BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - T do - Hanh phic

S6: /’5906/QLD'DK Ha Noi, ngay A9 thdng C¥nam 2018
Viv cfmg bé danh muc nguyén ligu
durge chat Tam thudc khdng phai thyc
hién cép phép nhép khﬁu cita thude
trong nude 43 duge cip SPK.

Kinh gii: Céc co s& dang ky, san xuit thudc trong mréc

Cin cit Luat dugc sb 105/2016/QH13 ngay 06/4/2016;
Cin cit Nghi dinh 54/2017/ND-CP ngay 08/5/2017;

Cin oft cc hd so thay d6i, b sung thudc trong nude da co gidy ding ky hru
hanh di duge Cuc Quan 1y Dugce phé duyét ni dung thay dbi, bd sung;

Theo d& nghi cong bd nguyén liéu tai vin thue s6 169/UIP-2018 ﬂgéy
21/06/2018 cla C{’Bng ty TNHH United International Pharma; Vin thu 50
165/2018/CV-STA ngay 08/06/2018 cia Cong ty TNHH LD Stada Viét Nam; Van
thw $6 102/2018/OPV-DK ngay 05/07/2018 cia Cﬁng ty ) phan duge OPV; Vin thu
sb 1022/SPM-XNK ngay 13/07/2018 ciia Cong ty cd phan SPM,

Cuc Quan ly Duoc thong bao:

Céng bb Danh muc nguyen liéu duge chit lam thudc dé san xuft thubc theo hd
so ding ky thudc da co gidy ding ky hru hanh thudc tai Viét Nam duge nhap khau
khéng phai thuc hién cip phép nhap khau theo Danh myc dinh kém cong vin nay.

Danh muc nguyén lidu lam thudc duge cong bd néu trén ding tai trén trang
thong tin dién tr clia Cuc Quén Iy Dugc tai dia chi: www.day.gov.vn,

Cuc Quén 1y Dwoc thong bdo dé cic cong ty san xuét biét va thuc hién.

Nr?l; nkgei:: TUQ. CUC TRU‘GNG

- Nhr trén;

O Vituln Cng @by PHO TRU’GNG PHONG
- Tong Cuc Hai Quan (dé phoi hop);

- Website Cyc QLD;

- Lanu: VT, DK (Bi).




DANH MUC
NGUYEN LIEU DUQC CHAT BE SAN XUAT THUOC THEO HO SO PANG KY THUOC DA
CO GIAY PANG KY LUU HANH THUOC TAI VIET NAM BUQC NHAP KHAU
KHONG PHAI THUC HIEN VIEC CAP PHEP NHAP KHAU

(Ban hdanh kém theo céng vin s6. 3906 /QLD-DK ngay A9 thang OF-nam 2018 cia Cuc Qudn Iy Duoc)

- Ngay hét - i
ST . Sltg ﬁf 408 | higu lyc cia | Tén cosé sinxudt | Tén nguyén ligu ch";‘m;ﬁ;“;‘aa Tencososinxult | Diachicososan | "ob! n:;t:yséﬁnn
T thude gla?:u d:;lghkjr thudc 1am thudc e T nguyén liéu xudt nguyén ligu figu
Céng ty TNHH . ISA/1, Phase 111,
1. | ATUssIN ® VD"‘;:”‘G‘ 17/12/2020 | United International |  Guaifenesin USP 39 Granules Tndia | 1 1. Tecdimatla, India
Pharma Hydarabad - 500 055
Cong ty TNHH . 15A/1, Phase IT1,
2. | ATussIN® VD-Z3413- 1 090972020 | United International | Guaifenesin USP 39 Cranules India | 1 p.A. Jeedimatla, India
Pharma Hydarabad - 500 055
Unit-2 Annavaram
Post,
Bheemunipatnam
Céng ty TNHH , - .| Mandal,
5 [ VD2ST | 120082019 | United International | PPe7¥iepheine BP20ls | DIV LABOONES | viguyhapatnam India
Pharma District, Indiz-531
162 Chippada
Village, Andhra
Pradesh
Unit-2 Armavaram
Post,
Bheemunipatmam
Céng ty TNHH | . - .| Mandal,
4. | DECOLGEN ® VEIZ057 | 08122019 | United International Fheey apleine BP 2016 Div) SLLab"inﬁw‘:m““ Visakhapatnam India
Pharma District, India-531
162 Chippada
Village, Andhra
Pradesh

" Thay di tiu chudn chét lugng dugc chit theo cong viin 56 5088/QLD-PK ngay 15/04/2017 cia Cuc Quén 1y Duge

@ Thay d6i tiéu chuan chat lugng dugc chat theo cdng viin 56 8091/QLD-PK ngay 12/06/2017 cia Cyc Quén 1y Dugc

© B sung co sir sdn xuat duge chit theo céng vin 56 8085/QLD-DK ngay 12/06/2017 ciia Cuc Quan Iy Duge

) Thay dgi co 8¢ sdn xudt duge chit Phenylephrine HCI theo cong vin sb 10020/QLD-PK ngdy 14/07/2017 cia Cyc Quén 1y Dirge
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L Ngay hét ; .
ST i 2 8 ?ﬂylféﬁ“hg higulyccis | Temcososinxult | Tennguyentign | TEMEMSER | rancoohgimxubt | Biachicososin | oo sin
T y ;:6 M| gidy dang ky thubc Jam thude uomg ¢ nguyén ligu xust nguyén lidu nguy
¢ luu hanh - nguyén ligu ligu
. No.71 West.
. Hubeci Huazhong
gy T USP 38 Pharmaceutical Co., g‘i‘a‘;“g;i’:;gﬁ' China
oro. ng ty TNHH b Lid. Zyang LAty,
5. | FERLIN® VD-19232- | 19/06/2018 | United International Thiemaie Hubei Province
13 Hydrochloride ;
Pharma i Emil-Barell-Str.3, D-
DSM Nutritional
USP 38 79639 Grenzach- Germany
Products GmbH
‘Wyhlen
Céng ty TNHH - Rue Gabriel-Péri,
6. | HYDRITE® VD-24047 | 171212020 | United International | o SOV EP 8.0 Solvay Carbonate | pOMBASLE-SUR- France
Pharma MEURTHE, 54110
4 68, Huangge
Cong ty TNEH DSM Lonza ;
7. | OBIMIN® VD-23517- | 05/00/2021 | United International |  Niacinamide USP 38 Guangzhou Nansha | Dédaobel, Nansha China
16 Pha District, Guangdong
rma Ltd.
511455
Plot No. L-6, MIDC
¢ - Cong ty TNHH . o . . : S S
VD-22058- S ; Trimetazidine Sharon Bio-Medicine | Taloja, Raigad-Dist, .
@ :
B. | PETRIMET MR 14 08/12/2019 Umledplntemahonal Dihydrochloride BP 2016 Lid. Maharashtra- India
harma 410208
Céng ty TNHH 2 Plot No. B5/B6
5. |sormuxTL® | VP93 | 19062018 | United Intermational | Carbocisteine EP 8.0 PhanmaZel (India) | MEPZ, Tambaram India
Pharma v d Chennai 600045
VD-23420- Cong ty TNHH Lianyungang Kangle | No.2, Huanan Road,
10.| MAXEDOQ ¢ 15 09/09/2020 | United International | Acetaminophen USP 39 Pharmaceutical Co., | Ganyu Economic China
Pharma Lad. Development Zone
VD-23420- Cong ty TNHH Lianyungang Kangle | No.2, Huanan Road,
11.| MAXEDQ 09 15 09/09/2020 | United International | Acetaminophen USP 39 Pharmaceutical Co., | Ganyu Economic China
Pharma Ld. Development Zone

) Thay 00i tiéu chudn chét lrong duoc chit theo cong viin 36 4836/QLD-DK ngay 22/03/2018 cia Cyc Quén 1y Dirge

©® Thay d6i co sér san xuft dugc chit theo cdng vian s6 20254/QLD-PK ngdy 01/12/2017 cia Cyc Quan ly Duge

™ Thay ddi ¢o s¢r san xuit dugc chit, c4p nhit tiéu chufin chit lugng dwge chit theo cong vin s6 5854/QLD-DK ngdy 04/04/2018 cia Cye Quin 1y Duge

* B3 sung co s& san xuft duge chit theo céng van s 20278/QLD-DK ngiy 01/12/2017 clia Cye Quién Iy Duec

@ Cap nhét tiéu chusn chit lwong duge chit theo cong van sb 20282/QLD-DK ngdy 01/12/2017 cia Cuc Quan 1y Duge

a0 Thay ¢8i co 8¢ sin xufit dugc chét, cfip nhit tiéu chuén chét lugng dugc chat theo cong vin 56 11294/QLD-BK ngay 15/06/2018 cua Cuc Quan ly Dugc

@D Thay di cor s& sin xuit duge chit, cap nhat tidu chuin chit lwong diroc chét theo cong vin 56 11297/QLD-BK ngay 15/06/2018 cita Cuc Quén Ly Duoce
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LAY 1 = Ngﬁy hét 14 2
86 giay ding o L i £ L gEs Tiéu chuin z . . . Tén nuwde sin
ST 4 z X hi¢u lyc cia | Tén co s& san xual Tén nguyén liéu 3 : Tén co s& sin xuit Dia chi co sé sdn :
Tén thud hru hdnh , : . hat 1 ) : :
T h e ky tlti:é 2 Bﬂ.alagu d:anfhky thude 1Am thudc & n;u:glﬁg:a nguyén liéu Xuit nguyén lidu xuﬁzltiléguuyén
A-1/401-402-403
Chi nhénh Cong 220 Industrial
Calcium STADA | VD-25981- ; ty TNHH Lién | Vitamin PP Amsal Chem .
| Vitamin C, PP 02 | 16 I3/112021 | poanh STADA- | (nicotinamide) EP86 | private Limiteg | Ankleshwar~393 India
VIET NAM 02
District Bharuch,
Gujarat
Chi nhénh Céng Via Benvenuto
Staclazide 30 MR. | VD-28559- ty TNHH Lién e Cellini 20 .
113. :
(15 17 19/09/2022 Doanh STADA- Gliclazide EP 8.0 Olon Sp.A. 20090 Segrate Ttalia
VIET NAM {Milano)
Céng ty TNHH Plot No. 322/4, 40
Diclofenac VD-18850- - Lién Doanh Diclofenac Amoli Organics Shed Arca, .
4| STADA Gel 19 13 01/0412019 | orADA-VIET | diethylamine BPA0LS | put. 1ed, G.ID.C., Vapi-396 Incia
NAM 195. Gujarat
; g 3 Topfond Western, Jiaotong
15| Qpespira LIMIU. | VD-25240- | 500005y | COnstycdpbdn | g pncin EP70 | Pharmaceutical Road, Yicheng China
dugc p Co.Lud District, Zhumadian
B 3 A Topfond Western, Jiaotong
16.| Opespira 3 MIu an | VD428~ | 530309y ﬁ;’g mpo*;f{}, Spitamyein EP7.0 | Pharmaceutical Road, Yicheng China
e Co.Lud District, Zhumadian
Lot No. 5901 Kanoria
i Chemical road, GIDC
17.| Neuropain (9 VD135 1 2200612002 gl C e Pregabalin 1P 2014 Reine Lifescience E”;‘;‘;ao“‘z'j%ﬁ’;‘?;f = India
Bharuch, Gujarat,
India.

2 Thay déi tiéu chuin chit hrong dugc chét theo céng vin sé 10013/QLD-DK ngay 14/07/2017 ciia Cuc Quén 1y Duge
tiép nhin: 2784/TDTN, ngay 30/10/2017.

U3 Thay ddi tén co sé s4n xuit duge chét theo hd so thay dbi chi chn thdng bao, n
(9 Thay @i tiéu chudn chit lugng dugc chét theo céng van s& 21037/QLD-PK ng

29/03/2018 cia Cyc Quan Iy Dugc

U7 Thay 48i tén va dia chi co s& sin xuat duge chit theo hd so thay doi chi cin thingNgGE
® Thay @i tén vi dja chi co s& san xufit duge chét theo hé so thay déi chi cin thong bAY

7 142
O,

VLI Ly

49 B sung co s& san xuidt duge chit theo cng vin sé 13404/QLD-DK nghy 13/07/2018 cia Cuc Quin ¥ Duoge;

3

. 3361/TDTN, ngay 15/12/2017
fhin: 3362/TDTN, ngay 15/12/2017

017 cua Cyuc Quén 1y Dugc; duy tri héu lyc SPK tai cong vin sb 5440/QLD-DK ngiy
) “,4'.‘ r's _.'I i




