BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pic i§p — Ty do — Hanh phiic
sé: /H69/QLD-PK . : .
. ﬂQu S ek Ha Noi, ngay 02 thdng # ném 2017
@ing ky thubc nuée ngoai

Kinhgiri: - S&Y té céc tinh, thanh phé tryc thuge Trung wong;
-Céc cong ty diing ky c6 thubc dugc dinh chinh.

GucdQuén 1y Dugc thong bao didu chinh mét s8 ni dung trong céc Quyét dinh
cép sé ding ky Iuvu hanh nhu sau:

1. Quyét dinh s6 31/QD-QLD ngay 28/01/2010 ciia Cuyc trudmg Cye Quén Iy Duge vé
v%éc cong bé 19 tén thubc nuéc ngodi duge phép ru hanh tai Viét Nam- Dot 67 (cdp
bd sung):

1.1. Thubc Propofol-Lipuro 1% (10mg/ml), SDK: VN-5720-10 do B. Braun
Medical Industries Sdn. Bhd. d&ng ky, trong quyét dinh ¢ ghi Quy céch déng gbi 1a
“Gng 20ml, Chai 50ml, Chai 100ml”, nay diéu. chinh thanh “Hop 5 éng 20ml, Hop 10
chai 50ml, Hop 10 chai 100ml”.

2. Quyét dinh sb 230/QD-QLD ngay 12/07/2011 cia Cyc trudng Cyc Quén Iy Dwgc vé
viéc cBng bb 639 tén thubc nuéc ngodi duge phép luu hanh tai Vigt Nam- Dot 73:

2.1. Thudc Wosulin-N, SPK: VN-13425-11 do Wockhardt Ltd. d4ng ky, trong
quyét dinh c6 ghi Néng 4/ Him lugng 13 “40mg/ml”, nay diéu chinh thanh
“40[U/ml”.

3. Quyét dinh s8 419/QD-QLD ngdy 27/12/2013 ciia Cuc truéng Cyc Quan 1y Duge vé
viéc ban hanh danh muc 423 tén thuéc nuée ngodi dugc chp sb ding ky luu hanh tai
Viét Nam- Pot 84:

3.1. Thubc Lipovenoes 10% PLR, SPK: VN-17439-13 do Fresenius Kabi
Deutschiand GmbH diing ky, trong quyét dinh c6 ghi Hoat chét chinh 13 “Dau d4u
nanh tinh ché 10%”, nay diu chinh thanh “M&i 250 ml nhii twong chira: Dau dfu nanh
tinh ché 25g; Glycerol 6,25g”. |

4. Quyét dinh sb 135/QD-QLD ngay 04/3/2014 clia Cyc truéng Cyc Quén 1y Duge vé
viéc ban hanh danh myc 175 thudc néc ngoai duge cip sé ding ky luu hanh tai Viét
Nam- Dot 85:

4.1. Thuéc Esmeron, SDK: VN-17751-14 do Merck Sharp & Dohme (Asia)
Ltd. ding ky, trong quyét dinh c6 ghi Tén nha sin xuft 13 “Hameln Pharmaceutical
GmbH?”, nay diéu chinh thanh “Hameln Pharmaceuticals GmbH”.

5. Quyét dinh s6 678/QD-QLD ngdy 08/12/2014 cita Cyc trudng Cyc Quén Iy Duge vé
viéc ban hanh danh myc 100 thudc nuéc ngoai duge clp sé diing ky luu hanh tai Viét
Nam- Dot 88

5.1. Thubc Sulcilat 750, SDK: VN-18508-14 do Cong ty ¢d phdn Dugc phim
Minh Ky ding ky, trong quyét dinh c6 ghi Tén thubc 12 “Sulcilat 750", nay diéu chinh
thanh “Sulcilat 750mg™; Hoat chit chinh 13 “Sultamicillin (duéi dang Sultamicillin
tosylat dihydrat) 750 mg”, nay diéu chinh thanh “Sultamicillin (duéi dang
Sultamiciilin tosilat dihydrat) 750 mg”.



6. Quyét dinh sb 672/QD-QLD ngay 17/12/2015 cita Cyc truémg Cuc Quéan Iy Duge v&
viéc ban hanh danh myc 168 thudc nudc ngodi duge clp sé ding ky Iwu hanh tai Viét
Nam - Pot 92:

6.1. Thudc Tazocla Cap., SDK: VN-19516-15 do Pharmaunity Co., Ltd d3ng
ky, trong quyét dinh c6 ghi Dia chi nha sn xuit 12 “236, Sinwon-ro, Yeongtong-gu,
Suwon-ri, Gyeonggi-do”, nay diéu chinh thanh “236, Sinwon-ro, Yeongtong-gu,
Suwon-si, Gyeonggi-do”. |
7. Quyét dinh sé 103/QDD-QLD ngay 23/03/2016 ciia Cuc truéng Cyc Quan ly Duge
v& viéc ban hanh danh myc 209 thudc nuéc ngodi duge cfp s6 ding ky luu hanh tai
Viét Nam- Pot 93: _

7.1. Thubc Sanlein Mini 0.1, SPK: VN-19738-16 va thudc Sanlein Mini 0.3,
SPK: VN-19739-16 do Santen Pharmaceutical Co., Ltd. ding ky, trong quyét dinh ¢é
ghi Quy cach déng géi 1a “Hop 100 lo 0,4 ml”, nay diéu chinh thanh “Hop 1 thi x 10 vi
x 10 1o 0,4m]™. '

8. Quyét dinh sb 433/QP-QLD ngdy 05/09/2016 ciia Cyc truéng Cyc Quan 1y Duge vé
viéc ban hanh danh myc 367 thudc mréc ngodi duge cfp s& ding ky hwu hanh tai Viét
Nam- Dot 94: ’

- 8.1. Thudc Sevorane, SPK: VN-19755-16 do AbbVie Inc. diing ky, trong quyét
dinh ¢6 ghi Quy céch déng géi 1a “Hép 1 lp 250ml”, nay di€u chinh thanh “Hp 1 chai
250m]”; ;

8.2. Thubc Gompita, SDK: VN-19931-16 do Déewonng Pharmaceutical Co.,
Ltd. ding ky, trong quyét djnh c6 ghi Quy cach déng géi 1a “Hép 10 vi x 3 vién”, nay
diéu chinh thanh “Hop 3 vi x 10 vién”; |

8.3. Thubc Zensunel Cap., SDK: VN-20062-16 do Pharmaunity Co., Ltd ding
ky, trong quyét dinh c6 ghi Dja chi nha sén xuét 1a “236, Sinwon-ro, Yeongtong-gu,
Suwon-ri, Gyeonggi-do”, nay diéu chinh thanh “236, Sinwon-ro, Yeongtong-gu,
Suwon-si, Gyeonggi-do”, ' ' :

9. Quyét dinh s8 530/QD-QLD ngay 03/11/2016 ciia Cyc trwémg Cuc Quén Iy Dugc vé
viéc ban hanh danh myc 99 thudc nuéce ngodi duge cap sO ding ky hru hanh tai Viét
Nam- Pgt 95: - ' ; L

9.1. Thudc Forane, SDK: VN-20123-16 do AbbVie Inc. diing kY, trong quyét
dinh c¢6 ghi Quy cach déng géi 1a “Le 100ml; 250ml”, nay diéu chinh thanh “Chai
100ml; chai 250ml”; - | _

9.2. Thudc Begesic, SPK: VN-20196-16; thudc Samarin 140, SPK: VN-20197-
16 va thuéc Samarin 70, SPK: VN-20198-16 do Paradigm Pharmaceuticals Inc. ding
ky, trong quyét dinh c¢6 ghi Dia chi nha sin xuit 13 “222 Romklao Road,
Klongsampravet, Latkrabang, Bangkok 10250”, nay diéu chinh thinh “222 Romklao
Road, Klongsampravet, Latkrabang, Bangkok 10520”.

10. Quyét dinh s6 62/QD-QLD ngiy 20/02/2017 ctia Cyc truémg Cuc Quén ly Duge vé
viéc ban hanh danh myc 04 thubc mréc ngodi (thudc chira hoat chét khéng virus déing
ky 14n diu- sé ding ky c6 hiéu Iyc 02 nim) dugc cép sé ding k¥ luu hanh tai Viét
Nam- Bt 96: :
10.1. Thuéc Lamivudine 150mg & Zidovudine 300mg tablets, SPK: VN2-561-
17 do Macleods Pharmaceuticals Ltd. diing ky, trong quyét dinh c6 ghi Tén nha san
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xult 13 “Macleods Pharmaceutical Ltd.”, nay diéu chinh thanh “Macleods
Pharmaceuticals Ltd.”.

11. Quyét dinh s6 65/QD-QLD ngay 20/02/2017 ciia Cyc truémg Cuc Quén 1y Duge vé
viéc ban hanh danh myc 135 thubc mréc ngoai dugc cip sé ding k¥ luu hanh tai Viét
Nam- D¢t 96: PO :

11.1. Thudc Daivobet, SPK: VN-20354-17 do Zuellig Pharma Pte., Ltd. déng
k¥, trong quyét djnh c6 ghi Hoat chit chinh 12 “M3i g chira: Calcipotriol (dwéi dang
Calcipotriol hydrat 52,2mcg) 50mcg”, nay diéu chinh thanh “M®&i g chira: Calcipotriol
(duéi dang Calcipotriol hydrat 52,2mcg) 50mcg; Betamethason (duéi dang
Betamethason dipropionat 0,643mg) 0.5mg”.

12. Quyét dinh sé 210/QD-QLD ngﬁg 08/06/2017 cta Cuc truéng Cyc Quén Iy Duge
v& viéc ban hanh danh myc 281 thubc nuéc ngoai dige cip sé ding ky lwu hanh tai
Viét Nam- Dot 97: : |

12.1. Thudc Ossomaxe Tab, SPK: VN-20621-17 do Saint Corporation ding ky,
trong quyét dinh c6 ghi Dia chi cbng ty déng ky 14 “Academy Tower, Rm #718,719 -
118 Seongsui-ro, Seongdong-ro, Seoul, Korea”, nay diéu chinh thanh “Academy
Tower, Rm #718,719 - 118 Seongsui-ro, Seongdong-gu, Seoul, Korea”; Dia chi nha
san xuit 13 “333, Hambakmoe-Ro, Namdong-gu, Incheon, Korea”, nay diéu chinh
thanh “333, Hambangmoe-Ro, Namdong-gu, Incheon, Korea”,

12.2. Thudc Vinorelbin "Ebewe", SDK: VN-20582-17 do Novartis (Singapore)
Pte Ltd ding ky, trong quyét dinh c6 ghi Dang bao ché 12 “Dung dich dm dic pha
tiém”, nay diéu chinh thanh “Dung dich dém d#c pha dung dich tiém truyén”;

12.3. Thubc Optive Advanced UD, SPK: VN-20374-17 do Allergan Singapore
Pte. Ltd diing k¥, trong quyét dinh c6 ghi Hoat chét chinh 12 “M3i 0,4ml dung dich
chira: Carboxymethylcellulose natri 2mg; Glycerin 4mg; polysorbate 80 2mg”, nay
didu chinh thanh “M&i 0,4ml nhii twrong chita: Carboxymethylcellulose natri 2mg;
Glycerin 4mg; polysorbate 80 2mg”; Dang bao ché 13 “Dung dich nhé mét”; nay digu
chinh thanh “Nhi twong nhé mat”; '

12.4. Thubc Ozarium, SDK: VN-20411-17 do Céng ty c6 phan dugc phim
Vipharco ding ky, trong quyét dinh c6 ghi Tudi tho 1 “24 théng”, nay diéu chinh
thanh “36 thang”; -

12.5. Thudc Zantac Injection, SPK: VN-20516-17 do GlaxoSmithKline Pte.,
Ltd. diing ky, trong quyét dinh c6 ghi Tudi tho 12 “36 théng”, nay diéu chinh thanh “24
théng”.
13. Quyét dinh s 408/QD-QLD ngay 19/09/2017 cia Cuc truéng Cuc Quén Iy Dugc
vé viéc ban hanh danh muc 06 thubc nwéc ngoai (thudc chira hoat chét khang virus
ding ky 14n dhu- sé ding k¥ c6 hiéu lyc 02 nim) dugc cép sb ding ky luu hanh tai
Viét Nam- Pgt 98:

13.1. Thubc Hepfovir tablets, SDK: VN2-641-17 do Céng ty TNHH Dugc
phdm Vietsun ding k¥, trong quyét dinh c6 ghi Tén nha sin. xuft 1d “Incepta
Pharlaceutical Ltd”, nay didu chinh thanh “Incepta Pharmaceuticals Ltd".

14. Quyét dinh sé 409/QD-QLD ngay 19/09/2017 cia Cyc truéng Cyc Quin ly Duge
vé viéc ban hanh danh myc 10 thubc nuéc ngoai (thubc c6 hoat chét, phéi hop hoat



cht lin diu ding ky tai Viét Nam- sé diing ky c6 hiéu Iyc 02 nim) dugc clp sb ding
ky Iuu hanh tai Viét Nam- Dot 98: :

14.1. Thuéc Oxoferin solution 2%, SPK: VN2-653-17 do Sun Pharmaceutical
Industries Ltd. ding k¥, trong quyét dinh c6 ghi Tén nha sin xudt 13 “Holopack
Verpackungstecknik GmbH™ va Dja chi nhd sdn xufit 13 “Bahnhofstrasse 74429

Sulzbach-Laufen, Germany™; nay diéu chinh thinh Tén nha san xult 1d “Holopack
Verpackungstechnik GmbH” vA Pia chi nhi sin xuét 13 “BahnhofstraBe 73453
Abtsgmiind-Untergroningen, Germany™;

14.2. Thudc Dexilant 30 mg delayed release capsules, SDK: VN2-654-17 do
Takeda Pharmaceuticals (Asia Pacific) Pte., Ltd. ding ky, trong quyét dinh c6 ghi tén
thudc 13 “Dexilant 30 mg delayed release capsules”, nay diéu chinh thanh “Dexilant 30
mg delayed release capsules (Co s& dong goi cép 1: Packaging Coordinators, LLC.,
dia chi: 2200 Lake Shore Drive, Woodstock , IL 60098, USA; co s& déng g6i cép 2:
Aupa Biopharm Co., Ltd., dja chi: 1 Kwang-Fu Rd , Huko /Hsin Chu Hsien, Taiwan)”;

14.3. Thubc Dexilant 60 mg delayed release capsules, SDK: VN2-655-17 do
Takeda Pharmaceuticals (Asia Pacific) Pte., Ltd. ding ky, trong quyét dinh c6 ghi tén
thudc 13 “Dexilant 60 mg delayed release capsules” nay diéu chinh thanh “Dexilant 60
mg delayed release capsules (Co s& déng géi cdp 1: Packaging Coordinators, LLC.,
dia chi: 2200 Lake Shore Drive, Woodstock , IL 60098, USA; co s& déng gbi cép 2:
Aupa Biopharm Co., Ltd., dia chi: 1 Kwang-Fu Rd , Huko /Hsin Chu Hsien, Taiwan)”.

15. Quyét dinh s6 411/QD-QLD ngay 19/09/2017 ciia Cyc trudng Cyc Quén Iy Dugc
v& viéc ban hanh danh myc 20 thubc nuéc ngoai (thude didu trj ung thu dang k¥ lin
ddu- sé dang ky c6 hiéu lyc 02 niim) duge cAp s6 ding ky luu hanh tai Viét Nam- Dot
08.

15.1. Thubc Temozolimid Ribosepharm 100mg, SPK: VN2-626-17 do Cdng ty
TNHH Dugc phdm & Hoa chét Nam Linh dang kY, trong quyét dinh c6 ghi Dja chi
cong lg_dﬁng ky 13 “915/27/12 dwdmg L& Vin Luong, xi Phuéc Kiéng, huyén Nha B2,
- TP. Hd Chi Minh”, Tén thuéc 14 “Temozolimid Ribosepharm 100mg”, dang bio che 13

“vién nén bao phim” va Quy céch déng géi 1a “Hop 1 chai 3, 25 vién”, nay diéu chinh
- Dja chi cbng ty ding ky thanh “915/27/12 dudng L& Vin Luong, xd Phudc Kién,
huyén Nha B¢, TP. H3 Chi Minh”, Tén thuéc 13 “Temozolomid Ribosepharm 100mg”,
dang bao ché 12 “vién nang cimg” va Quy céch déng g6i thanh “Hop 1 chai 5, 20
vién”. - |
16. Quyét dinh s6 412/QD-QLD ngay 19/09/2017 ciia Cyc trudng Cuc Quén Iy Duge
v& viéc ban hanh danh myc 246 thudc nuée ngodi duge clp s ding ky luu hanh tai
Viét Nam- Dot 98:

16.1. Thubc TS-One capsule 25, SDK: VN-20694-17 do Cdng ty TNHH DKSH
Viét Nam ding kY, trong quyét dinh c6 ghi Tudi tho 13 “24 théng”, nay diu chinh
thinh “36 thing”; tén thubc 12 “TS-One Capsule 257, nay diéu chinh thanh “TS-One
Capsule 25 (co s déng géi: OLIC (Thailand) Limited., dja chi: 166 Bangpa-In
Industrial Estate, Udomsorayuth Road, Moo 16, Bangkrason, Bangpa-In, Ayutthaya
13160, Thailand)”; tén nha san xuit 12 “Taiho Pharmaceutical Co., Ltd.”, nay digu
chinh thanh “Taiho Pharmaceutical Co., Ltd.Tokushima Plant™;

16.2. Thubc Medsamic 250mg/5ml, SDK: VN-20801-17 va thudc Sumiko,
SPK: VN-20804-17 do Medochemie Ltd. d4ng ky, trong quyét dinh ¢6 ghi Tén nha
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san xuft 12 “Medochemie Ltd- nha méy thubc tiém &éng”, nay didu chinh thinh
-“Medochemie Ltd - Ampoule Injectable Facility™; '

16.3. Thudc Nafloxin solution for infusion 200mg/100ml, SPK: VN-20713-17
va thuéc Nafloxin solution for infusion 400mg/200ml, SPK: VN-20714-17 do Céng ty
TNHH Dwgc phdm Thit P8 ding ky, trong quyét dinh chwa ghi nudc sin xuit, nay bo
sung nudc san xuét 12 “Greece”; '

16.4. Thubc Cefin, SDK: VN-20715-17 va thudc Receant, SPK: VN-20716-17
do Cdng ty TNHH Dugc phdm Thi D6 déing kY, trong quyét dinh c6 ghi Tén nha sin
xuét 13 “Remedica S.A.”, nay diéu chinh thanh “Remedina S.A.”;

16.5. Thubc Acc Pluzz 600 , SPK: VN-20831-17 do Novartis (Singapore) Pte
Ltd-ding ky, trong quyét dinh c6 ghi Quy céch déng gbi 1a “Hop 2 vi x 5 vién”; nay
diéu chinh thanh “Hop 5 vi x 2 vién”;

16.6. Thubc Bupivacaine wpw spinal 0,5% heavy, SPK: VN-20879-17 do
Warsawzawskie Zaklady Farmaceutyczne Polfa Spolka Akcyjna diing ky, trong quyét
dinh c6 ghi Tén cng ty ding ky 1d “Warsawzawskie Zaklady Farmaceutyczne Polfa
Spolka Akcyjna®, nay didu chinh thanh “Warszawskie Zaklady Farmaceutyczne Polfa
Spolka Akcyjna”; _

- 16.7. Thubc Zealargy, SPK: VN.-20664-17 do Cadila Pharmaceuticals Limited
déing ky, trong quyét dinh c6 ghi Dia chi nhi sin xuét 13 “1389, Trasad Road, Dholka-
382225, Distric: Ahmedabad, Gujarat State”, nay diéu chinh thanhk “Plot no.1389,
Trasad Road, Dholka, City: Dholka-382225, Dist: Ahmedabad, Gujarat State”;

16.8. Thubc Pyrantelum Medana (Xuit xudng: Medana Pharma S.A.; d/c: 98-
200 Sieradz, Wladyslawa Lokietka 10- Poland), SDK: VN-20850-17 do
Pharmaceutical Works Polpharma S.A. diing ky, trong quyét dinh c6 ghi Hogt chdt
 chinh 13 “M3i 15ml chita: Pyranten (duéi dang pyranten embonat) 750mg”, nay diéu
chinh thanh “M8&i 15ml chira: Pyrantel (dudi dang pyrantel embonat) 750mg™;

16.9. Thubc Wintovas 10 Tablet, SDK: VN-20719-17 do Céng ty TNHH Dugc
phém va Thit bj Y t& Phuong L& dang ky, trong quyét dinh c6 ghi Tén nh san xudt I3
“Incepta Pharlaceutical Ltd”, nay diéu chinh thanh Incepta Pharmaceuticals Ltd”;

16.10. Thube Ceutocid 200 Capsule, SDK: VN-20718-17 do Cdng ty TNHH
. Dugc phim va Thiét bi Y t& Phwong L& dang k¥, trong quyét dinh c6 ghi Pja chi cing
ty diing ky 12 “B2, 18 15, Khu 48 thj méi Dinh Cong, P. Pijnh Céng, Q. Hodng Mai, Ha
NGi”, nay didu chinh thanh “L.d D3/D6 khu &6 thi mé&i Ciu Giy, Phudmg Dich Vong,
Quéin Cu Gidy, Ha N§i”; Tén nha san xuflt 13 “Incepta Pharlaceutical Ltd”, nay diéu
chinh thanh “Incepta Pharmaceuticals Ltd";

16.11. Thuéc Cefuroxime Panpharma, SDK: VN-20878-17 do Vipharco ding
ky, trong quyét dinh c6 ghi Dja chi nha sén xuét 12 “Z.I. du Clairay - Luitre 35133
Fougeres, France”, nay diéu chinh thanh “ZI. du Clairay - Luitre 35133, France™;

16.12. Thudc Dubemin injection, SPK: VN-20721-17 do Céng ty TNHH Dugc
phim Vietsun ding ky, trong quyét dinh c6 ghi Tén nhd sdn xuft 13 “Incepta
Pharlaceutical Ltd”, nay diéu chinh thanh “Incepta Pharmaceuticals Ltd”;

16.13. Thubc Klopenem lg, SPK: VN-20671-17 do Céng ty Cb phin Dugc
phim Duy Tan ding k¥, trong quyét dinh c6 ghi Hoat chét chinh 1a “M3i lp chia:



Meropenem (du6i dang Meropenem trihydat) 1000mg”, nay diéu chinh thanh “M&i lo
chira: Meropenem (dudi dang Meropenem trihydrat) 1000mg™;

16.14. Thudc Finiod, SPK: VN-20786-17 do JW Pharmaceutical Corporation
ding kY, trong quyét dinh c6 ghi Tén thubc 12 “Finiod”, nay diéu chinh thanh “Finiod
Tab”;

16.15. Thubc Pletaz 100mg Tablets, SDK: VN-20685-17 do Cdng ty cb phin
thiét bj T&T ding ky, trong quyét dinh c6 ghi Quy cich déng g6i 1a “Hop 1 vi x10
‘vién”, nay didu chinh thinh “Hép 2 vi x 28 vién™; -

16.16. Thubc Meileo, SPK: VN-20711-17 do Cong ty TNHH dugc phim Thién
Thio diing kY, trong quyét dinh c6 ghi Tén cong ty ding ky 12 “Céng ty TNHH dugc
phém Thién Thio” va hogt chit 12 “Acyclorvir”, nay diéu chinh cdng ty ding ky thinh
“Cdng ty cb phin Dugc phim Thién Thio” va hoat chét 13 “Acyclovir”;

16.17. Thubc Mezamo 40mg, SPK: VN-20687-17 do Céng ty CP dugc phim
Pha No ding k¥, trong quyét dinh c6 ghi Tén nha sin xufit 1a “Laboractorios Normon
S.A” va dia chi nha sin xuft 12 “Ronda de valdecarrizo, 6-28760 Tres cantos
(Madrid)-Spain”, nay diéu chinh thinh Tén nha sin xuét 13 “Laboratorios Normon,
S.A.”; Dija chi nha san xuit 12 “Ronda de Valdecarrizo, 6, 28760 Tres Cantos '

(Madrid)-Spain”; : |

16.18. Thubc Lodsan, SDK: VN-20699-17 do Cdng ty TNHH Dugc phdm DO
HA dang k¥, trong quyét dinh c6 ghi Dang bao ché la “Vién nén bao phimn”, nay diéu
chinh thanh “Vién nén dai bao phim”;

16.19. Thudc Colistimethate for Injection U.S.P., SPK: VN-20727-17 do Cong
ty TNHH Dugc Tém Dan ding ky, trong quyét dinh c6 ghi Tudi the 12 “30 thang” va
Tén nha san xuét 12 “Patheon Manufaturing Services LLC”, nay diéu chinh Tudi tho
thanh “48 thang”; Tén nha san xufit thinh “Patheon Manufacturing Services LLC”;

16.20. Thubc Zantac Tablets, SDK: VN-20764-17 do GlaxoSmithKline Pte.,
Ltd. ding ky, trong quyét dinh c6 ghi Tudi tho 14 “36 thang”, nay diéu chinh thanh “18
thang™; :

16.21. Thudc Concerta, SDK: VN-20783-17 do Janssen - Cilag Ltd. ding k¥,
trong Eyét dinh c6 ghi Hoat chét chinh 12 “Methylphenidate hydrochloride 27mg”,
nay diéu chinh thinh “Methylphenidat hydrochlorid 27mg”; Quy céch d6ng géi la
“Hép 1 lo 30 vién”, nay didu chinh thanh “Chai chira 30 vién”; trong quyét dinh ghi 12
“CS kiém tra chét Jugng dé xuft xaréng thinh phim: Janssen Ortho LLC", nay dinh
chinh thanh "CS kiém tra chét lugng dé xult xudng 16 thudc: Janssen Ortho LLC";

1622. Thuéc Bluecezin, SPK: VN-20660-17 do Bluepharma- Industria
Farmaceutica, S.A. ding ky, trong quyét dinh c6 ghi Tén thudc 12 “Bluecezin”; nay
didu chinh thinh “Bluecezine”;

16.23. Thudc Zyrtec, SPK: VN-20768-17 do GlaxoSmithKline Pte., Ltd. ding
ky, trong quyét dinh c6 ghi Hoat chét chinh 13 “Cetirizin dihydrochlorid 10mg”, nay
didu chinh thanh “Cetirizine dihydrochloride 10mg”; Tén nha sén xuit 13 “UCB
Farchin S.A”, nay didu chinh thanh “UCB Farchim S.A”; Dja chi nha san xuat 1a “ZI
de Planchy Chemin de Croix - Blanche 10, 1630 Bulle, Switzerland”, nay didu chinh
thanh “ZI de Planchy, 10, Chemin de Croix - Blanche, 1630 Bulle, Switzerland”;



16.24. Thude Trimafort, SPK: VN-20750-17 do Daewoong Pharmaceutical
Co., Ltd. dang ky, trong quyét dinh c6 ghi Pia chi nha sin xuét 13 “906-10, Sangsin-
Ri, Hyangnam-Myeon, Hwaseong-Si, Gyeonggi-Do, Korea”, nay diéu chinh thanh
“35-14, Jeyakgongdan 4-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea”;

16.25. Thubc Cordarone, SPK: VN-20734-17 do Céng ty TNHH Sanofi-
Aventis Viét Nam diing ky, trong quyét dinki ¢6 ghi tén thudc 12 “Cordarone”, nay dicu
chinh thanh “Cordarone 150mg/3mI”; Hoat chét chinh 13 “Amiodarone”, nay diéu
chinh thanh “Amiodarone hydrochloride”; Néng 4/ Ham lugng chua c6, nay diéu
‘chinh thanh “150mg/3ml”; Tén nha sén xudt 12 “Sanofi Winthrop Industries”, nay diéu
chinh thanh “Sanofi Winthrop Industrie”; Bia chi nha s&n xuét I3 “1, rue de la Vierge,
Ambares et Lagrave, 33565 Carbon Blanc Cedex, France”, nay diéu chinh thanh “1,
rue de la Vierge, Ambar?s et Lagrave, 33565 Carbon Blanc Cedex, France™;

16.26. Thuc Sevorane, SPK: VN-20637-17 do Abbvie BioPharmaceuticals
GmbH ding k¥, trong quyét dinh c6 ghi Hoat chét chinh 12 “M&i chai 250ml chira:
Sevofluran (100% v/v) 250ml”, nay didu chinh thanh “M&i chai 250mt chia:
Sevofluran (100% w/w) 250ml”; Dang bao ché 13 “Dung dich hit”, nay diéu chinh
thanh “Dugc chét 18ng nguyén chit ding ¢é hit”; Quy cich déng goi 1a “Hép 1 lo
250ml”, nay diu chinh thanh “Hop 1 chai 250ml”;

-16.27. Thubc Methylcobalamin injection 500mcg, SPK: VN-20651-17 do
Aristo Pharmaceuticals PVT.LTD. déing ky, trong quyét dinh c6 ghi Tén nha sin xuét
la “Aristo Pharmaceuticals limited”, nay diéu chinh thinh “Aristo Pharmaceuticals
Pvt. Ltd”; Pja chi nha sin xuét 13 “Plot No. 208, New Industrial area No. II, (District)
Raisen, mandideep 462 046, Madhya Pradesh, India”, nay diéu chinh thanh “Plot No.:
208, New Industrial Area No.: II, Mandideep - 462 046, (Dist.) - Raisen, Madhya
Pradesh, India*’; .

16.28. Thubc Duclacin 375, SPK: VN-20864-17 do SM Biomed Sdn. Bhd.
ding k¥, trong quyét dinh c6 ghi Hoat chét chinh 1a “Amoxicilin (du6i dang
Amoxicilin trihydrat) 250mg; Acid Clavulanic (du6i dang Clavulanate kali) 125mg”,
nay didu chinh thanh “Amoxicillin (duéi dang Amoxicillin trihydrat) 250mg; Acid
Clavulanic (duéi dang Clavulanat kali) 125mg”;

16.29. Thuéc Oxaliplatin Medlac, SDK: VN-20695-17 do Cong ty TNHH DP
Béich Viét déng ky, trong quyét dinh c6 ghi Tén thude 12 “Oxaliplatin Medlac”, nay
dilu chinh thanh “Oxaliplatin Medac”; trong quyét dinh chua ghi tén va dja chi co s&
d6ng goi thir cép, nay diéu chinh thanh “Co s& déng géi thir cip: Medac Gesellschaft
fur Klinische Spezialpraparate mbH, dja chi: Theaterstrasse 6, 22880 Wedel,
Germany); :
16.30. Thubc Methadone hydrochloride molteni, SDK: VN-20640-17 do ACT
Activités Chimiques et Thérapeutiques Laboratoires Sarl d&ng k¥, trong quyét dinh c6
ghi Tén nha sin xuft 13 “L.:Molteni & C.dei F.litti Societa di Esercizio S.p.A”, nay
didu chinh thanh “L.Molteni & C.dei F.lli Alitti Societa di Esercizio S.p.A”; Pja chi
nha sén xuft 12 “Strada Dtatale 67, Frazione Granatieri, 50018 Scandicci (Florence)”,
nay diu chinh thinh “Strada Statale 67, Frazione Granatieri, 50018 Scandicci
(Florence)”;

16.31. Thubc Homepen 500mg/vial, SPK: VN-20690-17 do Céng ty CPDP Ta
Da diing ky, trong Quyét dinh cé ghi théng tin vé co s& sin xult 12 “Savior Lifetec
Corporation, dja chi: 29, Kejhong Road, Chu-Nan Site, Hsinchu Science-Based
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Industrial Park, Hsinchu, Miao-Li County, TW-350, Taiwan”, nay diéu chinh thanh
“Anfarm Hellas S.A., dia chi: Sximatan Viotias, 32009, Greece™; Quyét dinh chuwa
cong bd co s& sin xuft ban thanh phim, nay bd sung 13 “Co s& sin xudt ban thanh
phém: Savior Lifetec Corporation, dja chi: 29, Kejhong Road, Chu-Nan Site, Hsinchu
Science-Based Industrial Park, Hsinchu, Miao-Li County, TW-350, Taiwan™;

16.32. Thubc Lipidem, SDK: VN-20656-17 do B.Braun Medical Industries
Sdn. Bhd. ding ky, trong quyét dinh c6 ghi Hoat chét chinh 1a “M®&i 100mi chira:
Medium-chain triglycerides 10,0g; Soya-bean oil, refined 8,0g; Omega-3-acid”, nay
didu chinh thanh “M3&i 100ml chira: Medium-chain triglycerides 10,0g; Soya-bean oil,
refined 8,0g; Omega-3-acid triglycerides 2,0g”;

16.33. Thudc Cellcept (CS Déng g6i va xuét xuéng: F. Hofmann-La Roche Ltd;
dia chi: Wurmisweg, CH-4303-Kaiseraugst, Thyy s§), SPK: VN-20763-17 do F.
Hoffmann-La Roche Ltd. ding k¥, trong quyét dinh ¢é ghi Co s& Déng gbi va xuit
xudng: “F. Hofinann-La Roche Ltd”; nay diéu chinh thinh “F. Hoffmann-La Roche
Ltd™. : :
17. Céng van sb 21364/QLD-PK ngdy 18/11/2015 ctia Cuc Quén 1y Dugc v& viéc
dinh chinh quyét dinh cip SDK thubc nuéc ngoai:

17.1. Thubc Aminoplasmal B.Braun 5% E, SPK: VN-18161-14 do B.Braun
Medical Industries Sdn. Bhd. d#ng ky, trong cdng vin di dinh chinh thanh phin, ham
legng 13 “Isoleucine; Leucine; Lysine hydrochloride; Methionine; Phenylalanine;
Threonine; Tryptophan; Valine; Arginine; Histidine; Alanine; Glycine; Aspartic acid;
Glutamic Acid; Proline; Serine; Tyrosine; Sodium acetate trihydrate; Sodium chloride;
Sodium hydroxide; Potassium acetate; Magnesium chloride hexahydrate; Disodium
phosphate dodecahydrate”, nay dinh chinh lai thinh “M&i 250ml chira: Isoleucine
0,625g; Leucine 1,1125g; Lysine (dudi dang lysine HCI) 0,8575g; Methionine 0,55g; .
Phenylalanine 0,5875g; Threonine 0,525g; Tryptophan 0,20g; Valine 0,775g; Arginine
1,4375g; Histidine 0,375g; Alanine 1,3125g; Glycine 1,50g; Aspartic acid 0,70g;
Glutamic Acid 0,90g; Proline 0,6875g; Serine 0,2875g; Tyrosine 0,10g; Sodium
acetate trihydrate 0,34025g; Sodium hydroxide 0,035g; Potassium acetate 0,61325g;
Sodium chloride 0,241g; Magnesium chloride hexahydrate 0,127g; Disodium
- phosphate dodecahydrate 0,89525g™.

17.2. Thudc Aminoplasmal B.Braun 10% E, SPK: VN-18160-14 do B.Braun
Medical Industries Sdn. Bhd. ding k¥, trong cong vin di dinh chinh thinh phéin, ham
lwgng 134 “Isoleucine; Leucine; Lysine hydrochloride; Methionine; Phenylalanine;
Threonine; Tryptophan; Valine; Arginine; Histidine; Alanine; Glycine; Aspartic acid;
Glutamic Acid; Proline; Serine; Tyrosine; Sodium acetate trihydrate; Sodium chloride;
Sodium hydroxide; Potassium acetate; Magnesium chloride hexahydrate; Disodium
phosphate dodecahydrate”, nay dinh chinh lai thanh “M&i 250ml chira: Isoleucine
1,25g; Leucine 2,225g; Lysine (dudi dang lysine HCI) 1,7125g; Methionine 1,10g;
Phenylalanine 1,175g; Threonine 1,05g; Tryptophan 0,40g; Valine 1,55g; Arginine
2,875g; Histidine 0,75g; Alanine 2,625g; Glycine 3,00g; Aspartic acid 1,40g;
Glutamic Acid 1,80g; Proline 1,375g; Serine 0,575g; Tyrosine 0,10g; Sodium acetate
trihydrate 0,7145g; Sodium hydroxide 0,09g; Potassium acetate 0,61325g; Magnesium
chloride hexahydrate 0,127g; Disodium phosphate dodecahydrate 0,89525g”.

18. Céng vin duy tri hiéu lyc sé ding ky:



18.1. Thubc Lipanthyl Supra NT 145mg; SPK VN-13224-11 do Abbott
Laboratories (Singapore) Private Limited déing ky, trong cong vén s 15846/QLD-PK
ngdy 06/10/2017 ciia Cyc Quén 1y dugc v& viéc duy trl hiéu lyc s§ ding ky ghi tén
thudc 12 “Lipanthyl Supra NT 145mg?”, nay diéu chinh thanh “Lipanthyl NT 145mg”.

Cyc.Quin ly Duge théng béo dé cée don vi biét./.

Ned nhin:

- Nhr trén; :

- B§ trdng Nguyén Thj Kim Tién (48 b/c);

- Thir trréng Truong Quéc Cuodng (8¢ bic);

- Vu Phép ché, Cyc Quén 1y Khém chita bénh, Thanh tra B$
Vi Bao hiém y té; .

- Téng cye Hai quan — B$ Tai chinh;

- Website Cuc QLD, Tap chi Duge & M$§ phim — Cyc QLD;

- Lwu: VP, Céc Phong thudc Cuc QLD, DKT (4 bin).




