BOYTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUOC DBoc 1ap - Ty do - Hanh phuc

SO:NAN /Qud-dk
V/v dinh chinh Quyét dinh cap
SBK thubc nwéc ngoai

Kinh gui: - S6 Y té céc tinh, thanh pho truc thudc Trung wong;
-Cac cong ty dang ky cé thubc duoc dinh chinh.

Cuc Quan ly Duoc thong bao diéu chinh mét s6 ndi dung trong cac Quyét dinh
cap s6 dang ky Iwvu hanh nhu sau:

1. Quyét dinh s6 184/QB-QLD ngay 05/7/2013 cla Cuc truédng Cuc Quan ly
Duoc vé viéc ban hanh danh muc 382 thudc nwéc ngoai dwoc cdp s6 dang ky lwu hanh
tai Viét Nam- ot 82:

1.1. Thu6c Cyclogest 200mg, sé dang ky: VN-16888-13 do Actavis International
Ltd. dang ky, trong quyét dinh ghi dang bao ché la “Vién dat am dao”, nay diéu chinh
thanh “Vién dat am dao/ hau mén”.

2. Quyét dinh s6 419/QB-QLD ngay 27/12/2013 cula Cuc truéng Cuc Quan ly
Duo'c vé viéc ban hanh danh muc 423 thudc nwéc ngoai dwoc cap s6 dang ky luu hanh
tai Viét Nam- Dot 84:

2.1. Thu6c Bilclamos Bid 1000mg, s6 dang ky: VN-17475-13 do Céng ty TNHH
Duwoc pham Nhat Anh dang ky, trong quyét dinh ¢ ghi hoat chét chinh la “Amoxicilin
(dwéi dang Amoxicilin trihydrate) 875mg; Acid clavulanic (dwé¢i dang Clavulanat kali)
125mg”, nay diéu chinh thanh “Amoxicillin (dué¢i dang Amoxicillin trihydrate)

875mg; Potassium Clavulanate + Microcrystalline Cellulose (1:1) twong dwong 125mg
acid clavulanic”,

3. Quyét dinh s6 294/QD-QLD ngay 12/06/2014 cla Cuc trwdng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 322 thu6c nuéc ngoai dwgc cdp sé dang ky Iwvu hanh
tai Viét Nam- Bot 86:

3.1. Thu6c Bilclamos Bid 625mg, s6 dang ky: VN-17993-14 do Coéng ty TNHH
Duwoc phdm Nhat Anh ding ky; trong quyét dinh cé ghi hoat chat chinh Ila
“Amoxicillin (dwéi dang Amoxiciliin trihydrat) 500mg; Acid clavulanic (du¢i dang
Kali clavulanat) 125mg”, nay diéw chinh thanh “Amoxicillin (du¢i dang Amoxicillin
trinydrat) 500mg; Potassium Clavulanate + Microcrystalline Cellulose (1:1) twong
dwong 125mg acid clavulanic”.

4. Quyét dinh s6 82/Qb-QLD ngay 09/02/2015 cla Cuc trwéng Cuc Quan ly
Duoc vé viéc ban hanh danh muc 213 thuéc nuwéc ngoai duoc cap s6 dang ky luvu hanh
tai Viét Nam- ot 89:

4.1. Thudéc Progendo 200mg, s6 dang ky: VN-18739-15 do Laboratorios
Recalcine S.A. dang ky, trong quyét dinh cé ghi dia chi nha sadn xuat la “Street 80
Calle No 78B-201 Barranquilla-Atlantico, Colombia”, nay diéu chinh thanh “Street 80

No 78B-201 Barranquilla-Atlantico, Colombia”.
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4.2. Thudc Tedavi, s6 dang ky: VN-18593-15 do Cong ty TNHH Duoc pham
Nhat Anh dang ky, trong quyét dinh c6 ghi hoat chat chinh la “Amoxicilin (dwéi dang
amoxxicilin trihydrat) 400mg/sml; Acid Clavulanic (du¢i dang Clavulanat kali két
hop v@i Microcrystalline cellulose blend 1:1) 57mg/5ml”, nay diéu chinh thanh

“Amoxicillin trihydrate 447,93mg (twvong duwong Amoxicillin 400mg); Clavulanate
ICali/ Syloid Al-1 (1:1) mixture 142,14mg (twong dwong clavulanic acid 57mg)”.

5. Quyét dinh s6 412/QD-QLD ngay 19/09/2017 cua Cuc trwéng Cuc Quéan ly
Dugc vé viéc ban hanh danh muc 246 thudc nwéc ngoai duwge cap s6 dang ky lwvu hanh
tai Viét Nam- Dot 98:

5.1. Thub6c TS-One capsule 25, s dang ky: VN-20694-17 do Diethelm & Co.,
Ltd. dang ky, trong quyét dinh ghi “Co s¢ dong goi: OLIC (Thailand) Limited., dia
chi: 166 Bangpa-In Industrial Estate, Udomsorayuth Road, Moo 16, Bangkrason,
Bangpa-In, Ayutthaya 13160, Thailand)”, nay diéu chinh thanh “Co s& déng géi thi
cdp: OLIC (Thailand) Limited.,, dia chi: 166 Bangpa-In Industrial Estate,
Udomsorayuth Road, Moo 16, Bangkrason, Bangpa-In, Ayutthaya 13160, Thailand)”.

6. Quyét dinh sd 411/QDb-QLD ngay 04/07/2018 cla Cuc trwéng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 200 thu6c nwéc ngoai dugc cap s6 dang ky Iuvu hanh
tai Viét Nam- Bot 100:

6.1. Thuéc Salbutamol 100 mcg/1 dos, s6 dang ky: VN-21320-18 do Novartis
(Singapore) Pte Ltd dang ky, trong quyét dinh chwa ghi co s xuat xwdng, nay bod sung
“Co s& xuat xuéng: Lek S.A., dia chi: 16 Podlipie Str., 95-010 Strykow, Ba Lan”.

7. Quyét dinh s6 748/6/QD-QLD ngay 29/10/2018 cla Cuc trwdng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 75 thuéc nudc ngoai dwoc cdp s6 dang ky lwvu hanh
tai Viét Nam- Dot 101 (bd sung):

7.1. Thudc Atri Plus Inj., s6 dang ky: VN-21643-18 do Pharmaunity Co., Ltd
dang ky, trong quyét dinh ghi dia chi céng ty dang ky la “69-5 Taepyeongno, 2-Ga,
Jung-Gu, Seoul - Korea”, nay diéu chinh thanh “74 Sejong-daero, Jung-gu, Seoul,
Republic of Korea”, tén nha san xuat la “Yoo Young Pharm. Co., Ltd.”, nay diéu
chinh thanh “Yoo Young Pharmaceutical Co., Ltd.”; Quy cach déng géi la “Hop 3
ong”, nay diéu chinh thanh “Hop 3 bom tiém™.

8. Quyét dinh s6 748/9/QD-QLD ngay 29/10/2018 cla Cuc trwdng Cuc Quan ly
Dug'c vé viéc ban hanh danh muc 02 thu6c nudc ngoai dwoc cép s6 dang ky lwu hanh
tai Viét Nam- Dot 101 (bd sung):

8.1. Thudc Mycamine for injection 50mg/vial, s6 dang ky: VN3-102-18 do Cong
ty TNHH DKSH Viét Nam dang ky, trong quyét dinh ghi hoat chat chinh - ham lwvgng
la “micaiungin natri 50mg”, nay diéu chinh thanh “micaiungin natri 50mg (dang hoat
tinh)”.

9. Quyét dinh s6 748/11/QB-QLD ngay 29/10/2018 cua Cuc trwvdng Cuc Quan ly
Duoc vé viéc ban hanh danh muc 17 thudc nwéc ngoai dwoc cdp s6 dang ky Iwvu hanh
tai Viét Nam- Bot 101 (b0 sung):

9.1. Thuéc Emodum inj., s6 dang ky: VN-21541-18 do Pharmaunity Co., Ltd
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dang ky, trong quyét dinh ghi dia chi céng ty dang ky la “69-5 Taepyeongno, 2-Ga,
Jung-Gu, Seoul - Korea”, nay diéu chinh thanh “74 Sejong-daero, Jung-gu, Seoul,
Republic of Korea”.

10. Quyét dinh s6 160/QLD-DK ngay 20/3/2019 cta Cuc truéng Cuc Quan ly
Duoc vé viéc ban hanh danh muc 04 thudc tranh thai dang ky lan dau tai Viét Nam -
bot 102:

10.1. Thuéc So-Ezzy 0,75, s6 dang ky: VN3-136-19 do Mega Liiesciences
Public Company Limited dang ky, trong quyét dinh ghi tén thuéc la “So-Ezzy 0,75,
nay diéu chinh thanh “So-Ezzy 0.75”.

11. Quyét dinh s6 162/QLD-BK ngay 20/3/2019 cua Cuc trwdng Cuc Quan ly
Duwoc vé viéc ban hanh danh muc 37 thuéc cé hoat chat, phdi hop hoat chat lan dau
dang ky tai Viét Nam- bot 102:

11.1. Céac thu6c Medikinet MR 10mg capsules, s6 dang ky: VN3-153-19, thu6c
Medikinet MR 20mg capsules, s6 dang ky: VN3-154-19, thuéc Medikinet MR 5mg
capsules, s6 dang ky: VN3-155-19 do Hyphens Pharma Pte. Ltd. dang ky, trong quyét
dinh ghi dang bao ché la “Vién nang giai phéng kéo dai”, nay diéu chinh thanh “Vién
nang giai phéng bién doi”.

12. Quyét dinh s6 164/QB-QLD ngay 20/3/2019 clia Cuc trwdng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 326 thuéc nwéc ngoai duoc cap s6 dang ky lvu hanh
tai Viét Nam- bot 102:

12.1. Thubc Restasis, s6 dang ky: VN-21663-19 do Allergan Singapore Pte. Ltd.
dang ky, trong quyét dinh ghi dang bao ché Ia “Hon dich nhé mét”, nay diéu chinh
thanh “Nhi twong nhd méat™;

12.2. Thudc Flunex AQ, s6 dang ky: VN-21701-19 do Céng ty c0 phan Dugc
pham Duy Tan dang ky, trong quyét dinh ghi quy cach déng géi la “Hop 1 lo X 14,597,
nay diéu chinh thanh “Hép 1 lo 14,59 chira 120 liéu xit”;

12.3. Thuéc Mahacillin sachet, s6 dang ky: VN-21660-19 do Akums Drugs &
Pharmaceuticals Limited dang ky, trong quyét dinh ghi hoat chat chinh - ham lwvgng la
“M0i g6i 3g chira: Ampicillin (dw6i dang mpicillin trihydrat) 250mg”, nay diéu chinh
thanh “M0i g6i 3g chira: Ampicillin (dudi dang Ampicillin trinydrat) 250mg”;

12.4. Thubéc Sodium Chloride intravenous infusion BP (0,9% w/v) - NIR-NS, s6
dang ky: VN-21657-19 do Aculite Healthcare Private Limited dang ky, trong quyét
dinh ghi quy cach déng goi l1a “Hop 5001111, hop 1000mI”, nay diéu chinh thanh “Chai
500ml, chai 1000mI™.

13. Quyét dinh s6 220/QD-QLD ngay 16/4/2019 cta Cuc truédng Cuc Quan ly
Duogc vé viéc ban hanh danh muc 24 thuéc nuwéc ngoai dugc cdp s6 dang ky lwvu hanh
tai Viét Nam- Dot 102 bb sung:

13.1. Thudc Iprestan 150mg, s6 dang ky: VN-21977-19 do Actavis International
Ltd. dang ky, trong quyét dinh ghi tén thudc Ia “Iprestan 150mg”, nay diéu chinh thanh
“Irprestan 150mg”;



13.2. Cac thubéc Glimiwel-2, s6 dang ky: VN-21980-19, thu6c Glimiwel-4, sb
dang ky: VN-21981-19 do Coéng ty cd phan Dwoc va thiét bi y té€ Viét Nam - VINAP
dang ky, trong quyét dinh ghi cong ty dang ky la “Cong ty c6 phan Duoc va thiét bi y
té Viét Nam - VINAP, dia chi: s6 104-B12B, Phutong Tan Mai, Quan Hoang Mai, Ha
NOi - Viét Nam™; nay diéu chinh thanh “Akums Drugs & Pharmaceuticals Limited, dia
chi: 304, Mohan Place, L.S.C., Block-C, Saraswati Vihar, New Delhi-110034, An
Bo”;

13.3. Thu6c Gaspemin 40, s6 dang ky: VN-21997-19 do SRS Pharmaceuticals
Pvt. Ltd. dang ky, trong quyét dinh ghi dia chi cong ty dang ky la “602-605, 6th Floor,
Marathon Max Bldg No.2, Mulund Goregaon Link Road, L.B.S Marg, Mulund (W),
Mumbai - 4000 080 - India”; nay diéu chinh thanh “601-605, 6ih Floor, Marathon Max
Bldg No.2, 'Mulund Goregaon Link Road, L.B.S Marg, Mulund (W), Mumbai - 4000
080 - Tndia”.

13.4. Thu6c Solondo I0Omg soft capsule, s6 dang ky: VN-21982-19 do cong ty
c0 phan Fulink Viét Nam dang ky, trong quyét dinh chua ghi co s& san xuat ban thanh
pham, nay b6 sung “Co s& san xudt ban thanh pham: RP Bio., Inc, dia chi 35-7,
Jeyakgongdan 4-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Repblic of Korea”;
dia chi nha sa&n xuat la “96, Jeyakgongdan 4-gil, Hyangnam-eup, Hwaseong-si,
Gyeonggi-Do - Korea”, nay diéu chinh thanh “96, Jeyakgongdan 4-gil, Hyangnam-
eup, Hwaseong-si, Gyeonggi-Do - Repblic of Korea”.

14. Cong van duy tri hiéu luyc s6 dang ky va cong van khac:

14.1. Thubc Casmorin, sd dang ky: VN-15940-12 do Saint Corporation dang ky,
trong cong van s6 7401/QLD-BK ngay 20/5/2019 clia Cuc Quan ly Duoc vé viéc duy
tri hiéu lyc gidy dang ky lvu hanh cé ghi tén thuéc la “Casmorine”, nay diéu chinh
thanh “Casmorin”;

14.2. Thubc Zyrova 20, s6 dang ky VN-15259-12 do Cadila Healthcare Ltd. dang
ky, trong cong van s6 9437/QLD-BK ngay 17/6/2019 cua Cuc Quan ly Dwoc vé viéc
duy tri hiéu lyc gidy dang ky Iwvu hanh c6 ghi s6 dang ky la: “VN-14492-12", nay diéu
chinh thanh: “VN-15259-12";

14.3. 05 thu6c do Co6ng ty co phan Thwong mai va Dugc pham T&T dang ky,
trong cong van s6 6043/QLD-DK ngay 22/4/2019 cta Cuc Quan ly Dwgc vé viéc duy
tri hiéu luc gidy dang ky Iwvu hanh c6 ghi “Dong y dé Cong ty tiép tuc duy tri hiéu luc
s6 dang ky ké tlr ngay hét hiéu luc s0 dang ky”, nay diéu chinh thanh “Dong y dé
Cong ty tiép tuc duy tri hiéu luc gidy dang ky lvu hanh 12 thang ké tlr ngay hét hiéu
luvc gidy dang ky lvu hanh™;

14.4. 24 thuéc do Codng ty TNHH SRS Life Sciences Viét Nam dang ky tai cac
cong van s6 5631/QLD-BK ngay 16/4/2019, cong van s6 5630/QLD-BK ngay
16/4/2019, cong van s6 5657/QLD-BK ngay 16/4/2019, céng van s6 5641/QLD-bK,
cong van s6 5639/QLD-BK ngay 16/4/2019, cong van s6 5658/QLD-BK ngay
16/4/2019, cong van sd 5627/QLD-PK ngay 16/4/2019, cdng van s 5632/QLD-bBK
ngay 16/4/2019, cong van s6 5611/QLD-DK ngay 16/4/2019 cua Cuc Quan ly Duoc
vé viéc duy tri hiéu lvc gidy dang ky Ivu hanh cé ghi “Dong y dé Coéng ty tiép tuc duy
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tri hiéu lvc s6 dang ky ké tlr ngay hét hiéu lwc s6 dang ky”, nay diéu chinh thanh
“Pong y dé Cong ty ti€p tuc duy tri hiéu luc gidy dang ky lwu hanh 12 thang ké tlr
ngay hét hiéu lyc gidy dang ky lvu hanh”;

14.5. 03 thudc do Codng ty TNHH SRS Life Sciences Viét Nam dang ky tai cac
cong van s6 5642/QLD-DK ngay 16/4/2019, céng van s6 5612/QLD-BK ngay
16/4/2019, cbng van s6 5659/QLD-DK ngay 16/4/2019 cta Cuc Quan ly Duoc vé viéc
duy tri hiéu lyc gidy dang ky lwu hanh co ghi “Dong y dé Cong ty ti€p tuc duy tri hiéu
luc s6 dang ky keé tlr ngay ky cong van nay”, nay diéu chinh thanh “Doéngy dé Cong ty
ti€p tuc duy tri hiéu lyc gidy dang ky lwu hanh 12 thang ké tir ngay ky cong van nay”.

Cuc Quan ly Dugc thong bao dé cac don vi biét./.

Noi nhan: KT. CUC TRUONG
- Nhu trén; ) CUC TRUONG
- B9 trwdng Nguyen Thi Kim Tién (dé b/c);

- Thit trwvdng Trwong Quoc Cudng (dé b/c);

- CT. Vi Tuén Cuong (dé bic);

- Cuc Quén V- BO Quéc Phong; Cu Y té- B Cong An;

- Cuc Y té Giao thong van tai- BO GTVT;

-Vu Phap ché, Cuc Quan ly Y, Duo'c ¢0 truyén, Cuc Quan ly

Kham chira bénh- B3 Y t6, Thanh tra BO Y t&; Tat Pat

- Cac bénh vién, Vién c6 giuong bénh tryc thudc BO Y t€;

- Bao hiém X4 hoi Viét Nam;

- Téng cuc Hai quan - B0 Tai chinh;

- Vién KN thubc TU; Vién KN thu6c TP. HCM;

- Tong cong ty dwoc Viét Nam; —

- Céc cong ty XNK dwoc pham;

- Website Cuc QLD, Tap chi Dwgc & My pham - Cuc QLD;

-Lwu: VP, BKT(10 béan).





