BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC DBioc lap - Tu do - Hanh phiic
s6 5628 /QLD-BK Ha Noi, ngay A3 thang4 ndam 2016
Vv dinh chinh quyét dinh cfp SDK
thufic nesde ngoaj

- 80'Y & céc tinh, thinh phé uwe thuée Trung wong;
- Céc cong ty ding kv cé thude duoc dinh chinh.

Zue Quin 1§ duoe thdng bio diéu chinh mét s8 ndi dung trong céc Quyét dinh
cfip 56 dang ky thudc nudc ngodi nhu sau:

1. Quyét dinh =6 230/QD-QLD ngay 12/7/2011 cha Cyc trudng Cuc Quan 1§ Dugc
cong b 639 tén thutc nudc ngodi duge phép lun hinh tai Viét Nam, dot 73:

1.1. Thuoe Dolchis 200 mg, SDK : VN-13203-11 do Korea United Pharm. Inc
diing ky va sdn xuét, trong Quyét dinh ghi dia chi nha sin xuét 13 “153 Budong-Ri,
Sec-Myeon, Yeongi-kun, Chungnam-Korea”, nay dinh chinh dja chi nhi san XLt
14 “404-10, Nojang-Ri, Jeondong-Myeon, Yeongi-Kun, Chungnam-Korea”.

2. Quyét dinh =8 21/QD-QLD ngay 12/01/2012 cia Cuc trudng Cuc Quén 1y Duge
vé viéc ban hanh danh muc 463 tén thudc nude ngodi duge phép luu hanh tal Viét
. Nam, dogt 76:

2.1. Thube Zydusatorva 20, SBK : VN-14495-12 do céng ty Cadila Healthcare
Ltd, ding ky, trong Quyét dinh ghi tén hoat chét, ham hrong 14 “Atorvastatin calei”,
nay dinh chinh tén hoat chit, ham lugng la “Atorvastatin calci twomg duong
Atorvastatin 20mg”.

3. Quyét dinh 56 92/QD-QLID ngay 22/03/2012 cua Cuc trudng Cuc Quan 1§ Duge
vé viéc ban hinh danh muc 297 tén thufc nuée ngodi duge phép luu hanh tai Viét
Nam, dot 77:

3.1. Thubc Heparos, SPK: VN-13060-12 do cing ty Hana Pharm. Co., Ltd.
ding ky, trong Quyét dinh ghi dja chi nha sin xuft 14 901-3 Sangshin-Ri,
Hyangnam-eup, Hwaseong-5i, Gyeonggi-Do, Korea, nay dinh chinh dja chi nha
san xudt 1a: 901-3 Sangsin-Ri, Hyangnam-eup, Hwaseong-Si, Gyeonggi-Do, Korea

4. Quyét dinh 36 164/QD-QLD ngay 22/06/2012 cia Cuc truémg Cuc Quin 1§ Duce
vé viéc ban hanh danh muc 517 thufc nudc ngodi duge cip s6 dang k¥ luu hinh tai
Viét Nam, dot 78:

4.1, Thubc Budenase AQ, SDK: VN-15266-12 do Cipla Ltd. ding k¥, trong
quyét dinh ghi quy cach déng géi 1a “Lo 7,5ml”, nay dinh chinh quy céch déng goi
12 “Hop 1 lg 7,5ml tuwong duong 150 ligu xjt”, '

4.2.Thubc Diprosalic ointment, SBK: VN-15553-12 do ciing ty Merck Sharp
& Dohme (Asia) Ltd. ding k¥, trong Quyét dinh ghi hoat chét-ham lugng 1a
Betamethasone dipropionate, acid salicylic (5mg/g, 30mg/g), nay dinh chinh hoat
chit- ham lugng 13 Betamethason 0,5mg/g, acid salicylic 30mg/g.

5. Quyét dinh s6 24 1/QD-QLD ngay 10/10/2012 cia Coc trwdng Cuc Quén 1§ Duce
vé vidc ban hinh danh muc 401 thudc nude ngodd duge clp s8 ding ky lvu hanh tai
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Pharm Co., ddng ky, trong Quyét dinh ghi tén hoat chét 1a “Irbersartan”, dia chi
cong ty dang ky 1& “6-20, Tu-ku Li, Hsin-Ying (730) Tainan-Taiwan, nay dinh
chinh tén hoat chét 13 “Irbesartan”, dja chi cong ty dang ky 1a “No. 6-20, Tuku,
Tuku Village, Sinying District, Tainan City 73055, Taiwan™.

15.5. Thubc Berocca performance original, SDK: VN-19017-15 do cbng ty
Bayer (South East Asia) Pte., Ltd. dang ky, trong Quyét dinh ghi hoat chat 1&
“Riboflavin (dudi dang Ribofalvin natri phosphat 20,5 mg) 15mg”, nay dinh chinh
la “Riboflavin (dwdi dang Riboflavin natri phosphat 20,5 mg) 15mg”.

15.6. Thudce Sucrafil Suspension, SPK: VN-19105-15 do Céng ty TNHH
Dugc Phim Y-Med dang ky, trong Quyét dinh ghi ham luwong cia thubc 1a
Sucralfate 1000mg, nay dinh chinh ham luong cta thube la Sucralfate 1g/10ml.

15.7.Thudc Qapanto, SPK: VN-19076-15 do cong ty TNHH DP Quang Anh
dang ky, trong Quyét dinh ghi dia chi cong ty dang ky 12 83 Hoa Hung, P12, Q10,
TP H6 Chi Minh; nay dmh chinh dia chi cong ty dang ky la 83A Hoa Hung,
Phuomgl2, QuanlQ, TP Hb Chi Minh.

15.8. Thudc Arotan, SDK: VN-19078-15 do cC)ng ty TNHH Duoc Tam Pan
dang ky, trong Quyét dinh ghi quy cach dong goi 1la Hop 1 lo 10 vién; nay dinh
chinh quy cach dong goéi 1la Hop 1 lo 30 vién.

15.9. Thudc Tiromin Tablet 100mg, SPK: VN-19120-15 do cong ty TNHH
thwong mai duge phim Péng Phuong ding k¥, trong Quyét dinh ghi tén nha san
xuét 13 Hanall Pharmaceutical Co, Ltd; nay dinh chinh tén nha sén xuét 13 Hanall
Biopharma Co., Ltd.

15.10.Thuéc Tanagel, SDK: VN-19132-15 do coéng ty Consorzio Con Attivita
'Esterna Medexport Italia déang ky, trong Quyét dinh ghi dia chi nha san xudt 1a
Polisgono Ind. L.a Redona, ¢/I, n075-76, 04710 El Ejido (Almeria), Spain; nay dinh
chinh dia chi nha san xuét 1a Poligono Industrial I.a Redonda, C/IX, n’. 2, El Ejido,
04710 (Almeria), Spain.

15.11.Thuéc Levin-500, SDK: VN-19185-15 do cong ty Hetero Labs Limited
ding ky, trong Quyét dinh ghi han dung la 24 thang; nay dinh chinh han dung la 36
thang.

15.12. Thudc Goldvoxin, SDK: VN-19111-15 do Cong ty TNHH Lamda dang
k¢, trong Quyét dinh ghi ham lugng 1a “250mg/ml”, nay dinh chinh ham luong la
“250mg/50ml”.

15.13.Thuéc Hancetax capsule, SDK: VN-19030-15 do Celltrion pharm, Inc
dang ky, trong Quyét dinh ghi dia chi nha san xudt 1a “901-1, Shangshin-Ri,
Hyangnam Eup, Hwaseong-Si, Gyeonggi-Do- Korea”, nay dinh chinh dia chi nha
san xudt la “901-1, Sangshin-Ri, Hyangnam Eup, Hwaseong Si, Gyeonggi-Do-
Korea”.

15.14.Thubc Tantordio 80, SPK: VN-19366- 15 do cdng ty Torrent Exports
Ltd. ding ky, trong Quyét dinh ghi cdng ty ding ky 1a Torrent Exports Ltd. Nay
dinh chinh céng ty ding ky la Torrent Pharmaceuticals I.td.

15.15. Thude Bisohexal, SDK: VN-19189-15 do cong ty Hexal AG ding kY,
trong Quyét dinh ghi dia chi nha san xuét 14 Otto-von-Guericke-Alee 1, D-39179
Barleben, Germany, nay dinh chinh dia chi nha san xuét 1a Otto-von-Guericke-
Allee 1, 39179 Barleben, Germany

16. Quyét dinh s8 554/QD-QLD ngay 06/10/2015 cua Cuc truéng Cuc Quan 1y
Duogc vé viéc ban hanh danh muc 23 thu6c nude ngoai (thude diéu tri ung thu dang
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15 va thuéce Esclo-5, SDK: VN-19474-15 do c6ng ty Hetero Labs Limited ding k¥,
Quyét dinh ghi sai tén thudc 12 Esclo-10, Esclo-20, Esclo-5 va dia chi nha san xuft
[a Unit-V, Survey No. 410, 411, APIIC Formulation SEZ, Pole}?ally Village,
Jadcherla Mandal, ..Tahaboognagar District; nay dinh chinh tén thudc la Eslo-10,
Eslo-20, Eslo-5 va dia chi nha san xudt 13 Unit-V, APIIC Formulation SEZ
Polepally Village, Jadcherla Manda, Mahaboobnagar District, India.

17.10.Thudc Opiphine, SDK: VN-19415-15, do ¢éng ty TNHH Binh Viét Dirc
dang ky, trong Quyét dinh ghi ham lugng hoat chat 1a Morphin (dudi dang Morphin
sulphat SH,O0 10mg/ml) 7,25mg/ml; nay dinh chinh ham lugng hoat chit la
Morphin (dudi dang Morphin sulphat SH,0O 10mg/ml) 7,52mg/ml.

17.11.Thudc Levobac IV Infusion, SDK: VN-19449-15, do céng ty TNHH
Dugc phim Viét Lam diang ky, trong Quyét dinh ghi ham luwong hoat chat I3
Levofloxacin (dudi dang Levofloxacin hemihydrat) 0,5mg/100ml; nay dinh chinh
ham lugng hoat chat 1a Levofloxacin (dudi dang Levofloxacin hemihydrat)
0,5g/100ml. :

17.12.Thuéc Dupraz 20, SDK: VN-19458-15 do céng ty TNHH TMDP Sana
ding ky, trong Quyét dinh ghi tén nha sin xuét 13 Prayash Healthcare Pvt.Ltd, dia
chi nha san xuft 14 185-186, Yellampet, Medchal Mandal, Ranga Reddy-District,
AP, India; nay dinh chinh tén nha san xuét 13 M/s Prayash Healthcare Pvt.Ltd va
dia chi nha san xuit 14 Street No.8, Habsiguda, Hyderabad, India.

17.13. Thu6c Menzomi Inj., SDK: VN-19515- 15 do coéng ty Pharmaunity Co.,
Ltd dang ky, trong Quyét dinh ghi t€n nha san xuét 1a Hwail Pharmaceutical Co.,
Ltd; nay dinh chinh tén nha san xuit [& Hwail Pharm. Co., Ltd.

17.14.Thuéc Philtobax Eye Drops, SDK: VN-19519—15 do cong ty TNHH
TMDP Sana dang ky, trong Quyé& dinh ghi dia chi nha san xudt la 2-27,
Yeongmun-ro, Cheoin-gu, Yongin- -s1, Gyeongmun-ro, Korea; nay dinh chinh dia
chi nhd san xuft & 2-27, Yeongmun-ro, Cheoin-gu, Yongin-si, Gyeonggl -do,
Korea. :
17.15.Thuéc Zomekal, SDK: VN-19521-15 do cong ty PT Kalbe Farma Tbk
dang ky, trong Quyét dinh ghi dang bao ché 12 B6t pha dung dich dam dic dé pha
thude tiém truyén; nay dinh chinh dang bao ché 12 Dung dich dim déc dé pha thubc
tiém truyen -

17.16. Thuéc Medcelore Injection, SPK: VN-19525-15 do céng ty Saint
Corporation dang k¥, trong Quyét dinh ghi dia chi nha san xuét 1a 314-1, Jegi-Ri,
Jeongnam-myeon, Hwaseong-si, Gyeonggi-Do, Korea; nay dinh chinh dia chi nha
san xudt 1a 341-1, Jegi-Ri, Jeongnam-myeon, Hwaseong-si, Gyeonggi-Do, Korea.

17.17.Thubc Orasten, SBK: VN-19436-15 do céng ty TNIIIT Duge phdm DO
HA ding kY, trong Quyét dinh ghi dia chi nha san xudt 13 Tarakandi, Pakundia,
Kishoreganj, Bangladesh, nay dinh chinh dia chi nha sin xuft 12 Pakundia,
Kishoreganj, Bangladesh.

17.18.Thude Zolinova-20, SBK: VN-19531-15 do céng ty SM Biomed Sdn.
Bhd. ding ky, trong Quyét dinh ghi hoat chét chinh-ham lugng 14 Pantoprazol
(dudi dang natri pantoprazol) 20mg, nay dinh chinh hoat chat chinh-ham lugng la
Rabeprazol natri 20mg,.

17.19. Thude Xyzal (ddng gbi + xult xudng: Aesica Pharm_aceutwals S.rl, dia
chi: Via Praglia, 15, 10044 Pianezza (TO), Italy), SPK: VN-19469-15 do cong ty
GlaxoSmithKline Pte., Ltd. déng ky, trong Quyét dinh ghi tén nha san xuét 1a UCB
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