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Kinh giri: - Sa Y t€ cac tinh, thanh pho true thuoc TIU g uanp5 -O~· ZOU;
- Cac cong ty dang ky e6 thu6e diroc dinh e Inh. I

Cue Qulm 19 duoc thong bao dieu chinh mot s6 noi dung tro So, §{? --.: -
cap s6 dang ky thu6e rnroc ngoai nhu sau:

1. Quyet dinh s6 230/QD-QLD ngay 12/7/2011 cua Cue tnrong Cue Quan ly Diroc
cong b6 639 ten thu6c mroc ngoai diroc phep luu hanh tai Viet Nam, dot 73:

1.1. Thuoc Dolchis 200 mg, SDK: VN-13203-11 do Korea United Pharm. Inc
dang Icy va san xuftt, trong Quyet dinh ghi dia chi nha san xuftt la "153 Budong-Ri,
Seo-Myeon, Yeongi-kun, Chungnam-Korea", nay dinh chinh dia chi nha san xu~t
la "404-10, Nojang-Ri, Jeondong-Myeon, Yeongi-Kun, Chungnam-Korea".

2. Quyet dinh s6 21/QD-QLD ngay 12/01/2012 cua (\Ic tnrang (\Ic Qulm ly DU'qc
ve vi~c ban hanh danh mt;lc463 ten thu6c nu6'c ngoai dU'qcphep lUll hanh t~i Vi~t
Nam, dot 76:

2.1. Thu6c Zydusatorva 20, SDK: VN-14495-12 do cong ty Cadila Healthcare
Ltd. dang Icy, trong QuySt dinh ghi ten hO<iltchftt, ham lm;mg la "Atorvastatin calci",
nay dinh chinh ten ho~t chftt, ham luqng la "Atorvastatin calci tuong duong
Atorvastatin 20mg".

3. Quy€t dinh s6 92/QD-QLD ngay 22/03/2012 cua (\Ic tnrang (\Ic QUIDly DU'qc
ve vi~c ban hanh danh mt;lc 297 ten thu6c nu6'c ngoai dUQ'cphep lUll hanh t~ Vi~t
Nam, dot 77:

3.i. Thu6c Heparos, SDK: VN-15060-12 do cong ty Hana Pharm. Co., Ltd.
dang Icy, trong QuySt dinh ghi dia chi nha san xuftt la 901-3 Sangshin-Ri,
Hyangnam-eup, Hwaseong-Si, Gyeonggi··Do, Korea, nay dinh chinh dia chi nha
san xu~t la: 901-3 Sangsin~Ri, Hyangnam-eup, Hwaseong-Si, Gyeonggi-Do, Korea

4. Quy€t dinh s6 164/QD-QLD ngay 22/06/2012 cua Ct;lCtruang (\Ic Quan ly DU'qc
ve vi~c ban hanh danh mt;lc517 thu6c nu6'c ngoai duqc c~p s6 dang ky lUllhanh t~i
Vi~t Nam, dqt 78:

4.1. Thu6c Budenase AQ, SDK: VN-15266-12 do Cipla Ltd. dang Icy, trong
quySt dinh ghi quy cach dong goi la "LQ 7,Sml", nay dinh chinh quy cach dong goi
la "H9P 1 lQ7,Sml tuong duong ISO li@uxit".

4.2.Thu6c Diprosalic ointment, SDK: VN-1SSS3-12 do cong ty Merck Sharp
& Dohme (Asia) Ltd. dang kY, trong QuySt dinh ghi ho~t chftt-ham luqng la
Be!amethasone dipropionate, acid salicylic (Smg/g; 30mg/g), nay dinh chinh ho~t
chat- ham luqng la Betamethason O,Smg/g, acid salicylic 30mg/g.

5:Quy€t dinh s6 241/QD-QLD ngay 10/10/2012 cua (\Ic truang (\Ic Quan ly Duqc
v~ vi~c ban hanh danh mt;le401 thu6e nU'O'engoai duqe c~p s6 dang ky lUllhanh t~i
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Vi~t Nam, dot 79.. . .
5.1. Thu6c Atelec Tablets 10, SDK: VN-15704-12 va thu6c Atelec Tablets 5,

SDK: VN-15705-12 do Ajinomoto Pharmaceuticals Co., Ltd. dang ky, trong Quyet
dinh ghi ten va dia chi cong ty dang ky la "Ajinomoto Pharmaceutical Co., Ltd.; dia
chi: 1-1, Irifune 2-chome, Chuo-ku, Tokyo 104-0042, Japan" va ten nha san xuat la
"Ajinomoto Pharmaceutical Co., Ltd.", nay dinh chfnh ten va dia chi cong ty dang
ky la "Ajinomoto Pharmaceuticals Co., Ltd.; dia chi: 1-1, Irifune 2-chome, Chuo
ku, Tokyo, Japan" va ten nha san xuat Ia "Ajinomoto Pharmaceuticals Co., Ltd.".

6. Quyet dinh s6 13/QD-QLD ngay 18/01/2013 cua Cue tnrong Cue Quan ly Dl1Q'c
v~ viec ban hanh danh muc 330 thu6c mroc ngoai diroc phep hru hanh tai Viet Nam,
dot 80:

6.1. Thu6c Secnol 2g, SDK: VN-16394-13 do Tedis dang ky, do sai sot trong
viec chuan bi to Tom tAt san pham, trong Quyet dinh ghi ten cong ty dang ky Ia
"Tedis S.A." va "nha san xuat: Macors; dia chi: "Rue des Caillottes, Zl Plaine de
Isles 89000 Auxerre- France", nay dinh chinh: ten cong ty dang ky la "Tedis" va
"nha san xuat chiu trach nhiem xuat xirong: Macors; dia chi: "Rue des Caillottes, Zl
Plaine des Isles 89000 Auxerre- France;" Nha san xuAt dang bao ch€ tho:
Ethypharm; dia chi: 17-21 rue Saint Matthieu, 78550 Houdan- France".

7. Quy€t dinh s6 184/QD-QLD ngay 05/7/2013 clla Ct}c tru6ng Ct}c Quan ly Dl1Q'c
v~ vi~c ban hanh danh mlJ.c382 thu6c nl1ac ngoai dUQ'ccAps6 dang ky lUllhanh t~i
Vi~t Nam, dQ't82:

7.1. Thu6c Kyungwell Inj. 2g, s6 dang ky VN-16739-13 do Do,ng Sung
Pharm Co., Ltd dang cy, trong QuySt djnh ghi ten nha san xu~t la "Kyongbo
Pharm. Co., Ltd.", nay dinh chinh ten nha san xu~t la "Kyongbo Pharmaceutical
Co., Ltd".

7.2.Thu6c Pentacillin Injection 1.5g, SDK: VN-16874-13 do c6ng ty Pharmix
Corporation dang ky, trong Quy€t dinh ghi d~g bao chS la Dung djch tiem; nay
dinh chfnh d~g bao chS la BQt pha tiem.

7.3. Thu6c Alembic Owin D, SDK: VN-16563-13 do Alembic
Pharmaceuticals Limited dang ky, do sai sot trong vi~c chuan bi to' Tom tAt san
phAm, trong Quy€t dinh ghi t~n ho~t chat la "Ofloxacin 3mg/Iml; Dexamethasone
phosphate (du6i d~g Dexamethasone sodium phosphate) Img/1ml", pay dinh
chinh ten ho~t chat Ia "Ofloxacin 3mg/lml; Dexamethason (du6i d~g
Dexamethason natri phosphat) 1mg/1ml".

7.4. Thu6c Levomels Infusion, SDK: VN-16872-13 do Pharmix Corporation
dang ky, trong Quy€t dinh ghi h~ dung la "60 thang", nay dinh chfnh h~ dung la
"36 thang".

7.5. Thu6c Levomels Injection, SDK: VN-16871-13 do Pharmix Corporation
dang ky, trong Quy€t dinh ghi ten thu6c Ia "Levomels Infusion" va h~ dung Ia "60
thang", nay dinh chlnh t~n thu6c Ia "Levomels Injection" va h~ dung la "36
thang".

7.6.Thu6c Protovan Injection, SDK: VN-16783-13 do cong ty TNllli Thuong
m~i duQ'cphfun DuQ'c phfun Dong Phuong dang kY, trong QuySt dinh gh'i ten nha
san xu~t la Dongkook pharm Co.,Ltd., d~ng bao chS la h6n dich tiem. Nay dinh
chinh ten nha san xu~t la Dongkook pharmaceutical Co.,Ltd., d~g bao chS nhli

-A "tuong hem truyen.
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,8.Quyet dinh so 419/QD-QLD ngay 27/12/2013 cua Cue tnrong Cue Quan ly DUQ'c
ve viec ban hanh danh muc 423 thuoc mroc ngoai duoc cap so dang ky hru hanh tai
Viet Narn, dot 84:

8.1. Thuoc Zulipid 10, SDK: VN-17403-13, do cong ty TNHH TM DP Quoc
t~ Minh Viet dang ky, trong Quyet dinh chua cong b<3ham luong hoat chat, nay
cong b6 ham hrong hoat chat Rosuvastatin (duoi dang Rosuvastatin Calci) 10rng.

8.2. Thuoc Ilcolen, SDK: VN-17554-13 do cong ty Pharrnaunity Co., Ltd dang
ky, trong Quyet dinh ghi dia chi cong ty san xuat la 454-3, Mongnae-dong,
Danwon-gu, Ansan-si, Gyeonggi-do, Korea; nay dinh chinh dia chi cong ty san xuat
la 454-3, Moknae-dong, Danwon-gu, Ansan-si, Gyeonggi-do, Korea.

9. Quyet dinh so 536/QD-QLD ngay 19/9/2014 cua Cue tnrong Cue QUID ly DUQ'c
ve viec ban hanh danh muc 363 thuoc mroc ngoai diroc cap so dang ky hru hanh tai
Vi~t Narn, dot 87:

9.1. Thu6c Arnepox soft capsule, SDK: VN-18418-14; Trisova tablet, SDK:
VN-18419-14 do cong ty Pharrnaunity Co., Ltd dang Icy, trong Quyet dinh ghi dia
chi nha san xu~t la 901-3 Sangshin-Ri, Hyangnarn-eup, Hwaseong-Si, Gyeonggi
Do, Korea, nay dinh chinh dia chi nha san xu~t la: 901-3 Sangsin-Ri, Hyangnam
eup, Hwaseong-Si, Gyeonggi-Do, Korea

10.Quy€t dinh so 678/QD-QLD ngay 08/12/2014 cua C\lc tfUemg Cl;lc Quan 1y
DUQ'cve vi~c ban hanh danh rnlfc 100 thuoc nuac ngoai dUQ'cc~p so dang ky luu
hanh t:;tiVi~t Narn, dQ't88:

10.l.Thuoc Levogolds, SDK: VN-18523-14 do Cong ty TNHH Larnda dang
ky, trong Quy€t dtnh ghi dta chi nha san xu~t 18. "Casai 7748 Campasico
Switzerland", nay dfnh chinh dta chi nha san xu~t 1a "Casai 7748 Carnpascio-
Switzerland" .

10.2. Thu6c Valcyte, SDK: VN-18533-14 do cong ty F. Hoffmann-La Roche
Ltd. Dang Icy, trong Quy~t dinh ghi ho~t ch~t la Valganciclovir (du6i d~g
Valganciclorvir Hydrochloride) 450rng, nay dinh chinh ho~t ch~t la Valganciclovir
(du6i d~g Valganciclovir Hydrochloride) 450rng

11. Quy€t dtnh so-82/QD-QLD ngay 09/02/2015 cua Cvc tfUemgCl;lcQuan 1yDUQ'c
ve vi~c ban hanh danh mvc 213 thuoc nuac ngoai dUQ'cc~p so dang ky Ill'll hanh t:;ti
Vi~t Nam, dQ't89:

11.1. Thu6c Golddicron, SDK: VN-18660-15 do cong ty TNHH Lamda dang
ky, trong Quy~t dinh ghi ten va dia chi nha san xu~t la "Valpharma International
S.p.a (D/c: Via G. Morgagni, 2-47864 Pennabilli (RN) - Italy)", nay dinh chinh ten
va dia chi nha san xu~t la "Co sa san xuftt ban thanh ph~m: Valpharma
International SPA (Dlc: Via G. Morgagni, 2, 47864 - Pennabilli (RN), Italy); Co sa
dong goi va xuftt xuang: Lamp San Pro spero SPA (Dlc: Via Della Pace, 25/A -
41030 San Prospero (MO), Italy)".

11.2. Thuoc Tracrium, SDK: VN-18784-15, do cong ty GlaxoSrnithKline Pte.,
Ltd dang ky, trong Quy€t dtnh ghi ham luqng ho:;tt ch~t la Atracurium\ besylate
10mglml; nay ~fnh chfnh ham luqng ho~t ch~t la Atracurium besylate 25mg/2,5ml.

11.3. Thuoc Antaspan 0.5 flash, ~DK: VN-18599-15, do cong ty
Laboratorios Bago S.A dang Icy, trong Quyet dinh ghi h~n dung cua thu6c la "24
thing", nay dinh chinh h~ dung cua thu6c la "36 thang".
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12.Quy€t dinh .86 270/QD-QLD ngay 26/05/2015 cua O;1c tnrong O;1c Quan ly
DUQ'cve viec ban harm danh muc 178 thu6c nuoc ngoai duoc cap 86 dang ky hru
hanh tai Viet Nam, dot 90:

12.1. Thu3c OliClinomel N4-550 E, SDK: VN-18815-15 va thuoc
OliClinomel N7-1000 E, s3 dang IcY VN-18816-15 do Baxter Healthcare (Asia)
Pte., Ltd. dang ky, trong Quyet dinh ghi dia chi nha san xu§.t la "Bd Rene Branquart
80, B-7860 Lessines, Belgium", nay dinh chinh dia chi nha san xu§.t la "Bd Rene
Branquart 80, B-7860 Lessines, Belgium".

12.2. Thu6c Periloz 4mg, SDK: VN-18923-15 do cong ty Lek
Pharmaceuticals d.d, Slovenia dang ky, trong Quyet dinh ghi dang bao chS la vien
nen bao phim, nay dinh chinh dang bao ch@la vien nen,

13. Quyet dinh s6 272/QD-QLD ngay 26/5/2015 cua Cue tnrong O;1cQuan ly Duoc
ve viec ban hanh danh muc 15 thu6c mroc ngoai (thuoc co hoat ch§.t l~n d~u, phoi
hop hoat ch§.t l~n d~u hoac dang bao chS l~n d~u dang ky tai Vi~t Nam- s6 dang ky
co hieu luc 02 nam) diroc cap s6 dang ky lUllhanh t<p-Vi~t Nam - Dqt 90:

13.l.Thu6c Noxafil, SDK: VN2-368-15 do cong ty Merck Sharp & Dohme
(Asia) Ltd. dang kY, trong QuySt dinh khong ghi ham lUQ'Ilgho~t ch§.t, nay dinh
chinh ho~t ch§.tham IUQ'IlgPosaconazole 40mg/ml.

14. Quy€t dinh 86 275/QD-QLD ngay 26/5/2015 clla O;1ctntbng O;1cQuan ly Duqc
ve vi~c ban hanh danh ffit;lC15 thu6c nuac ngoai (thu6c diSu tri ung thu dang kY l~n
d~u- s6 dang kY co hi~u Ivc 02 nam) dUQ'cc~p 86 dang ky lUll hanh t<p-Vi~t Nam -
Dot 90:
. 14.1.Thu6c Firotex, SDK: VN2-340-15, do cong ty Actavis International Ltd

dang kY, trong QuySt dinh ghi dia chi nha san xu§.t la 11th Ion Mihalache blvd.,
Sector 1, Zip code 011171, Bucharest, Rumani; nay dinh chinh dia chi nha san xu§.t
la 11 Ion Mihalache Blvd., 011171, Bucharest, Romania.

15. Quy€t dinh 86 548/QD-QLD ngay 06/10/2015 clla O;1c tntbng Ct;tc Quan ly
DUQ'cve vi~c ban hanh danh mt;lc 400 thu6c nuac ngohl duqc cA'p86 dang ky lUll
hanh tai Viet Nam - Dot 91:

15.1. Thu6c Actarmlgite, SDK: VN-19202-15, do cong ty Ipsen Pharma dang
kY, trong QuySt dinh ghi d~ng bao ch@la "B<}tpha dung dich u6ng", nay dinh chinh
la "B<}tpha h6n dich u6ng".

15.2. Thu6c Octreotide, SDK: VN-19094-15, trong QuySt dinh ghi cong ty
dang kY la "Cong ty TNlffi DuQ'cphfun Tam Dan", d~ng bao chS ghi la "dung dich
d~m d~c dS pha tiem truySn" nay dinh chinh cong ty dang kY la "Cong ty TNlffi
DuQ'cTam Dan", d~ng bao chS ghi la "dung dich tiem ho~c dung dich d~m d~c dS
pha tiem truySn".

15.3. Thu6c Bestatin 10, SDK: VN-19066-15 va thu6c Bestatin 20, SDK:
VN-19067-15 do cong ty TNlffi DKSH Vi~t Nam dang kY, trong Quy@tdinh ghi
dia chi nha san xu§.t la "222 Romklao Road, Klongsampravet, Latkrabang,
Bangkok 10250, Thailand", nay dinh chinh dia chi nha san xu§.t la "222 Romklao
Road, Klongsampravet, Latkrabang, Bangkok 10520, Thailand".

15.4. Thu6c Hypergold, SDK: VN-19359-15 do cong ty Standard Chern &
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Pharm Co., dang ky, trong Quyet dinh ghi ten heat ch~t la "Irbersartan", dia chi
cong ty dang ky la "6-20, Tu-ku Li, Hsin-Ying (730) Tainan- Taiwan, nay dinh
chinh ten hoat ch~t la "Irbesartan", dia chi cong ty dang ky 1~ "No.6-20, Tuku,
Tuku Village, Sinying District, Tainan City 730SS, Taiwan".

15.5. Thu6c Berocca performance original, SDK: VN-19017-15 do cong ty
Bayer (South East Asia) Pte., Ltd. dang ky, trong Quyet dinh ghi hoat chat la
"Riboflavin (duoi dang Ribofalvin natri phosphat 20,S mg) lSmg", nay dinh chinh
la "Riboflavin (duoi dang Riboflavin natri phosphat 20,5 mg) lSmg".

15.6. Thu6c Sucrafil Suspension, SDK: VN-1910S-1S do Cong ty TNHH
Duoc Ph§.m Y-Med dang ky, trong Quyet dinh ghi ham hrong cua thuoc la
Sucralfate 1000mg, nay dinh chinh ham luong cua thuoc la Sucralfate 19110ml.

IS.7.Thu6c Qapanto, SDK: VN-19076-15 do cong ty 1NHH DP Quang Anh
dang ky, trong Quyet dinh ghi dia chi cong ty dang ky la 83 Hoa Hung, P 12, Q10,
TP H6 Chi Minh; nay dinh chinh dia chi cong ty dang ky la 83A Hoa Hung,
Phuongl Z, Quan lO,TP H6 Chi Minh. .

15.8.Thu6c Arotan, SDK: VN-19078-15 do cong ty 1NHH Diroc Tam Dan
dang ky, trong Quyet dinh ghi quy each dong goi la H9P 1 19 10 vien; nay dinh
chinh quy each dong goi la H9P 1 193°vien.

15.9. Thu6c Tiromin Tablet 100mg, SDK: VN-19120-15 do cong ty TNHH
thirong mai diroc pham Dong Phuong dang ky, trong Quyet dinh ghi ten nha san
xuat la Hanall Pharmaceutical Co, Ltd; nay dinh chfnh ten nha san xu~t la Hanall
Biopharma Co., Ltd.

15.10.Thu6c Tanagel, SDK: VN-19132-15 do cong ty Consorzio Con Attivita
'Estema Medexport ltalia dang ky, trong Quy€t dinh ghi dia chi nha san xuat HI.
Polisgono Ind. La Redona, cll, no7S-76, 04710 El Ejido (Almeria), Spain; nay dinh
chfnh dia chi nha san xuat IaPoligono Industrial La Redonda, C/IX, nO.2, El Ejido,
04710 (Almeria), Spain.

IS.ll.Thu6c Levin-500, SDK: VN-19185-15 do cong ty Hetero Labs Limited
dang ky, trong Quy€t dinh ghi h~n dung la 24 thang; nay dinh chinh h~ dung la 36
thang.

IS.l2.Thu6c Go1dvoxin, SDK: VN-19111-15 do Cong ty TNHH Lamda dang
ky, trong Quy€t dinh ghi ham 1uqng 1a "250mg/ml", nay dinh chinh ham luqng la
"250mg/50ml".

15.13.Thu6c Hancetax capsule, SDK: VN-19030-15 do Celltrion pharm, Inc
dang ky, trong Quy€t dinh ghi dia chi nha san xuat la "901-1, Shangshin-Ri,
Hyangnam-Eup, Hwaseong-Si, Gyeonggi-Do- Korea", nay dinh chinh dia chi nha
slm xuat la "901-1, Sangshin-Ri, Hyangnam-Eup, Hwaseong-Si, Gyeonggi-Do
Korea".

IS.14.Thu6c Tantordio 80, SDK: VN-19366-1S do cong ty Torrent Exports
Ltd. dang kY, trong QuySt dinh ghi cong ty dang ky la Torrent Exports Ltd. Nay
dinh chinh cong ty dang kY la Torrent Pharmaceuticals Ltd.

15.15. Thu6c Bisohexal, SDK: VN-19189-1S do cong ty Hexal AG dang cy,
trong QuySt dinh ghi dia chi nha san xu~t la Otto-von-Guericke-Alee 1, D-39179
Barleben, Germany, nay dinh chinh dia chi nha san xu~t la Otto-von-Guericke
Allee 1,39179 Barleben, Germany

16. QUY,etdinh s6 554/QD-QLD ngay 06/10/2015 cua Q;tc truang C\lC Quan 1y
Duqc ve vi¢c ban hanh danh m\lc 23 thu6c nuac ngoai (thu6c dieu tIi ung thu dang
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ky IAn d~u - s6 dang ky c6 hieu lire 02 nam) diroc cap s6 dang ky hru hanh tai Viet
Nam - Dot 91:

16.l.Thu6c Firmagon, SDK: VN2-383-15 va thu6c Firmagon, SDK: VN2-384-
15 do Ferring Pharmaceuticals Ltd. dang ky, do sai s6t trong vice chuan bi to Tom
tM san pham, trong Quyet dinh ghi dia chi nha san xuat dung moi la "Wittland 11,
24103 Kiel, Germany", nay dinh chfnh dia chi nha san xuat dung moi la "Wittland
11,24109 Kiel, Germany".

17. Quyet dinh s6 672/QD-QLD ngay 17/12/2015 cua Cue tnrong Cue Quan ly
Diroc ve viec ban hanh danh muc 168 thu6c mroc ngoai diroc cap s6 dang ky hru
hanh tai Viet Nam - Dot 92:

1'7.1. Thu6c Smecta, SDK: VN-19485-15, do cong ty Ipsen Pharma dang ky,
trong Quyet dinh ghi hoat ch&t chinh, ham hrong la "Diosmectit 3,00g", nay dinh
chinh la "Diosmectite 3,00g".

17.2. Thu6c Cetirizine Tablets 10mg, SDK: VN-19406-15, do cong ty c6
ph§.nDiroc pham Khanh Hoa dang ky, trong Quyet dinh ghi dia chi nha san xu&tla
"40/1, Mohabewala Industrial Area, Dahradun - 248110, Uttarakhand, India", nay
dinh chinh la "4011, Mohabewala Industrial Area, Dehradun - \ 248110,
Uttarakhand, India".

17.3. Thu6c Xylobalan Nasal Drop 0,05%, SDK: VN-19543-15, do cong ty
Warszawskie Zaklady Farrmaceutyczne Polfa Spolka Akcyjna dang ky, trong
Quyet dinh ghi cong ty dang kY la "Warsawzawskie Zaklady Farmaceutyczne Polfa
Spolka Akcyjna", nha san xu&t la "Warsawzawslcie Zaklady Farmaceutyczne Polfa
Spolka Akcyjna" nay dinh chinh ten cong ty dang kY la "Warszawskie Zaklady
Farmaceutyczne Polfa Spolka Akcyjna", ten nha san xu&t la "Warsaw
Pharmaceutical Works Polfa S.A. ".

17.4. Thu6c Ostemax 70 comfort, SDK: VN-19511-15, trong QuySt dinh ghi
cong ty dang ky la "Pharmaceutical Works Polpharrma S.A", nay dinh dhinh ten
cong ty dang kY la "Pharmaceutical Works Polpharma S.A".

17.5. Thu6c Naprazole-R, SDK: VN-19509-15, trong QuySt dinh ghi ten
thu6c la "Naprazole-R", dia chi cong ty dang kY la "304. Town Centre, Andheri
Kurla Road, Andheri (E), Mumbai, Maharastra, 400059, India", nay dinh chinh ten
thu6c la "Naprozole-R", dia chi cong ty dang kY la "304, Town Centre, Andheri
Kurla Road, Andheri (E), Mumbai, Maharashtra, 400059, India".

17.6. Thu6c Celemin Nephro 7%, SDK: VN-19402-15, trong QuySt dinh ghi
ten va dia chi nha san xu&t la "Claris Otsuka Limited; dia chi: Village - Vasana
Chacharwadi, Tal - Sanand, Dist - Ahmedabad - India", nay dinh chinh ten va dia
chi nha san xu&tla "Claris Otsuka Private Limited; dia chi: Survey No: 199 to 201
& 208 to 210, Village - Vasana Chacharwadi, Tal: Sanand, Dist - Ahmedabad -
382213 - India".

17.7. Thu6c Thyanti Soft Capsule, SDK: VN-19398-15 do Celltrion Pharm,
Inc dang kY, trong QuySt dinh ghi dia chi nha san xu&t la "486, Sugwang-Ri,
Sindun-Myeon, Incheon-Si, Gyeonggi-Do, Korea", nay dinh chinh dia chi nha san
xu&tla "486, Sugwang-Ri, Sindun-Myeon, Icheon-Si, Gyeonggi-Do, Korea".

17.8. Thu6c Theaped 20, s6 dang kY VN-19403-15 do Cong ty c6 ph§.nDuQ'c
MK Vi~t Nam dang kY, trong QuySt dinh ghi ten nha san xu&t la "MIS Oliver
Healthcare", nay dinh chinh ten nha san xu&tla "MIS Olive Healthcare".

17.9. Thu6c Esclo-10, SDK: VN-19472-15, thu6c Esclo-20, SDK: VN-19473-
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15 va thuoc Esclo-5, SDK: VN-19474-15 do cong ty Hetero Labs Limited dang ky,
Quyet dinh ghi sai ten thuoc lit Esclo-IO, Esclo-20, Esclo-5 va dia chi nha san xuat
la Unit-V, Survey No. 410, 411, APIIC Formulation SEZ, Po1e1?ally Village,
Jadcherla Mandal, Mahaboognagar District; nay dinh chinh ten thuoc lit Eslo-IO,
Eslo-20, Eslo-5 va dia chi nha san xuat la Unit- V, APIIC Formulation SEZ
Polepally Village, Jadcherla Manda, Mahaboobnagar District, India.

17.10.Thuoc Opiphine, SDK: VN-19415-15, do cong ty 1NHH Binh Vi~t Dire
dang ky, trong Quyet dinh ghi ham luong hoat chat lit Morphin (duoi dang Morphin
sulphat 5H20 10mg/m1) 7,25mg/m1; nay dinh chinh ham IUQ'ng hoat chat la
Morphin (duoi dang Morphin sulphat 5H20 10mg/m1) 7,52mg/ml.

17.ll.Thu6c Levobac IV Infusion, SDK: VN-19449-15, do cong ty 1NHH
Duoc pham Viet Lam dang ky, trong Quyet dinh ghi ham IUQ1lghoat chat lit
Levofloxacin (duoi dang Levofloxacin hemihydrat) 0,5mg/l00ml; nay dinh chinh
ham IUQ1lghoat chat la Levofloxacin (duoi dang Levofloxacin hemihydrat)
0,5g/100ml.

17.12.Thu6c Dupraz 20, SDK: VN-19458-15 do cong ty 1NHH TMDP Sana
dang ky, trong Quyet dinh ghi ten nha san xu~t la Prayash Healthcare Pvt.Ltd, dia
chi nha san xu~t lit 185-186, Yellampet, Medchal Mandal, Ranga Reddy-District,
A.P, India; nay dfnh chinh ten nha san xu~t lit Mis Prayash Healthcare Pvt.Ltd va
dia chi nha san xu~t lit Street No.8, Habsiguda, Hyderabad, India.

17.13.Thu6c Menzomi Inj., SDK: VN-19515-15 do cong ty Pharmaunity Co.,
Ltd dang ky, trong Quyet dinh ghi ten nha san xu~t lit Hwail Pharmaceutical Co.,
Ltd; nay dinh chinh ten nha still xu~t la Hwail Pharm. Co., Ltd.

17.14.Thuoc Phi1tobax Eye Drops, SDK: VN-19519-15 do cong ty 1NHH
TMDP Sana dang ky, trong Quyet dinh ghi dia chi nha san xu~t la 2-27,
Yeongmun-ro,' Cheoin-gu, Yongin-si, Gyeongmun-ro, Korea; nay dinh chinh dia
chi nha san xu~t la 2-27, Yeongmun-ro, Cheoin-gu, Yongin-si, Gyeonggi-do,
Korea.

17.15.Thu6c Zomekal, SDK: VN-19521-15 do cong ty PT Kalbe Farma Thk
dang ky, trong Quyet diM ghi d~ng bao ch@lit BQt pha dung dich d~ d~c dS pha
thu6c tiem truySn; nay dinh chinh d~g bao ch@la Dung dich d~m d~c dS pha thu6c
tiem truySn.

17.16.Thu6c Medce10re Injection, SDK: VN-19525-15 do cong ty Saint
Corporation dang ky, trong Quyet dinh ghi dia chi nhit san xu~t la 314-1, Jegi -Ri,
Jeongnam-myeon, Hwaseong-si, Gyeonggi-Do, Korea; nay dinh chinh dia chi nhit
san xu~t la 341-1, Jegi-Ri, Jeongnam-myeon, Hwaseong-si, Gyeonggi-Do, Korea.

17.l7.Thu6c Orasten, SDK: VN-19436-15 do cong ty 1NHH DuQ'c ph§.m DO
HA dang ky, trong Quy@tdinh ghi dia chi nhit san xu~t la Tarakandi, Pakundia,
Kishoreganj, Bangladesh, nay dinh chinh dia chi nhit san xu~t la Pakundia,
Kishoreganj, Bangladesh. .

17.18.Thu6c Zolinova-20, SDK: VN-19531-15 do cong ty SM Biomed Sdn.
Bhd. dang ey, trong Quy@t dinh ghi ho~t ch~t chinh-hitm luqng la Pantoprazol
(du6i d~ng natri pantoprazol) 20mg, nay dinh chinh ho~t ch~t chinh-ham luqng lit
Rabeprazol natri 20mg.

17.19. Thu6c Xyzal (dong goi + xu~t xu6ng: Aesica Pharmaceuticals S.r.!, dia
chi: Via Praglia, 15, 10044 Pianezza (TO), Italy), SDK: VN-19469-15 do cong ty
GlaxoSmithKline Pte., Ltd. dang ey, trong Quy@tdinh ghi ten nhit san xu§t la UCB
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Farchin S.A, nay dinh chinh ten nha san xu~t la UCB Farchim S.A .
17.20. Thu6c Bonviva (Dong + xu~t xirong: Roche Diagnostics GmbH, Dia '

chi: Sandhofer Strasse 116, 68305 Mannheim, Germany), SDK: VN-19535-15 do
cong ty Takeda Pharm~ceuticals (Asia Pacific) Pte., Ltd. dang ky, trong Quyet dinh
ghi dia chi nha san xuat la Eisenbahnstrasse 2-4, 88085 Langhenargen, Germany,
nay dinh chinh dia chi nha san xu~t la Eisenbahnstrasse 2-4, 88085 Langenargen,
Germany.

17.21. Thu6c DBL Octreodtide O.lmg/ml, SDK: VN-19431-15 do Cong ty
TNllli Duoc pham & Hoa ch~t Nam Linh dang ky, trong Quyet dinh ghi ten thuoc
la DBL Octreodtide O.lmg/ml, qui each dong goi: h(>p5 lo x 5ml, nay dinh chinh
ten thuoc la DBL Octreotide O.lmg/ml, qui each dong goi: h(>p5 lo x 1ml.

17.22.Thu6c Escivex 20 tablets, SDK: VN-19409-15 do Cong ty C6 phan
Hoang Nam dang ky, trong Quyet dinh ghi ten nha san xuat la "Akum Drugs &
Pharmaceuticals Ltd", nay dinh chinh ten nha san xuat la "Akums Drugs &
Pharmaceuticals Ltd".

17.23. Thuoc Fumsor, SDK: VN-19411-15 do Cong ty CP Duoc Me Kong
dang ky, do sai sot trong viec chuan bi to' Tom tat san pham, trong Quy€t dinh ghi
dia chi nha san xuat la "34906 Kurtoy- Istanbul- Turkey", nay dinh chinh dia chi
nha san xuat la "34906 Kurtkoy- Istanbul- Turkey".

17.24. Thuoc Pulmorest, SDK: VN-19405-15 do Cong ty c6 phan duoc pham
Ha N(>idang ky, trong Quyet dinh ghi ham hrong la "300mg/5ml", nay dfnh chinh
ham hrong la "3Omg/5ml" .

17.25. Thuoc Tarviluci, SDK: VN-19410-15 do Cong ty c6 phfin kY ngh~ Nh~t
Ha dang ky, trong Quy~t dinh ghi t~n nha san xuat la "Reyong Pharmaceutical Co.,
Ltd", nay dfnh chfnh t~n nha san xuat la "Reyoung Pharmaceutical Co., Ltd".

17.26. Thu6c Betadine Antiseptic Solution 10%w/v, SDK: VN-19506-15 do
Mundipharma Pharmaceuticals Pte. Ltd. dang ky, trong Quy~t dinh ghi dia chi c6ng
ty dang ky la "10 Hoe Chiang road #20-04/05 Keppel Towers Singapore 089315"
va quy cach dong goi la "H(>p 1 chai chua 15ml ho~c 30ml ho~c 120ml. Chai
500ml. Chai 1000ml", nay dfnh chfnh dia chi cong ty dang ky 1a"12 Mari,na View,
#22-01 Asia Square Tower 2, Singapore 018961" va quy cach dong goi l~ "H(>p 1
chai chua 15ml ho~c 30ml ho~c l20ml ho~c 125ml. Chai 500ml. Chai 1000ml".

18. Quy~t dinh s6 671/QD-QLD ngay 17/12/2015 cua Q;lc trubng C\lc Quan ly
DUQ'cve vi¢c ban hanh danh m\lc 12 thu6c nuac ngoai (thu6c diSu tri ung thu dang
ey lfin dfiu- s6 dang ky co hi¢u h;rc02 nam) dUQ'ccap s6 dang ky lUll hanh t<p'Vi¢t
Nam - Dot 92:

18.1. Thu6c Carboplatin Onkovis 10 mg/ml solution for infusion, s6 dang kY
VN2-427-15 do Cong ty TNIffi Binh Vi~t Duc dang kY, trong Quy@tdinh ghi ten
va dia chi nha san xu~t la "Lindopharm GmbH - Dia chi: Neustrasse 8f, 40721
Hilden, Germany", nay dinh chinh ten va dia chi nha san xu~t la "Oncotec Pharma
Produktion GmbH - Dia chi: Am Pharmapark, 06861 Dessau, Ro~lau, Germany".

19. Quy~t dinh s6 670/QD-QLD ngay 17/12/2015 cua Q;lc trubng Q;lc Qulm ly
DUQ'cve vi¢c ban hanh danh m\lc 05 thu6c nuac ngoai (thu6c tranh thai - 86 dang
ky co hi¢u h;rc02 nam) dUQ'Ccap s6 dang ky lUllhanh t~i Vi¢t Nam - DQ't92:

19.1. Thu6c Gvez, SDK: VN2-438-15 do cong ty TNIffi DP Vi~t phap dang
ky, trong Quy~t dinh ghi hOliltch~t la Drospirenon 3mg; Ethinylestradiol 0,02mg va
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dia chi nha san xu~t la c/La Vallina sin - P.I. Navatejera 24008 Navatejara (Leon),
, Spain; nay dinh chinh hoat ch~t la Drospirenon 3mg; Ethinylestradiol Micronized
0,02mg va dia chi nha san xuat la c/La Vallina sin - P.I. Navatejera 24008
Navatejera (Leon), Spain.

19.2. Thu6c Gveza, SDK: VN2-439-15 do cong ty TNlffi DP Vi~t phap dang
ky, trong Quyet dinh ghi hoat ch§.t la Drospirenon 3mg; Ethinylestradiol 0,03mg va
dia chi nha san xu§.t la c/La Vallina sin - P.1. Navatejera 24008 Navatejara (Leon),
Spain; nay dfnh chinh heat ch~t la Drospirenon 3mg; Ethinylestradiol Micronized
0,03mg va dia chi nha san xu~t la c/La Vallina sin - P.1. Navatejera 24008
Navatejera (Leon), Spain.

20. Cong van gia han s6 dang ky:
20.1. Thu6c Zitromax, SDK: VN-11235-10, do cong ty pfizer Thailand

Ltd.dang ky-, trong cong van gia han hieu hrc s6 dang kY s6 3664/QLD-DK ngay
17/3/2016 ghi khong thong nh~t s6 dang ky; nay dinh chinh s6 dang ky thuoc
Zitromax trong cong van s6 3664/QLD-DK ngay 17/3/2016la VN-11235-10.

20.2. Thuoc Essentiale Forte, SDK: VN-1l314-10 do Cong ty TNlffi Sanofi
Aventis Vi~t Nam dang ky, trong cong van s6 2196/QLD-DK ngay 18/02/2016 vS
viec gia han hieu lire s6 dang ky ghi ten va dia chi cong ty dang kY la; "Sanofi
Aventis, dia chi: 174 Avenue de France, 75013 Paris- France", nay dinh chinh ten
va dia chi cong ty dang kY la: "Cong ty TNHH Sanofi- Aventis Vi~t Nam, dia chi:
123 Nguy@nKhoai, Qu~ 4, TP. H6 Chi Minh".

20.3. Thu6c Gasmotin Tablets 5mg, SDK: VN-11564-10 do Cong ty TNHH
DKSH Vi~t Nam dang kY, trong cong van s6 3180/QLD-DK ngay 04/03/2016 vS
vi~c gia h~ hi~u hIc s6 dang kY ghi ten nha san xu~t la: "Dainippon Sumitomo
Pharma Co., Ltd", nay dinh chinh ten nha san xu~t la: "Sumitomo Dainippon
Pharma Co., Ltd Suzuka Plant".

2004. Thu6c An cung nguu hoang hoan, SDK: VN-11453-10, do Cong ty
Yunnan Dongjun Pharmaceutical Co., Ltd. dang kY, trong cong van s6 5701QLD
DK ngay 11/01/2016 cua C\lCQuan ly duqc vS vi~c gia h~ hi~u hIc s6 dang kY dii
ghi nha san xu§.t la Tengchong Chinese Medicine Factory Co., of Yunnan, China
nay dinh chinh nha san xu~t la Yunnan Tengyao Pharmaceutical Co., Ltd.

O;lc QU8nly DUQ'cthong bao d~ cac don vi bi€t./.
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