BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic

S6:4¢66 /QLD-DK Ha Noi, ngay 2y thang 3§ nam 2018
V/v cbng b6 danh myc nguyén liéu
lam thubc duoc nhap khau khong
phai thuc hién viée cap phép nhép

khiu cuia thude - trong nude
da dugc cdp SPK

Kinh gtri: Céc co s& dang ky, san xuat thudc trong nude.

Cén ctr Luat dugce s6 105/2016/QH13 ngay 06/4/2016;

Céan cir Nghi dinh 54/2017/ND-CP ngay 08/5/2017,

Cin ctr két qua thim dinh hd so thay déi, bd sung déi véi thude san xuét
trong nudc da duge cap sé ding ky luu hanh;

Theo dé nghi cua cong ty tai cac van thu s6 01/CBNL ngay 08/3/2018 cua
cong ty CPDP Nam Ha, s6 43/CV-MR ngay 26/01/2018 cua Cong ty c¢o phan tap
doan Merap, s6 254/CV- DK/DMC ngay 22/02/2018 va s6 1348/CV- DK/DMC ngay
04/12/2017 cua Cong ty cb phan xuat nhap khéu y té DOMESCO, s6 142/PK-DHT f*
ngdy 12/02/2018 ctia Cong ty C6 phan Dugc pham Ha Tay, s6 122/CV-DNA ngay .4
15/3/2018 ciua Cong ty CP Duge — VIYT Nghé An, s6 47-18/MDS/CV ngay
15/3/2018 ctia Cong ty c¢b phan dugc pham Me Di Sun, s6 183/CV-2018/SVP ngay
07/3/2018 cua Coéng ty CPDP SaVi, s6 300/PMP ngay 07/3/2018 clia Cong Ty Co
Phan PYMEPHARCO, sb 195/2018/CV-CPC1HN ngay 03/3/2018 ciia Cong ty cd
phan dugc phdm CPC1 Ha Nbi;

Cuc Quan ly Dugc thong bao:

Cong bd Danh myc nguyén li¢u lam thudc dé san xuat thude theo hd so dang
ky thubc da co gidy dang ky luu hanh thudc tai Viét Nam duoc nhap khiu khong
phai thuc hién viéc cap phép nhép khau theo danh muc dinh kém.

Danh muyc nguyén liéu lam thubc 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 Duogc thong bao dé cac cong ty san xuat biét va thuc hién.

Noi nhén:

- Nhu trén; , '

_TT. Truong Quéc Cutng ( dé blo); PHO TRU’O’NG PHON? PANG KY THUOC
- Phong QLKDD (dé ph01 hop); { i
- Téng Cuc Hai Quan (dé phdi hop); { C | dgee

- Website Cuc QLD; | W o
- Luu: VT, DK (Chi). A N

hi Thu Thay




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 Cong viin sb: ... 48 0E.JQLD-PK ngay .ol AL(0&. . .cia Cue Quién Iy Dugre)
S6 gidy ding h:ga}' l’mt l?:@“ Tén co s& san xuit | Tén nguyén liéu lam TC’CL Tén co sé san xuat Lemmuietin
STT Tén thube ky luu hanh u;c cua.glay " P guy P ¢ cuaﬁ s Dia chi co s& san xuit nguyén liéu xuit nguyén
P dang ky luu thuoc thuoe nguyén nguyén li¢u 5y
thuoc 5 2 liéu
hanh lieu
Cong ty Cb phin Tophnd No. 2 Guangming Road Zhumadian
1 | Naphacogyl (1) |VD-26195-17 06/02/2022 gytophan | Acetyl spiramycin | CP2010 |  pharmaceutical . SPRING SoRcaN China
duge pham Nam Ha Co.Ltd Henan Zhumadian, China
2 o cmn s Village saidpura, Teshil Dera Bassi,
o | MECEFIX-BE |yp pesus.a7| 190002 |COMBYCOPMNED| (o q e rihydrate | USP 38 |Nectar Lifesciences Ltd|  District Mohali (Punjab), Near India
200 MG doan Merap ) )
Chandigarh, India.
" g B Village saidpura, Teshil Dera Bassi,
3 | MECEFIX-BE |\p res46-17| 190022 |COMBYCOPMNERI (g e trihydrate | USP 38 |Nectar Lifesciences Ltd|  District Mohali (Punjab), Near India
400 MG doan Merap = i :
Chandigarh, India.
Cie 1B whin i3 Village saidpura, Teshil Dera Bassi,
4 EFODYL (2)  |VD-18068-12| 0s/01/19 | “OM8 Y COPMNER T nop ovime acetil | USP 38 [Nectar Lifesciences Ltd|  District Mohali (Punjab), Near India
doan Merap % ; ;
Chandigarh, India.
Cong ty ¢d phan xudt| Omeprazole pellets T Plot No.31, Phase V, IDA,
5 |Omeprazol 20mg (3)| VD-20348-13 | 27/12/2018 nhap khiu y té 8,50% w/w TCNSX | Ltd ’ Jeedimetla, Hyderabad 500 055, INDIA
DOMESCO (Omeprazole pellets) ' India
Acioctietibi tebyie Bhai Mohan Singh Nagar, Toansa,
Cbng ty ¢d phan xudt (;nolmm I; - 1; p DSM Sinochem Distt. SBS Nagar (Nawanshahr),
6 | Aumoxtine 625mg | VD-23252-15| 09/09/2020 | nhdp khdu y té e EP8 | Pharmaceuticals India | Punjab 144 533 India./Bhai Mohan |  INDIA
5 Grade A/Purimox 2
DOMESCO Pvt. Ltd. Singh Nagar, Toansa — 144533,
Compacted Grade P) Puni :
unjab, India.
Cong ty cb phfm xuat| Potassium Clavulanate ; . ,
¥ 4 < a 3 . R L
7 | Aumoxtine 625mg | VD-23252-15| 09/09/2020 | nhap khau y té and Cellulose, EP 8 Sandos lndustial | Conso Verpus, 103, 8008 Roversto]  pp

DOMESCO

’Microcr}'slalline 11

Products SpA.

( Trento), Italy




Céng ty Cb phan

Phenylephrine HCL

Siegfried Pharma

: X - - strasse 15-3 -44,
8 | Dotoux Extra(4) |VD-19147-13| 19/06/2018 |Xuét nhdp khiu Y té (Phenylephrine Usg ;9 Chemikalien Minden Karl"“i;?: d:n g’;‘ian 32423 | GERMANY-
DOMESCO hydrochloride) . GmbH : 4 .
£ China Union
s ong ty Cb pha . . .9, East Ji ad, Lili .
9 Cefalotin (5)  |VD-26144-17| 0602722 | COMLCOPRAN | o hiiothin sodium | USP 38 Chempharma Mb- 5 bt Haichy Road ok China
Dugc pham Ha Tay Town, Wujiang, Suzhou, P.R.C
(Suzhou) Co., Ltd
Cong ty CP Dugc - Wuxi Fortune No. 2 Rongyang 1% Road, Xishan
10 Rospycin (6) VD-21943-14| 08/12/2019 V]%YTN hé An Spiramycin EP 8.0 | Pharmaceutical Co., |Economic Zone, Wuxi City, Jiangsu China
ghe LTD. Province, P. R. China.
Norili chm.a High Tech Development Zone of .
Pharmaceutical . : ; China
= Chengde, Hebei, P.R.China
Goodstar Co.. LTD.
Tetracycli Cé / CP Duogc — . . 2
17 | Tetracyelin250meg |0 ho0re 14| 12/062019 | 0P8 Y CF PUOC =1 1o cvelin hydroclorid | BP 2012 o No. 88, Taibai Road Street Avenue,
(7) VTYT Nghé An Hebei Bric i :
z % Linmingguan Town, Yongnian ;
Pharmaceutical Co., ; . China
County, Handan City, Hebei
LTD .
Province.
Céng ty CP Dugc - Weitang Shengtai No. 208 Limin Street, Changle :
VD- - 06 ! Tucose khze BP 2016 S : h
12 Oresol (8) D-26361-17 /02/2022 VTYT Nghé An Glucose khan Medicine Co. LTD. Gounty:; Shangdong, China
; Plot No.08S.V.Co-op, Industrial
Trimethoprim BP 2012 Andhll;z:n?tzﬁdmcs Estate, I.D.A., Jeedimetla, India
Cotrimoxazol -DNA Cong ty CP Dugc- Hyderabad- 500055, T.S. India
13 ©) VD-22267-15| 09/02/2020 VTYT Nehé A
B Virchow Laboratories RlotBttn 105 N Leom,
Sulfamethoxazol | BP2012 i O | Industrial Estate, IDA, Jeedimetla, India
. Hyderabad - 500055.
o osdrondiakin Plot No,138, G.1.D.C.Estate
Cong ty co ‘phﬁn s eean d(:p( 10) USP 37 | Wockhardt Limited Ankleshwar 393002, District India
14 MEDIRUBI | VD-24223-16| 23/03/2021 drige pitm Bharuch , Gujarat, India
Me Di Sun
Zhejiang Haizhou ; ; R
. Yahai Industrial Zone, Linhai City, ,
Guaifenesin (1) | USP 38 | Pharmaceutical Co., A e 4| Ciina
Zhejiang 317016, China
Ltd .
Unit-1, Plot No. 39, A&B, Phase-1,
) ) . V 2 A 3 ] E .
3 SaViKeto (12) VD-25271-16 | 05/09/2021 | Céng ty CPDP SaVi | Ketorolac tromethamine | USP 38 ASUDHAFHA IDA, Jeedimetla, Hyderabad-500 India

CHEM LIMITED

055, Telangana State, India




Ceftriaxone EG Céng Ty Cb Phén : : Hanmi Fine Chemical 59, Gyeongje-ro, Siheung-si,
VD-26402-17 | 06/02/2022 Ceft sod EP 8.0 ? : ;
1 1¢/10ml PYMEPHARCO PrEARRImATRS Co., Lud. Gyeonggi-do Ko
Ceftriaxone EG Cong Ty Cd Phan ; : Hanmi Fine Chemical 59, Gyeongje-ro, Siheung-si,
VD- - 2 5 i
17 1g/3.5ml D-26403-17 | 06/02/2022 PYMEPHARCO Cefiriaxone sodium EP 8.0 Co.. Ltd. Gyeoiiigi-85 Korea
R TR i . Kyongbo : .
; Céng Ty C6 Phan | Cefotiam hydrochloride 3 174, Sirok-ro, Asan-si
18 Tiafo 1 VD-28306-1 19/09/ : . i . : ’ 2 K
HRLE G-17 19092022 | “pyMEPHARCO | (withi sodiviin carbonate) | o 2> Phamac:’t‘;“ca] Co. | Chungcheongnam-do, 31501 i
Corporate office: Plot No.19-1II,
Road No.71, Opp. Bharatiya Vidya
Bhavan Public School, Jubilee
n P e Hills, Hyderabad, Telangana — 500
= Co6ng Ty Co Phan siss SMS Lifesciences i A
19 Faditac inj VD-28295-17 | 19/09/2022 PYMEPHARCO Famotidin USP 35 India Ltd. 09§, INI?IA ‘ India
Manufacturing site: Unit-1, Sy
No.180/2, Kazipalli (V), Jinnaram
(M), Sangareddy District,
Telangana - 502 319, INDIA
Cambrex Charles City, | 1205 11th Street, Charles City, IA
. L Ondansetron INC 50616 USA
s o hydrochloride :
A o 5] 3 -
20 Ondansetron-BFS | VD-21552-14 | 12/08/2019 |dugc phamp(,P(,l Ha (Ondaiisetron USP 38 C/ Argent, 1. Area Industrial del
b hydrochloride dihydrate) Inke SA Llobregat 08755 Spain
CASTELLBISBAL (Barcelona)
Cong ty ¢b ph‘:“m : i : :
; K -2633-7, Asahimachi, Nobeoka,
21 | BrsaraeEne |voorsseis| mosno: |GsephincPoriR|  Trmeksscacd | iBpgow | A% Kasc ipecheny| 1626037, Asfimachi, Hobeo'e Japan
Nbi Co., Ltd. Miyazaki Prefecture, Nhat Ban
Cong ty ¢d phan BP2016/
BFS-Tranexamic : USP38/ | Asahi Kasei Finechem | 6-2633-7, Asahimachi, Nobeoka
22 VD-24750- 1 /2021 ha PC1 Ha i i 4 e G 1]
500mg/10ml Miale | IIA021 [dugep ‘Ef CIHA|  Tronexamicacld | orapp Co., Ltd. Miyazaki Prefecture, Nhat Ban Apan
’ 8
- i3 ; . Hebei Huachen . . .
Cong ty co phan Calcium chloride BP 2016 Ph tical C Huanghua Jiucheng Industrial Park China
23 | BFS-Calciclorid |VD-22023-14| 08/12/2019 |dugc phdm CPC1 Ha|  (Calcium chloride M::::(g;;ijquei ok
Noi dihydrat EP 8.0 ; Zahradni 46¢ 792 01 Bruntal ’ 5
0i ihydrate) SRO radni 46¢ run Republic
Céng ty ¢6 phan Drotaverin clohydrat Zhejing Bcion 333 Jiangnan Road. Hengdian
24 | BFS-Drotaverine |VD-24007-15| 17/12/2020 |dugc phim CPC1 Ha (Drotaverine TCCS angyu gna s PRPBT China
i : Pharmaceutical Co., Dongyang, Zhejiang
Noi hydrochloride)
Ltd.
5 iy BP 2016/ 3
Adrenaline-BFS Cong ty co phan EP7.0/ Wuhan Wuyao No. 18 Wangfen Road, Fuchi Town,
25 .- VD-21546-14 | 12/08/2019 |dugce phérn CPC1 Ha| Adrenaline tartrate IEQPEJ;S / Pharmaceutical Co., Yangxin County, huangshi City, China
& Noi T ccs Ltd Hubei Province, China
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Golistin-enema for

children

Saiichie pisre 16 to 117 Beongil Sandan (Mogok-
Monobasic sodium chemical Co., Ltd Dong), Pyongtaek-City, Gyeonggi- Korea
USP 38 ' do, Korea
phosphate monohydrate q Tiodi T ¥ .B' Ph eutical
Céng ty cb phin : unan Jiu TIE unan .n.l)angP 1cl)(- armaceutica China
VD-24751-16 | 15/07/2021 |duoc phim CPC1 Ha Eharmsceutical Co.; ark,
Noi Samchun pure 16 to 117 Beongil Sandan(Mogok-
Dibasic sodium A chemical Co., Ltd B ), Byon giaakCity, 10y gl Rotes
USP 38 ' do, Korea
phosphate heptahydrate e - : -
Hunan Jiudian Hunan Liuyang Bio-Pharmaceutical Chitia
Pharmaceutical Co., Park,

(1):
(2):

(3):

(4):
(5):
(6):
(7):
(8):
9):
(10):

(11):

(12):

Thay doi tén nha san xudt dwgc chat tir Henan topfond pharmaceutical Co.,Ltd.

Cdp nhdt tiéu chudn chdt lheong dioc chdt theo cong vin s6 18025/QLD-DK ngay 03/11/2017.

Thay déi nha san xudt dicgc chat tir Amoli Organics Pvt.Ltd; Dia chi: 407, Dalamal House, Jamnalal Bajaj road, Nariman Point, Mumbai-
400 021, India theo cong van sé 598/QLD-DK ngay 15/01/2018.

Thay déi tén nha san xudt dwoc chat tir BASF Pharma Chemikalien GmbH & Co.KG theo cong van 56 15293/0LD-PK ngay 27/9/2017.
Cdp nhdt tiéu chudn chat hegng duoc chdt theo cong van s6 2929/QLD-DK ngay 09/2/2018.

Thay déi tiéu chudn chdt luong dwgc chdt tie DDVN IV theo céng van s6 22013/QLD-DK ngay 25/12/2017.

Thay déi tiéu chudn chdt legng diegc chat tie DDVN IV theo cong vdn s6 22489/QLD-DK ngay 29/12/2017.

Thay déi tiéu chudn chdt hegng diegc chat tir DBVN IV theo céng van s6 596/QLD-DK ngay 15/01/2018.

Thay doi tiéu chudn chdt lwong dwgc chat tie DDVN IV theo cong van s6 2928/QLD-PK ngay 09/02/2018.

Thay dbi tiéu chudn chdt lwong dwoc chat tie IP 2010 theo cong van s6 3701 LD-PK ngay 01/03/2018.

Thay déi nha san xudt dwgc chdt tic Delta synthetic Co., Ltd. va tiéu chudn chdt leong dwegc chat tir USP 35 theo cong vén s6 3701QLD-PK
ngay 01/03/2018.

Thay déi nha san xudt dwoc chat tir Recordati S.p.A.,Via M. Civitali, 1.20148 Milano va tiéu chudn chat lwong duwoc chdt tir USP 34 theo
céng van 56 3688/OLD-PK ngay 01/03/2018.




