UBND TINH KHANH HOA CONG HOA XA HOI CHU NGHIA VIET NAM
SOYTE Doc lap - Tw do - Hanli Phiic

$6: A0 /SYT-NVD Khdnh Hoa, ngay 28 thing 9 nam 2015
V/v 1l 56 ddng ky luu hanh thudce ra khoi
dant muc céc thude dugce cép SBK tai
Viét Nam; dinh chi luu hanh thudc; tam
ngimg sir dung thudc Hadubaris

Kinh gui:
- Céc donvi Y tétrong tinh;
- Bénh vién 22/12; Bénh vién Tam tri; BV Mét-Sai
Gon-Nha Trang; Céac phong kham da khoa;
- Phong Y té huy%n, thi, thanh phé;
- Céc co so kinh doanh duoc.

S& Y té nhan duogce cac van ban cta Cuc Quan ly Dugc, gébm: Quyét dinh sd
483/QP-QLD ngay 04/9/2015; Quyét dinh s6 493/QP-QLD ngay 07/9/2015;
Quyét dinh s6 494/QD-QLD ngay 07/9/2015; Quyét dinh sb 516/QDP-QLD ngay
09/9/2015; Quyét dinh sb 524/QD-QLD ngay 11/9/2015; Quyét dinh sé 526/QD-
QLD ngay 11/9/2015 vé viée rit sb dang ky va dinh chi luu hanh thude; vin ban sd
10644/QLD-CL ngay 16/6/2015 vé viéc dinh chi luu hanh thudc khong dat ti€u
chuan chit lwong va vin ban sé 17690/QLD-CL ngdy 17/9/2015 vé viéc tam
ngimg st dung thudc Hadubaris, sb ding ky: VD-18438-13 do cong ty CP Dugc-
VTYT Hai Duong san xudt, S& Y t& yéu cau cac don vi, cdc co sé kinh doanh

duogc tai vdn ban tai dia chi: www.syt.khanhhoa.gov.vn (Muc Vin ban S¢ Y té) dé

trién khai thuc hién.

Céc don vi, c4c co s¢ kinh doanh duge thuc hién viée thu hdi dbi véi cac
thude bi rit sé ding ky va dinh chi luu hanh néu tai cac van ban néu trén theo dung
quy dinh tai Thong tu 09/2010/TT-BYT ngay 28 thang 4 nim 2010 “Hudng dan
viéc quan 1y chit lwong thudc” va béo cdo két qua vé S& Y té (néu co).

Thanh tra S&, Phong Nghiép vu Dugc, Trung tdm kiém nghiém va Phong Y

té huyén, thi x4, thanh phd c6 trach nhiém kiém tra, gidm sét cac don vi thuc hién




thong bao nay; xi ly cac don vi vi pham theo quy dinh hién hanh, bdo cdo S&'Y té.
Yéu céu cac co quan, don vi, cic co s& kinh doanh dugc nghiém tuc thuc

hién./.; \
ety

Noi nhgn: <TGIAM POC .
-Nhur trén; Y 'O GIAM DOC
-Lanh dao S&;

-NVY, Thanh tra S&;

-Hoi HNYTTN;

-Bao Khanh Hoa (nha bao Thao Ly);
-Luu: VT, NVD.

Lam Quang Chifng



BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phic
86: 4¢3 /QP-QLD Ha Noi, ngayps] - thang 7 ndm 2015
QUYET PINH

Vé viéc tam ngirng tiép nhan méi ho so ding ky thubc, tam ngirng cip sb
ding ky thudc va rit sé ding ky lwu hanh thuéc ra khéi danh muc

SOV TR CINH KNI 1O |

cac thudc dwge cap so dang ky tai Viét nam.

CUC TRUGONG CUC QUAN LY DUQC

Can ¢u Luéat Dugc nga‘ly 14 thang 6 nam 2005;

Can cir Nghi dinh sé 63/2012/ND-CP ngay 31/8/2012 cua Chinh phu quy
dinh chirc ndng, nhiém vu, quyen han va co cdu t6 chirc clia B§ Y té;

Can ctr Quyét dinh sé 3861/QD-BYT ngay 30/9/2013 ctia B6 truéng Bo Y.té
quy dinh chirc nang, nhiém vu, quyén han va co cdu td chirc clia Cuc Quén ly Duoc
thudc Bo Y té;

Can ctr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ctia B§ Y t& quy dinh
viée dang ky thude;

Can cr Théng tu s6 09/2010/TT-BYT ngay 28/04/2010 ctia Bo Y té huéng
dan viéc quan ly chét luong thudc;

Xét @& nghi cta Trudng phong Thanh tra dugc, my phim, Truong phong
Ding ky thubc va Trudng phong Quan ly chét luong thudc - Cuc Quan ly Dugec,

QUYET PINH:

Piéu 1. Rut sb dang ky thubc vién nang cung Emlocin 5 (Amlodipine 5mg),
SDK VN-14836-12 do Cong ty Aegen Bioteck Pharma Private Limited India san
xudt, Cong ty Vista Lab USA dimg tén dang ky.

*Ly do: Thudc khong dat tidu chudn chét lugng theo qui dinh v& quan 1y chét
luong thudc cia BoY té.

Diéu 2. Dinh chi luu hanh trén toan quéc va thu hdi toan bd cac 16 thube
Emlocin 5 (Amlodipine 5Smg), SDK VN-14836-12. Céac co s& nhap khéu, uy thac
nhap khau thudc néu trén thuc hién théng bao thu hdi, thu hdi va bdo cdo két qua
thu héi thude theo qui dinh tai Thong tu s§ 09/2010/TT-BYT ngay 28/4/2010 cta
B6 Y té huéng din quan ly chét luong thube.

Picu 3. Tam ngimg nhan méi hd so ding ky thudc va tam ngu’ng cap sb dang
ky lwu hanh thubc cho céc ho so da np trong thoi gian 24 thang dbi véi thude do




PO

Cong ty Aegen Bioteck Pharma Private Limited India sén xuét hoic dang ky, thube
do Cong ty Vista Lab USA dung tén dang ky.

Piéu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky. ban hanh.
Dilu 5. Gidm dbc S& Y té cac tinh, thanh phé truc thude Trung wong, Giam
dbc cac don vi kinh doanh thubc, Gidm ddc co s¢ ding k¥ va/hodc san xuét cac

thudc néu tai Pidu 1, 2, 3, 4 chiu trach nhiém thi hanh Quyét dinh nay.

Noi nhin: ~ ... . CUC TRUONG

- Nhu Diéu 5; o 5 ) ;
- BT. Nguyén Thi Kim Tién (d€ b/c); e h
- Céc Thu trudng ( dé b/c);

- Céc Pho Cuc truéng Cuc QLD; )
- Cuc Quén Y - B6 Quoc phong, Cuc Y té - B6 Cong an;
- Cuc Y té€ Giao thong van tai - B6 Giao thong van tai;

- Téng cuc Hai quan - Bo Tai chinh, Bao hiém Xa hoi Viét Nay; - R

- Vu Phép ché, Cuc Quan ly Y, Dugc c6 truyén, Cuc Quan ly M W
chira bénh, Thanh tra' B6 Y té, Vién KN thuéc TW, Vién KN thuéc™~ X .
TP. HCM; Trwong Quoc Cuong
- Téng Céng ty Duge Viét Nam, Hiép hoi SXKD Dugc, Cac Cong ty

XNK Duoc phém;

- Céac Bénh vién & Vién c6 giudng bénh truc thuéc BoY té;

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

- B4 phén mét ctra — Cuc QLD;

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



BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc Idp - Tw do - Hanh phiic
8é: 49¢ /QP-QLD ' Ha Néi, ngay Y& thangd ndm 2015
QUYET PINH
N , ‘ Vé viéc rit sb ding ky hru hanh thudc ra khéi danh muc

LY IR TIRH RN MIEUAY cic thude dwrge cip sé dang ky tai Viét nam.

" s6:..%%0L
DEN resth. 942 CUC TRUGNG CUC QUAN LY DUGC
Chuyén o

Can ctr Luat Dugc ngay 14 thang 6 nam 2005;

Can c Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cta Chinh phu quy
dinh chtrc nang, nhiém vy, quyén han va co cau to chirc cia B Y té;

Can cr Quyét dinh s 3861/QD-BYT ngay 30/9/2013 ctia B6 trudng Bo Y té
quy dinh chtrc ndng, nhiém vy, quyén han va co céu t6 chitc cia Cuc Quan ly Duoc
thudc Bo Y té;

Can ct Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ciia B Y té quy dinh
viéc dang ky thudc;

Xét dé nghi ctia Trudng phong Thanh tra duoc, m¥ phdm va Tridng phong
Dang ky thudce - Cuc Quén ly Duoc,

~ QUYET PINH:

Piéu 1. Rut 11 sb ding ky thude do Coéng ty Wuhan Grand Pharmaceutical
Group Co., Ltd dimg tén déng ky ra khéi Danh muc céc thubc duge cip s dang ky
luu hanh tai Viét Nam (Danh muc ban hanh kém theo).

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

Piéu 2. Cac thubc trong Danh muc ban hanh kém theo Quyét dinh nay da
nhap khiu vao Viét Nam trudc ngay Quyét dinh nay c6 hidu luc duoc tiép tuc luu
hanh ¢n hét han dung.

Piéu 3. Giao Cong ty san xut phbi hop véi Cong ty nhap khiu chiu tréch
nhiém theo doi vé chat luong, an toan, hiéu qua cda cac thube trén dang luu hanh
trén thi truong.

Diéu 4. Quyét dinh nay c6 hiéu lwc ké tir ngay ky ban hanh.




Pidu 5. Giam déc S& Y té cac tinh, thanh phé truc thudc Trung uong, Gidm
ddc cdc don vi kinh doanh thude, Gidm déc co s& ding ky va/hodc san xult céc
thubc néu tai Piéu 1,2, 3, 4 chiu trdch nhiém thi hanh Quyét dinh nay.

/
/
/
/!

Noi nhgn: CUC TRUONG
- Nhu Diéu~5; . . A
- BT. Nguyen Thi Kim Tien (dé b/c);
- Céc Thir trudng ( dé b/c);

- Céc Phé Cuc trudong Cuc QLD;

-CucQuénY - B9 Quéc phong, Cuc Y té - B Cong an;
- Cuc Y té Giao thong van tai - By Giao théng vén tai; .
- Téng cuc Hai quan - B4 Tai chinh, Bao hlem X3 hoi Viét Ném(
- Vu Phap ché, Cuc Quan 1y Y, Dugc ¢b truyén, Cuc Quan ly P

chita bénh, Thanh tra B§ Y té, Vién KN thudc TW, Vién KN thube w""

TP. HCM,; Truong Québc Cwong
- Tong Céng ty Dugc Viét Nam, Hiép héi SXKD Duogc, Cac Cong ty

XNK Duge phém;

- C4c Bénh vién & Vién c6 givdng bénh tryc 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, BKT.
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BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pjc Iap - Tw do - Hanh phic

DANH MUC CAC THUOC B] RUT SO PANG KY DO CONG TY WUHAN GRAND
PHARMACEUTICAL GROUP CO., LTD. PUNG TEN PANG KY
(Ban hanh kem theo Quyét dinh s6 445 /QP-QLD ngay ¢7 thang ¥ nam 2015)

1. Cong ty dang kj: 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).

STT | Tén thubc Hoat chit Dang bao ché S6 dang ky
Methylpred
nisolone Methylprednisolone
Sodium (dudi dang Bot dong kho pha
! Succinate Methylprednisolone tiém VN-12731-11
for sodium succinate) 40mg
Injection

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 ding ky
Nelabocin | Cefuroxim (dudi dang cn :
2 500mg Cefuroxim Acetil) 500mg Vién nén bao phim | VN-14393-11

1.3. Nha san xuat: Jin Yang Pharm. Co., Ltd. (d/c: 649-3, Choji-Dong, Ansan-Si,
Kyunggi-Do, Korea).

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

Pioglitazone (dudi dang

3 | Greenpio Pioglitazone Vién nén VN-12733-11
hydrochloride) 15mg
Propiverine A, .

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

5 | Jinsino Lisinopril 10mg ' Vién nén VN-12734-11

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

STT | Tén thubc

Hoat chit

Dang bao ché

S6 dang ky

7 | Lydocef

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

Bot pha tiém

VN-16090-12

1.5. Nha san xuat: Shijiazhuang Peace Pharmaceutical Factory (d/c: No.16
Zhongshan Road, Ciaoshi, shijiazhuang city, Hebei, China).

2mg

STT | Tén thude Hoat chit Dang bao ché S6 ding ky
Paracetamol 325mg; ) 5
8 | Panmipe thlgmme nitrate 10mg; C?m pha hon dich VN-14838-12
chlopheniramin maleat udng

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

STT | Tén thude Hoat chit Dang bao ché S6 ding ky
%Ilngs)r?gfolil Lincomycin (dudi dang
9 | dy Lincomycin Vién nang VN-10630-10
1ce Hydrochloride) 500mg
capsules
X Vitamin B1 50mg, nr 4A A 22
10 ?ggglt B | Vitamin B6 250mg, Bﬁ; ggrrf Kndde 1 \\i11650-10
Vitamin B12 5000mcg | P

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

it
o5

STT | Tén thubc Hoat chit Dang bao ché Sé ding ky
11 | Seracop Ceftazidime g Bot pha tiém VN-12743-11
> // ’
«. CUC TRUONG
.- P ) /

Trwong Qubc Cudong



BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pjc 14p - Tw do - Hanh phiic
Séilméf /Qb-QLD Ha Néi, ngay (- thdngy nam 2015
QUYET PINH
Ty 1T TN s o Wé vide riit sb ding ky lwu hanh thudc ra khéi danh muc
oo QY049 cac thude dwge cip sb ding ky tai Viét nam.

DEN readd-9.42

Chuyén

............................ ' CUC TRUGNG CUC QUAN LY DUGC

Can cr Luat Dugc ngay 14 thang 6 ndm 2005;

Cin ctr Nghi dinh sé 63/2012/ND-CP ngay 31/8/2012 cua Chinh phu quy
dinh chitc nang, nhiém vu, quyén han va co cu té chuc cua BO Y té;

Cin ctr Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ciia B trudng Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co chu td chic cia Cuc Quan ly Dugc
thuéc Bo Y té;

Can ctr Thong tu sé 44/2014/TT-BYT ngdy 25/11/2014 ctia B4 Y té quy dinh
viée ding ky thude;

Xét dé nghi ctia Truéng phong Thanh tra duoge, m§ phim va Trudng phong
Ding ky thudc - Cuc Quan ly Duoc,

QUYET PINH:

Piéu 1. Rut 15 sb ding ky thudc do Cong ty TNHH Thuong mai Quéc t& An
Viét dimg tén dang ky ra khoi Danh muc céc thude duge cép sb dang ky luu hanh
tai Viét Nam (Danh muc ban hanh kém theo).

*Ly do: Cong ty khéng thuc hién thay dbi cong ty ding tén dang ky thude
khi hét han gidy chimg nhin di diéu kién kinh doanh thuéc theo quy dinh hién
hanh.

Piéu 2. Cac thube trong Danh muc ban hanh kém theo Quyét dinh nay da
nhép khiu vao Viét Nam trudc ngay Quyét dinh nay c6 hiéu luc duoc tiép tuc luu
hanh dén hét han ding.

Piéu 3. Giao Cong ty san xuét phdi hop vdi Céng ty nhap khiu chiu trach
nhiém theo d&i vé chét lugng, an toan, hiéu qua cia céc thudc trén dang lwu hanh
trén thi trudng. '

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




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

Noi nhin:

- Nhu biéu 5; T
- BT. Nguyén Thij Kim Tién (dé b/c); / V-

- C4c Thir truéng ( @8 blc); . A

- Céc Pho Cuc trudéng Cuc QLD; {

- Cuc Quan Y - B6 Quéc phong, Cuc Y té - B4 Coéng an;

- Cuc Y té Giao théng vén tai - B6 Giao thong vén tai; . i ’

- Téng cuc Hai quan - B Tai chinh, Bao hiém X4 hoi Viét Nam;
- Vu Phép ché, Cuc Quan ly Y, Duoc cb truyén, Cuc Quan 4m,
chita bénh, Thanh tra Bo Y té, Vién KN thuéc TW, Vién KN thi . )
TP. HCM,; Trwong Quoc Cuong
- Téng Cong ty Dugc Viét Nam, Hiép hoi SXKD Dugc, Cac Cong ty

XNK Duoc phim;

- C4c Bénh vién & Vién c6 giudong bénh truc thuéc Bo Y té;

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

- B9 phan mot ctra — Cuc QLD;

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




BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap - Tw 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 kém theo Quyét dinh s6 4/ 34 /QD-QLD ngay (Fthang & nim 2015)

1. Cong ty dang ky: Cong ty TNHH Thwong mai Qudc & An Viét (d@/c: 4-9-02 Conic
Dinh Khiém, Duong Nguyén Vin Linh, Xa Phong Phi, Huyén Binh Chdnh, TP. H6 Chi
Minh). :

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

STT | Tén thudc 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 xuat: Baroque Pharmaceuticals Pvt. Ltd. (B/c: 192/2 Sokhada-388620,
Taluka-Khambhat, Dist: Anand (Gujarat), India).

STT | Tén thude Hoat chit Dang bao ché S6 diang ky

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

1.3. Nha san xuat: Biopharma Laboratories Ltd. (P/c: 4-116, BSCIC Industrial Estate,
Tongi Gazipur, Bangladesh).

STT | Tén thube Hoat chét 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. (B/c: 223/2, Umbre, Khopoli Pali Road, Tal.

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

STT | Tén thube Hoat chat Dang bao ché S6 dang ky
Glucosamine sulfate
Glucosamin potassium chloride
7 |esulfate | (uomgduong Vién nén bao phim | VN-143550-12
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 thude

Hoat chit

Dang bao ché

S6 diang ky

Hiloxin

Ceftriaxone (dudi dang
Ceftriaxone Sodium)
lg

Bot 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)
0,5¢g

Bt pha tiém

VN-14516-12

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

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

STT

Tén thube

Hoat chit

Dang bao ché

S6 dang ky

11

Nepotel-100

Cefpodoxim (dudi
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 xuit: Replica Remedies (B/c: 190/1, Sokhada, Cambay-388 620, District

Anand, Gujarat state, India).

STT | Tén thube Hoat chit Dang bao ché Sé ding ky
. Metformin Vién nén khong

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

14 | Syratid-10 | Loratadine 10mg ;/;Sn nénkhong | \\_10955-10




1.8. Nha san xuit: Vision Pharmaceuticals (P/c: A-22, M1.D.C., Additonal Ambarnath-
421501, Dist-Thane, India).

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

Ferric amonium citrat,
acid folic, Thiamine
Hydrochloride,
Pyridoxine HCI, L- :

15 | Prozink Lysine Sird VN-15874-12
monoHydrochloride,
calcium lactate,

| cyanocobalamin, D-
panthenol...

/
e, CUC TRUONG

/

Truwong Qudc Cudng

3/3




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Doc lap - Tw do - Hanh phic
$6: 546 /QP-QLD Ha Noi, ngay ¢¢ thang g ndm 2015
QUYET PINH

Vé viéc dinh chi lwvu hanh, thu hdi va rit sb ding ky luu hanh thudc ra khéi
danh muc cic thude dwge cip sb ding Ky tai Viét nam.

1

SOV TE TN KIS0 CUC TRUONG CUC QUAN LY DUQC

DEN sk .45
L Cian ¢ Luat Duoc ngay 14 thang 6 nim 2005;

Cﬂu‘yé‘ﬂ .................................

Can cr Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cta Chinh phu quy
dinh churc nang, nhiém vu, quyén han va co cu td chic cta BO Y té;

Can ctr Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ciia Bo trudng Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co cdu té chirc cia Cuc Quan ly Dugc
thudc B§ Y té;

Can cr Thong tu s6 44/2014/TT-BYT ngdy 25/11/2014 ctia B4 Y té quy dinh
viéc dang ky thuéc;

Xét d& nghi cua Trudng phong Thanh tra dugc, m§ phim, Truéng phong
Quén ly chat luong thude va Trudng phong Pang ky thube - Cuc Quan ly Dugec,

QUYET DPINH:

Piéu 1. Rit sb ding ky thudc vién nén Asmin (Theophylin 109mg,
Phenobarbital 8mg, Ephedrin HCI 25 mg) SDK VD-17028-12 do Céng ty ¢b phin
dugc phiam trung wong 25 dung tén ding ky, san xuit ra khéi Danh muc cac thube
dugc cép s6 dang ky luu hanh tai Viét Nam.

*Ly do: Thuéc duge san xudt khong ding véi hd so ding ky luu hanh da
duoc BO Y té xét duyét.

Piéu 2. Pinh chi luu hanh trén toan qubc va thu hdi toan b6 thudc Asmin néu
trén.

Picu 3. Giao cho co s& dang ky, san xuat, kinh doanh thuéc Asmin néu trén
thuc hién thong bao thu hdi, thu hdi va bdo cio két qua thu hoi thudc theo quy dinh
tai Thong tu s6 09/2010/TT-BYT ngay 28/4/2010 ciia Bd Y té huéng din quan 1y
chat Iurgng thude.

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




Piéu 5. Giam ddc S Y té cac tinh, thanh phé truc thudc Trung wong, Giam
dbc cac don vi kinh doanh thudc, Gidm déc co s& ding ky va/hodc san xuit thude

Asmin néu tai Diéu 1, 2 chiju trach nhiém thi hanh Quyét dinh nay. /
Noi nhgn. CUC TRUONG

- Nhu Piéu 5; o SOl /

- BT. Nguyén Thj Kim Tién (dé b/c); : o

- Cac Thu trudng ( dé b/c); ‘

- Céac Phé Cuc truéng Cuc QLD;
- Cuc Quan Y - B6 Quéc phong, Cuc Y té - B6 Cong an;
- Cuc Y té Giao thong van tai - B6 Giao thdng vén tai;

- Téng cuc Hai quan - B6 Tai chinh, Bao h1em Xahoi Viét
- Vu Phap ché, Cuc Quan Iy Y, Dugc b truyen Cuc Quan ] A

chita bénh, Thanh tra B4 Y té, Vién KN thubc TW, Vién KN M
TP. HCM; TrU’O’ng Qubc Clm'ng
- T6ng Coéng ty Dugc Viét Nam, Hiép héi SXKD Duogc, Cac Cong ty

XNK Dugc phim;

- Cac Bénh vién & Vién c6 giwdong bénh truc thudc Bo Y té;

- Website Cuc QLD, Tap chi Duge & My phém-Cuc QLD;

- B6 phén mét cira — Cuc QLD;

- Lwu: VP, QLKDD, QLCLT, TTrD-MP, bKT.




CONG HOA XA HQI CHU NGHIA VIET NAM

BOY TE ’
Poc lap - Ty do - Hanh phuc

CUC QUAN LY DUQC

Sb: 704 /QP-QLD

Ha N¢i, ngay ; 4 thdngg nam 2015

QUYET PINH
: — : — Vé viée rat s6 ding ky lvu hanh thude ra khéi danh muc
r\-f-‘—‘—-"'i»w\*‘ cac thube dugc cip so ding ky tai Viét Nam.
’ SCQO,-(?AH

YEN nasdl- 942 CUC TRUGNG CUC QUAN LY DUQC
Chuysr. = o @sretr Lust Dugc ngay 14 thang 6 nam 2005;
Can cu Nghi dinh 50 63/2012/ND-CP ngay 31/8/2012 cua Chinh phu quy
dinh chirc ndng, nhiém vu, quyén han va co cau to chirc cia By Y t€; ) ,
Can cir Quyét dinh sb 3861/QD-BYT ngay 30/9/2013 clia B§ truong BO Y €
quy dinh chirc nang, nhiém vu, quyén han va co chu td chirc cia Cuc Quén ly Dugc
thuéc BO Y té; )
Cin cir Thong tu sb 09/2010/TT-BYT ngay 28/4/2010 cua Bo Y te huéng
dan viéc quan 1y chét luong thude;
Can ot Théng tu s6 44/2014/TT-BYT ngay 25/11/2014 ctia B Y té quy dinh
viéc dang ky thudc;
~_ Can clr Quyét dinh s6 2962/QD-BYT ngay 22/08/2012 clia Bo truéng B Y
t€ vé viéc ban hanh Quy dinh tam thoi vé cac tai liéu can cung cép dé cdng bd cac
danh myc thu6e biét duge goc, thudce tuong duong dieu tri véi thudc biét duoc gbc,
thudc c6 tai liéu chimg minh tuong dwong sinh hoc va Quyét dinh sé 1545/QD-
BYT ngay 08/05/2013 ciia Bd truéng Bo Y té vé viée sira ddi, bd sung Quyét dinh
0 2962/QD-BYT ng?y 22/08/2’012’c1”1a B6 Y té vé& viéc ban hanh Quy dinh t%am
gibi‘ Ve cac ti‘i ligu can cung cap dé cong b6 céc danh muc thude bidt dugc goc
uoc tuong duong di€u tri véi thuoc bié 5 5¢ c6 131 1ieu chime it
hwong du cmgg i %oc; 1 biét dugc goc, thude co tai lidu chimg minh
Cén ctr bién ban kiém tra ctia Doan kidm tra the &t dinh sé 375
QLD r}géy 08/7/2015 cta Cuc trudng Cuc Quan ly Du’OCOVéQ l\jiyéect t(}illtlr)?hsig:n”?/QD'
dinh ctia phap luat vé dang ky thudc, kinh doanh thuéc sau khi duoe chp <4 e
Iuwu hanh 14p tai C6 . A 11 Guoc cap so dang ky
 fap ta1 Cong ty TNHH Sanofi-Aventis Viét Nam ngay 26/8/2015:
" ),(et iie nghj cﬁaA TrLEérng phong Thanh tra dugc, my pham, Truc’r,ng phong
Quan ly chat lugng thude va Trudng phong Dang ky thuéc - Cuc Quén Iy Duoc,

QUYET PINH:
Dicu 1. Rut s6 dang ky cta cac thube do Cong ty TNHH Sanofi-Aventis Viét

Nam dang ky ra khoi Danh muc cic thubc d ap sb ds
7 - uoc cap so dang ky > i Via
Nam (Danh muc ban hanh kém theo). P 50 dang ky luu hanh tai Viét

*Ly do:

y - H6 so A}dangﬂ ky thudc 6 tiéu chuan chét luong khéng ding véi tiéu chudn
chat luong thudc biét dugc gde ctia nha sang ché.




- Thgéc khéng dép tng yéu ciu cong bd thuée biét dugc gbc theo quy dinh
ciaBo Y te.

Diéu 2. Giao Vién Kiém nghiém thudc trung vong, Vién Kiém nghiém thudc
thanh phé H6 Chi Minh phdi hop véi Cong ty TNHH Sanofi-Aventis Viét Nam dé
tién hanh léy mau, kiém nghiém cac thudc trong Danh muc ban hanh kém theo
Quyét dinh nay theo quy dinh tai khoan 5 Didu 5 Thong tu s6 09/2010/TT-BYT
ngay 28/4/2010 ctia B§ Y té huéng dén viéc quén ly chat lugng thube va bao céo
két quéa kiém tra chét lugng thube vé Cuc Quéan ly Duge — Bo Y té trude ngay
30/10/2015.

Piéu 3. Tam ngimg kinh doanh céac thubc néu trén cho két luén cta Cuc
Quén 1y Dugec.

Piéu 4. Quyét dinh nay 6 hiéu luc ké tir ngay ky ban hanh.

Piéu 5. Gidm déc S6 Y té cac tinh, thanh phé truc thuéc Trung uong, Gidm
dbc cac don vi kinh doanh thudec, Giam déc co s¢ ding ky va/hodc san xuét céc
thudc néu tai Diéu 1, 2, 3 chiu trach nhiém thi hanh Quyét dinh nay.

- Nhur Diéu §; o Pras s
- BT. Nguyén Thi Kim Tién (dé b/c); V. \, /
- Céc D/c Thir truomg ( dé b/c); h - /

A 2 A
- Vién KN thubc TW, Vién KN thuéc TP, HCM (dé t/h); [
- Cuc Quén Y - B6 Quéc phong, Cuc Y té - Bd Cong'an; b
-Cuc Y t Giao thong vén tai - B Giao thc?pg van tiil.; . S
- Téng cyc Hai quan - BY Tai chinh, Bao hiém X2 hoi Viét Nam; -
- Vu Phip ché, Cuc Quan ly Y, Dugc cb truyén, Cuc Quan 19¥han,
{ra bénh, Thanh tra B6 Y t; o —
i:}};Ic‘;dntg)cg}c})ng ty Dugc Viét Nam, Hiép héi SXKD Dugc, Cac Cong ty Tl‘ll’O’ng Quoc C g
XNK Dugc phim; ) o
- Cac Bénh vién & Vién c6 giudmg bénh tn.rc;thuoc BoY t?’
- Websiie Cuc QLD, Tap chi Dugc & My pham-Cuc QLD;
A A A - - D.
- B6 phan m6t cira — Cuc QLD;
. L'uﬁ- VP, QLKDD, QLCLT, TTrD-MP, DKT.



BOYTE

CUC QUAN LY DUGQC

'CONG HOA XA HQI CHU NGHIA VIET NAM

Poc lap - Ty do - Hanh phic

DANH MUC CAC THUOC BI RUT SO PANG KY DO CONG TY TNHH SANOFI -

AVENTIS VIET NAM PUNG TEN PANG KY

(Ban hanh kém theo Quyét dinh s6 5.2¢- IQD-QLD ngay 4/ thang g nam 2015)

1. Cong ty dang ky: Cong ty TNHH Sanofi-Aventis Viét Nam (d/c: s6 123
Nguyén Khodi qudn 4 Tp. Ho Chi Minh).

1.1. Nha san xudt: Cong ty TNHH Sanofi-Aventis Viét Nam (@/c: 56 123 Nguyé~n
Khodi qudn 4 Tp. Ho Chi Minh).

STT | Tén thudc Hoat chét Dang bao ché S6 ding ky
| |Nospa | oot hydroclorid | yien nén VD-12043-10
2 | Telfast BD | Fexofenadine HCL 60mg Zﬁfg} nénbac | yp.19727-13
.| Fexofenadine HCL Vién nén bao

3 | TelfastHD | - -

180mg , phim VD-19728-13
4 | Amaryl “Glimepirid 1mg Vién nén VD-22045-14
5 | Amaryl Glimepirid 2mg Vién nén VD-22046-14
6 | Amaryl Glimepirid 4mg Vién nén VD-22047-14

-, CUC TRU’fDé

/

Truwong Quéc Cudng




CONG HOA XA HOI CHU NGHIA VIET NAM

BO Y TE : ,
AN LY DU 0 - Tu do - Hanh phic
CUC QUAN LY DUGC Doclap - Ty
S6: A6 /QP-QLD Ha Noi, ngay Y thing § ndm 2015
QUYET PINH o
Vé viéc rit so dang ky luu hanh thudc ra khoi danh muc cac thudc
. ' duoc cap so dang ky tai Viét Nam
MARGRINITIE R - ,
"o, S0 90U CUC TRUGNG CUC QUAN LY DUGC

N el .45
Bh‘\ .. ... Can ctt Luat Duoc ngay 14 thdng 6 nam 2005;

Chityén

Can jcit Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cta Chinh phi quy

- Céc Bénh vién & Vien ag an i ANY
¢ : : 81uong bénh truc thuse By Y re- egn. s
- Website Cuc QLD, Tap chy Dugc & My pha’m-'cf,%g,f’ “esies

dmh chitc nang, nhiém vu, quyén han va co c4u t8 chic cha Bq Y t€; 7

Can ctr Quyét dinh s6 3861/QD-BYT ngay 30/9/2Q13 cua Bo truéng Bo Y
t€ quy dinh chitc ning, nhiém vu, quyén han v co ciu té chic ciia Cuc Quan ly
duoc thudc Bo Y t&;

Can cit Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ctia Bo Y t& quy
dinh viéc dang ky thuéc;

Can ct hé so tr nguyén dé nghi rit s6 dang ky clia céc cong ty ding ky
thubc; .
Xét dé nghi ctia Trudng phong Dang ky thudc - Cuc Quan ly Duorc,

QUYET DPINH

‘ Diéu 1. Riit s6 dang ky cua cac thusc c6 tén trong Danh muc c4c thuge mit
6 dang ky ban hanh kém theo Quyét dinh nay,

o Dleu.Z. Cic céng ty dang ky, nha san xuit cic thu6e néu tai Pigy | phai
¢ tréch nhlém\ theo dai, chiu tréch nhiém vé ap toan, hiéu qui cga thuée tron
q}lta tfléﬂ} lll'll.l( hanh cho dén khi hét han ding cia thuge ds; VO1 céc thuée dé p h%
rat s6 dang ky néu trén 43 AU, SAN YPAF fnk . i

g ky néu trén da dugc nhap khdu, sin Xuat trude ngay Quyét dinh ncéy

Diéu 3. Quyet dinh nay c6 hiéu hee ké tiy ngay ky ban haph

biéu 4. Gidm d6c S6 Y t& cac tinh, thanh pho true th

. . » . ., , u@c Tru s
don vi kinh doanh thuge va Gidm déc co sg o thudc néu taj g uong, c4c

Noi nhén: N
- Nhir Piéu 4; =

- B(;)}M’Jng Nguyén Thi Kim Tien dé b/c);
Thit truéng L4 Quang Cuomg (gé !(a/f);b/c)'
: Cuc Qua’n Y - B6 Quéc phong, Cuc Y 1&- Bo Cong an; .
?gc Y € Gx?p théng van t3j - B¢ Giao théng' van tagi' ,
: Vénghc}zc Ha} quan - BO Tai chinh, Bio hiém X3 hoi,Viét N
YU Fhap ch€, Cuc Quan 1y Y, Duoc ¢4 truyén, Cyc Quan | "Iz(hém

chita be , Vie
oh 2;1 Chr/;},), Thanh tra Bo Y tg, Vién KN thuse W,

* Truong Quec Cuong



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

DANH MUC CAC THUOC RUT SO PANG KY
(Ban hanh kém theo Quyét dinh s6 »76 1QD-QLD ngay 4 y thing g nam 2015)

1. Cong ty dang ky: Cong ty Cb phin Dugc phdm Phwong Dong (dlc:Lé 7, duong 2,
Khu Cong nghzep Tdn Tao, phuong Tan Tao 4, Qudn Binh Tdn, TP. Ho6 Chi Minh).

1.1. Nha san xuat: Cong ty Cb phin Dwgc phim Phwong Dong (dic:Lé 7, duong 2, Khu
Cong nghiép Tdn Tao, phuwong Tdn Tao A, Qudn Binh Tén, TP. H6 Chi Minh).

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

] | fudnostra Perindopril arginine Smg Vién nén dai bao VD-14364-11
Smg . | phim

) Fudnostra-- | Perindopril arginine V1f:n nén dai bao VD-14363-11
10mg 10mg phim

2. Cong ty ding ky: Cong ty C6 phéin Duogc phim Viét An (d/c: 86 278 Lé Trong Tén, P.
Khwong Mai, Q. Thanh Xudn, Ha N§i).

2.1. Nha san xuét: Strides Arcolab Ltd. (d/c: 36/7 Suragajakkanahalli, Indlavadi Cross,
Anekal Taluk, Bangalore, India).

STT | Tén thubc Hoat chit i)ang bao ché © S6 diang ky
Stavudine
3 | Capsules Stavudine 30mg Vién nang cing VN-11730-11
USP 30mg
4 | Stri-Alpha Alfacalcidol 0,25mcg Vién nang mém VN-11731-11
5 | Melanic Meloxicam 15mg Vién nén VN-11728-11
6 | Melanic Meloxicam 7,5mg Vién nén VN-11729-11
Azithromycin (duéi dang
7 | Azithrin-250 | Azithromycin dihydrate) | Vién nang ctmg VN-10824-10
250mg
8 | Amolic Amoxicillin 500mg, Acid | po o o) VN-11727-11
clavulanic 100mg
. Amoxicillin 1000mg, A "
9 | Amolic Acid clavulanic 200mg Bot pha tiém VN-11726-11

3. Cong ty ding ky: Cong ty Cé phan Thwong mai Piu tw va Phat trién ACM Viét
Nam (d/c: S6 nha 106, ngé 459/82, phé Bach Mai, P. Bach Mai, Q. Hai Ba Trung, Ha Ngi).

3.1. Nha san xuit: Open Joint Stock Company "Biosintez" (d@/c: Druzhby str. 4, 440033,
Penza, Russia).




STT | Tén thube Hoat chit Dang bao ché S6 dang ky
10 | Cabemus | Ceftriaxone (dudidang | pe o yiam VN-15790-12
- Ceftriaxone sodium) 1g
11 | Gastufa Cefazolin (duidang | pai 1) iam VN-16457-13
Cefazolin sodium) 1g :

4. Cong ty ding ky: Cong ty ¢b phian Duoc phdm Minh Ky (d/c: 86 3, L6 C, Cu xé Lac
Long Qudn, P.5, Q.11, TP. H6 Chi Minh).

4.1. Nha san xudt: Kwality Pharmaceutical PVT. Ltd. (@/c: Nag Kalan, Majitha Road,
Amritsar, Punjab, India).

STT | Tén thubc Hoat chit Dang-bao ché S6 ding ky
Sertraline (dudi dang
12 | Sertil 25 Sertraline Vién nén bao phim | VN-12912-11
hydrochloride) 25mg
Nalidixic
13 | Acid Tablet | Acid Nalidixic 500mg - | Vién nén bao phim | VN-11722-11
IP 500mg
Fluoxetine (dudi dang A
14 | Saflux 20 Fluoxetine HCI) 20mg Vién nang VN-11723-11

5. Cong ty dang ky: Cong ty TNHH Dugc phidm Do Ha (d/c: Sé 30, Tap thé Tran Phi,
ngo 105, Nguyén Phong Sdc, P. Dich Vong Héu, Q. Cau Gidy, Ha Ngi).

5.1. Nha san xuit: Hubei Tianyao Pharmaceutical Co., Ltd. (d/c: No.7 Dufu Block,
Jainshe Road street Avenue, Xianfian City, Hubei Province, Chz’na).

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

15 | Ama-Power | Piroxicam 20mg/2ml Dung dich tiém bap | VN-12972-11

5.2. Nha san xuét: Spic Limited, Pharmaceuticals Division (d/c: Plot No5, NH-7,
Maraimalainagar 603209, India).

STT | Tén thude Hoat chat Dang bao ché S6 dang ky
Canxi (dudi dang Canxi
16 | Vitabase carbonat) 500mg, Vién nén bao phim | VN-9536-10
Vitamin D3 200IU
Magaldrate 400mg; iAo . X )
17 | Cyprofort Simethicone 60mg Vién nén nhai VN-10059-10
18 | Zinxime Arginin 3g Thubc cbm ubng VN-10060-10
* 19 | Romofine Gabapentin 300mg Vién nang VN-12974-11
Sildenafil (dudi dang
20 | Maxvir 100 | Sildenafil citrate) Vién nén bao phim | VN-13582-11
100mg




Sildenafil (dudi dang . Vién nén bao phim | VN-13583-11

21| Maxvir 50 Sildenafil citrate) S0mg

Ubidecarennone "
22 | Qplus New (Coenzyme Q10) 30mg Vién nang VN-13584-11
23 |DL Desloratadine 0,5mg/ml | Sird VN-14581-12

6. Cong ty ding ky: Cong ty TNHH Thwong mai Dwgc phim Truong Thinh (d/c: 42/8
Nguyén Gidn Thanh, P. 15, Q. 10, TP. Ho Chi Minh).

6.1. Nha san xuit: Kwality Pharmaceutical PVT. Ltd. (d/c: Nag Kalan, Majitha Road,
Amritsar, Punjab, India).

STT | Tén thude Hoat chit Dang bio ché $6 ding ky

Ceftriaxone (duéi dang
Ceftriaxone sodium)
24 | Ceftirox-S 1000mg; Sulbactam Bétphatiém VN-11817-11
(dudi dang Sulbactam ‘
| sodium) 500mg
Cefpodoxime (dudi
25 | Podoxi 100 | dang Cefpodoxime Viénnénphantan | VN-11818-11
proxetil) 100mg
Cefpodoxime (dudi

26 | Podoxi 200 | dang Cefpodoxime Vién nén bao phim | VN-11819-11
~proxetil) 200mg
Clavsun Amoxicillin 875mg; A .

27 | To00 Clavalanio noid 1 zimg Vién nén bao phim | VN-12339-11
Azithromycin (duéi

28 | Azifar 500 dang Azithromycin Vién nén bao phim | VN-12340-11
dihydrate) 500mg
Ceftazidime (dudi dang :

29 | Cefatasun lg | Ceftazidime B0t pha tiém VN-12341-11

pentahydrate) 1g

30 | Gemfar Gemfibrozil 600mg Vién nén bao phim | VN-12342-11

Rosuvastatin (dudi dang
31 | Rosvas 20 Rosuvastatin calcium) Vién nén bao phim | VN-12343-11
20mg

Cefuroxime (dudi dang
32 | Sunrox 750 | Cefuroxime Sodium) B4t pha tiém VN-12344-11
750mg

33 | Telfar 40 Telmisartan 40mg | Vién nén VN-12345-11

34 | Telfar 80 Telmisartan 80mg Vién nén VN-12346-11

Ampicillin (dudi dang
Ampicillin natri)

35 | Ampisun 1.5 | 1000mg, Sulbactam Bot pha tiém VN-13036-11
(dudi dang Sulbactam
natri) 500mg




36

Faromen 500

Meropenem (dudi dang
Meropenem trihydrate)
500mg

Bot pha tiém

VN-13037-11

37

Farzone 1g

Cefoperazone (dudi
dang Cefoperazone
Sodium) 1g

Bot pha tiém

VN-13038-11

38

Merofar 500

Meropenem (dudi dang
Meropenem trihydrate)
500mg’

B¢t pha tiém

VN-13039-11

39

Rosvas 10

Rosuvastatin (dudi dang
Rosuvastatin calcium)
10mg

Vién nén bao phim

VN-13040-11

40

Tazopip
2.25g

Piperacillin (dudi dang
Piperacillin Sodium) 2g;
Tazobactam (dudi dang
Tazobactam Sodium)
0,25g

Bt pha tiém

VN-13041-11

41

Tazopip 4.5g

Piperacillin (dudi dang
Piperacillin Sodium) 4g;
Tazobactam (duéi dang
Tazobactam Sodium)
0,5g

Bo6t pha tiém

VN-13042-11

42

Clamax 1000

Amoxicillin (duéi dang
Amoxicillin trihydrate)
875mg; Acid Clavulanic
(dudi dang Clavulanate
potassium) 125mg

Vién nén bao phim

VN-13649-11

43

Clamax 625

Amoxicillin (duéi dang
Amoxicillin trihydrate)
500mg; Acid Clavulanic
(dudi dang Clavulanate
potassium) 125mg

Vién nén bao phim

VN-13650-11

44

Clamax IV
1.2GM

Amoxicillin (duéi dang
Amoxicillin trihydrate)
1g; Acid Clavulanic
(dudi dang Clavulanate
potassium) 200mg

Bét pha tiém

VN-13651-11

45

Imisun

Imipenem 500mg,
Cilastatin 500mg

Bét pha tiém

VN-13652-11

46

Neomet-V

Metronidazole 500mg,
Neomycin sulphate
650001U, Nystatin
1000001U

Vién nén dat am
dao

VN-13653-11

47

Ticarsun
3.1gm

Ticarcillin (dudi
Ticarcillin disodium)
3g; Acid clavulanic
(duéi dang Clavulanate
potassium) 0,1g

Bét pha tiém

VN-13654-11

48

Faromen Ig

Meropenem (dudi dang
Meropenem trihydrate)

lg

B6t pha tiém

VN-15380-12




Meropenem (duéi dang

49 | Merofar 1g | Meropenem trihydrate) | Bot pha tiém “VN-15381-12
lg :

50 | Omesun40 | Omeprazole 40mg pot done khopha | N1 14126-11

51 | Rabofar-20 | Naeprazole Sodium g oo tan g rugt | VN-14127-11

20mg

/

CUC TRUGNG

Truong Quoc Cuong




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pdc lap — Tu do — Hanh phiic |
Sé: A0644.../QLD-CL Ha Ngi, ngay6 thangé ndm 2015
V/v: dinh chi luu hanh méat hang thude
khong dat ti€u chuan chat luong

- Kinh giri:
SUY UE TING KIS 1

j AN - SoYté cac tinh, thanh pho truc thude Trung wong;
' { \ 91.0,3,._,.5_ - Céng ty cb phan duoc phdm Ha Tay.

‘ *'t Y l

? E =+ 77U Can ol vao cac qui ché duoc hién hanh cia Viét Nam;

| Sheyén e Cax}x c cong van cua Vién Kiém nghiém thube Tp. Hb6 Chi Minh:

Céng vin sb 328/VKNTTW-KH ngay 05/6/2015 cia Vién kiém nghiém
thubc Trung wong gii kém céc phiéu kiém nghiém vé thusc PANTOPEP-DOL
(Pantoprazole 40mg); SDK: VN-12241-11 do Cong ty Zim Laboratories Ltd.,
India san xuét, Céng ty cb phin dugc phim Ha T4y nhap khiu:

+ PKN sb 45Gt36 ngay 03/06/2015 16 sb FK76F404; Ngiy SX:
07/06/2014; HD: 06/06/2017; 16 thubc 14y tai Cong ty cb phin Sao Mai (Km 4-
dudng Hung Vuong, Tp. Thai Binh, tinh Thai Binh);

+ PKN sé 451255 ngay 05/6/2015 16 s6 FK76F401; Ngay SX:
07/06/2014; HD: 06/06/2017; 16 thubc 14y tai Céng ty C6 phan dwoc — VIYT
Ngoc Khanh (Quéy 312A, Tang 3, Hapu Medicenter, s6 1 Nguyén Huy Tudng,
Thanh Xuan, Ha N6i);

+ PKN s§ 451253 ngay 05/6/2015 16 s6 FK76F402; Ngiy SX:

- 07/06/2014; HD: 06/06/2017; 16 thubc 1iy tai Cong ty TNHH Hoang Huong
(Quiy 204, Ting 2, Hapu Medicenter, s 1 Nguyén Huy Tuéng, Thanh Xuén,
Ha Nbi).

Céc 16 thudc trén khong dat tiéu chuén chét hegng vé chi tiéu d6 hoa tan.

Cuc Quén ly dugc théng béo:

1. Pinh chi hru hanh trén todn qudc mit hang thuéc PANTOPEP-DOL
(Pantoprazole 40mg); SPK: VN-12241-11 do Cong ty Zim Laboratories Ltd.,
India san xuét, Céng ty cb phin dugc phim Ha Tay nhap khau.

2. Céng ty cb phin duoc phim Ha T4y phéi hop véi nha cung cip va phan phéi,
phai:

+ Trong thoi gian 05 ngay giri thong bao thu hdi t6i cac co s& ban budn,
bén 1é, st dung thuéc PANTOPEP-DOL (Pantoprazole 40mg); SPK: VN-




12241-11 do Cbdng ty Zim Laboratories Ltd., India sin xuit va thu hdi toan bs
m3t hang thudc khong dat tiéu chudn chét lugng néu trén.

+ Gtri béo céo thu hdi vé Cuc Quén ly Duogc trude ngéy 15/7/2015, hd so
thu héi bao gom sé luong nhap khiu, ngay nhap khau, sb luong thu hi, cac
bing chung vé viéc thuc hién thu hdi tal cic co s& ban budn, ban 1é, sir dung da
mua thudc theo quy dinh tai Thong tu s6 09/2010/TT-BYT ngay 28/4/2010 cua
B4 Y té hudng dan viéc quan Iy chét lwong thudc.

3. SO Y té c4c tinh, thanh phé truc thude Trung uong, Y té cac ngénh thong bao
cho céc co s& kinh doanh, sir dung thubc thu hdi thudc khong dat chét luong néu
trén, kiém tra va gidm sét cac don vi thuc hién thong bdo nay; xir ly nhimng don,'
vi vi pham theo quy dinh hién hanh; béo cdo vé& Cuc Quan ly duoc va cac co

quan chirc ndng c6 lién quan. ) |
4. 84 Y té Tp. Ha N¢i, S& Y té tinh Thai Binh kidm tra, xit Iy cac don vi vi
pham theo quy dinh hién hanh./.

Not mhdn: KT. CUC TRUONG
- VKN thudc TW, VKN thubc Tp. HCM; PHO CUC TRUONG

- CucQuan'Y - B§ quéc phong;

- CucY te B¢ Cong an;

- Cuc Y té GTVT-B6 GTVT;

- Céng ty Cong ty cb phan Sao Mai (Km 4- dudng
Hing Vuong, Tp. Thai Binh, tinh Théi Binh) (dé
thuce hién);

- Congty Cb phin dwoc — VTYT Ngoc Khanh (Quiy
312A, Téng 3, Hapu Medicenter, s6 1 Nguyén Huy
Tudng, Thanh Xuan, Ha Ngi) (dé thuc hién);

- Coéngty TNHH Hoéng Huong (Quay 204, Tang 2,
Hapu Medicenter, s6 1 Nguyén Huy Tuéng, Thanh
Xuan, Ha Noi) (dé thyre hién);

- Phong DPKT, Phong QL Kinh doanh duoc, Phong QL
TTQC Thuoc Phong Thanh tra Duoc & M§ phim -
Cuc QLD;

- Website Cuc QLD; Tap chi Dugc - MP;

- Luu: VT, CL(NL).




BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
cyc QUAN LY DUQC Poc 1ap — Ty do — Hanh phiic

Sé: A 640/QLD -CL Ha N¢i, ngay 17 thang q nam 2015
Viv tam ngimg sir dung thubc Hadubaris, sb
déng ky: VD-18438-13 do cong ty CP Duogc

VTYT Hai Duong san xuét

Kinh gtri: . ]
- S&'Y te céc tinh, thanh phd tryc thudc Trung wong
- Vién Kiém nghiém thudc Trung uong

- - Congty CP Dugc Vattu Y t Hai Dwong

SOy TE TINH KHANH HON

v 569019,
DE N a@h 9.9 Cuc Quan 1y Dugc nhan dwoc Cong vin sb 36/2015/TTCD cua Trung
.. Tam-Chén Djc, Bénh vién Bach Mai bao cdo Ve viéc bénh nhéan ngd ddc

Chuyén....... Bari saukhi udng thudc can quang Hadubaris, s6 dang ky VD-18438-13 do
coéng ty CP Dugc VTYT Hai Duong san xuit,

Pé dam bao an todn cho ngudi sir dung, Cuc Quéan 1y Dugc thong bio:

1. Tam ngimg sir dung thudc Hadubaris (hdn dich ubng Bari sulphat),
sé ding ky VD-18438-13 do cong ty CP Dugc VTYT Hai Duong san xuét.

2. Yéu ciu Céng ty CP Duoc VTYT Hai Duong:

- Tam ding viéc san xult va dua ra phan phdi thudc Hadubaris, sb
dang ky VD-18438-13.

- Thoéng bao tam ngung phén phéi, str dung thubc Hadubaris dén céc
co s& phan phoi va st dung thudc nay. _

- Béo céo vé ngudn nguyén liéu Bari sulphat sit dung san xuat thudc
Hadubans, viéc kiém tra chét luong nguyen liéu, chat lugng thudc thanh

phidm va viéc kiém tra kiém so4t trong qué trinh sén xuét thudc trén v& Cuc
Quan ly Dugc trude ngay 23/09/2015.

3. D& nghi S& Y té c4c tinh, thanh phé truc thudc Trung Uong, Y té& céc
nganh thong bao cho céc co s¢ kinh doanh, céc co s¢ khdm chita bénh trén
dia ban vé viéc tam ngimg phan phdi, sir dung thuéc Hadubaris, sb ding ky
VD-18438-13 trén va kiém tra, gidm sét viéc thuc hién thong béo nay.

4. D2 nghj Vién Kiém nghiém thudc Trung uong phdi hop véi Cong ty
CP Dugc VTYT Hai Duong tién hanh 14y mAu va kiém tra chét luong céc 16
nguyén liéu Bari sulphat, cac 16 thuoc thanh pham Hadubaris do céng ty CP
Dugc VIYT Hai Duong san xudt (wru tién kiém tra chat luong thuoc
Hadubaris, s6 16 200115 va nguyén li¢u Bari sulphat sit dung trong sén xuét

16 thudc trén); bao cao két qua kiém tra chét lugng v& Cuc Quan Iy Dugc dé
xem xét, xir 1y tiép theo.




Cuc Quén Iy Duogc théng béo va yéu ciu céc don vi nghiém tdc, khin

truong thuc hién.

Noi nhan:
- Nhu trén;
- By treéng Nguyén Thj Kim Tién (de béo céo);
- Cuc trudng Tru:ong Quoc Cudng (dé bio céo);
- Thanh tra B Y té (dé ph01 hcp),
- Céc bénh vién, vién c6 giwdng bénh (dé thuc hién);
-Cuc Quan Y —B6 Quéc Phong;
-CucY te B Cong An;
- Cuc Y té Giao théng vén tai — B§ Giao thong Vian tai;
- Vién Kiém nghiém thubc TP Hd Chi Minh;
- Cac phong trong Cyc QLD, Tap chi Dugc — M§ phim;
Website Cuc Quan 1y Dugc;
- Luu VT, QLD (02).

t

KT. CUC TRUONG
PHO CUC TRUONG
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