
Can cu Luat Diroc ngay 06/4/2016;

Can cu Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh clnrc nang, nhiem vu, quyen han va co cau t6 chirc cua:B¢ ,Y te;

Can cu Quyet dinh s6 386i/QD-BYT ngay 30/9/2013"cua BQtnrong BQY
t€ q y dinh chirc nang, nhiem vu, quyen han va co cau t6 chirc cua Cue Qulin Iy
duo thuoc BQ Y t€;

Can cu Thong nr s6 44/2014m-BYT ngay 25/11/2014 cua BQ Y t€ quy
dinh viec dang ky thu6c;

Can err y kien cua HQi dong nr van cap gi§.y dang ky hru hanh thu6c,
ngu en lieu lam thuoc - BQY t€;

"
Xet de nghi cua Truong Phong Dang ky thu6c - (\Ic Qulin ly Duqc,

BOYTE
uc QUAN LY DUQC

56: =F4{ If /QD-QLD

CONG HOA xX HOI CHU NGHIA VIET NAM. . .
DQcl~p . Tl! do,• H~nh phtic

ua N9i, ngdy.$j thangic nam 2018

QUYETD1NH
ve viec ban hanh danh muc 75 thuoc mroc ngoai

dUQ'Ccap so dang ky hru hanh tal Vi~t Nam • DQ't101 (bB sung)

cue TRUONG cue QUAN LY DUqC'

QUYETD1NH:

Dieu 1. Ban hanh kern thea Quy€t dinh nay danh 'inl;l~ 75 thu6c nuac
ngoa duqc c~p s6 dang ky lUllhanh t<;liVi~t Nam - Dqt 101 (b6 sung).

Dieu 2. Nha slm xuat va c6ng ty dang ky thu6c co tnich nhi~m cung c~p
thu6 vao Vi~t Nam thea dung cac h6 sa tai li~u da dang ky vO'iBQY t€. 56 dang
ky d qc BQY t€ Vi~t Nam c~p phai duqc in len nhan thu6c. 56 dang ky co ky
hi~u VN- .....-18 co gia tri 05 nam ke tlr ngay ky Quy€t dinh.

Dieu 3. Nha san xu~t va c6ng ty dang ky thu6c phai ch~p hanh day du
phap lu~t cua nuac CHXHCN Vi~t Nam va cac quy dinh cua BQY t€ ve nh~p
kh~u thu6c va lUll hanh thu6c t<;liVi~t Nam; n€u co b~t cu thay d6i gi trong qua
trinh Uti hanh thu6c a nuac so t<;liva a Vi~t Nam thi phai bao cao ngay cho C1;lC
Quim ly Duqc - B¢ Y t€ Vi~t Nam.

i~u 4. D&iv6i cac thu6c ban hanh kern thea quySt dinh nay va thuQc danh
m\lc hU6c dQc va nguyen li~u dQc lam thu6c thea quy dinh t~i Thong tu
06/20 17/TT-BYT ngay 03/5/2017 cua B9 Y tS vS vi~c ban hanh danh ffi\lCthu6c

------ ------ -- - - -- ----------------



dQc va nguyen lieu dQc lam thuoc; cong ty dang ky, co sa san xufit phai c~p nhat
quy dinh vS thuoc dQc tren nhan va huang dfuI sir dung theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 cua BQ Y tS quy dinh ghi nhan thuoc,
nguyen li~u lam thuoc va to' hu6ng d~n str dung thu6c va chi duoc san xuat, luu
hanh thuoc tren thi tnrong sau khi Cue Quan Iy Duoc phe duyet nQi dung c~p
nhat nay.

Dieu 5. Quyet dinh co hieu 19ck~ tit ngay ky ban hanh.

Dietl 6. Giam d6c sa Y te' cac tinh, thanh pho tnrc thuoc trung UOIlg,
giam d6c nha san xuat va cong ty dang ky co thu6c tai Dieu 1 chiu trach nhiem
thi hanh Quyet dinh nay.!.

CVCTRUONG
Nui nhdn:
- Nhir Di~u 6;
- B9 tnrong Nguy!n ~ Kim Ti€n (d~ b/c): ~-~~---!;
- TT. Truong Quoc Cuong (de h/c); .. ,/P;:~.
- C~c Qu:u ~ - B9,Quoc ph?ng, ~~c. Y t€ = B¢ C6n .an;({[,. ':~;: 'i.~\.,., ,
- ~c Y te Glao thongv~n tal - B¢ Glao thong v~n ~. ~~~Y. . \,J!1t •
- T6ng C1,lCHai quan - B¢ Tai chinh; 0\ "~':: .·~~i·;>'
- Bao hi~m Xii h¢i Vi¢t Nam; ~~_ ·'~·'r.<;~Vii Tuin Cuirng
- V~ Phap ch€, C1,lCQU:ln 19Y, Duqc c6 truy~n, C~c al\:lyG
Kham, chua b¢nh - B¢ Y t€, Thanh tra B¢ Y t€;
- Vi¢n KN thuoc TW, Vi¢n KN thuoc TP. HCM;
- T6ng C6ng ty Duqc VN;
- Cac C6ng ty XNK Duqc phfun;
- Cac B¢nh vi¢n & Vi¢n co giuCmgb¢nh tI1!c thu9c B¢ Y t€;
- Website cua C1,lCQLD, T~p chi Duqc & MP - C1,lcQLD;
- LUll: VT, KDD, DKT(lO).



BO~rE
- CVCQUA1~LYDUQC

CONG HOA xA HOI cnu NGHlA VIET NAM. . .

DANH Mp'C 75 TRUOC WOC NGoAr DVOC cAP SO DANG KY HI$U Ll)'C 5 NAM
DOT 101 (BO SUNG).

Ban harm kern thea quyet dinh s6:<fflL~/QD-QLD, ngay ..~ ..../...'('D.'/2018.

1.Cdng ~ dang kY: AhnGook Pharma. Co., Ltd. (Die: #993-75 Daelim-Dong, YongDungPo-Gu,
Seoul - E orea)

1.1 Nha san xu§t: AhnGook Pharmaceutical Co., Ltd. (Die: 40, Jeyakgongdan I-gil,
Hyangru m-eup, Hwaseong-si, Gyeonggi-do - Korea)

STT T~n thuBc Hoat ch§t chinh - Dang bao
Ham hrong ch~

TuBi Tieu
tho chu§n

Quy each
dong goi S8 dang kY

1 Synatura Syrup M6i 100ml siro Siro
chua: Cao kho la Ivy
30% 262,5mg; Cao
kho Coptis Rhizoma
87,5mg

36 NSX
thing

H9P 1 chai
500ml, h9P 9
g6i x 15ml, hQp
9 g6i x 10ml,
h9P 60 g6i x
15ml, h9P 60
g6i x 10ml

VN-21576-18

2. Cong y dang ky: Alkem Laboratories Ltd. (Die: Alkem House, Devashish , Senapati Bapat
Marg, Lower Parel- 400 013 - India)

2.1 Nha an xu§t: Alkem Laboratories Ltd. (Die: Village Thana, Baddi, Dist. Solan. (HP) -
India)

STT TEn thuBc

Rabeprazol natri
20mg

Hoat ch§t chinh -
Ham ItrQ'llg

Dang bao TuBi Tieu Quy each
ch~ tho chu§n dong goi S8 dang kY

2 Rapeed 21 Vien nen bao 24 NSX H9P 3 vi x 10
tan trong thing vien
ru9t

VN-21577-18

3. Cdng tf dang ky: Ambica International Corporational (Die: 9 Amsterdam Extn, Merville park
Subd, Paranaque City - Philippines)

3.1 Nha : an xu§t: Stallion Laboratories Pvt. Ltd. (Die: CIB 30512, 3, 4 & 5 G.ID.C. Kerala
(Bavla) List. Ahmedabad, Gujarat - India)

Trang 1



Ten thuBc
Hoat chAt chinh - Dang bao Tu8i Tieu Quy cach SB dang kYSTT Ham luong ch~ tho chuAn dong goi

3 Atadyn Loratadin 10rng Vien nen 36 USP H<)p10 vi x 10 VN-21578-18
khong bao thang 38 vien._--_. ------------ ------------- ------ ----------_. -------_-_.

4 Erecfil-l00 Sildenafil (duoi Vien nen bao 36 NSX Hop 1 vi x 4 VN-21579-18
dang Sidenafil phirn thang vien
citrat) 100rng

------- --------f-- --- ------------ -_--------- ---_.--- --- ---
5 Staga - 50 Sildenafil (duoi Vien nen bao 36 NSX H9P 1 vi x 4 VN-21580-18

dang Sidenafil phirn thang vien
citrat) 50rng

--- .......... _ .. -- .__ . -- - - -- --- ---

4. Cdng ty dang ky:Atco Laboratories Ltd. (Die: B-18, S.lT.E, Karachi 75700 - Pakistan)

4.1 Nha san xu§t: Atco Laboratories Ltd. (Dlc: B-18, S.l T.E, Karachi - Pakistan)

Ten thuBc Hoat chAt chinh - Dang bao Tu8i Tieu Quy cach S8 dang kYSTT Ham 1U'Q'ng ch~ tho chuAn dong goi
6 Zincviet Kern (diroi dang c6rn pha 24 NSX H<)p1 chai VN-21581-18

Kern sulfat h6n dich thang 60rni
- - --- - ----- monohydrat) 120mg - ----.- - -- - -

.. _ ... __ ._-- . _........_ . - - - ._._. - _._... ._..

5. Cdng ty dang ky: B.Braun Medical Industries Sdn. Bhd. (Dlc: Bayan Lepas free industrial
zone, 11900 Bayan Lepas, Pulau Pinang - Malaysia)

5.1 Nha san xu§t: B.Braun Medical S.A (Ei/c: Carretera de Terrasa, 121 08191 Rubi, Barcelona.
- Spain)

STT Ten thuBc Hoat chAt chinh - Dang bao Tu8i Tieu Quy cach S8 dang kyHam 1U'Q'ng ch~ tho chuAn dong goi

7 Midazolam B.Braun Midazolarn (duoi Dung dich 36 NSX Chai nhira VN-21582-18
lrng/ml dang Midazolam tiem truyen thang 500ml, H<)p10

HCI) 50rng/50ml hoac born chai nhua 50mI
Murnan

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

6. Cdng ty dang ky: Boehringer Ingelheim International GmbH (Die: Binger Str. 173,55216
Ingelheim am Rhein - Germany)

6.1 Nha san xu§!: Boehringer Ingelheim Espana, S.A. (Die: Part de la Riba, 5008174 Sant
Cugat del Valles (Barcelona) - Spain)

STT Ten thuBc Hoat chAt chinh - D:_tngbao Tu8i Tieu Quyeach SB dang kyHam 1U'Q'ng ch~ thQ chuAn dong goi

Trang 2.
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-.I::--r.:----t------,::-----:----.----,--.--.-----r---------.
. 8 Buscopa Hyoscin Dung dich

butylbromid tiem
20mg/ml

HQp2 vi X 5
ang 1ml

60 Nhil
thang san

xuat

VN-21583-18

7. Cong ~ dang kY: Boehringer Ingelheim International GmbH (fJlc: Binger Strasse 173,
55216 In~elheim am Rhein - Germany)
7.1 Nhil ~anxuit: E-Pharma Trento Spa (fJlc: Frazione Ravina, ViaProvina 2, 38123Trento
(TN), Di: chi: Via Mulini, 6934 Bioggio, Switzerland) - Italy)

STT Ten thu 8c Dang Tu6i Tieu Quy each
baoch~ tho chu§n don~~oi

Hoat ch§t chinh -
Ham hrO'D1!

S8 dang Icy

9

Pharmatcn
Fizzi (CS
xu~t xu61 g:
Ginsana A;
Dia chi: , ra

Standardized Panax ginseng extract Gl15 Pharmaton (3.6 - 4.4%
ginsenosides): 40mg; Ascorbic acid 60mg; All-rac-a-Tocopheryl
acetate 14,90mg duoi dang bot a-Tocopherol acetate concentrate
29,8mg (luang duong voi Vitamin E 10mg); Nicotinamide 18mg;
B-Carotene 2mg (diroi dang Betacarotene 10% trituration 20mg);
Cholecalciferol 200IU (dum dang bot d~ d(ic Cholecalciferol
2mg); Thiamine nitrate J,4mg; Riboflavine 1,6mg; Pyridoxine HCI
2mg; Folic acid 0,2mg; Biotin O,lSmg; Cyanocobalamin Imcg (dum
dang Cyanocobalamin 0.1% trituration Img); Calcium 100mg (duoi

Bioggio, dang Calcium carbonate 250m); Magnesium 40mg (Magnesium
Switzerland) oxide, light 66,3mg); S~t 10mg (diroi dang s~t (Il) sulphate 1.5

H2O 32m; Kern Img (duoi dang kemsulphate monohydrate2,75m;
f>6ng 0,5mg (duoi dang f>6ng sulphate anhydrous 1,26mg); Selen
O,OSmg (duoi dang Sodium selenite O,llmg)

Vien sui ~4 NSX HQP 1
thang tuyp 10

vien

Mulini,
6934

VN-21584-18 I

~--~-----+~------------------------------~----~--~----~------~--------_4-
8. Cdng t~ dang kY: Brawn Laboratories Ltd (fJlc: Delhi Stock Exchange Building 414BAsaf Ali
Road, NervDelhi 110002 - India)
8.1 Nhil s~n xuit: Brawn Laboratories Limited (fJle: 13,NIT, Industrial Area,
Faridabad-LZl Oill Haryana - India)

STT S8 dang IcyJ.T~n thuoc Hoat ch§t chinh -
Ham hrong

Dang bao Tu6i Tieu
J. •che thQ chuan

Montelukast (diroi
d~ng montelukast
natri) 10mg

Vien nen baa 24 NSX
phim thang

10 Mastic-It Tablets

Quy cach
dong goi

HQP10 vi x 10
vien

VN-21585-18

9. Cong ty dang ky:Brawn Laboratories Ltd (fJlc: Delhi Stock Exchange Building 414BAsaf
Road, Ne w Delhi 110002 - India)

9.1 Nhil an xuit: Brawn Laboratories Limited (fJle: 13,NIT, Industrial Area,
Faridabcd-121001 Haryana - India)

TEn thu8c Ho~t ch§t chinh - D~ng bao Tu6i Tieu Quy cach S8dang IcySTT Ham IU'Q'ng ch~ thQ chu§n dong goi

11 Ranitidin Injection Ranitidin (du6i d~ng Dung dich 24 NSX HQp2 khay VN-21586-18
ranitidin HCI) tieml truySn thang nhlJa x 5 ang
50mg/ 2ml tInh m~ch 2ml

......................._ ...

10. Cong ty dang kY: Cong ty c6 ph§n dUQ'cph§m Nam Thien Phuc (Dlc: S68, ph6 H6ng Phuc,
P. Nguyi 1Trung Tn-!c,Q. Ba fJinh, Hd N9i - Vi?tNam)

Trang 3



10.1 Nhit san xu§t: LTD Farmaprim (Die: 5 Crinilor street, Village Porumbeni, Criuleni reg.,
MD-4829 - Moldova)

Ten thu6c Hoat ch§t chinh - Dang bao Tuc3i Tieu Quy each s6 dang IcySTT Ham hrong ch~ tho chuAn dong goi

12 Capulco Diclofenac natri Vien dan d~t 36 NSX H9P 2 vi x 5 VN-21587-18
100mg tnrc trang thang vien

- -

11. Cong ty dang ky: Cong ty cBph§n dU'Q'cph~m UPI (Die: B16 Khu nha 181 Nguyin Luang
Bimg, Phuong Quang Trung, Qudn D6ng Da, Tp. Ha N9i - Vi¢t Nam)

11.1 Nha san xu§t: Korea Arlico Pharm. Co., Ltd. (Die: 21, Yongso 2-gil, Gwanghyewon-myeon,
Jineheon-gun, Chungeheongbuk-do - Korea)

Ten thu6c Hoat ch§t chinh - Dang bao Tuc3i Tieu Quy cach s6 dang kySTT Ham lU'Q'Dg ch~ tho chuAn dong goi

13 Stebigs Tablet Rebamipid 100mg Vien nen bao 36 NSX H9P 10 vi x 10 VN-21588-18
phim thang vien... _ .... ..- .... _... --

--.2~-Cong tydang Ky:Cong TyC-A-PIf§nDU'Q'cPlf~m Vi~rNga TD7c:s6-ZB, ngach-37477;7luang
au Co',Phuong Nhdt Tan, Qudn TdyH6, Thanh ph6 Ha N9i - Viet Nam)

12.1 Nha san xu§t: Navana Pharmaceuticals Ltd. (Die: Rupshi, Rupgonj, Narayangonj-
Bangladesh) .

STT Ten thudc Hoat ch§t chinh - Dang bao Tuc3i Tieu Quy cach se dang IcyHam hrong ch~ tho chuAn dong goi
14 Adiovir M6i 5mI sin) chua: Siro 24 NSX H9P I chai VN-21589-18

Ambroxol thang 100mi
hydrochiorid 15mg

.._- _ .... _ .. ......_. --- _.__ -_-__ ...__ ..- - - --' -_ .. ._.._......._ ...•...• "_,,_ .......- "--- -_. _.- --- -- -- - ----- .....- .. -- ._..__ .... -_ ...._.__ .. _ ....- _ .._- ,-_._- -- _ ..._ _-_ ._ .. --- "_.._ ..............._. -_ .._ .._--.' ..
15 Suipat Syrup M6i 5mI chua: Kern Sir6 24 NSX H9P I chai VN-21590-18

(duoi dang kern thang IOOmI
sulfat monohydrat)
l Omg

13. Cdng ty dang ky: Cfing ty cBph§n xu§t nh~p kh~u duoc pham Binh Minh (Die: 40 Nguyin
Thanh Gian, gian hang Ql (tr¢t, tdu 1 va toan b9ldu 2),phuang 15, qu(m 10, Tp.H6 Chi Minh
Vi¢tNam)

13.1 Nha san xu§t: Kolmar Korea (Die: 245, Sandan-gil, Jeonui-myeon, Sejong-si - Korea)

-- -

STT Ten thu6c Ho:;tt ch§t chinh - D:;tngbao Tu6i Tieu Quycach s6 dang IcyHam lU'Q'ng ch~ thQ chuAn dong goi

Trang 4
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16 Etmine Ebastine 10mg Vien nen bao 36 NSX H9P 2 vi, 10 vi VN-21591-18
_. phim thang x 10 vien

13.2 Nh ~ san xuftt: Korea Pharma Co., Ltd. (Dlc: 87, Jeyakgongdan 3-gil, Hyangnam-eup,
Hwaseo ng-Si, Gyeonggi-Do - Korea)

STT T~n thuc3c Hoat chit chinh - Dang bao Tu8i Tieu Quy each Sc3dang IcyHam luong ch~ thQ chuin dong goi
17 Catioma ~ream M6i 109 chua: Cream boi 24 USP38 H9P 1 tuyp 109 VN-21592-18

Mometason furoat da thang
10mg

.- ._- _.- _. .-

14. Con~ ty dang k)'r: Cong ty TNHH Duec phim Tam Dan (Dlc: 1333 duang 31B, Khu ph6
An Phil A n Khimh, Phuong An Phil, Qudn 2, TP. H6 Chi Minh - n«Nam)
14.1 Nhi san xuAt: Laboratorios Lesvi S.L (Die: Avda, Barcelona 69-08970 Saint Joan Despi
(Barcelo ~a) - Spain)

STT TEn thuc3c Hoat chit chinh - Dang bao Tu8i Tieu Quy each Sc3dang IcyHam IU'Q'Ilg
. ~ thQ chuin dong goiche

18 Otibsil4Cjmg Otilonium bromide Vien nen bao 24 NSX H9P 2 vi x 30 VN-21593-18
40mg phim thang vien-_ ..... .. _ ..... -_.... .._ .__.

15. Cong ty dang k)'r: Cong ty TNHH Dune phim DOHA (Dlc: S630, Tqp thi Trdn Phil, ngo
105 duim ~Nguyln Phong stic, t6 16, P. Djch Vong tta« Q. cdu Gidy, Ha N(ji - Viet nam)

15.1 Nha san xuAt: Drogsan Ilaclari San. ve Tic. A.S. (Die: Esenboga Merkez Mah. Cubuk Cad.
No: 31, Cubuk - Ankara - Turkey)

n thudc Hoat chit chinh - Dang bao Tu8i Tieu Quy cach se dang IcySTT Te Ham 1U'Q'ng ch~ tho chuin dong goi

19 Amgifer Flurbiprofen 100mg Vien nen bao 36 USP H9P 1 vi x 15 VN-21594-18
phim thang 39 vien

.. ......... ..... .- -...._ ..... -- . .. _. _ .._ . __ -.. -- . . ._ .._ ...._ ... ._..... ......._-_ ...... -_ . ..... ......._ .. . _...--- ........- .__ .. ......__ .... . _._ _. ..._

16. Cong ~ ?ang k)'r: Cong ty TNHH Diroc phim Nam Han (E?lc:Phong 201, Ldu 2, Toa nha
City View so 12 Mc;zcD'lnh Chi, Phuong Da Kao, Quqn 1, Tp. Ho Chi Minh - Vi?tNam)

16.1 Nhit san xuAt: Ildong Pharmaceutical Co., Ltd. (Dlc: 25, Gongdan l-ro, Anseong-si,
Gyeongg1 do - Korea)

e~ thuc3c HOl;ltchit chinh - D~ng bao Tu8i Tieu Quycach sA dang kYSTT T Ham 1U'Q'ng ch~ thQ chuin dong goi

20 Ileffexime Otic Solution M6i ml chua: Dung dich 36 KPil H9P l1Q 5ml VN-21595-18
Ofloxacin 3mg nhc tai thang . -

.__ .. - -- ..-.. .- .._ ._..._ .. - -- --

Trang 5



17. Cdng ty dang ky: Cfmg ty TNHH DU'Q'cph§m Tho Do (Die: S653, ngo 17811Duong Thai
Ha, Phuong Trung Liet, QUlJnD6ng Da, TP. Ha N9i - Vi~tNam)

17.1 Nha san xu~t: Cooper S.A. Pharmaceuticals (Die: 64 Aristovoulou Str, 11853 Athens
Greece)

Ten thuBc Hoat chAt chinh - Dang bao TuBi Tieu Quy each SBdang icySTT Ham hrong ch~ tho chuftn dong goi

21 Mikrobiel400mg/250ml M6i 250ml dung Dung djch 36 NSX Chai 250ml, VN-21596-18
dich chua: tiem truyen thing h9P 1 chai
moxifloxacin (diroi tinh mach 250ml
dang moxifloxacin
hydrochlorid)
400mg

18. Cdng ty dang ky: Cong ty TNHH DU'Q'cph§m Van CU'OngPhat (Die: 299128Cduong Ly
Thuong Kiet, Phuong 15, Qudn 11, TP. HCM - Vi~tNam)

18.1 Nhil san xu~t: Medreich Limited (Die: 12th Mile, Old Madras road,
Virgonagar,Bangalore-560 049 - India)

-------~- ------ -

STT Ten thudc Hoat chAt chinh - Dang bao TuBi Tieu Quy each SBdang icyHam 1U'Q"og ch~ tho chusn dong goi

22 Moxoral500 Amoxicillin (duoi Vien nang 36 BP H9P 10 vi x 10 VN-21597-18
dang Amoxicllin clIng thing 2015 vien
trihydrat) 500mg

H•••• _ ••• --- .._- ... ._... .M••

18.2 Nha san xu~t: Medreich Limited (Die: Survey No. 413Avalahalli, Anjanapura Post, Off
Kanakapura Road, Bangalore - 560 062 - India)

STT Ten thuBc Hoat chAt chinh - Dang bao TuBi Tieu Quy cach SBdang kyHam IU'Q"ng ch~ tho chuftn dong goi
23 FEXODEX 120 Fexofenadin Vien nen bao 24 NSX H9P 1 vi x 10 VN-21598-18

hydrochlorid 120mg phim thing vien

---_. ------_------- --------- ------ --- --- ------- ----------
24 FEXODEX 180 Fexofenadin Vien nen bao 24 NSX H9P 1 vi x 10 VN-21599-18

hydrochlorid 180mg phim thing vien
-_ ---_. _M_.M _________ . ___ . _____ ._ ._._. __ --- _._- -_",__ , --__ ._- -- - _. --- - --- .._- -- - ------ --- _-__ .. ---- -...._. _ ..__ --- -_ ... -_ ",_, -.- -- --- --.-._ -- _ ....
25 FEXODEX60 Fexofenadin Vien nen bao 24 NSX H9P 1vi x 10 VN-21600-18

hy~ro~~lorid 60m_g .Rhim tMng_ vien
.........

_
-- ........- --- •• M••••

19. Cfmg ty dang ky: Cong ty TNHH DU'Q'cph§m Vi~t Anh (Die: Ngach 4149t6 87, ph6 Nguyln
Luang Bdng, 6 Ch(l Dua, D6ng Da, Ha N()i - Vi~tNam)

Trang 6



19.1 Nil it san xuit: Swiss Pharmaceutical Co., Ltd. (Xinshi Plant) (Dlc: No. 182, Zhongshan
Rd., Xinshi Dist., Tainan City 744 - Taiwan)

STT Ie n thuBc Hoat chit chinh - Dang bao Tu6i Tieu Quy each SB dang IcyHam 1U'C;mg ch~ thl} chuin dong goi
26 Cefmeta ole Injection Cefmetazol Ig BQtpha tiem 24 JPI6 HQp 10 lo VN-21601-18

Igm thang
.._ ..

20~ConI ty dang Icy: Cong ty TNHH DIrQ'c Ph§m Y-Med (Dlc: 144 Bin VanD6n, P.6, Q.4, TP.
H6 Chi J,ttinh- n« Nam)

20.1 Nh~ san xuit: Fourrts (India) Laboratories Pvt., Ltd. (Dlc: Vandalur road, Kelambakkam _
603 103, Tamil Nadu. - India)

Hoat chit chinh - Dang bao Tu6i Tieu Quy cach S8 dang IcyHam IU'Q'I1g ch~ fhQ chuAn dong goi

Diclofenac natri Gel boi 36 NSX HQp I tuyp 30g VN-21602-18
(diroi dang ngoai da thing
diclofenac
diethylamin) 1%
(kl/kl)
.. ... ... .. .._._ ..._

STT T n thuBc

27 Diclofen Gel

21. Cong ty dang Icy: Cong ty TNHH mQt thanh vien dUQ'cph§m Nam Ti~n (Die: Duang 37 Le
Trung Ngflfa, Phuong 12, Qudn Tan Binh, Thanh ph6 H6 Chi Minh - Vi?tNam)

21.1 Nh] san xuit: Remedica Ltd. (Dlc: Aharnon Street, Limassol Industrial Estate, 3056
Limassol - Cyprus)

Dang bao Tu6i Tieu Quy each
ch~ tho chuin dong goi

SB dang IcyHoat chit chinh -
Ham IU'Q'I1gSTT Ten thuBc

28 Dactus Ferrous gluconate
300mg

....._ _ _._ .._ ..

Vien nen bao 60 BP HQP5 vi x 10
phim . thang 2017 vie!l: . . .

VN-21603-18

22. C~ng ~ da~g ky: Cong ty TNHH Y t~ Canh Cira Vi~t (Dlc: 78812BNguyln Kiem, P.3, Q.
Go Vap, 1'P.H6 Chi Minh - Vi?tNam)

22.1 Nha san xuit: Ind-Swift Limited (Die: Off. NH-221, Village Jawaharpur, Tehsil Derabassi,
District S~S Nagar (Mohali), Punjab-140507 - India)

e~ thuBc Hoat chit chinh - Dang bao Tu6i Tieu Quy each S8 dang IcySTT T Ham IU'Q'I1g ch~ tho chuin dong goi

29 Esoswift ~0 Esomeprazol (duoi Vien nen bao 24 NSX HQp3 vi x 10 VN-21604-18
dang Esomeprazol tan thing vien

Trang 7
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Imagie trihydrat)

uu 20Il'lg ... ... .... .... • u 1 .... J. ••• uu_ •••••. 1I..
23. Cfmg ty dang k)'r: Daiichi Sankyo Co., Ltd. (Dlc: 3-5-1, Nihonbashi, Honcho, Chuo-Ku,
Tokyo - Japan)

23.1 Nha san xu!t: Olic (Thailand) Ltd. (Die: 166Moo 16 Bangpa-In Industrial Estate,
Udomsorayuth Road, Bangpa-In District Ayutthaya Province - Thailand)

Ten thu6c Hoat chit chinh - Dang bao TuBi Tieu Quy cach s6 dang kYSTT Ham IU'Q'ng ch~ thQ chuAn dong goi

30 Transamin Injection Acid tranexamic Dung dich 60 NSX H9P 10 6ng VN-2160S-18
2S0mg/ Sml tiem thang Sml

......................- ...... _ ... ......._ .... ............... _

24. Cdng ty dang ky: Denis Chern Lab limited (Die: Block-457 Village-Chhatral, Tal-Kalol;
City: Chhatral, Dist: Gandhinagar - India)

24.1 Nha san xu!t: Denis Chern Lab Limited (Die: Block No: 457, Chhatral Tal: Kalol Dist:
Gandhinagar, Gujarat-382 729 - India)

stt
------1;.-- - -Ho~t-Ghit-Ghfnh--- - -D~ng-bao- -Tuoi -T-ieu- -Quy-cach- --s6 (tang kY-.Ten thuoc Ham IU'Q'ng ch~ thQ chuAn dong goi

31 Oris Ofloxacin Dung dich 24 NSX H9P 1 chai VN-21606-18
200mg/l00ml truyen tinh thang 100ml

mach-_ .. '_'M' - - .- ..._- --

25. Cdng ty dang ky: Diethelm & Co., Ltd. (Ei/c: Wiesenstrasse 8, 8008 Zurich - Switzerland)

25.1 Nha san xu!t: Apotex Inc. (Die: 150 Signet Drive, Toronto, Ontario, M9L 1T9 - Canada)

STT Ten thudc Hoat chit chinh - Dang bao TuBi Tieu Quy cach se dang kYHam IU'Q'ng ch~ tho chuAn dong goi

32 Rovastin 10mg (co sa Rosuvastatin (duoi Vien nen bao 24 NSX H9P 3 vi x 10 VN-21607-18
dong goi: Apotex Inc, dang Rosuvastatin phim thang vien
dia chi: 4100 Weston calci) 10mg
Road, Toronto, Ontario,
M9L 2Y6, Canada)

.....- -......_ ....... ,,_, __ ••••• ______ M_ '._ •• __ M _ •••••• _ •• ........_-- _ ..._._-_ .. •••••••__ ._ ••M••••• ___ .M __ ••__ •••••___ •____ •• . _-_ .._ ...... -_....__ ......_ "_",_,, ••__ ••___ ',_M" ----- _ ......__ .._. - ....._ --...- _._ ...__ ._-- ._.....- _ .. - __ ._ .. h._.__ . _'h..h.... _.._. _..._ ~ ..
33 Rovastin 20mg (co sa Rosuvastatin (duoi Vien nen bao 24 NSX H9P 3 vi x 10 VN-21608-18

dong goi: Apotex Inc, dang Rosuvastatin phim thing vien
dia chi: 4100 Weston calci) 20mg
Road, Toronto, Ontario,
M9L 2Y6, Canada) -- - _ -- --- - -- - - ---- ---- -

..._. .... _ .. .._. ... _ ....

26. Cdng ty dang ky: Dong Sung Pharm Co., Ltd (Die: 683, Dobong-ro, Dobong-gu, Seoul -
Korea)

Trang 8



26.1 N1 it san xuit: Theragen Etex Co., Ltd (Dlc: 58, Sandan-ro 68 Beon-gil, Danwon-gu,
Ansan-: i, Gyeonggi-Do - Korea)

STT 1en thu8c

34 Seosacii

Hoat chit chinh -
Ham hreng

Dang bao
ch~

Tu8i Tieu
thQ chu§n

Quy cach
dong goi S8 ding kY

VN-21609-18Sir6 uAng 36 NSX
thang

H9P 20 goi x
10ml; H9P 30
goi x 10m!.

27. Con ~ty dang k)'r: Ever Neuro Pharma GMBH (D/C:Mondseestrasse 11, 4866 Unterach am
Attersee Austria)

27.1 Nh~ san xuit: Vifor SA (Dlc: Route de Moncor 10, 1752 Villars-sur-Gldne - Switzerland)

Ambroxol
hydrochlorid 15mg;
ClenbuterolO,Olmg

Hoat chAt chinh -
Ham IU'Q'ng

Dang bao
ch~

Tu8i Tieu
thQ chu§n

24 NSX
thang

Quy each
dong goi

STT T~n thu8c

35 Maltofer Fol Iron (III) hydroxide
polymaltose
complex wang
dirong 100mg Iron
(III) 357mg; Folic
acid 0,350mg

Vien nen
nhai

H9P 3 vi x 10
vien

S8 ding kY

VN-21610-18

Tt n thu8c

28. Con~ ty dang k)'r: Glenmark Pharmaceuticals Ltd. (Dlc: B12,Mahalaxmi Chambers, 22
Bhulabhc i Desai Road, Mumbai-400 026 - India)

28.1 Nhi san xuit: Glenmark Pharmaceuticals Ltd. (Die: Plot No. E-37, 39 D-Road, MIDC,
Satpur.] ashik-422 007, Maharashtra State - India)

STT

36 Perigard- D Vien nen bao 24 NSX H9P 100 X 10
phim thang h9P nho x 1 vi

x 10 vien

Perindopril (duoi
dang Perindopril
erbumin) 2mg;
Indapamide
0,625mg

TuBi Tieu
the chu§n

Quy cach
dong goi S8 ding kY I

VN-21611-18

Hoat chit ehinh -
Ham IUQ'Dg

Dang bao
ch~

29. Ceng ty dang k)'r: Gracure Pharmaceuticals Ltd. (Ei/c: 251-254, lInd Floor, DLF Tower, 15
Shivaji Marg, New Dehli, WestDelhi DL 110015 - India)

29.1 Nha san xuit: Gracure Pharmaceuticals Ltd. (Die: E-II05 RIICD Industrial Area, Phase
IIL Bhiwi di, Alwar, (Rajasthan.) - India)

Trang 9
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Ten thudc
Hoat chit chinh - Dang bao TuAi Tieu Quy each S6 cUng IcySTT Ham hrong ch~ thQ chuAn dong goi

37 Grazyme Alpha amylase (duoi Vien nang 24 NSX HQP3 vi x 10 VN-21612-18
dang Diatase nAm1 Clmg thang vien
: 800) 100mg;
Papain 100mg;
Simeticon 30mg

....._ ..

30. Cfing ty dang ky: JRP Co., Ltd. (Dlc: 34-40, Jeyakgongdan2-gil, Hyangnam
eup, Hwaseong-si, Gyeonggi-do - Korea)

30.1 Nha san xuit: Kyongbo Pharmaceutical Co., Ltd. (Dlc: 174, Sirok-ro, Asan-si,
Chungcheongnam-do - Republic of Korea)

Ten thu6c Hoat chit chinh - Dang bao TuAi Tieu Quy each S6 dang kySTT Ham luong ch~ tho chuAn dong goi

38 Kyongbo Cefmetazole Cefmetazol (diroi BQtpha tiem 24 NSX HQP 1019 VN-21613-18
Inj. 19 dang cefmetazol thang

natri) 19
. _.- .. _- ~~. ._ ...-._.. .. . .

31. Cong ty dang ky:Macleods Pharmaceuticals Ltd. (Die: 304, Atlanta Arcade, Marol Church
Road, Andheri (E.), Mumbai - 400 059 - India)

31.1 Nha san xuit: Macleods Pharmaceutical Ltd. (Dlc: Plot No. 25-27, Survey No. 366 Premier
Industrial Estate, Kachigam, Daman - 396210 (U.T) - India) .

STT Ten thu6c Hoat chit chinh - Dang bao TuAi Tieu Quy cach S6 dang IcyHam lU'Q'Ilg ch~ tho chuAn dong goi
39 Isoniazid tablets B.P Isoniazid 100mg Vien nen 48 BP HQp 24 vi x 28 VN-21614-18

100mg thang 2016 vien, hop 10 vi
x 10 vien, chai
1000 vien

_ ...._-_ ....... _._._ ...... ..... __ ...._- . .. ... --.. .._- . .. - .~... _.... _ .. .. -- - --- . .. ... ......__ .. ...._- ...

31.2 Nha san xuit: Macleods Pharmaceuticals Ltd. (Dlc: Block N-2, Village Theda, Post Office
Lodhimajra Tehsil Baddi, Distt. Solan, Himachal Pradesh-174101 - India)

40 Olmac 10

Ten thu6c Hoat chit chinh - Dang bao TuAi Tieu
Ham lU'Q'ng ch~ tho chu§n

Quy cach
dong goi

S6 dang kySTT

Olanzapin 10mg Vien nen bao ~24.. USE_ HQ.p3_yLx~10_ VN-21616-18
-~--- ... -- ~----~- --·~_~-----'phim thang 39~ _ vien'----II-

............_ _ _ _ ._ _.
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32. Cdng ty dang Icy: MacIeods Pharmaceuticals Ltd. (Dlc: 304, Atlanta Arcade, Marol Church
Road, A ndheri (East) Mumbai - 400 059 - India)

32.1Nbflsan xuAt:MacIeods Pharmaceuticals Ltd. (Die: Block N-1, Vill. Theda, P.G.
Lodhim ijra, Baddi, Distt.Solan (HP) - India)

STT 1~n thuac Hoat chit chinh - Dang bao Tu6i Tieu Quy cach sa dang kYHam hfQ'Dg ch~ thQ chuAn dong gol
41 Macjet 50 Eperison Vien nen bao 24 NSX H9P 5 vi x 10 VN-21615-18

hydrochlorid 50mg phim thang vien. ~.'

33. Con~ ty dang Icy: Medochemie Ltd. (Die: 1-10 Constantinoupoleos Street, 3011 Limassol
Cyprus)

33.1Nh san xuAt:Medochemie Ltd.- central Factory (Die: 1-10 Constantinoupoleos Street,
3011 Limassol= Cyprus)

Hoat chit chinh - Dang bao Tu6i Tieu Quy each
Ham 1U'Q'Dg ch~ thQ chuAn dong goi

T n thuac sa dang kYSTT

42 Chemista in 10mg Rosuvastatin (diroi Vien nen bao 36 NSX H9P 4 vi x 7
dang Rosuvastatin phim thang vien
calci) 10mg

- 43 -Chemist; i~ 20mg- - - Rosuva-;tatin(du6i - Vien ne~baor- 36- NSX - H9P 4-vi x7 -- -_ VN-21618-18 -I
dang Rosuvastatin phim thang vien I
calci) 20mg

......_.. . _.. .._ ._... - -

VN-21617-18

34. Cdng ty dang ky:Mega LifesciencesPublic Company Limited (Die: 384Moo 4, Soi 6,
Bangpoo ITndustrialEstate, Pattana 3Road, Phraeksa, Mueang, Samutprakarn 10280 - Thailand)

34.1Nha san xu§t: Apotex Inc. (Dlc: 150 Signet Drive, Weston Ontario, M9L 1T9 - Canada)

Dang bao Tu6i Tieu
. ch~ tho chuAn

Hoat chit chinh -
Ham 1U'Q'Dg

Quy cach
dong goi

sa dang kYTe~ thuacSTT

44 Maxlen-P us 2800 IV Acid Alendronic Vien nen
(diroi dang
Alendronat natri
trihydrat 91,37mg)
70mg;
Cholecalciferol
2800IU

24 NSX H9P 1 vi x 4
thang vien

VN-21619-18

45 Maxlen-P us 5600 IV Acid Alendronic Vien nen
(diroi dang
Alendronat natri
trihydrat 91,37mg)

24 NSX H9P 1 vi x 4 VN-21620-18 ,
thang vien

Trang 11



170mg;Cholecalciferol
5600IU
... .

[ I I I II u I
34.2 Nha san xu~t: Apotex Inc. (Dlc: 50 Steinway Boulevard, Etobicoke, Ontario, M9W 6Y3 -
Canada)

Ten thudc Hoat ch§t chinh - Dang bao TuBi Tieu Quy cach SBdang kySTT Ham IU'Q'Ilg ch~ tho chuan dong goi

46 Ridlor Plus Clopidogrel (diroi Vien nen bao 24 NSX HQP3 vi x 10 VN-21621-18
dang Clopidogrel phim thang vien
hydrogen sulphat)
75mg; Aspirin
100mg

_ ...... .... _ ......

34.3 Nha san xu~t: Bliss GVS Pharma Ltd. (Dlc: Plot. No. 10, Survey No. 3811,Dewan Udyog
Nagar, Aliya/i Village, Taluka Palghar, Thane-40I 404 Maharashtra State - India)

Ten thudc Hoat ch§t chinh - Dang bao TuBi Tieu Quy cach .___~tdang ky__STT --Hitm-Im;rng- --ch~-- -thQ- -chuin -- dong-goi--- - -- -~---- -

47 Invel M6i vien chua: Vien d~t am 24 NSX HQP2 vi x 7 VN-21622-18
Metronidazol d~o thing ."vien
500mg; Miconazol
nitrat 100mg

....._.. _ ..... "._ . --- ......_._ .. ......_ ..._ ...... ...._.. _ ......_ .._ . ........................ _--_ . ..... ...._ ...._ .. _ ....._ _._-- . ..... _._.

34.4 Nha san xu~t: Inventia Healthcare Private Ltd. (Die: FI-FIl1, Additional Ambernath
MID.C. Ambernath (East), Thane 421 506, Maharashtra State - India)

STT Ten thudc Hoat ch§t chinh - Dang bao TuBi Tieu Quy cach SB dang kyHam IU'Q'Ilg ch~ tho chuan dong goi

48 Perglim 2 Glimepirid 2mg Vien nen 30 NSX HQp3 vi x 10 VN-21623-18
thang vien. HQP 10 vi

x 10 vien
-- -_..- - -_._. -_. -. -- - -......--- - -- ---__ .- --.- _....-- --- _._ .- -- --.- -- --- - --- --- ------------- ._ -- - ._... _ ..__ . --- --
49 Perglim 3 Glimepirid 3mg Vien nen 30 NSX HQp3 vi x 10 VN-21624-18

thang vien. HQP 10 vi
x 10 vien

...... __ ..... .._ ... -- .._ ........._ ... -- _ ....... .- ._ ..

34.5 Nha san xu~t: Mega Lifesciences Public Company Limited (Dlc: 51511Moo 4, Soi 8,
Bangpoo Industrial Estate, Pattana 3Road, Phraeksa, Mueang, Samutprakarn 10280 - Thailand)

Trang 12



STT sa dang kY1 en thuac Hoat chat chinh -
Ham IU'Q'Ilg

Dang bao
ch@

Tu6i Tieu
the;» chu§n

Quy cach
dong goi

50 Duocetz M6i vien chua: Vien nen bao 24 NSX HQp3 vi x 10
Paracetamol 325mg; phim thang vien
Tramadol ncr
37,5mg

VN-21625-18

34.6 Nh~san xuit: Rafarm S.A. (Dlc: Agiou Louka, Thesi Pousi-Hatzi, Attiki 19002, P.O. Box 37
- GreecEI)

STT s6 dang kYAT~n thuoe Hoat chftt chinh -
Ham IU'Q'Ilg

Dang bao Tu6i Tieu
ch@ the;» chuAn

Quy cach
dong goi

51 Maxlen 36 NSX HQP1 vi x 4
thang vien

Alendronic acid Vien nen
(duoi dang Natri
alendronat trihydrat)
70mg

VN-21626-18

35. Cong ty dang k)T: Mundipharma Pharmaceuticals Pte. Ltd. (Die: 12Marina View, #22-01
Asia Squi re Tower 2, Singapore 018961 - Singapore)

35.1 Nhs san xuit: Mundipharma Pharmaceuticals Ltd. (Ei/c: 13,Othellos Str., Dhali Industrial
Zone p.e. Box 236611685, Nicosia - Cyprus)

STT Ti n thuac Hoat chftt chinh - Dang bao Tu6i Tieu Quy cach sa dang kYHam IU'Q'Ilg ch@ tho chuAn dong goi
52 Betadine I\ntiseptic M6ichai 8ml dung Dung dich 36 NSX HQP1 chai 8ml VN-21627-18

Paint dich chua: Povidon dung ngoai thang
-Iiod 10% kl/tt

.. ...

36. Cdng ty dang k)T: Novartis Pharma Services AG (Dlc: Lichtstrasse 35, 4056 Basel
Switzerlat d)

36.1 Nha san xuit: Fresenius Kabi Austria GmbH (Dlc: Hafnerstrasse 36, 8055, Graz
Austria)

STT Te~ thu6c

53 Zometa (CSDG thir d.p
va xuftt xurmg: Novartis
Pharma Stein AG, d/c:
Schaffhau erstrasse,
4332 Steir, ThVY S1)

M6i 100ml dung
dich chua: Acid
zoledronic (diroi
dang Acid
zoledronic
monohydrate) 4mg

Hoat chftt chinh -
Ham IU'Q'ng

Dang bao Tu6i Tieu
ch@ the;» chu§n

Quy each
dong goi s6 dang kY

Dung dich 36 NSX
truyen tinh thang
mach

Trang 13
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36.2 Nha san xu§t: S.A Alcon-Couvreur N.V (Die: Rijksweg 14, B-2870 Puurs - Belgium)

Ten thu8c Hoat chat chinh - Dang bao Tu6i Tieu Quy cach S8 dang kySTT Ham luong ch~ tho chu§n dong goi

54 Tobradex M6i gram chua: Ma tra rnat 24 NSX H9P 1 tuyp 3,5g VN-21629-18
Tobramycin 3mg; thang
Dexamethasone
Img

. _ .. - ---

37. Cong ty dang ky: Pabianickie ZakJady Farmaceutyczne Polfa S.A. (Dlc: ul. Marszalka J.
Pilsudskiego 5 -Poland)

37.1 Nhit san xu§t: Pharmaceutical Works Polfa in Pabianice Joint Stock Co. (Die: 5
Marszalka J.Pilsudskiego Str., 95-200 Pabianice - Poland)

Ten thu8c Hoat chat chinh - Dang bao Tu6i Tieu Quy cach S8 dang kySTT Ham hrong ch~ thQ chu§n dong goi

55 Metazydyna Trimetazidin Vien nen bao 36 NSX H9P 2 vi x 30 VN-21630-18
dihydroclorid 20mg phim thang vien

-- --- --_ ...
- ~- -- -- --- ------------- ---

38. Cong ty dang ky: Pharmaceutical Works Polpharma S.A. (Die: Pelplinska 19, 83-200
Starogard Gdanski - Poland)

38.1 Nhit san xu§t: Medana Pharma S.A. (Dlc: 10, Wladyslawa Lokietka, 98-200 Sieradz
Poland)

Ten thu8c Hoat chat chinh - Dang bao Tu6i Tieu Quy cach S6 dang kySTT Ham luong ch~ tho chuAn dong goi

56 Pirolam M6i gam chua H6n dich 24 NSX H9P 1 tuyp 20g VN-21631-18
Ciclopirox olamin dung ngoai thang
10mg

_ ..... ......._ ..

39. Cdng ty dang ky: Pharmascience Inc. (Die: 6111 Royalmount Avenue, Suite 100 Montreal,
Quebec H4P2T4 - Canada)

39.1 Nha san xu§t: Pharmascience Inc. (Ei/c: 6111 Royalmount Avenue, Suite 100 Montreal,
Quebec H4P2T4 - Canada)

Ten thu8c Hoat chat chinh - Dang bao Tu8i Tieu Quy cach S8 dang kySTT Ham luong ch~ tho chu§n dong goi

5-7-Migrancl:~ - Sumatriptarrf duai- Vien-bao~ -24- NS*- to-30-vien'-- ~VN-Z-I-63.z--18-. ,
dang Sumatriptan duang thang H9P 1 vi x 6
succinat 70 mg) vien
50mg

Trang 14



40. Con ~ty dang Icy: Pharmaunity Co., Ltd (Die: 69-5 Taepyeongno, 2-Ga, Jung-Gu, Seoul _
Korea)

40.1 Nha san xuAt: Dai Han Pharm. Co., Ltd. (Die: 77, Sandan-ro, Danwon-gu, Ansan-si,
Gyeonggi-do - Korea)

STT

58 Vik I inj

T n thu6c Hoat ch§t chinh -
Ham IU'Q'ng

Dang bao
ch~

Tu6i Tieu
tho chu§n

Quy cach
dong gol

Dung dich
tiem

36 NSX HQp 10 6ngx
thang lml-_..-...._... __.

40.2 Nh I' san xuAt: Dongkoo Bio & Pharma Co., Ltd (Dlc: 18, Jeyakgongdan 2-gil,
Hyangnc m-eup, Hwaseong-si, Gyeonggi-do - Korea)

Phytonadione
_. 10~~(lIl11

S6 dang kY

VN-21634-18

STT TI n thu6c Hoat ch§t chinh -
Ham luong

D~ng bao
ch~

Tu8i Tieu
tho chu§n

Quy cach
dong goi

S6 dang kY

59 Gurocal qap. 250mg Glucosamine sulfate Vien nang
(duaid~ng cUng
Crystallized
Glucosamine
sulfate) 250mg

36 NSX HQP10 vi x 10
thang vien

VN-21635-18

40.3 Nh~ san xuAt: Farmalabor-Produtos Farmaceuticos, S.A (Dlc: Zona Industrial de
Condeixc -a-Nova, 3150-194 Condeixa-a-Nova - Portugal)

STT Te~ thu6c Hoat ch§t chinh - Dang bao
Ham luong ch~

Tu8i Tieu
tho chuAn

Quy cach
dong gol

S6 dang kY

60 Tricoviva Minoxidil20mgllml Dung dich
dung ngoai

36 NSX
thang

HQPI chai
IOOmico voi
xit, HQp I chai
IOOmlchai nap
thu6c thay th€

40.4 Nha san xuAt: Hankook Korus Pharm. Co., Ltd. (Dlc: 78,Daepungsandan-ro,
Daeso-my eon, Eumseong-gun, Chungcheongbuk-do - Korea)

VN-21636-18

STT Te thu6c Hoat ch§t chinh -
Ham hrong

Dang bao TuBi Tieu Quy each
. ch~ tho chuAn dong g6i S6 dang kY

61 Mefira Inj Cefmetazol (duai
d~ng cefmetazol
natri) Ig

BQtpha tiem 24 USP38 H9P 10 lQ
thang

Trang 15
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40.5 Nha san xu~t: Reyon Pharmaceutical Co., Ltd (Die: 69-10, Hansam-ro, Duksan-myun,
Jinchun-gun, Chungbuk - Korea)

Ten thuac
Hoat chit chinh - Dang bao TuBi Tieu Quy each sa dang kySTT Ham luong ch~ tho chuAn dong goi

62 Daenase Ophthalmic Ketotifen (duoi dang Dung dich 24 TeeS H9P 119 6ml VN-21638-18
Solution Ketotifen fumarate) nho mat thing

3mg/6ml
.__ .- -- - -- --- - -- - --- ------ 1------------ - _.- - _.- --- f-- --- --- ------_ ..---------
63 Hwabra Ophthalmic Tobramycin Dung dich 24 NSX H9P 119 6ml VN-21639-18

solution 18mg/6ml nho m~t thing
. --__ ---- ....- -- .- - -- --- -_ .._--, -_ -- --"_ -- ---__. - - -- -- -- --- ,"--- - - ---_ - . ",_,_ -- "__.. -----_ .._--_ •.... - _ .._- -,--- -.._ _-_._ "_"-- -_--_ _ ....

64 Marilase Ophthalmic Brimonidin tartrat Dung dich 24 NSX H9P 119 Sml VN-21640-18
solution 10mg/Sml nho m~t thang

--- ----_. . --- -- -- -- - _-- ---- - -- - ---------- ------ --- ------- --------
6S Newpicetam Ophthalmic Levofloxacin (diroi Dung dich 36 NSX H9P 119 6ml VN-21641-18

dang Levofloxacin nho m~t thing
hydrat) 30mg/6ml

_ ...... ._ ..... _---_ .........._ ...

40.6 Nhit san xu~t: Theragen Etex Co., Ltd (Die: 58, Sandan-ro 68 Beon-gil, Danwon-gu,
Ansan-si, Gyeonggi-Do - Korea)

-- -
TuBi

-- ..

Ten thudc Hoat chAt chinh - Dang bao Tieu Quy cach sa dang kySTT Ham IUQ'ng ch~ tho chuAn dong goi

66 Kesude tab Prothionamide Vien nen bao 36 NSX H9P 6 vi x 10 VN-21642-18
2S0mg phim thing vien

----_ .._------ - -- --_ .. _......_------ -- --- --_. --_ .._---- . ..._ -- .._-------_ .... _-_ .._- --_ .... _-- _ .._- ._....__ .. ... _ -------------- --- -_.. _-_ .._--_ ...._-_ ........_ .. __ ..- ------

40.7 Nha san xu~t: Yoo Young Pharm. Co., Ltd. (Die: 33, Yongso 2-gil, Gwanghyewon-myeon,
Jincheon-gun, Chungcheongbuk-do - Korea)

Ten thuac Hoat chAt chinh - Dang bao TuBi Tieu Quy cach sa dang kySTT Ham hrong ch~ tho chuAn dong goi

67 Atri Plus Inj. M6i 2ml dung dich Dung dich 36 NSX H9P 3 6ng VN-21643-18
chua: Natri tiem thing
hyaluronat 20mg

.... ......... ..... ....._.... ....._......-..._ ...... .._- .._- _ ....... _ ... ....................._. ............. ........ ......... ....... ..........................._ ....

41. Cong ty dang ky: Pharmaunity Co., Ltd (Die: 74, Sejong-daero, Jung-gu, Seoul- Korea)

41.1 Nha san xu~t: BCWorld-Pharm.Co.,Ltd. (Die: 872-23, Yeojunam-ro, Ganam-eup, Yeoju-si,
Gyeonggi-do - Korea)

-- - - -- - - -- - -A - - - _TuM - ~ - --- - - _.- -

STT Ten thuac Ho~t-ch.at-ch-inh--- -n~ng-bao- -1'ieu- -Quy-cach- -Sa-dang Icy-
Ham 1U'Q'Dg ch~ tho chudn dong goi

68 Yurixon Inj. M6i 19chua: B9t pha 24 NSX H9P 1019 VN-21633-18
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'..
. Cefoperazon (duoi tiem thang

dang cefoperazon
natri) SOOmg;
Sulbactam (diroi
dang sulbactam
natri) SOOmg

42. Ceng ty dang Icy: Polfarmex S.A (Dlc: 9 JozeJow Street, 99-300 Kutno - Poland)

42.1 Nha san xuit: Polfarmex S.A (Die: 9 JozeJow Street, 99-300 Kutno - Poland)

STT Te p thuac Hoat chfit chinh - Dang bao TuBi Tieu , Quy cach sa dang kYHam 1U'Q11g ch~ thQ chuftn dong goi

69 Polcalmex (vi cam) M6i IS0ml chua: Si f(J 36 NSX H9P 1 chai VN-21644-18
Calci glubionat thang IS0ml
44,lg; Calci
lactobionat 9,6g

......._ ... -- ., '., .
43. Cdng ty dang Icy: PT Novell Pharmaceutical Laboratories (D/c:'JI Wanaherang No 35,
Tlajung Udik, Gunung Putri, Bogor 16962 - Indonesia)

43.1 Nha ~an xuit: PT Novell Pharmaceutical Laboratories (Dlc: JI Wanaherang No. 35,
Tlajung Ldik, Gunung Putri, Bogor 16962 - Indonesia)

STT Te thuac Hoat chfit chinh - Dang bao TuBi Tieu Quy cach sa (tang kY
Ham 1U'Q11g ch~ thQ chuftn dong goi

70 Noveron Rocuronium bromid Dung dich 24 NSX H9P 1219 Sml VN-2164S-18
10mg/ml tiem thang

... _.. ' .

44.Cong IY dang ky: PT. Novell Pharmaceutical Laboratories (Dlc: Jl. Wanaherang No. 35,
Tlajung U'flik,Gunung Putri, Bogor 16962 - Indonesia)

44.1 Nha j)an xuit: PT. Novell Pharmaceutical Laboratories (Die: JJ. Wanaherang No. 35,
Tlajung u'dik, Gunung Putri, Bogor 16962 - Indonesia)

,

thuac Hoat chfit chinh - Dang bao TuBi Tieu Quy cach sa dang kYSTT Tel Ham 1U'Q11g ch~ tho chuftn dong goi

71 Clindamyc n Clindamycin (duoi Vien nang 24 BP201 H9P S vi x 10 VN-21646-18
dang Clindamycin c(rng thang 6 vien
HCI) 300mg - .,-_.- ._-- ._._... ......_. _..._._ ......_ --_,,_, .._- ......_---_ .. _--_ .._. --- ---_ ......-. _ ...- ...- -_. _-_ -_... .._- .__ ...__ .. ---_.- ._. '_"'_' _ .... ._..... _ .._..._ ...._ ._.--- -"",_ ...._ -_.......-. ...._ ... -_......-_ ........ .._-_. ._._- -_... .._- .-

n Regivell Bupivacain HCI Dung dich 36 NSX H9P 1 vi x S VN-21647-18
Smg/ml tiem thang 6ng 4ml

45. Cdng j tv dang ky: Sanofi-Aventis Singapore Pte Ltd. (Die: 38 Beach Road, #18-11, South
Beach TOl1er, Singapore (189767) - Singapore)

,
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45.1 Nha san xu§t: Famar Lyon (Die: 29, avenue Charles de Gaulle, 69230 Saint-Genis Laval -
France)

Ten thuBc Hoat chat chinh - Dang bao TuAi Tieu Quy cach se dang IcySTT Ham hreng ch~ tho chudn dong goi
73 Rovamycine Spiramycin 1,5 Vien nen bao 24 NSX H9P 2 vi x 8 VN-21648-18

M.LU ~i~ _____ . thang vien
•••••••• ~·M.... _ ..._ .._ ._....__ ..._- ._.._- ,'._- -_._ - -.--- _ ..-_ --_- ...._ ._-- .._ .._ -- - --. _-_ ......__ .. .__ .... -_-- -._. _._. --- ,,_,,_ - .- -__ ... ,,_ ......................................... _......_ ....

74 Rovamycine Spiramycin 3 M.I.U Vien nen bao 24 NSX H9P 2 vi x 5 VN-21649-18
phim thang vien.... - _'._- -

46. Cong ty dang ky: Tedis (Dlc: 9 avenue d'Ouessant, 91140 Villebon-sur-Yvette - France)

46.1 Nha san xu§t: Pharmatis (Dlc: Zone d'Activite Est No 1, 60190 Estrees Saint Denis
France)

STT Ten thuBc Hoar chat chinh - Dang bao TuAi Tieu Quy cach se dang kYHam IUQ'Ilg ch~ thQ chudn dong goi
75 Pepsane (CSXX: M6i goi 109 chua: Gel uong 24 NSX H9P 30 goi x VN-21650-18

Laboratories ROSA Guaiazulen 0,004g; thang 109
Phytopharma; DC: 2, Dimethicon 3g
Avenue du Traite de
Rome-78400 CHATOU,
France)

CVCTRUONG

".Tuan Ctreng
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