
BQ GIAO THONG vAN TAr
Cl)CYTE

S6: U S--/CYT-NVYD&TTBYT
V Iv ngirng xem xet, tiSp nhan h6 sa
nhap khan, h6 sa dang ky thuoc, dinh
chi hru hanh, thu h6i va rut s6 dang

ky hru hanh thuoc

CONG HoA xA HOI CHU NGHiA VIET NAM. . .
DQc l~p - T1}'do - Hanh phiic

Ha Noi, ngay a 0hfmg 4 nam 2016

Kinh gui:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y tS chuyen nganh GTVT.

Ngay 23/03/2016, Cue Quan ly Diroc- BQY tS co Quyet dinh s6 10S/QD
QLD vS viec ngirng xem xet, tiSp nhan h6 sa nhap khau, h6 sa dang ky thuoc,
dinh chi luu hanh, thu h6i va rut s6 dang kY hru hanh thuoc do Cong ty
Marksans Pharma India dirng ten dang ky, san xuat ra khoi danh muc cac thu6c
duoc c~p s6 dang ky luu hanh tai Vi~t Nam. NQi dung cu thS cua Quyet dinh va
cac Danh IDVC rut s6 dang ky, thu h6i duoc dang tai tren Website cua Cvc Y tS
GTVT http://cucytegiaothong.mt.gov.vn; chuyen mvc Chi di:lOva hUOng dful
nghi~p V\l y tS.

Cvc thong bao dS cac dan vi biSt va th\Ic hi~n./. U~

Nui nh9-n:
- Nhu tren (Qua website Cl,lC Y t€ GTVT);
- LUll: VT, NVYD&TTBYT.

Vii Van Tri~n



BOYTE
ClJC QUAN LY DtrQ'C

S6: _Aog IQB-QLD

CONG HoA xA HOI cHiJNGHiA VIET NAM• • •
BQc lip - Tv do - H~nh phuc

Ha N9i, ngay 2} thdng 3 ndm 2016

.')

QUYETBJNH
v~vi~c ngimg xem xet, ti~p nhin h8 SO'nhip kh§u, h8 SO' dang kY thu8c,
dinh chi hru hanh, thu h8i va rut s8 dang kY hru hanh thu8c ra khdi danh

muc cac thll8c dUQ'ccAps8 dang Icy t~i Vi~tNi~c T'". ,;.. . -r-
. y~, E GIAQ ~hu~~GVi\~JTAl

., ?, I CONe; V:\,r T)f~'N .

CUC TRUONGCUC QUAN LYDuaCl:• • • 28 -03- 2016

... ,,, , '''' s(S': . . . . • f'5Can cu Luat Ducc ngay 14 thang 6 nam 2005; ~ q- .
Can cir Nghi dinh s6 63/2012INB-CP ngay 31/8/2012 cua Chinh phu quy

dinh chtrc nang, nhiem vu, quyen han va co c~u t6 chirc cua BQY tS;
Can cu Quyet dinh s6 3861/QD-BYT ngay 30/9/2013 cua BQ tnrong BQY tS

quy dinh chirc nang, nhiem vu, quyen han va co c~u t6 chirc cua Cue Quan 1yDucc
thuoc BQY tS;

Can cu Thong tu s6 44/20 14/TT-BYT ngay 25/1112014 cua BQY tS quy diM
vi~c dang kY thu6c;

Can cu Thong til s6 09/20 1OITT-BYT ngay 28/04/2010 cua BQY tS huang
ddn vi~c qUID1ych~t 1uqng thu6c;

Can cu Tho~g tu 47/20101TT-BYT ngay 29/12/2010 cua BQY tS huang dfin
ho~t dQng xu~t khftu, nh~p kh§.u thu6c va bao bi tiSp xuc tn;rc ti@pvai thu6c.

X6t dS nght cua TruOng phong Thanh tra duQ'c, my phftm, TruOng phong
Quim 1ych~t 1uqng thu6c va TruOng phong Dang ky thu6c - C\lc QUlin1yDuqc,

QUYET f>JNH:

I)i~ll 1. Rut tom bQ s6 dang kY thu6c do Cong ty MarksansPharma Indiadtrng
ten dang kY, san xu~t ra kh6i Danh m\lC cac thu6c duQ'cc~p s6 dang kY 1uu hanh t~i
Vi~t Nam (Danh m\lc 1 ban hanh kern theo).

*Ly do:
- Cung c~p gi~y tcyphap 1;' trong h6 so dang kY thu6c khong dung quy dinh,

san xu~t thu6c t~i co s6 khac thea hinh thuc muqn gi~y ph6p (Loan Lisence)

- San x:u.§.tthu6c khong ~t yeu d.u ch~t 1uqngthea quy diM vS quan 1;' cMt 1uqng
thu6c CllaBQY t@.

I)i~u 2. Dinh chl1uu hanh tren toan qu6c va thu h6i toan bQ cac thu6c trong
Danh m\lc rut s6 dang kY (danh m\lC 1) va cac thu6c da nh~p kh§.u vao Vi~t Nam
truac ngay h@th~ s6 dang kY thu6c thuQc Danh m\lc cac thu6c da h@th~n s6 dang
kY (danh m\lc 2) ban h3.nh kern thea Quy@tdinh nay. Cac co s6 nh~p khAu, uy thac
nh~p khftu cac thu6c neu tren thgc hi~n thong bao thu h6i, thu h6i va bao cao k@t



qua thu h6i thu6c thea qui dinh tai Thong tu s6 09/20101TT-BYT ngay 28/4/2010
cua BQY t@huang d§n quan 1y chat hrong thuoc.

f)i~u 3. Ngirng ti@pnhan moi h6 so dang ky thuoc va ngimg cap s6 dang ky
hru hanh thuoc d6i voi cac h6 so da:nQP do Cong ty Marksans Pharma India dang ky
hoac san xuat trong thai han 24 thang,

f)i~u 4. Ngirng tiSp nhan, xem xet h6 so nhap khAu thuoc d6i voi cac thuoc
do Cong ty Marksans Pharma India dang ky hoac san xuat trong thai han 24 thang.

f)i~u 5. Ngirng nhap khau d6i voi cac thuoc do Cong ty Marksans Pharma
India san xufu hoac cung cap VaGVi~tNam trong thai han 24 thang.

f)i~u 6. C\lC Quan 1y Duoc dB nghi BQ tnrong BQ Y tS rut Giay phep heat
dQng cua doanh nghiep mroc ngoai vS thu6e va nguyen li~u lam thuoc tai Viet Nam
d6i vai Cong ty Marksans Pharma India.

Di~u7. QuySt diM nay co hi~u Ivc k~ illngay Icy ban hanh.
f)i~u 8. Giam d6c Sa Y ts cac tinh, thanh ph6 trvc thuQc Trung uang, Giam

d6c cac dan vi kinh doanh thu6c, Giam .d6c cO'sa dang kY v8./ho~c san xua
thu6c neu t~i fliBu 1,2,3,4, 5 chiu trach nhi~m thi hanh QuySt dinh nay.

Noi nhQ.n:
- NhuDi~u 8;
- BT. Nguy~nThi Kim Ti~n (de b/c);
- Cac Thu truOng( de b/c);
- Cac Ph6 Cl,lCtruOngC\lCQLD;
- C\lCQufulY - B~ Qu6c phOng,C\lCY t~ - B~ Cong an;
- C\lc Y t~ Giao thong v~ tAi- B~ Giao thO?gv~ tai; r, ' , ,f,._f·~'-~:;~~~~':.c~~'~~__ ----------
- Tong C\lCHai quan - B~ ni chinh, Bao hi~mXa hQiVi~t PI 'J:. - _;:.~
- V\l PMp ch~, C\lCQuAn1yY, DuQ'cc6 truy~n, C\lCQuAn1y~~ .... ....--"'"
chU'ab~nh, Thanh tra B~ Y t~, Vi~n KN thu6c TW, Vi~n KN thuoc
TP. HCM; TrlfO'ng QuBe CU<rng
- T6ng Cong ty DuQ'cVi~tNam, Hi~p hQiSXKD DuQ'c,Cac Cong ty
XNK DuQ'cphfun; .
- Cac B~nh vi~n& Vi~n c6 giubng b~nh t:n,rcthu~c BQY t~;
- Website C\lCQLD, T~p chi DuQ'c&My phfun-C\lcQLD;
- LUll:Cac phOngthu~c C\lCQLD, VP (02b).
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BOYTE
eve QuAN LY DUQe

CONGHoA xAHOI can NGHiAvrer NAM
f>Qcl~p - Tl}' do - H,nh plnic

DANH MVecAc TOOOC BJ RUT so DANG KY,DiNH cHi
LUU IIANHvA TOO HOI (DANH MVC 1)

(Ban hanh kern thea Quyet dinh s6 Aof IQD-QLD ngay 23>thang ; nam 2016)

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

STT Ten thuac Ho~tchit Dang bao SaDKch~

1 Bisomark 10 Bisoprolol Fumarate Vien nen
VN-12563-11bao phirn

2 Bisomark5 Bisoprolol Fumarate Viennen VN-12564-11bao phim

3 Marksanscef S Ceftriaxone Sodium; Bot pha VN-12565-11Sulbactam sodium tiem

4 Cipromarksans Ciprofloxacin Vien nen VN-13253-11Hydrochloride bao phim

5 Clindamark 150 Clindamycin Vien nang VN-13254-11Hydrochloride

6 Clindamark 300 Clindamycin Vien nang VN-13255-11Hydrochloride

Clotrirnazole 1%,
Beclomethasone

Kern boi7 C-Marksans Plus dipropionate 0,025%, VN-13256-11ngoai daGentarnycin sulphate
1%

8 Izolmarksans Itraconazole (duoi
Vien nang VN-13257-11dang pellet 22%)

9 Levoflomarksans Levofloxacin Viennen
VN-13258-11bao phim

10 Markaz250 Azithromycin Vien nen
VN-13259-11bao phim

11 Markime 100 Cefpodoxime proxetil . Vien nang VN-13260-11

12 Markime 100 Cefpodoxim proxetil Bot pha VN-13261-11r
uang
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13 Amlomarksans 5 Amlodipine besilate Vien nang VN-13775-11

14 C-Mark 100 Cefixime trihydrate Bot pha VN-13776-11•uang

15 Hydromark 100 Hydrocortisone Natri Thuoc bQt VN-13777-11Succinate pha tiem

16 Markaz500 Azithormycin Vien nen VN-13778-11bao phim

17 Ampimark-S AmIJicillin natri, BQt pha VN-14250-11Sulbactam natri tiem

18 Pizomarksans 4.5 Piperacillin natri, Bot pha VN-14252-11Tazobactum natri tiem

19 Cefimark 200 Cefixime trihydrate Vien nang VN-14736-12

20 Oxamark500 Oxacillin sodium Vien nang VN-15084-12,
cung

21 Chlormark 19 Chloramphenicol BQt pha VN-15529-12natri succinate tiem

22 .Doxymark- ..100 Doxycycline Hyclate Vien nang VN-15530-12,
cung

23 Markime 100 DT Cefpodoxim proxetil Viennen VN-15531-12phan tan

24 Markvi1400 Ibuprofen Vien nang VN-15532-12,
" Imem

25 Cefimark 100 Cefixime trihydrate Vien nang VN-15966-l2,
cung

26 Marketo cream Ketoconazole Kern VN-15967-12

27 Markmulticap H6n hop vitamin va Vien nang VN-15968-12khoang chat
,
"mem

Vien nang

28 Omemarksans Omeprazole chira hat VN-15969-12bao tan
trong ruot

29 Pantomarksans 40 Pantoprazol Sodium BQtpha VN-15970-12tiem
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Clotrimark cream30 Clotrimazole 1% Kern VN-16318-13

31 Markfil50
Sildenafil (dum dang
Sildenafil citrate)
SOmg

Vien nen
bao phim VN-16319-13

32 Markfil 100
Sildenafil (dum dang
Sildenafil citrate)
lOOmg

Vien nen
bao phim VN-16825-13

33 Telmimark-H
Telmisartan 40mg;
Hydrochlorothiazide
12,Smg

Vien nen
bao phim VN-17093-13

Markvil34 Ibuprofen 200mg Vien nang
xmem VN-17510-13

35 Clavmarksans-l,2g

Amoxicillin (diroi
dang Amoxicillin
natri) lOOOmg;Acid
clavulanic (dum dang
Clavulanat kali)
200mg

Bot pha
tiem VN-17739-14

36 Diclomark Diclofenac natri
2Smg/ml

Dung dich
tiem VN-17740-14

Cefoperazon ( duoi
dang Cefoperazon
natri) lOOOmg;
Sulbactam (diroi dang
sulbactam natri)
SOOmg

Bot pha
tiem b~p,
tinh mach
hoac truyen
tinh mach

VN-18013-1437 Cefoperamark -S
1,5g

- CVCTRU" G

I
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Truong Quae Cuong



BOYTE
CVCQU.ANLYDUQC

CQNG BoA xA HQI cmr NGHiA VI¢T NAM
BQclip - TV do - H,nh plnic

DANH MUC cAc THUOC BA BET HAN SO nANG KYBI
BINH cat LUU IIANH vA THU HOI(DANH MVC 2) .

(Ban hanh kern theo Quyet dinh s6 AD? IQD-QLD ngay2/ thang 3 nam 2016)

Cong ty dang ky: Cdng ty Marksans Pharma India (ale: 21,Lotus Business Park,
Offnew Link Road, Andheri (W),Mumbai, 400053).

STT Ten thu6c Ho,t chit Dang bao sAnKJ.che

1 Vien nen
Atormarksans 10 Atorvastatin calcium bao phim VN-9276-09

2 Vien nen
Atormarksans 20 Atorvastatin calcium bao phim VN-9277-09

3 Amoxicillin; Vien nen
Clavmarksans 1000 Potassium clavulanate baophim VN-9278-09

4 Amoxicillin; Vien nen
Clavmarksans 375 Potassium clavulanate bao phim VN-9279-09

5 Bot pha
Marksanscef 1g Ceftriaxone natri tiem VN-9281-09

6 Amoxmarksans 250 Amoxicillin Vien nang VN-S491-10
7 Amoxmarksans 500 Amoxicillin Viennang VN-S492-10
8 Cefadromark-SOO Cefadroxil Viennang VN-5493-10
9 Cefepime Bot pha

Cefepimark 19 Hydrochloride tiem VN-S494-10
10 Amoxicillin; Bot pha hen

Clavmarksans DS
,

clavulanate Potassium dich uong VN-S49S-10

11 Vien nen
Furomarksans 2S0 Cefuroxim Axetil bao phim VN-S497-10

12 Viennen
Furomarksans SOO Cefuroxim Axetil bao phim VN-S498-10

13 Lanzmarksans Lansoprazole Viennang VN-S499-10
14

Leximarksans 2S0 Cefalexin vien nang VN-SSOO-IO
15 Leximarksans SOO Cefalexin Vien nang VN-S501-10
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16 Vien nen
Markime 200 Cefpodoxime j>_roxetil bao phim VN-5502-10

17 Bot pha
Meromarksans 1g Meropenem tiem VN-5504-10

18 Telmimarksans 40 .Telmisartan Vien nen VN-5505-10
19 Telmimarksans 80 Telmisartan Vien nen VN-5506-10

Amoxicillin 500mg;
20 Potassium clavulanate

(nrong dirong 125mg Vien nen
.Clavmarksans 625 acid clavulanic) bao phim VN-9743-10

21 Rosuvamarksans 20 Rosuvastatin calcium Vien nen VN-9744-10
22 Ampimarksans 250 Ampicillin Vien nang VN-I0378-10 i

23 Ampimarksans 500 Ampicillin Vien nang VN-I0379-10

24 Bot pha
Ceftazimark-lg Ceftazidime tiem VN-I0380-10

25 Vien nen
Clarmark 250 Clarithromycin bao phim VN-I0381-10

26 Vien nen
Clarmark 500 Clarithromycin bao phim VN-I0382-10

27 Bot pha
I VN-I0383-10Esomarksans Esomeprazole natri tiem

28 Gliclamark 80 Gliclazide Vien nen VN-I0384-10

29 Levocetrizine Vien nen
Levocetrimark 10 dihydrochloride bao phim VN-I0385-10

i

30 Markoxib 100 Celecoxib Vien nang VN-I0386-10
31 Markoxib 200 Celecoxib Vien nang VN-I0387-10

32 Vien nen
Ofloxamarksans Ofloxacin bao phim VN-I0388-10

33 Vien nen
Acemarksans 100 Aceclofenac bao phim VN-11171-10

34 Vien nen
C-Marksans 100 DT Cefixime phan tan VN-11172-l0

35 Loperamide
Loperamark 2 hydrochloride Vien nang VN-11173-10
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36 Vien nen
Losamark25 Losartan potassium bao phim VN-11175-10

37 Vien nen
Losamark 50 Losartan potassium bao phim VN-11176-10

Vien nen
38 tan trong

Rabemark20 Rabeprazol natri ruQt VN-11177-10

39 Rosuvamarksans 10 Rosuvastatin calcium Vien nen VN-11178-10
40 Rosuvamarksans 5 Rosuvastatin calcium Vien nen VN-11179-10

41 H8n hop Vitamin va Vien nang
khoang chdt

,
Multifitmarksans ,.. VN-11595-10mem

42 Bot pha
Cefotaximark Cefotaxime natri tiem VN-11951-11

Truong QuAe Cuirng
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