BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Doc lap - Ty do - Hanh phiic
S6 50%¢6 /QLD-BK Ha N¢i, ngay 5= thdng & nam 2013
V/v dinh chinh quyét dinh cap
SPK thudc nuéc ngoai
Kinh gtri:

- S& Y té€ c4c tinh, thanh phé truc thudc trung uong;
- C4c cong ty dang ky c6 thuéc dugc dinh chinh.

Cuc Qudn ly dugc théng bio diéu chinh mét s6 noéi dung trong cdc Quyét
dinh cap s6 dang ky thu6c nudc ngoai nhu sau:

1. Quyét dinh s6 07/QD-QLD ngay 07/01/2010 cia Cuc trudng Cuc Quan ly
dugc cong bs 782 tén thude nudc ngoai duge phép luu hanh tai Viét Nam, dot
67:

1.1. Thu6c PN-Mix Peri Injection No.2, SDK: VN-5404-10, do céng ty
Hanall Pharmaceutical Co, Ltd dang ky, trong Quyét dinh hoat chat 1a *“‘cic acid
amin”’; nay dinh chinh hoat chét 1a “cac acid amin, glucose va dién giai”.

1.2. Thu6c Ahngookderma (t&n méi: Genseoderm), SDK: VN-5441-10, do
cong ty Jeil Pharmaceuticals Co., Ltd. ding ky (cong ty dang ky m&i: Wuhan
Grand Pharmaceutical Group Co., Ltd.), do sai sét clia cdng ty trong viéc chudn
bi t& tém tdt vé san phdm nén trong Quyét dinh ghi tén va dia chi nha san xu4t 1a
“Ahn Gook Pharmaceutical Co., Ltd.; dia chi 903-2, Shangshin-ri, Hyangnam-
myun, Hwasung-kun, Kyunggi-do, Korea”; nay dinh chinh tén va dia chi nha san
xuit l1a “Ahngook Pharmaceutical Co., Ltd.; dia chi 903-2, Sangsin-ri,
Hyangnam-myeon, Hwaseong-si, Gyeonggi-do, Korea”. N6i dung dinh chinh
doi v6i thu6c Ahngookderma, SDK: VN-5441-10 tai cong van nay thay thé noéi
dung tuong Ung tai cong van s6 322/QLD- DK ngay 09/01/2013 ctia Cuc Quan
1y Dugc.

2. Quyét dinh s6 240/QD-QLD ngay 20/8/2010 cua Cuc trudng Cuc Quan ly
dugce cong bd 780 thubc nude ngoai duge phép luu hanh tai Viét Nam, dot 69:

2.1. Thuéc Asmanex Twisthaler, SDK: VN-10563-10 va thuSc Asmanex
Twisthaler, SDK: VN-10562-10, do céng ty Merck Sharp & Dohme (Asia) Ltd.
dang ky, do sai sét chia céng ty trong viéc chuén bi t& tém tit vé san phdm nén
trong Quyét dinh ghi dia chi nha san xudt 12 “50 Tuas West Drive, 638408
Singapore”; nay dinh chinh dia chi nha san xuit 1a “34 Tuas South Street 3,
638030 Singapore”.

2.2. Thu6c Newgenacyclovir, SPK: VN-10321-10, do cong ty Jeil

Pharmaceutical Co., Ltd. dang ky, trong Quyét dinh ghi ham lugng thudc 1a
“50mg”; nay dinh chinh ham lugng thuéc 1a “S0mg/1g”.
2.3. ThuSc Ipratropium Bromide 0.5mg and albuterol sulfate 3mg, SDK: VN-
10109-10, do c6ng ty TNHH Dugc phdm Viét Phip ding ky, do sai s6t clia cOng
ty trong viéc chudn bi t& tém tét vé& sin ph4m nén trong Quyét dinh ghi han ding
1a “36 thang”’; nay dinh chinh han ding la “24 thiang”.
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3. Quyét dinh s6 40/QD-QLD ngay 10/02/2011 cta Cuc trudng Cuc Quan ly
dugc céng b6 461 thudc nude ngoai duge phép luu hanh tai Viét Nam, dot 71:

3.1. Thu6c Bausch & Lomb Computer Eyes Drops, SDK: VN-11901-11, do
cong ty Hyphens Pharma Pte. Ltd. ddng ky, trong Quyét dinh ghi tén thuéc la
“Bausch & Lomb Computer Eyes Drops”; nay dinh chinh tén thuéc 12 “Bausch
& Lomb Computer Eye Drops™.

4. Quyét dinh s6 127/QD-QLD ngay 20/4/2011 cbha Cuc trudng Cuc Quan ly
dugc céng bd 697 thude nuéc ngoai dugce phép luu hanh tai Viét Nam, dot 72:

4.1. Thudc Kenec Inj, SDK: VN-12521-11, do c6ng ty Jeil Pharmaceutical
Co., Ltd. dang ky, do sai s6t clia cOng ty trong viéc chudn bi t& tém tit vé san
phdm nén trong Quyét dinh ghi tén nha san xu4t 1A “Kontam Pharmaceutical Co.,
Ltd.”, dia chi tai “No. 63 Hongsan Road, Xiaolan Town, Zhongshan,
Guangdong, China”; nay dinh chinh tén nha san xuiat la “Kontam
Pharmaceuticals (Zhongshan) Co., Ltd.”, dia chi tai “63, Hongshan road,
Xiaolan town, Zhongshan, China”.

4.2. Thudc Misugal, SDK: VN-12695-11, do c6ng ty Tsinghua Unisplendour
Guhan Bio-Pharmaceutical Corporation Ltd dang ky, trong Quyét dinh him
luong hoat chat 1a “Paracetamol 100mg/100ml”; nay dinh chinh ham lugng hoat
chét 1a “Paracetamol 1000mg/100m!”.

4.3. Thudc Microstat, SDK: VN-12797-11, thuéc Poanvag, SDK : VN-12798-
11 va thudc Vagiease, SDK : VN-12799-11, do cOng ty Yeva Therapeutics Pvt.,
Ltd dang k¥, do sai s6t clia cong ty trong viéc chuén bi t& tém tit vé san phdm
nén trong Quyét dinh ghi tén nha san xuit 12 “Genova Laboratories Pvt., Ltd.”;
nay dinh chinh tén nha san xuat 12 “Gelnova Laboratories (India) Pvt., Ltd.”.

4.4. Thu6c Mucocet Injection, SDK: VN-12672-11, do céng ty TaiYu
Chemical & Pharmaceutical Co., Ltd. dang ky, do sai s6t clia coéng ty trong viéc
chuin bi t& tém tit vé san phim nén trong Quyét dinh ghi ham luong la
“100mg”’; nay dinh chinh ham lugng 1a “100mg/1ml”.

4.5. Thudc Laclomez, SDK: VN-12354-11, do cong ty TNHH Thuong mai va
Dugc phdm Kim Ban dang ky, trong Quyét dinh ghi dia chi nha san xuat 3 “E-
1105, Industrial Area, Phase-III, Bhiwadi (Raj.), India”; nay dinh chinh dia chi
nha san xuat 12 “E-1105, Industrial Area, Phase-III, Bhiwadi, Distt. Alwar (Raj.),
India”.

5. Quyét dinh s6 230/QD-QLD ngay 12/7/2011 cua Cuc trudng Cuc Quan ly
dugc céng bd 639 tén thudc nudc ngoai duge phép luu hanh tai Viét Nam, dot
73: ’

5.1. Thu6éc Tazam 1g, SDK: VN-13360-11, do cong ty Rotexmedica GmbH
Arzneimittelwerk dang ky, do sai s6t cha cong ty trong viéc chuin bi t& tém tét
vé san phdm nén trong Quyét dinh ghi tiéu chuin cha thudc 13 “BP”; nay dinh
chinh tiéu chufn cta thu6c 1a “Nha san xuit”.

6. Quyét dinh s6 338/QD-QLD ngay 07/9/2011 cta Cuc trudng Cuc Quan ly
dugc cong b6 498 tén thube nude ngoai duge phép luu hanh tai Viét Nam, dot
74:

6.1. Thudc Danitab, SPK: VN-13956-11, do cong ty Yeva Therapeutics Pvt.,

Ltd dang ky, do sai sét clia cong ty trong viéc chuln bi t& tédm tit vé san phim
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nén trong Quyét dinh ghi tén nha san xudt 12 “Genova Laboratories Pvt., Ltd.”;
nay dinh chinh tén nha san xu4t 12 “Gelnova Laboratories (India) Pvt., Ltd.”.

7. Quyét dinh s6 441/QD-QLD ngay 08/11/2011 ctia Cuc trudng Cuc Quan ly
duoc cong b6 452 tén thuSc nudc ngoai duge phép luu hanh tai Viét Nam, dot
75: o

7.1. Thu6c Piperacillin/Tazobactam GSK 4g/0,5g, SDK: VN-14179-11 do
cong ty GlaxoSmithKline Pte., Ltd, Singapore dang ky, trong Quyét dinh ghi dia
chi nha san xu4t-1a “No. 152/6 & 154/16, Doresanipalya Bilekahalli, Banerghatta
Road, Bangalore-560 076, India”; nay dinh chinh dia chi nha sén xuét 1a “No.
152/6 & 154/16, Doresanipalya Bilekahalli, Bannerghatta Road, Bangalore-560
076, India”.

8. Quyét dinh s6 21/QD-QLD ngay 12/01/2012 ctia Cuc trudng Cuc Quién ly
dugc cong bd 463 tén thuéc nuéc ngoai dugc phép luu hanh tai Viét Nam, dot
76:

8.1. Thuéc Newtop 200, SDK: VN-14878-12, do cong ty Yeva Therapeutics
Pvt., Ltd. ding k¥, trong Quyét dinh ghi dia chi nha san xuit 1a “Plot No. 11 &
12 Kumar Ind. Estate, Markal Pune 412 105, India”; nay dinh chinh dia chi nha
san xuét 12 “Plot No. 11 and 12 Kumar Industrial Estate, Gat No. 1251-1261,
Markal, Khed, Pune 412 105, Maharashtra state, India”.

8.2. Thuéc Sancit, SDK: VN-14848-12, do cong ty Yeva Therapeutics Pvt.,
Ltd. ding k¥, trong Quyét dinh ghi dia chi nha sin xuét 12 “Servey No. 144 &
146, Jarod Samlaya Road., Tal-Savli, City: Haripura., Dist: Vadodara, India”;
nay dinh chinh dia chi nha san xu4t 1a “Survey No. 144 & 146, Jarod Samlaya
Road., Tal-Savli, City: Haripura., Dist: Vadodara, India”.

9. Quyét dinh s6 92/QD-QLD ngay 22/3/2012 ctia Cuc truéng Cuc Quan ly duoc
cong bé 297 tén thubc nudc ngoai duge phép luu hanh tai Viét Nam, dot 77:

9.1. Thu6c Hivent, SDK: VN-15047-12 do cong ty Euro-med Laboratories
Phil., Inc ding ky, trong Quyét dinh ghi tén cong ty ding ky va nha san xuat la
“Euro-med Laboratoires Phil., Inc”’; nay dinh chinh tén coéng ty ding ky va nha
san xuAt 12 “Euro-med Laboratories Phil., Inc”.

10. Quyét dinh s6 164/QLD-DK ngay 22/6/2012 cia Cuc truéng Cuc Quan ly
duoc vé viéc ban hanh danh muc 517 thu6c nuéc ngoai duge cip s6 dang ky luu
hanh tai Viét Nam, dot 78: .

10.1. Thu6c Praymed Tablet, SDK: VN-15524-12, do céng ty M/S. Ambalal
Sarabhai Enterprises Ltd dang k¥, trong Quyét dinh ham lugng hoat chat la
“Ferric hydroxide polymaltose complex 357mg ; acid folic 0,5mg"”; nay dinh
chinh ham lugng hoat chat l1a “Ferric hydroxide polymaltose complex 357mg
tuong duong véi 100mg Fe™; acid folic 0,5mg”.

11. Quyét dinh s6 241/QD-QLD ngay 10/10/2012 cta Cuc trudong Cuc Quan ly
Duogc vé viéc ban hanh danh muc 401 thu6c nuéc ngoai dugce c4p s6 dang ky luu
hanh tai Viét Nam, dot 79:

11.1. Thuéc Pamcora, SDK: VN-15942-12, do cong ty Korea Prime Pharm.
Co., Ltd. dang k¥, do sai sét clia cong ty trong viéc chudn bi t& tém tét vé san
phim nén trong Quyét dinh ghi quy cdch déng géi 12 “Hop S vi x 10 vién”; nay
dinh chinh ghi quy c4ch déng géi 1a “Hop 10 vi x 10 vién nén”.
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11.2. Thu6c Rovanten 40mg/5ml, SDK: VN-15839-12, do cong ty TNHH
Duoc phdm T&B ding k¥, do sai sét clia cong ty trong viéc chudn bi t& tém tat
vé san phdm nén trong Quyét dinh ghi quy cich déng géi 12 “Hop 1 lo Sml”; nay
dinh chinh ghi quy cich déng géi 1a “Hop 1 lo 50ml”.

11.3. Thu6c Tensiber Plus, SPK: VN-15956-12 do cong ty Lek
Pharmaceuticals d.d dang k¥, trong Quyét dinh ghi qui cdch déng géi 1a “Hop 2
vi x 14 vién”, nay dinh chinh qui cdch déng géi 1a “Hop 3 vi x 10 vién”.

11.4. ThuSc Phatkaday tablet, SDK: VN-15798-12, do cong ty c6 phin dugc
ph4m Sam Ma Ki ding k¥, trong Quyét dinh ghi tén va dia chi nha san xu4t 1a
“Ahn Gook Pharmaceutical Co., Ltd.; dia chi 903-2, Shanghin-ri, Hyangnam-
myeon, Hwaseong-si, Kyunggi-do, Korea”; nay dinh chinh tén va dia chi nha
sdn xudt 13 “Ahngook Pharmaceutical Co., Ltd.; dia chi 903-2, Sangsin-ri,
Hyangnam-myeon, Hwaseong-si, Gyeonggi-do, Korea”. -

11.5. Phezam, SDK: VN-15701-12, do cong ty Actavis EAD dang ky, trong
Quyét dinh ghi: hoat chét, ham luong 14 “Piracetam, Cinarizine; 400mg; 25mg”,
tén va dia chi nha sin xuit 1a “Balkanpharma-Dupnitza AD; dia chi: 3,
Samokovsko shosse Str., 2600 Dupnitza, Bulgaria; nay dinh chinh: hoat chét,
ham lugng 13 “Piracetam, Cinnarizine; 400mg; 25mg”, tén va dia chi nha sin
xuft 12 “Balkanpharma-Dupnitsa AD; dia chi: 3, Samokovsko shosse Str., 2600
Dupnitsa, Bulgaria”.

11.6. Thu6c Binextomaxin inj., SDK: VN-15915-12, do céng ty Hana Pharm.
Co., Ltd. ding k¥, trong Quyét dinh ghi tiéu chudn 13 “USP 32”; nay dinh chinh
tieu chuén 12 “Nha sén xu4t”. _

11.7. Thuéc Siam-Amikacin, SPK: VN-16005-12, do cong ty Ozia

Pharmaceutical Pty. Ltd. dang k¥, trong Quyét dinh ghi dia chi nha san xuét la
“123 Soi Chokechairuammitr, Vibhavadi-Rangsit Road, Chatuchak, Bangkok
1090, Thailand”; nay dinh chinh dia chi nha san xudt 1a “I23 Soi
Chokechairuammitr, Vibhavadi-Rangsit Road, Chatuchak, Bangkok 10900 and 9
Soi Chokechairuammitr 3, Vibhavadi-Rangsit Road, Dindang, Bangkok 10400,
Thailand”.
12. Quyét dinh s6 245/QD-QLD ngay 10/10/2012 cta Cuc trudng Cuc Quén ly
Dugc vé viéc ban hanh danh muc 19 thuéc nuéc ngoai (thudc cé hoat chét, phoi
hop hoat chét, dang bao ch€ 14n ddu dang ky tai Viét Nam - s6 dang ky c6 hi¢u
luc 01 nim) duoc clp s6 dang k¥ luu hanh tai Viét Nam, dot 79:

12.1. Thudc Aldara, SDK: VN1-750-12, do cong ty Hyphens Pharma Pte.
Ltd. dang kY, do sai s6t clia cong ty trong viéc chudn bi t&¥ tém t4t v& san phdm
nén trong Quyét dinh ghi dia chi nha san xu4t 12 “Derby Road Loughborough
Leicestershine LE11 5SF, UK”; nay dinh chinh dia chi nha san xudt 12 “Derby
Road Loughborough Leicestershire LE11 5SF, England”. .

13. Quyét dinh s6 13/QD-QLD ngay 18/01/2013 cla Cuc trudng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 330 thu6c nu6c ngoai dugc cip s6 dang ky luu
hanh tai Viét Nam, dot 80:

13.1. Thuéc tiém Porison, SDK: VN-16426-13, do céng ty Young-Il Pharm.
Co., Ltd. diang k¥, trong Quyét dinh ghi théng tin v& nha sin xudt thi nhat 1a
“Korea Prime Pharm. Co., Ltd.", dia chi tai "865-1, Dunsan-ri, Bongdong-eup.
Wanju-gun, Chonbuk, Korea™ nay b6 sung théng tin vé nha san xudt thit nhét la
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“Korea Prime Pharm. Co., Ltd." - "Co s& giit gidy phép san xuét, xay dung tiéu
chuin ch4t luong thanh phdm, cung cp hoat ch4t va t4 duoc theo cong thiic 16
san xuft, gidm s4t qu4 trinh sin xu4t tai nha mdy Union Korea Pharm. Co., Ltd.,
kiém nghiém thanh ph4m, chiu trich nhiém chat lugng san phdm"; thong tin nha
san xudt thi hai 12 “Union Korea Pharm. Co., Ltd.", dia chi tai "5-9, Bangye-ri,
Moonmak-eup, Wonju-si, Gangwon-do, Korea”.

13.2. Thuéc Acid Alendronic Farmoz, SPK: VN-16414-13, do cOng ty
Wuhan Grand Pharmaceutical Group Co., Ltd dang k¥, trong Quyét dinh ghi tén
nha sin xuit 12 “West Pharma - Producoes de Especialidades Farmaceuticas,
S.A” va dia chi nha sin xu4t 12 “Rua Joao de Deus, No 11, Venda Nova, 2700
Amadora, Portugal”; nay dinh chinh tén nha san xudt la “West Pharma -
Produgdes de Especialidades Farmacéuticas, S.A” va dia chi nha san xuét la
“Rua Jodo de Deus, N.° 11, Venda Nova, 2700-486 Amadora, Portugal”.

13.3. Thuéc Korulac Capsule, SDK: VN-16277-13, do cong ty Hana Pharm.
Co., Ltd dang ky, trong Quyét dinh ghi hoat ch4t 1a “Edotolac”; nay dinh chinh
hoat chét 1a “Etodolac™.

13.4. ThuSc Exforge-SDK: VN-16342-13, thu6c Exforge-SDK: VN-16343-
13 va thu6c Exforge-SDK: VN-16344-13, do céng ty Novartis Pharma Services
AG dang kY, do sai s6t chia cong ty trong viéc chudn bi t& tém tit vé sin phim
nén trong Quyét dinh ghi quy céch déng géi 1a “hop 1 vi x 14 vién”; nay dinh
chinh quy c4ch déng géi 1a “hp 2 vi x 14 vién”.

13.5. ThuSc Unitoba-D, SPK: VN-16405-13, do c6ng ty Unimed
Pharmaceuticals Inc ding k¥, trong Quyét dinh ghi ham lugng hoat chét trong
méi lo 5Sml 13 “Tobramycin 15mg; Dexamethasone 1mg”; nay dinh chinh ham
lugng hoat chat trong méi lo 5ml 12 “Tobramycin 15mg; Dexamethasone 5mg”.

13.6. Thuéc Diflazone 150mg, SPK: VN-16234-13 do Céng ty TNHH
thuong mai Nam Déng dang ky, trong Quyét dinh ghi tén thuéc l1a “Diflazone
150mg’; nay dinh chinh tén thu6c 12 “Diflazon 150mg”. '

13.7. Thudc Zecard-50, SDK: VN-16339-13 do cong ty Micro Labs Limited
dang k¢, do sai s6t clia cong ty trong viéc chudn bi t& tém tit vé sin phdm nén
trong Quyét dinh ghi quy c4dch déng géi 1a “hop 1 vi x 10 vién”; nay dinh chinh
quy c4ch déng géi 12 “hop 3 vi x 10 vién”.

13.8. Thudc Potassium Chloride Proamp 0.10g/ml, SDK: VN-16303-13, do
cong ty Laboratoire Aguettant S.A.S dang k¥, trong Quyét dinh ghi dia chi nha
san xu4t 12 “Parc Scientifique Tony Garnier, 1 rue Alexander Fleming, 69007-
Lyon-France”; nay dinh chinh dia chi nha san xuft 12 “Lieu-dit “Chantecaille”,
07340 Champagne-Serrieres, France”.

13.9. Thuéc Bestop, SPK: VN-16209-13, do Cong ty TNHH Dugc phdm
Hoang Chuong dang ky, trong Quyét dinh ghi: hoat chat, ham luong la
“Ciprofloxacin (du6i dang Ciprofloxacin Hydrochloride), tén va dia chi nha sin
xuidt 12 “Ahn gook Pharmaceutical Co., Ltd.; dia chi 903-2, Shangsin-ri,
Hyangnam-myeon, Hwaseong-si, Gyeonggi-do, Korea”; nay dinh chinh: hoat
chat, ham lugng 1a “Ciprofloxacin 500mg (du6i dang Ciprofloxacin
hydrochloride), tén va dia chi nha san xu4t 1a “Ahngook Pharmaceutical Co.,
Ltd.; dia chi 903-2, Sangsin-ri, Hyangnam-myeon, Hwaseong-si, Gyeonggi-do,
Korea”. '
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13.10. Thu6c Horompelin injection, SDK: VN-16299-13, do céng ty Kwan
Star Co., Ltd. ding k¥, do sai sét clia cong ty trong viéc chudn bi t& tém tét vé
san phdm nén trong Quyét dinh ghi tén thubc 12 “Horompelin injection”; nay
dinh chinh tén thudc 12 “Horompelin injection “Oriental” .

13.11. Thu6c Aminol RF Injection “S.T”, SDK: VN-16301-13, do cong ty
Kwan Star Co., Ltd. ding k¥, do sai sét clia cng ty trong viéc chudn bi t& tém
tit vé san phdm nén trong Quyét dinh ghi ham lugng 1a “L-Isoleucine
1,44mg/200ml; L-Lysine acetate 2,31mg/200ml; L-Methionine 2,25mg/200ml;
L-Phenylalanine 2,25mg/200ml; L-Threonine 1,03mg/200ml; L-Tryptophan
510mg/200ml; L-Valine 1,64mg/200ml; L-Histidine 1,12mg/200ml; L-Leucine
2,25mg/200ml”; nay dinh chinh ham luong l1a “L-Isoleucine 1.440mg/200ml; L-
Lysine acetate 2.310mg/200ml; L-Methionine 2.250mg/200ml; L-Phenylalanine
2.250mg/200ml; L-Threonine 1.030mg/200ml; L-Tryptophan 510mg/200ml; L-
Valine  1.640mg/200ml;  L-Histidine 1.120mg/200ml;  L-Leucine
2.250mg/200ml”.

13.12. Thuéc Bagocit 20, SDK: VN-16306-13, do céng ty Laboratorios Bago
S.A ding ky, trong Quyét dinh ghi: dia chi nha san xuit 12 “Bernardo de
Irogoyen No. 248 Buenos Aires”, han dung 12 “24 thang”; nay dinh chinh: dia
chi nha sin xu4t 1a “Calle 4 No 1429, La Plata Buenos Aires, Argentina”, han
dung 12 “36 thing”.

13.13. ThuSc Lipofundin MCT/LCT 10%, SPK: VN-16130-13, do cbng ty
B.Braun Medical Industries Sdn. Bhd. ding ky, trong Quyét dinh ghi: thudc 1a
“Lipofundin MCT/LCT 10% E”, dia chi céng ty ding k¥ 1a “11900 Bayan Lepas,
Penang”, dia chi nha san xuét 12 “34209 Melsungen or Carl - Braun - Strasse 1,
34012 Melsungen”, dang bao ch€ la “nhii dich tiém truyén”, quy céch déng géi
12 “Chai 100ml; 250ml; 500ml”; nay dinh chinh: tén thu6c la “Lipofundin
MCT/LCT 10%”, dia chi cong ty ding ky 12 “Bayan Lepas Free Industrial Zone,
P.O. Box. 880, 10810, Penang, Malaysia”, dia chi nha san xu4t 1a “Carl - Braun -
StraBe 1, 34212 Melsungen”, dang bao ché 1a “nhii tuong tiém truyén”, quy céch
déng géi 12 “Hop 10 chai thay tinh x 100ml; 250ml; 500ml”.

13.14. Thu6c Lipofundin MCT/LCT 20%, SPK: VN-16131-13, do cong ty
B.Braun Medical Industries Sdn. Bhd. dang ky, trong Quyét dinh ghi: tén thudc
1a “Lipofundin MCT/LCT 20% E”, dia chi céng ty dang ky la “11900 Bayan
Lepas, Penang”, dia chi nha san xuit 1a “34209 Melsungen or Carl - Braun -
Strasse 1, 34012 Melsungen”, dang bao ché 1a “nhii dich tiém truyén”, quy céch
déng géi 12 “Chai 100ml; 250ml; 500ml”; nay dinh chinh: tén thu6c la
“Lipofundin MCT/LCT 20%", dia chi cong ty ding ky l1a “Bayan Lepas Free
Industrial Zone, P.O. Box. 880, 10810, Penang, Malaysia”, dia chi nha san xuit
12 “Carl - Braun - Strafe 1, 34212 Melsungen”, dang bao ch€ la “nhi tuong tiém
truyén”, quy cdch déng géi 1a “Hop 10 chai thiy tinh x 100ml; 250ml; 500ml™.

13.15. Thu6c Drosperin, SDK: VN-16308-13 do c6ng_ty Laboratorios
Recalcine S.A. diang k¥, do sai s6t clia céng ty trong viéc chudn bi t& tém tit vé
san ph4m nén trong Quyét dinh ghi qui cich déng géi 1a “hop 2 vi x 14 vién™;
nay dinh chinh qui cdch déng géi 12 “hop 1 vi x 28 vién”.

13.16. Thu6c D-lor, SPK: VN-16273-13do cong ty Global Pharma
Healthcare Pvt.. Ltd dang k. do sai sét ctia cong ty trong viéc chufin bi t& tém
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tit vé san phdm nén trong Quyét dinh ghi quy cdch déng géi 12 “hép 1 vi x 10
vién”; nay dinh chinh quy cédch déng géi 1a “hop 10 vi x 10 vién” va “hép I16n
chita 10 hép nho x 1 vi x 10 vién”.

14. Quyét dinh s6 14/QD-QLD ngay 18/01/2013 ctia Cuc trudng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 22 thu6c nuéc ngoai (thude cé hoat chit, phéi
hop hoat chat, dang bao ché 14n ddu dang ky tai Viét nam - s6 diang ky cé hiéu
luc 02 nam) dugc cdp s6 dang k¥ luu hanh tai Viét Nam, dot 80:

14.1. Thu8c Sympal inject, SDK: VN2-28-13 do cong ty Berlin Chemie AG
(Menarini Group) ding ky, do sai sét clia cong ty trong viéc chudn bi t& tém tit
vé san phdm nén trong Quyét dinh ghi dia chi nha sin xu4t 1 “Via Rosolino Pilo
n.4 50131 Florence - Italy”; nay dinh chinh dia chi nha san xu4t la “Via Sette
Santi, 3 50131 Florence, Italy”.

Cuc Quan ly Dugc théng bdo dé cic don vi biét./.

Noi nhdn: CUC TRUGKG
- Nhu trén; '
- Bo truomg Nguyén Thi Kim Tién (dé b/c);

- Cuc Quan y - B Quéc phong, Cuc Y t€ - B6 Cong an;

- Cuc Y t€ Giao théng van tdi - B6 Giao théng vén tai;

- Téng cuc Hai quan - B9 Tai chinh;

- Bao hiém X3 hoi Viét Nam;

- Vu Phép ch€, Cuc Quan ly Y, Dugce ¢ truyén, Cuc Quan ly Khim,

chita bénh - B6 Y t&, Thanh tra Bo Y t&;

- Vién KN thudc TW, Vién KN thudc TP. HCM; S
- Téng Cong ty Duge VN; -

- Cic Bénh vién & Vién c6 giudng bénh truc thudc Bo Y t&; Truong Quéc Cudng
- Website Cuc QLD, Tap chi Dugc & MP, P. QLKD Duoc;

- Luu: VP, DK(10).



