai —
400075. India
Unit 2 Chippada Village,
. .. . Annavaram
0 Divi’ . .
8 W@s ameflu |y 5523416 | 05/09/2021 Qsmowmwcw w%o%w_oomﬂ% BP2013 o mr_mmwmws%m Post,Bheemunipatnam India
y Mandal,Visakhapatnam Dist,
Andhra Pradesh - 531 162
Lansoprazole enteric RESAILRG SR
Coéng ty CPDP Inventia Healthcare Ambernath M.I.D.C, .
9 |Prazex 30 VD-25245-16 | 05/09/2021 OPV coated pellets NSX PytLtd. Ambemnath (East) — 421506, India
8.5%w/w .
Dist Thane.
Cong ty CPDP . Raleigh Plant wmo.H Capital
10 |Tydol plus VD-25249-16 | 05/09/2021 OPV Paracetamol USP36 Mallinckrodt Inc Boulevard Raleigh, NC USA
27616 _
Cong ty CPDP Novatyl (WOK1) | o oo S i Rivad, Wik
11 |Tydol plus VD-25249-16 | 05/09/2021 gty Paracetamol USP36 Pharmaceutical Co., e ’ | China
OPV Lid Jiangsu
102, Titan House, 60 feet
Cong ty CPDP Fenofibrate pellets Titan Laboratories | Road, Bank of Maharashtra, .
3 = NSX ’
12 |Ocefib 200 VD-25753-16 | 15/11/2021 OPV 66%w/W S —r— Ghiatkopir (Bast), Muribai— India
400075
321 Bangpoo Imdustrial
] Estate, Moo 4, Sukhumvit
0 .. N ? i
13 |Dekasiam VD-22510-15 | 26/05/2020 Cang ty O._,u Dk Acid acetylsalicylic USP 35 o<m8\_. G.,rm_hmz& Road, Pracksa Muang, Thailand
Sao Kim Limited b
Samutprakarn 10280,
ThaiLand
2




Cong ty TNHH

United Magnesium Chemin du Vallon du Maire
14 |Kremil Gel VD-25066-16 | 15/07/2021 . Hydroxide USP 30% USP 35 SPI Pharma Inc. | France
International 132400 Septemes Les Vallons
Mg(OH)2 paste
Pharma
Cong ty TNHH
15 |Obimin VD-25517-16 | 05/09/2021 —— Diyvitamin Ageelle]  qepg BASF Malnipacken 8, DE=20 | peinak
International type 500 Ballerup
Pharma
o%wwﬁw%mi N — e | PlotNo.KI Additional
16 |Obimin VD-25517-16 | 05/09/2021 . A TCCS | Setp MIDC Mahad 402 302. India
International 40 Limited . :
Raigad Maharashira
Pharma
Oo:muwmﬂwwumm Thianiiie moneniimte Hubei Huazhong | No. 71 West Chunyan Road,
17 |Obimin VD-25517-16 | 05/09/2021 Yifermational 97-98% DC TCCS Pharmaceuticals Co.,|]  Xiangyang ﬂ_&o Hubei China
Ltd Province
Pharma
Cong ty TNHH
18 |Obimin VD-25517-16 | 05/09/2021 United Riboflavin TCCS BASF oy Otk gll, Gunsaesly | ey
International Jeollabuk-do
Pharma
Cong ty TNHH
L United o B 68, Huangge Dadaobei, .
19 |[Obimin VD-25517-16 | 05/09/2021 International Niacinamide USP 35 DSM Nansha District, Guangzhou China
Pharma
Cong Q i Pyridoxine Zhejiang Tianxin
L United . . No. 215, Fengze Road, .
20 [Obimin VD-25517-16 | 05/09/2021 ; hydrochloride DC B6- TCCS Pharmaceutical Co., .. .. China
International Tiantai, Zhejiang 317200
97 Ltd
Pharma
Cong ty TNHH
United . Carl-Bosch-Strasse 38, 67056
imi E = h P 37 ASF ?
21 |Obimin VD-25517-16 | 05/09/2021 Internstionl Calcium pantothenate USP 3 B Prodwipshalen Germany
Pharma

S hied |
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Cong ty TNHH

. : Aland (Jiangsu) . .
.. United Sodium ascorbate SA . Jiangsan Road, Jingjang, ;
22 |Obimin VD-25517-16 | 05/09/2021 International 99 DC TCCS ZEBooMMo& Co., Jijangsu (214500) P. R China
Pharma
Oozwﬂhﬁwmﬂ Zweigniederlassung Werk
23 |Obimin VD-25517-16 | 05/09/2021 . Folic acid USP 37 DSM Sisseln, Hauptstrasse 4, 4334 | Switzerland
International :
Sisseln
Pharma
Cong ty TNHH Salvi chemicals Plot No. E-90,93, X:om,
United industries Ltd S, Tauipl= s ol
24 |Obimin VD-25517-16 | 05/09/2021 s Ferrous fumarate USP 39 . .| Thane, Tarapur - 401506 India
International (Export: Thirumalai
Pharma Chemicals Ltd) Taduen, MIDKC Tavapur
Boisar, District: Thane-zone4
Cong ty TNHH
i t
25 |Obimin VD-25517-16 | 05/09/2021 United Copper sulfate BP 2013 MeckKGaA | roukiuterSirape 250, 64293 1 o prany
International anhydrous Darm Stadt
Pharma
Cong ty TNHH
26 |Obimin VD-25517-16 | 05/09/2021 United Potassium iodide USP 37 Meck KGaa | reukfuter Strafe 250, 64293 (oo oy
International Darm Stadt
Pharma
Cong ty TNHH
United Calcium lactate . Arkelsedijk 46, P. O Box 21, | Nertherland
- i ) 5 . , ,
27 |Obimin VD-25517-16 | 05/09/2021 International pentahydrate use 37 Purac Biochem by 4200 AA Gorinchem (Holland)
Pharma
Cong ty TNHH : .| 59 You Shih Road, Youth
United L Yung Zip Chemical e .. .
28 |Dolfenal VD-25561-16 | 05/09/2021 . Mefenamic acid BP 2015 Industrial District, Dajia, Taiwan
International Ind. Co., Ltd. 5
Taichung
Pharma
Q:wmwwmm Aol Oreanics Pt |P1OUNO- 322/4, 40 Shed Area,
29 [Neo-Pyrazon | VD-25562-16 | 05/09/2021 . Diclofenac sodium USP 37 : 1" G.ID.C, Vapi - 396 195 India
International Ltd. .
Pharma Gujarat




Cong ty c¢b phan Quilu antibiotics =
30 VD-25824-16 duoc phim va sinh USP37 | Pharmaceutical Co., rm_w%@%m:www Mo%wm China
Batimin 125 15/11/2021 hoc y té Cefdinir Ltd o,
Cong ty TNHH EP 7 Pharmaceutical .,
31 |Rosenax 5 VD-25477-16 | 05/09/2021 Hasan - Sodium risedronate EP 8 Works Polpharma 19 Pelplifiska Sic. \wu..woo Poland
Starogard Gdanski
Dermapharm EP9 S.A
No. 31, Weisan Road,
Si 020 Cong ty TNHH EP 7 Shangyu Jingxin Zhejiang Hangzhou Bay
g9, [P VD-25976-16 | 15/11/2021 Hasan - Simvastatin EP 8 Pharmaceutical Co.,| Shangyu Industrial Area, China
mg Dermapharm EP9 Ltd Shangyu City, Zhejiang
Province
USP 36
Cong ty TNHH . .. . ;
. 3 USP 37 Laboratorio Chimico| Via Benvenuto Cellini 20,
33 |Galeptic 300 | VD-21097-14 | 12/6/2019 Hasan — Gabapentin USP 38 Internazional S.p.A.| 20090 Segrate (Milano) Italy
Dermapharm
USP 39
Cong ty TNHH Fluoxefine MWW ww Via Livelli 1, Frazione
34 |Flutonin 10 | VD-19181-13 | 19/06/2018 Hasan - . Sifavitor S.p.A. Mairano, 26852 Casaletto Italy
D h hydrochloride USP 38 Lodigisno (LO
ermapharm USP 39 odigiano )
Cong ty TNHH Fluoxetine MMW ww Via Livelli 1, Frazione
35 |Flutonin 20 | VD-19182-13 | 19/06/2018 Hasan - . Sifavitor S.p.A. Mairano, 26852 Casaletto Italy
D s hydrochloride USP 38 Lodici LO .
ermapha USP 39 odigiano (LO)
Hasadol Qmmaﬂoam_mm il Pharmaceutical | g po1 iiska Str., 83-200
36 |, sa00laC | yD.25492-16 | 05/09/2021 Etodolac EP 8 Works Polpharma Mg Poland
200 Hasan - Starogard Gdanski
EP 9 SA
Dermapharm
Cong ty TNHH Plot No. 14, 99 & 100, IDA
Asperli Lién doanh EBY Mylan Laboratories Eoslnuppangl Eace
37 |ASPETICAN 1 vD.26580-17 | 06/02/2022 Fluconazol EP 8 e Patancheru, Medak District - | India
150 Hasan - Limited
Derinanhi EP9 502307
P ] Andhra Pradesh
5




USP 36

Cong ty TNHH Pharmaceutical )
. i 2 USP 37 19 Pelplinska Str., 83-200
38 [Mibetel plus | VD-18541-13 | 18/01/2018 Cow aowzrrmwmws -| Hydrochlorothiazide USP 38 Works Mﬂvrm::m Staropard Gaski Poland
ermapharm USP 39 )
USP 36 A-101, Alaknanda,
. Cong ty TNHH
Mibezin 10 o . USP 37 K. Patel Annasaheb Vartak Marg, TPS .
39 g VD-18542-13 | 18/01/2018 Eoﬂu mow:r:ﬁmmmn - Zinc gluconate USP 38 frtemnational 101, Botivali (W), Miimbat= India
. USP 39 400092
USP 36 A-101, Alaknanda
. Cong ty TNHH ) >
Mibezin 15 " . USP 37 K. Patel Annasaheb Vartak Marg, TPS :
40 - VD-18543-13 | 18/01/2018 Com aom::rmmmm: -l Zinc gluconate USP 38 International {1, Borivali €0, Mumbai— India
. — USP 39 400092
Cong ty TNHH BP 2015 Pharmaceutical .
P ., 83-
41 |Halozam VD-20544-14 | 04/03/2019 |Lién doanh Hasan - Piracetam BP2016 | Works Polpharma | .o Leiplinska Str, 83-200 | 0, 4
Starogard Gdanski
Dermapharm BP 2017 S.A

h




