BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tu do - Hanh phic

s6 5688 /QLD-bK Ha Noi, ngay A3 thang 4 nam 2016
V/v dinh chinh quyét dinh cdp SDK
thuc nude ngoai

Kinh gui: - S6'Y t€ céc tinh, thanh phé truc thudc Trung vong;
- Céc cong ty dang ky c6 thude duoc dinh chinh.

Cuc Quan 1y dugc thong bdo diéu chinh moét s6 noi dung trong cac Quyét dinh
cap s6 dang ky thudc nude ngoai nhu sau:

1. Quyét dinh s6 230/QD-QLD ngay 12/7/2011 ctia Cuc trudéng Cuc Quan 1y Dugc
cong bd 639 tén thudc nude ngoai duge phép luu hanh tai Viét Nam, dot 73:

1.1. Thude Dolchis 200 mg, SPK : VN-13203-11 do Korea United Pharm. Inc
dang ky va san xuét, trong Quyét dinh ghi dia chi nha san xuét 1a “153 Budong-Ri,
Seo-Myeon, Yeongi-kun, Chungnam-Korea”, nay dinh chinh dia chi nha san Xuét
la “404-10, Nojang-Ri, Jeondong-Myeon, Yeongi-Kun, Chungnam-Korea”.

2. Quyét dinh s6 21/QD-QLD ngay 12/01/2012 cta Cuc truong Cuc Quan ly Duoc
vé€ viéc ban hanh danh muc 463 tén thu6c nudc ngoai dugc phép luu hanh tai Viét
. Nam, dot 76:

2.1. Thubc Zydusatorva 20, SPK : VN-14495-12 do cong ty Cadila Healthcare
Ltd. déng ky, trong Quyét dinh ghi tén hoat chit, ham luong 1a “Atorvastatin calci”,
nay dinh chinh tén hoat chét, ham luong la “Atorvastatin calci tuong duong
Atorvastatin 20mg”.

3. Quyét dinh s6 92/QD-QLD ngay 22/03/2012 caa Cuc truéng Cuc Quan 1y Duoc
v€ viéc ban hanh danh muc 297 tén thuc nude ngoai dugc phép luu hanh tai Viét
Nam, dot 77:

3.1. Thubc Heparos, SPK: VN-15060-12 do céng ty Hana Pharm. Co., Ltd.
dang ky, trong Quyét dinh ghi dia chi nha san xudt 1a 901-3 Sangshin-Ri,
Hyangnam-eup, Hwaseong-Si, Gyeonggi-Do, Korea, nay dinh chinh dia chi nha
san xut la: 901-3 Sangsin-Ri, Hyangnam-eup, Hwaseong-Si, Gyeonggi-Do, Korea

4. Quyét dinh s6 164/QD-QLD ngay 22/06/2012 cua Cuc truéng Cuc Quan 1y Dugc
vé€ viéc ban hanh danh muc 517 thu6c nudc ngoai duge cip s6 dang ky luu hanh tai
Viét Nam, dot 78: - _

4.1. Thuc Budenase AQ, SPK: VN-15266-12 do Cipla Ltd. ding ky, trong
quyét dinh ghi quy cach dong goi 1a “Lo 7,5ml”, nay dinh chinh quy cach déng goi
1a “Hop 1 lo 7,5ml twong dwong 150 lidu xit”. |

4.2.Thubc Diprosalic ointment, SPK: VN-15553-12 do cong ty Merck Sharp
& Dohme (Asia) Ltd. ding ky, trong Quyét dinh ghi hoat chat-ham luong la
Betamethasone dipropionate, acid salicylic (5mg/g; 30mg/g), nay dinh chinh hoat
chit- ham luong 1a Betamethason 0,5mg/g, acid salicylic 30mg/g.

5. Quyét dinh s6 241/QD-QLD ngay 10/10/2012 cia Cuc truéng Cuc Quan 1y Duogc
vé viéc ban hanh danh muc 401 thu6c nude ngoai duge cap s6 dang ky luu hanh tai
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Viét Nam, dot 79. i
5.1. Thuée Atelec Tablets 10, SDK: VN-15704-12 va thubc Atelec Tablets 5, -
SDK: VN-15705-12 do Ajinomoto Pharmaceuticals Co., Ltd. dang kY, trong Quyét
dinh ghi tén va dia chi cong ty ding ky 12 “Ajinomoto Pharmaceutical Co., Ltd.; dia
chi: 1-1, Irifune 2-chome, Chuo-ku, Tokyo 104-0042, Japan” v tén nha sin xuﬁt 1a
“Ajinomoto Pharmaceutical Co., Ltd.”, nay dinh chinh tén va dia chi cong ty dang
ky 1a “Ajinomoto Pharmaceuticals Co., Ltd.; dia chi: 1-1, Irifune 2-chome, Chuo-
ku, Tokyo, Japan” va tén nha san xuét 1a “Ajinomoto Pharmaceuticals Co., Ltd.”.

6. Quyét dinh s6 13/QD-QLD ngay 18/01/2013 clia Cuc truéng Cuc Quan 1§ Duoc
vé viéc ban hanh danh muc 330 thudc nuéc ngoai duge phép luu hanh tai Viét Nam,
dot 80:

6.1. Thu6c Secnol 2g, SDK: VN-16394-13 do Tedis dang k¥, do sai sét trong
viéc chuén bi t& Tém tit san phdm, trong Quyét dinh ghi tén cong ty diang ky 12
“Tedis S.A.” va “nha san xudt: Macors; dia chi: “Rue des Caillottes, Z1 Plaine de
Isles 89000 Auxerre- France”, nay dinh chinh: tén cong ty ding ky 1a “Tedis” va
“nha san xudt chiu trdch nhiém xuat xudng: Macors; dia chi: “Rue des Caillottes, ZI
Plaine des Isles 89000 Auxerre- France; Nhi sin xuft dang bdo ché tho:
Ethypharm; dia chi: 17-21 rue Saint Matthieu, 78550 Houdan- France”.

7. Quyét dinh s6 184/QD-QLD ngay 05/7/2013 ctia Cuc truéng Cuc Quan 1y Duoc
vé viéc ban hanh danh muc 382 thudc nuéc ngoai duge cAp s6 dang ky lwu hanh tai
Viét Nam, dot 82:

7.1. Thuée Kyungwell Inj. 2g, sb dang ky VN-16739-13 do Dong Sung
Pharm Co., Ltd ding ky, trong Quyét dinh ghi tén nha san xuét 1a "Kyongbo
Pharm. Co., Ltd.", nay dinh chinh ten nha san xuét 14 "Kyongbo Pharmaceutical
Co., Ltd".

7.2.Thu6c Pentacillin Injection 1.5g, SDK: VN-16874-13 do cong ty Pharmix
Corporation dang ky, trong Quyét dinh ghi dang bao ché 1a Dung dich tiém; nay
dinh chinh dang bao ché 14 B6t pha tiém.

7.3. Thuéc Alembic Owin D, SPK: VN-16563-13 do Alembic
Pharmaceuticals Limited dang ky, do sai s6t trong viéc chudn bi t& Tém tét san
phdm, trong Quyét dinh ghi tén hoat chat 1a “Ofloxacin 3mg/1ml; Dexamethasone
phosphate (dudi dang Dexamethasone sodium phosphate) Img/lml”, nay dinh
chinh tén hoat chdt 1a “Ofloxacin 3mg/lml; Dexamethason (dudi dang
Dexamethason natri phosphat) 1mg/Iml”.

7.4. Thu6e Levomels Infusion, SDK: VN-16872-13 do Pharmix Corporation
dang ky, trong Quyét dinh ghi han ding 12 “60 thdng”, nay dinh chinh han diing 12
“36 thang”.

7.5. Thu6c Levomels Injection, SDK: VN-16871-13 do Pharmix Corporation
dang ky, trong Quyét dinh ghi tén thuéc 1a “Levomels Infusion” va han diing 13 “60
thang”, nay dinh chinh tén thu6c 1a “Levomels Injection” vA han dung 1a “36
thang”.

7.6.Thubc Protovan Injection, SDK: VN-16783-13 do cong ty TNHH Thuong
mai dugc phdm Duogc phdm Dong Phuong dang ky, trong Quyet dinh ghi tén nha
san xuét 1a Dongkook pharm Co.,Ltd., dang bao ché 13 hdn dich tiém. Nay dinh

chinh tn nha san xuat 1a Dongkook pharmaceutlcal Co.,Ltd., dang bao ché nhil
twong tiém truyen



8. Quyét dinh s6 419/QD-QLD ngay 27/12/2013 cta Cuc trudng Cuc Quan ly Dugc
vé viéc ban hanh danh muc 423 thudc nudc ngoai dugc cdp s6 dang ky luu hanh tai
Viét Nam, dot 84:

8.1, Thutc Zulipid 10, SDK: VN-17403-13, do cong ty TNHH TM DP Québc
t€ Minh Viét dang ky, trong Quyét dinh chua cong bd ham lugng hoat cht, nay
cong bé ham luong hoat chit Rosuvastatin (dwéi dang Rosuvastatin Calci) 10mg.

8.2. Thuéc Ilcolen, SDK: VN-17554-13 do c6ng ty Pharmaunity Co., Ltd dang
ky, trong Quyét dinh ghi dia chi cong ty san xuat 1a 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. Quyét dinh s6 536/QD-QLD ngay 19/9/2014 cta Cuc truéng Cuc Quan ly Duge
vé viéc ban hanh danh muc 363 thu6c nude ngoai duge cap s6 dang ky luu hanh tai
Viét Nam, dot 87:

9.1. Thubc Amepox soft capsule, SDK: VN-18418-14; Trisova tablet, SDK:
VN-18419-14 do cbng ty Pharmaunity Co., Ltd déng ky, trong Quyét dinh ghi dia
chi nha san xuét 1a 901-3 Sangshin-Ri, Hyangnam-eup, Hwaseong-Si, Gyeonggi-
Do, Korea, nay dinh chinh dia chi nha san xuat la: 901-3 Sangsin-Ri, Hyangnam-
eup, Hwaseong-Si, Gyeonggi-Do, Korea

10.Quyét dinh s6 678/QD-QLD ngay 08/12/2014 cta Cuc truong Cuc Quan ly
Dugc vé viéc ban hanh danh muc 100 thu6c nuéc ngoai dugc cép s6 ding ky luu
hanh tai Viét Nam, dot 88:

10.1.Thuéc Levogolds, SDK: VN-18523-14 do Coéng ty TNHH Larada déng
ky, trong Quyét dinh ghi dia chi nha san xudt la “Casai 7748 Campasico-
Switzerland”, nay dinh chinh dia chi nha san xut 1a “Casai 7748 Campascio-
Switzerland”.

10.2. Thubc Valcyte, SPK: VN-18533-14 do cong ty F. Hoffmann-La Roche
Ltd. Pang ky, trong Quyét dinh ghi hoat chét 1a Valganciclovir (dudi dang
Valganciclorvir Hydrochloride) 450mg, nay dinh chinh hoat chét 14 Valganciclovir
(dudi dang Valganciclovir Hydrochloride) 450mg

11. Quyét dinh s6 82/QP-QLD ngay 09/02/2015 ctia Cuc trudng Cuc Quan 1y Dugc
vé viéc ban hanh danh muc 213 thuéc nudc ngoai dugc cdp s6 dang ky luu hanh tai
Viét Nam, dot 89:

11.1. Thube Golddicron, SPK : VN-18660-15 do cong ty TNHH Lamda dang
ky, trong Quyét dinh ghi tén va dia chi nha san xudt 12 “Valpharma International
S.p.a (B/e: Via G. Morgagni, 2-47864 Pennabilli (RN) - Italy)", nay dinh chinh tén
va dia chi nha san xudt 13 “Co s san xuét ban thanh pham: Valpharma
International SPA (D/c: Via G. Morgagni, 2, 47864 - Pennabilli (RN), Italy); Co s¢&
dong goi va xuét xuong: Lamp San Prospero SPA (P/c: Via Della Pace, 25/A -
41030 San Prospero (MO), Italy)".

11.2. Thuéc Tracrium, SDK: VN-18784-15, do cong ty GlaxoSmithKline Pte.,
Ltd ding ky, trong Quyét dinh ghi ham lugng hoat chét la Atracurium: besylate
10mg/ml; nay dinh chinh ham lugng hoat chét la Atracurium besylate 25mg/2,5ml.

11.3. Thubc Antaspan 0.5 flash, SDK: VN-18599-15, do cong ty
Laboratorios Bago S.A ding ky, trong Quyet dinh ghi han ding cta thubc 1a “24
thang”, nay dinh chinh han dung ctia thudc 12 “36 thang”.



12.Quyét dinh s6 270/QD-QLD ngay 26/05/2015 cta Cuc trudng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 178 thu6c nudc ngoai duge cép s6 ding ky luu
hanh tai Viét Nam, dgt 90:

12.1. Thude OliClinomel N4-550 E, SPK: VN-18815-15 va thude
OliClinomel N7-1000 E, s6 dang ky VN-18816-15 do Baxter Healthcare (Asia)
Pte., Ltd. diing kY, trong Quyét dinh ghi dia chi nha san xuét 1a "Bd Rene Branquart
80, B 7860 Lessines, Belgium", nay dinh chinh dia chi nha san xuat 13 "Bd René
Branquart 80, B-7860 Lessines, Belgium".

122, Thubc Periloz 4mg, SPK: VN-18923-15 do cbng ty Lek
Pharmaceuticals d.d, Slovenia dang ky, trong Quyét dinh ghi dang bao ché 1a vién
nén bao phim, nay dinh chinh dang bao ché 14 vién nén.

13. Quyét dmh s6 272/QD-QLD ngay 26/5/2015 clia Cuc trudng Cuc Quan 1y Dugc
vé viéc ban hanh danh myc 15 thuéc nudc ngoai (thudc c6 hoat chét lan dau phbi
hop hoat chit 1an dAu hodc dang bao ché lan dau dang ky tai Viét Nam- sb dang ky
c6 hiu Iyc 02 ndm) dugce cép s6 dang ky luu hanh tai Viét Nam - Dot 90:

13.1.Thubc Noxafil, SDK: VN2-368-15 do coéng ty Merck Sharp & Dohme
(Asia) Ltd. dang ky, trong Quyét dinh khong ghi ham lugng hoat chét, nay dinh
chinh hoat chit ham lugng Posaconazole 40mg/ml.

14. Quyét dinh s6 275/QD-QLD ngay 26/5/2015 cia Cuc tnrcmg Cuc Quan 1y Dugc
vé viéc ban hanh danh muc 15 thudc nuée ngoai (thudc diéu tri ung thu ding ky lan
dau- s dang ky c6 hiéu luc 02 ndm) duogc cdp s6 dang ky Iuu hanh tai Viét Nam -
Dot 90:

14.1.Thubc Firotex, SDK: VN2-340-15, do cong ty Actavis Intematlonal Ltd
dang ky, trong Quyét dinh ghi dia chi nha san xuét 13 11th Ion Mihalache blvd.,
Sector 1, Zip code 011171, Bucharest, Rumani; nay dinh chinh dia chi nha san Xuft
12 11 Ion Mihalache Blvd., 011171, Bucharest, Romania.

15. Quyét dinh s6 548/QD-QLD ngay 06/10/2015 cta Cuc trudng Cuc Quén ly
Dugc vé viéc ban hanh danh muc 400 thuSc nuéc ngoai dlIO’C cép s6 dang ky luu
hanh tai Viét Nam - Dot 91:

15.1. Thuoc Actapulgite, SPK : VN-19202-15, do cong ty Ipsen Pharma ddng
ky, trong Quyet dinh ghi dang bao ché 12 “Bét pha dung dich ubng”, nay dinh chinh
12 “Bot pha hon dich uong”.

15.2. Thudc Octreotide, SPK : VN-19094-15, trong Quyet dinh ghi cong ty
dang ky la “Cong ty TNHH Dugc phdm T4m Pan”, dang bio ché ghi 12 “dung dich
dam dic dé pha tiém truyén” nay dinh chinh cong ty dang ky la “Cong ty TNHH
Dugc Tam Pan”, dang bao ché gh1 la “dung dich tiém hodc dung dich dam dic dé
pha tiém truyen

15.3. Thubc Bestatin 10, SPK : VN-19066-15 va thudc Bestatin 20, SPK:
VN-19067-15 do coéng ty TNHH DKSH Viét Nam dang ky, trong Quyét dinh ghi
dia chi nha san xudt 1a “222 Romklao Road, Klongsampravet, Latkrabang,
Bangkok 10250, Thailand”, nay dinh chinh dia chi nha san xudt 1a “222 Romklao
Road, Klongsampravet, Latkrabang, Bangkok 10520, Thailand”.

15.4. Thuoc Hypergold, SPK : VN-19359-15 do cong ty Standard Chem &
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Pharm Co., ding ky, trong Quyét dinh ghi tén hoat chat 1a “Irbersartan”, dia chi
cdng ty dang ky la “6-20, Tu-ku Li, Hsin-Ying (730) Tainan-Taiwan, nay dinh
chinh tén hoat chét la “Irbesartan”, dia chi céng ty ding ky 1a “No. 6-20, Tuku,
Tuku Village, Sinying District, Tainan City 73055, Taiwan”.

15.5. Thude Berocca performance original, SPK: VN-19017-15 do cong ty
Bayer (South East Asia) Pte., Ltd. dang ky, trong Quyét dinh ghi hoat chét 1a
“Riboflavin (dudi dang Ribofalvin natri phosphat 20,5 mg) 15mg”, nay dinh chinh
la “Riboflavin (dudi dang Riboflavin natri phosphat 20,5 mg) 15mg”.

15.6. Thu6c Sucrafil Suspension, SPK: VN-19105-15 do Cong ty TNHH
Dugc Phdm Y-Med dang ky, trong Quyét dinh ghi ham luong cuia thube 1a
Sucralfate 1000mg, nay dinh chinh ham lugng cua thubc 1a Sucralfate 1g/10ml.

15.7.Thuéc Qapanto, SDK: VN-19076-15 do cong ty TNHH DP Quang Anh
dang ky, trong Quyét dinh ghi dia chi cong ty dang ky la 83 Hoa Hung, P12, Q10,
TP Hd Chi Minh; nay dinh chinh dia chi cong ty dang ky la 83A Hoa Hung,
Phuong12, Quanl0, TP Ho Chi Minh.

15.8.Thu6c Arotan, SDK: VN-19078-15 do céng ty TNHH Dugc Tﬁm Pan
dang ky, trong Quyét dinh ghi quy cach dong goi la Hop 1 1o 10 vién; nay dinh
chinh quy cach dong géi la Hop 1 1o 30 vién.

15.9. Thu6c Tiromin Tablet 100mg, SDK: VN-19120-15 do céng ty TNHH
thuong mai dugce pham Poéng Phuong dang ky, trong Quyét dinh ghi tén nha san
xuét 1a Hanall Pharmaceutical Co, Ltd; nay dinh chinh tén nha san xuét 1a Hanall
Biopharma Co., Ltd.

15.10.Thu6c Tanagel, SDK: VN-19132-15 do cong ty Consorzio Con Attivita
'Esterna Medexport Italia dang ky, trong Quyét dinh ghi dia chi nha sdn xuét 1a
Polisgono Ind. La Redona, ¢/1, n0o75-76, 04710 El Ejido (Almeria), Spain; nay dinh
chinh dia chi nha san xuét 12 Poligono Industrial La 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
dang ky, trong Quyét dmh ghi han dung 1a 24 thang; nay dinh chinh han dung la 36
thang.

15.12.Thuéc Goldvoxin, SDK: VN-19111-15 do Céng ty TNHH Lamda déang
ky, trong Quyét dinh ghi ham lugng 1a “250mg/ml”, nay dinh chinh ham lugng 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 sdn xudt la “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, Hwascong -Si, Gyeonggi-Do-
Korea”.

15.14.Thube Tantordio 80, SPK: VN-19366-15 do cdng ty Torrent Exports
Ltd. dang ky, trong Quyét dinh ghi cong ty ding ky 1a Torrent Exports Ltd. Nay
dinh chinh cong ty dang ky 1a Torrent Pharmaceuticals Ltd.

15.15. Thudc Bisohexal, SPK: VN- 19189-15 do cong ty Hexal AG dang ky,
trong Quyét dinh ghi dia chi nha san xudt 13 Otto-von-Guericke-Alee 1, D-39179
Barleben, Germany, nay dinh chinh dia chi nha san xuét 1a Otto-von- Guer1cke~
Allee 1, 39179 Barleben, Germany

16. Quyét dinh s6 554/QD-QLD ngay 06/10/2015 cta Cuc truéng Cuc Quan ly
Duoc vé viéc ban hanh danh muc 23 thudc nudc ngoai (thude diéu tri ung thu dang
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ky 1dn d4u - s6 dang ky c6 hiéu luc 02 nam) dugc cdp s6 dang ky luu hanh tai Viét
. Nam - Dot 91:

16.1.Thuéc Firmagon, SDK: VN2-383-15 va thudc Firmagon, SDK: VN2-384-
15 do Ferring Pharmaceuticals Ltd. dang ky, do sai sét trong viéc chuén bi t& Tém
tat san phdm, trong Quyét dinh ghi dia chi nha san xuat dung moi 1a “Wittland 11,
24103 Kiel, Germany”, nay dinh chinh dia chi nha san xuét dung méi la “Wittland
11, 24109 Kiel, Germany”. _

17. Quyét dinh s6 672/QD-QLD ngay 17/12/2015 cta Cuc trudong Cuc Quan ly
Dugc vé viéc ban hanh danh muc 168 thuéc nudc ngoai dugc cdp s6 dang ky luu
hanh tai Viét Nam - Dot 92:

17.1. Thudc Smecta, SPK : VN-19485-15, do coéng ty Ipsen Pharma ding ky,
trong Quyét dinh ghi hoat chat chinh, ham lugng 1 “Diosmectit 3,00g”, nay dinh
chinh 1a “Diosmectite 3,00g”.

17.2. Thubc Cetirizine Tablets 10mg, SPK : VN-19406-15, do cong ty cd
phén Dugc pham Khéanh Hoa ding ky, trong Quyét dinh ghi dia chi nha san xuét 12
~ “40/1, Mohabewala Industrial Area, Dahradun — 248110, Uttarakhand, India”, nay
dinh chinh 1a “40/1, Mohabewala Industrial Area, Dehradun - ‘2481 10,
Uttarakhand, India”.

17.3. Thudc Xylobalan Nasal Drop 0,05%, SPK : VN-19543-15, do cong ty
Warszawskie Zaklady Farrmaceutyczne Polfa Spolka Akcyjna dang ky, trong
Quyét dinh ghi cong ty ding ky 13 “Warsawzawskie Zaklady Farmaceutyczne Polfa
Spolka Akcyjna”, nha san xuat 13 “Warsawzawskie Zaklady Farmaceutyczne Polfa
Spolka Akcyjna” nay dinh chinh tén cong ty ddng ky 1a “Warszawskie Zaklady
Farmaceutyczne Polfa Spolka Akcyjna”, tén nha san xuat la “Warsaw
Pharmaceutical Works Polfa S.A. ”. '

17.4. Thubc Ostemax 70 comfort, SPK : VN-19511-15, trong Quyét dinh ghi
cong ty ding ky 1a “Pharmaceutical Works Polpharrma S.A”, nay dinh chinh tén
cong ty dang ky la “Pharmaceutical Works Polpharma S.A”.

17.5. Thubc Naprazole-R, SPK : VN-19509-15, trong Quyét dinh ghi tén
thube 14 “Naprazole-R”, dia chi cong ty ding ky 1a “304. Town Centre, Andheri
Kurla Road, Andheri (E), Mumbai, Maharastra, 400059, India”, nay dinh chinh tén
thube 12 “Naprozole-R”, dia chi cong ty ding ky 1a “304, Town Centre, Andheri
Kurla Road, Andheri (E), Mumbai, Maharashtra, 400059, India”.

17.6. Thubc Celemin Nephro 7%, SPK : VN-19402-15, trong Quyét dinh ghi
tén va dia chi nha san xudt 1a “Claris Otsuka Limited; dia chi: Village — Vasana —
Chacharwadi, Tal - Sanand, Dist — Ahmedabad - India”, nay dinh chinh tén va dia
chi nha san xuét 13 “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. Thubc Thyanti Soft Capsule, SPK: VN-19398-15 do Celltrion Pharm,
Inc dang ky, trong Quyét dinh ghi dia chi nha san xuét 1a "486, Sugwang-Ri,
Sindun-Myeon, Incheon-Si, Gyeonggi-Do, Korea", nay dinh chinh dia chi nha san
xuét 14 "486, Sugwang-Ri, Sindun-Myeon, Icheon—Sl Gyeonggi-Do, Korea”.

17.8. Thude Theaped 20, s6 dang ky VN-19403-15 do Cong ty ¢d phén Duoc
MK Viét Nam ding ky, trong Quyét dinh ghi tén nha san xuét la "M/S Oliver
Healthcare", nay dinh chinh tén nha san xuét 1a "M/S Olive Healthcare".

17.9. Thuéc Esclo-10, SPK: VN-19472-15, thu6c Esclo-20, SDK: VN-19473-
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15 va thudc Esclo-5, SDK: VN-19474-15 do cong ty Hetero Labs Limited dang ky,
Quyét dinh ghi sai tén thube 1 Esclo-10, Esclo-20, Esclo-5 va dia chi nha san xudt
la Unit-V, Survey No. 410, 411, APIIC Formulation SEZ, Polepally Village,
Jadcherla Mandal, Mahaboognagar District; nay dinh chinh tén thudc la Eslo-10,
Eslo-20, Eslo-5 va dia chi nha san xudt la Unit-V, APIIC Formulation SEZ
Polepally Village, Jadcherla Manda, Mahaboobnagar District, India.

17.10.Thu6c Opiphine, SDK: VN-19415-15, do cong ty TNHH Binh Viét Duc
dang ky, trong Quyét dinh ghi ham lugng hoat chat 1& Morphin (du¢i dang Morphin
sulphat 5H,0 10mg/ml) 7,25mg/ml; nay dinh chinh ham lugng hoat chat la
Morphin (duéi dang Morphin sulphat SH,0O 10mg/ml) 7,52mg/ml.

17.11.Thu6c Levobac IV Infusion, SDK: VN-19449-15, do céng ty TNHH
Duoc phiam Viét Lam dang kY, trong Quyét dinh ghi ham lugng hoat chat la
Levofloxacin (duéi dang Levofloxacin hemihydrat) 0,5mg/100ml; nay dinh chinh
ham lwong hoat chdt 1a Levofloxacin (duéi dang Levofloxacin hemihydrat)
0,5g/100ml. '

17.12.Thu6c Dupraz 20, SDK: VN-19453-15 do cong ty TNHH TMDP Sana
dang ky, trong Quyét dinh ghi tén nha san xuét 12 Prayash Healthcare Pvt.Ltd, dia
chi nha san xuat 1a 185-186, Yellampet, Medchal Mandal, Ranga Reddy-District,
A.P, India; nay dinh chinh tén nha san xuit 12 M/s Prayash Healthcare Pvt.Ltd va
dia chi nha san xuét 1a Street No.8, Habsiguda, Hyderabad, India.

17.13.Thu6c Menzomi Inj., SDK: VN-19515-15 do céng ty Pharmaunity Co.,
Ltd dang ky, trong Quyét dinh ghi tén nha san xuét 1a Hwail Pharmaceutical Co.,
Ltd; nay dinh chinh tén nha san xuét 12 Hwail Pharm. Co., Ltd.

17.14.Thu6c Philtobax Eye Drops, SDK: VN-19519-15 do cong ty TNHH
TMDP Sana diang ky, trong Quyét dinh ghi dia chi nha san xudt 1a 2-27,
Yeongmun-ro, Cheoin-gu, Yongin-si, Gyeongmun-ro, Korea; nay dinh chinh dia
chi nha san xut la 2-27, Yeongmun-ro Cheoin-gu, Yongin-si, Gyeonggi-do,
Korea.

17.15.Thuéc Zomekal, SDK: VN-19521-15 do cong ty PT Kalbe Farma Thk
dang ky, trong Quyét dinh ghi dang bao ché 13 Bot pha dung dich dam déc dé pha
thudc tiém truyen nay dinh chinh dang bao ché 12 Dung dich dam dac dé pha thude
tiém truyen

17.16. Thusc Medcelore Injection, SPK: VN-19525-15 do cong ty Saint
Corporation ding ky, trong Quyét dinh ghi dia chi nha san xudt 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. Thuoc Orasten, SDK: VN- 19436-15 do cong ty TNHH Dugc pham DO
HA ding ky, trong Quyét dinh ghi dia chi nha san xudt 1a Tarakandi, Pakundia,
Kishoreganj, Bangladesh, nay dinh chinh dia chi nha san xuét la Pakundia,
Kishoreganj, Bangladesh

17.18.Thudc Zolinova-20, SDK: VN-19531-15 do cong ty SM Biomed Sdn.
Bhd. ding ky, trong Quyét dinh ghi hoat chét chinh-ham lugng la Pantoprazol
(dudi dang natri pantoprazol) 20mg, nay dinh chinh hoat chét chinh-ham luong 1a
Rabeprazol natri 20mg.

17.19. Thubc Xyzal (dong gbi + xut xudng: Aesica Pharmaceutlcals S.r.l, dia
chi: Via Praglia, 15, 10044 Pianezza (TO), Italy), SDK: VN- 19469-15 do cong ty
GlaxoSmithKline Pte., Ltd. ding ky, trong Quyét dinh ghi tén nha san xuét 1a UCB
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Farchin S.A, nay dinh chinh tén nha san xuat 12 UCB Farchim S.A

17.20. Thubc Bonviva (Péng + xuit xudng: Roche Diagnostics GmbH, Dla '
chi: Sandhofer Strasse 116, 68305 Mannheim, Germany), SDK: VN-19535-15 do
cbng ty Takeda Pharmaceuticals (Asia Pacific) Pte., Ltd. dang ky, trong Quyét dinh
ghi dia chi nha san xuét 14 Eisenbahnstrasse 2-4, 88085 Langhenargen, Germany,
nay dinh chinh dia chi nha san xuét 13 Eisenbahnstrasse 2-4, 88085 Langenargen,
Germany.

17.21. Thuéc DBL Octreodtide 0.1mg/ml, SPK: VN-19431-15 do Cong ty
TNHH Dugc phdm & Hoé chat Nam Linh ding ky, trong Quyét dinh ghi tén thude
12 DBL Octreodtide 0.1mg/ml, qui cach déng goi: hdp 5 lo x 5ml, nay dinh chinh
tén thube 14 DBL Octreotide 0.1mg/ml, qui cach déng gbi: hop 5 1o x 1ml.

17.22.Thu6c Escivex 20 tablets, SDK: VN-19409-15 do Céng ty Cd phéan
Hoang Nam ding ky, trong Quyét dinh ghi tén nha san xuét 12 “Akum Drugs &
Pharmaceuticals Ltd”, nay dinh chinh tén nha san xudt 1a “Akums Drugs &
Pharmaceuticals Ltd”.

17.23. Thu6c Fumsor, SDK: VN-19411-15 do Cong ty CP Dugc Mé Kong
dang ky, do sai sét trong viéc chudn bi t Tém tat san phdm, trong Quyét dinh ghi
dia chi nha san xu4t 12 “34906 Kurtoy- Istanbul- Turkey”, nay dinh chinh dia chi
nha san xuét 12 “34906 Kurtkoy- Istanbul- Turkey”.

17.24. Thu6c Pulmorest, SDK: VN-19405-15 do Céng ty cd phan dugc phim
Ha Ndi dang ky, trong Quyét dinh ghi ham lugng 1a “300mg/5ml”, nay dinh chinh
ham luong 12 “30mg/5ml”.

17.25. Thu6c Tarviluci, SDK: VN-19410-15 do Céng ty cb phan k§ nghé Nhat
Ha dang ky, trong Quyét dinh ghi tén nha san xut 12 “Reyong Pharmaceutical Co.,
Ltd”, nay dinh chinh tén nha san xuft 1a “Reyoung Pharmaceutical Co., Ltd”.

17.26. Thudc Betadine Antiseptic Solution 10%w/v, SDK: VN-19506-15 do
Mundipharma Pharmaceuticals Pte. Ltd. ddng ky, trong Quyét dinh ghi dia chi cong
ty dang ky 13 “10 Hoe Chiang road #20-04/05 Keppel Towers Singapore 089315”
va quy cdch déng géi 1a “Hop 1 chai chirta 15ml hodc 30ml hodc 120ml. Chai
500ml. Chai 1000ml”, nay dinh chinh dia chi cong ty dang ky 1a “12 Marina View,
#22-01 Asia Square Tower 2, Singapore 018961” va quy c4ch déng géi la “Hop 1
chai chira 15ml hodc 30ml ho#c 120ml hodc 125ml. Chai 500ml. Chai 1000ml”.

18. Quyét dinh s6 671/QD-QLD ngay 17/12/2015 cta Cuc truéng Cuc Quan ly
Duoc vé viéc ban hanh danh muc 12 thuSc nudc ngoai (thude didu trj ung thu dang
ky 1an dau- s6 dang ky c6 hiéu luc 02 ndm) dugc cdp s6 dang ky Iuu hanh tai Viét
Nam - Dot 92:

18.1. Thube Carboplatin Onkovis 10 mg/ml solution for infusion, sd ding ky
VN2-427-15 do Céng ty TNHH Binh Viét Btc dang ky, trong Quyét dinh ghi tén
va dia chi nha san xuét 1a “Lmdopharm GmbH - Dia chi: Neustrasse 82, 40721
Hilden, Germany", nay dinh chinh tén va dia chi nha san xuét 12 "Oncotec Pharma
Produktion GmbH - Pia chi: Am Pharmapark, 06861 Dessau, Roflau, Germany".

19. Quyét dinh s6 670/QD-QLD ngay 17/12/2015 cta Cuc truéng Cuc Quan ly
Duoc vé viéc ban hanh danh muc 05 thuéc nudc ngoai (thudc trénh thai - s6 ding
ky cé hiéu luc 02 nam) dugc cip s6 dang ky luu hanh tai Viét Nam - Dot 92:
19.1. Thudc Gvez, SDK: VN2-438-15 do cong ty TNHH DP Viét phap dang
ky, trong Quyét dinh ghi hoat chat 14 Drospirenon 3mg; Ethinylestradiol 0,02mg va
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dia chi nha san xuét 1a ¢/La Vallina s/n - P.I. Navatejera 24008 Navatejara (Leon),
" Spain; nay dinh chinh hoat chét 1a Drospirenon 3mg; Ethinylestradiol Micronized
0,02mg va dia chi nha san xuét 1a c/La Valhna s/n - P.I. Navatejera 24008
Navatejera (Leon), Spain.

19.2. Thudc Gveza, SDK: VN2-439- 15 do cong ty TNHH DP Viét phép dang
ky, trong Quy€t dinh ghi hoat chat 13 Drospirenon 3mg; Ethinylestradiol 0,03mg va
dia chi nha san xuét 13 ¢/La Vallma s/n - P.I. Navatejera 24008 Navatejara (Leon),
Spain; nay dinh chinh hoat chét 1a Drospirenon 3mg; Ethinylestradiol Micronized
0,03mg va dia chi nha san xuit 14 ¢/La Vallina s/n - P.L Navatejera 24008
Navatejera (Leon), Spain.

20. Cong van gia han s6 ding ky:

20.1. Thu6c Zitromax, SPK: VN-11235-10, do coéng ty Pfizer Thailand
Ltd.dang ky, trong cong vén gia han hi¢u lyc s6 dang ky s6 3664/QLD-DK ngay
17/3/2016 ghi khong thong nhit sé ding ky; nay dinh chinh sé ding ky thudc
Zitromax trong cdng vin sd 3664/QLD-DK ngay 17/3/2016 1a VN-11235-10.

20.2. Thudc Essentiale Forte, SDK: VN-11314-10 do Céng ty TNHH Sanofi-
Aventis Viét Nam dang ky, trong cong vidn s6 2196/QLD-PK ngay 18/02/2016 vé
viéc gia han hiéu luc s6 dang ky ghi tén va dia chi cong ty ding ky 1a: “Sanofi-
Aventis, dia chi: 174 Avenue de France, 75013 Paris- France”, nay dinh chinh tén
va dia chi cong ty dang ky la: “Cong ty TNHH Sanofi- Aventis Viét Nam, dia chi:
123 Nguyén Khoai, Quén 4, TP. H6 Chi Minh”.

20.3. Thubc Gasmotin Tablets Smg, SDK: VN-11564-10 do Cong ty TNHH
DKSH Viét Nam dang ky, trong cong van sO 3180/QLD-DK ngay 04/03/2016 vé
viéc gia han hiéu lyc so dang ky ghi tén nha san xuat la: “Dainippon Sumitomo
Pharma Co., Ltd”, nay dinh chinh tén nha san xuét 1a: “Sumitomo Dainippon
Pharma Co., Ltd Suzuka Plant”.

20.4. Thubc An cung nguu hoang hoan, SPK: VN-11453-10, do Cong ty
Yunnan Dongjun Pharmaceutical Co., Ltd. dang ky, trong cong van so 570/QLD-
DK ngay 11/01/2016 ciia Cuc Quan ly duoc vé viée gia han hiéu luc sb dang ky da
ghi nha san xuét 13 Tengchong Chinese Medicine Factory Co., of Yunnan, China
nay dinh chinh nha san xudt 14 Yunnan Tengyao Pharmaceutlcal Co., Ltd.

Cuc Quan Iy Duoc thong bdo dé cdc don vi biét./.

Noi nhdn:

- Nhu trén;

- Bo tnirdng Nguyén Thi Kim Tién (dé b/c);
- Thit trudng Lé Quang Cudng (dé b/c);

- Cuc Quén y - B6 Quéc phong, Cuc Y t&€ - B6 Cong anj
- Cuc Y t€ Giao thong van tai - Bo Giao thong vén tai;
- Téng cuc Hai quan - Bo Tai chinh;
- Bdo hiém X4 hoi Viét Nam;

CUC TRUGNG

- Vu Phép ché, Cuc Quan 1y Y, Dugc c8 truyén, Cuc W2
Khém, chita bénh - B Y t&, Thanh tra B Y t&;

- Vien KN thuéc TW, Vién KN thuéc TP. HCM;
- Téng Cong ty Duge VN;

- Céc Bénh vién & Vign c6 giudng bénh truc thude Bo Y t&;
- Website Cuc QLD, Tap chi Duoc & MP, P. QLKD Dugc;
- Lwu: VP, DKT (12).

Truong Quoc Cudng



