
BO GIAO THONG vAN TAl
Cl)CYTE

S6: fl~/CYT-NVYD&TTBYT
VIv dinh chinh quyet dinh cAp SDK

thuoc mroc ngoai

CONG HoA xA HOI CHU NGHiA VI$T NAM
DQc I~p - TV do - H\lnh plnic

HaN9i, ngay.a thdng 7 nam 2016

Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y tS chuyen nganh GTVT.

Ngay 08/7/2016, BQ Y tS co Cong van s6 13030/QLD-DK vS viec dinh
chinh quyet dinh cAp SDK thuoc mroc ngoai. NQi dung cu thS cua Cong van
duoc dang tai tren trang thong tin di~n til cua C\lC Y tS Giao thong v~ tai
htt1?:llcucytegiaothong.mt.gov.vn; chuyen muc Chi dao va huang d§n nghiep vu
y teo

C\lCY tS GTVT thong bao dS cac don vi biet va thirc hi~n./. U~

Nai nh~n:
- Nhu tren;
- Luu: VT, NVYD&TTBYT.

CVCTRUONG



BOYTE
eve QuAN LYDU'Qe

saA::O~/QLD-DK
V/v dinh chinh quy~tdinh c!p SDK

thu6c mroc ngoai

eQNGHoA xA HOI cau NGHiAV~T NAM
DQcl~p - Tg do - H~nh phiic

Ha N9i, ngay@ thdng, nam 2016
cue y~TE'GIAO ~H6NG VAN TAl:
CnNe; VAN nJ~N

1 B -07- 2016Kinh giri: - Sa Y tS cac tinh, thanh phB tnrc thuoc Trung ir g;
- Cac cong ty dang ky co thu6c dircc dinh chinh. S6': , .. '. 1.' j If'(.lI.\1\ .

C\lC Quan ly dircc thong bao d:i~u chinh mQt s6 nQi dung trong cac Quyet
dinh cAps6 dang kY thu6c mroc ngoai nhir sau:

1. Quyet dinh s6 230/QB-QLD ngay 121712011 cua C\lCwang C\lCQuan ly Duoc
cong b6 639 ten thu6c mroc ngoai dUQ'cphep hru hanh tai Vi~t Nam, dot 73:

1.1. Thu6c Bluetine, SBK: VN-13433-11, do Bluephanna- Industria
Fannaceutica, S.A. dang ky, trong Quyet dinh ghi ten nha san xuAt la "Bluepharma
Industria Farmaceutical, S.A.", nay dinh chinh ten nha san xuAt la "Bluepharma
Industria Farmaceutica, S.A".
2. Quyet dinh s6 441/QB-QLD ngay 08/11/2011 cua C\lC tnrong C\lC Quan ly
Dircc cong b6 483 ten thu6c mrcc ngoai ducc phep hru hanh ~i Vi~t Nam, dqt 75:

2.1. Thu6c Cefuroxime Panpharrna, SBK: VN-14390-11, do Vipharco dang
kY, trong Quy~t dinh ghi ten nha san xuAt la "Laboratoires Panpharma", nay dinh
chinh ten nha san xuAt la "Panpharma".
3. Quy~t dinh s6 13/QB-QLD ngay 18/01/2013 cua C\lCwOng Cvc Quan ly DuQ'c
v~ vi~c ban hanh danh m\lc 330 thu6c nuac ngoru duQ'c phep lUll h8nh ~ Vi~t
Nam, dqt 80:

3.1. Thu6c Inosert-50, SBK: VN-16286-13 do Ipca Laboratories Ltd dang kY,
trong Quy~t dinh ghi ho~t chAt chinh, ham luqng la "Sertraline hydrochloride
50mg", nay dinh chinh ho~t chAt chinh, ham luqng la "Sertraline hydrochloride
tuang duang v6i Sertraline 50mg".

3.2. Thu6c Cemevit, SBK: VN-16135-13, do Baxter Healthcare (Asia) Pte.,
Ltd. dang kY, trong Quy~t dinh ghi dja chi nha san xuAt la "Avenue du Beam, B.P.
9097, F-64320, Irdon-France", nay dinh chinh dja chi nha san xuAt la "A;venue du
Beam, B.P. 9097, F-64320, Idron-France".

3.3. Thu6c Sciomir, SBK: VN-16109-13, do Consorzio Con Attivita' Estema
Medexport Italla dang kY, do sai s6t cua cong ty trong vi~c chub bi to t6m ~t san
phfun nen trong Quy~t dinh ghi dia chi nha san xuAt la "Strada Solaro, 75/77
Sanremo (IM), Italy"; nay dinh chinh dia chi nha san xuAt la "Via Dante Alighieri,
71-18038 Sanremo (IM), Italy".

4. Quy~t diM s6 66/QB-QLD ngay 01/4/2013 cua Cvc wang C\lC Quan ly DuQ'c
v~ vi~c ban hanh danh m\lc 121 thuBc nuac ngoru dUQ'Cphep lUll hanh t~i Vi~t
Nam, dqt 81:
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4.1. ThuBc Mubevit Inj. 2g, SBK: VN-16495-13 do II Hwa Co., Ltd. dang ky, '
trong Quyet dinh ghi ten nha san xufit la "Kyongbo Pharm. Co., Ltd.", nay dinh
chinh ten nha san xufit la "Kyongbo Pharmaceutical Co., Ltd".

, ,
5. Quyet dinh so 184/QB-QLD ngay 05/7/2013 cua Cue tnrong Cue Quan ly Duoc
vS viec ban hanh danh muc 382 thuBc mroc ngoai duoc cfip sB dang ky hru hanh tai
Vi~t Nam, dot 82:

5.1. ThuBc Minata Inj. 19, sB dang Icy: VN-16740-13 va thuoc Seo-B Inj. 19,
SBK VN-16741-13 do Dong Sung Pharm Co., Ltd dang ky, trong Quyet dinh ghi
ten nha san xufit la "Kyongbo Pharm. Co., Ltd.", nay dinh chinh ten nha san xuat la
"Kyongbo Pharmaceutical Co., Ltd".

6. Quyet dinh sB 2611QB-QLD ngay 01110/2013 cua C\lC twang C\lC Quan ly
Diroc vS viec ban hanh danh muc 244 thuoc mroc ngoai duoc cfip sB dang Icy hru
hanh tai Vi~t Nam, dot 83:

. 6.1.ThuBc Sodium Bicarbonate Renaudin 8,4%, SBK: VN-17173-13 do Cong
ty Vipharco dang ky, trong Quyet dinh ghi ten nha san xufit la "Laboratoires
Renaudin", nay dinh chinh ten nha san xufit la "Laboratoire Renaudin".

6.2. Thuoc Hupinop Inj. 2g, SBK: VN-17057-13 do II Hwa Co., Ltd. dang ky,
trong Quyet dinh ghi ten nha san xufit la "Kyongbo Pharm. Co., Ltd.", nay dinh
chinh ten nha san xufit la "Kyongbo Pharmaceutical Co., Ltd".

6.3. ThuBc Asclo 75mg, SBK: VN-17015-13, do Cong ty TNlffiDuqc phfun
Lien Hqp dang kY, do sai s6t trong vi~c chuck bi to t6m t~t san phfun nen trong
QuySt dinh ghi ten nha san xufit la "Laboratorios Lesvi S.L" va dia chi nha san xufit
la "Avda, Barcelona 69-08970 Saint Joan Despi, Barcelona-Spain", nay dinh chinh
thBng nhfit thea GMP: ten nha san xufit la "Laboratorios Lesvi, S.L" va dia chi nha
san xufit la "Avinguda de Barcelona, 6908970 Sant Joan Despi (Barcelona), Spain".

7. QuySt diM sB 419/QB-QLD ngay 27/12/2013 cua C\lC twang C\lC Quan ly
Duqc vS vi~c ban hanh danh m\lC 423 thuBc nuac ngoai duqc cfip sB dang kY lUll
hanh t~i Vi~t Nam, dgt 84:

7.1. ThuBc I.P.Cyl Forte, SBK: VN-17342-13 do Cong ty TNlffi DP Quang
Anh dang kY, trong QuySt dinh ghi dia chi cong ty dang kY la "83 Hoa Hung, P12,
Q10, TP H6 Chi Minh"; nay dinh chinh dia chi cong ty dang kY 1a"83A Hoa Hung,
PhuOng 12, Qu~ 10, TP H6 Chi Minh".

8. QuySt dinh sB 135/QB-QLD ngay 04/03/2014 cua C\lC twang C\lC Quan ly
DuQ'c vS vi~c ban hanh danh m\lC 175 thuBc nuac ngoai duQ'c cfip sB dang Icy lUll
hanh t~i Vi~t Nam, dgt 85:

8.1. ThuBc Pofol Injection, SBK: VN-17719-14 do Cong ty TNHH Thuang
m~i DuQ'c phAm Bong Phuang dang kY, trong QuySt dinh ghi ten nha san xufit la
"Dongkook pharm Co., Ltd", nay dinh chinh ten nha san xufit la "Dongkook
pharmaceutical Co., Ltd".
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9. Quyet dinh s6 294/QD-QLD ngay 12/6/2014 cua Cue wang Cue Quan ly Duoc
vS viec ban hanh danh muc 322 thuoc mroc ngoai dUQ'Ccap s6 dang k:Y hru hanh tai
Viet Nam, dot 86:

9.1. Thu6c Dexamethasone Injection YY, SDK: VN-18121-14, do Ying Yuan
Chemical Pharmaceutical Co., Ltd., Taiwan dang ey, trong Quyet dinh ghi tieu
chuan la ''NSX'', nay dinh chinh tieu chuan la "USP32".

9.2. Thuoc Loaslin Inj. 500mg, SB!C: VN-17972-14 do Il Hwa Cq., Ltd. dang
ky, trong Quyet dinh ghi ten nha san xuat la "Kyongbo Pharm. Co., Ltd.", nay dinh
chinh ten nha san xuat la "Kyongbo Pharmaceutical Co., Ltd" .

10. Quyet dinh s6 536/QD-QLD ngay 1919/2014 cua Cue tnrong C\lC Quan ly
Dircc v~ viec ban hanh danh muc 363 thu6c mroc ngoai duoc cap s6 dang ey hru
hanh tai Vi~t Nam, dqt 87:

10.1. Thu6c Mobexicam 7.5mg, SBK: VN-18367-14 do Medochemie Ltd
dan~ ky, trong Quyet dinh ghi ten thu6c 18."Mobexicam 7,5mg", nay dinh chinh ten
thuoc 18."Mobexicam 7.5mg".

10.2. Thuoc Nutriflex peri, SBK: VN-18157-14, do B.Braun Medical
Industries Sdn. Bhd. dang ey, trong Quy~t dinh ghi dia chi nha san xuat 18."Route
de Sorge, 9 CH-1023 Crissier.- Switzerland", nay dinh chinh dia chi nha san xuat 18.
"Route de Sorge 9, 1023 Crissier- Switzerland"

11. Quyet diM s6 678/QE>-QLD ngay 08/12/2014 clla C\lC wOng C\lC Quan ly
DuQ'c vS vi~c ban h8nh danh mvc 100 thu6c nuac ngoai duQ'Ccap s6 dang ey lUll
h8.nh~ Vi~t Nam, dqt 88:

11.1. Thu6c KungcefTab., SE>K:VN-18543-14, do Il Hwa Co., Ltd. dang ey,
trong Quy~t diM ghi ten nh8. san xuat la IIKyongbo Pharm. Co., Ltd. II, nay dinh
chinh ten nh8. san xuAt 18.IIKyongbo Pharmaceutical Co., Ltd" .

12. Quy~t diM sa 82/QE>-QLD ng8.y 09/02/2015 clla C\lC wOng C\lC Quan ly
DuQ'c v~ vi~c ban h8nh danh m\lC 213 thu6c nuac ngoai duQ'c cAp s6 dang ey lUll
hanh ~ Vi~t Nam, dqt 89:

12.1. Thu6c Baumazop Inj. 19, SBK: VN-18606-15, V8.thu6c Huzoro, SBK:
VN-18666-15, do IIHwa Co., Ltd. dang k)', trong Quy~t dinh ghi ten nh8. san xuAt
la "Kyongbo Pharm. Co., Ltd.", nay dinh chinh ten nha san xuAt 18."Kyongbo
Pharmaceutical Co., Ltd".

12.2. Thuac Progendo 200mg, SBK: VN-18739-15 do Laboratorios Recalcine
S.A. dang ey, trong Quy~t diM ghi ten ho~t chat 18."Progesteron", nay dinh chinh
ten ho~t chat 18."Progesteron d~g vi h~t (micronized Progesteron)".

13. Quy~t dinh s6 270/QD-QLD ngay 26/05/2015 clla Cvc wOng C\lC Quan ly
DuQ'c v~ vi~c ban hanh danh mvc 178 thu6c nuac ngoai duQ'Ccap s6 dang ey lUll
hanh ~i Vi~t Nam, dqt 90:

13.1. Thu6c Unikyung, SDK: VN-18911-15, do IIHwa Co., Ltd. dang ey,
trong Quy~t diM ghi ten nha san xudt la "Kyongbo Pharm. Co., Ltd"', nay dinh
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chinh ten nha san xu~t la "Kyongbo Pharmaceutical Co., Ltd".

13.2. Thuoc Medphadion drops, SDK: VN-18865-15 do Cong ty TNIDI dircc
pham Phuong Dai dang Icy, trong Quyet dinh ghi nha san xu~t la "Medphano
Arzneimittel GmbH, Germany", xu~t xirong la: "Spreewalder Arzneimittel GmbH,
Germany", nay dinh chinh nha san xu~t la "Spreewalder Arzneimittel GmbH, dia
chi: Schulstrajie 9 15913 Markische Helde, Germany"; nha xu~t xirong la
"Medphano Arzneimittel GmbH, dia chi Maienbergstr 10-12, 15562 Ruderdorf,
Germany".

14. Quyet dinh s6 548/QD-QLD ngay 06110/20 15 cua C\lC tnrong C\lC Quan Iy
Diroc vS viec ban hanh danh muc 400 thuoc mroc ngoai duoc c~p s6 dang Icy hru
hanh tai Viet Nam - Dot 91:

14.1. Thu6c Octreotide, SDK: VN-19094-15, do Cong ty TNIDI duoc pham
Tam Dan dang Icy, trong Quyet dinh ghi hoat ch~t chinh- ham luong la "Octreotide
acetate O,lmglml", nay dinh chinh hoat ch~t chinh- ham hrong la "Octreotide (diroi
dang octreotide acetate) O,lmglml".

14.2. Thu6c Talysis Inj. 500 mg, SDK: VN-19199-15, do II Hwa Co., Ltd.
dang Icy, trong Quyet dinh ghi ten nha san xu~t la "Kyongbo Pharm. Co., Ltd.", nay
dinh chinh ten nha san xu~t lit "Kyongbo Pharmaceutical Co., Ltd".

14.3. Thu6c Glypressin, SDK: VN-19154-15, do Ferring Pharmaceuticals Ltd
dang Icy, trong Quyet dinh ghi heat ch~t la "Terlipressin (dum dang terlipressin
acetate) 0,86mg"; nay cong b6 ra hoat ch~t la "Terlipressin (diroi dang terlipressin
acetate lrng) 0,86mg".

14.4. Thudc Panto-denk 20, SDK: VN-19143-15, do Denk Pharma GmbH &
Co. Kg dang Icy, trong Quyet dinh ghi ten thuoc Ia "Panto-denk 20", nay dinh chinh
ten thu6c la "Panto-Denk 20".

14.5. Thu6c Panto-denk 40, SDK: VN-19144-15, do Denk Pharma GmbH &
Co. Kg dang Icy, trong QuySt diM ghi ten thu6c la "Panto-denk 40", nay dinh chinh
ten thu6c la "Panto-Denk 40".

14.6. Thudc Mirtaz 30, SDK: VN-19361-15; Mirtaz 15, SDK: VN-19360-
15, do Sun Pharmaceutical Industries Ltd. India dang Icy, trong Quy~t dinh ghi tieu
chuAn la "NSX", nay dinh chinh tieu chuAn la: "USP 30" .

14.7. Thu6c Eptifiba Injection Angigo, SDK: VN-18989-15, do APC
Pharmaceuticals & Chemical Limited dang Icy, trong Quy~t dinh ghi ten thu6c la
"Eptifiba Injection Angigo" vadia chi nha san xu~t la "D.P Pally, Dundigal Post,
Near Gandimaisamma Cross Road, Qutubullapur MandaI, R.R Dist Hyderabad,
500 043-A.P.- India"; nay dinh chinh ten thu6c la "Eptifibatide Injection Angigo"
vadia chi nha san xu~t la "Survey No. 143-148, 150 &151, Near Gandimaisamma
Cross Roads, D.P Pally, Dundigal Post, Quthbullapur MandaI, R.R Dist,
Hyderabad- 500 043-TS, India".

14.8. Thu6c 20% Fat Emulsion Injection, SDK: VN-19115-15, trong QuySt
diM ghi ten cong ty dang Icy la "9on& ty TNIDI Otsuka OPV"; nay dinh chinh ten
ten cong ty dang Icy la "Cong ty co phan Otsuka OPV".
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14.9. Thu6c Cymevene, SDK: VN-19152-15, do F. Hoffmann-La Roche Ltd.
dang ky, trong Quyet dinh chua ghi thong tin co sa dong goi; nay b6 sung co sa
dong goi la "F. Hoffmann-La Roche Ltd.", dia chi: "Wurmisweg 4303
Kaiseraugst, Switzerland".

15. Quyet dinh s6 672/QD-QLD ngay 17/12/2015 cua Cue tnrong Cue Quan ly
Diroc vS vi~c ban hanh danh muc 168 thuec mroc ngoai diroc c~p s6 dang kY hru
hanh tai Vi~t Nam - Dot 92:

15.1. Thu6c Losagen 100, SflK: VN-19475-15, do Hetero Labs Limited dang
kY, trong Quyet dinh ghi dia chi nha san xu~t la "Unit-V, Survey No. 410, 411,
APIIC Formulation SEZ, Polepally Village, Jadcherla Mandal, Mahaboognagar
District, India"; nay dinh chinh dia chi nha san xu~t la "UnitV, APIIC Formulation
SEZ Polepally Village, Jadcherla Mandal, Mahaboobnagar Dist. India".

15.2. Thu6c Philtobax Eye Drops, SDK: VN-19519-15, do Phil International
Co., Ltd dang leY, trong QuySt dinh ghi dia chi nha san xu~t la "2-27, Yeongmun
ro, Cheoin-gu, Yongin-si, Gyeongmun-ro, Korea"; nay dinh chinh dia chi nha san
xu~t la "2-27, Yeongmun-ro, Cheoin-gu, Yongin-si, Gyeonggi-do, Korea".

15.3. Thu6c Betahistine Bluepharma, SDK: VN-19442-15, do Cong ty TNHFI
dircc phfun Quang Anh dang kY, trong Quyet dinh ghi ca sa dong goi 1a
"Bluepharma- Industria Farmaceutica, S.A. (Fab. Coimbra). Dja chi: Sao Martinho
do Bispo 3045-016 Coimbra B6 Dao Nha"; nay dinh chinh ca sa dong goi la
"Bluepharma- Industria Farmaceutica, S.A. (Fab). Dia chi: Sao Martinho do Bispo
3045-016 Coimbra B6 Dao Nha".

15.4.Thu6c Fo1ihem, SDK: VN-19441-15, do cong ty Cong ty TNHH Ducc
phfun NhAt Anh dang leY, trong QuySt dinh ghi qui each dong goi 1a"H9P 3 vi x 10
vi en" , nay dinh chinh qui cach dong goi 1a"H9P 10 vi x 10 vien".

16. QuySt dinh s6 103/Qfl-QLD ngay 23/3/2016 cua Cvc truOng Cvc Quan 1y
DuQ'c vB vi~c ban h8p.h danh mvc 209 thu6c nu6c ngoai duQ'c cAp s6 dang leY luu
hanh ~i Vi~t Nam - Dgt 93:

16.1. Thu6c Flutiright, SDK:VN-19617-16, do Cong ty TNHf.[ KiSn Vi~t dang
kY, trong QuySt diM ghi ten nha san xuAt la ''Norris Medicnes Limited", nay dinh
chinh ten nha san xu~t 1a''Norris Medicines Limited".

16.2. Thu6c Cetrang, SDK: VN-19582-16, do Cong ty c6 ph§n duQ'c phfun
Khanh Hoa dang leY, trong QuySt dinh ghi ten thu6c 1a "Cetrang", dia chi nha san
xuAt 1a "40/1, Mohabewala Industrial Area, SBI Road, Dehradun-248110,
Uttaralkhand- India", nay dinh chinh ten thu6c 1a "Certrang", dia chi nha. san xuAt
la "40/1, Mohabewala Industrial Area, SBr Road, Dehradun-24811 0, Utt~akhand
India".

16.3. Thu6c Klacid Forte, SDK: VN-19546-16 va thu6c Klacid :MR., SflK:
VN-19547-16, do Abbott Laboratories dang kY, do sai sot trong vi~c chu§n bi to
Tom tAt san phfun, trong QuySt dinh ghi ten nha san xu~t 1a"Aesica Queenborough
Ltd." va dia chi nha san xu~t 1a "Queenbourough, Kent, ME11 5EL- United
Kingdom", nay dinh chinh ten nha san xu~t 1a"Aesica Queenborough Limited" va
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dia chi nha san xuAt la "North road, Queenbourough, Kent, J\.1E115EL- United
Kingdom".

16.4. Thuoc Bromhexin Actavis 8mg, SDK: VN-19552-16, do Actavis
International Ltd dang ky, trong Quyet dinh ghi ten nha san xuAt la "Balkanpharma
- Dupnitza AD" va dia chi nha san xuAt 1£1"3, Samokovsko shosse Str., 2600
Dupnitsa- Bulgaria", nay dinh chinh ten nha san xuAt 1£1"Balkanpharma - Dupnitsa
AD" va dia chi nha san xuAt 1£1"3, Samokovsko shosse Str., Dupnitsa 2600-
Bulgaria" .

16.5. Thu6c Losacor D coated tablets, SDK: VN-19594-16, do Cong ty
TNHH DP Quoc tS Thien Nam dang ky, trong Quyet dinh ghi quy each dong goi 1£1
"HQP 6 vi x 10 vien" , nay dinh chinh quy each dong goi 1£1"HQP 3 vi x 10 vien" .

16.6. Thuoc Newgenasada cream, SDK: VN-19571-16, do Celltrion pharm,
Inc dang kY, trong Quyet dinh ghi hoat chAt chinh, ham hrong 1£1"Betamethason
(duoi dang Betamethason dipropionat 0,64mg) 5mg; C1otrimazol 100mg;
Gentamicin (dum dang Gentamicin sulfat 16,7mg) 1Omg", nay dinh chinh hoat chAt
chinh, ham hrong 1£1"Betamethason (dum dang Betamethason dipropionat 6,4mg)
5mg; Clotrimazol 100mg; Gentamicin (dtroi dang Gentamicin sulfat 16,7mg)
10mg".

16.7. Thu6c Amlor, SDK: VN-19717-16, do Pfizer (Thailand) Ltd dang ky,
trong Quyet dinh ghi hoat chAt1£1"Amlodipin (duoi dang Amlodipin besylat) 5mg";
nay dinh chinh hoat chAt 1£1"Amlodipine (dum dang mu6i besilate) 5mg".

16.8. Thuoc Garosi, SDK: VN-19590-16, trong Quyet dinh ghi sai ten cong ty
dang ky 1£1"Cong ty C6 phk Thuong mai Dich vu Thang Long", ten nha san xuAt
1£1 "Bluepharma- Industria Farmaceutical, S.A. (Fab.)" va hoat chAt la
"Azithromycin (dum dang Azithromycin triihydrate) 500mg", nay dinh chinh ten
cong ty dang kY 1£1"Cong ty C6 phan T11DV Thang Long", ten nha san xuAt 1£1
"Bluepharma- Industria Farmaceutica, S.A. (Fab.)" va hoat ch!t 1£1"Azithromycin
(du&i d~g Azithromycin dihydrate) 500mg".

16.9. Thu6c Lazine, SDK: VN-19668-16 do Hetero Labs Limited dang kY,
trong QuySt dinh ghi quy cach dong g6i 1£1HQP 3 vi x 10 vien; nay dinh chinh quy
cach dong goi 1£1HQP 10 vi x 10 vien.

16.10. Thu6c Lipiodol Ultra Fluide, SDK: VN-19673-16 do Hyphens Pharma
Pte. Ltd dang kY, trong QuySt diM ghi dia chi nha san xuAt 1£116-24rue Jean
Chaptal 93600 Aulnay-Sous-Bois, Rorssy CDG-Cedex-France; nay dinh chinh dia
chi nha san xu!t 1£116-24 rue Jean Chaptal 93600 Aulnay-sous-Bois, France.

16.11. Thu6c Paclirich, SDK: VN-19578-16 do Cong ty C6 ph§.nDuQ'c ph~m
Duy Tan dang ey, trong QuySt dinh ghi tieu chuk thanh phb 1£1nha san xu!t; nay
dinh chinh tieu chu~n thanh phb la USP38.

16.12. Thu6c Telma 80, SDK: VN-19666-16 do Glenmark Pharmaceuticals
Ltd dang kY, trong QuySt dinh ghi quy cach dong goi 1£1HQP 1 vi x 10 vien; nay
dinh chinh quy cach dong goi 1£1HQp Ian chua 10 hQPnh6 x 1 vi x 10 vien.

16.13. Thu6c Philmadol, SDK: VN-19728-16, do Phil International Co., Ltd
dang kY' trong QuySt dinh ghi ten nha sim xu!t la Huons Co. Ltd va dia chi nhi san
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x~At 1~ 1~0, Bi? valley-ro, Jecheon-si, Chungcheonbuk-do, Korea; nay dinh chinh
ten nha san xuat la Huons Co., Ltd va dia chi nha san xuat IS.100, Bio valley-ro,
Jecheon-si, Chungcheongbuk-do, Korea.

16.14. Thu6c Enoxaparin Kabi, SBK: VN-19S86-16 va thuoc Enoxaparin
Kabi, SB~: VN-19S87-16, do Cong ty C;6ph§n Fresenius Kabi Bidiphar dang leY,
trong Quyet dinh ghi ala chi nha san xuat la "Sy. No. 143 to 148, lS0&IS1, Near
Gandimaisama ndimaisamma Cross Roads, D.P Pally, Dundigal Post, Qutubullapur
Mandal, R.R Dist, SOO043-A.P., India"; nay dinh chinh ala chi nha san xuAtla "Sy.
No. 143 to 148, IS0&IS1, Near Gandimaisamma Cross Road, D.P Pally, Dundigal
Post, Quthbullapur Mandal, Ranga Reddy District, Hyderabad-SOO 043, Telangana
State, India".

16.15. Thu6c Voluven 6%, SBK: VN-196S1-16, do cong ty Fresenius Kabi
Deutschland GmbH. aang ky, trong Quyet dinh ghi ala chi nha san xu§.t hi
"FreseniusstraBe 1, 6169 Friedberg, Germany" va heat chAt la "Poly (0-2-
hydroxyethyl) starch (HES 13010,4) 30mg/SOOml"; nay dinh chinh ala chi nha san
xuAt la "Freseniusstrajie 1, 61169 Friedberg, Germany" va hoar chAt la "Poly (0-2-
hydroxyethyl) starch (HES 13010,4) 30g/S00ml va Natri chloride 4,Sg/SOOml".

16.16. Thu6c Prazav, SBK: VN-19696-16, do Laboratorios Recalcine
S.A.aang ky, do sai s6t trong vi~c chu§n bi ta t6m t~t san phfun nen trong Quyet
dinh ghi ala chi nha san xu§.t la "Av. Miralcampo, No 7, Poligono Industrial
Miralcampo 19200 Azuqueca de Henares (Guadalajara)"; nay dinh chinh dia chi
nha san xu§.t la "Avda. Miralcampo, ~ 7-Pol. Ind. Miralcampo 19200 Azuqueca de
Henares (Guadalajara), Tay Ban Nha".

I ,

16.17. Thuoc VenlifOD 7S, SBK: VN-19748-16, do Torrent Pharmaceuticals
Ltd. dang k)', trong Quyet dinh ghi ten thu6c la "VenlifOD 7S", nay dinh chinh ten
thu6c la "Venlift OD 7S".

16.18. Thu6c Venlif OD ISO, SBK: VN-19747-16, do Torrent
Pharmaceuticals Ltd. dang leY, trong Quyet dinh ghi ten thu6c la "VenlifOD ISO",
nay dinh chinh ten thu6c la "Venlift OD ISO".

16.19. Thu6c Bupivacaine Aguettant Smg/ml, SBK: VN-19692-16, do
Laboratoire Aguettant S.A.S aang leY, rrong Quy8t ainh chua ghi nha xu§.t xuemg
10, nay b6 sung nha xu§.t xUOng lola "Laboratoire Aguettant", ala chi: "Parc
Scientifique Tony Garnier, 1 rue Alexander Fleming, 69007-Lyon-France".

16.20. Thu6c Enam 10mg, SBK: VN-19637-16 va thu6c Enam Smg, SBK:
VN-19638-16, do Dr. Reddys Laboratories Ltd. dang leY, trong Quy8t ainh ghi ten
cong ty aang leY la: "Dr. Reddys Laboratories Ltd", ala chi: "8-2-337, Road No.3,
Banjara Hills, Hyderabad-S00034, Andhara Pradesh, India", nha san xu§.t la: "Dr.
Reddys Laboratories Ltd", dla chi: "Survey No. 42, 4S & 46, Bachupalli Village,
Qutubullapur mandaI, Ranga Reddy Dist, Telangana State-S00090, India", nay dinh
chinh cong ty dang leY la: "Dr. Reddy's Laboratories Ltd", aia chi: "8-2-337, Road
No.3, Banjara Hills, Hyderabad-S00034, Teiangana, India", nha san xu§.t Ia: "Dr.
Reddy's Laboratories Ltd", aia chi: "Survey No. 42, 4S & 46, Bachupally Village,
Qutubullapur mandaI, Ranga Reddy Dist, Telangana State-S00090, India".
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16.21. Thu6c Arduan, SDK: VN-19653-16, do Gedeon Richter PIc dang 'Icy,
trong Quyet dinh ghi hoat chAt la "Pipercuronium bromide 4mg"; nay dinh chinh
hoat chAt la "Pipecuronium bromide 4mg".

17. Quyet dinh s6 107IQD-QLD ngay 23/3/2015 cua Cue tnrong Cue Quan 1y
Diroc vS viec ban hanh danh muc 18 thuoc mroc ngoai diroc c§.p s6 dang Icy 1uu
hanh tai Vi~t Nam, dot 93:

17.1. Thuoc Bortezomib, SDK~ VN2-453-16; Capecitabine Tablets USP .
150mg, SDK: VN2-454-16 va Capecitabine Tablets USP 500mg, SDK: VN2-455-
16, do Dr. Reddys Laboratories Ltd. dang Icy, trong Quyet dinh ghi ten cong ty
dang Icy 1a: "Dr. Reddys Laboratories Ltd", dia chi: "8-2-337, Road No.3, Banjara
Hills, Hyderabad-500034, Andhara Pradesh, India", nha san xu§.t la "Dr. Reddys
Laboratories Ltd.", dia chi: "Formulation Unit -7 Plot No. PI to P9, Phase-III,
VSEZ, Duvvada, Visakhapatnam-District, Andhra Pradesh, India", nay dinh chinh
cong ty dang Icy la: "Dr. Reddy's Laboratories Ltd.", dia chi "8-2-337, Road No.3,
Banjara Hills, Hyderabad-500034, Andhra Pradesh, India", nha san xu§.t la: "Dr.
Reddy's Laboratories Ltd.", dia chi: "Formulation Unit -7, Plot No. PI to P9,
Phase-III, VSEZ, Duvvada, Visakhapatnam-District, Andhra Pradesh, India".

18. Cong van gia han s6 dang Icy:
18.1. Thu6c Acarbose Tablets 50mg, SDK: VN-9858-10, do Standard Chern.

& Pharm. Co., Ltd., Taiwan dang Icy, trong cong van s6 6759/QLD-BK ngay
27/4/2016 cua Cue Quan 1y dircc vS viec gia han hieu hrc s6 dang Icy do ghi ten
thuoc- dang bao ch8 la "Acarbose Tablets 50mg", nay dinh chinh ten thuoc- dang
bao ch~ la "Acabrose Tablets 50mg".

18.2. Thuoc Lopid, SDK: VN-11980-11, do Pfizer Thailand Ltd, Thailand
dang Icy, trong cong van s6 3195/QLD-BK ngay 04/3/2016 cua Cue Quan ly diroc
vS viec gia han hieu Ivc s6 dang Icy do ghi d~g bao ch~ eua thu6c 1a"Vien nen",
nay dinh chinh d~g bao ch~ eua thu6c ia "Vien nang".

18.3. Thu6·c Targocid, SDK: VN-I0554-10, do Cong ty TNHH Sanofi
Aventis Vi~t Nam dang Icy, trong cong van s6 6207/QLD-DK ngay 20/4/2016 vS
vi~c gia h~ hi~u 1vc s6 dang Icy ghi d~g bao eh~ 1a "Dung dich tiem", nay dinh
chinh d~g bao ch~ 1a"BQt dong kho pha tiem".

18.4. Thu6c Vien d~ Effera1gan, SDK: VN-12418-11 do Cong ty TNHH
DKSH Vi~t Nam dang Icy, trong cong van s6 8372/QLD-DK ngay 24/5/2016 eua
Cvc Quan ly Dugc vS vi~c gia h~ hi~u Ivc s6 dang Icy ghi s6 dang Icy cua thu6e 1a
"VN-12148-11", nay dinh ehinh s6 dang Icy cua thu6c la "VN-12418-11".

18.5. Thu6c Vien d~ Efferalgan, SDK: VN-12419-11 do Cong ty TNHH
DKSH Vi~t Nam dang Icy, trong cong van s6 8372/QLD-DK ngay 24/5/2016 eua
Cvc Quan ly Dugc vS vi~c gia h~n hi~u 1Ves6 dang Icy ghi s6 dang Icy cua thu6e 1a
"VN-12149-11", nay dinh chinh s6 dang Icy cua thu6e la "VN-12419-11".

18.6. Thu6c Briozca1, SDK: VN-12270-11 va thu6c Oztis, SDK: VN-12271-
11 do Cong ty TNHH dugc phfun B.H.C dang Icy, trong eong van s6 9233/QLD
DK ngay 02/6/2016 eua Cvc Quan ly Dugc vS vi~c gia h~ hi~u Ive s6 dang Icy ghi
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dia chi cong ty dang ky Ia "273 H6 Van Hue, Quan Phu Nhuan, Tp. H6 Chi Minh",
nay dinh chinh dia chi cong ty dang ky Ia "145 Dao Duy Anh, Phuong 9, Quan Phu
Nhuan, Tp. H6 Chi Minh".

18.7. Thu6c Amlibon 5mg, SDK: VN-8748-09 do Hexal AG dang ky, trong
cong van s6 7459/QLD-DK ngay 12/5/2016 cua Cue Quan ly Duoc vS viec gia han
hieu I\Ic s6 dang ky dfi khong ghi thoi han hieu lire gia han s6 dang ky cli, nay dinh
chinh "Thoi han hieu h;rc gia han s6 dang ky cli d6i voi thuoc Amlibon 5mg la 06
thang kS illngay kY cnng van nay".

18.8. Thuoc Omeprem 20, SDK: VN-9824-10 do Remedica Ltd. dang ky,
trong cong van s6 8585IQLD-DK ngay 26/5/2016 cua Cue Quan Iy Diroc vS viec
gia han hieu hrc s6 dang ky ghi cong ty dang kY la "Cong ty TNHH Diroc pham
Nhftt Anh", nay dinh chinh cong ty dang kY la "Remedica Ltd." dia chi "Limassol
Industrial Estate P.O. Box 51706 3508 Limassol, Cyprus".

Cue Quan ly Diroc thong bao dS cac don vi bi@t.l.

- Nhutren;
- BQtruOngNguyen Thi Kim Ti~n (d~ b/c);
- Th(r tru?"ngLe 9uan¥ Cu~g (d~ b/c); ,( A A ,.,' '.

- Cvc Quan y - BQQuac phang, Cvc Y te - BQCong ; 1';-. ~ i~\
- Cyc Y t~ Gi~~thong v~ ~ - ~QGiao thong v~ Uii ;; ~ ..,,_...i
- Tong cvc Hal quan - BQTal chfnh; Co., T_' •. o~,..;~·Nl~,~~-#~,~/~(Jl-__ --=::::'-----
- Baa hi~mXii hQiVi~tNam; c ' ~ ,
- Vv Ph8.pch~, Cvc Quan ly Y, DuQ'cc6 truy~n, Cvc .,I ~'.

ly Kham, chua b~nh - BQY t~, Thanh traBQY t~; """-~TruO'ng Quae CUOng
- Vi~nKN thu6c TW, Vi~nKN thu6c TP. HCM;
- T6ng Cong ty DuQ'cVN; I-

- Cac B~nhvi~n& Vi~n co giuemgb~nh tn,rcthuQcBQY te;
- Website Cvc QLD, T~p chi DuQ'c&MP, P. QLKDDuQ'c;
- LUll: VP, DKT (12).

Nuinh¥n:
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