UBND TINH KHANH HOA CONG HOA XA HQI CHU NGHIA VIET NAM
SOYTE Poc lap - Tw do - Hanh Phiic

sé: 390 /SYT-NVD Khdnh Hoa, ngay O1 théng 3 nam 2016
V/v rit so ding ky thude ra khéi danh
muc céc thude dugce cap SDK tai Viét
Nam
Kinh guri:
- Céc don.vi Y té trong tinh;
- Bénh vién 22/12; Bénh vién Tam tri; BV Mit-Sai
Gon-Nha Trang; Cac phong kham da khoa;
- Phong Y té huyén, thi, thanh phé;
- Caéc co s¢ kinh doanh dugc.

S¢ Y té nhan duoc Quyét dinh sé 54/QD-QLD ngay 05/02/2016 ciia Cuc
Quan ly Duoc vé viée rat sé ding ky thube ra khoi danh muc céc thude duge cip
s6 ding ky tai Viét Nam, S& Y té yéu céu céc don vi, céc co s& kinh doanh duge
tai vin bén tai dia chi: www.syt.khanhhoa.gov.vn (Muc Vian ban S& Y té) dé trién
khai thuc hién.

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

té huyén, thi x4, thanh phd c6 trach nhiém theo ddi, giam st qué trinh luu hanh céc
thube bi rat s ding ky néu trén cho dén khi hét han dung cua thudc déi véi cac
thuéc san xuét trude ngay Quyét dinh nay ¢ hiéu lue.
Yéu cau céc co quan, don vi, cac co s¢ kinh doanh, str dung thube nghiém
tac thye hién./. 1£az” ®
e

Noi nhén: KrGIAM POC, .
-Nhu trén; PHO GIAM DOC
-Lanh dao Sa; -

-NVY, Thanh tra So;

-Chi cuc Quan ly thi trudng;

-Hoi HNYTTN;

-Bao Khanh Hoa (nha bao Thao Ly);

A”'r % l
“Lwu: VT, NVD. N

Lam Quang Ching






. SOYTE
TINH KHANH HOA

SOABR: . .. covustasssissosmossansbnsssasessssoiss

PHIEU GIAI QUYET VAN BAN DEN

IO BANMINNG ociocdiimmusiionismasenis 5 A sams i S TR sis s S smommchaesrmpecsmsenrasenrensre e lees
S6 va ky hiéu van ban: ......o..coooveveeeennnn. o M eI ) S e 5 1
Ngay ban hanh: ......cccoeeiiiiirieee e Thoihan X ly: .o
0 7¢1 G e 111§ 1 TR o oy PN ) S Pon vj phéi HOP: o rniscos S Berscis

NEAY Q8N oo ssseens
| BT ITR 1o S
*Y kién gua lanh dao co quan:.......
........ Cz“N\/D

*Y kién ciia Truomg/Pho dom Vi .......evveereeonreeesneessesreensns

R gz e A o Bitgh.....

................................................................................................ *Y kién dé xult ciia ngudi giai qUYEL:.........coovvvvererrersrrs
Ngay2Z2iahing 2 nam 2016 | oo
w ...............................................................................................
I
*Tién d¢ giai quyét:
Ngay Chuyén VB:.......cooumeemeerrosciasssssisssssssssesssssesssssssssenns Ny trinh VBB I ...cocnnvnmmsomumisimmss
Ngay ban hanh VB tra Ii:...c..o..cvececececeeeencsese e S6, K iU VB T2 1012 covvoveeeeeeeeeees oo eeeses e
Panh gi4 thoi gian hoan thanh:  Truéce han 0 Bung han (J Tré han '

BM-01-VTVP/00

01.10.2009




HOVH LYS VL WIDI NV HOVH LYS VUL WA
NJIA AQ NAId IVA NVE ONONUL

ugyu ul oeid u3g

'/ugq 10 213 ugq 1w ‘ueq 7o yuey) dgf Aeu ueq uglg

| 2ONA YuIg - [YoB3N © ugAn 1ip 1on3u uga Fuoyd oeipy

Wwers 9po oyp uJ) nQu %’Tfm ony) 10A ue dep ‘uea 3uoyd 9p Funp 1q Suoyd 9s 0q ueo) orid
ueq p Yoey jes ey wory ueg Juoniy - : 3uQ
:0BUD| 9P ugA FunyN -

rureyd 1A 091y ne( -

SCLrvoud ANt -0



BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pjc ldp - Ty do - Hanh phiic
S6: 54 /QP-QLD Ha Ngi, ngay 5 thdng og ndm 2016
QUYET PINH

le*vrgc‘rut s6 dang ky lru hanh thude ra khéi danh muc cic thube

,_r\ il TINH KHANT

Cr',ge

DF\I Ngay: J&(OAML

:Ha’u *ui dwge cap sb dang ky lwu hanh tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC

.Can ctr|Luat Duogc ngay 14 thang 6 nam 2005;

Cén ctr Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cua Chinh phu quy
dinh chirc ndang, nhiém vu, quyen han va co cdu td chirc ctia Bo Y té;

Can cr Quyét dinh sé 3861/QD- BYT ngay 30/9/2013 cta B¢ truéng B
Y té quy dinh chuc néng, nhiém vy, quyén han va co cdu té chirc ciia Cuc Quan
ly dugc thude Bo Y té;

Cin ctr Théng tu sb 44/2014/TT-BYT ngdy 25/11/2014 ctia B Y té quy
dinh vi€c dang ky thudc;

~ Cén ctr hd so tr nguyén dé nghj rit s ding ky cua cac cong ty dang ky

thudc;

Xét dé nghi ctia Trudng phong Piang ky thude - Cuc Quan ly Dugec,

QUYET PINH ;

Piéu 1. Rut sb dang ky ctia cac thudc co tén trong Danh muc cac thude rut
s6 ding ky ban hanh kém theo Quyet dlnh nay. )
Ly do: Co s& dang ky tu nguyén dé nghj rut sb dang ky luu hanh.

Piéu 2. Céc cong ty ding ky, nha san xuét céc thude néu tai Didu 1 phai
c6 trach nhiém theo ddi, chiu trach nhiém vé an toan, hiéu qua cta thudc Jrong
qua trinh luu hanh cho dén khi hét han dung cua thuoc d6i voi cac thube dé nghl
rit sd dang ky néu trén da duoc nhép khéu, san xuat trude ngdy Quyét dinh nay
cd hiéu luc.

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

Piéu 4. Giam dbc S Y té cac tinh, thanh pho tryc thuge Trung wong, cac
don vi kinh doanh thudc va Gidm dbc co s& c6 thude néu tai Diéu 1 chiu trach
nhiém thi hanh Quyét dinh nay.

Noi nhin:

- Nhu Dicu 4; , CUC TRUONG
- B4 truémg Nguyén Thi Kim Tién (dé b/c);

- Thir trrdéng L& Quang Cuong (dé blc),

- Cuc Quan Y - B§ Quéc phong, Cuc Y té - B Céng an,
-CucY té Giao thong vén tai - B Giao thong vén tai;

-T 6ng cuc Hai quan - B§ Tai chinh, Bao hidm X hdi Viét Nan‘f
- Vu Phip ché, Cyc Quan ly Y, Dugc cb truyén, Cyc Quén ly
chita bénh, Thanh tra B§ Y té, Vién KN thubc TW, Vién KN
TP. HCM;

- Téng Cong ty Dugc Viét Nam, Céc Cong ty XNK Duge phém: 5
- Céc Bénh vién & Vién c6 giudng bénh truc thuge Bo Y té; Truwong Quoc Cuwong
- Website Cuc QLD, Tap chi Dugc & My phdm-Cuc QLD;

- Luu: VP, Cac Phong thude Cuc QLD, PKT(12).







CONG HOA XA HQI CHU NGHIA VIET NAM
Poc ldp - Tu do - Hanh phic

BOQY TE
CUC QUAN LY DUQC

DANHMUC ’
CAC THUOC RUT SO PANG KY
(Ban hanh kém theo Quyét dinh s6 54 /QD-QLD ngaypAthdngogndm 2016)

1. Cong ty diing ky: Pfizer (Thailand) Ltd. (d/c: United Center Building, Floor 36,

37, 38, 323 Silom Road, Silom, Bangrak, Bangkok 10500, Thailand ).

1.1. Nha san xuit:  Pfizer Manufacturing Deutschland GmbH (d/c:
Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany ).
STT Tén thude Hoat chit Dang bao ché S6 dang ky
1. | Neurontin Crhapentin Vién nang cimg | VN-16348-13
) 300mg

Plant, Loughbeg Ringaskiddy, Co. Cork, Ireland ).

1.2. Nha san xuit:

Pfizer Ireland Pharmaceuticals (d/c: Drug Product

STT Tén thube Hoat chét Dang bao ché | S ding ky

LI? - e Atorvastatin
(Bong goi tad Phizer | 55, Vién nén bao

1. | Manufacturing g : : VN-14307-11
Deutschland GmbH - | (Atrvastatin phim
Germany) calcium)
Lipitor :
(Gong g6i tai Plizer ?g;l"/as'[atln Vién nén bao

2. | Manufacturing s S | VN-14308-11
Deutschland GmbH - | (Aforvastatin phim
Gerniny) calcium)
Lipitor ;
g g tal Plizer ‘?(;?nrvasmtm Vién nén ba

3. | Manufacturing & s . O | VN-14309-11
Beastchlnnd Gkl (Atorvastatin phim
Germany) calcium)

1.3. Nha san xuét: Pfizer (Perth) Pty. Ltd.

Hall Drive, Bentley WA 6102, Australia ).

(d/c: Technology Park 15 Brodie

STT Tén thude Hoat chit Dang bao ché | S6 ding ky
; Carboplatin e e
1. | Carboplatin 10mg/ml Dung dich tiém | VN-14305-11




2. Cong ty ding ky: Céng ty TNHH dwgc phim dwge liéu Opodis (d/c: Lé 78
KCN va ché xudt Linh T rung 3, huyén Trang Bang, tinh Téy Ninh, Viét Nam ).

2.1. Nha saﬂ Xuit:

Céng ty TNHH dwgc phim dwoc lidu Opodis (d/c: Lo

78 KCN va ché xuat Linh Trung 3, huyén Trang Bang, tinh Tdy Ninh, Viét Nam ).

STT Tén thuoc Hoat chit Dang bao ché | S6 ding ky
Alpha terpineol
0,5g/100ml; cao
trdu khong Dung dich thuéc
1.| Phytobebe ‘ 0,042/100ml: cao ding ngok VD-15286-11
hat ngo
| 0,1g/100ml
Danh muc gém 02i trang 06 thudc./.
| F iz
CUC TRUONG

Truwong Qudc Cuing




