BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
— Doc lap - Tw do - Hanh phic
S6:6365/BYT-QLD Ha Néi, ngay %3 thang ¥ nam 2016
V/v b sung, diéu chinh mot sé thong tin tai

cac Quyét dinh cong bd danh muc thude biét
duogc goc

Kinh gui:

- S&'Y té cac tinh, thanh phd truc thudc Trung uong;
- Céc bénh vién, vién c6 giuong bénh truc thudc Bo.

BO Y té thong bao b6 sung, diéu chinh mét sd théng tin tai cdc Danh myc
thudc biét dugc goc ban hanh kem theo Quyét dinh s6 115/QP- BYT ngay
11/01/2013 cua B Y té vé viéc cong bd danh muc thube biét dugc gbc (Dot 1);
Quyét dinh s6 369/Qb- BYT ngay 30/01/2013 cua B Y té vé viéc cong bd danh
muc thube biét duogc gbe (Dot 2); Quyét dinh sb 896/Qb-BYT ngay 21/03/2013
ctia Bo Y té vé viée cong bd danh muc thuoc biét dugc goc (Dot 3); Quyét dinh s6
2296/QD-BYT ngay 01/7/2013 cua B4 Y té vé viéc cong bo danh muc thude biét
dugc goc (Dot 7); Quyét dinh sb 814/QD-BYT ngay 10/3/2014 cua B Y té vé
viée cong bd danh muc thuoc biét duge goc (Dot 10); Quyét dinh s6 234/Qb-BYT
ngay 23/01/2015 cua BO Y té vé viéc cong bd danh muc thube biét dugc goc (Dot
12); Quyét dinh s6 3469/QD- BYT ngay 19/8/2015 cua B Y té vé viéc cong bd
danh muc thudc biét duoc gbe (Dot 13); Quyét dinh s 744/QD-BYT ngay
03/03/2016 ctia B6 Y té vé viéc cong bd danh muc thude biét duge gbe (Dot 14).

Thong tin céc thude duge bd sung, diéu chinh tai Danh muc kém theo cong
van nay.
B0 Y té thong bao cho cac don vi biét va thuc hién./.

Noi nhin:

- BTr. Nguyén Thi Kim Tién (dé b/c);

- Cac Thir truong;

- Béo hiém xa hoi VN;

- Téng Cong ty dugc Viét Nam;

- Hiép hdi Doanh nghiép dugc Viét Nam;
- Cuc Quén y-Bo Qudc phong; Cuc Y t8-By Cong an;
- Cuc Y té giao théng vén tai-B6 GTVT;
- Céc Cong ty ¢6 thudc duge dinh chinh;
- Cong thong tin dién tr B Y té;

- Website cua Cuc QLD;

- Luu: VT, QLD (02b).
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(Ban hanh kém theo Vin ban s6 634 S/BYT-QLD ngay 23 /8 /2016 ciia Bé trueomg Bé Y 16)
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3 Dang bio ché, Quy cich = ol S £ . - Sy Nuwére sin | Dot edng | . - Negdy quyét| .. z 3 .
STT Tén thude Hoat chit Ham lugng déne ebi S6 ding ky Co s@ san xuat Dia chi co sé sin xudt sakii bé Sb Quyét dinh dinh N§i dung bo sung, dieu chinh
Méi lo 1,5ml chira: i e
1 |Curosurf Phospholipid chiét xutts  |120mg/1,5ml Hli’;dﬁg b‘]’T (’l“g'::" Khi | \UN-18908-15 |Chiesi Farmaceutici Sp.A  |Via Palermo, 26/A 43100 Parma Y 14 | 744/0D-BYT | 3/32016 |Sé dang ky: VN-18909-15
phéi lon 120mg e e
3 i 2 Vién nang giai phong kéo g il Route de Belleville, Lieu dit Maillard, i . Co s san xudt: Mylan
2 |Duspatalin retard Mebeverine hydrochloride (200 mg dai, hop 3 vi x 10 vién VN-128321-11 |Abbott Healthcare SAS 01400 Chatillon-sur-Chalaronne Phap 2 369/Q0B-BYT | 30/01/2013 Laboratories SAS
4 Vién nén bao phim, Hjp 2 2 Route de Belleville, Lieu dit Maillard, . " Co sé san xuat: Mylan
3 |Luvox 100mg Fluvoxamine maleate 100mg iy s VN-17804-14 | Abbort Healthcare SAS GE60 Chiilios i il Phép 12 234/QD-BYT | 23/1/2015 Laboratories SAS
Bt co dac dé pha dung s i Co s& san xudt: | DNA Way, South
L $e Co s san xuat: Genetech i % .
4 |Herceptin Trastuzumab 440mg Beh bt B | epgees | cowmdmipater,.  |oTrmmeloo CASAN. MY Lo My 14 | 744/QD-BYT | 3/372016 |Co sérsin xudt: Genentech Inc.
bt va 1 lo 20 ml dung méi déng goi: Wurmisweg CH-4303
_‘ Hoffimann-La Roche Ltd ;
pha tiém Kaiseraugst, Thuy 5¢
: Co s& san xudt: Solbaer Veien, 5-
2 : ;< : Co s& san xudt: Nycomed e e g
5 Levobupivacain Smg/ml Hép 10 6ng x 10 m! dung 2 i 5 Elevarum, Na Uy - Co so dong gon: L i G . E s
5 |Chirocaine Hyirochinic Ledohumbmcia dich it VN-12139-11 Phgn:; bﬁfs f:: s¢ déng Via Pontina Km 52, 04010 Na Uy 7 2296/QD-BYT | 1/7/2013 |Co sér san xudt: Curida AS
go1 o Campoverde di Aprilia LT, Traly
Co sér san xuat: AstraZeneca
Saxagliptin, Metformin Vién nén bao phim, Hp 4 R i 4601 Highway 62 East, Mount 5 Pharmaceuticals LP.; Tén hoat
6 [Komboglyze XR |, 0o "o ride 2,5mg, 1000mg Sy VN2-255-14  |Bristol-Myers Squibb Vermon, Indiana 47620 My 12 234/QD-BYT | 23/172015 | 0 T - i Mshsviia
hydroclorid
Co sér sin xuit:: AstraZeneca
| Saxagliptin, Metformin Vién nén bao phim, hip 4 vi . y " 4601 Highway 62 East, Mount Pharmaceuticals LP.; Tén hoat
7 |Komboglyze XR PR, 5mg, 500mg g VN-18679-15 |Bristol-Myers Squibb Vemon, Indiana 47620 My 13 | 3469/QD-BYT | 19/82015 |, . Saxagliptin, Metformin
hydroclorid
Co s& san xudt; AstraZeneca
Saxagliptin, Metformin Vién nén bao phim, hdp 4 vi 3o . ) 4601 Highway 62 East, Mount 3 Pharmaceuticals LP.; Tén hoat
8 |Komboglyze XR hydrochloride 5mg, 1000mg x 7 vien VN-18678-15 | Bristol-Myers Squibb Vernon, Indiana 47620 My 13 3469/QD-BYT | 19/8/72015 chile Saxagliptin, Mdtformin
hydroclorid
" : . Vién nén bao phim, Hop 1 : 38-42 Wharf Road West Ryde, NSW . X B sung quy céch déng goi:
9 |Viagra Sildenafil citrate 50mg vix 4 vien VN-17542-13 | Pfizer (Australia) Pty., Ltd. 2114 Uc 10 814/QD-BYT | 10/3/2014 Hop 1 vix 1 vitn
. 5 . Vién nén bao phim, Hép 1 ; 38-42 Wharf Road West Ryde, NSW - B sung quy cch dong goi:
N- - 7 . - 10/3/2014
10 |Viagra Sildenafil citrate 100mg e vin VN-17541-13  |Pfizer (Australia) Pty., Ltd 2114 Ue 10 814/QD-BYT 1 Hop 1 vix 1 vién
Medium-chain triglycerides + i ;g&“‘é"“ﬁ‘;ﬁ " Dia chi co s sin xudt: Carl-
11 |Lipidem Soya-bean Oil + Omega-3- |20% S i VN2-196-13  |BBraun Melsungen AG D 34209 Melsungen Pirc 12 234/QD-BYT | 23/1/2015 |Braun- Strasse 1, 34212
acid triglyceride <At WG oom, tayte Melsungen, Dirc
tinh mach ¥
; ’ Medium-chain Triglicerides o : DBia chi co s¢ sin xudt: Carl-
12 t;pcfrﬁf'i'é? 10%E | 5:0&/100m; Soya-bean Oil  {10% ;';‘;:!‘d‘ tiém truyén, Chai |\ 1613013 [B.Braun Melsungen AG  |D 34209 Melsungen Dire 10 814/QD-BYT | 10/3/2014 |Braun- Strape 1, 34212
5,0g/100ml Melsungen, Dirc
; ; Medium-chain Triglicerides o i Dia chi co s¢ san xuat: Carl-
i3 [pofindin 5,0¢/100ml; Soya-bean Oil |10% Nha dich tiém truyén, Chai |\ 16130.13 |B Braun Melsungen AG | D 34209 Melsungen Pirc 10 | 814/QD-BYT | 10/322014 |Braun- Strafe 1, 34212
MCT/LCT 10% E 500ml fal o
5,0g/100ml I Dire
. ) Medium-chain Triglicerides — . Dia chi co s¢ sin xudt; Carl-
Lipofundin : : Nhil dich tiém truyén, Chai i - :
14 MCT/LCT 20% E 10,0g/100ml; Soya-bean Oil |20% 100ml; 250ml; S00m! VN-16131-13  |B.Braun Melsungen AG D 34209 Melsungen Exre 10 814/QD-BYT | 10/3/2014 |Braun- Strafe 1, 34212
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Dang bao ché, Quy eich

STT Tén thube Hoat chiit Hiam luwgng dbnia s6i $6 ding ky Co s sin xuiit Dia chi eo sé san xuit Zﬁhunm”mu Gq.aw.wnn $i Quyét dinh meﬁhwmn N{i dung bd sung, diéu chinh
Cao sér san xudt; Dia chi co 5o sdn xuat: Strada e
GlaxoSmithKline Provinciale Asolana N.90 (loc. San Mo. 5 mmm H._ﬂmww”““qwzgum i
. Manufacturing S.p.A (Co 6 [Polo), 43036 - Torrile (PR), Y (Dja chi ok W
B kit: 1 hop 1 dng thude san xudt, xudt xuéng tii co 50 san xudt, xudt xwdng tai dung N_MH_.._.””“W_HH ﬂqﬁq._.“ m.pmmc
- 25ml, 1 tii dung méi NaCl z dung moi: Catalent France  |méi: Rue de Dion Bouton - ZI Nord . - - % " .
5 ; 2 5 ; N- - . 3 R ; y i
15 |Sporanox IV Itraconazole 250mg/25ml 0.9% va 1 ddy ndi co khoa VN-18913-15 Limoges SAS; Casodéng |87000 Limoges, Phép: Bia chi co s Y 13 3469/QD-BYT | 19/8/2015 M,wawm.ﬂw_” _uh__%.” MM%.Q
van hai chiéu 26 thir cap va xudt xromg bo|dong goi thir cap va xuat xudmg b kit: ) ”w nm_o rm.nsﬁ va
kit: Lusomedicamenta Estrada Consiglieri Pedroso 69-B, Wmfwow_ Q:Qb.‘_o:s Sotisdide
Sociedate Tecnica Queluz De Baixo, 2730-055, s Fariases ,oem ¥
Farmaceutica, S.A.) Barcarena, B& Dao Nha) s
. g Hép 1 19 3ml; Dung dich g Santen Pharmaceutical Co., |2-14, Shikinami, Hodatsushimizu-cho, = .
; Natri hy ; _ /N-19343- ' : it B /OB- 3031 5me/
16 |Sanlein 0.3 atri hyaluronat 15mg/ml s it VN-19343-15 Ltd.-Nha méy Noto Hakuigui Jah e Nhiét Ban 14 744/QD-BYT | 3/3/2016 |Ham lwong: 15mg/Sml
_ Co 5@ san xudt: Viale Dell'Industria 3, o SR Vi
Nhil twong tiém hodc truyén Co s san xudt: Corden 20040, Caponago Milan; Co so dong Dell'lndustria m E Reparto Via
17 |Diprivan 1% (20ml) |Propofol 1% (10mg/ml) tinh mach, VN-15720-12 |Pharma S.P.A; Cosgdéng |goi: Silk Road Business Park, Y 12 234/QB-BYT | 23/1/2015 Galilei. 17-20867 Quonu &
hép 5 éng x 20ml g6i: AstraZeneca UK Ltd  |Macclesfield, Cheshire S K 10 2NA, s DOTRE
Anh (MB), Y
Lisinopril dihydrate
. - o 5,45 mg, twong dwomg| .., i s e ot Silk Road Business Park, Macclesfieid, Ham luong: Lisinopril
L ; G hi - - R % 115/Qb- 120 ; S
18 |Zestril 5 mg isinopril dihydrate Wi § mg isimopfil Viénnén, hdp 2 vix14 vién | VN-15213-12 |AstraZeneca UK Limited Cheshire, SK10 2NA Anh 1 15/QD-BYT | 11/1/2013 Syl 5ing Lisintprd
khan
Lisinopril dihydrate
; Lisinopril 10,89 mg, twong S . - o Silk Road Business Park, Macclesfield,| Ham hrong: Lisinopril
; v Vi h VN- - ; ' /QD-! 7l : o z
19 |Zestril 10 mg dilystrate Ao i 10-1ng ién nén, hip 2 vi x 14 vién 15212-12 |AstraZeneca UK Limited Cheshire, SK10 2NA Anh 1 115/QB-BYT | 11/1/2013 dihydrat, 10mg Lisinopril
lisinopril khan
Lisinopril dihydrate
. . I 21,78 mg, twong i . i ; sz Silk Road Business Park, Macclesfield, Héam lwpng: Lisinopril
; : V. 14 - -1 . - : e :
20 |Zestril 20 mg Lisinopril dihydrate drong voi 20 mg iénnén, hop 2 vix 14 vién| VN-15211-12 |AstraZeneca UK Limited Cheshire, SK10 2NA Anh 1 115/Qb-BYT | 11/1/2013 dihydrat, 20mg Lis |
lisinopril khan
Hén dich nhé mat, Hop 1 1o Santen Pharmaceutical Co. |348-3, Aza-suwa, Oaza-shide, Taga- F g
21 |Flumetholon 0.02  |Fluorometholone 0.2mg/ml Sl VN-18451-12 Ltd - Nba mdy Shiga o, Stkinini, Shigs Nhit Ban 12 234/QD-BYT | 23/1/2015 |Sé ding ky: VN-18451-14
Lisinopril dihydrate
21,8 mg (twong Hém luong: Lisinopril
= Lisinopril dihydrate, duwong voi 20 mg . . . Silk Road Business Park, Macclesfield, dihydrat, Hydrochlorothiazid;
22 |Zestoretic-20 Hydrochlorothiazide lisinopril khan) Hop 2 vix 14 vién VN-15210-12  |AstraZeneca UK Limited Cheshire, SK. 10 2NA Anh 3 896/QB-BYT | 21/03/2013 20mg Lisinoprl, 12,5me
Hydrochlorothiazide Hydrochlorothiazid
12,5mg
-
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