BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
S6: 108/QP-QLD Ha Néi, ngay 23 thang 03 ndam 2016
QUYET PINH

VE VIEC NGUNG XEM XET, TIEP NHAN HO SO NHAP KHAU, HO SO PANG KY.
THUOC, PINH CHI LUU HANH, THU HOI VA RUT SO BANG KY LUU HANH THUOC
RA KHOI DANH MUC CAC THUOC PUQC CAP SO PANG KY TAI VIET NAM

CUC TRUONG CUC QUAN LY DUQC
Can cv Luat Duoc ngay 14 thang 6 nam 2005;

Can cir Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cua Chinh phi quy dinh chirc
nang, nhiém vu, quyén han va co cau to chiec cua Bo Y té;

Can cir Quyét dinh s6 3861/0D-BYT ngay 30/9/2013 cua Bo truong Bo Y té quy dinh
chire ndng, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan Iy Duoc thudc Bo Y té;

~ Can cir Thong tu 6 44/2014/TT-BYT ngay 25/11/2014 ciia B Y té quy dinh viéc dang ky
thuoc;

~ Can cir Thong t s6 09/2010/TT-BYT ngay 28/4/2010 ciia B Y 1é huéng ddn viéc qudn Iy
chat lwong thuoc;

Can cir Thong tw 47/2010/TT-BYT ngay 29/12/2010 cua Bo Y té huéng dan hoat dong
xudt khdu, nhdp khdu thuéc va bao bi tiép xiic truc tiép véi thuoc.

Xét dé nghi cua Truéng phong T hanh tra dwoc, my pham, trueong phong Quan 1y chat
lwong thuoc va Truong phong Dang ky thuoc - Cuc Quan ly Duorc,

QUYET PINH:

Diéu 1. Rit toan bd s dang ky thude do Cong ty Marksans Pharma India dimg tén dang
ky, san xuat ra khoi Danh muc cac thudc duogc cap so6 dang ky luu hanh tai Viét Nam (Danh muc
1 ban hanh kem theo).

* Ly do:

- Cung cap gidy to phéap 1y trong ho so dang ky thudc khong dung quy dinh, san xuét
thudc tai co s¢ khac theo hinh thirc muon gidp phép (Loan Lisence)



- San xuat thubc khong dat yéu cau chat luong theo quy dinh vé quan 1y chit lugng thude
cua B Y té.

Piéu 2. Pinh chi luu hanh trén toan qudc va thu hoi toan bd cac thude trong Danh muc
rat s diang ky (danh muc 1) va cac thudc di nhdp khau vao Viét Nam trude ngay hét han sb
dang ky thudce thudc Danh muc cac thude da hét han sb ding ky (danh muc 2) ban hanh kém theo
Quyét dinh nay. Cac co so nhap khau, uy thac nhép khau cac thudc néu trén thyc hién thong bao
thu hoi, thu hdi va bao céo ket qua thu héi thube theo quy dinh tai Thong tu s6 09/2010/TT-BYT
ngay 28/4/2010 cua B Y té huéng dan quan 1y chat lwong thudc.

) })iéu 3. Ngung tiép nhan méi hd so ding ky thudc va ngimg cdp sb ding ky luu hanh
thuoc doi voi cac ho so da ndp do Cong ty Marksans Pharma India dang ky hoac san xuat trong
thoi han 24 thang.

Piéu 4. Nguing tiép nhan, xem xét hd so nhap khau thude d6i véi cac thude do Cong ty
Marksans Pharma India dang ky hoac san xuat trong thoi han 24 thang.

Pidu 5. Ngimg nhap khau ddi véi cac thude do Cong ty Marksans Pharma India san xuat
hodc cung cap vao Viét Nam trong thoi han 24 thang.

Piéu 6. Cuc Quan ly Dugc dé nghi Bo truong BO Y té rut Gidy phép hoat dong cua
doanh nghiép nudc ngoai vé thudc va nguyén liéu 1am thudc tai Viét Nam d6i v6i Cong ty
Marksans Pharma India.

Piéu 7. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 8. Giam ddc S& Y té céc tinh, thanh phé truc thuoc Trung wong, Giam ddc cac don
vi kinh doanh thudc, Giam doc co s¢ dang ky va/hodc san xuat cac thude néu tai Diéu 1, 2, 3, 4,
5 chiu trach nhi¢m thi hanh Quyét dinh nay.

CUC TRUONG

Noi nhdn:

- Nhu biéu 8;

- BT. Nguyén Thi Kim Tién (¢ b/c);

- Céc Thir truong (dé blc);

- Céc Ph6 Cuc truéng Cuc QLD; A p
- Cuc Quén Y - B6 Quéc phong, Cuc Y té - Bo Cong an; Truong Quoc Cuong
-CucY té Giao thong van tai - B Giao thong van tai;

- Tong cuc Hai quan - Bo Tai chinh, Bao hiém Xa hoi Viét Nam;

- Vu Phép ché, Cuc Quan 1y Y, Dugc ¢b truyén, Cuc Quan 1y Kham chira

bénh, Thanh tra B6 Y té, Vién KN thubc TW, Vién KN thu6c TP.HCM;

- Tong Cong ty Duge Viét Nam, Hiép hoi SXKD Duge, Cac Cong ty XNK

Duoc phim;

- Cac Bénh vién & Vién c6 givong bénh truc thuoec Bo Y té;

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

- Luu: Céc phong thudc Cuc QLD, VP (02b).



DANH MUC

CAC THUOC BIRUT SO BPANG KY, BINH CHI LUU HANH VA THU HOI (DANH MUC

1)

(Ban hanh kém theo Quyét dinh s 108/0D-QLD ngay 23 thang 3 nam 2016)

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

STT Tén thudc Hoat chit Dang bao ché S6 PK
1 [Bisomark 10 Bisoprolol Fumarate Vién nén bao phim | VN-12563-11
2 [Bisomark 5 Bisoprolol Fumarate \VVién nén bao phim | VN-12564-11
3 [Marksanscef S Ceftriaxone Sodium; Bot pha tiém VN-12565-11
Sulbactam sodium
i Ciprofloxacin . W i
4 |Cipromarksans Hydrochloride \VVién nén bao phim | VN-13253-11
5 [Clindamark 150 Clindamycin Hydrochloride [Vién nang VN-13254-11
6 [Clindamark 300 Clindamycin Hydrochloride [Vién nang VN-13255-11
Clotrimazole 1%,
Beclomethasone n 5
7 |C-Marksans Plus ipropionate 0,025%, Kem boi ngoai da | VN-13256-11
Gentamycin sulphate 1%
[traconazole (dudi dang i ] ]
8 [lzolmarksans bellet 2206) \VVién nang VN-13257-11
9 |Levoflomarksans Levofloxacin \Vién nén bao phim | VN-13258-11
10 [Markaz 250 Azithromycin \Vién nén bao phim | VN-13259-11
11 [Markime 100 Cefpodoxime proxetil \Vién nang VN-13260-11
12 |Markime 100 Cefpodoxim proxetil Bot pha udng VN-13261-11
13 |Amlomarksans 5 IAmlodipine besilate \VVién nang VN-13775-11
14 (C-Mark 100 Cefixime trihydrate Bot pha ung VN-13776-11
15 |Hydromark 100 A YOOCRLERIgatri Thudc bét pha tiém | VN-13777-11
Succinate
16 [Markaz 500 Azithormycin Vién nén bao phim | VN-13778-11
17 |Ampimark-S 'r?ar{‘r'io'c""” natri, Sulbactam o 1o tiem VN-14250-11
18 Pizomarksans 45 [ peracillin natr, Bot pha tim VN-14252-11

Tazobactum natri




19 [Cefimark 200 Cefixime trihydrate \VVién nang VN-14736-12
20 [Oxamark 500 Oxacillin sodium Vién nang cing VN-15084-12
21 (Chlormark 1g Chloramphenicol natri o0 1 tiem VN-15529-12
succinate
22 [Doxymark-100 Doxycycline Hyclate Vién nang cing VN-15530-12
23 [Markime 100 DT Cefpodoxim proxetil Vién nén phan tdn | VN-15531-12
24 [Markvil 400 Ibuprofen Vién nang mém VN-15532-12
25 [Cefimark 100 Cefixime trihydrate Vién nang cing VN-15966-12
26 |Marketo cream Ketoconazole Kem VN-15967-12
27 [Markmulticap Lo hop vitamin va kKNOANG s ano mém | VN-15068-12
28 [Omemarksans Omeprazole Vil nansRra h at VN-15969-12
bao tan trong rudt
29 [|Pantomarksans 40 Pantoprazol Sodium Bot pha tiém VN-15970-12
30 [Clotrimark cream Clotrimazole 1% Kem VN-16318-13
. Sildenafil (dudi dang A i
31 [Markfil 50 Sildenafil citrate) 50mg \VVién nén bao phim | VN-16319-13
. Sildenafil (dudi dang A .
32 [Markfil 100 Sildenafil citrate) 100mg \VVién nén bao phim | VN-16825-13
33 [Telmimark-H UM Urig, \Vién nén bao phim | VN-17093-13
Hydrochlorothiazide 12,5mg
34 Markvil Ibuprofen 200mg Vién nang mém VN-17510-13
Amoxicillin (duoi dang
Amoxicillin natri) 1 000mg; f . A
35 [Clavmarksans-1,2g Acid iR Nk n Bot pha tiém VN-17739-14
Clavulanat kali) 200mg
36 [Diclomark Diclofenac natri 25mg/ml  |[Dung dich tiém VN-17740-14
Cefoperazon (dudi dang n A 1
. . [Bot pha tiém bap,
37 (Cefoperamark-S 1,5g |Ccroperazon natri) 1000mg; o © - 1 o VN-18013-14

Sulbactam (dudi dang

sulbactam natri) 500mg

truyén tinh mach




DANH MUC

CAC THUOC PA HET HAN SO PANG KY BI PINH CHi LUU HANH VA THU HOI

(DANH MUC 2)

(Ban hanh kém theo Quyét dinh s 108/0D-QLD ngay 23 thang 3 nam 2016)

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

STT Tén thudc Hoat chit Dang bao ché S6 PK
1 JAtormarksans 10 Atorvastatin calcium Vién nén bao phim | VN-9276-09
2 |Atormarksans 20 Atorvastatin calcium Vién nén bao phim | VN-9277-09
3 [Clavmarksans 1000 SLT/?J’I‘;';L” PORASSIUM  \ia1 1nén bao phim | VN-0278-09
4 [Clavmarksans 375 S;T/%T;%!{Ln; Potassium \Vién nén bao phim | VN-9279-09
5 [Marksanscef 1g Ceftriaxone natri Bot pha tiém VN-9281-09
6 JAmoxmarksans 250 JAmoxicillin \ién nang VN-5491-10
7 JAmoxmarksans 500  |[Amoxicillin \ién nang VN-5492-10
8 [Cefadromark-500 Cefadroxil \ién nang VN-5493-10
9 [Cefepimark 1g Cefepime Hydrochloride  [B6t pha tiém VN-5494-10
10 {Clavmarksans DS Q(;?:S’;iiﬁir'r:i"; CRvulanaig Egﬁé’ha hondich 1 \/\ 5495.10
11 |Furomarksans 250 Cefuroxim Axetil \Vién nén bao phim | VN-5497-10
12 |Furomarksans 500 Cefuroxim Axetil Vién nén bao phim | VN-5498-10
13 |Lanzmarksans Lansoprazole \/ién nang VN-5499-10
14 |Leximarksans 250 Cefalexin \ién nang VN-5500-10
15 [Leximarksans 500 Cefalexin \ién nang VN-5501-10
16 [Markime 200 Cefpodoxime proxetil Vién nén bao phim | VN-5502-10
17 [Meromarksans 1g Meropenem Bot pha tiém VN-5504-10
18 [Telmimarksans 40 Telmisartan Vién nén VN-5505-10
19 [Telmimarksans 80 Telmisartan Vién nén VN-5506-10
Amoxicillin 500mg;
20 [Clavmarksans 625 potassium clavulanate \ién nén bao phim | VN-9743-10

tuong duong 125mg acid

clavulanic)




21 |Rosuvamarksans 20  |Rosuvastatin calcium \Vién nén VN-9744-10
22 |[Ampimarksans 250  JAmpicillin \ién nang VN-10378-10
23 |[Ampimarksans 500  JAmpicillin \ién nang VN-10379-10
24 [Ceftazimark-1g Ceftazidime Bot pha tiém VN-10380-10
25 [Clarmark 250 Clarithromycin \Vién nén bao phim | VN-10381-10
26 [Clarmark 500 Clarithromycin \Vién nén bao phim | VN-10382-10
27 [Esomarksans Esomeprazole natri Bot pha tiém VN-10383-10
28 [Gliclamark 80 Gliclazide Vién nén VN-10384-10
29 [Levocetrimark 10 Iaﬁ:%cg[gihzlglr? de Vién nén bao phim | VN-10385-10
30 [Markoxib 100 Celecoxib \ién nang VN-10386-10
31 |Markoxib 200 Celecoxib \Vién nang VN-10387-10
32 [|Ofloxamarksans Ofloxacin \ién nén bao phim | VN-10388-10
33 |Acemarksans 100 Aceclofenac \ién nén bao phim | VN-11171-10
34 [C-Marksans 100 DT  |Cefixime Vién nén phéntan | VN-11172-10
35 [Loperamark 2 Loperamide hydrochloride [Vién nang VN-11173-10
36 [Losamark 25 Losartan potassium \Vién nén bao phim | VN-11175-10
37 [Losamark 50 Losartan potassium Vién nén bao phim | VN-11176-10
38 [Rabemark 20 Rabeprazol natri X';n "Ryl VN-11177-10
39 |Rosuvamarksans 10  |Rosuvastatin calcium \Vién nén VN-11178-10
40 [Rosuvamarksans 5 Rosuvastatin calcium Vién nén VN-11179-10
41 Multifitmarksans gl‘;‘: hop Vitamin va khoangic, s oo mém | VN-11595-10
42 |Cefotaximark Cefotaxime natri Bot pha tiém VN-11951-11




