BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUANLY DUGC Poc lap - Tu do - Hanh phic
S6: ZLLC{'{ /Qb-QLD Ha N¢i, n gdy,f_g“thcing y ndm 2014
Y1 ‘
QUYET PINH

Vé viéc riit s6 dang ky huu hanh thudc ra khéi danh muc cac thudc
duoc cap s0 dang ky tai Viét Nam

CUC TRUGNG CUC QUAN LY DUQC

Can cit Luat Duge ngay 14 thdng 6 nam 2005;

Can ctt Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ciia Chinh phl quy
dinh chifc nang, nhiém vu, quyén han va co céu t8 chic clia BO Y t€;

Can ctt Nghi dinh s6 176/2013/ND-CP ngay 14/11/2013 cta Chinh pha quy
dinh x{t phat vi pham hanh chinh trong Iinh virc y t&;

Cian ctt Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cha Bo trudng Bo Y t€
quy dinh chic nang, nhiém vy, quyén han va co ¢4t t6 chic clia Cuc Quéan 1y duge
thuoc BO Y té;

Can ctt Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cia B6 Y t€ quy dinh
viéc diang ky thudc;

Can ¢t Thong tu s6 09/2010/TT-BYT ngay 28/04/2010 cia By Y t€ huéng
din viéc quan 1y chat lugng thudc; :

Xét dé nghi ctia Phu trach phong Quan 1y chét lugng thude, Phu trach phdng
Thanh tra dugc, my phdm va Trudng phdng Pang ky thuéc - Cuc Quan 1y duoc,

'QUYET PINH:

Piéu 1. Riit s6 ding ky cha céc thudc con hiéu luc trong Danh muc ban hanh
kém theo Quyét dinh nay ra khéi Danh muc cic thuc dugc cdp s6 ding ky hwu
hanh tai Viét Nam.

* L§ do: Thubc khong dat tiéu chudn chét lugng theo quy dinh vé€ quén 1y
chét lugng thude cua Bo Y t€.

Piéu 2. Ngimg ti€p nhan hé so diang ky 14n déu, hé so dang k¥ lai va khéng
c4p s6 dang ky luu hanh thu6c déi véi céc hé so dd nop clia Nha sdn xuit Robinson
Pharma INC., USA vi/hoic ctia Cong ty c6 phdn dugc phém Imexpharm ding tén
dang ky d6i véi thube nude ngoai.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Gidm d6c SO Y t& céc tinh, thanh phd tryc thuéc Trung uong, Gidm
déc céc don vi kinh doanh thu6c, Gidm d6c co s& dang ky va/hodc nha sdn xudt cic
thu6c néu tai Diéu 1 va 2 chiu trich nhiém thi hanh Quyét dinh nay.

Noi nhédn:

- Nhu Piéu 4;

- BT. Nguyé&n Thi Kim Tién (dé b/c);

- Cuc Quan Y - B6 Quéc phong, Cyc Y & - B6 Cong an;
- Cic Y 1€ Giao théng vin tdi - B6 Giao théng van tai;

- Téng cuc Hai quan - B Tai chinh, Bio hiém X& hoi Viét Nam,
- Vy Phép ché, Cuc Quén 1y Y, Dugc o8 truyén, Cyc Quan 1f-
chita bénh, Thanh tra B Y t€, Vién KN thuéc TW, Vién Kiy
TP. HCM; >
- Téng Cong ty Duge Viét Nam, Céc Cong ty XNK Duge phim; Sy

- Céc Bénh vién & Vién c6 giuvdng bénh truc thude B6 Y 1€;
- Website Cuc QLD, Tap chi Dugce & M§ phdm-Cuc QLD;
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BOY TE
CUC QUAN LY DUGC

CONG HOA XA HOI CHU NGHIA VIET NAM
Déc lap - Tu do - Hanh phiic

DANH MUC CAC THUOC RUT SO PANG KY DO VI PHAM CHAT LUONG
(Ban hanh kém theo Quyét dinh s6 444 /QD-QLD ngay /5 thdng ¢ nim 2014)

1. Cong ty dang ky: Céng ty Cé phin Duge phim Imexpharm (d/c:S6'4, duong
30/4, Thanh phé Cao Lanh, Tinh Dong Thdp).
1.1. Nha san xuét: Robinson Pharma INC. (d/c: 2632-2638 S.Croddy Way, Santa
Ana CA 92704, USA).

STT Tén thudc Hoat chit Dang bao ché S6 dang ky
Vitamin 3B Céc Vitamin B1, B6, i 3
1 Sofigel B12 Vién nang mém | VN-5063-10
Potassium chloride;
Glucosamine
2 | Glucosamin Potassium Sulfate; Vién nang ¢img VN-10810-10
Chondroitin Sodium
sulfate
3 | Shark Cartiligins | Bt sun cd mdp Viénnang mém | VN-10811-10
Trle Soengh | e,
4 | Glucosamine ydroshiorce, Vién nén VN-8477-09
.. Chondroitin sulphate
Chondroitin .
sodium
5 | Aloe Vera £ e vera 0 dae Viénnang mém | VN-5901-08 )

(*): SO dang ky thudc da hét hiéu luc.,
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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY bUGQC Poc lap - Tu do - Hanh phiic
S6: 4o /QD-QLD Ha N¢i, ngay 45 thdng ¢ ndm 2014
QUYET PINH

{ Ry GVe’meb rut s6 dang ky luu hanh thudc ra khéi danh muc cac thuoc
duoc cip so ding ky tai Viét Nam

|
BH‘4 gty LI | f CUC TRUOGNG CUC QUAN LY DUGC

[( heyéin _...__...._.Can-cu-l.uat Dugc ngay 14 thédng 6 nam 2005;

Can ctr Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cua Chinh phli quy dinh
chitc nang, nhiém vu, quyén han va co cdu t6 chic cha B6 Y t&;

Cin ci Ngh1 dinh s6 176/2013/ND-CP ngay 14/11/2013 cha Chinh phd quy
dinh xir phat vi pham hanh chinh trong linh vuc y t&;

Can cf Quyé€t dinh s6 3861/QD-BYT ngay 30/9/2013 cta B6 trudng Bo Y t&
quy dinh chifc nang, nhiém vu, quyén han va co cfu t6 chitc cia Cac Quan 1§ duoc
thudéc B6 Y t€;

Can ci Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 ciia B6 Y t€ quy dinh
viéc dang ky thudc;

Can cit Thong tu s6 09/2010/TT-BYT ngay 28/04/2010 ciia B Y t€ huéng din
viéc quan 1§ chét lu'ong thudc;

Xét dé nghij caa Phu trach phong Quan Iy chat luong thu6c, Phu trach phong
Thanh tra dugce, my phdm va Trudng phong Pang ky thuéc - Cuc Quan 1y dugc,

QUYET PINH:

biéu 1. Rit s6 dang ky cia cdc thu6c con hiéu lgc trong Danh muc ban hinh
kém theo Quyét dinh ndy ra khéi Danh myc céc thuéc duge c4p s6 ding ky Iuu hanh
tai Viét Nam.

* Ly do: ThuSc khéng dat tiéu chufn chét lugng theo quy dinh vé quan 1y chét
lvong thu6c ctia Bo Y té&.

Diéu 2. Ngimg ti€p nhan hé so ding ky 14n ddu, hé so déng ky lai va khéng c4p
s6 déng k¥ luu hanh thubc d6i véi céc h6 so dd ndp cia cic cong ty ding ky vi/hoic
nha san xudt c6 tén trong Danh muc ban hanh kém theo Quyét dinh nay.

Diéu 3. Quyét dinh nay c6 hiéu Iuc ké tir ngay ky ban hanh.

Diéu 4. Giam d6c S¢ Y t€ cdc tinh, thanh ph6 truc thuéc Trung wong, Gidm déc
céc don vi kinh doanh thuéc, Gidm d6c co s& dang k¥ va/hoidc nha sin xuft c4c thusc
néu tai Diéu 1 va 2 chiu trdch nhiém thi hanh Quyét dinh nay.

4

Noi nhdn:

- Nhu Diéu 4;

- BT. Nguyén Thi Kim Tién (d€ b/c);
- Cuc Quan Y - B4 Qudc phdng, Cuc Y t£ - B4 Céng an;
- Cuc Y t€ Giao théng vén tii - B Giao thong vén tdi; F oo~
- Téng cuc Hai quan - Bo Tai chinh, Bdo hiém X& hoi Viet Nam{l %/,
- Vu Phép ché, Cuc Quan Iy Y, Duoc b truyén, Cuc Quan Iy '

TP. HCM;
- Téng Céng ty Dugc Viét Nam, Cée Cong ty XNK Dugc phdm; e fe
- Céc Bénh vién & Vién c6 giudtmg bénh true thuoc Bo Y et

- Website Cuc QLD, Tap chi Dugc & My phdm-Cuc QLD; .

- Lwu: VP, QLKDD, QLCLT, TTiD-MP. PKT(12). Truong Quéc Cudneg




CONG HOA XA HOI CHU NGHIA VIET NAM

BOYTE
Péc lap - Tu do - Hanh phiic

CUC QUAN LY DUGC

DANH MUC CAC THUGC RUT SO PANG KY DO VI PHAM CHAT LUGNG
(Ban hanh kém theo Quyét dinh s6 440 /QD-QLD ngay 4§ thdng ¢ nam 2014)

1. Cong ty dang ky: Amoli Enterprises Ltd. (d/c: Room 1101, Paramount Bld., 12
Ka Yip Str., Chaiwan, Hong Kong).

1.1. Nha sin xuat: Umedica Laboratories Pvt., Ltd. (d/c: Plot No. 221, GI.D.C.,
Vapi 396195 Gujarat, India).

STT Tén thuc Hoat chit Dang bao ché $6 diang ky
Ethambutol s n
1 | Umed-Etham 400 Hydrochloride Vién nén VN-15196-12
Linmycine Lincomycin C 1 n
2 600mg/2ml hydrochloride Dung dich tiém VN-14897-12
Ciprofloxacin Ciprofloxacin
3 | Tablets USP P . Vién nén bao phim | VN-8882-04®
hydrochloride
500mg
4
Max-Rifa 300 Rifampicin Vién nang cung VN-2098-06"
5 Cefixime
» - [y I _ _ (#)
Umexim-100 trihydrate Vién nang cing VN-3362-07

2. Cong ty diang ky: Marksans Pharma Ltd. (d/c: 21st floor Lotus Business Park,
Off new Link Road, Andheri (W), Mumbai, 400053, India).

2.1. Nha san xuvat: Marksans Pharma Ltd. (d/c: J-76 M.I.D.C. Tarapur, Taluka
Palghar, Thane district-401506, India).

STT Tén thude Hoat chit Dang bao ché S6 ding ky
6 | Furomarksans 750 { Cefuroxime natri | Bt pha tiém VN-9280-09
7 | C-Marksans 200 Cefixime Vién nén bao phim | VN-5496-10
8 | Markimesops | Celpodoxime Botphahondich |y 5503.19

proxetil udng
9 | Loramark Loratadine Vién nén VN-11174-10
10 | Ferromark Phuc hop sucrose | iy )0 gich iém | VN-14251-11
hydroxide sit




3. Cong ty ding ky: Yeva Therapeutics Pvt.,, Ltd. (d/c: 108, Shiv Chambers,
plot.No.21, C.B.D Sector I, Belapur, New Bombay-400 703, India).
3.1. Nha san xuit: Cure Medicines (I} Pvt., Ltd. (d/c: C-12/13, MI.D.C., Bhosari,
pune - 411026, India).

STT Tén thude Hoat chit Dang bao ché S4 ding ky
Amlodipine
11 | Amlofresh besilate, Vién nén bao phim | VN-10654-10
Atovastatin
Calcium
Vién nén bao tan
trong ruft
Rabeprazole; (Rabeprazole);
12 | H Pykotif Kit Clarithromycin; | Vién nén bao phim | VN-13446-11
Tinidazole (Clarithromycin);
Vién nén bao phim
(Tinidazole)
Silymarin, :
Thiamine nitrate,
Riboflavin,
13 | Hepnol Pyridoxine Vién nang cing VN-14852-12
hydrochloride,
Nicotinamide, Ca
Pantothenate
Esomeprazole -
14 | Somelux 40 magnesium s nén tba° a0 | yN-12788-11
dihydrate Oong re
15 | Nilsu Flunarizin Vién nén VN-12119-11

4. Cong ty dang ky: Medley Pharmaceuticals Ltd. (d/c: Medley House, D-2, MIDC
Area, Andheri (East), Mumbai 400093, India).
4.1, Nha san xuét: Medley Pharmaceuticals Ltd. (d/c: Plot No 18&19 Survey No
37817&8, 379/2 &3 Zari Causeway Road, Kachigam, Daman, India).

maleate.

STT Tén thudc Hoat chit Dang bao ché Sé ding ky
. Cetirizine .a . ')
16 | Cemediz dyhydrochloride Vién nén bao phim | VN-9131-04
17 . . - .
Primodil-5 tablets | ~>mi0dipin Vién nén VN-7260-08
besylate
18 .
Roxley 150 tablet | Roxithromycin Vién nén bao phim | VN-7262-08""
19 Vién nén ban
ngay:
Coldrid tablets | Laracetamol, i yren nen VN-7254-08"
Chlorpheniramine




HCI, caffeine;
Vién nén ban
dém: Paracetamol,
Chlorpheniramine
maleate,
phenylephrine
HCI

(*): S6 dang ky thu6c di hét hiéu lyc. /

Truong Quic Cuong
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