BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap — Tuw do — Hanh phic
0: 641 /QLD-BK Ha Noi, ngay yp thing 3 ndm 2010
V/v dinh chinh thdng tin trong Quyeét '

dinh cép gidy DKLH va céng van duy
tri hiéu lyc giay DPKLH

Kinh giri:  Céc co s& ding ky ¢6 thube dugc dinh chinh.

Cuc Quan ly Dugc nhén duge cdng véan cia cac co s¢ dang ky thubc dé
nghi dinh chinh théng tin trong céc Quyét dinh cap gidy dang ky luu hanh va
cdng van duy tri hiéu luc gidy dang ky luu hanh ctia Cuc Quan ly Dugec.

Cian ctr hé so ding ky thuoc lvu tai Cuc Quan ly Duoc, Cuc Quan ly
Dugc théng bao dinh chinh mét s6 ndi dung trong cac Quyét dinh cap gidy dang

ky luu hanh va Cong van duy tri hi¢u luc gidy dang ky luu hanh déi véi cac
thudc tai cac danh muc cu thé nhu sau:

1. Danh myc cac thuc duge dinh chinh théng tin trong Quyét dinh cép
giay dang ky luu hanh (Phu luc I kem theo Cong van nay).

2. Danh muc cac thudc duoc dinh chinh théng tin trong céng van duy tri
hiéu luc giay ding ky luu hanh (Phu luc II kém theo Céng van nay).

Cuc Quan ly Dugc théng bio dé céc don vi biét va thuc hién./. /%, o
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CUC QUAN LY DUQC

BOYTE

CONG HOA XA HQI CHU NGHIA VIET NAM

JHULUCT
DANH MUC THUOC DUQC PiNH CHINH THONG TIN
TRONG QUYET BINH CAP GIAY PANG KY LUU HANH

Poc ldp — Tw do — Hanh phic

(Kém theo céng van so /OLD-DK ngay /2020 ctia Cuc Quan Iy Duoc)
. Nea Néi dung
STT| Ténthude | Cosédingky | S6dingky |Sé Quyét dinh Quyégt ginh dinh | Théng tin di ghi Théng tin dinh chinh
chinh
27/6 Ly Thai T5, R
Acarbose Cong ty TNHH il Partig Thech Gidn, %}:{6 Ig '_Th%T?, I]’_:U(l'lrllg
L. . g VN-21983-19 | 220/QD-QLD | 16/04/2019 |Cosé | Quan Thanh Khe, )
Friulchem Duoc pham - N PR Khé, Thanh phé Pa Nang,
dang ky Thanh phé Pa Nang, e
Lamda Viét Nam Viét Nam
Dia chi 16, Dumeori-gil, 16, Dumeori-gil,
o SO Moottt s O VN-22031-19 | 435/QD-QLD | 24/07/2019 |Cosy | Yanegang-myeon, b amies e
Tablet Corporation kot Hwaseong-si, Hwaseong-si, Gyeonggi-
Gyeonggi-do do .
Moi liéu phong thich (lieu
P : di ra khoi dau ngdm cta
:fl?[;l‘s?rﬁ}c’z“g thich | 3ang cu his) chim 55
umeclidinium (twong mlcmgafn_(mcg)
duong 65 meg umecIldm‘mm (tuong
Sopd . duong vol 65 meg
umeclidinium bromide) A .
va 22 meg vilanterol umeclldlmmjn bromide)
Cichghi | (dang trifenatate), t va 22 meg vilanterol
3. | Anoro Ellipta | GlaxoSmithkline | VN3-232-19 |653/QD-QLD | 23/10/2019 | ;2¢" &1 | lcans riienaiale), WONg | (4,10 trifenatate). Lidu
Hoat chat | img véi liéu khi chua

Pte. Ltd.

phong thich chira
umeclidinium (dudi
dang umeclidinium
bromide 74,2 meg)
62,5meg; Vilanterol
(dudi

nay tuong img vai liéu
62,5 meg umeclidinium
(tuong duong vai 74,2
meg umeclidinium
bromide) va 25 meg
vilanterol (dang
trifenatate) khi chua
phong thich.
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Noi dung

STT | Ténthuéc | Cosédingky | Sédingky | S6 Quyét dinh Qu?e :‘ginh dinh | Théng tin da ghi Théng tin dinh chinh
i chinh
Sanofi-Aventis Dia chi 1, rue de la Vierge - 1, rue de la Vierge -
. . .. | Ambares et Lagrave - Ambarés et Lagrave -
4. . - - ! =
Aprovel E:Egapore Pte VN-16720-13 | 184/QD-QLD 05/07/2013 fuoa fo SAN | 23565 Carbon Blane 33565 Carbon Blanc
Cedex Cedex
Hoat chét Sildenafil (dudi dang Sildenafil (dudi dang
: Sidenafil citrat) 100 mg | Sildenafil citrat) 100 mg
bia chi § F/25, BIDC Estate,
U Square Co s san gEWS;B};ErE dEf‘Idﬁte’ Gorwa, Baroda-390016,
5. | Azodra100 | Lifescience Pvt | VN-22481-19 | 653/QP-QLD | 23/10/2019 | Xuat ’ An Do
Ld B-804, Premium House, i l.] 0,1’ 1102, 1103
-y : Solitaire Corporate Park,
bia chi Nr. Gandhigram Besidle Dicva Bhisk
Co sé Station, Off. Ashram Presls eS gﬂ?ahwajyar
déng ky ;{;ggégl “Gu““‘.’:zzad Sarkhej, Ahmedabad, GJ
b 380051, An Do
Hoat chit,
ham Bortezomib 3,5mg/3ml | Bortezomib 3,5mg
lugng
Sun x oel o Bot déng khé pha tiém
6. | Bortesun Pharmaceutical | VN3-66-18 | 413/QD-QLD | 04/07/2018 | Dangbdo | Botdongkhddepha |0 ooy o e duei
1 : che dich truyen
ndustries Ltd da
(d)éuggc;lgsl Hép 1 lo 3ml Hop 11lo
Dia chi 16, Dumeori-gil, 16, Dumeori-gil,
Co 56 ! Yanggang-myeon, Yanggam-myeon,
Saint sé.ns:r it Hwaseong-si, Hwaseong-si, Gyeonggi-
7. | Bunpil Cream CZ‘“ A VN-22464-19 | 653/QD-QLD | 23/10/2019 Gyeonggi-do, Korea | do , Korea
» Hoat chat Terbinafine
- ham h . Terbinafin HCI 10mg/g
ydrocloride 10mg/g
lugng flye =
*
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Néi dung

STT | Ténthude | Cosidingky | Sédinghky |S6 Quyétdinh | . NB3Y. dinh | Thong tin di ghi Théng tin dinh chinh
Quyet dinh chinh
Village
Dia chi ¥éi];?in§l;1i:’§?sdl’ Village Kishanpura,
Cososan | o 2agar, Baddi, Tehsil Nalagarh,
xudt ity District Solan, IN-174101
Himachal Pradesh, IN- ’
C(')!lg ty ch 174101
8. B 50 Phan F i VN3-221- /QDb- S .
ypro 50 mg Kaabl; Vrieéieﬁ;u; N3-221-19 | 653/Qb-QLD | 23/10/2019 P Cong ty C4 phin Céng ty C Phin
) dang ky Fresenius Kabi Bidiphar | Fresenius Kabi Viét Nam
Bia chi Khu vuc 8, Phuong Khu wvirc 8, Phuémg Nhon
Co st Nhon Pha, TP. Qui Phi, TP. Quy Nhon, tinh
dang ky Nhon, tinh Binh Pinh | Binh Dinh
Céng ty TNHH
Clofenac 50 Dugc pham va Quy cach N : i B ; -
9. Suppository TBYT Phuong VN-21790-19 | 164/QD-QLD 20/03/2019 d6ng gbi Hop 1 vi x 20 vién Hop 4 vi x 5 vién
Lé
10. | CoAprovel Singapore Pte. VN-16721-13 | 184/Qb-QLD 05/07/2013 Co;so SN | 33565 Carbon Blanc 33565 Carbon Blanc
Ltd xuat
Cedex Cedex
. T 1, rue de la Vierge - 1, rue de la Vierge -
Sanofi-Aventis Dia chi i .
CoAprovel . ... | Ambares et Lagrave - Ambarés et Lagrave -
- 1300/12.5mg | ingoporePre. | VN-IT392-13 1 419/QB-QLD | 27/12/2013 | CoSGsan | 33565 Carbon Blane | 33565 Carbon Blane
td xuat
Cedex Cedex
. S 1, rue de la Vierge - 1, rue de la Vierge -
Sanofi-Aventis Pia chi ’
CoAprovel G * . . | Ambares et Lagrave - Ambarés et Lagrave -
12. 300/25mg }‘iltggapore Pte. | VN-17393-13 |419/QDb-QLD | 27/12/2013 Cczscr SaN | 33565 Carbon Blanc 33565 Carbon Blanc
xuat
Cedex Cedex
g [ e
13. | Cordarone Singapore Pte. VN-16722-13 | 184/Qb-QLD 05/07/2013 CO:SU San | 33565 Carbon Blanc 33565 Carbon Blanc
Ltd xuat
Cedex L eedex il
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Néi dung

STT| Ténthube | Cosvdingky | Sédangky |S6Quyétdjnn | . NEAY dinh | Théng tin da ghi Théng tin dinh chinh
Quyét dinh e
DBL Pfizer ’
14. | Octreodtide | (Thailand) VN-19431-15 | 672/QD-QLD | 17/12/2015 | Tén thude | DOL- Octreodtide DBL Octreotide 0,1mg/ml
e .Img/ml
0.1mg/ml Limited
g e 1, rue de la Vierge - 1, rue de la Vierge -
: Sanofi-Aventis Pia chi
Depakine . B Ambares et Lagrave - Ambarés et Lagrave -
15. A Singapore Pte. | VN-16477-13 | 66/QD-QLD | 01/04/2013 CU‘:SO‘ S4N | 33565 Carbon Blanc 33565 Carbon Blanc
Lt xuat
Cedex Cedex
Doxycyelin Coéng ty TNHH . . .
16. | 100 mg Duge phdm VN-22090-19 | 437/QD-QLD | 24/07/2019 | Tén thude | DOXyeyelin 100 mg Poxeyeiing L0
capsules capsules
capsules Lamda
Dang bao g 3 Dung dich tiém truyén
ché Dung dich truyén ik pescd
Qi <N | Chai nhya 500mI Chai thiy tinh 500ml
ong géi
Céng ty TNHH
Glucose Dugc Phﬁm : : . o No.288 Zhujiang Road, | No.288 Zhujiang Road,
7. | Injection 5%, |ChauA-Thai | ¥ 12208719 | 437/QD-QLD | 24/07/2019 DIahico | High-tech Industrial | High-tech Industral
Binh Duong <udt Development zone Development Zone,
Shijiazhuang Shijiazhuang
Piachi | 113-Y Ngéng, P. Tan i‘;n' }Eﬁ%‘;‘;ﬁh"h&‘mg
Coso | Thinh, TP.BuonMa | b v Thuse, tinh Dak
dangky | Thugt, tinh Dék Lak | o b
. Hép 1 1o x 30 vién, hop
ng‘[f “?:’ 119 x 90 vién, hop 11o | Hap 1 o x 30 vién
S8 | X 180 vien
18. | Hepbest MIPharma |3 95119 |742/QD-QLD |06/12/2019 | | B-2103, Tharwani, Unit No. 402 & 403, Viva
Private Limited Dia chi Palm Beach Road, Hub Town, Shankar
Coso Sanpada, Navi Mumbai | Wadi, Village Mogra,
dang ky - 400705, Maharashtra - | Jogeshwari East, Mumbai
India y /Zé_@é(} - India




Nji dung

STT| Ténthube | Cosydingky | Sédimgky |SéQuyétainh | . NBAY dinh | Théng tin da ghi Théng tin dinh chinh
Quyét dinh chinh
Sfafo S P.T. Tanabe Indonesia PT. Tanabe Indonesia
Dia chi JI Rumah Sakit No. 104 | JI. Rumah Sakit No. 104
Cosdsan | Ujungberung Bandung | Ujungberung Bandung
Abbott xuét 40612 40612
19. | Herbesser (Lé“i*;‘;::g;gs VN-22049-19 | 437/QD-QLD | 24/072019 [ " Abbott Laboratories
Private [imited daing ky Abbott Laboratories (sin_gaporc] Private
Limited
Dia chi 100 Abbott Park Road, | 3 Fraser street, #23-28
Co so Abbott Park, Illinois Duo tower, Singapore
dang ky 60064, USA 189352, Singapore
S:éfé = P.T. Tanabe Indonesia | PT. Tanabe Indonesia
Dia chi JI Rumah Sakit No. 104 | JI. Rumah Sakit No. 104
Cosésan | Ujungberung Bandung | Ujungberung Bandung
Abbott xuat 40612 40612
Laboratories . i Abbott Laboratories
20. | Herbesser 60 G VN-22050-19 | 437/QD-QLD | 24/07/2019 dc;] sak T — (Singapore) Private
Private Limited gy Limited
Dia chi 100 Abbott Park Road, | 3 Fraser street, #23-28
Co so Abbott Park, Illinois Duo Tower, Singapore
ding ky 60064. USA 189352, Singapore
Cosgsan | Dr. Reddys Dr. Reddy's Laboratories
Xuét Laboratories Ltd. Ltd.
Survey No. 42, 45 & 46, | purveY No- 32, 45 & 46,
, Piachi | Bachupalli Village, T Tl
. Dr. Reddy's o Qutubullapur Mandal,
21. [ Histalong . VN-17421-13 | 419/QD-QLD | 27/12/2013 | Co sé san | Qutubullapur mandal, T
Laboratories Ltd £ : Ranga Reddy - District,
xuat Ranga Reddy Dist., Andhra Pradesh - 500090
Andhra Pradesh . o ’
India
Co so Dr. Reddys Dr. Reddy's Laboratories
dang ky Laboratories Ltd.

Lid.
t '//% = ,fiti.;L.




Npi dung

STT| Ténthube | Cosydingky | S6dingky |SéQuyétdinh | . NEAY dinh | Théng tin da ghi Théng tin dinh chinh
Quyetdinh | o
Co so
déng géi, | Laboratoires Mayoly :
kiém soat | Spindler- d/c: 6, Avenue | ooy oires Mayoly
22. | Meteospasmyl | Tedis VN-22269-19 | 651/QD-QLD | 23/10/2019 | chat de I'Europe - 78400 R o NS
de I'Europe - 78400
luong, Chatou Cedex,
2 Chatou, France
xuat France
xuong
B-2103, Tharwani, Unit No. 402 & 403, Viva
MI Pharma bia chi Palm Beach Road, Hub Town, Shankar
23. | Mydekla 30 Private Limited VN3-252-19 | 742/QB-QLD | 06/12/2019 | Cos¢ Sanpada, Navi Mumbai | Wadi, Village Mogra,
dang ky - 400705, Maharashtra - | Jogeshwari East, Mumbai
India — 400060 - India
B-2103, Tharwani, Unit No. 402 & 403, Viva
MI Pharma Bia chi Palm Beach Road, Hub Town, Shankar
24. | Mydekla 60 Private Limited VN3-253-19 | 742/QD-QLD | 06/12/2019 | Co so Sanpada, Navi Mumbai | Wadi, Village Mogra,
dang ky - 400705, Maharashtra - | Jogeshwari East, Mumbai
India — 400060 - India
. 69-10, Hansam-ro
. Dia chi 69-10, Hansam-ro, i ?
25, {Newmytoba | Phammaunity | g 55098.19 | 435/QD-QLD | 24/07/2019 | Cosésan | Duksan-myun, Jinchun- | DEOksan-myeon,
0,02% Co., Ltd. e o ChataE Jincheon-gun,
e g Chungcheongbuk-do
Nimegen Céng Ty TNHH Egzl:m : :
26. Duge pham VN-22350-19 | 653/Qb-QLD | 23/10/2019 : BP 2016 Tiéu chudn nha san xuat
20mg - thanh
Nam Han 2
pham
Oxnas Cong ty Quy céch
27. | Tablets TNHH Duge VN-22011-19 | 437/QD-QLD | 24/07/2019 Aonie o Hép 10 vi x 4 vién Hop 10 vi x 10 vién
375mg phim Nam Han e g
Cong ty TNHH .
28. gara"'?‘am"' Duoc phim Viét | VN-21235-18 | 411/QD-QLD | 04/07/2018 | LY &N | 1 1 16 100m Hop 10 1o 100ml
eneris Phép dong goi
W Ae
Vo 2

-




Noi dung

STT| Ténthubc | Cosvdingky | Sédingky |SéQuyétdinh | . NEAY dinh | Théng tin 35 ghi Théng tin dinh chinh
Quyét dinh P
i NSX KP XI
chuan
. Céng ty TNHH Lau 2, s6 770-770A Liu 2, s 770-770A
29. | Philtobera S VN-22131-19 | 437/Qb-QLD | 24/7/2019 ) » .
THODEran | philavida ®-Q Diachi | duong Su Van Hanh dudmg Su Van Hanh (ndi
Co siy (noi dai), !’hu‘f:mg 10, dai), Phuong 12, Quén
dangky | Thanh phé H Chi 10, Thanh phé Hé Chi
Minh Minh
Residron-150 (Co s& : ;
déng géi: Apotex Inc, (]}?SIdEO.]}'EfO ECGISU di
: : | dia chi: 4100 Weston o‘rj.g Mol b
Mega Tén thudc Road: Toronto chi: 4100 Weston Road,
30. | Residron-150 | Lifesciences VN-21903-19 | 164/QD-QLD | 20/03/2019 Ontiario, Canada, e i
. idron- Public Company - - Qb- MOL2Y6) MIL2Y6)
Limited
Quy ch | op vix 1 vien Hop 1 vix 1 vién
ong goi
S 16, Dumeori-gil, 16, Dumeori-gil,
Serimole Saint D Yanggang-myeon Yanggam-myeon
31 N . VN-22032-19 |435/QD-QLD | 24/07/2019 | Co sé 3 ? yeon, :
asal Spray Corporation A £ Hwaseong-si, Hwaseong-si, Gyeonggi-
san xuat .
Gyeonggi-do, Korea do , Korea
Nsomycin ulists Neomycin sulfate (fuong
(tuong duong it in 35
. g Neomycin 35mg,
33, | Susung Selnt VN-22194-19 | 437/QD-QLD | 24/07/2019 | Hoat chét ?;g&l)yicﬁl; Sormer ©[350001U) S02me;
" | Porginal Corporation : ~ME, Nystatin 100000 1U;

Nystatin 100000 IU;
Polymycin B sulfat
35000 1U

Polymycin B sulfat 35000
18}
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Néi dung

STT| Ténthubc | Cosbdingky | Sédingky |Sé Quyétdinh | . NEAY dinh | Théng tin di ghi Théng tin dinh chinh
Quyét dinh chinh
Sl?éfa . P.T. Tanabe Indonesia | PT. Tanabe Indonesia
Bia chi JI Rumah Sakit No. 104 | JI. Rumah Sakit No. 104
Abbott Cosésan | Ujungberung Bandung | Ujungberung Bandung
Tanatril Laboratories xuat 40612 40612
33. Tablets 10mg | (Singapore) VN-22051-19 | 437/Qb-QLD | 24/07/2019
Private Limited Co s Abbott Laboratories
dang ky Abbott Laboratories (Singapore) Private
gy Limited
Dia chi 100 Abbott Park Road, | 3 Fraser street, #23-28
Co sd Abbott Park, Illinois Duo tower, Singapore
dang ky 60064, USA. 189352, Singapore
f:éfc S0 | p T. Tanabe Indonesia | PT. Tanabe Indonesia
Abbott Dia chi JI Rumah Sakit No. 104 | JI. Rumah Sakit No. 104
. o Co sdsan | Ujungberung Bandung | Ujungberung Bandung
Tanatril Laboratories : p
7 T i VN-22052-19 | 437/QD-QLD | 24/07/2019 | xuat 40612 40612
Tablets Smg | (Singapore)
Private Limited Ciien Abbott Laboratories
dang ky Abbott Laboratories (Singapore) Private
at Limited
bia chi 100 Abbott Park Road, | 3 Fraser street, #23-28
Co sor Abbott Park, Illinois Duo tower, Singapore
dang ky 60064, USA. 189352, Singapore
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N Ngi dung
STT| Ténthude | Cosddangky | S6dingky |S6Quyétdinh | . "B dinh | Théng tin da ghi Théng tin dinh chinh
Quyeét dinh chinh

Cong ty Cd phén Céch ghi

Tép doan Dugc y : dia chi co | Herrbergstrasse 361138 | Herzbergstr. 3, 61138
3% [ Hyzesundiel pham & Thuong VN-22211-19 | 456/QD-QLD 3170712019 s& san Niederdorfelden, Bic Niederdorfelden, Pirc

mai Sohaco xuat

%‘;‘33 TYBINHH Diachi | 106 Duong 10, Binh 106 Pudng 100, Binh
36. | Uvomo 5 mlfh; - VN-17918-14 | 294/QD-QLD | 12/06/2014 | Co s& Thei, Phutmg 14, Quan | Théi, Phuomg 14, Quan

H:;’;g Tﬁ dangky | 11, Tp. H4 Chi Minh | 11, Tp. H3 Chi Minh

KT, CyC TRUONG/Z~ Sher
“PHO CUC TRUONG




BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc lip — Tw do — Hanh phiic

PHU LUC II _ X
DANH MUC THUOC PUQC DINH CHINH THONG TIN
TRONG CONG VAN DUY TRI HIEU LUC GIAY PANG KY LUU HANH

(Kém theo céng viin s6 /OLD-PK ngay / /2020 ctia Cuc Qudn Iy Duoc)
" £ . . £ FOm & N - Néi dung s . oo . | Thong tin dinh
STT | Tén thudc Co so ding ky So dang ky So cong viin Ngay cbng van dinh chinh Théng tin da ghi chinh
I g"r";‘g;‘: Janssen Cilag Ltd. | VN-14214-11 | 1610/QLD-DPK | 17/02/2020 | Tén thude g:;k'a“" Oral | 1y aktarin Oral Gel

KT. CUC TRUON
HO.CUC TRUON

‘.3 Nguy&n Thanh Lam
e L
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