BO GIAO THONG VAN TAI ~ CONG HOA XA HQI CHU NGHIA VIET NAM
CUCYTE Poc lap - Tu do - Hanh phiic

S6: ﬂf /CYT-NVYD&TTBYT Ha N, ngiy [ thing g nam 2015
V/v rat sb dang ky hru hanh thuéq ra

kl}(’)i danh muc céc thudc dugce cép

s0 dang kv luu hanh tai Viét Nam

Kinh gun:
- Céc Bénh vién, Phg‘)ng kham da khoa GTVT;
- Cac Trung tdm y té chuyén nganh GTVT.

Ngay 07/9/2015, Cuc Quan ly duge - Bo Y té ¢ céc Quyét dinh s6
493/QD-QLD, sb 494/Qb-QLD va ngay 09/9/2015 co Quyét dinh s6 515/Qb-
QLD vé vi€c rut s6 dang ky luu hanh thude ra khoi danh muc cac thube dugc
cap sb dang ky tai Viét Nam (c6 Danh muc kém theo). No6i dung cu thé clia cac
Quyét dinh duoc ding tai trén Website cia Cuc Y té Giao théng vén tai
http://cucytegiaothong.mt.gov.vn; chuyén muc Chi dao va hudng dan nghiép vu
y té.

Cuc Y t¢ GTVT théng bao dé cac don vi biét va thuc hién./. ¥4

Noi ahin: CUC TRUONG
- Nhu trén: /‘K;\ e
- Luu: VT, NVYD&TTBYT. -
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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Péc lap - Tu do - Hanh phiic
ss: 515 /QP-QLD Ha Néi, ngay (9thdng 9 ndm 2015
QUYET PINH

Vé viéc rit s dang ky luu hanh thudc ra khéi danh muc céc thuée
duoc cdp s6 dang ky tai Viét Nam

CUC TRUGNG CUC QUAN LY DUGC

Can c Luat Dugce ngay 14 thang 6 nam 2005;

Can c Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cia Chinh phii quy
dinh chifc nang, nhiém vu, quyén han va co céu té chitc cia B0 Y t&;

Cin ctt Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ctia BO trudng BO Y
t€ quy dinh chic niang, nhiém vu, quyén han va co c4u té chic clia Cuc Quan 1y
duoc thudoc Bo Y té;

Can ci Thong tu s§ 44/2014/TT-BYT ngay 25/11/2014 ctia B Y t€ Quy
dinh viéc dang ky thudc;

Can ctt cong vin s6 328/VKNTTW-KH ngay 05/6/2015 cha Vién Kiém
nghiém thuéc Trung uong kém theo két qua kiém nghiém cla 03 16 thudc
Pantopep-Dol, SDK: VN-12241-11 khong dat tiéu chuin chat luong vé chi tiéu
do hoa tan; |

Cin ci cong van s6 328/VKNTTW-KH ngay 05/6/2015 va cong van s6
1038/VKNTTW-KH ngay 18/12/2014 cta Vién Kiém nghiém thuéc Trung uong
kém theo két qua kiém nghiém cla 02 16 thu6c Emlocin 5, SDK: VN-14836-12
khong dat tiéu chudn chat luong vé chi tiéu ham lugng nuéc;

Xét dé nghi cta Trudng phong Quan 1y chét luong thudc va Trudng phong
Pang ky thudc - Cuc Quan 1y dugc,

QUYET PINH:

Piéu 1. Riit s6 ding ky ctia thudc ¢d tén trong Danh muc cic thudc it s6
dang ky do vi pham chét lugng ban hanh kém theo Quyét dinh nay.

* Ly do: Thu6c khong dat tiéu chudn chat lugng theo quy dinh vé quan ly
chat luong thudc cia BO Y té.

Diéu 2. Cong ty dang ky, nha san xuft cla cdc thudc néu trén phai phdi
hop v6i nha nhdp khidu, nha phan phdi thudc thuc hién viéc thu héi thudc
Pantopep-Dol theo ding quy dinh tai cong vian s6 10644/QLD-CL ngay
16/6/2015 va thu6c Emlocin 5 theo ding quy dinh tai cdc cong van s6
12239/QLD-CL ngay 08/7/2015 va 22162/QLD-CL ngay 18/12/2014 cla Cuc
Quan 1y dugc. '

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



Piéu 4. Gidm d6c S3 Y t€ cdc tinh, thanh phd truc thuoc Trung wong, cic
don vi kinh doanh thudc va Gidm ddc co s& ¢6 thudc néu tai Diéu 1 chiu trach
nhiém thi hanh Quyét dinh nay.

Noi nhédn:

- Nhu Diéu 4; '

- B6 trudng Nguyén Thi Kim Tién (dé b/c);

- Thi trudng Lé Quang Cudng (d€ b/c);

- Cuc Quan Y - B6 Quéc phbng, Cuc Y t&€ - Bo COng an;

- Cuc Y t&€ Giao thong v4n tai - B6 Giao théng van tai;

- Téng cuc Hai quan - B6 Tai chinh, Bio hiém Xa hoi Viet N SE
- Vu Phép ché&, Cuc Quén ly Y, Dugc 6 truyén, Cuc Quan [ (Khém,?
chita bénh, Thanh tra Bo Y t€, Vién KN thudc W, Vién thude- ",
TP. HCM; -

- Téng Cobng ty Duogc Viét Nam, Cic Cong ty XNK Dugc phdm;
- C4c Bénh vién & Vién c6 giudng bénh truc thudc Bo Y t¢; »
- Website Cuc QLD, Tap chi Dugc & My phdm-Cuc QLD; Truong Quodc Cudong
- Luu: VP, Céc Phong thudéc CQLD, DKT(12).




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

DANH MUC CAC THUGC RUT SO PANG KY DO VI PHAM CHAT LUONG
(Ban hanh k&ém theo Quyét dinh s6 /e /QD-QLD ngay (4 thing g nam 2015)

1. Cong ty ding Ky: Cong ty C8 phin Y té Tan Xuin Duyec (d/c: Tang 1, chung cu
CT3A4, DTM My Dinh 2, Xa My Dinh, Tir Liém, Ha Noi).

1.1. Nha san xuiat: Zim Laboratories Ltd. (d/c: B-21/22, M.ID.C. Area,
Kalmeshwar, 411 501, Dist. Nagpur, India).

STT Tén thude Hoat chit Dang bao ché S6 ding ky

Pantoprazole (dudi
dang Pantoprazole
1 | Pantopep-Dol sodium ‘
sesquihydrate)
40mg

Vién nér3 bao tan VN-12241-11
trong rudt

2. Cong ty dang ky: Vista Labs (d/c: 4535 Sahara Ave, Las Vegas, NV, USA).
2.1. Nha san xuit: Aegen Bioteck Pharma Private Ltd. (d/c: No 108,
Chandranagar, Palakkad-678007, Kerala, India).

STT Tén thudc Hoat chit Dang bao ché S6 diing ky
Amlodipine (dudi
2 | Emlocin 5 dang Amlodipine | Vién nang cing VN-14836-12
besilate) Smg

Truong Qudc Cudng



BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc lap - Tw do - Hanh phic
86:4[][7& /QD-QLD Ha Néi, ngay o tha’ngj nam 2015
QUYET PINH

Vé viéc rit s§ ding ky lwu hanh thudc ra khéi danh muc
cac thudc duge cip s6 ding ky tai Viét nam.

CUC TRUONG CUC QUAN LY DUQC

Can cu Ludt Dugc ngay 14 thang 6 ndm 2005;

Can ¢ Nghi dinh sé 63/2012/NP-CP ngay 31/8/2012 cta Chinh phi quy
dinh chirc ning, nhiém vu, quyén han va co cu té chirc cia Bo Y té;

Cin ctr Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ctia B trudng Bo Y té
quy dinh chirc ndng, nhiém vy, quyén han va co cu td chitc clia Cuc Quén ly Dugc
thudc B Y té;

Can ctr Thong tu sé 44/2014/TT-BYT ngay 25/11/2014 ctia B6 Y té quy dinh
viée dang ky thudc;

Xét dé nghi cua Trudng phong Thanh tra duge, m§ phim va Trudng phong
Piang ky thudc - Cuc Quan 1y Duoc,

QUYET PINH:

Piéu 1. Rit 15 sb dang ky thuc do Céng ty TNHH Thuong mai Quéc té An
Viét dimg tén ding ky ra khoi Danh muc céc thudc dugc cdp sb ding ky luu hanh
tai Viét Nam (Danh muyc ban hanh kém theo).

*Ly do: Céong ty khong thuc hién thay dbi cong ty dung tén dang ky thudc
khi hét han gidy chimg nhén du diéu kién kinh doanh thudc theo quy dinh hién
hanh.

Piéu 2. Cac thudc trong Danh muc ban hanh kém theo Quyét dinh nay da
nhép khdu vao Viét Nam trude ngay Quyét dinh nay cé hiéu lyc dugc tiép tuc luu
hanh dén hét han dung.

Piéu 3. Giao Céng‘ ty san xuét phbi ht,rp v6i Cong ty nhap khiu chiu trach
nhiém theo doéi vé chét lugng, an toan, hiéu qua cua cac thudc trén dang luu hanh
trén thi truong.

‘Piéu 4. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.



Piéu 5. Giam d6c S& Y té céc tinh, thanh phd truc thude Trung wong, Gidm
dbc cac don vi kinh doanh thude, Gidm déc co so diang ky va/hodc san xuét cac
thubc néu tai Piéu 1, 2, 3, 4 chiu trach nhiém thi hanh Quyét dinh nay.

Noi nhdn:

- Nhu Diéy 5;

- BT. Nguyén Thj Kim Tién (dé b/c);

- Céc Thir trudng ( dé b/c);

- Céac Ph¢6 Cuc trudéng Cuc QLD;

- Cuc Quan Y - B3 Quéc phong, Cuc Y té - B§ Cong an;

- Cuc Y té Giao thong vén tai - B§ Giao théng vén tai; Sty )
- Téng cuc Hai quan - B$ Tai chinh, Bao hiém X4 héi Viét T e
- Vu Phép ché, Cuc Quan ly Y, Dugc ¢b truye:‘:n, Cuc Quan ly'Kyam, = ’f,v" -
chita bénh, Thanh tra B§ Y té, Vién KN thudc TW, Vién KN thu z .

TP. HCM; Trwong Quoc Cwong
- Téng Céng ty Dugc Viét Nam, Hiép héi SXKD Dugc, Cac Cong ty

XNK Duogc phim;

- C4c Bénh vién & Vién c6 givdng bénh truc thudc BY Y té;

- Website Cuc QLD, Tap chi Dugc & M§ phém-Cuc QLD;

- B6 phdn mét cira — Cuc QLD; :

- Lwu: VP, QLKDD, QLCLT, TTrD-MP, DKT.
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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUANLY DUQC Poc lap - Tu do - Hanh phic

DANH MUC CAC THUOC BI RUT SO DANG KY DO CONG TY TNHH
THUONG MAI QUOC TE AN VIET PUNG TEN PANG KY
(Ban hanh kem theo Quyét dinh s6 4/ 34 /QD-QLD ngay ¢Fthang ¢ nam 2015)

1. Cong ty dang ky: Cong ty TNHH Thwong mai Quéc té An Vigt (@/c: 4-9-02 Conic
Dinh Khiém, Puong Nguyén Vin Linh, X@ Phong Phu, Huyén Binh Chdnh, TP. H6 Chi
Minh). -

1.1. Nha san xuat: Alkem Laboratories Ltd. (P/c: Vill. Thana, Baddi, Disst. Solan. (HP),
India).

STT | Tén thube Hoat chit Dang bao ché S6 ding ky

Cefpodoxime (dudi
1 | Cacef-200 dang Cefpodoxime Vién nén bao phim | VN-10153-10

proxetil) 200mg
Cefpodoxime (dudi
Redcef-DT- .
2 100 dang Cefpodoxime Vién nén phén tn VN-10154-10

proxetil) 100mg

1.2. Nha san xuit: Baroque Pharmaceuticals Pvt. Ltd. (P/c: 192/2 Sokhada-388620,
Taluka-Khambhat, Dist: Anand (Gujarat), India).

STT | Tén thubc Hoat chit Dang bao ché S6 dang ky

3 | Trom 250 Azithromycin 250mg | Vién nén bao phim | VN-10155-10

1.3. Nha san xuat: Biopharma Laboratories Ltd. (B/c: A-116, BSCIC Industrial Estate,
Tongi Gazipur, Bangladesh).

STT | Tén thube Hoat chit Dang bao ché S6 ding ky
(Nhom oxide 3,5g; N
4 | Biocid-MH | Magne hydroxide 2g)/ | Hon dich VN-10021-10
100ml

5 | Lifcin-500 | Levofloxacin 500mg Vién nén bao phim | VN-10022-10

Vitamin B Complex,
Vitamin C, Vitamin
6 | Biovit Drop | D3, Vitamin A, ‘Sird VN-12262-11
Calcium, D-
Pantothenate
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1.4. Nha san xuat: Bravo Healthcare Ltd. (D/c: 223/2, Umbre, Khopoli Pali Road, Tal.

Khalapur, Dist. Raigad 410 203, Maharashtra, India).

STT | Tén thubc Hoat chit Dang bao ché S6 ding ky
Glucosamine sulfate
Glucosamin potassium chloride
7 |esulfare | (wong duong Vién nén bao phim | VN-14550-12
tablets 565,43mg
Glucosamine sulfate)
750mg

1.5. Nha san xuat: CSPC Zhongnuo Pharmaceutical (Shijiazhuang) Co., Ltd. (P/c: No.

188, Gongnong Road, Shijiazhuang, China).

STT

Tén thube

Hoat chat

Dang bao ché

S6 ding ky

Hiloxin

Ceftriaxone (duéi dang
Ceftriaxone Sodium)

Bt pha tiém

VN-12358-11

Saxtel 1gm

Cefotaxime (dudi dang
Cefotaxime Sodium)

lg

Bt pha tiém

VN-12359-11

10

Sefdin 1GM

Cefoperazone (dudi
dang Cefoperazone
sodium) 0,5g;
Sulbactam (dudi dang
Sulbactam sodium)
0,5g

Bot pha tiém

VN-14516-12

1.6. Nha san xuét: Nectar Lifesciences Ltd. (D/c: Village Bhatoli Kalan, Baddi, Tehsil

Nalagarh, Distt.Sola, Himachal Pradesh, India).

STT

Tén thude

Hoat chit

Dang bao ché

S6 ding ky

11

Nepotel-100

Cefpodoxim (duéi
dang Cefpodoxim
proxetil) 100mg

Vién nén bao phim

VN-12954-11

12

Nepotel-200

Cefpodoxim (dudi
dang Cefpodoxim
proxetil) 200mg

Vién nén bao phim

VN-12955-11

1.7. Nha san xudt: Replica Remedies (P/c: 190/1, Sokhada, Cambay-388 620, District

Anand, Gujarat state, India).

STT | Tén thube Hoat chit Dang bao ché S6 dang ky
. Metformin Vién nén khong

13 | Metmin-500 Hydrochloride 500mg | bao VN-10954-10

14 | Syratid-10 | Loratadine 10mg X;Z’n nénkhong | y\.10955-10
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1.8. Nha san xuit: Vision Pharmaceuticals (BP/e: 4-22, MI1D.C., Additonal Ambarpath-
421501, Dist-Thane, India).

STT

Tén thubce

Hoat chat Dang bao ché S6 ding ky

15

Prozink

Ferric amonium citrat,
acid folic, Thiamine
Hydrochloride,
Pyridoxine HC], L-

Lysine

monoHydrochloride,
calcium lactate,
'| cyanocobalamin, D-

panthenol...

Sird VN-15874-12

CUC TRUONG

“*’r: - z
\‘“"’/tl“nwng Quoc Cudng
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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPgc lap - Tu do - Hanh phic
sé: 495 /QP-QLD " Ha Ngi, ngay %4 thdngd ndm 2015

CUC Y TE GIAO THONG VAN T~
"CONG VAN DEN

~ QUYETPINH 15 -09- 2015
s Veé viéc rit sé ding ky lru hanh thudc ra khéildanh muc 565/ \
%%/’n NV u cic thude dwgc cip sb ding ky tai Vist na®i- -~ // """"
/ ’
% CUC TRUOGNG CUC QUAN LY DUQC

Can ctr Luat Dugc ngay 14 thang 6 nam 2005;

Cin cr Nghi dinh s§ 63/2012/ND-CP ngay 31/8/2012 cta Chinh phii quy
dinh chirc ning, nhiém vu, quyén han va co cAu t chirc ctia BO Y té;

Can ctr Quyét dinh s 3861/QD-BYT ngay 30/9/2013 ctia B trudng Bo Y té
quy dinh chirc nidng, nhiém vu, quyén han va co ciu tb chirc cia Cuc Quan Iy Dugc
thudc B Y té;

Can cir Thong tur s6 44/2014/TT-BYT ngay 25/11/2014 cia B§ Y té quy dinh
viéc dang ky thubc;

Xét & nghi cia Truéng phong Thanh tra duge, my phdm va Trudng phong
Ping ky thude - Cuc Quan Iy Duoc,

~ QUYET PINH:

Pidu 1. Rat 11 sb ding ky thubc do Céng ty Wuhan Grand Pharmaceutical
Group Co., Ltd dtng tén ding ky ra khoi Danh muc céc thube dugc cip sb dang ky
luu hanh tai Viét Nam (Danh muc ban hanh kém theo).

*Ly do: Coéng ty khéng thuc hién thay ddi cong ty dimg tén ding ky thudc
khi hét han gidy phép hoat dong cua doanh nghiép nudc ngoai vé thubc va nguyén
lidu lam thudc tai Viét Nam theo quy dinh hién hanh.

Piéu 2. Céc thudc trong Danh muc ban hanh kém theo Quyét dinh nay da
nhap khiu vao Viét Nam trude ngay Quyét dinh nay ¢ hidu luc duoc tiép tuc luu
hanh dén hét han ding.

Piéu 3. Giao Coéng ty san xuit phdi hop véi Cong ty nhap khau chiu trach
nhiém theo ddi v& chét lugng, an toan, hidu qua cua cac thubc trén dang luu hanh
trén thi trudng. |

Piéu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.



Piéu 5. Gidm ddc S& Y té cac tinh, thanh phé truc thudc Trung wong, Gidm
dbc cac don vi kinh doanh thudc, Gidm dbc co s& ding ky va/hodc san xuét céc
thubc néu tai Pidu 1, 2, 3, 4 chju tréch nhiém thi hanh Quyét dinh nay. /

Noinhgn:

- Nhir Biéu 5;

- BT. Nguyén Thj Kim Tién (& b/c);

- Céc Thir trudng ( dé b/c);

- Céc Ph6 Cuc truéng Cuc QLD;

- Cuc Quan Y - B4 Quéc phong, CucY té - BO Cong an;
- Cuc Y té Giao théng van tai - B Giao théng vén tai; \
- Téng cuc Hai quan - BS Tai chinh, Bao hiém Xi hoi Viét Nady <, -
- Vu Phap ché, Cuc Quan Iy Y, Dugc ¢ truyén, Cuc Quan 1y K@,
chita bénh, Thanh tra B4 Y té, Vién KN thuéc TW, Vién KN thuoc ” ; .

TP. HCM; Trwong Quoc Cuwong
- Téng Céng ty Duoc Viét Nam, Hiép hoi SXKD Dugc, Céc Cong ty

XNK Dugc phém;

- Cé4c Bénh vién & Vién c6 giwdng bénh truc thusc By Y té;

- Website Cuc QLD, Tap chi Dugc & M§ phdm-Cuc QLD;

- B4 phén moét ctra — Cuc QLD;

- Lwu: VP, QLKDD, QLCLT, TTrD-MP, BKT.
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BOY TE

CUC QUAN LY DUGQC

CONG HOA XA HQI CHU NGHIA VIET NAM

Poc lap - Tw do - Hanh phic

DANH MUC CAC THUOC BI RUT SO PANG KY DO CONG TY WUHAN GRAND
PHARMACEUTICAL GROUP CO., LTD. PUNG TEN PANG KY
(Ban hanh kém theo Quyét dinh s6 £93 /QD-QLD ngay /7 thang ¢ nim 2015)

1. Cong ty dang ky: Wuhan Grand Pharmaceutical Group Co., Ltd. (d/c: No. 5
Gutian Road, Whuhan, China).

1.1. Nha san xuit: CSPC Zhongnuo Pharmaceutical (Shijiazhuang) Co., Ltd (d/c:
No. 188, Gongnong Road, Shijiazhuang, China).

S6 diang ky

Injection

STT | Tén thubce Hoat chit Dang bao ché -
Methylpred
nisolone Methylprednisolone
Sodium (duéi dang Bot dong khoé pha : )
! Succinate | Methylprednisolone tiém VN-12731-11
for sodium succinate) 40mg

1.2. Nha san xuat: Famar S.A (d/c: 48 km National Road Athens-Lamia 190 11
Avlonas Attikis, Greece).

STT | Tén thubc Hoat chit Dang bao ché S6 diang ky
Nelabocin | Cefuroxim (dudi dang A . : i
2 500mg Cefuroxim Acetil) 500mg Vién nén bao phim | VN-14393-11

1.3. Nha san xuit: Jin Yang Pharm. Co., Ltd.

Kyunggi-Do, Korea).

(dlc: 649-3, Choji-Dong, Ansan-Si,

STT | Tén thube Hoat chit Dang bao ché S6 dang ky

Pioglitazone (dudi dang

3 | Greenpio Pioglitazone Vién nén VN-12733-11
hydrochloride) 15mg
Propiverige a :

4 | Conemun hydrochlotide 20mg Vién nén bao phim | VN-12732-11

5 |Jinsino | Lisinopriki0mg Vién nén 'VN-12734-11

6 | Jinfif Talniflumate 370mg Vién nén bao phim | VN-14397-11
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1.4. Nha san xuit: Shandong Reyoung Pharmaceutical Co., Ltd. (d/c: No 6
Erlangshan Road, Yiyuan County, Shandong Province, China).

STT | Tén thubc Hoat chét Dang bao ché S6 dang ky

Cefoperazone (dudi dang
Cefoperazone sodium)

7 | Lydocef 0,5g; Sulbactam (dudi Bot pha tiém VN-16090-12
dang Sulbactam sodium) :

0,5g

1.5. Nha san xuit: Shijiazhuang Peace Ph.ahrma‘ceutical Factory (d/c: No.16
Zhongshan Road, Ciaoshi, shijiazhuang city, Hebei, China).

STT | Tén thubc Hoat chit Dang bao ché S6 dang ky
Paracetamol 325mg; ) 3 .
8 | Panmipe thiamine nitrate 10mg; C?m ‘pha hon dich VN-14838-12
chlopheniramin maleat udng
2mg

1.6. Nha san xuat: Wuhan Grand Pharmaceutical Group Co., Ltd. (d/c: No. 5
Gutian Road, Wuhan, China).

STT | Tén thubc Hoat chit Dang bao ché S6 dang ky

Lincomycin Lincomycin (duéi dang

9 ﬁzdmcm"r Lincomycin Vién nang VN-10630-10
Hydrochloride) 500mg
capsules
. Vitamin B1 50mg ar AA A 2R
Neuvit B, . ’ Bot déng kho de '
10 15000 Vitamin B6 250mg, pha tiém VN-11650-10

Vitamin B12 5000mcg

1.7. Nha san xuat: Laboratorios Atral S.A. (Fab) (d/c: Vala do Carregado 2600-
726 Castanheira do Ribatejo, Portugal).

STT | Tén thudc Hoat chit Dang bao ché S6 dang ky

11 | Seracop Ceftazidime 1g Bét pha tiém VN-12743-11

A
7

CUC TRUOXG

Trwong Quéc Cudng
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic
Sé: 546 /QP-QLD Ha N§i, ngay ©¢ thang g ndm 2015
QUYET PINH

vé viéc dinh chi lvu hanh, thu hdi va rit sé ding ky lwu hanh thubc ra kh

JBANEGAO T THONG VAN TA
CCONG VAN O

danh muc cic thuée dugc cap sb dang ky tai Vi

o |
' / CUC TRUONG CUC QUAN LY DUQ
/

Cén ct Luat Dugc ngay 14 thang 6 nim 2005;

Céan clir Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cta Chinh phu quy
dinh chtrc néng, nhiém vu, quyén han va co ciu td chirc clia BoY té;

Cin ctr Quyét dinh sé 3861/QD-BYT ngay 30/9/2013 ctia BY truong B Y 16
quy dinh chirc néng, nhiém vu, quyén han va co cu té chirc cia Cuc Quan ly Dugce
thuoc B6 Y té;

Cén ¢t Thong tu s6 44/2014/TT-BYT ngdy 25/11/2014 ctia BO Y té quy dinh
viéc ding ky thubc;

Xét d& nghi cua Truéng phong Thanh tra duge, m§ phim, Trudng phong
Quan ly chét luong thubc va Trudng phong Piang ky thudc - Cuc Quan ly Duoc,

QUYET PINH:

Pidu 1. Rut sb ding ky thubc vién nén Asmin (Theophylin 109mg,
Phenobarbital 8mg, Ephedrin HCI 25 mg) SPK VD-17028-12 do Cbng ty ¢b phan
dugc pham trung wong 25 dung tén dang ky, san xuit ra khéi Danh muc céc thudc
duoc cap sb dang ky Iuu hanh tai Viét Nam.

*Ly do: Thudc dugc san xudt khéng ding véi hd so ding ky luu hanh di
dugc Bo Y té xét duyét.

Dicu 2. Dinh chi Iuru hanh trén toan quéc va thu hdi toan bd thuéc Asmin néu
trén.

Piéu 3. Giao cho co 5o déng ky, san xuét, kinh doanh thudc Asmin néu trén
thuc hién théng bao thu hdi, thu hdi va béo céo két qua thu hdi thudc theo quy dinh
tai Théng tu sb 09/2010/TT-BYT ngay 28/4/2010 ctia B6 Y té hudng din quan ly
chét lugng thube.

Piéu 4. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh.



Piéu 5. Giam dbc S& Y té céc tinh, thanh phd truc thude Trung wong, Gidm
dbc céc don vi kinh doanh thube, Giam dbc co sé dang ky va/hodc san xut thudc
Asmin néu tai Didu 1, 2 chju trach nhiém thi hanh Quyét dinh nay.

Noi nhdn:

- Nhu Diéu 5;

- BT. Nguyén Thi Kim Tién (dé b/c);

- Céc Thir trudng ( dé b/c);

- Céc Phé Cuc truéng Cuc QLD;

-CucQuénY -Bo Québc phong, Cuc'Y té - B6 Coéng an;

- Cuc Y té Giao thong v4n ti - B Giao théng vAn tai;

- Tong cuc Hai quan - B Tai chinh, Bao hiém X4 hdi Viét
- Vu Phép ché, Cuc Quaén ly Y, Dugc cb truyén, Cuc Quan Iy X{fém, ~777 °
chita bénh, Thanh tra B Y té, Vién KN thudc TW, Vién KN thiemes P .

TP. HCM; Truwong Quoc Cuong
- Téng Céng ty Dugc Viét Nam, Hiép hdi SXKD Dugc, Céc Cong ty

XNK Dugc phém;

- Chc Bénh vién & Vién c6 giwdng bénh truc thudc Bo Y té;

- Website Cuc QLD, Tap chi Dugc & M§ phim-Cuc QLD;

- B phan mét ctra — Cuc QLD;

- Luu: VP, QLKDD, QLCLT, TTrD-MP, DKT.
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