UBND TINH QUANG BINH CONG HOA XA HQI CHU NGHIA VIET NAM
SO Y TE Poc lap - Ty do - Hanh phic
$6: A% E /SYT-QLD Qudang Binh, ngay ,q thang @ nam 2016
V/v ¢@p nhat thong tin dang tai trén g
trang web SO Y té

Kinh gti:
- Céc don vi truc thude S¢;
- Cac Cong ty dugc pham.

Thue hién ¥ kién chi dao ctia Cuc Quan Iy duge - Bo Y té tai Cong vin sb
12597/QLD-TT ngay 04/07/2016 vé viéc cung cap thong tin lién quan dén tinh
an toan cua thude chira Azithromycin, Clozapin, Mycophenolate mofetil hogc
Clopidogrel; Cong van s6 12973/QLD-PK ngay 07/07/2016 vé viéc cép nhat
théng tin duoc ly cia thube chira codein; Cong van s6 13030/QLD-DK ngay
08/07/2016 vé viée dinh chinh quyét dinh cip SPK thude nude ngoai.

S¢ Y té thong béo cac don vi biét dé download céac théng tin duge dang
tai trén website ctia S& Y té. Dia chi (https://syt.quangbinh.gov.vn) - Muc Duogc
- Trang thiét bi. 1%

Noi nhan:

- Nhu trén;

- Lanh dao So;

- Thanh tra So, PNVY, P.QLD;
- Trang thong tin dién ti SYT;
- Luu: VT.
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BQ Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
Dic ldp - Tw do - Hanh phic

S643030/QLD-PK Ha N¢i, ngayC8 thang¥ném 2016
Wv dmh chinh quyét dinh cép SPK
s __ thﬂeeﬂvére ngoai

: + S& Y t& céc tinh, thanh pho tric thude Trung wong;
,; (zafﬁrCac cong ty ding ky c6 thube duge dinh chinh.

uc Quan ly duge théng béo diéu chinh mdt sé ndi dung trong céc Quyét
dinh cAp s6 ding ky thude nudc ngodi nhu sau:

1. Quyet dinh s 23 0/QB-QLD ngay 12/7/2011 cta Cyc trudng Cyc Quén ly Duge
cbng bd 639 tén thubc nuée ngoai dugc phép luu hanh tai Viét Nam, dot 73:

1.1. Thuéc Bluetine, SPK: VN-13433-11, do Bluepharma- Industria
Farmaceutica, S.A. ding ky, trong Quyét dinh ghi tén nha sin xudt 1a “Bluepharma-
Indtstria Farmacéutical, S.A.”, nay dinh chinh tén nha sin xuét 1a “Bluepharma-
Industria Farmacéutica, S.A”.

2.Quyét dinh s6 441/QD-QLD ngay 08/11/2011 ciia Cuc truéng Cuc Quan ly
Dugc cdng bb 483 tén thude nude ngoai duge phép luu hanh tai Viét Nam, dot 75:

2:1. Thuoc Cefuroxime Panpharma SPK: VN-14390-11, do Vipharco ding

ky, trong Quyét d‘mh ghi tén nha sin xuit 13 “Laboratoires Panpharma”, nay dinh
chinh t&n nha sén xuét 12 “Panpharma”.

3. Quyét dinh s6 13/QDP-QLD ngay 18/01/2013 ctia Cyc trueéng Cuc Quén Iy Duge
vé viéc ban hanh danh muc 330 thudc nudc ngoai duge phép lvu hanh tai Viét
Nam, dgt 80:

3.1. Thubc Inosert-50, SPK: VN-16286-13 do Ipca Laboratories Ltd déing ky,
trong Quyét dinh ghi hoat chét chinh, ham lugng 14 “Sertraline hydrochloride
50mg”, nay dinh chinh hoat chét chinh, ham lLrong 13 “Sertraline hydrochloride
twong duong vai Sertraline S0mg”.

3.2. Thube Cernewt, SBK: VN-16135-13, do Baxter Healthcare (Asia) Pte.,
Ltd. dang ky, trong Quyét dinh ghi dia chi nha san xuét 13 “Avenue du Bearn, B.P.
9097, F-64320, Irdon-France”, nay dinh chinh dja chi nha san xust 13 “Avenue du
Bearn, B.P. 9097, F-64320, Idron-France”.

3.3. Thubc Sciomir, SPK: VN-16109-13, do Consorzio Con Attivita’ Esterna
Medexport Italia dang ky, do sai s6t cia cong ty trong v1¢c chuén b t&r tém tét san
phém nén trong Quyét dinh ghi dia chi nhd san xuét 14 “Strada Solaro, 75/77
Sanremo (IM), Italy”; nay dinh chinh dia chi nha san xudt 13 “Via Dante Alighieri,
71-18038 Sanremo (IM), Italy”.

4, Quyet dinh s6 66/QD-QLD ngay 01/4/2013 ctia Cuc truéng Cuc Quan ly Dugc
vé viéc ban hanh danh myc 121 thudc nuéc ngodi duge phép luu ha.nh tai Viét
Nam, dot 81:



4.1. Thubc Mubevit Inj. 2g, SPK: VN-16495-13 do Il Hwa Co., Ltd. ding ky,
trong Quyét dinh ghi tén nha san xuat 12 "Kyongbo Pharm. Co., Ltd.", nay dinh
chinh tén nha san xuat 1a "Kyongbo Pharmaceutical Co., Ltd".

p 8 Quyet dinh s6 184/QP-QLD ngay 05/7/2013 cua Cyc trué'ng Cuc Quan ly Dugc
vé viéc ban hanh danh myc 382 thubc nuée ngoai dugc cap sb dang ky luu hanh tai
Viét Nam, dot 82:

5.1. Thudc Minata Inj. 1g, s6 ding ky: VN-16740-13 va thudc Seo-B Inj. 1g,
SPK VN-16741-13 do Dong Sung Pharm Co., Ltd déng ky, trong Quyét dinh ghi
tén nha san xuét 13 "Kyongbo Pharm. Co., Ltd. " , nay dinh chinh tén nha san xuét la
"Kyongbo Pharmaceutical Co., Ltd".

6. Quyet dinh s6 261/QP-QLD ngay 01/10/2013 ciia Cuc truéng Cuc Quan ly
Dugc vé viéc ban hanh danh muyc 244 thuéc nuéc ngoai dugc cap sb dang ky Iuu
hanh tai Viét Nam, dot 83:

" 6.1.Thubc Sodium Bicarbonate Renaudin 8,4%, SPK: VN-17173-13 do Céng
ty Vipharco ding ky, trong Quyét dinh ghi tén nha san xuat la “Laboratoires
Renaudin”, nay dinh chinh tén nha sén xuat la “Laboratoire Renaudin”.

6.2. Thudc Hupinop Inj. 2g, SDK: VN-17057-13 do Il Hwa Co., Ltd. ding ky,
trong Quyét dinh ghi tén nha san xuét 1a "Kyongbo Pharm. Co., Ltd.", nay dinh
chinh tén nha san xuét Ia "Kyongbo Pharmaceutical Co., Ltd".

6.3. Thubc Asclo 75mg, SPK: VN-17015-13, do Céng ty TNHH Dugc phim
Lién HQp dang ky, do sai sét trong viéc chudn bj t& tém tit sin phdm nén trong
Quyét dinh ghi tén nha san xuét 1 "Laboratorios Lesvi S.L" va dia chi nha san xuét
la "Avda, Barcelona 69-08970 Saint Joan Despi, Barcelona-Spain", nay dinh chinh
théng nhét theo GMP: tén nha sén xult 12 "Laboratorios Lesvi, S.L" va dia chi nha
san xuét 1a "Avinguda de Barcelona, 6908970 Sant Joan Despi (Barcelona), Spain".

y 3 Quyet dinh sé 419/QP-QLD ngay 27/12/2013 ctiia Cuc truéng Cuc Quén ly
Dugc vé viéc ban hanh danh muc 423 thubc nuée ngoai duge cép sé dang ky luu
hanh tai Viét Nam, dot 84:

7.1. Thudc 1.P.Cyl Forte, SDK: VN-17342-13 do Céng ty TNHH DP Quang
Anh déng ky, trong Quyét dinh ghi dia chi cong ty ding ky Ia “83 Hoa Hung, P12,
Q10, TP H6 Chi Minh”; nay dinh chinh dia chi cong ty dang ky la “83A Hoa Hung,
Phuong 12, Quan 10, TP H6 Chi Minh”.

8. Quyet dinh sé 135/QP-QLD ngay 04/03/2014 cua Cuc truong Cuc Quén ly
Dugc vé viéc ban hanh danh muc 175 thudc nude ngoai dugc cdp sé ding ky luu
hanh tai Viét Nam, dot 85:

8.1. Thuoc Pofol Injection, SPK: VN-17719-14 do Céng ty TNHH Thuong
mai Dugc phdm Péng Phuong ding ky, trong Quyét dinh ghi tén nha san xudt la
“Dongkook pharm Co., Ltd”, nay dinh chinh tén nha san xuét 13 “Dongkook
pharmaceutical Co., Ltd”.



9. Quyet dinh s 294/Qb- QLD ngay 12/6/2014 cta Cuc trucmg Cuc Quén ly Dugc

vé viéc ban hanh danh muyc 322 thube nuée ngodi duoc cép s ding ky lwu hanh tai
Viét Nam, dot 86:

9.1. Thuéc Dexamethasone Injection YY, SPK: VN-18121- 14, do Ying Yuan
Chemical Pharmaceutical Co., Ltd., Taiwan d&ng ky, trong Quyét dinh ghi tiéu
chuén 13 “NSX”, nay dinh chmh tiéu chudn [ “USP32”.

9.2. Thubc Loaslin Inj. SOOmg, SPK: VN-17972-14 do Il Hwa Co., Ltd. ding

ky, trong Quyét dinh ghi tén nha sén xuét 1a "Kyongbo Pharm. Co., Ltd.", nay dinh
chinh tén nha sén xut 14 "Kyongbo Pharmaceutical Co., Ltd".

10. Quyet dinh s6 536/QP-QLD ngay 19/9/2014 cua Cyc trudng Cyc Quén ly
Duogc vé viéc ban hanh danh muc 363 thubc nuée ngoai duge cip sé dang ky luu
hanh tai Viét Nam, dot 87:

10.1.  Thubc Mobexicam 7.5mg, SPK: VN-18367-14 do Medochemie Ltd
ding ky, trong Quyét dinh ghi tén thudc 14 “Mobexicam 7,5mg”, nay dinh chinh tén
thudce 12 “Mobexicam 7.5mg”.

10.2. Thudc Nutriflex peri, SPK: VN-18157-14, do B.Braun Medical
Industries Sdn. Bhd. ding ky, trong Quyét dinh ghi dia chi nha san xut 12 “Route
de Sorge, 9 CH-1023 Crissier.- Switzerland”, nay dinh chinh dia chi nha sén xuét Ia
“Route de Sorge 9, 1023 Crissier- Switzerland”

il Quyet dinh sé 678/QP-QLD ngay 08/12/2014 ctia Cuyc tm(mg Cuc Quén ly
Dugc vé viéc ban hanh danh muc 100 thubc nuéc ngoai duoc cép sé ding ky luu
hanh tai Viét Nam, dot 88:

11.1. Thudc Kungcef Tab., SPK:  VN-18543-14, do I1 Hwa Co., Ltd. ding ky,
trong Quyét dinh ghl tén nha san xuét 13 "Kyongbo Pharm. Co., Ltd ", nay dinh
chinh tén nha sén xuét 13 "Kyongbo Pharmaceutical Co., Ltd".

12. Quyet dinh sé 82/QP-QLD ngay 09/02/2015 ciia Cuc truong Cuyc Quén ly
Dugc vé viéc ban hanh danh muc 213 thude nudc ngoai dugc cap s6 dang ky Ivu
hanh tai Viét Nam, dot 89:

12.1. Thuéc Baumazop Inj. 1g, SPK: VN-18606-15, va thuéc Huzoro, SPK:
VN-18666-15, do Il Hwa Co., Ltd. ding ky, trong Quyét dinh ghi tén nha sén xuét
la "Kyongbo Pharm. Co., Ltd.", nay dinh chinh tén nha sin xuét 1a "Kyongbo
Pharmaceutical Co., Ltd".

12.2. Thubc Progendo 200mg, SPK: VN- 18739 15 do Laboratorios Recalcine
S.A. dang ky trong Quyét dinh ghi tén hoat chét 1a “Progesteron”, nay dinh chinh
tén hoat chit 1a “Progesteron dang vi hat (micronized Progesteron)”.

13. Quyet dinh s6 270/QP-QLD ngay 26/05/2015 cia Cuyc truong Cuc Quan ly
Dugc vé viée ban hanh danh muc 178 thubc nuée ngoai duge cp sé dang ky hm
hanh tai Viét Nam, dgt 90:

15.1. ’}”huéc Unikyung, SDK: VN-18911-15, do Il Hwa Co., Ltd. dang ky,
trong Quyét dinh ghi tén nha san xuat 1a "Kyongbo Pharm. Co., Ltd.", nay dinh
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chinh tén nha sén xuét 14 "Kyongbo Pharmaceutical Co., Ltd".

13.2. Thubéc Medphadion drops, SPK: VN-18865-15 do Cong ty TNHH duogc
phdm Phuong Pai ding ky, trong Quyét dinh ghi nha san xuat 12 “Medphano
Arzneimittel GmbH, Germany”, xuét xuong la: “Spreewalder Arzneimittel GmbH,
Germany”, nay dinh chinh nha san xuét 1a “Spreewalder Arzneimittel GmbH, dia
chi: Schulstrafe 9 15913 Markische Helde, Germany”; nha xudt xuéng la
“Medphano Arz:nelmittel GmbH, dia chi Maienbergstr 10-12, 15 562 Ruderdorf,
Germany”.

14. Quyet dinh s6 548/QP-QLD ngay 06/10/2015 ctia Cuyc tnr(mg Cuc Quan ly
Dugc vé viéc ban hanh danh muc 400 thuéc nuéc ngoai dugce cép s6 dang ky luu
hanh tai Viét Nam - Dot 91:

14.1. Thubc Octreotide, SPK: VN-19094-15, do Céng ty TNHH dugc phim
Tam Pan dang ky, trong Quyét dinh ghi hoat chét chinh- ham lwong 13 “Octreotide
acetate 0,1mg/ml”, nay dinh c]:unh hoat chét chinh- ham lugng 1a “Octreotide (dudi
dang octreotide acetate) 0,1mg/;

14.2. Thubc Talysis Inj. 500 mg, SDK VN-19199-15, do Il Hwa Co., Ltd.
ding ky, trong Quyét dinh ghi tén nha san xuét 13 "Kyongbo Pharm. Co., Ltd. " , hay
dinh chinh tén nha san xuét la "Kyongbo Pharmaceutical Co., Ltd".

14.3. Thubc Gl?'pressm, SPK: VN-19154-15, do Ferring Pharmaceuticals Ltd
dang ky, trong Quyét dinh ghl hoat chét 1a “Terlipressin (dudi dang terlipressin
acetate) 0,86mg”; nay cong bd rd hoat chit 13 “Terhpressm (dudi dang terlipressin
acetate 1mg) 0,86mg”.

14.4. Thubc Panto-denk 20, SPK: VN-19143-15, do Denk Pharma GmbH &
Co. Kg dang ky, trong Quyét dinh ghi tén thudc 1a “Panto-denk 20”, nay dinh chinh
tén thude 1a “Panto-Denk 20”.

14.5. Thudc Panto-denk 40, SDK: VN-19144-15, do Denk Pharma GmbH &
Co. Kg déng ky, trong Quyét dinh ghi tén thudc la “Panto-denk 40”, nay dinh chinh
tén thudc 14 “Panto-Denk 40”.

14.6. Thubc Mirtaz 30, SPK: VN-19361-15; Mirtaz 15, SPK: VN-19360-
15, do Sun Pharmaceutical Industries Ltd. India dang ky, trong Quyet dinh ghi tiéu
chuan 1a “NSX”, nay dinh chinh tiéu chuan la: “USP 30”.

14.7. Thuéc Eptifiba Injection Angigo, SPK: VN-18989-15, do APC
Pharmaceuticals & Chemical Limited ding ky trong Quyét dinh ghi tén thudc 1a
“Eptifiba Injection Angigo” vadia chi nha san xuét 1a “D.P Pally, Dundigal Post,
Near Gandimaisamma Cross Road, Qutubullapur Mandal, R.R Dist Hyderabad,
500 043-A.P.- Indla” nay dinh chinh tén thudc 1a “Eptifibatide Injection Angigo”
vadia chi nha san xuét 13 “Survey No. 143-148, 150 &151, Near Gandimaisamma
Cross Roads, D.P Pally, Dundigal Post, Quthbullapur Mandal, R.R Dist,
Hyderabad- 500 043-TS, India”.

14.8. Thudc 20% Fat Emulsion Injection, SPK: VN-19115-15, trong Quyét
dinh ghi tén céng ty dang ky la “Cong ty TNHH Otsuka OPV”; nay dinh chinh tén
tén cong ty ding ky 1a “Cong ty co phan Otsuka OPV”.
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14.9. Thuéc Cymevene, SPK: VN-19152-15, do F. Hoffmann-La Roche Ltd.
déng ky, trong Quyét dinh chua ghi théng tin co s& déng géi; nay bé sung co s&
dong gbéi la “F. Hoffmann-La Roche Ltd.”, dia chi: “Wurmisweg 4303
Kaiseraugst, Switzerland”.

15: Quyet dinh sé 672/QP-QLD ngay 17/12/2015 ciia Cuc tnzcmg Cyc Quén ly
Duoc vé viée ban hanh danh muc 168 thudc nuée ngoai dugc cip sb déng ky Iuu
hanh tai Viét Nam - Dot 92:

15.1. Thudc Losagen 100, SPK: VN- 19475 15, do Hetero Labs Limited ding
ky, trong Quyét dinh ghi dia chi nha san xuit 13 “Unit-V, Survey No. 410, 411,
APIIC Formulation SEZ, Polepally Village, Jadcherla Mandal, Mahaboognagar
District, India”; nay dinh chinh dia chi nha sén xuét 13 “UnitV, APIIC Formulation
SEZ Polepally Village, Jadcherla Mandal, Mahaboobnagar Dist. India”.

15.2. Thuéc Philtobax E‘ye Drops, SPK: VN-19519- IS do Phil International
Co., Ltd ding ky, trong Quyét dinh ghi dia chi nha san xuét 13 “2-27, Yeongmun-
ro, Cheom-gu, Yongin-si, Gyeongmun-ro, Korea”; nay dinh chinh dia chi nha san
xuét 12 “2-27, Yeongmun-ro, Cheoin-gu, Yongm-m Gyeonggi-do, Korea”.

15.3. Thubc Betahistine Bluepharma, SPK: VN-19442-15, do Céng ty TNHH
dugc phdm Quang Anh ding ky, trong Quyét dinh ghi co s& déng gbi 1a
“Bluepharma- Industria Farmaceutica, S.A. (Fab. Coimbra). Dia chi: Sao Martinho
do Bispo 3045-016 Coimbra Bd Pao Nha”; nay dinh chinh co s& déng géi 1a
“Bluepharma- Industna Farmacéutica, S.A. (Fab). Dia chi: S8o Martinho do Bispo
3045-016 Coimbra B4 Pao Nha”.

15.4. Thuoc Folihem, SPK: VN-19441-15, do cong ty Cong ty TNHH Dugc
phim Nhét Anh diing ky, trong Quyét dinh ghi qui c4ch déng g01 1a “Hop 3 vix 10
vién”, nay dinh chinh qui céch déng géi 1a “Hgp 10 vi x 10 vién”

16. Quyet dinh sb 103/QD-QLD ngay 23/3/2016 ciia Cuc trudng Cuc Quén ly
Dugec vé viéc ban hanh danh muc 209 thudc nuée ngodi dugce cép so déng ky luu
hanh tai Viét Nam - Dot 93:

16.1. Thubc Flutiright, SDK:VN-19617-16, do Céng ty TNHH Kién Viét ding
ky, trong Quyét dinh ghi tén nha san xuat 12 “Norris Medicnes Limited”, nay dinh
chinh tén nha san xuat 13 “Norris Medicines Limited”.

16.2. Thubc Cetrang, SPK: VN-19582-16, do Céng ty cb phan dugc pham
Khéanh Hoa ding ky, trong Quyét dinh ghi tén thudc 12 “Cetrang”, dia chi nha san
xudt 1a “40/ 1, Mohabewala Industrial Area, SBI Road, Dehradun-248110,
Uttaralkhand- India”, nay dinh chinh tén thudc Ia “Certrang”, dia chi nha san xuét
13 “40/1, Mohabewala Industrial Area, SBI Road, Dehradun-248110, Uttarakhand-
India”.

16.3. Thudc Klacid Forte, SDK: VN-19546-16 va thude Klacid MR, SBK:
VN-19547-16, do Abbott Laboratories ding ky, do sal sét trong viée chudn bi to
T6m tét san phdm, trong Quyet dinh ghi tén nha san xuét 12 “Aesica Queenborough
Ltd.” va dia chi nha sin xuét 13 “Queenbourough, Kent, ME11 SEL- United
Kingdom”, nay dinh chinh tén nha san xult 12 “Aesica Queenborough Limited” va
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dia chi nha san xuét 1a “North road, Queenbourough, Kent, ME11 5EL- United
Kingdom”.

16.4. Thuéc Bromhexin Actavis 8mg, SPK: VN-19552-16, do Actavis
International Ltd déng ky, trong Quyet dmh ghi tén nha san xuét 1 “Balkanpharma
- Dupnitza AD” va dia chi nha san xuét 1a “3, Samokovsko shosse Str., 2600
Dupnitsa- Bulgaria”, nay dinh chinh tén nha san xuét 13 “Balkanpharma - Dupnitsa
AD” va dia chi nha san xuft la “3, Samokovsko shosse Str., Dupnitsa 2600-

Bulgarta”.

16.5. Thqéc Losacor D coated tablets, SDK: VN-19594-16, do Cong ty
TNHH DP Quéc té Thién Nam ding ky, trong Quyét dinh ghi quy cach déng géi 1a
“Hop 6 vi x 10 vién”, nay dinh chinh quy céch déng géi 1a “Hép 3 vi x 10 vién”.

16.6. Thube Newgenasada cream, SDK VN-19571-16, do Celltrion pharm,
Inc ding ky, trong Quyét dinh ghi hoat chét chinh, ham lugng 13 “Betamethason
(dudéi dang Betamethason dipropionat 0,64mg) Smg; Clotrimazol 100mg;
Gentamicin (duéi dang Gentamicin sulfat 16,7mg) 10mg”, nay dinh chinh hoat chat
chinh, ham lugng 1a “Betamethason (dudi dang Betamethason dipropionat 6,4mg)
5mg; Clotrimazol 100mg; Gentamicin (dudi dang Gentamicin sulfat 16,7mg)
10mg”.

16.7. Thudéc Amlor, SPK: VN-19717-16, do Pfizer (Thailand) Ltd ding ky,
trong Quyét dinh ghi hoat chét 1a “Amlodipin (du¢i dang Amlodipin besylat) Smg”
nay dinh chinh hoat chat 1a “Amlodipine (dudi dang mudi besilate) Smg”.

16.8. Thudc Garosi, SDPK: VN-19590-16, trong Quyét dinh ghi sai tén cong ty
ding ky 1a “Cong ty C6 pha.n Thuong mai Dich vy Thang Long”, t€n nha san xuat
la “Bluepharma- Industria Farmacéutical, S.A. (Fab.)” va hoat chat la
“Azithromycin (duéi dang Azithromycin trithydrate) 500mg”, nay dinh chinh tén
cong ty ding ky 1a “Céng ty C6 phan TMDV Thing Long”, tén nha sin xuét 1a
“Bluepharma- Industria Farmacéutica, S.A. (Fab.)” va hoat chét 1a “Azithromycin
(dudi dang Azithromycin dihydrate) 500mg”.

16.9. Thudc Lazine, SPK: VN-19668-16 do Hetero Labs Limited ding ky,
trong Quyét dinh ghi quy cach déng géi 1a Hop 3 vi x 10 vién; nay dinh chinh quy
cach dong goi 1a Hop 10 vi x 10 vién.

16.10. Thudc Lipiodol Ultra Fluide, SDK: VN-19673-16 do Hyphens Pharma
Pte. Ltd ding ky, trong Quyét dinh ghi dia chi nha san xuit 1416-24 rue Jean
Chaptal 93600 Aulnay-Sous-Bois, Rorssy CDG-Cedex-France; nay dinh chinh dia
chi nha san xuét 14 16-24 rue Jean Chaptal 93600 Aulnay-sous-Bois, France.

16.11. Thubc Paclirich, SBK VN-19578-16 do Céng ty Cb phan Dugc pham
Duy Tén dang ky, trong Quyet dinh ghi tiéu chuén thanh phdm la nha san xuét; nay
dinh chinh tiéu chudn thanh phdm 12 USP38.

16.12. Thudc Telma 80, SPK: VN-19666-16 do Glenmark Pharmaceuticals
Ltd ding ky, trong Quyét dinh ghi quy céch déng géi 1a Hoép 1 vi x 10 vién; nay
dinh chinh quy cach déng goi 1a Hop 16n chira 10 hép nho x 1 vi x 10 vién.
16.13. Thuéc Philmadol, SPK: VN-19728-16, do Phil International Co., Ltd
ding ky, trong Quyét dinh ghi tén nha san xuit 12 Huons Co. Ltd va dia chi nha san
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xuét 13 100, Bio valley-ro, Jecheon-si, Chungcheonbuk-do, Korea; nay dinh chinh
tén nha san xuét 12 Huons Co., Ltd va dia chi nha sén xuét 13 100, Bio valley-ro,
Jecheon-si, Chungcheongbuk—do Korea.

16.14. Thuéc Enoxaparin Kabi, SPK: VN 19586-16 va thudc Enoxaparin
Kabi, SDK: VN-19587-16, do Céng ty Co phan Fresenius Kabi Bidiphar déng ky,
trong Quyét dinh ghi dia chi nha sén xuét I3 “Sy. No. 143 to 148, 150&151, Near
Gandimaisama ndimaisamma Cross Roads, D.P Pally, Dundigal Post, Qutubullapur
Mandal, R.R Dist, 500 043-A.P., India”; nay dinh chinh dia chi nha sén xuét 13 “Sy.
No. 143 to 148, 150&151, Near Gandimaisamma Cross Road, D.P Pally, Dundigal

Post, Quthbullapur Mandal Ranga Reddy Dlstnct Hyderabad-500 043, Telangana
State, India”.

16.15. Thubc Voluven 6%, SPK: VN-19651-16, do cong ty Fresenius Kabi
Deutschland GmbH.d#ng ky, trong Quyét dinh ghi dia chi nha sin xuét 1a
“FreseniusstraBe 1, 6169 Friedberg, Germany” va hoat chit 13 “Poly (O-2-
hydroxyethyl) starch (HES 130/0,4) 30mg/500ml”; nay dinh chinh dia chi nha san
xudt 1a “Freseniusstrafe 1, 61169 Friedberg, Germany” va hoat chét 1a “Poly (O-2-
hydroxyethyl) starch (HES 130/0,4) 30g/500ml va Natri chloride 4,5g/500ml”.

16.16. Thuéc Prazav, SPK: VN-19696-16, do Laboratorios Recalcine
S.A.d#ng ky, do sai sét trong viée chuén bj t& tém tét sén phdm nén trong Quyét
dinh ghi dia chi nha sén xult 13 “Av. Miralcampo, No 7, Poligono Industrial
Miralcampo 19200 Azuqueca de Henares (Guadalajara)”; nay dinh chinh dia chi
nha san xuét 13 “Avda. Miralcampo, N° 7-Pol. Ind. Miralcampo 19200 Azuqueca de
Henares (Guadalajara), Tdy Ban Nha”.

16.17. Thudc Venlif OD 75, SPK: VN-19748-16, do Torrent Pharmaceuticals
Ltd. déng ky, trong Quyét dinh ghi tén thubc 12 “Venlif OD 75”, nay dinh chinh tén
thude 12 “Venlift OD 75”.

16.18. Thubc Venlif OD 150, : SPK: VN-19747-16, do Torrent
Pharmaceuticals Ltd. dang ky, trong Quyét dinh ghi tén thubc 1a “Venlif OD 1507,
nay dinh chinh tén thudc 13 “Venlift OD 150”.

16.19. Thuéc Bupivacaine Aguettant Smg/ml SDK: VN-19692-16, do
Laboratoire Aguettant S. A S ding ky, wong Quyét dinh chua ghi nha xut xuéng
16, nay b sung nha xuét xudng 16 12 “Laboratoire Aguettant”, dia chi: “Parc
Scientifique Tony Garnier, 1 rue Alexander Fleming, 69007-Lyon-France”.

16.20. Thuéc Enam 10mg, SPK: VN-19637-16 va thuéc Enam 5mg, SPK:
VN-19638-16, do Dr. Reddys Laboratories Ltd. ding ky, trong Quyét dinh ghi tén
cong ty ding ky 1a: “Dr. Reddys Laboratories Ltd”, dia chi: “8-2-337, Road No.3,
Banjara Hills, Hyderabad-500034, Andhara Pradesh, India”, nha sén xuét 1a: “Dr.
Reddys Laboratories Ltd”, dia chi: “Survey No. 42, 45 & 46, Bachupalli Village,
Qutubullapur mandal, Ranga Reddy Dist, Telangana State-500090, India”, nay dinh
chinh cOng ty dang ky la: “Dr. Reddy’s Laboratories Ltd”, dia chi: “8-2-337, Road
No.3, Banjara Hills, Hyderabad-500034, Telangana, India”, nha san xuét 13: “Dr.
Reddy’s Laboratories Ltd”, dia chi: “Survey No. 42, 45 & 46, Bachupally Village,
Qutubullapur mandal, Ranga Reddy Dist, Telangana State-500090, India”.



16.21.Thubc Arduan, SPK: VN-19653-16, do Gedeon Richter Plc ding ky,
trong Quyet dinh ghi hoat chit 1a “Pipercuronium bromide 4mg”; nay dinh chinh
hoat chét 1a “Pipecuronium bromide 4mg”.

17. Quyet dinh s 107/QP-QLD ngay 23/3/2015 cia Cuc truéng Cuc Quan ly
Dugc vé viéc ban hanh danh myc 18 thudc nudc ngodi dugc cap s6 ding ky Iuu
hanh tai Viét Nam, dot 93:

17.1. Thuéc Bortezomib, SPK: VN2-453-16; Capecitabine Tablets USP
150mg, SDK: VN2-454-16 va Capecitabine Tablets USP SOOmg, SPK: VN2-455-
16, do Dr. Reddys Laboratories Ltd. dang ky, trong Quyét dinh ghi tén cong ty
déng ky la: “Dr. Reddys Laboratories Ltd”, dia chi: “8-2-337, Road No.3, Banjara
Hills, Hyderabad-500034, Andhara Pradesh, India”, nha san xuat la “Dr Reddys
Laboratories Ltd.”, dia chi: “Formulation Unit -7 Plot No. P1 to P9, Phase-III,
VSEZ, Duvvada, Visakhapamam-District, Andhra Pradesh, India”, nay dinh chinh
cong ty déng ky la: “Dr. Reddy’s Laboratories Ltd.”, dia chi “8-2-337, Road No.3,
Banjara Hills, Hyderabad-500034, Andhra Pradesh, IndJa” nha san xuét la: “Dr.
Reddy’s Laboratories Ltd.”, dia chi: “Formulation Unit -7, Plot No. P1 to P9,
Phase-I11, VSEZ, Duvvada, Visakhapatnam—District, Andhra Pradesh, India”.

18. Cong van gia han s ding ky:

18.1. Thudc Acarbose Tablets 50mg, SPK: VN-9858- 10 do Standard Chem.
& Pharm. Co., Ltd., Taiwan ding ky trong cong vin sb 6759/QLD-PK ngay
27/4/2016 cua Cuc Quén ly dugc vé viée gia han hiéu luc s ding ky d6 ghi tén
thube- dang bao ché 1a “Acarbose Tablets 50mg”, nay dinh chinh tén thudc- dang
bao ché 1a “Acabrose Tablets 50mg”.

18.2. Thudc Lopid, SPK: VN-11980-11, do Pfizer Thailand Ltd, Thailand
déng ky, trong cong vin so 3195/QLD-BK ngay 04/3/2016 cta Cuc Quan ly dugc
vé viéc gia han hiéu lyc sb dang ky do gh.l dang bao ché cia thubc 1 “Vién nén”,
nay dinh chinh dang bao ché ctia thuéc ia “Vién nang”.

18.3. Thudc Targocid, SPK: VN-10554-10, do Céng ty TNHH Sanofi-
Aventis Viét Nam dﬁng ky, trong cong van s 6207!QLD—DK ngay 20/4/2016 vé
vigc gia han hiu Iu'c s6 dang ky ghi dang bao ché 1a “Dung dich tiém”, nay dinh
chinh dang bao ché 12 “Bot d6ng khé pha tiém”.

18.4. Thuéc Vién dan Efferalgan, SPK: VN-12418-11 do Céng ty TNHH
DKSH Viét Nam dang ky, trong céng vin s6 8372/QLD-PK ngay 24/5/2016 ciia
Cuc Quan ly Dugc vé viéc gia han hiéu luc s6 déng ky ghi s dang ky cua thudc 1a
“VN-12148-117, nay dinh chinh sé dang ky ciia thudc 13 “VN-12418-11".

18.5. Thuéc Vién dan Efferalgan, SDK: VN-12419-11 do Céng ty TNHH
DKSH Viét Nam dang ky, trong cong vin so 8372/QLD-DK ngay 24/5/2016 cua
Cuc Quan ly Dugc vé viéc gia han hiéu lyc sb déng ky ghi sb ding ky cuia thude la
“VN-12149-117, nay dinh chinh sé ding ky cta thudc 1a “VN-12419-11".

18.6. Thudc Briozcal, SPK: VN-12270-11 va thudc Oztis, SDK: VN-12271-
11 do Cong ty TNHH dugc phdm B.H.C dang ky trong cong van so 9233/QLD-
DK ngay 02/6/2016 ctia Cuc Quan ly Duge vé viéc gia han hiéu lyuc sé déng ky ghi
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dia chi cong ty dang ky 1a “273 Hb Vian Hué, Quan Phti Nhuan, Tp. H5 Chi Minh”,
nay dinh chinh dia chi cong ty déng ky 1a “145 Dao Duy Anh, Phuong 9, Quan Phi
Nhuan, Tp. H6 Chi Minh”.

18.7. Thuoc Amlibon 5mg, SDK: VN-8748-09 do Hexal AG dang ky, trong
cdng van so 7459/QLD-DK ngay 12/5/2016 cuia Cuc Quéan ly Dugc vé viéc gia han
hiéu luc sb ding ky da khong ghi thcn han higu luc g1a han s6 dédng ky cfi, nay dinh
chinh “Thoi han hiéu luc gia han so ding ky cfi d6i véi thube Amhbon Smg l1a 06
théng ké tir ngay ky cong vin nay”.

18.8. Thudc ‘Omeprem 20, SDK: VN-9824-10 do Remedica Ltd. dang ky
trong cong vén so 8585/QLD-DK ngay 26/5/2016 ciia Cyc Quén ly Dugc vé viéc
gla han hiéu luc sb ding ky ghi céng ty ding ky 14 “Céng ty TNHH Dugc phim
Nhit Anh”, nay dinh chinh c6ng ty ding ky 13 “Remedica Ltd.” dia chi “Limassol
Industrial Estate P.O. Box 51706 3508 Limassol, Cyprus”.

Cuc Quan Iy Dugc théng bdo d cac don vi biét./.

Noi nhin:
- Nhu trén;
- B trudmg Nguyén Thi Kim Tién (dé b/c);
- Thit treéng Lé Quang Cudng (&8 b/c);
- Cuc Quﬁn y - B§ Quoc phong, Cuc Y té - B6 Cong ag;
- Cuc Y té Giao théng vén tai - B§ Giao thong van tai;
Tong cuc Hai quan - B$ Tai chinh;

- Bao hiém X h¢i Viét Nam; \
- Vu Phép ché, Cuc Quan ly Y, Dugc cd truyen, Cuc Quar
Iy Kham, chira b¢nh - BS Y té, Thanh tra B9 Y té; o k
- Vién KN thubc TW, Vign KN thue TP. HCM; Trwong Quoc Cuwong
- Téng Céng ty Dugc VN;

- Céc Bénh vién & Vién c6 givdng bénh tryc thugc By Y té;
- Website Cuc QLD, Tap chi Dugc & MP, P. QLKD Dugc;
- Lwu: VP, KT (12).



