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BQYTE
cue QUAN LY DUQe

S6 £.l364- IQLD-DK
VIv dinh chinh quyet dinh cap SDK

thu6c mroc ngoai

eQNGHoA xA HOI em) NGHiA ~T NAM
DQC l~p - TlJ do - H~b phuc

na N9i, ngay )8 thangAA nam 2015
cue Y TE" GIAO ThONG VAN TAl

C{lN C v.;XN n 1:~N
Kfnh gi'ri: - SaY te cac tinh, thanh ph6 tnrc thuoc Trung tr g; 2 0 -11- 2015

- Cac cong ty dang ky co thu6c diroc dfnh chfnh so,: .t.Q~.i! .
Cue Quan ly diroc thong bao dieu chinh mot s6 noi dung trong cac uye . -

cap s6 dang ky thu6c mroc ngoai nhu sau:
1.Quyet dinh s6 230/QD-QLD ngay 12n/2011 cua Cue tnrong eve Quan ly Diroc
cong b6 639 ten thu6e mroc ngoai dtrcc phep hru hanh tai Viet Nam, dqt 73:

1.1. Thuoc Lowpain, SDK: VN-13232-11, do cong ty Laboratorios Reealcine
S.A dang ky, trong Quyet dinh ghi quy each dong goi la "Hop 01 vi x 10 vien nen",
nay dfnh chfnh la "HOp 10 vi x 10 vien nen". .
2. Quyet dinh s6 338/QD-QLD ngay 07/09/2011 cua Cue tnrong Cue Quan ly duoc
cong b6 498 ten thu6e mroc ngoai duqc phep luu hanh t~ Vi~t Nam, dqt 74:

2.1. Thu6c Litapitam Granules for Oral Solution 2400 mg "LITA", SDK: VN-
13886-11, do c6ng ty Taiwan Biotech Co., Ltd dang ky, trong Quyet d!nh ghi dja chi
nha san xuat Ia "No. 906, Sec. 1, Chung-Shan Road, Ta-Chin Cheng, Taichung
Hsien - Taiwan", nay dinh ehfnh la "No. 906, Sec. 1, Chung-Shan Road, Ta-Chia
Cheng, Taiehung Hsien - Taiwan".
3. Quyet dinh s6 21/QD-QLD ngay 12/01/2012 eua ClJe trubng evc Quan ly Duqe
ve vi~c ban hanh danh mve 463 ten thu6e nuae ngohl duqe phep luu hanh t~ Vi~t
Nam, dot 76:

3.i.Thu6c Panataxel 30mg s6 dang kY VN-14726-12 va thu6c Panataxel
100mg s6 dang kY VN-14725-12 do Laboratorios Bago S.A dang kY, trong Quy8t
dinh ghi ten co sa dong goi va xu~t xuang la "Bioprofarm S.A", dia chi nha san xu~t
la "Palpa 2878 Ciudad Autonoma de Buenos Aires, Argentina" nay dinh ehinh ten
co sa dong goi va xu~t xuang la "Bioprofarma S.A", dia chi nha san xu~t la "Palpa
2870 Ciudad Autonoma de Buenos Aires, Argentina"

3.2. Thu6e RL, SDK: VN-14507-12, do c6ng ty Claris Lifescienees Limited
dang ky, trong Quyet djnh ghi thanh phan chirih, ham luqng la "Sodium Lactate,
1,6g/S00ml", nay dinh ehfnh thanh phan, ham luqng Ia "Sodium Lactate 1,6g/S00ml,
Sodium Chloride 3,Og/SOOml, Potassium Chloride 0,2g!SOOml, Calcium Chloride
0, 13Sg/S00ml" .
4. Quyet dinh s6 92/QD-QLD ngay 22/03/2012 eua evc trubng eve Quan ly Duqe
ve vi~e ban hanh danh mvc 297 ten thu6e nuae ngohl duqe phep luu hanh t~i Vi~t
Nam, dqt 77:

4.1.Thu6e Traeutil, SDK: VN-14919-12, do e6ng ty B.Braun Medical
Industries Sdn. Bhd. dang k9, trong Quyet dinh ghi thanh phan ham luqng Ia cae
mu6i: sAt chlorid, kern ehlorid, mangan chlorid, d6ng chloridm erom chlorid, natri
selenit, kali iodid,... nay dfnh ehfnh thanh phan ham luqng Ia sAt chlorid, kern
chlorid, mangan ehlorid, d6ng chlorid crom ehlorid, natri selenit, kali iodid, natri
molybdat, natri fIuorid.
S. Quyet dinh s6 164/QD-QLD ngay 22/06/2012 eua eve trubng eve Quem ly Duqc

1

I -.



ve viec ban hanh danh muc 517 thu6c mroc ngoai diroc cap s6 dang ky hru hanh tai
Vi~t Nam, dot 78:

5.1. Thu6c Yuvita Injection 0,5 mg/ml, SDK: VN-15640-12, do cong ty Taiwan
Biotech Co., Ltd dang ky, trong Quyet dinh ghi dia chi nha san xuat la ''No. 906,
Sec. 1, Chung-Shan Road, Ta-Chin Cheng, Taichung Hsien - Taiwan", nay dinh
chinh la "No. 906, Sec. 1, Chung-Shan Road, Ta-Chia Cheng, Taichung Hsien -
Taiwan".
6. Quyet dinh s6 13/QD-QLD ngay 18/01/2013 cua Cue tnrong Cue Quan Iy Diroc
ve viec ban hanh danh muc 330 thu6c mroc ngoai diroc phep hru hanh tai Viet Nam,
dot 80:

6.1. Thu6c Lipofundin MCf/LCT 10%, SDK: VN-16130-13, do cong ty
B.Braun Medical Industries Sdn. Bhd. dang ky, trong Quyet dinh ghi dia chi nha san
xuat Ia Carl-Braun-StraJ3e 1, 34012 Melsungen - Germany, nay dfnh chinh Dia chi
nha san xuat la Carl-Braun-Stra13e 1,34212 Melsungen - Germany.

6.2. Thu6c Lipofundin MCf/LCT 20%, SDK: VN-16131-13, do cong ty
B.Braun Medical Industries Sdn. Bhd. dang ky, trong Quyet dinh ghi dia chi nha san
xuat la Carl-Braun-Stra13e 1, 34012 Melsungen - Germany, nay dinh chinh Dia chi
nha san xuat la Carl-Braun-Stra13e 1,34212 Melsungen - Germany.
7. Quyet dinh s6 66/QD-QLD ngay 01/4/2013 cua Cue tnrong Cue Quan ly Diroc ve
viec ban hanh danh muc 121 thu6c mroc ngoai diroc phep lUllhanb ti;liVi~t Nam, dqt
81:

7.1.Thu3c Seosaft Inj. 19, s3 dang Icy VN-16496-13 do II Hwa Co., Ltd.
(Korea) dang kY, do sai s6t cua cong ty trong to t6m t~t san ph§.m, trong QuySt dinh
ghi ten nhit san xu§.t lit "Kyongbo Pharm. Co., Ltd." nay dinh chinh ten nhit san xu~t
lit "Kyongbo Pharmaceutical Co., Ltd."
8. Quyet dinh s6 184/QD-QLD ngay 05n/2013 cua Cl]c truemg Cl]c Quan ly Duqc
ve vi~c ban hanb danh m\lc 382 thu6c nuac ngoru duqc cAp s6 dang ky lUllhilnh ti;li
Vi~t Nam, dqt 82:

8.l.Thu6c Nacadio Plus Film Coated Tablet, SDK: VN-16703-13 do cong ty
TNHH Duqc phfun NhAt Anh dang kY, trong Quyet diM ghi ten thu6c la Nacadio
Plus Film Coated Tablet; nay dfnh chfnh ten thu6c Ia Nacardio Plus Film Coated
Tablet.

8.2.Thu6c Destacure, SDK: VN-16773-13 do cong ty Gracure Pharmaceuticals
Ltd dang ky, trong Quyet diM ghi dia chi cong ty dang ky Ia E-II05, Industrial
Area, Phase-III, Bhiwadi Distt. Alwar (Raj.), India; nay dfnh chinh dia chi cong ty
dang ky la E-II05, Industrial Area, Phase-III, Bhiwadi Alwar (Rajasthan), India.

8.3.Thu6c Ceftriaxone Gerda Ig/100ml, SDK: VN-16696-13 do cong ty TNHH
Duqc phfun Huy CUemgdang kY, do sai sot cua c6ng ty trong vi~c chuan bi to thong
tin san phfun nen trong Quyet diM ghi dia chi nha san xuAt la Carretera de
Barcelona 135 B Cerdanyola del Valles, 08290, Barcelona, Spain; nay dfnh chfnh dia
chi nha san xuAt Ia Ctra. de Barcelona 135-B 08290 Cerdanyola del Valles,
Barcelona, Espagne.

8.4. Thu6c Lucentis, SDK: VN-16852-13, do cong ty Novartis Pharma Services
AG dang ky, trong Quyet diM ghi quy cach dong goi la "M¢t h¢p chua 119 0,23ml;
Dung dich tiem.", nay dfnh chfnh Ia "M¢t h¢p chua 1 190,23ml, 1 kim 19Cd~ nit
thu6c trong 19, 1 kim tiem trong dich kfnh, 1 6ng tiem d~ nit thu6c trong 19va tiem
trong dich kfnh".
9. Quyet diM s6 261/QD-QLD ngay 01/10/2013 cua Cl]c truemg Cl]c Quan 19Duqc
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ve viec ban hanh danh muc 268 thu6c mroc ngoai duoc cap s6 dang Icy hru harm tai
Viet Nam, dot 83:. .

9.1. Thu6c Tenofovir Disoproxil fumarate/ Efavirenz/ Emtricitabine 300mg/
600mg/200mg, SDK: VN-16947-13 do Ml Pharma Private Limited dang ky, trong
Quyet dinh ghi ten thu6c la "Tenofovir Disoproxil fumarate/ Efavirent/Emtricitabine
300mg/600mg/200mg", nay dinh chfnh ten thu6c Ia "Tenofovir Disoproxil fumarate/
Efavirenz/Emtricitabine 300mg/600mg/200mg".
10. Quyet dinh s6 419/QD-QLD ngay 27/12/2013 cua Cue tnrong Cue Quan ly
Diroc ve viec ban hanh danh muc 423 thu6c mroc ngoai diroc cap s6 dang kY 1uu
hanh tai Viet 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 ky, trong Quyet dinh ghi dia chi nha san
xuat la Carl-Braun-Strasse 1, 34212 Me1sungen - Germany, nay dfnh chfnh Dia chi
nha san xuat Ia Car1-Braun-StraBe 1,34212 Melsungen - Germany.

10.2.Thu6c Thien su thanh phe, SDK: VN-17604-13 do cong ty Tianjin Tas1y
Group Co., Ltd. dang ky, trong Quyet dinh ghi ten cong ty san xuat Ia Tianjin Tasly
Pharmaceutical Co., Ltd., nay dinh chfnh ten cong ty san xuat la Tasly
Pharmaceutical Group Co., Ltd

10.3. Thu6c Quirex, SDK: VN-17549-13, do cong ty Pharmaunity Co., Ltd.
dang ky, trong Quyet dinh ghi thanh phan chfnh-ham hrong la Citicolin natri
500mg/2ml, nay dfnh chfnh thanh phan chfnh-ham hrong la M8i 6ng (2ml) chua
Citicoline sodium nrong dirong 500mg Citicolin.

10.4.Thu6c Hanavizin, SDK: VN-17550-13 do cong ty Pharmaunity Co., Ltd
dang ky, trong Quyet diM ghi dja chi nha san xuat 1a # 904-3, Sangshin-Ri,
Hyangnam-Myun, Hwangsung-Si, Kyunggi-Do, Korea, nay dinh chinh dia chi nha
san xuat la # 904-3, Sangshin-Ri, Hyangnam-Myun, Hwasung-Si, Kyunggi-Do,
Korea.
I 1.Quyet diM s6 294/QD-QLD ngay 12/6/2014 cua C\}c truang C\}c Quan 1yDuqc
ve vi~c ban hanh danh m\lc 322 thu6c nuac ngoai dugc cap s6 dang ky lUllhanh t~
Vi~t Nam, dqt 86:

11.1.Thu6c Vastanlupi, s6 dang kY VN-180l2-14 do Lupin Limited (India)
dang kY, trong Quy@t djnh ghi dja chi nha san xu~t 1a "Village Sikandarpur
Bhainswal, Roorkee-Dehradoon Highway, Bhagwanpur, Roorkee, District
Haridwar, Uttarakhand 247661 ", nay dfnh chfnh dja chi nha san xu~t la "Village
Sikandarpur Bhainswal, Roorkee-Dehradun Highway, Bhagwanpur, Roorkee, Distt.
Haridwar, Uttarakhand 247661, India"
12.Quyet diM s6 536/QD-QLD ngay 19/9/2014 cua C\}c truang C\}c Quan ly Duqc
ve vi~c ban hanh danh m\lc 363 thu6c nuac ngoro duqc cap s6 dang ky lUllhanh t~
Vi~t Nam, dqt 87:

12.1. Thu6c Lupipezi1, s6 dang kY VN-18356-14 do Lupin Limited (India)
dang kY, trong Quy@t dinh ghi dja chi nha san xu~t la "Village Sikandarpur
Bhainswal, Roorkee-Dehradoon Highway, Bhagwanpur, Roorkee, District
Haridwar, Uttarakhand 247661, India", nay dinh chfnh dja chi nha san xu~t la
"Village Sikandarpur Bhainswal, Roorkee-Dehradun Highway, Bhagwanpur,
Roorkee, Distt. Haridwar, Uttarakhand 247661, India".

12.2. Thu6c Aminoplasmal B.Braun 5% E, SDK: VN-18161-14, do c6ng ty
B.Braun Medical Industries Sdn. Bhd. dang ky, trong Quyet diM ghi thanh phan
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chfnh, ham hrong la "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 dfnh chfnh thanh phan, ham
hrong 18. "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. dang ky, trong Quyet dinh ghi thanh phan
chfnh, ham Itrong la "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 dfnh chfnh thanh phan, ham
hrong la "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. Thu6c Nutriflex peri, SDK: VN-18157-14, do cong ty B.Braun Medical
Industries Sdn. Bhd. dang ky, trong Quyet dinh ghi Dia chi nha dang ky la Bayan
Lepas free industrial zone, 11900 Bayan Lepas, Pulau Pinang - Malaysia; thanh phan
chfnh, ham hrong la 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 chfnh thanh phan, ham hrong 18. 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. Thu6c Nutriflex plus, SDK: VN-18158-14, do cong ty B.Braun Medical
Industries Sdn. Bhd. dang ky, trong Quyet dinh ghi Dia chi nha dang ky la Bayan
Lepas free industrial zone, 11900 Bayan Lepas, Pulau Pinang - Malaysia; thanh phan
chinh, ham hrong la 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
18. Bayan Lepas free industrial zone, Plot 164, Phase 2, 11900 Bayan Lepas, Pulau
Pinang - Malaysia; dinh chinh thanh phan, ham hrong 18. 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.

4



12.6. Thuoc Nutriflex special, SDK: VN-18159-14, do cong ty B.Braun
Medical Industries Sdn. Bhd. dang ky, trong Quyet dinh ghi Dia chi nha dang ky la
Bayan Lepas free industrial zone, 11900 Bayan Lepas, Pulau Pinang - Malaysia;
thanh phan chfnh, ham hrong la 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; dfnh chinh thanh phan, ham hrong la 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 trlhydrate, Sodium hydroxide, Potssium Dihydrogen
Phosphate, Potassium hydroxide, Glucose monohydrate, Calcium Chloride
Dihydrate.

12.7. Thuoc Minirin Melt Oral Lyophilisate 120 meg, SDK: VN-18300-14 va
thu6c Minirin Melt Oral Lyophilisate 60 meg, SDK: VN-18301-14 do cong ty
Ferring Pharmaceutical Ltd. dang ky, trong Quyet dinh ghi nha san xuat la Catalen
U.K. Swindon Zydis Limited nay dinh chfnh nha san xuat la Catalent U.K. Swindon
Zydis Limited.

12.8. Thuoc Pricefil, SDK: VN-18238-14 do cong ty 1NHH Diroc Tfim Dan
dang I(y, trong Quyet dinh ghi ten cong ty dang ky la "Cong ty 1NHH Diroc Pham
TAmDan"; nay dinh chfnh ten cong ty dang ky la "Cong ty 1NHH Diroc TAmDan".
13.Quyet dinh s6 678/QD-QLD ngay 08/12/2014 cua Cue tnrong Cue Quan ly Diroc
ve viec ban hanh danh muc 100 thuoc mroc ngoai diroc cap so dang ky hru hanh tai
Vi~t Nam, dot 88:

13.1. Thuoc Foracort 200 Inhaler, SDK: VN-18504-14 do cong ty Cipla Ltd.
dang ky, trong Quyet dinh ghi ten va ham luqng ho~t ch~:tIa "Formoterol fumarate
dehydrate 6,6 mcg/nhat; Budenosie 200 mcg/nhat"; nay dfnh chfnh t(!n va ham lugng
ho~t ch~t Ia "Formoterol fumarate dehydrate 6 mcg/nhat; Budenosie 200mcg/nhat".
14.Quyet dinh s6 675/QD-QLD ngay 08/12/2014 cua O;tc trubng O;tc Quan ly Dugc
ve vi~c ban hanh danh mvc 01 thuoc nUDcngoai (thuoc tranh thai - s6 dang ky co
hi~u h;rc02 nam) duqc c~p so dang ky lUllhanh t~i Vi~t Nam - Dqt 88:

14.1.Thuoc Mercifort, SDK: VN2-312-14 do c6ng ty Laboratorios S.A. dang
ky, trong Quyet diM ghi d~g bao che cua thu6c la ''vi(!n nen bao phim"; nay dlnh
chinh d~g bao che cua thuoc la "vi(!n nen".
15. Quyet diM s6 82/QD-QLD ngay 09/02/2015 cua O;tc trubng O;tc Quan ly Dugc
ve vi~c ban hanh danh mlJc 213 thuoc nUDcngoru dugc c~p s6 dang kY lUll hanh t~i
Vi(!t Nam, d<rt89:

. 15.1.Th~6c Gincold, s6 dang kY VN-18656-15, do Korea Prime Pharm. Co.,
Ltd. (Korea) dang kY, trong QuySt dinh ghi dia chi nh:1 san xuftt 1:1 "100,
Wanjusudan 9-ro, Bongdong-eup, Wanju-Gun, Jeollabuk-do, Korea", nay dinh
chinh dia chi nh:1 san xuftt 1:1"100, Wanjusandan 9-ro, Bongdong-eup, Wanju-Gun,
Jeollabuk-do, Korea"

15.2.Thuoc Sunoxitol 150, SDK: VN-18769-15; Sunoxitol 300, SDK: VN-
18770-15 do C6ng ty Sun Pharmaceutical Industries Ltd dang ky, trong Quyet dinh
ghi dc~.ngbao che vi(!n nen, nay dfnh chlnh d~g bao che Ia vi(!n nen bao phim.

15.3. Thuoc 4.2% w/v Sodium bicarbonate, SDK: VN-18586-15, do c6ng ty
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B.Braun Medical Industries Sdn. Bhd. dang ky, trong Quyet dinh ghi dia chi nha san
xuat la 34209 Melsungen, nay dfnh chfnh Dia chi nha san xuat Ia Carl-Braun-Strafe
1,34212 Melsungen - Germany.

15.4.Thu6c Progendo 200mg, SDK: VN-18739-15 do Laboratorios Recalcine
S.A. dang Icy, do sai sot trong viec chuan bi to tom tit san pham, trong Quyet dinh
ghi dia chi nha san xuat la: "80 Calle No 78B-201 Barranquilla-Alantico­
Colombia", nay dinh chfnh dia chi nha San xuat la: "Street 80 No 78B-201
Barranquilla- Alantico- Colombia".
lti.Quyet dinh s6 84/QD-QLD ngay 09/4/2015 cua Cue tnrong Cue Quan ly Diroc v~
viec ban hanh danh muc 03 thu6c tranh thai dtroc cap s6 dang kY hru hanh hieu hrc 2
nam, dot 89:

16.1.Thu6c R-Den, SDK: VN2-333-15, do cong ty TNHH Thai Nakom Patana
Viet Nam dang ky, trong Quyet dinh ghi quy each dong goi la "Hop 24 vi x 28 vien;
hop 50 vi x 28 vien" , nay dfnh chfnh la "Hop 1 vi x 28 vien, hop Ian chua 24 hop
nho, Hop 50 vi x 28 vien",
17.Quyet dinh s6 270/QD-QLD ngay 26/05/2015 cua Cue tnrong Cue Quan ly Diroc
v~ viec ban hanh danh muc 178 thu6c mroc ngoai diroc cap s6 dang ky hru hanh t~i
Vi¢t Nam, dqt 90:

l7.l.ThuBc Risperdal 2mg, sB dang Icy VN-18914-15, do Janssen Cilag Ltd.
(Thailand) dang Icy, trong QuySt dinh ghi dia chi nha san xu~t la "Via C. Janssen,
04010 Borgo S. Michele, Latina - Italy", nay dinh chinh dia chi nha san xu~t la "Via
C. Janssen (Loc. Borgo S. Michele) - 04010 ,Latina, Italy"

l7.2.ThuBc IImagino 1.5g suspension, sB dang Icy VN-18826-15; II-yang
Almagate l.Og suspension, sB dang k:Y VN-18827-15 do Celltrion pharm, Inc
(Korea) dang Icy, trong QuySt dinh ghi ten nha san xu~t la "II-Yang Pharma Co.,
Ltd." nay dinh chinh ten nha san xu~t la "II-Yang Pharm. Co., Ltd."

17.3.Thu6c Neurogab, SDK:VN-18960-15 do c6ng ty Synmedic Laboratories
dang ky, trong Quyet diM ghi ten thu6c la Neurogap, nay dfnh chinh ten thu6c la
Neurogab

17.4.Thu6c Atorcal Tablet, SDK: VN-18880-15 do c6ng ty TNHH Thuong m~i
DuQ'cphfun Bong Phuong dang ky, trong Quyet dinh ghi h~ dung la 36 thang; nay
dfnh chfnh h~ dUng la 24 thang.

17.5.Thu6c Heclom, SDK: VN-18856-15 trong Quyet dinh ghi do c6ng ty
TNHH Duqc Phfim TAmDan dang ky; nay dfnh chinh ten c6ng ty dang ky la cong
ty TNHH Duqc TAmDan.

17.6.Thu6c Ipratropium Bromide, SDK: VN-18809-15 do APC
Pharmaceuticals & Chemical Limited dang ky, trong Quyet diM ghi dia chi nha san
xu~t la "876, NH No.8, VilI. Hariyala, Tal. Matar, Dist. Kheda-387411, Guarat­
India", nay dinh chfnh dia chi nha san xuat Ia "876, NH No.8, Vill. Hariyala, Tal.
Matar, Dist. Kheda-387411, Gujarat- India".

17.7. Thu6c Carazotam, SDK: VN-18857-15; Thu6c Carazotam, SDK: VN-
18858-15; Thu6c PricefIl, SDK: VN-18859-15; Thu6c OidacinNianex, SDK: VN-
18860-15 do c6ng ty TNHH Duqc TAmDan dang ky, trong Quyet diM ghi ten cong
ty dang kY Ia "Cong ty TNHH Duqc Phfun Ta.m Dan"; nay dfnh chfnh ten cong ty
dang ky Ia "C6ng ty TNHH Duqc TAmDan".

17.8.Thu6c Colosar-Denk 50/12.5, SDK: VN-18888-15 do cong ty Denk
Pharma GmbH & Co. Kg dang ky, trong Quyet dinh ghi ten thu6c la Colosar-Denk
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50/12.5, nay dinh chfnh ten thu6e la CoLosar-Denk 50/12.5
17.9.Thu6c Floxaval, SDK: VN-18855-15 do cong ty TNHH Diroc Pham Tam

Dan dang ky, trong Quyet dinh ghi ten cong ty dang ky la cong ty TNHH Diroc .
Pham TAmDan, nay dinh chinh ten cong ty dang ky la cong ty TNHH Diroc TAm
Dan.

17.10.Thu6c Neocilor syrup, s6 dang ky VN-18873-15, do Incepta
Pharmaceuticals Ltd. dang ky, trong Quyet dinh ghi hoat chAt - ham hrong la
"Desloratadine 2,5mg", nay dinh chinh heat chAt - ham hrong la "Desloratadin
2,5mg/5ml"
18.Quyet dinh s6 272/QD-QLD ngay 26/05/2015 cua Cue tnrong eve Quan ly Diroc
v~ viec ban hanh danh muc 15 thu6c mroc ngoai (thu6c c6 hoat chat dang k:Y Ian dAu
- s6 dang k:Y c6 hieu hrc 02 nam) dugc cap s6 dang ky hru hanh tai Viet Nam, dot
90:

18.l.Thu6c Concerta 18 mg, s6 dang kY VN2-362-15, Concerta 27 mg, s6 dang
ky VN2-363-15, Concerta 36 mg, s6 dang kY VN2-364-15, Concerta 54 mg, s6 dang
kY VN2-365-l5 do Janssen Cilag Ltd. (Thailand) dang ky, trong Quy8t dinh ghi
"CSXX: Janssen-Ortho LLC", nay dinh chinh la "Co sa dong goi cu6i cung va xuAt
xtrong 10: Janssen-Ortho LLC"
19. Quyet dinh s6 548/QD-QLD ngay 06/10/2015 cua evc trubng evc Qulm ly
Dugc v~ vi~c ban hanh danh m\lc 400 thu6c nuac ngoai dugc c~p s6 dang ky luu
hanh t~ Vi~t Nam - Dgt 91:

19.1.Thu6c Pacifiam, SDK: VN-19061-15 do c6ng ty TNHH Binh Vi~t Duc
dang ky, trong Quyet dinh ghi h~ dUng 24 thang, nay dinh chinh h~ dung 36
thang.

19.2.Thu6c Lincopi Inj, SDK: VN-19085-15 do c6ng ty TNHH DP Hi~p Thu~
Thanh dang k:Y, trong Quyet dinh ghi tieu ehuan Ia nha san xu~t va quy cach d6ng
g6i la h¢p 5 6ng x 10mI, nay dinh chinh tieu chuan la USP35 va quy cach d6ng g6i
Ia h¢p 10, 50 6ng x 2mI.

19.3.Thu6c Hugomax Film Coated Tablet, SDK: VN-19146-15 do cong ty
Dong Sung Pharm Co., Ltd dang ky, trong Quyet dinh ghi dia chi nha san xu~t Ia
456-3, Moknae-dong, Danwon-gu, Ansan-city, Gyeonggi-Do, Korea; nay dinh chinh
dia chi nha san xu~t la 127, Sandan-ro 83Beon-gil, Danwon-gu, Ansan-si, Gyeonggi­
do, Korea.

19.4.Thu6c Momate, SDK: VN-19174-15 do cong ty Glenmark
Pharmaceuticals Ltd dang ky, trong Quyet dinh ghi dia chi nha san xu~t la Village
Kishanpura, Baddi Nalagarh Road, Tehsil Nalagarh, Distt. Solan, (H.P. )-174101,
India; nay dinh chinh dia chi nha san xu~t Ia (Unit Ill) Village Kishanpura, Baddi
Nalagarh Road, Tehsil Nalagarh, Distt. Solan, (H.P.)-174101, India.

19.5.Thu6c Pescef, SDK: VN-19205-15 trong Quyet diM ghi do e6ng ty
Kaifeng Yugang Pharmaceutical Co., Ltd dang kY; nay dfnh chinh ten cong ty dang
ky la Kaifeng Pharmaceutical (Group) Co., Ltd dang kY.

19.6.Thu6c Rosepire, SDK: VN-19222-15 do c6ng ty Laboratorios Liconsa,
S.A. dang ky, trong Quyet dinh ghi dia chi nha san xu~t la CILa ValIina, sin -
Poligono Industrial Navatejera, Villaquilambre-24008 Leon, Spain; nay dfnh chinh
dia chi nha san xu~t la CILa Vallina sin - P.I. Navatejera 24008 Navatejera (Leon),
Spain.

19.7.Thu6c Glypres sin , SDK: VN-19154-15 do cong ty Ferring
Pharmaceuticals Ltd dang ky, trong Quyet diM ghi ho~t ch~t la Teriipressin (dum
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dang terlipressin acetate) 0,86mg; nay cong b6 ra hoat chat 18. Terlipressin (dum
dang terlipressin acetate1g) 0,86mg.

19.8.Thu6c Anaropin, SDK: VN-19004-15 do cong ty AstraZeneca Singapore
Pte., Ltd dang IcY, trong Quyet dinh ghi dang bao che la Dung dich tiern noi tuy mac;
nay dinh chinh dang bao ch€ la Dung dich tiem noi niy mac (dum mang nhen).

19.9. Thu6c Dermovate Cream, SDK: VN-19165-15 do cong ty
GlaxoSmithKline Pte., Ltd dang ky, trong Quyet dinh ghi ham hrong 18. Clobetasol
propionat 0,05%, ten nha san xuat 18. Glaxo Operation UK Limited va dia chi nha
san xuat Ia Hamire Road, Barnard Castle, Durham, DL12 8DR, United Kingdom;
nay dinh chinh ham hrong la Oobetasol propionat 0,05% kh6i hrong/khoi hrong) ,
ten nha san xuat la Glaxo Operations UK Limited va dia chi nha san xuat la Harmire
Road, Barnard Castle, County Durham, DL12 8DT, United Kingdom.

19.10.Thu6c Levofloxacin B.Braun 5mg/ml , SDK: VN-19009-15 do cong ty
B.Braun Medical Industries Sdn. Bhd. dang ky, trong Quyet dinh ghi dang bao ch€ 18.
dung dich tiem va dia chi nha san xuat la Ctra. Terrasa, 12108191 Rubi, Barcelona,
Spain; nay dinh chfnh dang bao che la dung dich truyen va dia chi nha san xuat la
Ctra. De Terassa 121,08191 Rubi (Barcelona), Spain.

19.11.Thu6c Paracetamol B.Braun, SDK: VN-19010-15 do cong ty B.Braun
Medical Industries Sdn. Bhd. dang ky, trong Quyet dinh ghi ten thuoc la
Paracetamol B.Braun va dia chi nha san xuat Ia Ctra. Terrasa, 12108191 Rubi,
Barcelona, Spain; nay dfnh chfnh ten thu6c 18. Paracetamol B.Braun 10mg/ml va dia
chi nha san xuat la Ctra. De Terassa 121,08191 Rubi (Barcelona), Spain.

19.12.Thu6c Ocfo, SDK: VN-19315-15 va thu6c Phildesona, SDK: VN-19316-
15 do cong ty Phil International Co., Ltd. dang ky, trong Quy€t dinh ghi dia chi nha
san xuAt la 2-27, Yeongmun-ro, Cheoin-gu, Yongin-si, Gyeongmun-ro, Korea; nay
dfnh chfnh dia chi nha san xuat 18. 2-27, Yeongmun-ro, Cheoin-gu, Yongin-si,
Gyeonggi-do, Korea.

19.13.Thu6c Arotan, SDK: VN-19078-15 do cong ty TNHH Duqc PhAmTfun
Dan dang ky, trong Quyet dinh ghi chua ghi co so xuat xubng; nay b6 sung co sa
xuat xubng la Delorbis Pharmaceuticals Ltd; dia chi: 17 Athinon Street, Ergates
Industrial Area, 2643 Ergates, P.O. Box 28629, 2081 Lefkosia, Cyprus va dfnh chfnh
ten cong ty dang IcY la cong ty TNHH Duqc TAmDan.

19. 14.Thu6c Eso-DR 40, SDK: VN-19182-15 do cong ty Hetero Labs Limited
dang ky, trong Quyet dinh ghi d~g bao che la: vien nen bao tan trong ru¢t; nay dfnh
chfnh d~g bao che la vien nang bao tan trong ru¢t.

19.15.Thu6c Pantin 40, SDK: VN-19184-15 do cong ty Hetero Labs Limited
dang ky, Quyet dinh ghi dia chi nha san xuAt la Unit ill, 22-110, LD.A Ieedimetla,
Hyderabad - 500055, India; nay dfnh chfnh dia chi nha san xuat la Unit-V, APllC
Formulation SEZ, Polepally Village, Iadcherla MandaI Mahaboobnagar District,
India.

19.16.Thu6c Disys, SDK: VN-19121-15 do cong ty TNHH Thuang m~i DuQ'c
phfun Dong Phuong dang ky, trong Quy€t dinh ghi quy cach dong goi la h¢p 3 vi x
10 vien; nay dfnh chfnh quy cach dong goi la h¢p 5 vi x 6 vien.

19.17.Thu6c Seretide Evohaler 25/250mcg, SDK: VN-19167-15 do cong ty
GlaxoSmithKline Pte., Ltd dang ky, trong Quyet dinh ghi ham luqng la "M6i li8u xit
chua: Salmeterol (dum d~g Salmeterol xinafoate micronised) 25mcg; Fluticason
propionat (micronised) 250mg"; nay dfnh chinh ham luqng 18. "M6i li8u xit chua:
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Salmeterol (dum dang Salmeterol xinafoate micronised) 25mcg; Fluticason
propionat (micronised) 250mcg".

19.18.Thu6c Picencal Tablet, s6 dang kY VN-19334-15, do Saint Corporation
(Korea) dang Icy, trong QuySt dinh ghi hoat ch~t - ham hrong hi "Calci lactat 271,8
mg; Calci glunat hydrat 240 mg; Calci (diroi dang calci carbonat 240mg) 152,88
mg; Ergocalciferol kho (tuong dirong Ergocalciferol 100 IV) 0,118 mg", nay dinh
chinh hoat ch~t - ham hrong hi "Calci Iactat 271,8 mg; Calci gluconat hydrat 240
mg; Calci (dum dang calci carbonat 240mg) 152,88 mg; Ergocalciferol kho (tuong
duong Ergocalciferol 100 IV) 0,118 mg".

19.19. Thuoc Maxfecef, SDK: VN-19141-15 do Demo S.A. Pharmaceutical
Industry dang ky, trong Quyet dinh ghi ten va dia chi Cong ty dang ky la "Demo
S.A.; dia chi: 21 km National Route Athenes Lamia 14568, Krioneri Athens,
Greece"; ten va dia chi nha san xuat la "Demo S.A.; dia chi: 21 km National Road
Athens Lamia 14568 Krioneri, Athens, Greece" nay dinh chinh ten, dia chi Cong ty
dang kY va nha san xuat la "Demo S.A. Pharmaceutical Industry; dia chi: 21st km
National Road Athens-Lamia, 14568 Krioneri Athens, Greece".

19.20. Thuoc Ephedrine Aguettant 30mg/ml, SDK: VN-19221-15 do
Laboratoire Aguettant S.A.S dang ky, trong Quyet dinh ghi quy each dong goi la
"H9P 01 6ng x 01ml"; nay dinh chinh quy each dong goi la "H9P 10 6ng x Olml",

19.21. Thuoc Cepis-300, SDK: VN-19274-15 do Micro Labs Limited dang ky,
trong Quyet dinh ghi dia chi nha san xuat la "92, Sipcot Hosur 635-126 Tamil Nadu,
India" nay dfnh chfnh dia chi nha san xuat la "Plot No. 121 - 124, K.I.A.D.B.
Bommasandra Industrial Area, 4th Phase, Anekal Taluk, Bangalore- 560 099, India".

19.22. Thuoc Cravit, SDK: VN-19340-15 do Santen Pharmaceutical Co., Ltd.
dang ky, trong Quyet dinh ghi tieu chuan la "NSX" nay dinh chfnh tieu chuan la "JP
16".

19.23. Thuoc Sanlein 0.3, SDK: VN-19343-15 do Santen Pharmaceutical Co.,
Ltd. dang ky, trong Quyet dinh ghi ham hrong heat chat la "15mg/ml" nay dinh
chinh ham hrong heat chat la "15mg/5ml".

19.24. Thuoc Mannitol Injection, SDK: VN-19082-15 va thuoc Sodium Lactate
Ringer's Injection, SDK: VN-19084-15 do Cong ty TNHH Dugc phfun Hi~p Thu~
Thanh dang Icy, trong Quyet diM ghi ten nha san xuat la: "Anhui Doulbe-Crane
Pharmaceutical Co., Ltd.", nay dinh chinh ten nha san xuat la: "Anhui Double-Crane
Pharmaceutical Co., Ltd."

19.25.Thuoc Metronidazole Injection, SDK: VN-19083-15 do Cong ty TN1lli
Dugc phfun Hi~p Thu~ Thanh dang kY, trong Quyet dinh ghi ten va dja chi nha san
xu~t la: "Anhui Doulbe-Crane Pharmaceutical Co., Ltd.; dja chi: Wuhu Green-food
Economiv Development Zone, Sanshan Distric, Wuhu City- P.R.- P.R. China", nay
dfnh chfnh ten va dia chi nha san xuat la: "Anhui Double-Crane Pharmaceutical Co.,
Ltd.; dia chi: Wuhu Green-food Economic Development Zone, Sanshan Distric,
Wuhu City, P.R. China".

19.26.Thuoc Zyrtec, SDK: VN-19164-15 do GlaxoSmithKline Pte., Ltd. dang
kY, do sai sot trong vi~c chuan bi ta tom t~t san phfun, trong Quyet dinh ghi ten ho~t
chat la: "Cetirizin hydroclorid", nay dinh chinh ten ho~t ch~t la: "Cetirizin
dihydroclorid" .

19.27.Thuoc Januvia 100mg, SDK: VN-19257-15; Thuoc Januvia 25mg, SDK:
VN-19258-15; Thuoc Januvia 50mg, SDK: VN-19259-15; Thuoc Tienam, SDK:
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VN-19255-15; Thu6c Cozaar 50mg, SDK: VN-19256-15; Thu6c Singulair, SDK:
VN-19260-15; Thu6c 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; Thu6c Zocor 40mg, SDK: VN-19265-15 do Merck Sharp & Dohme
(Asia) Ltd. dang ky, trong Quyet dinh ghi dia chi co s6 dong goi la: "IT. Raya
Pandaan Km 48, Pandaan, Pasuruan, Jawwa Timur, Indonesia", nay dinh chfnh dia
chi co s6 dong goi la: "IT. Raya Pandaan Km 48, Pandaan, Pasuruan, Jawa Timur,
Indonesia" .

19.28. Thu6c Singulair, SDK: VN-19260-15 do Merck Sharp & Dohme (Asia)
Ltd. dang ky, trong Quyet dinh ghi dang bao che la: "vien nen nhai", nay dinh chinh
dang bao che la: "vien nen bao phim".

19.29.Thu6c Celestone Tablet, SDK: VN-19270-15 do Merck Sharp & Dohme
(Asia) Ltd. dang ky, do sai sot trong viec chuan bi to' tom tat san pham, trong Quyet
dinh ghi ham hrong hoar chat la: "Betamethason 5mg", nay dinh chinh ham hrong
heat chat Ia: "Betamethason 0,5mg".

19.30.Thu6c Vexprazole 40, SDK: VN-19369-15 do Vexxa Lifesciences
Pvt.Ltd dang ky, do sai sot trong viec chuan bi to' tom tat san pham, trong Quyet
dinh ghi ten nha san xuat la: "Akum Drugs & Pharmaceuticals Ltd", nay dfnh chinh
ten nha san xuat la: "Akums Drugs & Pharmaceuticals Ltd".

19.3l.Thu6c Ipolipid 300, SDK: VN-19245-15 do Medochemie Ltd. dang ky,
trong Quyet dinh ghi dang bao ch€ la: "Vi en nen bao phim", nay dfnh chfnh dang
bao che' la: "Vien nang cirng".

19.32.Thu6c Legalon 70 Protect Madaus, SDK: VN-19329-15 do Rottapharm
S.p.A dang ky, trong Quyet dinh ghi hoat chat- ham hrong la: "Cao kho qua cay kS
sua (nrong img 70mg Silymarin (DNPH))(dung moi chiet: ethyl acetat) 86,5-93,35
mg", nay dfnh chfnh ho~t ch~t- ham luqng Ia: "86,5-93,35 mg cao kho qua cay kS
sua [36-44:1], (tuang lIng vm 54,1 mg Silymarin (HPLC), duqc tfnh dum d~g
Silibinin (dung moi chiSt: ethyl acetat)".

19.33.Thu6c Valiera 1mg, SDK: VN-19224-15 va thu6c Valiera 2mg, SDK:
VN-19225-15 do Laboratorios Recalcine S.A. dang kY, do sai sot trong vi~c chuan
bi to' tom tat san ph~m, trong Quyet dinh ghi ten nha slm xu~t la: "Laboratorios
Recalcine", nay dinh chfnh ten nha san xu~t la: "Laboratorios Recalcine S.A.".

19.34.Thu6c Progendo 100mg, SDK: VN-19226-15 do Laboratorios Recalcine
S.A. dang kY, do sai sot trong vi¢c chuAn bi to' tom tat san ph~m, trong Quyet dinh
ghi ten san ph~m la "Progendo 200mg" va dia chi nha san xu~t la: "80 Calle No
78B-201 Brranquilla-Alantico- Colombia", nay dfnh chfnh ten slm ph~m la
"Progendo 100mg" va dia chi nha san xu~t Ia: "Street 80 No 78B-201 Barranquilla­
Alantico- Colombia".

19.35.Thu6c Moretel, SDK: VN-19063-15 do cong ty TNHH Blnh Vi~t Duc
dang ky, trong Quyet dinh chua ghi cO s6 xu~t xubng, nay b6 sung co s6 xu~t
xubng: AlleMan Pharma GmbH, dia chi: Benzstr.5, 72793 pfullingen, Germany)

19.36. Thu6c Seovice fIlm coated tablet, SDK: VN-19200-15 do cong ty nHwa
Co., Ltd dang Icy trong Quyet dinh ghi dia chi cong ty dang ky la 649-1, Choji­
Dong, Danwon-gu, Ansan-si, Gyeonggi-Do, Korea; dia chi nha san xu~t 437 Sutaek­
dong, Guri-shi, Kyonggi-do, Korea, nay dfnh cmnh dia chi cong ty dang ky la
(Sutaek - dong), 25, Angol-ro 56 beon-gil, Guri-si, Gyeonggi-do, Korea, dia chi nha
san xu~t la: 58, Sandan-ro 68 Beon-gil, Danwon-gu, Ansan-si, Gyeonggi-do, Korea.
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19.37.Thu6c Cefradine for injection 19, SDK: VN-19087-15 do C6n~ ty ~
Diroc pham Hiep Thu~ Thanh dang leY, trong Quy~t d~ g~ ~o~t c~a:t ?fradm
(dum dang h6n hop Cefradin va L-Arginin) 19, d!~ chi nha ,san x~a:t la No. I_,
Xinhua Road, Jining City, Shangdong ~ovince, ~a, nay. d.fnh c~ ~o~t, cha:!
Cefradin (dum dang h6n hop bot v6 khuan Cefradin va L-Argmm) 1~ va dia chi nha
san xuat Hi: No. 173 West Taibailou Road, Jining, Shandong, P.R.China.

19.38. Thu6c Ampicillin Sodium and Sulbactam Sodium for Injection 1.5g,
SDK: VN-19086-15 do cong ty TNHH Duoc phdm Hiep Thuan Thanh dang ky,
trong Quyet dinh ghi dia chi nha san xuat Hi No. 173 Taibailou West Road, !~g,
Shandong, P.R.China nay dfnh chinh dia chi nha san xuat Hi No. 173 West Taibailou
Road, Jining, Shandong, P.R. China. . A

19.39.Thu6c Efferalgan, SDK: VN-19068-15, do cong ty TNlf!I DKSII V:IYt
Nam dang leY, trong Quyet dinh ghi dang bao che la "Bot sui bot de pha hon dich
u6ng", nay dinh chinh la ":89t sui bot de pha dung dich u6ng".

19.40. Thu6c Efferalgan, SDK: VN-19069-15, do cong ty TNHH DKSH Vi¢t
Nam dang ky, trong Quyet dinh ghi dang bao che la ":89t sui bot de pha h6n dich
u6ng", nay dfnh chfnh la ":89t sui bot de pha dung dich u6ng".

19.41. Thu6c Efferalgan, SDK: VN-19070-15, do cong ,ty TNHH DKSH Vi¢t
Nam dang ky, trong Quyet dinh ghi d~g bao che Ia "B¢t sui bQt de pha h6n dich
u6ng", nay dfnh chfnh la ":89t sui bQtde pha dung dich u6ng".

19.42.Thu6c Vytorin 10 mg/l0 mg, s6 dang Icy VN-19266-15; Vytorin 10
mg/20 mg, s6 dang Icy VN-19267-15;Vytorin 10 mg/40 mg, s6 dang Icy VN-19268-
15; do Merck Sharp & Dohme (Asia) Ltd. (Hongkong) dang Icy, trong QuySt dinh
ghi ten co sa dong goi la "Merck Sharp Dohme Pharma Tbk.", nay dinh chinh ten co
sa dong goi la "PT Merck Sharp Dohme Pharma Tbk."

19.43.Thu6c Simbex 20/10 mg, SDK: VN-19345-15 do c6ng ty Searle Pakistan
Limited dang ky, trong Quyet diM ghi c6ng ty dang leY Ia Searle Pakistan Limited,
dia chi 1 Floor N.I.C. Building Abbasi Shaheed Road, P.O. Box 5695 Karachi,
Pakistan va c6ng ty san xuat Ia Searle Pakistan Limited, dia chi Plot No. F-319,
S.l.T.E Area, Karachi, Pakistan slm xuat, nay dfnh chinh c6ng ty dang leY Ia The
Searle Company Limited, dia chi 1st Floor N.I.C. Building, Abbasi Shaheed Road,
Karachi, Pakistan va c6ng ty san xuat Ia The Searle Company Limited, dia chi Plot
No. F-319, S.I.T.E Area, Karachi, Pakistan.

19.44. Thu6c Rhitas Nasal Spray, SDK: VN-19339-15 do c6ng ty Samil Pharm
Co., Ltd. dang ky,_ trong Quyet diM ghi ho~t chat chinh, ham luqn.g la: Mometason
Furoat 0,5 mcg/lieu xit, nay dfnh chfnh ho~t chat chinh, ham luqn.g Ia: Mometason
Furoat 50 mcg/lieu xit.

19.45. Thu6c H~~c huang chinh khi, SDK: VN-19364-15 do cong ty Tianjin
Tasly Group Co." Ltd. Dang Icy, trong QuySt dinh ghi ten thu6c la Ho~c huang
chinh khi; ho~t chat c~, ham luQ11gla "Thuang tru~t 390,2mg; Tr§n bi. 390,2 mg;
H~~ p~ac (khuang che) 390,2 mg; B~ch chi. 585,4 mg; Ph\lc linh. 585,4 mg; D~i
p~uc b~585,1 mg; Ban h~ 390,2 mg; Sinh khuang 32,9 mg; Cao cam thilO. 48,8 mg;
Tinh dau hoac huan~ 0,0039ml ; Tinh dftu la tia to 0,"; nay dinh chinh ten thu6c la
"Vi en hoan giQt ~oac huang chinh khi"; thanh ph§n chinh, ham lUQ'Ilgla "Thuang
tru~t 390,2~g; Tran bi 390,2 mg; H~u phac (khuang chS) 390,2 mg; B~ch chi. 585,4
mg; B~ch l.inh 5,85,4 ~g; D~i phuc bi 585,4 mg;, Ban h~ 390,2 mg; Cao cam thao
48,8 mg; Tinh dau hoac huang 0,0039ml ; Tinh dau hi tia to 0,00195ml."
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_ 19;46. Thu6c T~pd~, SD~: _YN-~9376-15 do cong ty Zuellig Pharma Pte., Ltd.
dang ky, tron~ Quyet dinh ghi dia chi nha san xuat la E. Aguinaldo Highway near
Go~ernor's Drive, Dasmarinas, Cavite, Philippines, nay dfnh chfnh dia chi nha san
xuat la E. Aguinaldo Highway near cor. Governor's Drive Dasman'inas Cavite
Philippines ' "

. 19.47. !bu6c Pr~pex 0.25, SDK: VN-19362-15 do cong ty Sun
Pharmaceutical Industnes Ltd. dang ky, trong Quyet dinh ghi hoat chat chfnh ham
l~gng la,Pramipexol,(du~ dl;lll~Pramipexol dihydroclorid monohydrat) O,25m~, nay
dfnh chfnh hoat chat chfnh, ham hrong la: Pramipexol dihydroclorid monohydrat
0,25mg.

19.48. Thu6c Copegus, SDK: VN-19153-15 do cong ty F. Hoffmann-La Roche
Ltd. dang ky, trong Quyet dinh ghi han dung 36 thang, nay dfnh chfnh han dung 48
ili~. .

19.49.Thu6c Toxaxin 250mg Inj, SDK: VN-19311-15 do cong ty Pharmaunity
Co., Ltd Korea dang ky, trong Quyet dinh ghi ten thu6c la Toxaxin 250mg Inj, nay
dfnh chfnh ten thu6c la Toxaxine 250mg Inj.

19.50.Thu6c Kagiba Soft Capsule, SDK: VN-19312-15 do cong ty
Pharmaunity Co., Ltd Korea dang Icy, trong Quyet dinh ghi dia chi nha san xuat la
901-3 Sangshin-Ri, Hyangnam-eup, Hwaseong-Si, Gyeonggi-Do, Korea, nay dinh
chfnh dia chi nha san xuat la 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 Quyet dinh ghi dia chi nha san xuat la # 904-3, Sangshin­
Ri, Hyangnam-Myun, Hwangsung-Si, Kyunggi-Do, Korea, nay dfnh chinh dia chi
nha san xuat la # 904-3, Sangshin-Ri, Hyangnam-Myun, Hwasung-Si, Kyunggi-Do,
Korea.

19.52. Thu6c Levoseren Solution, SDK: VN-19338-15 do cong ty Samil Pharm.
Co., Ltd dang ky, trong Quyet dinh ghi hoat chat ham hrong Levocetirizin
dihydroclorid 0,375gn5ml, nay dinh chfnh heat chat ham hrong Levocetirizin
dihydroclorid 0,0375gn5ml.

19.53. Thuoc Levoseren, SDK: VN-19337-15 do c6ng ty Samil Pharm. Co., Ltd
dang ky, trong Quy~t djnh ghi qui cach d6ng g6i la h¢p 1 19 30 vien, nay dinh chfnh
qui cach d6ng g6i Iah¢p 1 1930 vien; h¢p 1 19 300 vien.
20. Quy~t dinh s6 552/QD-QLD ngay 06/10/2015 cua (\Ic trubng (\Ic Q?an ,ly
DUC1C v~ viec ban hanh danh muc 21 thu6c nUDc ngoai (thu6c c6 hO(.J.tch~t lful dau,
ph6i hqp h~(.J.tch~t Ian dAu ho~~ dl;lllgbao ch~ Ian dau dang ky t(.J.iVi~t Nam - s6
dang ky c6 hi~u l1!c02 nam) duqc cap s6 dang ky luu hanh tCJ.iVi~t Nam - Dqt 91

20.l.Thu6c Sympal, SDK: VN2-405-15 do c6ng ty A. Menarini Singapore Pte.
Ltd dang ky, trong Quy~t dinh ghi quy cach d6ng g6i la h¢p 20 g6i; nay dfnh chfnh
quy cach d6ng g6i Iah¢p 10, 20 g6i. ."

20.2.Thu6c Atrosan, SDK: VN2-411-15 do Cong ty TNHH DKSH Vltft Nam
dang kY, trong Quy~t dinh kh6ng ghi dung m6i chi~t xuAt tCJ.imvc hO(.J.tch~t; ~hi ten
nha san xuat la: "Allpharmed Pharbil Armeimittel GmbH", nay dfnh chinh ghi them
n¢i dung tCJ.imvc hO(.J.tch~t Ia "dung m6i chi~t xuat: ethanol60% v/v" va ten nha san
xu~t la: "Allphamed Pharbil Armeimittel GmbH". • .,
21. Quy~t djnh s6 554/QD-QLD ngay 06/10/2015 ~~a (\Ic t~C1ng. (\Ic Quan_ly
Duqc v~ vi¢c ban hanh danh mt;lc23 thu6c nUDc ngoro (thu~c dle,u 111u~g thu. d~Ag
ky Ian dau - s6 dang ky c6 hi¢u l1!c02 nam) duqc c~p s6 dang ky luu hanh t(.J.lVlyt
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Nam - Dot 9121.i.Thu6c Firmagon, SDK: VN2-383-15 va thu6c Firmagon, SDK: VN2-384-
15 do Ferring Pharmaceuticals Ltd. dang ky, trong Quy~t dinh dang bao ch~ la "bot
pha dung dich tiem dum da"; nay dinh chinh dang bao chS la "bQt dong kho pha

dung dich tiem duai da".
21.2.Thuf,c Norameg, sf, dang kY VN2-375-l5; Norameg, sf, dang leY VN2-

376-15 do Cong ty TNHH DUQ"cphfun Tam Dan dang ky, trong Quyet dinh ghi ten
cong ty dang ky la "Cong ty TNHH DUQcphAmTam Dan" nay dinh chinh ten cong
ty dang kY la "Cong ty TNHH DUQcTam Dan"

21.3.Thu6c Sandoz Capecitabin 15Omg, SDK: VN2-389-15 va thu6c Sandoz
Capecitabin 500mg, SDK: VN-2-390-15 do cong ty Hexal AG dang ky, trong Quyet
dinh ghi ten thu6c la Sandoz Capecitabin 150mg va Sandoz Capecitabin 500mg, ten
nha san xuat la Hetero Labs Ltd (Unit-VI); nay dinh chinh ten thu6c la Sandoz
Capecitabine 150mg va Sandoz Capecitabine 500mg, ten nha san xu~t a Hetero
Labs Limited (Unit-VI).

Cue Quan ly Duoc thong bao d~ cac don vi bi~t./.

No: nhan:
- Nhu tren;
_B¢ truong Nguyen Thi Kim Tien (de b/c);
_Thu tnrongUQuang Cuong (de b/c); . ,
_Cue QuAIly - B¢ Qu6e phong, Cue Y t€ - B¢ COng ant"
_~e Y t€ Giao thong van ill -B¢ Giao thong van ill; ~
- TOng e\Ie Illiquan - B¢ Thi ehinh; ,
- Baahiem Xii hOi Viet Nam' :\
_Vv Phap_ebe, eve Quan ly Y, Duge c6 truyen, O;lc QuanJl ::<;j.
Kh~, chua ~nh - B¢ Y t€, Thanh tra B¢ Y te; '''...."-.-:x,;;;.~~#.
_V~~nKN thu6c TW, Vi~n KN thu6c '!P. HCM;_TOng COng ty Dugc VN; Tru<1Ilg QUOC CUOng
_cae ~nh vi~n & Vi~n c6 giuemg Mnh true thuOc BOY teo
- Website O;le QLD, T~p chi Dugc &MP, P. QLKo DuCIc"
- Luu: VP, DKT (12). . ,
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