
QUYETD1NH
VA' viec ban hanh danh muc 17 thuoc mroc ngoai diroc cap so dang ky hru

hanh tai Vi~t Nam - Dot 101 (b6 sung)

BQYTE
l)C QUAN LY DlJqC

So:Wl-\,I /QD-QLD

CONG HOA xA HOI CHU NGHiA VI~T NAM
DQc l:)p - Tl! do - H:;tnh phuc

na Nqi, ngay,>(;] (hang ionam 2018

Cl)C TRlJONG Cl)C QUAN LY DlJqC

Can cu Luat Diroc ngay 06/4/2016;
Can cUNghi dinh so 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy

chirc nang, nhiem V1;1~quyen han va co cau t6 chirc cua B(>Y te;

Can CUQuyet dinh so 3861/QD-BYT ngay 30/9/2013 cuaBo tnrong B(>Y
te uy dinh chirc nang, nhiem V1;1, quyen han va co cau t6 chuc cua Cue Quan ly
dut c thuoc B(>Y te;

Can cu Thong ur so 44/2014m-BYT ngay 25/11/2014 cua B(>Y te quy
di h viec dang ky thuoc;

Can err y kien cua Hoi dong nr van cap gi~y dang ky hru hanh thuoc,
n yen lieu lam thu6c - B(>Y te;

Xet de nghi cua Truong Phong Dang ky thuoc - Cue Quan ly Diroc,

QUYETDlNH:

Dieu 1. Ban h'anh kern thea Quy€t dinh nay danh m~c'17 thuoc Iiuac
n a::lidu<?,ccap so dang ky lUllhanh t~i Vi~t Nam - Dqt 101 (b6 sung).

Dieu 2. Nha sim xuat va cong ty dang ky thuoc co tnich nhi~m cung cap
t uoc vaa Vi~t Nam thea dung cac ho sa tai li~u da dang ky vai B(>Y teoSo dang
k du<?,cB(>Y te Vi~t Nam cap phai du<?,cin len nhan thuoc. SOdang ky co ky
h ~u VN- .....-18 c6 gia tri 05 nam k~ til ngay ky Quyet dinh.

Dit~u 3. Nha san xuat va cong ty dang ky thuoc phai chap hanh day dll
p ap lu~t clla nuac CHXHCN Vi~t Nam va cac quy dinh clla B(>Y te ve nh~p

~u thuoc va lUllhanh thuoc t~i Vi~t Nam; neu co bat CUthay d6i gl trang qua
t lnh luu hanh thuoc 6 nuac s6 t~i va 6 Vi~t Nam thl phai baa cao ngay cha Cl:lC

u;;m ly Du<?,c- B(>Y te Vi~t Nam.
Di~u 4. D6i v6i cac thu6c ban hanh kern thea quy~t dinh nay va thuQc danh

~lCthu6c dQCva nguyen li~u dQc lam thu6c thea guy dinh t~i Thong tu
6/20 17/TT-BYT ngay 03/5/2017 cua BQY t~ vS vi~c ban hanh danh !p.l,lC thu6c
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dQc va nguyen lieu dQc lam thuoc; cong ty dang ky, co sa san xu~t phai C?Pnhat
quy dinh vS thuoc dQc tren nhan va huang d~n su dung thea quy dinh tai Thong
tu 01l2018/TT-BYT ngay 18/0112018 cua BQ Y t@quy dinh ghi nhan thuoc,
nguyen lieu lam thuoc va ta huang d~n sir dung thu6c va chi duoc san xuat, hru
hanh thuoc tren thi tnrong sau khi Cue Quan ly Dtroc phe duyet nQi dung C?P
nhat nay.

Dieu 5: D6i voi cac thuoc ban hanh kern thea quyet djnh nay va co ten,
dia chi nha san xuftt dang dang, ky va ten, dia chi nha san xu~t da diroc c~p s?
dang kY cii khong hoan toan giong nhau, yeu diu cong ty dang ky, nha san xuat
giai trinh vS ten va dia chi nha san xu~t va b6 sung Gi~y xac nhan cua co quan
co th~m quyen vS vi~c d6i ten va thay d6i cach ghi dia 9hi rna dia diSm san xu~t
khong thay doi theo quy dinh t?i Phvlvc II Thong tu so 44/20 14/TT-BYT ngay
2511112q14 eua BQ Y t~ Quy dinh vi~c dang kY thu6c va chi duQ'c san xu~t,
nh?P khau, lUll hanh thuoc tren thi twang sau khi eVc Quan ly DuQ'c phe duy~t
nQi dung nay.

Dieu 6: T~t ca cac thu6c ban hanh kern thea Quy@tdinh nay, trong vang
03 thang kS til ngay ky ban hanh QuySt dinh nay, co sa dang kY phai chiu trach
nhi~m C?Pnh?t!hoan thi~n cac nQi dung hanh chinh thea cac cong van thong bao
cua evc Quan ly DuQ'c va chi duQ'c san xu~t, nh?P kh~u, lUll hanh thu6c tren thi
twang sau khi eVc Quan ly DuQ'cphe duy~t cac nQi dung C?Pnh?t nay. Sau thai
gian neu tren, n@uco sa khong b6 sung he, so thi eVc Quan ly DuQ'c se rut s6
dang kyo

Dieu 7. Quyet dinh co hi~u Ivc k~ tu ngay ky ban hanh.

Dieu 8. Giam doc Sa Y te cac tinh, thanh pho trvc thu9C trung UO'ng,
giam doc nha san xuat va cong ty dang ky co thuoc tc;tiDi~u 1 chiu trach nhi~m
thi hanh Quyet dinh nay'/'

Noi nhtJn: cve TRUONG
-NhuDieu 8; Yr.
- B¢ truemg Nguy~en'fh!Kim Tien (de b/c); ~3-----:.it"
- TT. Truong Quae Cuong (de b/c); • /ifJf5., ' '.,
- Cl;lCQUll,n~ - B¢ Qu6c ph?ng, CI;lC,Y te - B¢ C6n~,a ; ;'fir)"" :*. " ': '
- C~c Y te GI~? th6ng v~n t~~- ~ Glao th6ng v~n tal; (l ...~~" ..~ '~hf,~ !
- T?ng cl;lcHal q~an.- B¢ Tal chinh; (' \,,~ . /~
- Baa hiem Xii h¢l VI¢t Nam; 0S- ~ ~
- VI;lPhap che, Cl;lCQuan 19 Y, Dugc c6 tfuyen, CI;lCQua ~~/'; \. ii. Tuan CU'O'ng
KMm, chua b¢nh - B¢ Y te, Thanh tra B¢ Y te;
- Vi¢n KN thu6c TW, Vi¢n KN thu6c TP. HCM;
- T6ng C6ng ty Dugc VN;
- cac C6ng ty XNK Dugc phAro;
- cac B¢nh vi¢n & Vi¢n co giubng b¢nh tf1!Cthu¢c B¢ Y te;
- Website cua CI;lCQLD, T~p chi Dugc & MP - CI;lCQLD;
- LUll: VT, KDD, DKT(10).



BQ) TE
CVC QuAN LY DU'QC

eQNGHOA xA HOI em) NGHlA VI$T NAM
DQc l~p - TV do - Hanh phuc

DANH Ml. e 17TRUoe NUde NGOAl Dude cAP so DANGKY HIED r.trc 5NAM-
DOT 101(80 SUNG). ..

Ban hanh kern thea quyet dinh s6:~t~:YQD-QLD, ngay,/j.I.(r;.I ..L.af

1. Cong tf dang kY: ~ong ty c6 phin Direc MK Vi~t Nam (Die: G17 ng8 28 Xuan La, Phuong
Xudn La, ~ut;in Tay Ho, Ha N9i - n« Nam)

1.1 Nha ~an xuit: S.C. Rompharm Company S.r.l (Dlc: 1st A Eroilor St, 075100, Otopeni, Jud, -
Rumani)

STT Ter thuAc se dang IcyHoat chAt chinh -
Ham hrong

Dang bao
ch~

TuBi Tieu Quy each
tho chuAn ,dong goi

Dexketoprofen
(duoi dang
Dexketoprofen
trometamol)
50mg/2ml

Dung dich 48 NSX
tiem/ dung thing
dich d~m d~c
dS pha
truyen tinh
mach

1 Disomic H9P 5 6ng x
Zrnl

VN-21526-18

2. Cfmg ~ dang ky: Cfmg ty C6 phin Duoc ph§m Nam Ha (Die: 415 Han Thuyen, TP. Nam
Dinh, tinh Nam Dinh - Vi?t Nam)

2.1 Nha sr.lnxuit: Pharmazeutische Fabrik Evers GmbH & Co. KG (Die: Siemensstraj3e 4,
25421 Ph neberg - Germany)

~ thudc
Hoat chAt chinh - Dang bao TuBi Tieu Quy each se dang ky

STT Te Ham IU'Q'Ilg ch~ tho chuAn dong goi
.

2 Circanette :J. Sulfur depuratum Vien nen bao 36 NSX H9P 4 vi X' 20 VN-21527-18
15mg; Paraphlebon phim thing vien
(modified keratine)
200mg; FolliculI,
Sennae ply. '15mg;
Potassium bitartrate
15mg

-
. '

_ . - -- ._ _ . _,_ _ - _

3. Cong t. dang ky: Cfmg ty CP DP Tena~yd (Die: La Y.01-02A duong Tan Thut;in, KCNIKCX
Tan Thut;i , P. Tan Thut;inDang, Q.7, TP. Ha Chi Minh - Vi?! Nam)

3.1 Nha s~n xuit: Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A. (Die: 14th Kim.
National Road 1, GR-145 64 Kifissia - Greece)
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Ten thu6c
Hoat ch~t chinh - Dang bao Tu6i Tieu Quy cach S6 dang kySTT Ham 1U'Q1lg ch~ tho chuAn dong goi

3 Apotel max 10mg/ml Paracetamol Dung dich 24 NSX H9P 1, 10,20, VN-21528-18
Solution for Infusion 1OOOmgllOOml tiem truyen thang 50 g6i

4. Cong ty dang ky: Cfmg ty CP direc ph~m Pha No (Die: 31 H6 Bidu Chanh, P.12, Q. Phil
Nhudn, TP. H6 Chi Minh - Viet Nam)

4.1 Nha san xuftt: S.C. Magistra C & C SRL (Die: Bulevardul Aurel Vlaicu nr. 82A, Constanta -
Romania)

Ten thu6c Hoat ch~t chinh - Dang bao Tu6i Tieu Quy cach S6 dang kYSTT Ham 1U'Q1lg ch~ tho chu§n dong goi

4 Carmotop 25 mg Metoprolol tartrat Vien nen 24 NSX H9P 3 vi x 10 VN-21529-18
25mg thang vien

I-- -- ----------f--------------- t--~ --- ------- -------
5 Carmotop 50 mg Metoprolol tartrat Vien nen 24 NSX H9P 3 vi x 10 VN-21530-18

50mg thang vien

5. Cdng ty dang ky: Cdng ty TNHH DU'Q'cph~m Lamda (Die: 27/6 Lj Thai T6, Phuong Thach
Gidn, Qudn Thanh Khe, Thanh ph6 Da Nfmg - Vi¢tNam)

5.1 Nha san xuftt: Valpharma International S.p.a (Die: Via G.Morgagni, 2-47864 Pennabilli
(RN) - Italy)

STT Ten thu6c Hoat chit chinh - Dang bao Tu6i Tieu Quy cach S6 dang kyHam 1U'Q1lg ch~ tho chu§n dong goi
6 Gliclazide 60mg MR Gliclazid 60mg Vien nen 36 NSX H9P 11930 VN-21531-18

Va~pharma (D6ng g6i, giai ph6ng thang vien
xuat xuong: Lamp San c6 kiem scat
Prospero S.p.a, dia chi:
Via Della Pace,
25/A-41030 San
Prospero (MO), Italy)

6. Cong ty dang ky: Cdng ty TNHH dmrc pham Ttl Uyen (D/C:S6 l82-l82A Le Thi Bach Cat,
P.ll, Q.ll, TP.H6 Chi Minh - Vi¢tNam)

6.1 Nha san xuftt: MIS Fynk Pharmaceuticals (Die: 19 K.M G.T Road Kalashah Kaku, Lahore -
Pakistan)

STT Ten thu6c Hoat chit chinh - D~ng bao Tu6i Tieu Quyeach sa dang kyHam 1U'Q1lg ch~ thQ chu§n dong goi
7 Fynkhepar Tablet. Silymarin (duai Vien nen bao 36 NSX H9P 10 vi x 10 VN-21532-18

d~ng dich chi€t phim thang vien
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Silymarin
_<

255, 15mg) 200mg
-

_
.. _- --

7. Cfing t v d~ng ky: Cdng ty TNHH Seamed Ptk (Die: S661 To Ngoc Van, Phuong Quang An,
ooa« Taj no, TP. Hiz N9i -)
7.1 Nhft ~an xufit: S.C. Rompharm Company S.r.l (Dlc: 1st A Eroilor Street, Otopeni, Jud. Ilfov -
Romani)

STT Te ~thuBc
Hoat ch§t chinh - Dang bao TuBi Tieu Quy cach SB dang kY

Ham luong ch~ tho chuAn dong goi

8 Algesin-N Ketorolac Dung dich 36 NSX H9P 10 6ng VN-21533-18
trometamol tiem thang 1ml
30mg/lml

8. Cong t.. dang ky: Korea United Ph arm. Inc. (Dlc: 25-23, Nojanggongdan-gil,
Jeondong myeon, Sejong-si - Korea)

,~.~-
• <

8.1 Nhft s in xufit: Korea United Pharm. Inc. (Die: 107, Gongdan-ro, Yeonseo-myeon, Sejong-si -
Korea)

thuoc
Hoat chit chinh - Dang bao TuBi T'ieu Quy each SB dang kYSTT Tel Ham luong ch~ tho chuAn dong goi

9 Vincran M6i lo (lml) chua: Dung dich 24 USP40 H9P l1Q VN-21534-18
Vincristin 1mg tiem thang __

9. Cong ty dang ky: Laboratoire Aguettant S.A.S (Die: Pare Scientifique Tony Garnier, 1Rue
Alexander Fleming, 69007 Lyon - France)

9.1 Nhft s ~nxufit: Laboratoire Aguettant (Die: Pare Scientifique Tony Garnier, 1Rue Alexander
Fleming, ( 9007 Lyon - France)

.. ",

thuBc
Hoat ch§t chinh - Dang bao TuBi Tieu Quy each Sa dang kySTT Tel Ham lU'q'Dg ch~ tho chuAn dong goi

10 Selenium M6i 10ml dung djch Dung djc~ 36 NSX H9P 10 6ng x VN-21535-18
10microgr ms/ml chira: Selen (diroi tiern truyen thang 10ml

dang selenit natri)
100mcg

- _
__

_ " -- _

10. Cfmg y dang ky: Medochemie Ltd. (Die: 1-10 Constantinoupoleos Street, 3011 Limassol »

Cyprus)

10.1 Nhit an xuat: Medochemie Ltd.- central Factory (Die: 1-10 Constantinoupoleos Street,
3011 Limessol - Cyprus)

.

.' "
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Ten thudc
Hoat ch5.t chinh - Dang bao TuBi Tieu Quy cach S8 dang kySTT Ham luong ch~ thQ chu§n dong goi

11 Converium 150mg Irbesartan 150mg Vien nen 36 NSX Hop 4 vi x 7 VN-21536-18
thang vien

11. Cong ty dang ky: Mega Lifesciences Ltd. (Die: 384 Moo 4, Soi 6, Bangpoo Industrial Estate,
Pattana 3 Road, Phraeksa, Mueang, Samut Prakarn 10280 - Thailand)

11.1 Nha san xuftt: Pharmathen S.A (Die: 6, Dervenakion Str., 15351 Pallini, Attiki - Greece)

Ten thudc
Hoat ch5.t chinh - Dang bao TuBi Tieu Quy cach S8 dang kYSTT Ham lutmg ch~ tho chu§n dong g6i

12 LARFEN Raloxifen Vien nen bao 36 NSX Hop 4 vi x 7 VN-21537-18
hydroclorid 60mg phim thang vien

12. Cong ty dang ky: Mega Lifesciences Public Company Limited (Die: 384 Moo 4, Soi 6,
Bangpoo Industrial Estate, Pattana 3Road, Phraeksa, Mueang, Samutprakarn 10280 - Thailand)

12.1 Nha san xuftt: Pharmathen S.A (Die: 6, Dervenakion Str., 15351 Pallini, Attiki - Greece)

Ten thu8c Hoat ch5.t chlnh - Dang bao TuBi Tieu Quy cach S8 dang kYSTT Ham hreng ch~ thQ chu§n dong g6i

13 Kipel film coated tabs Montelukast (diroi Vien nen bao 36 NSX Hop 4 vi x 7 VN-21538-18
10mg dang Montelukast phirn thang vien

natri) 10mg

13. Cong ty dang ky: Novartis Pharma Services AG (Die: Lichtstrasse 35, 4056 Basel
Switzerland)

13.1 Nha san xuftt: Novartis Saglik Gida Ve Tarim Urunleri San. ve Tic.A.S (Die: Yenisehir
Mahallesi Dedepasa Cad. No. 17(11. Sok. No.2), 34912 Kurtkoy, Istanbul- Turkey)

STT Ten thu8c Hoat ch5.t chinh - Dang bao Tu8i Tieu Quy cach S8 dang kyHam hnmg ch~ thQ chu§n dong g6i

14 Voltaren 25 Diclofenac natri Vien nen bao 24 NSX H(>p10 vi x 10 VN-21539-18
25mg tan trong thang vien

ruot

14. Cong ty dang kY: Pharmaunity Co., Ltd (Die: 69-5 Taepyeongno, 2-Ga, Jung-Gu, Seoul -
Korea)
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14.1 Nhfl san xuAt: Myung In Pharm. Co., Ltd. (fJle: 361-12, Noha-gil, Paltan-myeon,
Hwaseon ;-si Gyeonggi-do, Republic ojKorea -)

p thu8c
Hoat chit chinh - Dang bao Tu6i Tieu Quy cach S8 dang kYSTT Te Ham 1U'Q1lg ch~ tho chuAn dong goi

15 Emodum nj. M6i 2ml dung dich Dung dich 36 NSX HQP 10 6ng x VN-21541-18
chua: Ranitidin tiem thang 2ml
(diroi dang Ranitidin
hydrochlorid) 50mg

15. Cong ~ydang ky: Pharmaunity Co., Ltd (Die: 74, Sejong-daero, Jung-gu, Seoul- Korea)

15.1 Nhfl san xuAt: Myung In Pharm. Co., Ltd. (fJle: 361-12, Noha-gil, Paltan-myeon,
Hwaseon ~-si Gyeonggi-do, Republic ojKorea -)

STT Tep thu8c
Dang bao

ch~
Tu6i Tieu
tho chuAn

Quy cach
dong goi

Hoat chit chinh -
Ham 1U'Q'ng

S8 dang kY
!

16 Azein Inj. M6i 19 chua:
acyclovir 250mg

BQtdong 36 BP
kh6 pha tiern thang 2016

HQP 1019 VN-21540-18

16. Cong ~ dang ky: Tarchomin Pharmaceutical Works Polfa S.A. (Die: 2. A. Fleminga Str.,
03-176 W~rsaw - Poland)
16.1 Nha san xuAt: Tarchomin Pharmaceutical Works "Polfa" S.A. (Dlc: 2, A. Fleminga Str.,
03-176 Yfarsaw - Poland)

STT
Dang baa

ch~
Tu6i Tieu
tho chuAn

Quy cach
dong goi

Hoat chit chinh -
Ham 1U'Q1lgTen thudc S8 dang kY

Cloxacillin (diroi
dang cloxacillin
natri) l g

B9t pha tiem 24 NSX H9P 1 IQ :.. :.
thang

VN-21542-18
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