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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGQC Poc lap - Tu do - Hanh phiic
S6 U364 /QLD-DK Ha N¢i, ngay 48 thdang 44 ndm 2015
V/v dinh chinh quyét dinh c&p SDK

CuC Y. TE GIAQ THOF G \AN TAL

thu6cnu0¢ngoal, ((\N( VAN !\] N

-7 Kinh gti: - S&'Y t€ céc tinh, thanh ph6 tryc thu¢c Trung wong; 7 ( -11- 2015
W - Céc cong ty ding k¥ ¢6 thudc duoc dinh chinh
So:... »gz 09‘?

Cuc Quan 1y dugc thong bdo di€u chinh mot s ndi dung trong cac Quyet dinh
cp s6 dang ky thudc nudc ngoai nhu sau:

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

1.1. Thuéc Lowpain, SDK: VN-13232-11, do cong ty Laboratorios Recalcine
S.A dang ky, trong Quyét dinh ghi quy cach déng g6i 1a “Hop 01 vi X 10 vién nén”,
nay dinh chinh 12 “Hop 10 vi x 10 vién nén”.

2. Quyét dinh s6 338/QD-QLD ngay 07/09/2011 cta Cuc trudng Cuc Quan 1y duge
cong bd 498 tén thudc nude ngoai duge phép luu hanh tai Viét Nam, dot 74:

2.1. Thudc Litapitam Granules for Oral Solution 2400 mg “LITA”, SDK: VN-
13886-11, do cong ty Taiwan Biotech Co., Ltd ding ky, trong Quyét dinh ghi dia chi
nha san xuit 1a “No. 906, Sec. 1, Chung-Shan Road, Ta-Chin Cheng, Taichung
Hsien - Taiwan”, nay dinh chinh 12 “No. 906, Sec. 1, Chung-Shan Road, Ta-Chia
Cheng, Taichung Hsien — Taiwan”.

3. Quyét dinh s6 21/QD-QLD ngay 12/01/2012 ctia Cuc truéng Cuc Quan 1y Dugc
v€ viéc ban hanh danh muc 463 tén thu6c nuéc ngoai dugc phép luu hanh tai Viét
Nam, dot 76:

3.1 Thuoc Panataxel 30mg sé ding ky VN-14726-12 va thudc Panataxel
100mg s6 ding ky VN-14725- 12 do Laboratorios Bago S.A déng ky, trong Quyet
dinh ghi tén co s& déng gbi va xudt xudng 14 "Bioprofarm S.A", dia chi nha san xuét
la "Palpa 2878 Ciudad Autonoma de Buenos Aires, Argentina" nay dinh chinh tén
co s& dong gbi va xuit xudng 13 "Bioprofarma S.A", dia chi nha san xut 13 "Palpa
2870 Ciudad Autonoma de Buenos Aires, Argentina "

3.2. Thuéc RL, SDK: VN-14507-12, do cong ty Claris Lifesciences Limited
dang ky, trong Quyét dinh ghi thanh phdn chinh, ham lugng 14 "Sodium Lactate,
1,6g/500ml", nay dinh chinh thanh phin, ham lugng 1a "Sodium Lactate 1,6g/500ml,
Sodium Chloride 3,0g/500ml, Potassium Chloride 0,2g/500ml, Calcium Chloride
0,135g/500ml".

4. Quyét dinh s6 92/QD-QLD ngay 22/03/2012 ctia Cyc trudng Cuc Quan 1y Duge
v€ viéc ban hanh danh muc 297 tén thuéc nuéc ngoai duoc phép lwu hanh tai Viét
Nam, dot 77:

4.1. Thuéc Tracutil, SDK: VN-14919-12, do cong ty B.Braun Medical
Industries Sdn. Bhd. dang k¥, trong Quyét dinh ghi thanh phdn ham luong 1a céc
mudi: sit chlorid, kém chlorid, mangan chlorid, déng chloridm crom chlorid, natri
selenit, kali iodid,... nay dinh chinh thanh phdn ham lugng 1a sit chlorid, kém
chlorid, mangan chlorid, déng chlorid crom chlorid, natri selemt kali iodid, natri
molybdat, natri fluorid.

5. Quyét dinh s6 164/QD-QLD ngay 22/06/2012 cia Cuc trudng Cuc Quan 1y Duoc
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vé€ viéc ban hanh danh muc 517 thudc nudc ngoai dugc cdp s6 dang ky luu hanh tai
Viét Nam, dot 78: :

5.1. Thudc Yuvita Injection 0,5 mg/ml, SDK: VN-15640-12, do céng ty Taiwan
Biotech Co., Ltd dang ky, trong Quyét dinh ghi dia chi nha san xuit 1a “No. 906,
Sec. 1, Chung-Shan Road, Ta-Chin Cheng, Taichung Hsien - Taiwan”, nay dinh
chinh 1a “No. 906, Sec. 1, Chung-Shan Road, Ta-Chia Cheng, Taichung Hsien -
Taiwan”.

6. Quyét dinh s6 13/QD-QLD ngay 18/01/2013 ctia Cuc trudng Cuc Quan 1y Dugc
vé viéc ban hanh danh muc 330 thu6c nudc ngoai dugc phép luu hanh tai Viét Nam,
dot 80:

6.1. Thuéc Lipofundin MCT/LCT 10%, SPK: VN-16130-13, do coéng ty
B.Braun Medical Industries Sdn. Bhd. dang k¥, trong Quyét dinh ghi dia chi nha sén
xudt ]a Carl-Braun-Strale 1, 34012 Melsungen - Germany, nay dinh chinh Pia chi
nha san xuat 12 Carl-Braun-Strafle 1, 34212 Melsungen - Germany.

6.2. Thuéc Lipofundin MCT/LCT 20%, SDK: VN-16131-13, do céng ty
B.Braun Medical Industries Sdn. Bhd. dang ky, trong Quyét dinh ghi dia chi nha sén
xudt 1a Carl-Braun-Strae 1, 34012 Melsungen - Germany, nay dinh chinh Dia chi
nha san xudt 14 Carl-Braun-Strafle 1, 34212 Melsungen - Germany.

7. Quyét dinh s6 66/QP-QLD ngay 01/4/2013 ctia Cuc trudng Cuc Quan 1y Dugc vé
viéc ban hanh danh muc 121 thudc nuéc ngoai duge phép luu hanh tai Viét Nam, dot
81:

7.1.Thubc Seosaft Inj. 1g, sb ding ky VN- 16496-13 do Il Hwa Co., Ltd.
(Korea) déng ky, do sai st ciia cong ty trong t& tém tit san phim, trong Quyet dinh
ghi tén nha san xuét 14 "Kyongbo Pharm. Co., Ltd." nay dinh chinh tén nha san xuét
1a "Kyongbo Pharmaceutical Co., Ltd."

8. Quyét dinh s6 184/QD-QLD ngay 05/7/2013 cta Cuc trudng Cuc Quan 1y Duoc
v€ viéc ban hanh danh muc 382 thudc nudc ngoai duge cép s& dang ky luu hanh tai
Viét Nam, dot 82:

8.1.Thudc Nacadio Plus Film Coated Tablet, SDK: VN-16703-13 do cong ty
TNHH Dugc phdm Nhét Anh ding k¥, trong Quyét dinh ghi tén thu6c 12 Nacadio
Plus Film Coated Tablet; nay dinh chinh tén thudc 1a Nacardio Plus Film Coated
Tablet.

8.2.Thudc Destacure, SDK: VN-16773-13 do cong ty Gracure Pharmaceuticals
Ltd dang ky, trong Quyét dinh ghi dia chi cong ty dang ky 1a E-1105, Industrial
Area, Phase-III, Bhiwadi Distt. Alwar (Raj.), India ; nay dinh chinh dia chi cong ty
dang ky 12 E-1105, Industrial Area, Phase-III, Bhiwadi Alwar (Rajasthan), India.

8.3.Thudc Ceftriaxone Gerda 1g/100ml, SDK: VN-16696-13 do cong ty TNHH
Dugc pham Huy Cudng ding ky, do sai s6t clia cong ty trong viéc chuén bi t& théng
tin sin phdm nén trong Quyét dinh ghi dia chi nha san xudt 1a Carretera de
Barcelona 135 B Cerdanyola del Valles, 08290, Barcelona, Spain; nay dinh chinh dia
chi nha san xuidt 1a Cira. de Barcelona 135-B 08290 Cerdanyola del Valles,
Barcelona, Espagne.

8.4. Thudc Lucentis, SDK: VN-16852-13, do céng ty Novartis Pharma Services
AG dang ky, trong Quyét dinh ghi quy cdch déng géi 1a “Moét hop chira 1 1o 0,23ml;
Dung dich tiém.”, nay dinh chinh 12 “Mot hop chita 1 1o 0,23ml, 1 kim loc dé rit
thudc trong lo, 1 k1m tiém trong dich kinh, 1 6ng tiém dé it thudc trong lo va tiém
trong dich kinh”.

9. Quyét dinh s& 261/QD-QLD ngay 01/10/2013 ciia Cuc trudng Cuc Quén 1y Dugc
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vé viéc ban hanh danh muc 268 thuéc nuéc ngodi dugc cép s6 ding ky luu hanh tai
Viét Nam, dot 83:

9.1. Thu6c Tenofovir Disoproxil - fumarate/ Efavirenz/ Emtricitabine 300mg/
600mg/ 200mg, SPK: VN-16947-13 do MI Pharma Private Limited dang kY, trong
Quyét dinh ghi tén thubc 12 “Tenofovir Disoproxil fumarate/ Efavirent/Emtricitabine
300mg/600mg/200mg”, nay dinh chinh tén thudc 1a “Tenofovir Disoproxil fumarate/
Efavirenz/Emtricitabine 300mg/600mg/200mg”.

10. Quyét dinh s6 419/QD-QLD ngay 27/12/2013 cha Cuc trudng Cuc Quéan ly
Dugc vé viéc ban hanh danh muc 423 thuéc nuéc ngoai dugc cdp s6 ding ky Iuu
hanh tai Viét Nam, dot 84:

10.1. Thu6c Water for injection B.Braun, SDK: VN-17260-13, do cong ty
B.Braun Medical Industries Sdn. Bhd. dang k¥, trong Quyét dinh ghi dia chi nha san
xudt 1a Carl-Braun-Strasse 1, 34212 Melsungen - Germany, nay dinh chinh Dia chi
nha san xudt 1a Carl-Braun-StraBe 1, 34212 Melsungen - Germany.

10.2. Thu6c Thién sit thanh ph&, SDK: VN-17604-13 do cong ty Tianjin Tasly
Group Co., Ltd. dang k¥, trong Quyét dinh ghi tén cong ty sin xudt 14 Tianjin Tasly
Pharmaceutical Co., Ltd., nay dinh chinh tén coéng ty sin xuft Ia Tasly
Pharmaceutical Group Co., Ltd .

10.3. Thu6c Quirex, SDK: VN-17549-13, do cong ty Pharmaunity Co., Ltd.
dang ky, trong Quyét dinh ghi thanh phdn chinh-him luong 13 Citicolin natri
500mg/2ml, nay dinh chinh thanh phén chinh-ham luong 12 Mbi 6ng (2ml) chia
Citicoline sodium twong duong 500mg Citicolin.

10.4.ThuSc Hanavizin, SDK: VN-17550-13 do céng ty Pharmaunity Co., Ltd
dang ky, trong Quyét dinh ghi dia chi nha sdn xut 1a # 904-3, Sangshin-Ri,
Hyangnam-Myun, Hwangsung-Si, Kyunggi-Do, Korea, nay dinh chinh dia chi nha
san xudt 1a # 904-3, Sangshin-Ri, Hyangnam-Myun, Hwasung-Si, Kyunggi-Do,
Korea.
11.Quyét dinh s6 294/QD-QLD ngay 12/6/2014 clia Cuc trudng Cuc Quéan 1y Duoc
v€ viéc ban hanh danh muc 322 thuc nuéc ngoai dugc cép sO dang ky lvu hanh tai
Viét Nam, dot 86:

11.1.Thudc Vastanlupi, s ding ky VN-18012-14 do Lupin Limited (India)
ding ky, trong Quyét dinh ghi dia chi nhi san xuét 1a "Village Sikandarpur
Bhainswal, Roorkee-Dehradoon Highway, Bhagwanpur, Roorkee, District
Haridwar, Uttarakhand 247661", nay dinh chinh dia chi nha san xuit 1a "Village
Sikandarpur Bhainswal, Roorkee-Dehradun Highway, Bhagwanpur, Roorkee, Distt.
Haridwar, Uttarakhand 247661, India”
12.Quyét dinh 8 536/QD-QLD ngay 19/9/2014 ctia Cuc trudng Cuc Quan 1y Dugc
vé viéc ban hanh danh muc 363 thuc nuéc ngoai duge cép s6 dang ky Ivu hanh tai
Viét Nam, dot 87: ,

12.1. Thuoc Lupipezil, sb ding ky VN-18356-14 do Lupin Limited (India)
ding ky, trong Quyét dinh ghi dia chi nhi san xuit 13 "Village Sikandarpur
Bhainswal, Roorkee-Dehradoon Highway, Bhagwanpur, Roorkee, District
Haridwar, Uttarakhand 247661, India", nay dinh chinh dia chi nha san xut 13
"Village Sikandarpur Bhainswal, Roorkee-Dehradun Highway, Bhagwanpur,
Roorkee, Distt. Haridwar, Uttarakhand 247661, India".

12.2. Thuéc Aminoplasmal B.Braun 5% E, SPK: VN-18161-14, do cong ty
B.Braun Medical Industries Sdn. Bhd. ding ky, trong Quyét dinh ghi thanh phin
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chinh, ham lugng 14 "Isoleucine, Leucine, Lysine hydrochloride, Methionine,
Phenylalanine, Threonine, Tryptophan, Valine, Arginine glutamate, Histidine
hydrochloride monohydrate, Alanine, Glycine, Aspartic Acid, Glutamic Acid,
Proline, Serine, Magnesium acetate tetrahydrate", nay dinh chinh thanh phan, ham
luong 1a "Isoleucine, Leucine, Lysine hydrochloride, Methionine, Phenylalanine,
Threonine, Tryptophan, Valine, Arginine, Histidine, Alanine, Glycine, Aspartic
Acid, Glutamic Acid, Proline, Serine, Tyrosine, Sodium acetate trihydrate, Sodium
chloride, Sodium hydroxide, Potassium acetate, Magnesium chloride hexahydrate,
Disodium phosphate dodecahydrate".

12.3. Thu6c Aminoplasmal B.Braun 10% E, SDK: VN-18160-14, do cong ty
B.Braun Medical Industries Sdn. Bhd. diang ky, trong Quyét dinh ghi thanh phan
chinh, ham lugng 12 "Isoleucine, Leucine, Lysine hydrochloride, Methionine,
Phenylalanine, Threonine, Tryptophan, Valine, Arginine glutamate, Histidine
hydrochloride monohydrate, Alanine, Glycine, Aspartic Acid, Glutamic Acid,
Proline, Serine, Magnesium acetate tetrahydrate", nay dinh chinh thanh phan, ham
luong 1a "Isoleucine, Leucine, Lysine hydrochloride, Methionine, Phenylalanine,
Threonine, Tryptophan, Valine, Arginine, Histidine, Alanine, Glycine, Aspartic
Acid, Glutamic Acid, Proline, Serine, Tyrosine, Sodium acetate trihydrate, Sodium
chloride, Sodium hydroxide, Potassium acetate, Magnesium chloride hexahydrate,
Disodium phosphate dodecahydrate".

12.4. Thudc Nutriflex peri, SDK: VN-18157-14, do cong ty B.Braun Medical
Industries Sdn. Bhd. diang ky, trong Quyét dinh ghi Dia chi nha diang ky 1a Bayan
Lepas free industrial zone, 11900 Bayan Lepas, Pulau Pinang - Malaysia; thanh phén
chinh, ham luong 12 Isoleucine, Leucine, Lysine hydrochloride, Methionine,
Phenylalanine, Threonine, Tryptophan, Valine, Arginine glutamate, Histidine
hydrochloride monohydrate, Alanine, Aspartic Acid, Glutamic Acid, Glycine,
Proline, Serine, Magnesium acetate tetrahydrate, nay dinh chinh Dia chi nha dang ky
la Bayan Lepas free industrial zone, Plot 164, Phase 2, 11900 Bayan Lepas, Pulau
Pinang - Malaysia; dinh chinh thanh phén, ham lugng 14 Isoleucine, Leucine, Lysine
hydrochloride, Methionine, Phenylalanine, Threonine, Tryptophan, Valine, Arginine
glutamate, Histidine hydrochloride monohydrate, Alanine, Aspartic Acid, Glutamic
Acid, Glycine, Proline, Serine, Magnesium acetate tetrahydrate, Sodium acetate
trihydrate, Sodium chloride, Sodium hydroxide, Potassium hydroxide, Potssium
Dihydrogen Phosphate, Glucose monohydrate, Calcium Chloride Dihydrate.

12.5. Thudc Nutriflex plus, SDK: VN-18158-14, do cong ty B.Braun Medical
Industries Sdn. Bhd. dang k¥, trong Quyét dinh ghi Dia chi nha dang ky 1a Bayan
Lepas free industrial zone, 11900 Bayan Lepas, Pulau Pinang - Malaysia; thanh phan
chinh, ham lugng 1a Isoleucine, Leucine, Lysine hydrochloride, Methionine,
Phenylalanine, Threonine, Tryptophan, Valine, Arginine glutamate, Histidine
hydrochloride monohydrate, Alanine, Aspartic Acid, Glutamic Acid, Glycine,
Proline, Serine, Magnesium acetate tetrahydrate, nay dinh chinh Dia chi nha dang ky
12 Bayan Lepas free industrial zone, Plot 164, Phase 2, 11900 Bayan Lepas, Pulau
Pinang - Malaysia; dinh chinh thanh phan, ham lugng 14 Isoleucine, Leucine, Lysine
hydrochloride, Methionine, Phenylalanine, Threonine, Tryptophan, Valine, Arginine
glutamate, Histidine hydrochloride monohydrate, Alanine, Aspartic Acid, Glutamic
Acid, Glycine, Proline, Serine, Magnesium acetate tetrahydrate, Sodium acetate
trihydrate, Sodium dihydrogen phosphate dihydrate, Sodium hydroxide, Potassium
hydroxide, Glucose monohydrate, Calcium Chloride Dihydrate.
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12.6. Thu6c Nutriflex special, SDK: VN-18159-14, do cong ty B.Braun
Medical Industries Sdn. Bhd. ding k¥, trong Quyét dinh ghi Pia chi nha ding ky 1a
Bayan Lepas free industrial zone, 11900 Bayan Lepas, Pulau Pinang - Malaysia;
thanh phdn chinh, ham lugng 1a Isoleucine, Leucine, Lysine hydrochloride,
Methionine, Phenylalanine, Threonine, Tryptophan, Valine, Arginine glutamate,
Histidine hydrochloride monohydrate, Alanine, Aspartic Acid, Glutamic Acid,
Glycine, Proline, Serine, Magnesium acetate tetrahydrate, nay dinh chinh Dia chi
nha ding ky 12 Bayan Lepas free industrial zone, Plot 164, Phase 2, 11900 Bayan
Lepas, Pulau Pinang - Malaysia; dinh chinh thanh phdn, ham lugng 13 Isoleucine,
Leucine, Lysine hydrochloride, Methionine, Phenylalanine, Threonine, Tryptophan,
Valine, Arginine glutamate, Histidine hydrochloride monohydrate, Alanine,
Aspartic Acid, Glutamic Acid, Glycine, Proline, Serine, Magnesium acetate
tetrahydrate, Sodium acetate trihydrate, Sodium hydroxide, Potssium Dihydrogen
Phosphate, Potassium hydroxide, Glucose monohydrate, Calcium Chloride
Dihydrate.

12.7. Thu6c Minirin Melt Oral Lyophilisate 120 mcg, SDK: VN-18300-14 va
thudc Minirin Melt Oral Lyophilisate 60 mcg, SDK: VN-18301-14 do cong ty
Ferring Pharmaceutical Ltd. diang ky, trong Quyét dinh ghi nha san xuét 1a Catalen
U.K. Swindon Zydis Limited nay dinh chinh nha san xu4t 1a Catalent U.K. Swindon
Zydis Limited.

12.8. Thudc Pricefil, SDK: VN-18238-14 do cong ty TNHH Dugc Tam Dan
dang k¢, trong Quyét dinh ghi tén cong ty dang k¥ 1a “Cong ty TNHH Dugc Phim
Tam Dan”; nay dinh chinh tén cong ty ding k¥ 12 “Cong ty TNHH Dugc Tam Dan”.
13.Quyét dinh s& 678/QD-QLD ngay 08/12/2014 cuia Cuc trudng Cuc Quan 1y Duge
v€ viéc ban hanh danh muc 100 thudc nuéc ngoai duge cip s6 dang ky Iuu hanh tai
Viét Nam, dot 88:

13.1. Thu6c Foracort 200 Inhaler, SDK: VN-18504-14 do cong ty Cipla Ltd.
dang k¥, trong Quyét dinh ghi tén va ham lugng hoat chét 12 "Formoterol fumarate
dehydrate 6,6 mcg/nhét; Budenosie 200 mcg/nhat"; nay dinh chinh tén va ham lugng
hoat ch4t 1a "Formoterol fumarate dehydrate 6 mcg/nhét; Budenosie 200mcg/nhat".
14.Quyét dinh s§ 675/QD-QLD ngay 08/12/2014 cta Cuc trudng Cuc Quan 1y Dugc
vé€ viéc ban hanh danh muc 01 thudc nudc ngoai (thude trénh thai - s6 dang ky c6
hiéu Iyc 02 nam) dugc cdp sd dang ky luu hanh tai Viét Nam - Dot 88:

14.1.Thu6¢c Mercifort, SDK: VN2-312-14 do cong ty Laboratorios S.A. dang
k¥, trong Quyét dinh ghi dang bao ché clia thube 1a “vién nén bao phim”; nay dinh
chinh dang bao ché€ cua thudc 1a “vién nén”.

15. Quyét dinh s8 82/QD-QLD ngay 09/02/2015 ciia Cuc trudng Cuc Quan 1y Dugc
vé€ viéc ban hanh danh muc 213 thu6c nuéc ngoai duge cdp s6 dang ky luu hanh tai
Viét Nam, dot 89:

15.1.Thudc Gincold, s ding ky VN-18656-15, do Korea Prime Pharm. Co.,
Ltd. (Korea) ding ky, trong Quyét dinh ghi dia chi nha san xuédt 1a "100,
Wanjusudan 9-ro, Bongdong-eup, Wanju-Gun, Jeollabuk-do, Korea", nay dinh
chinh dia chi nha san xuét 14 "100, Wanjusandan 9-ro, Bongdong-eup, Wanju-Gun,
Jeollabuk-do, Korea"

15.2.Thu6c Sunoxitol 150, SDK: VN-18769-15 ; Sunoxitol 300, SDK: VN-
18770-15 do Cong ty Sun Pharmaceutical Industries Ltd dang ky, trong Quyét dinh
ghi dang bao ché vién nén, nay dinh chinh dang bao ché 14 vién nén bao phim.

15.3. Thuéc 4.2% w/v Sodium bicarbonate, SDK: VN-18586-15, do cong ty
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B.Braun Medical Industries Sdn. Bhd. dang ky, trong Quyét dinh ghi dia chi nha san
xudt 1a 34209 Melsungen, nay dinh chinh Dia chi nha san xu4t 12 Carl-Braun-Straf3e
1, 34212 Melsungen - Germany.

15.4.Thu6c Progendo 200mg, SDK: VN-18739-15 do Laboratorios Recalcine
S.A. ding ky, do sai sét trong viéc chuén bi t& tém tit san phdm, trong Quyét dinh
ghi dia chi nha san xuft la: “80 Calle No 78B-201 Barranquilla-Alantico-
Colombia”, nay dinh chinh dia chi nha sian xudt 1a: “Street 80 No 78B-201
Barranquilla-Alantico- Colombia”.
16.Quyét dinh s6 84/QD-QLD ngay 09/4/2015 ctia Cuc trudng Cuc Quan 1y Dugc vé
viéc ban hanh danh muc 03 thudc trénh thai dugc cép s6 dang k¥ luru hanh hiéu luc 2
nam, dot 89:

16.1.Thuéc R-Den, SDK: VN2-333-15, do cong ty TNHH Thai Nakorn Patana
Viét Nam ding ky, trong Quyét dinh ghi quy cach déng géi 1a “Hop 24 vi x 28 vién;
hop 50 vi x 28 vién”, nay dinh chinh 12 “Hop 1 vi x 28 vién, hop 1én chita 24 hop
nho. Hop 50 vi x 28 vién”.
17.Quyét dinh s6 270/QD-QLD ngay 26/05/2015 cia Cuc trudng Cuc Quén 1y Duoc
vé€ viéc ban hanh danh muc 178 thu6c nuéc ngoai duge cdp s6 dang ky Iuu hanh tai
Viét Nam, dot 90

17.1.Thudc Risperdal 2mg, sd ding ky VN-18914-15, do Janssen Cilag Ltd
(Thailand) ding ky, trong Quyét dinh ghi dia chi nha san xuét 14 "Via C. Janssen,
04010 Borgo S. Michele, Latina - Italy", nay dinh chinh dia chi nha san xuét 13 "Via
C. Janssen (Loc. Borgo S. Michele) - 04010, Latina, Italy"

17.2.Thubc Ilmagmo 1.5g suspension, s& ding ky VN-18826-15; Il-yang
Almagate 1.0g suspension, sO ding ky VN-18827- 15 do Celltrion pharm, Inc
(Korea) ding ky, trong Quyét dinh ghi tén nha san xuét 1a "Il-Yang Pharma Co.,
Ltd." nay dinh chinh tén nha san xuét 1a "II-Yang Pharm. Co., Ltd.”

17.3.Thudc Neurogab, SDK:VN-18960-15 do cong ty Synmed1c Laboratories
dang ky, trong Quyét dinh ghi tén thu6c 14 Neurogap, nay dinh chinh tén thuéc 1a
Neurogab

17.4.Thu6c Atorcal Tablet, SDK: VN-18880-15 do cong ty TNHH Thuong mai
Dugc phim Péng Phwong ding k¥, trong Quyét dinh ghi han diing 12 36 thing; nay
dinh chinh han ding 1a 24 thang.

17.5.Thudc Heclom, SPK: VN-18856-15 trong Quyét dinh ghi do cong ty
TNHH Dugc Phdm Tam Pan ding k¥; nay dinh chinh tén cong ty dang ky 1a cong
ty TNHH Dugc Tam Dan.

17.6.Thudc Ipratropium Bromide, SDK: VN-18809-15 do APC
Pharmaceuticals & Chemical Limited dang ky, trong Quyét dinh ghi dia chi nha san
xuét 12 “876, NH No. 8, Vill. Hanyala Tal. Matar, Dist. Kheda-387411, Guarat-
India”, nay dinh chinh dia chi nha san xut 1a “876, NH No. 8, Vill. Hariyala, Tal.
Matar, Dist. Kheda-387411, Gujarat- India”.

17.7. Thudc Carazotam, SPK: VN-18857-15; Thu6c Carazotam, SPK: VN-
18858-15; Thudc Pricefil, SPK: VN-18859-15; Thu6c Clidacin/Vianex, SPK: VN-
18860-15 do cong ty TNHH Dugc Tam Pan dang ky, trong Quyét dinh ghi tén cong
ty dang ky 13 “Céng ty TNHH Duoc Phdm Tam Pan”; nay dinh chinh tén cong ty
ding ky 1a “Cong ty TNHH Dugc Tam Dan”.

17.8.Thuéc Colosar-Denk 50/12.5, SPK: VN-18888-15 do cong ty Denk
Pharma GmbH & Co. Kg ding ky, trong Quyét dinh ghi tén thudc 1a Colosar-Denk
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50/12.5, nay dinh chinh tén thudc 12 CoLosar-Denk 50/12.5

17.9.Thuéc Floxaval, SDK: VN-18855-15 do c6ng ty TNHH Duoc Phdm Tam
Pan dang ky, trong Quyét dinh ghi tén cong ty dang ky 1a cong ty TNHH Dugc .
Phdm Tam Dan, nay dinh chinh tén cong ty ding ky 13 cong ty TNHH Dugc Tam
Dan.

17.10.Thudc Neocilor syrup, sb ding ky VN-18873-15, do Incepta
Pharmaceuticals Ltd. ding ky, trong Quyét dinh ghi hoat chét - ham lugng la
"Desloratadine 2,5mg", nay dinh chinh hoat chat - ham lugng la "Desloratadin
2,5mg/5ml"
18.Quyét dinh s6 272/QD-QLD ngay 26/05/2015 ctia Cuc trudng Cuc Quén 1§ Duge
vé€ viéc ban hanh danh muc 15 thuéc nu6c ngoai (thudc cé hoat chit ding ky 14n ddu
- s6 dang ky c6 hiéu luc 02 nam) dugce cdp s6 dang ky luu hanh tai Viét Nam, dot
90:

18.1.Thudc Concerta 18 mg, sb ding ky VN2-362-15, Concerta 27 mg, sc:'> déng
ky VN2-363-15, Concerta 36 mg, sb dang ky VN2-364-15, Concerta 54 mg, sO ddng
ky VN2-365-15 do Janssen Cilag Ltd. (Thailand) dang ky, trong Quyet dinh ghi
"CSXX: Janssen-Ortho LLC", nay dinh chinh 1& "Co s& dong gbi cudi cung va xuat
xudng 16: Janssen-Ortho LLC"

19. Quyét dinh s6 548/QD-QLD ngay 06/10/2015 ctia Cuc trudng Cuc Quan ly
Dugc v€ viéc ban hanh danh muc 400 thu6c nudc ngodi duge c4p s6 diang ky luu
hanh tai Viét Nam - Dgt 91: '

19.1. Thu6c Paciflam, SPK: VN-19061-15 do cong ty TNHH Binh Viét Dic
dang ky, trong Quyét dinh ghi han dung 24 thing, nay dinh chinh han dung 36
thang.

19.2.Thudc Lincopi Inj, SDK: VN-19085-15 do cong ty TNHH DP Hiép Thuan
Thanh ding ky, trong Quyét dinh ghi tiéu chudn 1a nha san xudt va quy cich déng
g6i 1a hop 5 6ng x 10ml, nay dinh chinh tiéu chudn 1a USP35 va quy c4ch déng géi
1a hop 10, 50 6ng x 2ml.

19.3.Thu6c Hugomax Film Coated Tablet, SDK: VN-19146-15 do céng ty
Dong Sung Pharm Co., Ltd diang ky, trong Quyét dinh ghi dia chi nha san xu4t 1a
456-3, Moknae-dong, Danwon-gu, Ansan-city, Gyeonggi-Do, Korea; nay dinh chinh
dia chi nha san xu4t 12 127, Sandan-ro 83Beon-gil, Danwon-gu, Ansan-si, Gyeonggi-
do, Korea.

19.4.Thuéc Momate, SPK: VN-19174-15 do «coéng ty Glenmark
Pharmaceuticals Ltd dang ky, trong Quyét dinh ghi dia chi nha san xu4t 13 Village
Kishanpura, Baddi Nalagarh Road, Tehsil Nalagarh, Distt. Solan, (H.P.)-174101,
India; nay dinh chinh dia chi nha san xu4t 1a (Unit IIT) Village Kishanpura, Baddi
Nalagarh Road, Tehsil Nalagarh, Distt. Solan, (H.P.)-174101, India.

19.5.Thudc Pescef, SDK: VN-19205-15 trong Quyét dinh ghi do cong ty
Kaifeng Yugang Pharmaceutical Co., Ltd d4ng ky; nay dinh chinh tén céng ty dang
ky 1a Kaifeng Pharmaceutical (Group) Co., Ltd ding ky.

19.6. Thu6c Rosepire, SDK: VN-19222-15 do coéng ty Laboratorios Liconsa,
S.A. dang ky, trong Quyét dinh ghi dia chi nha sin xu4t 12 C/La Vallina, s/n -
Poligono Industrial Navatejera, Villaquilambre-24008 Leon, Spain; nay dinh chinh
dia chi nha san xu4t 12 C/La Vallina s/n — P.I. Navatejera 24008 Navatejera (Leon),
Spain.

19.7.Thuéc  Glypressin, SPK: VN-19154-15 do cong ty Ferring
Pharmaceuticals Ltd ding ky, trong Quyét dinh ghi hoat ch4t 1a Terlipressin (duéi
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dang terlipressin acetate) 0,86mg; nay cong bd rd hoat chat 1a Terlipressin (dudi
dang terlipressin acetatelg) 0,86mg.

19.8.ThuSc Anaropin, SDK: VN-19004-15 do coéng ty AstraZeneca Singapore
Pte., Ltd ddng ky, trong Quyét dinh ghi dang bao ché 1a Dung dich tiém ndi tiy mac;
nay dinh chinh dang bao ch€ 1a Dung dich tiém noi tiy mac (duéi mang nhén).

19.9. Thu6c Dermovate Cream, SDPK: VN-19165-15 do cong ty
GlaxoSmithKline Pte., Ltd dang k¥, trong Quyét dinh ghi ham lugng 1a Clobetasol
propionat 0,05%, tén nha san xu4t 1a Glaxo Operation UK Limited va dia chi nha
san xudt 12 Hamire Road, Bamard Castle, Durham, DL12 8DR, United Kingdom;
nay dinh chinh ham lugng 14 Clobetasol propionat 0,05% khéi lugng/khdi lugng),
tén nha san xu4t 1a Glaxo Operations UK Limited va dia chi nha san xu4t 12 Harmire
Road, Barnard Castle, County Durham, DL12 8DT, United Kingdom.

19.10.Thudc Levofloxacin B.Braun Smg/ml, SPK: VN-19009-15 do cong ty
B.Braun Medical Industries Sdn. Bhd. dang ky, trong Quyét dinh ghi dang bao ché 1a
dung dich tiém va dia chi nha san xu4t 1a Ctra. Terrasa, 12108191 Rubi, Barcelona,
Spain; nay dinh chinh dang bao ché 14 dung dich truyén va dia chi nha san xuét 1a
Ctra. De Terassa 121, 08191 Rubi (Barcelona), Spain.

19.11.Thudc Paracetamol B.Braun, SDK: VN-19010-15 do coéng ty B.Braun
Medical Industries Sdn. Bhd. diang ky, trong Quyét dinh ghi tén thudc 12
Paracetamol B.Braun va dia chi nha san xudt 1a Ctra. Terrasa, 12108191 Rubi,
Barcelona, Spain; nay dinh chinh tén thudc 13 Paracetamol B.Braun 10mg/ml va dia
chi nha san xuét la Ctra. De Terassa 121, 08191 Rubi (Barcelona), Spain.

19.12.Thudc Ocfo, SPK: VN-19315-15 va thudc Phildesona, SDK: VN-19316-
15 do cong ty Phil International Co., Ltd. dang 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 xu4t 1a 2-27, Yeongmun-ro, Cheoin-gu, Yongin-si,
Gyeonggi-do, Korea.

19.13.Thudc Arotan, SDK: VN-19078-15 do cong ty TNHH Duogc Phim Tam
Dan dang k¥, trong Quyét dinh ghi chua ghi co s& xuit xudng; nay bd sung co s&
xudt xudng 12 Delorbis Pharmaceuticals Ltd; dia chi: 17 Athinon Street, Ergates
Industrial Area, 2643 Ergates, P.O. Box 28629, 2081 Lefkosia, Cyprus va dinh chinh
tén cong ty dang ky 1a cong ty TNHH Dugc Tam Pan.

19.14.Thudc Eso-DR 40, SDK: VN-19182-15 do cong ty Hetero Labs Limited
ding ky, trong Quyét dinh ghi dang bao ché 1a: vién nén bao tan trong rudt; nay dinh
chinh dang bao ché 1a vién nang bao tan trong rudt.

19.15.Thuéc Pantin 40, SDK: VN-19184-15 do cong ty Hetero Labs Limited
dang k¥, Quyét dinh ghi dia chi nha san xu4t 1a Unit III, 22-110, I.D.A Jeedimetla,
Hyderabad — 500055, India; nay dinh chinh dia chi nha san xuat 1a Unit-V, APIIC
Formulation SEZ, Polepally Village, Jadcherla Mandal Mahaboobnagar District,
India.

19.16.Thuéc Disys, SPK: VN-19121-15 do cong ty TNHH Thuong mai Dugc
phim Péng Phuong dang k¥, trong Quyét dinh ghi quy cdch déng géi 1a hop 3 vi x
10 vién; nay dinh chinh quy cdch déng géi 1a hop 5 vi x 6 vién.

19.17.Thu6c Seretide Evohaler 25/250mcg, SPK: VN-19167-15 do_cong ty
GlaxoSmithKline Pte., Ltd dang k¥, trong Quyét dinh ghi ham lugng la “MBbi lidu xit
chira: Salmeterol (duéi dang Salmeterol xinafoate micronised) 25mceg; Fluticason
propionat (micronised) 250mg”; nay dinh chinh ham lugng la “MSi lidu xit chua:
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Salmeterol (dudi dang Salmeterol xinafoate micronised) 25mcg; Fluticason
propionat (micronised) 250mcg”.

19.18.Thubc Picencal Tablet, sé ding ky VN-19334-15, do Saint Corporation
(Korea) ding ky, trong Quyét dinh ghi hoat chét - ham luong 14 "Calci lactat 271,8
mg; Calci glunat hydrat 240 mg; Calci (dudi dang calci carbonat 240mg) 152,88
mg; Ergocalciferol kho (twong duong Ergocalciferol 100 IU) 0,118 mg", nay dinh
chinh hoat chét - ham lugng 14 "Calci lactat 271,8 mg; Calci gluconat hydrat 240
mg; Calci (dudi dang calci carbonat 240mg) 152,88 mg; Ergocalciferol kho (tuwong
duong Ergocalciferol 100 IU) 0,118 mg".

19.19. Thu6c Maxfecef, SDK: VN-19141-15 do Demo S.A. Pharmaceutical
Industry dang ky, trong Quyét dinh ghi tén va dia chi Cong ty dang ky 132 “Demo
S.A.; dia chi: 21 km National Route Athenes Lamia 14568, Krioneri Athens,
Greece”; tén va dia chi nha san xuét 12 “Demo S.A.; dia chi: 21 km National Road
Athens Lamia 14568 Krioneri, Athens, Greece” nay dinh chinh tén, dia chi Cong ty
dang ky va nha san xudt 1a “Demo S.A. Pharmaceutical Industry ; dia chi: 21* km
National Road Athens-Lamia, 14568 Krioneri Athens, Greece”.

19.20. Thu6c Ephedrine Aguettant 30mg/ml, SPK: VN-19221-15 do
Laboratoire Aguettant S.A.S dang k¥, trong Quyét dinh ghi quy cdch déng géi la
“Hop 01 éng x 01ml”; nay dinh chinh quy céch déng géi 12 “Hop 10 dng x 01ml”.

19.21. Thu6c Cepis-300, SPK: VN-19274-15 do Micro Labs Limited dang ky,
trong Quyét dinh ghi dia chi nha san xu4t 1a “92, Sipcot Hosur 635-126 Tamil Nadu,
India” nay dinh chinh dia chi nha san xuét 13 “Plot No. 121 - 124, K.IL.A.D.B.
Bommasandra Industrial Area, 4th Phase, Anekal Taluk, Bangalore- 560 099, India”.

19.22. Thudc Cravit, SDK: VN-19340-15 do Santen Pharmaceutical Co., Ltd.
ding k¥, trong Quyét dinh ghi tiéu chuédn 12 “NSX” nay dinh chinh tiéu chudn 1a “JP
16”.

19.23. Thu6c Sanlein 0.3, SDK: VN-19343-15 do Santen Pharmaceutical Co.,
Ltd. dang ky, trong Quyét dinh ghi ham lugng hoat chét 1a “15mg/ml” nay dinh
chinh ham lugng hoat chit 1a “15mg/5ml”.

19.24. Thuéc Mannitol Injection, SDK: VN-19082-15 va thudc Sodium Lactate
Ringer ’s Injection, SDK: VN-19084-15 do Céng ty TNHH Dugc pham Hi€p Thuan
Thanh dang ky, trong Quyét dinh ghi tén nha sdn xuit 1a: “Anhui Doulbe-Crane
Pharmaceutical Co., Ltd.”, nay dinh chinh tén nha san xuét 1a: “Anhui Double-Crane
Pharmaceutical Co., Ltd.”

19.25.Thu6éc Metronidazole InJecuon SDK: VN-19083-15 do Coéng ty TNHH
Dugc phdm Hiép Thuan Thanh déng ky, trong Quyét dinh ghi tén va dia chi nha san
xudt la: “Anhui Doulbe-Crane Pharmaceutical Co., Ltd.; dia chi: Wuhu Green-food
Economiv Development Zone, Sanshan Distric, Wuhu City- P.R.- P.R. China”, nay
dinh chinh tén va dia chi nha san xu4t 13: “Anhui Double-Crane Pharmaceutical Co.,
Ltd.; dia chi: Wuhu Green-food Economic Development Zone, Sanshan Distric,
Wuhu City, P.R. China”.

19.26.Thu6c Zyrtec, SDK: VN-19164-15 do GlaxoSmithKline Pte., Ltd. ding
ky, do sai sét trong viéc chudn bi t tém tit san pham, trong Quyét dinh ghi tén hoat
chat la: “Cetirizin hydroclorid”, nay dinh chinh tén hoat chat 1a: “Cetirizin
dihydroclorid”.

19.27.Thu6c Januvia 100mg, SDK: VN-19257-15; Thuéc Januvia 25mg, SPK:
VN-19258-15; ThuSc Januvia 50mg, SPK: VN-19259-15; Thu6c Tienam, SPK:
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VN-19255-15; Thudc Cozaar 50mg, SDK: VN-19256-15; ThuSc Singulair, SDK:
VN-19260-15; Thudc Singulair, SDK: VN-19261-15; Thu6c Singulair, SDK: VN-
19262-15; Thu6c Zocor 10mg, SDK: VN-19263-15; Thu6c Zocor 20mg, SDK: VN-
19264-15; Thudéc Zocor 40mg, SDK: VN-19265-15 do Merck Sharp & Dohme
(Asia) Ltd. dang ky, trong Quyét dinh ghi dia chi co s& déng géi la: “JI. Raya
Pandaan Km 48, Pandaan, Pasuruan, Jawwa Timur, Indonesia”, nay dinh chinh dia
chi co s& déng g6i 1a: “JI. Raya Pandaan Km 48, Pandaan, Pasuruan, Jawa Timur,
Indonesia”.

19.28. Thudc Singulair, SDK: VN-19260-15 do Merck Sharp & Dohme (Asia)
Ltd. dang ky, trong Quyét dinh ghi dang bao ché 1a: “vién nén nhai”, nay dinh chinh
dang bao ch€ la: “vién nén bao phim”.

19.29.Thudc Celestone Tablet, SDK: VN-19270-15 do Merck Sharp & Dohme
(Asia) Ltd. ding ky, do sai s6t trong viéc chuén bi t& tém tit san phdm, trong Quyét
dinh ghi ham lugng hoat chét 1a: “Betamethason 5Smg”, nay dinh chinh ham lugng
hoat chat la: “Betamethason 0,5mg”.

19.30.Thuéc Vexprazole 40, SDK: VN-19369-15 do Vexxa Lifesciences
Pvt.Ltd ding ky, do sai s6t trong viéc chudn bi t& tdm tit sidn phdm, trong Quyét
dinh ghi tén nha san xuit 1a: “Akum Drugs & Pharmaceuticals L.td”, nay dinh chinh
tén nha san xudt 1a: “Akums Drugs & Pharmaceuticals Ltd”.

19.31.Thudc Ipolipid 300, SDK: VN-19245-15 do Medochemie Ltd. dang ky,
trong Quyét dinh ghi dang bao ché€ 1a: “Vién nén bao phim”, nay dinh chinh dang
bao ché€ la: “Vién nang cimg”.

19.32.Thudc Legalon 70 Protect Madaus, SDK: VN-19329-15 do Rottapharm
S.p.A ding ky, trong Quyét dinh ghi hoat chét- ham luong 1a: “Cao khd qua cay ké
stta (twong tmg 70mg Silymarin (DNPH))(dung méi chiét: ethyl acetat) 86,5-93,35
mg”, nay dinh chinh hoat cht- ham luong 1a: “86,5-93,35 mg cao khd qua ciy ké
sita [36-44:1], (twong Uing véi 54,1 mg Silymarin (HPLC), dugc tinh duéi dang
Silibinin (dung méi chiét: ethyl acetat)”.

19.33.Thudc Valiera 1mg, SDK: VN-19224-15 va thudc Valiera 2mg, SDK:
VN-19225-15 do Laboratorios Recalcine S.A. ding ky, do sai sét trong viéc chudn
bi t& t6m tit san pham, trong Quyét dinh ghi tén nha san xudt la: “Laboratorios
Recalcine”, nay dinh chinh tén nha san xu4t l1a: “Laboratorios Recalcine S.A.”.

19.34.Thuéc Progendo 100mg, SPK: VN-19226-15 do Laboratorios Recalcine
S.A. dang ky, do sai sét trong viéc chudn bi t& tém tit sin phdm, trong Quyét dinh
ghi tén san phdm 13 “Progendo 200mg” va dia chi nha san xudt la: “80 Calle No
78B-201 Brranquﬂla—Alanuco- Colombia”, nay dinh chinh tén sin phim la
“Progendo 100mg” va dia chi nha san xudt 1a: “Street 80 No 78B-201 Barranquilla-
Alantico- Colombia”.

19.35.Thudc Moretel, SDK: VN-19063-15 do cong ty TNHH Binh Viét Dic
dang ky, trong Quyét dinh chua ghi co s& xudt xudng, nay b8 sung co s& xust
xudng: AlleMan Pharma GmbH, dia chi: Benzstr.5, 72793 Pfullingen, Germany)

19.36. Thudc Seovice film coated tablet, SDK: VN-19200-15 do cong ty Il Hwa
Co., Ltd ding ky trong Quyét dinh ghi dia chi cong ty dang k}’l la 649-1, Choji-
Dong, Danwon-gu, Ansan-si, Gyeonggi-Do, Korea; dia chi nha san xudt 437 Sutaek-
dong, Guri-shi, Kyonggi-do, Korea, nay dinh chinh dia chi cong ty ding ky 1a
(Sutaek dong), 25, Angol-ro 56 beon-gil, Guri-si, Gyeonggi-do, Korea, dia chi nha
san xudt 13 : 58, Sandan-ro 68 Beon-gil, Danwon-gu, Ansan-si, Gyeonggi-do, Korea.
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19.37 Thuc Cefradine for injection 1g, SDK: VN-19087-15 do Céng ty TNHH
Dugc phdm Hiép Thuan Thanh dang ky, trong Quyét dinh ghi hoat chat Fefradm
(dudi dang hén hop Cefradin va L-Arginin) 1g, dia chi nha sin xudt 1a No. 1,
Xinhua Road, Jining City, Shangdong Province, China, nay dinh chinh .hO@t,Chﬁ\t
Cefradin (dui dang hén hop bot vo khudn Cefradin va L-Arginin) 1g va dia chi nha
san xudt 1a: No. 173 West Taibailou Road, Jining, Shandong, P.R.China.

19.38. ThuSc Ampicillin Sodium and Sulbactam Sodium for Injection 1.5g,
SDK: VN-19086-15 do cong ty TNHH Dugc phdm Hiép Thuan Thanh ding k¥,
trong Quyét dinh ghi dia chi nha san xudt 1a No. 173 Taibailou West Road, Jining,
Shandong, P.R.China nay dinh chinh dia chi nha san xu4t 1a No. 173 West Taibailou
Road, Jining, Shandong, P.R.China.

19.39.Thuéc Efferalgan, SPK: VN-19068-15, do cong ty TNHH DKSH Viét
Nam ding kY, trong Quyét dinh ghi dang bao ché 1a “Bot sui bot dé pha hén dich
udng”, nay dinh chinh 1 “Bot sti bot dé pha dung dich u6ng”.

19.40. ThuSc Efferalgan, SDK: VN-19069-15, do cong ty TNHH DKSH Viét
Nam dang k¥, trong Quyét dinh ghi dang bao ché& 1a “Bot shi bot d€ pha hén dich
uéng”, nay dinh chinh 1a “Bot stii bot dé pha dung dich uéng”.

19.41. Thudc Efferalgan, SDK: VN-19070-15, do cong ty TNHH DKSH Viét
Nam ding kY, trong Quyét dinh ghi dang bao ché 1a “Bot sti bot dé pha hén dich
udng”, nay dinh chinh la “Bot sti bot dé pha dung dich uéng”.

19.42.Thudc Vytorin 10 mg/10 mg, s6 dang ky VN-19266-15; Vytorin 10
mg/20 mg, sb dang ky VN-19267-15;Vytorin 10 mg/40 mg, s6 ding ky VN-19268-
15; do Merck Sharp & Dohme (Asia) Ltd. (Hongkong) dang ky, trong Quyét dinh
ghi tén co s& dong goi 1a "Merck Sharp Dohme Pharma Tbk.", nay dinh chinh tén co
s& dong géi 1a "PT Merck Sharp Dohme Pharma Tbk."

19.43.Thudc Simbex 20/10 mg, SDK: VN-19345-15 do cong ty Searle Pakistan
Limited dang k¥, trong Quyét dinh ghi cong ty ding ky 1a Searle Pakistan Limited,
dia chi 1 Floor N.I.C. Building Abbasi Shaheed Road, P.O. Box 5695 Karachi,
Pakistan va cong ty san xudt 1a Searle Pakistan Limited, dia chi Plot No. F-319,
S.I.T.E Area, Karachi, Pakistan san xuét, nay dinh chinh cong ty ding ky 1a The
Searle Company Limited, dia chi 1* Floor N.I.C. Building, Abbasi Shaheed Road,
Karachi, Pakistan va cong ty san xuat 1a The Searle Company Limited, dia chi Plot
No. F-319, SI.T.E Area, Karachi, Pakistan.

19.44. Thudc Rhitas Nasal Spray, SDK: VN-19339-15 do cong ty Samil Pharm
Co., Ltd. dang kY, trong Quyét dinh ghi hoat chét chinh, him luong 13: Mometason
Furoat 0,5 mcg/liéu xit, nay dinh chinh hoat chat chinh, ham lugng 1a: Mometason
Furoat 50 mcg/li€u xit. .

19.45. Thudc Hodc huong chinh khi, SPK: VN-19364-15 do cong ty Tianjin
Ta’sly Group Co., Ltd. Ping ky, trong Quyét dinh ghi tén thuéc 12 Hoic huong
chinh khi; hoat chat chinh, him lugng 12 “Thuong truat 390,2mg; Trin bi. 390,2 mg;
Ha}z pl:léc (khuong ché€) 390,2 mg; Bach chi. 585,4 mg; Phuc linh. 585,4 mg; Dai
p1.1u0 bl; 585,4 mg; Ban ha 390,2 mg; Sinh khwong 32,9 mg; Cao cam thao. 48,8 mé;
3’1@{1 dau hoac hucmg 0,0039ml ; Tinh diu 14 tia t6 0,”; nay dinh chinh tén thudc 13

Vien hoan giot Hodc huong chinh khi”; thanh phén chinh, ham lugng 14 “Thuong
truat 390,2mg; Tran bi 390,2 mg; Hau phac (khwong ché) 390,2 mg; Bach chi. 585,4
mg; Bach linh 585,4 mg; Pai phic bi 585,4 mg; Ban ha 390,2 mg; Cao cam thé;o
48,8 mg; Tinh dau hoac huong 0,0039ml ; Tinh diu 14 tia t6 0,00195ml.”
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sin lk 9;4?£0Thuéc Tflp(lelllIllil SDK: 'VN-%937\6—1,5 do cOn\g ty Zue!h'g Pharma Pte., Ltd.
Govgc m}:),r s 11311%1 Qu]y)et Inh ghi dia chi nha sdn xudt 12 E.’Agumaldo Highway near
ot I E A ve, Dasmarinas, Cavite, Philippines, nay dinh chinh dia chi nha san
at 1a E. Aguinaldo Highway near cor. Govemnor's Drive, Dasmarinas, Cavite,
Philippines
| 19.47. "Ihuéc Pra.l.mipex 0.25, SBPK: VN-19362-15 do cong ty Sun
Pharma\ceutlce}l Industne’s_ Ltd. dang 1.<3’1, trong Quyét dinh ghi hoat ch4t chinh, ham
}il;ghng 113 ﬁ:Plll”armpexol (dusi dang Pramipexol dihydroclorid monohydrat) 0,25mg, nay
o rrc;g hoat chét chinh, ham lugng 13: Pramipexol dihydroclorid monohydrat
1?.48. :I'hu(‘)'c Copeg’us,.SDK: VN-19153-15 do cong ty F. Hoffmann-La Roche
tLl,ltd dang k¢, trong Quyét dinh ghi han ding 36 théng, nay dinh chinh han ding 48
ang.

19.49 Thubc Toxaxin 250mg Inj, SDK: VN-19311-15 do cong ty Pharmaunity
Co., Ltd Korea ddng ky, trong Quyét dinh ghi tén thudc 12 Toxaxin 250mg Inj, nay
dinh chinh tén thudc 1a Toxaxine 250mg Inj.

19.50.Thu6c Kagiba Soft Capsule, SPK: VN-19312-15 do cong ty
Pharmaunity Co., Ltd Korea ding k¢, trong Quyét dinh ghi dia chi nha san xu4t 1a
901-3 Sangshin-Ri, Hyangnam-eup, Hwaseong-Si, Gyeonggi-Do, Korea, nay dinh
chinh dia chi nha sin xu#t 1a 901-3 Sangsin-Ri, Hyangnam-eup, Hwaseong-Si,
Gyeonggi-Do, Korea

19.51. Thu6c Fonotim Tab, SDK: VN-19310-15 do cong ty Pharmaunity Co.,
Ltd Korea dang ky, trong Quyét dinh ghi dia chi nha san xu4t 1a # 904-3, Sangshin-
Ri, Hyangnam-Myun, Hwangsung-Si, Kyunggi-Do, Korea, nay dinh chinh dia chi
nha san xudt la # 904-3, Sangshin-Ri, Hyangnam-Myun, Hwasung-Si, Kyunggi-Do,
Korea.

19.52. Thudc Levoseren Solution, SDK: VN-19338-15 do cong ty Samil Pharm.
Co., Ltd dang ky, trong Quyét dinh ghi hoat chdt ham lugng Levocetirizin
dihydroclorid 0,375g/75ml, nay dinh chinh hoat chdt ham lugng Levocetirizin
dihydroclorid 0,0375g/75ml.

19.53. Thudc Levoseren, SDK: VN-19337-15 do cong ty Samil Pharm. Co., Ltd
ding ky, trong Quyét dinh ghi qui cdch déng géi 1a hop 1 1o 30 vién, nay dinh chinh
qui cdch déng gbi 1a hop 1 1o 30 vién; hop 1 lo 300 vién.

20. Quyét dinh s6 552/QD-QLD ngay 06/10/2015 clia Cuc trudng Cuc Quan Iy
Duoc vé viéc ban hinh danh myc 21 thuéc nudc ngoai (thudc c6 hoat chat lan dau,
ph6i hop hoat chét 14n ddu hodc dang bao ch€ 14n ddu dang ky tai Viét Nam - s
ding k¢ c6 hiéu Iyc 02 ndm) dugc c&p s6 dang ky luu hanh tai Viét Nam - Dot 91
20.1.ThuSc Sympal, SDK: VN2-405-15 do cong ty A. Menarini Singapore Pte.
Ltd dang k¥, trong Quyét dinh ghi quy céch déng gbi 1a hop 20 g6i; nay dinh chinh
quy cach déng géi 1a hop 10, 20 géi. .
20.2.ThuSc Atrosan, SDK: VN2-411-15 do Cdng ty TNHH DKSH Viét Nam
dang ky, trong Quyét dinh khong ghi dung mo6i chi€t xuat tai muc hoat chat; ghi tén
nha san xuét 1a: “Allpharmed Pharbil Arzneimittel GmbH”, nay dinh chinh ghi Ehéqm
noi dung tai muc hoat chét 1a “dung moi chiét xu4t: ethanol 60% v/v”’ va tén nha san
xudt 1a: “Allphamed Pharbil Arzneimittel GmbH”. , o
21. Quyét dinh s6 554/QD-QLD ngay 06/10/2015 cua Cuc trudng Cuc Quanv ING
Duogc vé viéc ban hanh danh muc 23 thuéc nuéc ngoai (thudc diéu tri ung thu. dapg
k¢ I4n ddu - s6 dang k¥ c6 hiéu lyc 02 nam) dugc c&p s6 dang ky luu hanh tai Viét
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Nale?EtT%}lfic Firmagon, SDK: VN2-383-15 va thube }:irfnagon, SQK: VN%—?‘8AI-
15 do Ferring Pharmaceuticals Ltd. dang ky, trong Quyét dugh \da}‘ngA ba? ché laA bot
pha dung dich tiém dudi da”; nay dinh chinh dang bao ché la bot dong khd pha
dung dich tiém duéi da”. ) ’

g2i.2.Thuéc Norameg, s6 ding ky VN2-375-15; Norameg, sO dAéng ky VN?-
376-15 do Cong ty TNHH Duoc phém Tam Dan ding ky, trong 'Quyet ’d;nhAghl :cen
cong ty ding ky 13 "Cong ty TNHH Dugc phdm T4m Dan" nay dinh chinh tén cong
ty dang ky 1a “Cong ty TNHH Dugc Tam Pan” . )

21.3.Thu6c Sandoz Capecitabin 150mg, SDK: VN2-389-15 va thudc Sandoﬂz
Capecitabin 500mg, SDK: VN-2-390-15 do cong ty Hexal AG déng k}’f, trong QuyAet
dinh ghi tén thudc 1a Sandoz Capecitabin 150mg va Sandoz Capecitabin SOf)mg, tén
nha san xuét 12 Hetero Labs Ltd (Unit-VI); nay dinh chinh tén thu6g 12 Sandoz
Capecitabine 150mg va Sandoz Capecitabine 500mg, tén nha san xuit 12 Hetero
Labs Limited (Unit-VI).

Cuc Quén 1y Dugc thong bdo dé céc don vi biét./.

Noi nhdn: CucC TRUONG
- Nhu trén; s TR

- Bo trudng Nguyén Thi Kim Tién (débfcy, PR

- Thi trudng L Quang Cudng (d€ b/c); 7T

- Cuc Quan y - Bo Quéc phdng, Cuc Y t€ - BY Cong an,
- Cuc Y t€ Giao thong van tii - Bo Giao thong van tai; ;-
- Téng cuc Hai quan - BY Tai chinh;

- Bao hiém Xa hoi Viet Nam; s -

- Vu Phép ché, Cuc Quin 1y Y, Dugc cd truyén, Cuc Quarmly j‘

Kham, chita bénh - BO Y t€, Thanh tra BO Y t€; e

- Vien KN thuéc TW, Vién KN thu6c TP. HCM; ~

" Téng Cong ty Dugc VN: Truong Qudc Cuong

- C4c Bénh vién & Vién c6 giudng bénh truc thugc BO Y t&;
- Website Cuc QLD, Tap chi Duoc & MP, P. QLKD Duogc;
- Lwu: VP, DKT (12).
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