BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pic 1ap — Tw do — Hanh phic
S6: 281 /QP-QLD Ha Ngi, ngay 4 thing ¢ nam 2020
QUYET PINH

V& viée thu hdi 13 Gidy diing ky luu hanh thude tai Viét Nam

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc ngay 06 thang 4 nam 2016;
Can cir Nghi dinh 54/2017/ND-CP ngay 08/05/2017 cua Chinh phu quy dinh
chi tiét mét sé diéu vé bién phap thi hanh Ludt duoc,
Cdn cir Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cua Chinh phii sia
doi mot sé quy dinh lién quan dén diéu kién dau tw kinh doanh thudc pham vi qudn
Iy nha nuoc cua Bo 'Y 1é;
Can cir Nghi dinh SO 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy dinh
chirc ndng, nhiém vy, quyen han va co cdu té chike ciia Bo Y té;
Cdn ci Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 cua B trucng Bo Yté
quy dinh viéc dang ky lwu hanh thude, nguyén liéu lam thuéc;
Cdn cir Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 cua Bj truong Bo Yt
quy dinh chirc ndng, nhiém vy, quyén han va co cdu t6 chite ciia Cuc Quan 1y dwoc
thuéc Bo Y té;
Céin cir don dé nghi thu hoi gidy ding ky heu hanh thudce tai Viét Nam ciia cdc /»'f’.f-'
co s¢ ddang ky thude; '
Xét dé nghi cua Truong phong Phong Ping ky thuée - Cuc Qudn Iy Duoc,

QUYET PINH:

Piéu 1. Thu hdi 13 Gidy dang ky luu hanh thudc tai Viét Nam ddi véi cac
thudce dugce cip gidy dang ky luu hanh, cu thé nhu sau:

1. Co sé ding ky thudc: Pfizer (Thailand) Ltd. (d@/c: No. 323 United Center
Building, Floors 36th and 37th, 323 Silom Road, Silom, Sub-District, Bang Rak District,
Bangkok Metropolis, Thailand).

1.1.Co s& san xuét thude: Pfizer Manufacturing Deutschland GmbH (@/e:
Betriebsstatte Freiburg, Mooswaldallee I, 79090 Freiburg, Germany).

STT Tén thude Hoat chét, ham lugng | Dang bao ché S6 dang ky
. Quinapril (dudi dang Vién nén bao . i
1. | Accupril Quinspril HICT) 5mg sl VN-19302-15

2. Co s& dang ky thudc: AbbVie Biopharmaceuticals GmbH (d/c: BAAR,
Neuhofstrasse 23, 6341 Baar, Switzerland).

2.1.Co s& san xuét thudc: Aesica Queenborough Limited (d/c: North road,
Queenborough, Kent, ME11 5EL, United Kingdom).

STT Tén thude Hoat chit, ham luong Dang bao ché S6 diang ky
2. | Forane Isofluran 99,9% kl/kl D“ngh‘it“"h de VN-20123-16




3. Co s& dang ky thube: Cong ty Cb phan Duge phidm Sanofi-Synthelabo Viét Nam
(d/c: 10 Ham Nghi, P. Ben Nghé, Quan 1, TP. Hé Chi Minh, Viét Nam).

3.1.Co sé san xuit thudc: Cong ty Cb phan Duge pham Sanofi-Synthelabo Viét
Nam (d/c: 15/6C Déng Vin Bi-Thii Pirc-Tp H6 Chi Minh, Viét Nam).

STT Tén thudc Hoat chat, ham luong Dang bao ché S6 ding ky
Sat (1) fumarat (tuong
Fumafer B9 duong 60mg sit nguyén Vién nén bao
3| Corbiere daily use | t6) 182,04mg; Acid Folic phim e
0,4mg

4. Co sé ding ky thudc: Sanofi-Aventis Singapore Pte Ltd. (@/c: 38 Beach Road,
#18-11, South Beach Tower, Singapore (189767), Singapore).

4.1.Co sé san xuit thudc: Sanofi Winthrop Industrie - Tours (d/c. 30-36 Avenue
Gustave Eiffel 37100 Tours, France).

STT Tén thudc Hoat chat, ham luong Dang bao ché S6 ding ky
4, | Stilnox Zolpidem tartrat 10mg Vler;ﬁfnﬂ ap VN-21959-19

4.2.Co s& san xuit thudc: Swiss Caps AG (@/c: Husenstrasse 35, Kirchberg CH-
9533, Switzerland); Co s& déng g6i: Ginsana S.A (d/c: Via Mulini, 6934 Bioggio,
Switzerland).

STT Tén thudc Hoat chit, ham luong Dang bao ché S6 dang ky

Chiét xuét nhén sim
chuin hoa Pharmaton
G115 (diéu chinh dén 4%
ginsenosid) 40mg; 2-
Dimethylaminoethanol
hydrogentartrat 26mg;
Vitamin A téng hop
(dang dau) 4000 1U;
Ergocalciferol 400 IU;
All-rac-alpha-tocopheryl
acetat 10mg; Thiamin
nitrat 2mg; Riboflavin
2mg; Pyridoxin HCI
Img; Cyanocobalamin
Imcg; Calci Pantothemat
10mg; Nicotinamid
15mg; Ascorbic acid
60mg; Rutosid trihydrat
20mg, Kali 8,0mg; Pdng
1,0mg; Mangan 1,0mg,
Magie 10,0mg; St
10,0mg; Kém 1,0mg;
Calci 90,3mg; Phosphat
70,0mg; Lecithin
50,0mg; Lecithin ttr diu
dau nanh 16,0mg

5. | Pharmaton Vién nang mém |  VN-19023-15
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4.3.Co s& san xuit thude: Sanofi-Aventis Deutschland GmbH (@c: Bruningstrasse
50, D-65926 Frankfurt am Main, Germany).

STT Tén thudc Hoat chit, ham lugng | Dang bao ché S6 dang ky
Levofloxacin (dudi dang C o en
6. | Tavanic Levofloxacin hemihydrat Dun%rggcgllltlem VN-19904-16
256,23 mg) 250mg/50ml Y

5. Co s dang ky thude: Bayer (South East Asia) Pte., Ltd. (@/c: 63 Chulia Street #
14-00, Singapore (049514), Singapore).
5.1.Co s& san xuat thudc: Bayer Pharma AG (d/c: D-51368 Leverkusen, Germany).

STT Tén thude Hoat chét, ham luong Dang bdo ché Sb dang ky
Vién nén bao
7. | Adalat retard Nifedipin 20mg phim tac dung VN-20387-17
cham

6. Co so ding ky thudc: Novartis Pharma Services AG (d/c: Lichstrasse 35, 4056
Basel, Switzerland). )
6.1.Co sé san xuat thudc: s.a. Alcon-Couvreur N.V (d/c: Rijksweg 14, 2870 Puurs,

Belgium).
STT Tén thudc Hoat chat, ham lugng | Dang bao ché S6 dang ky
8. | Maxidex Desarreilogen | mphng | o0 GRNID | ag jonpo g5
mat vo khudn .

. 21N
7. Co s& diang ky thudc: Glenmark Pharmaceuticals Ltd. (d/c: B/Z\{V}

Chambers, 22 Bhulabhai Desai road, Mumbai-400 026, India).

I3 , ‘r‘ Y l:
7.1.Co s& san xuat thuoc: Glenmark Pharmaceuticals Ltd. (d/c: Rlog Xfc)ﬁ
MIDC Area, Satpur, Nasik-422 007, Maharashtra, India). ™
] - e )
STT|  Tén thube Hoat chét, him luong | Dang bao ché | =% ding ky
9. |Perigard-2 Fexinfopril erpimine Vién nén VN-18317-14

2mg

8. Co s& dang ky thudc: Pharmaceutical Works Polpharma S.A. (d/c: 83-200
Strarogard Gdanski, 19 Pelplinska Street, Poland, Poland).
8.1.Co s& san xudt thude: Pharmaceutical Works Polpharma S.A. (d@/c: 05-850
Ozarow Mazowiecki, 28/30 Ozarowska Street, Poland).

STT Tén thudc Hoat chét, ham luong Dang bao ché SH ding ky
Bot pha dung
10. | Biocetum Ceftazidime 1g dich tiém/tiém VN-16858-13
truyén

9. Co s& dang ky thudc: Pharmaceutical Works Polpharma S.A. (d/c: 19 Pelplinska
St. 83-200 Starogard Gdanski, Poland).

9.1.Co s¢& san xuat thudc:

Pelplinska St. 83-200 Starogard Gdanski, Poland).

Pharmaceutical Works Polpharma S.A. (d@/c: 19




STT Tén thubc Hoat chét, ham lugng Dang bao ché S6 dang ky
11. | Enarenal Enalapril maleate 10mg Vién nén VN-16859-13
12. | Poltram 100 Teatnacol Bydrochlonde |y ook figen | VINSIT128-13

100mg/2ml
13. | Poltram 50 Tramacol iydrochlonde | py o aioh digm | VINGIT129513
50mg/1ml

tai Viét Nam.

Ly do: Co s& dang ky thude ty nguyén d& nghi thu hdi gidy diang ky luu hanh

Piéu 2. Thudc trong nude duge san xuét trude ngay Quyét dinh nay cé hiéu

luc, thudc nude ngoai nhap khéu vao Viét Nam hodc thube nudc ngoai nhap khéu
trong trudng hop duge giao hang tai cang di cia nude xuét khau trude ngay Quyét
dinh nay c6 hiéu luc duoc phép luu hanh dén hét han dung cta thudc. Co s ding
ky thudc, san xuét thubc phai c¢6 trach nhiém theo ddi va chiu trach nhiém vé chat
luong, an toan, hiéu qua cta thudce trong qua trinh luu hanh.

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

Pidu 4. Gidm dbc S& Y té cac tinh, thanh phé truc thude Trung wong, cac co

s& kinh doanh dugc va Giam doc co s& ¢d thuoc néu tai Pi€u 1 chiu trach nhiém thi

hanh Quyét dinh nay./.

Noi nhin:
- Nhu Diéu 4;

- PTTg. Vii Ditc Dam- Bi thu BCSD (dé b/c);
- TTr. Truong Qubc Cudng (dé b/c);

- Cuc trudng Vii Tudn Cudng (dé blc);

- Cuc Quan Y - B9 Qubc phong; Cuc Y té - B§ Cong an; Cuc Y /
té Giao thong van tai - B6 Giao thong vén tai;

- Téng cuc Hai quan - B Tai chinh;

- Bao hiém Xa hoi Viét Nam;

-Bd Y té: Vu Phap ché, Cuc Quan Iy Y, Duge cd truyén, Cuc
Quan ly KCB, Thanh tra Bg;

)
-
o
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- Vién KN thubéec TW, Vién KN thuéc TP. HCM;
- Téng Cong ty Dugc Viét Nam — Cong ty cd phén;

- Céc Cong ty XNK Dugc phdm;

- Céc Bénh vién & Vién c6 giudng bénh truc thudc B;

- Cac phong Cuc QLD: QLKDD, QLCLT, PCTTra, DKT,
QLGT,Vin phong; Website Cuc QLD,;

- Luu: VT, PKT (NCB).
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