CONG TY TNHH MQT THANH VIEN CONG HOA XA HQI CHU NGHIA VIET NAM
VIMEDIMEX BINH DUONG Poc lap - Ty do — Hanh phiic

S6: 155/2024/ VMBD-TD )
(V/v: Cdp nht sé dang ky gia han - san phim
Ciloxan)

Binh Duong, ngay 07 thang 08 nam 2024

Kinh gwvi: SO'Y TE TINH PONG NAI

Cong ty TNHH Mgt Thanh Vién Vimedimex Binh Duong xin chan thanh cam on su ung
ho ctia Quy S&' Y té ddi vai cac san phdm do cong ty ching tdi phan phéi tai thi trudong Viét Nam
trong thoi gian vira qua.

Theo Quyét dinh tring thau sé 1572/QD-SYT ngay 16/12/2022 ciia Gidm déc S¢ Y té tinh
Béng Nai vé viéc phé duyét két qua lya chon nha thau goi thdu: Go6i thiu sé 01: Thude generic.
Cong ty chiing tdi c6 dang cung img dén céc co sd y té truc thudc Quy SO Y té san pham Ciloxan
clia nha san xuat S.A. Alcon-Couvreur N.V - Bi véi sé dang ky VN-21094-18. Hién nay, san phim
trén da dugc BO Y té - Cuc Quan ly Duoc cép sé ding ky gia han 540115406223 nén chiing toi s&
tién hanh cung tng hang hoa dén cac co so'y té truc thude Quy So Y té theo sb ding ky gia han véi
thong tin chi tiét nhu sau: (theo Quyét dinh sé 777/0D-QLD ngay 19/10/2023 dinh kém).

s £ Quy
Tén Tén hoat chit; Nong | Dang Nh;s;n xPat cich S& dane k¢ Iy hanh
thude d9-ham lugng | baoché | ~ OSSN 1 d46ng G Ky N
Xuat :
g6i
SPK triing thau/da cung
Ciprofloxacin (dudi ung:
. . Dung S.A. Alcon- n
VN-21094-18
Ciloxan dang ClproﬂqxaCIn dich nho | Couvreur N.V Hop 1 1g o
hydroclorid s Bi 5ml
monohydrat); 3mg/ml e SPK gia han:
540115406223

Nhim tao diéu kién thuan loi cho viéc thanh toan ciing nhu dam bao quyén loi cho ngudi
bénh tham gia Bao hiém Y € dugc thanh toan khi sir dung san phdm Ciloxan, chiing ti xin dugc
théng bao va cap nhat dén Quy S& Y té thong tin trén vai sé dang ky gia han 540115406223 s¢
duoc cung tng dén ké tir ngay ky cong van nay.

Chung t6i cam két ngoai viée thay doi thong tin s6 dang ky gia han néu trén, céc thong tin
khéc clia san pham: Tén thude, nha san xudt, tiéu chuan chat lugng, han dung, nhém thudce ciing
nhwr gid cung (g cta san phdm véi s dang ky gia han khong thay di so véi s6 dang ky tring thau/
da cung ung.

Cdng ty chan thanh cdm on sy tin tudng ciia Quy SO Y té.

Tran trong kinh chao./.

DAI DIEN HOP PHAP CUA NIiIhé THAU
GIAM POC

Noi nhin:
- Nhu trén;
- Luu: VT.
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e BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
> @0 CUC QUAN LY DUQC Dic l4p - Tw do - Hanh phiic
sé: 777 /QD-QLD Ha Ngi, ngay 19 thang 10nam 2023
QUYET PINH

V& viéc ban hanh danh myc 191 thude nréc ngodi
dwgc gia han gifly ding ky lwu hanh tai Viét Nam - Dot 115.2

CUC TRUGNG CUC QUANLY DUQC

Céin ctr Ludt Duge sé 105/2016/QH13 ngay 06/4/2016;

Cén cit Nghj dinh s6 95/2022/NP-CP ngay 15/11/2022 cita Chinh phit quy
dinh chitc ndng, nhiém vy, quyén han va co cou 16 chive ciia B Y 1é;

Ciin cit Quyés dinh sé 1969/QP-BYT ngay 26/4/2023 ciia B truong B3 Y 1é
quy dinh chirc ndng, nhiém vy, quyén han va co céu 16 chire ciia Cuc Qudn Iy
Duge thude Bo Y té;

_ Cin ctr Thong tur 56 08/2022/TT-BYT ngdy 05/09/2022 cia B truong B§ Y
té quy dinh viéc dang ky lheu hanh thude, nguyén liéu lam thudc;

Ciin cir két lugn ciia Hpi dong tw vin cip gidy ddng kp hwu hanh thuoc,
nguyén ligu lam thudc - BY Y té;

Theo dé nghj ciia Trudng phong Dang ky thuée - Cue Quan Iy Duge.

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh ndy danh muc 191 thudc nude
ngodi dugc gia han gidy ding ky luu hanh tai Viét Nam - Dot 115.2, cu thé:

1. Danh muc 177 thude nuée ngodi duge gia han gidy ding k¥ luu hanh
hiéu Iyc 05 ndm (Phu luc I kkém theo).

2. Danh muc 09 thudc nuéc ngodi duge gia han gidy ding ky lwu hanh
hiéu Iyc 03 ndm (Phu luc II kém theo).

3. Danh muc 05 thudc nudc ngoai duge gia han gidy ding ky luu hanh
dén 31/12/2025 (Phy luc III kém theo).

Pidu 2. Co s& san xuft va co sd ding ky thude 6 trach nhigm:

1, Cung cép thubc vio Viét Nam theo dling cdc hd so, tai ligu dd dang ky
v6iBO Y té va phai in hodie dén sb ding ky duge B Y té cép 1én nhén thude.

2. Chép hanh ddy dii phap luit ciia nuéc CHXHCN Viét Nam va cdc qu
dinh ciia BO Y té v& nhap khdu thudc va luu hanh thude tai Vigt Nam, neu c6 bat
ctt thay ddi gi trong qué trinh luu hanh thude & nude s& tai va & Viét Nam thi
phii b4o c4o ngay cho Cyc Quén Iy Duge - B Y t& Vigt Nam.

3. Thue hidn viéc cdp nhat tiéu chuln chét lugng ctia thube theo quy dinh
tai Thong tu's6 11/2018/TT-BYT ngay 04/5/2018 cia Bf trudng Bo Y t€ quy
dinh v& chét lwong thude, nguyén lidu lam thude.

4. Thube duge gia han gidy ding ky luu hanh tai Quyét dinh ndy nhung
chua ndp hd so cip nhit ndi dung nhén thudc, t& hudéng din sir dung thudc theo
quy dinh ctia Thong tw 01/2018/TT-BYT ngay 18/01/2018 cia BO truéng B Y
6 thi phai thyc hién cap nhét theo quy dinh tai diém b Khoan 1 Diéu 37 Thong
tr s8 01/2018/TT-BYT trong thdi han 12 thang ké tir ngdy duge gia han gifly
ding ky luu hanh.
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DANH MUC 177 THUOC NUGC NGOAI BUGC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - BOT 115.2

(Ban héanh kém theo quyét dinh s6: 277....../OP-QOLD, ngay 19./10.2023.ctia Cyc Quan Iy Dugc)

X

STT | Tén thudc | Hoat chat chinh Dang Quy cich | Tiéu Tubi S6 ding ky So
— Ham lugng bdo ché | dénggdi |chudn| the ia han lin
(thdng) | (So ding ky gia
da cﬁp) han
(6] 2) 3) 4) )] (6) () ® (&)
1. Co s& diing ky: Abbott Laboratories (Singapore) Private Limited (Bia chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
1.1. Co'sé san xuét: PT. Abbott Indonesia (Pia chi: Ji. Raya Jakarta - Bogor Km 37, Kel. Sukamaju,
Kec. Cilodong, Depok, Jawa Barat, Indonesia)
1 Klacid Clarithromycin Cémpha | Hop 1 lo NSX 24 899110399323 | 01
125mg/5ml hén dich | 30 ml; (VN-16101-13)
uong Hop 1 lo
60 ml

2. Co s& ding ky: Actavis International Ltd. (Pja chi: No.4 SQAQ Tal-gidi Off Valletta Road, Luga,

LQOA 6000, Malta)

2.1. Co' s& san xudit: Actavis Ltd. (Dja chi: BLB016, Bulebel Industrial Estate, Zejtun ZTN3000,

Malta)
2 Actelsar Telmisartan 40mg | Viénnén | Hop 2 vix | NSX 36 535110399423 | 01
14 vién (VN-20899-18)
2.2. Co s& sdn xuét: Balkanpharma - Dupnitsa AD (Dja chi: 3 Samokovsko Shosse Str., 2600
Dupnitsa, Bulgaria)

3 Bromhexin | Bromhexine Viénnén | Hop 1 vix | NSX 36 380100399523 | 0l
Actavis hydrochloride 20 vién (VN-19552-16)
8mg 8mg

2.3. Co s& sin xuit: Norton Healthcare Limited T/A Ivax Pharmaceuticals UK (Dja chi: Aston
Lane North, Whitehouse Vale Industrial Estate, Runcorn, WA7 3FA, United Kingdom)

4 Budesonide | Budesonide Hbn dich | Hop 30 NSX 24 500110399623 01
Teva 0,5mg/2ml khi dung 6ng 2ml (VN-15282-12)
0,5mg/2ml

2.4. Co s& sin xuit: Teva Czech Industries s.r.0. (Dja chi: Ostravskd 305/29, Komdrov, 747 70,
Opava, Czech Republic)

5 Equoral Ciclosporin 25mg | Vién Hoép Svix | NSX 24 859114399723 | 01
25mg nang 10 vién (VN-18835-15)

mem

3. Co sé diing ky: Ajanta Pharma Limited (Pja chi: Ajanta House, 98, Government Industrial Area,

Charkop, Kandivli (West), Mumbai-400 067, India)
3.1. Co s& sin xudt: Ajanta Pharma Limited (Bja chi: Plot No. B-4/5/6, MIDC, Paithan,

Aurangabad 431148 Maharashtra State, India)
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STT | Tén thubc | Hoat chét chinh Dang | Quycdch | Tiéu Tudi So ding ky S6
—Hamlugng | baoché | dénggéi |chudn | tho ia han 1An
(thdng) | (SO dingky | gia
di cip) han
3] (2) 3) 4 (6] (6 ) (6)) )
40.2. Co s& san xuit: SA Alcon-Couvreur NV (Pja chi: Rijksweg 14, 2870 Puurs, Belgium)
70 | Ciloxan Ciprofloxacin Dung Hop 1 1o NSX 24 540115406223 | 01
(dudi dang dich nho | 5ml (VN-21094-18)
Ciprofloxacin mit
hydroclorid
monohydrat)
3mg/ml
41. Co s& ding ky: Coéng ty TNHH Pfizer (Viét Nam) (Dja chi: Tang 17, Phong 1701, Friendship
Tower, 31 Lé Dudn, Phuong Bén Nghé, Qudn 1, Thanh phd Hé Chi Minh, Viét Nam)
41.1. Co'sd san xuiit: Pfizer Italia S.R.L. (Dja chi: Localita Marino del Tronto, 63100 Ascoli Piceno
(AP), Italy)
71 | Medrol Methylprednisolone | Viénnén | Hop3vix | NSX 36 800110406323 | 01
4mg 10 vién (VN-21437-18)
41.2. Co s san xuit: Pfizer Manufacturing Deutschland GmbH (Dja chi: Betriebsstatte Freiburg,
Mooswaldallee 1, 79090 Freiburg, Germany)
72 | Ibrance Palbociclib Vién Hop Lvi, | NSX 36 400110406423 | 01
125mg 125mg nang Ivix7 (VN3-296-20)
cung vién
73 Ibrance Palbociclib 75mg | Vién Hop 1vi, | NSX 36 400110406523 | 01
75mg nang Ivix7 (VN3-297-20)
clng vién
42, Co sé diing ky: Cong ty TNHH thwong mai Nam Pong (Pia chi: S8 nha 2 ngé 164/117, phé"
Vicong Thira Vi, phuong Khuong Trung, Qudn Thanh Xudn, Thanh phé Ha Ngi, Vigt Nam)
42.1. Co s& san xuit: KRKA, d. d., Novo mesto (Pja chi: Smarjeska cesta 6, 8501 Novo mesto,
Slovenia)
74 | Atoris Atorvastatin Viénnén | Hop3 vix | NSX 24 383110406623 | 01
20mg (dudi dang bao phim | 10 vién (VN-18881-15)
Atorvastatin
calcium) 20mg
75 Lorista H Laosartan Viénnén | Hop2vix | NSX 60 383110406723 01
potassium 50mg; | bao phim | 14 vién (VN-18276-14)
Hydrochlorothiazide
12,5mg
43. Co st diing ky: Cong ty TNHH Xuat nhip khiu va phin phéi duge phim Ha Ni (Dja chi:
8623 pho’ Virong Thira Vi, Phuong Khirong Mai, Qudn Thanh Xudn, Ha N§i, Viét Nam)
43.1. Co & sin xuit: Demo S.A. Pharmaceutical Industry (Bia chi: 21st km National Road Athens
— Lamia, 14568 Krioneri, Greece)
76 | Moxifloxacin | Moxifloxacin Dung Hop 1 chai | NSX 36 520115406823 | 01
400mg/250ml | (dudi dang dich 250ml (VN-20929-18)
Moxifloxacin truyén
hydrochlorid) tinh
1,6mg/ml mach
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CONG TY TNHH MQT THANH VIEN CONG HOA XA HQI CHU NGHIA VIET NAM
VIMEDIMEX BINH DUONG boc lap - Ty do — Hanh phic

S6: 143/2024/ VMBD-TD

V/v: Théng tin thay doi sé ding ky ciia san phdm Binh Duong, ngay 05 thang 08 nam 2024
Nicardipine Aguettant 10mg/10ml, Potassium Chloride
Proamp 0,10g/ml

Kinh givi: SO Y TE TINH PONG NAI
Chung t6i, Cong ty TNHH Mot Thanh Vién Vimedimex Binh Dwong xin chin thanh cam
on su ung ho clia Quy S&' Y té ddi v6i cac san phdm do Cong ty chiing toi phan phéi tai thi trudng

Viét Nam trong thoi gian qua.

Theo Quyét dinh tring thiu sb 1572/QD-SYT ngay 16/12/2022 ciia Gidm dbc S¢' Y té tinh
Déng Nai vé viéc phé duyét két qua lua chon nha thiu géi thdu: G6i thau s§ 01: Thudc generic. Cong
ty chiing i ¢6 triing thau va dang cung tng dén cdc co so y té truc thude Quy S¢ Y té san pham
Nicardipine Aguettant 10mg/10ml thudc nha san xuét Laboratoire Aguettant — Phap theo s6 ding
ky VN-19999-16 va sin phim Potassium Chloride Proamp 0,10g/ml thuoc nha san xuét
Laboratoire Aguettant — Phap theo s ding ky VN-16303-13. Hién nay, cac san pham trén di duoc
B6 Y té - Cuc Quan ly Dugc gia han va duoc cdp sé ding ky theo céu tric méi (theo quy dinh ciia
Thong tw 08/2022/TT-BYT ngay 05/09/2022) 12 300110029523 va 300110076823. Ching tdi sé& tién
hanh cung (mg hang héa dén céc co s y té truc thugc Quy S&' Y té theo sb ding ky gia han khi sb |
ding ky VN-19999-16 va VN-16303-13 hét ton kho. Thong tin chi tiét vé hai cu tric s ding ky nhu
sau: (theo QD 56 146/QD-QLD ngay 02/03/2023 va OP sé 226/0D-OLD ngay 03/04/2023 dinh kém).

u
Tén hoat chét, Quy Han Nuée
Tén sén . cach Nha séin r
% nong dj-ham dung < sian So ding ky
pham déng xuat B
lugng (Thang) Xuit
g0i
SPK da cap
Nicardipine Nicardipin Hop 10 (tring thau/ da VN-19999-16
) ; Laboratoire i
Aguettant hydrochlorid; ong x 24 Phéap cung (rng)
Aguettant - -
10mg/10ml 10mg/10ml 10ml SBK gia han (cau
300110029523
tric mai)
SPBK da cap ‘
Potassium ; ‘
Hgp 50 (tring thaw/ da VN-16303-13 ‘
Chloride Kali chloride; i Laboratoire ] !
ong 36 Phap cung Ung)
Proamp 1g/10ml Aguettant e _
10ml SPK gia han (cau
0,10g/ml ) 300110076823
tric mai)

Nhim tao diéu kién cho viéc thanh todn ciing nhu dam bao quyén loi cho ngudi bénh tham gia

Bao hiém Y té duoc thanh toan khi s dung san phdm Nicardipine Aguettant 10mg/10ml va




Potassium Chloride Proamp 0,10g/ml. Ching t6i xin duoc thong bao dén Quy S¢ Y té vé su thay
ddi néu trén.

Chiing t6i cam két ngoai thong tin thay dbi nhu trén, céc théng tin khac ciia san pham: Tén
thudc, nha san xudt, tiéu chuan chét lugng, tudi tho, nhém thudc ciing nhu gid cung ing ciia san phim
v6i s6 dang ky gia han khong thay ddi so véi sé dang ky tring thiu/ da cung tng.

Cong ty chan thanh cam on sy hop tic ciia Quy S Y té.

Trén trong kinh chao./.

Noi nhin: DAI DIEN HQP PHAP CUA CONG TY

- Nhu trén
- Lwu: VT.
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ONG HOA XA BOL CHU NGHIA VIRT NAM
SOUALISTR.FPUBLIC OrF '\".IETI‘JAM Sy #
Tyido: . Fianh phiic

13 Noi, ngdy 27 théng 3 ném 2014
cyc. muéNe CYC QUAN LY DUGC
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% CyUC QUAN LY DUQC Pédc lap - Ty do - Hanh phic
sé: 226 /QP-QLD Ha Néi, ngay03 thdng0andm 2023 B
QUYET DINH

V& viéc ban hanh danh muc 182 thudc nwée ngoai
dwge gia han gidy dang ky lwu hanh tai Vit Nam - Dot 113

s i d i taiig [

TR

CUC TRUGNG CUC QUAN LY DUQC
Céin cir Ludt Duoc sé 105/2016/QH13 ngay 06/4/2016;
" Cén cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phit quy
dinh chitc néing, nhiém vu, quyén han va co cau té chirc ciia B Y té;
 Cin cit Quyét dinh 56 7868/0D-BYT ngay 28/12/2018 ciia BY trudng B6 Y
té quy dinh chitc ndng, nhiém vy, quyén han va co cdu té chikc cua Cuc Quan Iy
Duoc thuéc Bo Y té; :
_ Can cit Thong tu 6 08/2022/TT “BYT ngay 05/09/2022 cva Bé trucng B6 Y
1¢ quy dinh viéc ddng ky luu hanh thudc, nguyén liéu lam thuoc; . S
Ciin cit y kién cia Hoi déng tw vin cdp gidy dding ky heu hanh thubc,
nguyén lisu lam thudc - BS Y &
Theo dé nghi ciia Trudng phong Ping ky thuéc - Cuc Quan Iy Duge.

e T S e

QUYET PINH:

Pidu 1. Ban hé}nh kém theo Quyét dinh nay danh muc 182 thuff)c nudc E
ngoai duge gia han gifly ding ky luu hanh tai Viét Nam - Dot 113, bao gom: i

1. Danh muyc 166 thube nuéc ngodi dugc gia han gidy dang ky lwu hanh . L
hiéu lyc 05 nam - Dot 113 (tai Phy luc I kém theo).

2. Danh muc 12 thuéc nuéc ngodi duge gia han gidy dang ky humu hanh
hiéu luc 03 ndm - Dot 113 (tai Phy luc I kém theo).

3. Danh myc 04 thubc nuéc ngodi dugc gia han gidy dang ky luu hanh
dén 31/12/2025 - Dot 113 (tai Phy lyc IIl kém theo). :

Pidu 2. Co s sin xudt va co s ding ky thube c6 trach nhi¢m:

1. Cung cép thubc vao Viét Nam theo dung céc hf) so tai liéu da dang ky
v6i BO Y té va phai in hoic dén sb ding ky duge B3 Y té cép 1én nhén thude.

2. Chép hanh dly di phép lugt cia nuée CHXFICN Viét Nam va céc quy
dinh cia BO Y té vé€ nhéap khau thube va luu hanh thudc tai Viét Nam, néu c6 bat
cit thay dbi gl trong qué trinh lwu hanh thudc & nudc so tai va & Viét Nam thi
phai bdo cdo ngay cho Cuc Quén ly Dugc - B4 Y té Viét Nam.

3. Thuc hién viéc cép nhét tiéu chuén chit lwong cia thudc theo quy dinh




tei Thong tux s6 11/2018/TT-BYT ngdy 04/5/2018 cda BO truong BY ¥ 1€ quy
dinh v& chét lugng thude, nguyén liéu lam thude. :

4. Thubc duoc gia han gidy ding ky luu hanh tai Quyét dinh nay nhung
chwa ndp hd so cap nhat ndi dung nhan thude, to hudng d&n st dung thudc theo
quy dinh tai Théng tw 01/2018/TT-BYT ngay. 18/01/2018 cia Bd truong Bo Y
t& thi.phai thyc hién vigc cfp nhét theo quy dinh tai didm b Khoan 1 Piéu 37
Thong tu s6 01/2018/TT-BYT trong thdi han 12 thang k& tir ngay dugc gia han
gifly déng ky lwu hanh. :

5. Sau 12 théng k& tir ngay ky ban hanh Quyét dinh nay, cic thube dugc
gia han gidy ding ky luu hanh tai Quyét dinh nay c6 thay ddi v& ndi dung hanh
chinh (bao gém cd méu nhdn va t¢ huéng dan sir dung) phai nhép khéu, lvu
hanh v6i cic ndi dung da duge phé duyét thay b1 trong hd so ding ky gia han.

6. Phéi hop v6i cac co s¢ didu tri dé thyue hién theo dling céc quy dinh
hién hanh vé thubc ké don, theo ddi an toan, hidu qua, téc dung khéng mong
mqﬁn cua thude trén ngudi Viét Nam va téng’ hop, béo céo theo quy dinh tai
Piéu 5 Thong tw s6 08/2022/TT-BYT ngay 05/9/2022 cia Bo truong B Y té
quy dinh viéc dang ky lwu hanh thude, nguyén liéu lam thudc @bi véi céc thude
thuée Danh muc tai Phy luc II ban hanh kém theo Quyét dinh nay.

7. Co s& ding ky phai dam béo duy tri diéu kién hoat dong ctia co & ding
ky trong thdi gian hidu lye clia gidy dang ky luu hanh thuée, nguyén lidu lam
thubc. Trong trudng hop khong con dép img du diéu kién hoat dong, co st ding
ky phai ¢6 tréch nhiém thue hién thay d8i co s& ding ky theo quy dinh tai Thong
fur s& 08/2022/TT-BYT ngdy 05/9/2022 ciia B truéng B6 Y t€ trong thoi han 30
ngay k& tir ngay co s& ding ky khong con du diéu kién hoat ddng.

8. Co s dang ky thudc phéi béo cédo BO Y té vé cép nhat tinh trang dap
{mg Thuc hanh t6t san xult ciia co s& sén xufit thude, nguyén liéu lam thude.
Truong hop co s& san xudt bi thu hdi gidy phép san xut hoic khong dép umng
Thuc hanh t8t sén xudt thudc, nguyén liu lam thubc & nuéc s& tai, co’'sé phai
thue hién viéc bdo cdo trong thoi han 15 ngay ké tir ngay c6 thong béo cta co
quan quén 1y c6 thdm quyén nuéc s¢ tai theo quy dinh tai didm d khoan 1 Piéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh phii quy dinh chi
tiét mot sé didu va bién phép thi hanh Ludt Dugc.

9. Déi v6i thubc o6 sb thir tw 29 tai Phu luc I c6 d& nghi thay dbi mAu
nhéin, huéng din sir dung trong hd so ding ky gia han: Co s& déng ky thuc hién
thi tuc d2 nghi thay d6i mAu nhan, tr huéng dén sir dung theo hinh thic dang ky
thay dbi bb sung sau khi Quyét dinh nay 6 hiéu luc.

Pidu 3. Céc thubc dugc gia han gidy dng ky luu hanh tai Quyét dinh ndy

duoc tiép tuc sir dung sb déng ky da cap trude khi gia han trong thoi han t0i da
12 thang ké tir ngy dugc cap so ding ky gia han theo quy dinh tai Phu Iuc VI
ban hanh kém theo Thong tu s6 08/2022/TT-BYT.

Pidu 4. Quyét dinh c6 hidu lyc k& tir ngdy ky ban hanh.
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Pidu 5. Gidm dbéc S¢ Y té céc tinh, thanh phd truc thudc trung uong, gidm
dbc nha san xut va co s& dang ky c6 thubc tai Diéu 1 chiu tréch nhiém thi hanh
Quyét dinh ndy./. '

Noi nhin: : : )
- Nhu Diéu 5; ' s
- B§ trufomg (dé bic); o

- TTr. D3 Xuén Tuyén (48 b/c); =
“ Cyuc Quén Y - B4 Qubc phong, Cyc Y té - Bo Cong {\°\ =
an; Cuc Y t& GTVT - B Giao thdng vén tii; Tong

Cuc Hai quan - B Tai chinh;
- Bao hidm X4 héi Viét Nam; o X 3
- B6 Y t& Vy PC, Cuc QLYDCT, Cuc QLKCE, Vii Tuian Cuong
Thanh tra Bo. .

- 8& Y té céc tinh, thanh phd trye thude Trung wong;

- Vién KN thuéc TU, Vién KN thudc TP, HCM;

- Téng Céng ty Dugc VN-CTCP; Céc Cong ty XNK

durge phim;

- Céc Bénh vién & Vién c6 giudng bénh truc thuge

BYT;

- Céc phong Cyc QLD: QLGT, QLKDD, QLCLT,

PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, DKT (10b).
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DANE MUC 166 THUOC NUGC NG

-

(Ban hanh kém rhe.o quyét dinh 56:

Phu lulc I

OAI DUGC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 113 -

226 .. /OD-QLD, ngay93..A4./2023 cita Cuc Qudn Iy Digc)

Quy céch

STT | Ténthudc | Hoatchitchinh | Dang Tiéu | Tudi S6 diing ky $6
—Ham lugng | baoché | donggéi |chuln | the’ ia han lin
' (théng) | (So ding ky gia
aa cp) han
)] 3) 4) )] (6) (@) 8) ©

()]

Mapletree Business City, Singapore 117440, Singapore)

1.1. Co s& san xuét: ACS Dobfar S.p.A. (Pia chi:

(Roma), italy)

1. Co s& dang ky: A. Menarini Singapore Pte. Ltd. (Dja chi: 30 Pasir Panjang Road, #08-32

Via Laurentina Km 24, 730 - 9007} Pomezia

1 | Ceclor | Cefaclor Cémpha | Hopllo | NSX | 24 800110067023 | 0!
125mg/5ml (dwéi | hén dich | 30ml, (VN-15935-12)
dang cefaclor ubng 60ml
monohydrate)
1.2, Corsd san xuat: GE Healthcare Ireland Limited (Dja chi: IDA Business Park Carrigtohill, Co
Cork, Ireland) G
2 Omnipaque | Iohexol ‘Dung Hop 10 NSX 36 539110067123 01
755mg/ml tuong | dich tiém | chai x (VN-20358-17)
duong lod 100ml]
350mg/ml
3 Omnipaque | Iohexol ‘| Dung Hop 10 NSX 36 539110067223 01
. 647mg/ml tuong | dich tiém | chaix (VN-20357-17)
duong Iod 100ml
300mg/ml
2. Co's& ding ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
2.1. Co s& sin xuit: Abbott Biologicals B.V. (Dja chi: Veerweg 12, 8121 A4 Olst, The Netherlands)
‘k 4 Duphalac Lactulose Dung Hép 20 NSX 24 870100067323 01
' | 10g/15ml dich g6i x (VN-20896-18)
udng 15ml
Chai
200ml,
500ml,
1000ml. '
RS Duphaston | Dydrogesterone | Vién nén Hoplvix | NSX 60 870110067423 | 0l
10mg bao phim | 20 vién (VN-21159-18)
W 6 Femoston 17B-Estradiol Viénnén | Hop 1vix | NSX 36 870110067523 | 01
1/10 Img; bao phim | 28 Vién (VN-18648-15)
Dydrogesterone "
10mg '

=
E
B
=
B
=

/’JQ.“J//

2

NG



STT | Tén thusc | Hoat chtchinh | Dang | Quy cach | Titu | Tudi 86 dang ky S6
—Hamlwgng | baoché | donggéi |chudn| tho gia han lin

(thang) | (Sédingky | gia

. _ da cép) han

1) 2) (3) @ O] (6) () (8) &)

40.3. Co s& san xuit: J. Uriach and Cia., S.A. (Dia chi- “vda. Cami Reial, 51-57 08184- Palau-
Solita i Pleggmans, Barcelona, Spain) i

95

Rupafin Rupatadine (duéi | Viénnén | Hop 1vix | NSX 36 840110076423 | Ol
dang Rupatadine |- 10 vién (VN-19193-15)
fumarate) 10mg

40.4. Co s& san xuat: SMB Technology S.A. (Dja chi: Rue du Parc Industriel 39-6900 Marche-en-
Famenne, Belgium)

{96 | Fenosup Fenofibrate Vién nang | Hop 3 vix | NSX 36 540110076523 | 01
Lidose 160mg | ctmg dang | 10 vién ; (VN-17451-13)
" | Lidose
41. Co s& diang ky: Korea United Pharm. Inc, (Dia chi: 25-23, Nojanggongdan-gil, Jeondong-
myeon, Sejong-si, Korea)
41.1. Co s& san xuit: Korea United Pharm. Inc. (Dja chi: 107, Gongdan-ro, Yeonseo-myeon, .
Sejong-si, Korea)
97 Kupunistin | Cisplatin Dung Hop 1 lo BP 36 880114076623 | 01
50mg/50ml dich tiém 2020 (VN2-584-17)
41.2. Co s& san xuat: Korea United Pharm. Inc. (Pia chi: 25-23, Nojanggongdan-gil, Jeondong-
myeon, Sejong-si, Korea)

98 Citilin Citicolin | Dung Hop 10 KP1l| " 36 880110076723 | 01

500mg/2ml dich tiém | 6ng 2ml (VN-18343-14)
42. Co s& dang ky: Laboratoire Aguettant (Pja chi: I rue Alexander Fleming, Lyon, 69007, France)
42.1. Co s& sin xuét: Laboratoire Aguettant (Pia chi: Lieu-dit Chantecaille, Champagne, 07340,
France) ;

99 | Potassium | Potassium Dungdich | Hp 50 NSX 36 300110076823 | 01
Chloride chloride | dém déc dé éng 10ml (VN-16303-13)
Proamp 1g/10ml pha dung
0,10g/ml dich tiém

truyén
43, Co s& diing ky: Les Laboratoires Servier (Dja chi- 50 rue Carnot, 92284 Suresnes Cedex,
France)
43.1. Co s& san xuit: Les Laboratoires Servier Industrie (Dja chi: 905, Route de Saran, 45520
Gidy, France)

100 | Cosyrel Bisoprolol fumarate | Vién Hopllp | NSX 30 300110076923 | 01

10mg/10mg | (twong duong nén bao |30 vién (VN3-202-19)
Bisoprolol 8,49mg) | phim
10mg; Perindopril
arginine (fuong ‘ ¢
duong Perindopril
6,79mg) 10mg
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S TS BQY TE CONG HOA XA HQI CHU NGHIA VIET NAM
" CyC QUAN LY DUQC Péc Iap - Ty do - Hanh phic
sé: 146 /QD-QLD Hat Ngi, ngéiy 02 thang3ném 2023

QUYET PINH
V& vige ban hanh danh muc 170 thudc nwéc ngoai
dwgc gia han gidy ding ky luu hanh tai Vigt Nam - Dot 112

CUC TRUONG CYC QUAN LY DUQC
Céin ctr Ludt Dwge 56 105/2016/QHI13 ngay 06/4/2016;
Céin cit Nghi dinh s6 95/2022/ND-CP ngay 1 5/11/2022 cua Chinh phit quy
dinh chitc néing, nhiém vy, quyén han va co cdu té chirc ciia B Y 1é;

- Can cir Quyét dinh 56 7868/QD-BYT ngay 28/12/2018 cua Bé truong B Y
1€ quy dinh chirc ndng, nhiém v, quyén han va co cdu té chic cua Cuc Qudn [y
Dirgc thude B Y té;

 Can cuir Théng tw s6 08/2022/TT- ~BYT ngay 05/09/2022 ciia B§ truong Bg Y
1é quy dinh viéc ddng ky heu hanh thudc, nguyén liéu lém thuoc,

Can cir y kién cia Hoi c?'c?ng tir van cdp gidy ding ky lhew hanh thude,
nguyén ligu lam thuéc - B§ Y té;
Theo dé nghi ciia Trucng phong Dang ky thudc - Cuc Quan ly Dugc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh myc 170 thu(f)c nudc
ngodi dugc gia han gidy ding ky luu hanh tai Viét Nam - Dot 112, bao gom:

1. Danh myc 161 thubc nuée ngoai dugc gia han gidy dang ky luu hanh
hiéu lyc 05 ndm - Pot 112 (tai Phu luc I kém theo).

2. Danh myc 09 thudc nudc ngoai duge gia han gify dang ky luu hanh
hiéu lyc 03 nam - Dot 112 (tgi Phu luc 1l kém theo).

Pidu 2. Co s& san xuét va co s& daing ky thube ¢6 trach nhigm:

1. Cung cép thubc vio Viét Nam theo dang cdc hd so tai ligu da ding ky
v6i B Y té va phai in hodc dan s6 ding ky duge BO Y té cap 1én nhén thude.

2. Chdp hanh ddy du phép lujt cia nude CHXHCN Vigt Nam va cac quy
dinh cua ]?3(") Y té vé& nhap khau thude va luu !glénh thudc tai Viét Nam, néu-co bét
cr thay ddi gi trong qué trinh hru hanh thube & nude so tai va & Viét Nam thi
phai bao cdo ngay cho Cyc Quéan Iy Duge - B6 Y té Viét Nam.

. 3. Thyc hién viéc cfip nhit tiéu chun chit lwgng cua thude theo quy dinh
tai Thong tw s0 11/2018/TT-BYT ngay 04/5/2018 cua B9 truong B Y t& quy
dinh vé chat lugng thude, nguyén ligu lam thude.




4. Thude duge gia han gidy ding ky lvu hanh tai Phy lyc I va Phy luc II
Quyeét dinh nay nhung chua ndp hd so cdp nhét ndi dung nhén thudc, t& hudng
din st dung thudc theo quy dinh tai Théng tw 01/2018/TT-BYT ngay
18/01/2018 cua B trudng Bo Y té thi phai thuc hién viéc cép nhat theo quy
dinh tai di%m b Khoan 1 Diu 37 Thong tu $6 01/2018/TT-BYT trong thoi han
12 thang ké tir ngay dugc gia han gidy ding ky luu hanh.

5. Sau 12 thang k& tir ngdy ky ban hanh Quyét dinh nay, céc thube duge
gia han gidy déng ky luu hanh tai Phy lyc I va Phy lye IT ¢6 thay dbi vé noi dung
hanh chinh (bao gém ca mdu nhan va té huéng dan si dung) phai nhdp khau,
lun hanh véi cac ndi dung da duge phé duyét thay ddi trong hd so ding ky gia
han.

: 6. Phéi hop véi cée co sir didu trf dé thye hign theo ding cdc quy dinh
+ hién hanh vé& thubc ké don, theo ddi an toan, hiéu qua, téc dung khoéng mong
" mubn cta thubc trén ngudi Viét Nam va téng hop, bdo céo theo quy dinh tai

Piéu 5 Thong tu sb 08/2022/TT-BYT ngay 05/9/2022 clia B trudng By Y té
quy dinh viéc ding ky luu hanh thude, nguyén liéu lam thube déi vai cée thude
thudc Danh muc tai Phy luc I ban hanh kém theo Quyét dinh nay.

7. Co s& ding ky phéi dam béo duy tii didu kién hoat dong ctia co s& ding
ky trong thoi gian higu lyc cia gidy dang ky luu hanh thude, nguyén liéu lam
thudce. Trong trudng hop khong con dép g du diéu kién hoat dong, co s& dang
ky phai c6 trach nhiém thyc hién thay dbi co sty ding ky theo quy dinh tai Thong
tu sé 08/2022/TT-BYT ngay 05/9/2022 ciia B truong BO Y 1€ trong thoi han 30
ngay ké tir ngdy co s& dang ky khong con du didu kién hoat dong.

.8, Co s& ding ky thude phai bdo cdo B Y té vé cap nhét tinh trang dép
tmg Thuc hanh tdt san xudt cha co s& san xuét thude, nguyén liéu lam thude.
Trudng hop co s san xuét bi thu hdi gidy phép san xuét hodc khoéng dap img
Thue hanh tdt san xudt thude, nguyén ligu lam thube & nude sd tai, co s¢ phai
thuc hién viéc béo cdo trong thoi han 15 ngay ké tir ngdy c6 théng bdo cua co
quan quan ly co thdm quyén nudc s¢ tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghj dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh pht quy dinh chi
tiét mot s6 diéu va bién phap thi hanh Ludt Dugc.

9. Pi véi cac thube c6 sb th ty 8, 9, 10, 11, 15, 16, 17, 20, 21, 33, 37,
57, 58, 67, 88, 93, 94, 95, 132, 140, 145, 146, 147, 153, 159 tai Phu lyc [ ¢6 d€
nghj thay déi mAu nhan, huéng din sir dung trong hd so ding ky gia han: Co &
dang Ly thuc hién th tuc dé nghi thay doi mau nhan, t& huéng dén st dyng theo
hinh thic ding ky thay déi bd sung sau khi Quyét dinh ndy c6 higu lyc.

10. Cac thude dugce gia han giéy dang ky luu hanh t@i'Ph‘L_l luc I va Phy luc
II Quyét dinh nay dugc tiép tuc sir dung s6 dang ky da cap trude khi gia han
A A

trong thoi han t6i da 12 thang k& tir ngay duogc cﬁp s6 ding ky gia han theo quy
dinh tai Phu lyc VI ban hanh kém theo Thdng tu s0 08/2022/TT-BYT.

Pidu 3. Quyét dinh cé hiéu lyc ké tir ngay ky ban hanh.




Pidu 4. Gidm dbc S Y té cée tinh, thanh phé tryre thude trung wong, gidm
dbc nha san xuét va co s& ding ky c6 thude tai Didu 1 chiu trdch nhigm thi hanh
Quyét dinh nay./.

Noi nhin: T CcucC TRUGNG
- Nhu Didu 4; b /3,‘\‘_,'—'-\"‘\";

-Bd tru();lg (dé ble), o/ Cue \‘:‘.\\ "

- TTr. D& Xuén Tuyén (dé b/c); 19 atsAN 31?3‘_,,_%; u‘i/"*-a ?: A

an; Cyc Y t& GTVT --B Giao thong vén tai; Ton Pt A
Cuc Hai quan - Bd Tai chinh; <o 3 \If

- Bio hiém X hgi Viét Nam; B
- B6 Y (& Vu PC, Cyc QLYDCT, Cuc QLKCB,

Thanh tra Bo.

=86 Y té cdc tinh, thanh phé tryc thuge Trung uong;

-'Vién KN thude TU, Vién KN thuéc TP. HCM;

- Thng Cong ty Duge VN-CTCP; Cac Cong ty XNK

dirge phim;

- Céc Bénh vién & Vién cb giudng bénh tryre thude

BYT;

- Chc phong Cye QLD: QLGT, QLKDD, QLCLT,

PCTTra, VP Cyc; Website Cuc QLD.

- Luu: VT, BKT (10b).

- Cyc Quén Y - B6 Quéc phon ,Clthé-B Con i il e
ue Q 6 Qudc phong, Cy b E*\gum -
A

~ £ ~
Vii Tuan Cudng

R

S==

2\




Phu lycI

DANH MUC 161 THUOC NUGC NGOAI BUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 112

(Ban hénh kém theo quyét dinh 56 ..148...../OP-OLD, ngay 02./03./.2023csia Cye Quan by Dirgc)

S6 diing Ly Sb

Hoat chit chinh — Dang Quy cich Tiéu Tudi ia han 1An

STT | Tén thude Ham lugng bdoché | donggéi | chudn | tho (S6 ding ky | gia
(thang) da ciip) han

1 2) 3 (4) (5) (6) )] (8) ()]

Business City, Singagaore 117440, Singapore)
1.1, Co s& sin xuat: Gilead Sciences Ireland

1. Co sé dang ky: A. Menarini Singapore Pte. Ltd. (Dja chi: 30 Pasir Panjang Road, #08-32 Mapletree

UC (Pja chi: IDA Business and Technology Park,

arrigtohill, Co. Cork, Ireland)
I Vemlidy - Tenofovir viénnén | Hopllox | NSX 48 539110018823 | 0Ol
alafenamide (du6i | bao phim 30 vién (VN3-249-19)
dang Tenofovir
alafenamide
fumarate) 25mg
2. Co's6 diing ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Streel, #23-28
DUQ Tower Singapore 189352, Singapore)
2.1, Co' sé séin xufit: Laboratorios Recalcine S.A. (Dja chi: Av, Carrascal No. 5670, Quinta Normal,
Santiago, Chile)
2 Drosperin | Drospirenone 3mg, Viénnén | Hoplvix | NSX 36 780110018923 | 0l
Ethinyl estradiol bao phim | 28 vién, (21 (VN-16308-13)
0,03mg vién ¢6 chira
hoat chét, 7
vién chi
chira t4
duac)
3 Rinofil Drospirenone 3mg, Siro Hop 1 Chai | NSX 24 780110019023 | 0!
syrup Ethinyl estradiol x 100ml; (VN-18922-15)
2.5mg/5ml 0,03mg Hop 1 Chai
x 15ml
3. Co'sé ding lcf: Actavis International Ltd (Dja chi: No.4 SQAQ Tal-gidi Off Valletta Road, Luga LOA
6000, Malta)
3.1, Co sé sén xudit: Actavis Ltd, (Pja chi: BLB 016 Bulebel Indusirial Estate, Zejtun, ZTN 3000, Malia) ;
4 Olmed 5Smg Olanzapine Smg Viénnén | Hop4 vix 7 | NSX 36 535110019123 | 01 |
bao phim vién (VN-17627-14) N
3.2, Co'sé san xuat: Actavis Ltd, (Pja chi: BLB015-016 Bulebel Industrial Estate, Zejtun, ZTN 3000, Malla)
5 Freeclo Clopidogrel (du6i | Viénnén | Hop Jvix | NSX 36 535110019223 | 0l
dang Clopidogrel | bao phim 10 vién (VN-15593-12)
bisulfate) 75mg
6 Olmed Olanzapine 10mg | Viénnén | Hop 4vix7 | NSX 36 535110019323 | 01
10mg bao phim vién (VN-16887-13)
3.3, Co s& san xuat: Balkanpharma - Razgrad AD (Bja chi: 68, Aprilsko vastanie Blvd. 7200 Razgrad,
Bulgaria)
7 Dex-Tobrin | Tobramycin 3mg/ml | Hon dich Hop ! lo NSX 24 380110019423 | 0Ol
(duéi dang nho mét (VN-16553-13)
tobramyecin sulfate);
Dexamthasone
Img/ml




X

S6 afing Ly So
Hoat chit chinh — Dang Quy cich Tiéu Tudi ia han lin
STT | Tén thube Ham lwgng bio ché | déng géi chufin tho (So diing ky gia
(théng) i cip) han
(1) ) B ) “) (5 (6) )] (8) (&)}
100 | Combiwave | M&i lieu phéng thich Thube | Hop | Binh | NSX 24 890110028723 | 0l
‘ FB 200 (lidu qua ddu ngdm) | hitdjnh | x 120 Liéu (VN-20171-16)
chira: Budesonid lidu
160mcg/lan hit va dang
formoterol fumarat phun
dihydrat 4,5mcg/ldn mi)
hit, twong duong mt
lidu chudn dogdm
budesonid
200meg/1An hit va
formoterol fumarat
< - dihydrat 6meg/ln hit
101 4 Combiwave Mai liéu hit chia Thubc | Hép 1 Binh | NSX 24 890110028823 | 01
SF 125 Salmeterol 25meg hit dinh | x 120 Lidu {VN-18897-15)
(dudi dang lidu
Salmeterol xinafoate)
va Fluticason
propionat 125meg
43.2. Co s& san xuit: Glenmark Pharmaceuticals Ltd. (Pia chi: Plot No. E-37, 39, D-Road, MIDC,
Satpur, Nashik — 422 007, Maharashtra State, India)
102 | Powercort | Clobetasol propionate | Kem | Hop 1 Tuyp | NSX 24 890110028923 | 0l
0,05% (kl/kl) bdi da x 15 gam (VN-20283-17)
103 | Tacroz Forte | Tacrolimus 0,1% | Thudc | Hop 1 Tuyp | NSX 24 890110029023 | 01
(kl/kD) mo x 10 gam (VN-20284-17)
43.3. Co s& san xuit: Glenmark Pharmaceuticals Ltd. (Bja chi: Plot No. 8-7, Colvale Industrial Estate,
Colvale, Bardez, Goa, India)
104 | Glemont - Montelukast (duéi Vién Hep3vix | NSX 24 890110029123 | 0Ol
IR 10 dang montelukast nén bao 10 vién (VN-18896-15)
sodium) 10mg phim
44, Co s diing ky: Hyphens Pharma Pte.Ltd (Pja chi: 16 Tai Seng Streel, #04-01, Singapore 534138,
Singapore)
d4d4.1. Co sb sitn xuit: Medice Arzneimittel Piitter GmbH & Co. KG (Pja chi: Kuhloweg 37, 58638
Iserlohn, Germany)
105 | Medikinet Methylphenidate Viénnang | Hop 3 vix | NSX 24 400112029223 | 0l
MR 10mg | hydrochloride 10mg | giai phong 10 vién (VN3-153-19)
capsules bién dbi
106 | Medikinet Methylphenidate Viénnang | Hop3 vix | NSX 24 400112029323 | @I
MR 20mg | hydrochloride 20mg | gidi phéng 10 vién (VN3-154-19)
capsules bién dbi
107 | Medikinet Methylphenidate | Viénnang | Hop3 vix | NSX 24 400112029423 | 01
MR 5mg hydrochloride Smg giai phong 10 vién (VN3-155-19)
capsules bién dbi
45, Co's&* @ing lcy: Laboratoire Aguettant (Pia chi: 1 rue Alexander Fleming, Lyon 69007, France)
45.1. Co' s& sin xufit: Laboratoire Aguettant (Dja chi: 1 rue Alexander Fleming, Lyon 69007, France)
108 | Nicardipine ~ Nicardipin Dung Hop 10 Ong | NSX 24 300110029523 | 01
Aguettant hydrochlorid dich tiém x 10ml (VN-19999-16)
10mg/10ml 10mg/10ml truyén

tinh mach
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