CONG TY CO PHAN DUQC CONG HOA XA HOI CHU NGHIA VIET NAM
— THIET BI Y TE PA NANG Poc lap - Tw do — Hanh phic

S6: 309/2024/CV-CNHCM

(V/v: Cap nhit sb ding ky gia han 1p. Hoé Chi Minh, ngay 05 thang 09 nam 2024
cho san phdm)

Kinh giri: - SO Y Tk TINH TAY NINH
- CACCO SO Y TE TREN PIA BAN TiNH

Cong ty C6 Phin Duge — Thiét Bi Y Té Pa Niing xin chan thanh cam on sy tin tuéng cia Quy
S Y t¢ doi véi cac san pham do Cong ty ching toi phéan phoi tai thi truong Viét Nam trong thoi gian qua.

Theo Quyel dinh trung thau s6 136/QD-SYT ngdy 02/03/2023, cong ty ching (i c6 tring thau va
dang cung Ung dén cac co so'y té truc thude Quy So'Y té san pham Bromhexin Actavis 8mg clia nha san
xuit Balkanpharma - Dupnitsa AD - Bulgaria.

Hién nay, mot sb san phdm d& duoc Cuc Quan ly Dugce cdp sb ding ky gia han nén ching (6i sé
{ién hanh cung g hang hoa dén cac co sd'y té truc thudc Quy SO Y teé theo so ding ky gia han voi thong
tin chi tiét nhu sau:
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Bromhexin ; Hép | vix | Balkanpharma SDI;( tring thaw'ky hop 777/QD-

: Bromhexin i ; 36 dong: VN-19552-16 ;
| Actavis hvdrochlorid. 8 20 vién, - Dupnitsa AD tha o QLD ngay
8mg yCroehiond, 8Me | viien nén - Bulgaria - SDK gia han: 19/10/2023

380100399523

Chung t6i cam két ngoai viée thay doi sb ding ky nhu néu trén, cdc thong tin khac cua san pham _,,/Qg\‘
nhu: 7én rhuoc nha san xudt, tiéu chudn chdt ligng, tudi tho, nhém thuéce ciing nhw gid cung ing cia san | Qf"' o
pham véi s6 ding ky méi khong thay doi so véi sb dang ky cii. Nham tao dleu kién thuan lgi cho viéc thanhy (U] CONG
toan cling nhu dam bdo quyén loi cho ngudi bénh tham gia Bao hlem Y té duge thanh toan khi sir dung san z UUOC
pham néu trén, chiing 161 xin dugc théng béo dén Quy So Y té vé su thay ddi trén.

, ]
Rat mong duge su xem xét va chap thuan ciia Quy S Y té dé ching t6i s& cung (mg san phdm néu QQ
trén voi s6 dang ky gia han sau khi chiing téi cung (rng hét lugng hang hda c6 so dang ky trang thau trudéec 5=
do.
Céng ty chan thanh cam on sy hop téc ctia Quy So Y té.

Tran trong kinh chao./.
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CUC QUAN LY DUQC Poe lap - T do - Hanh phic
8é: 777 /QP-QLD Ha Ngi, ngay 19 thang 10nam 2023
QUYET PINH

V& viéc ban hanh danh mye 191 thude nwée ngodi
dwoc gia han gidy ding ky leu hanh tai Viét Nam - Dot 115.2

CUC TRUONG CUC QUAN LY DUGQC

Céin cit Lugt Duge sé 105/2016/QH13 ngay 06/4/2016;

Cén cik Nghj dinh sé 95/2022/ND CP ngay 15/11/2022 cia Chinh phi quy
dinh chitc ndng, nhiém vy, guyen han va co cdu té chire ciia B6 Y 18;

Céin cir Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 cia Bg trudng B Y 1é
quy dinh chirc ndng, nhi¢m v, quyén han va co cdu 16 chikc ciia Cuc Quan 1y,
Durgc thuéc Bé Y 1€;

Cén cir Théng fr s6 08/2022/TT-BYT ngay 05/09/2022 cua Bj truong Bo Y
té quy dinh viéc ding ky hru hanh thuéc, nguyén liéu lam thuée;

Cén cik két lugn ciia Hji dong fu vén cdp gidy ding ky heu himh thuéc,
nguyén Tiéu lam thubc - B Y 1é;

Theo dé nghi ciia Trudng phong Ding ky thuéc - Cuc Quén Iy Duoc.

QUYET PINH:

Piéu 1. Ban- hanh kém theo Quyét dinh nay danh muc 191 thube nuée
ngoai dugc gia han gidy dang ky Iuu hanh tai Vit Nam - Dot 115.2, cu thé:

1. Danh muc 177 thudc nuée ngodi dugc gia han gidy ding ky Iuu hanh
hiéu luc 05 nam (Phu luc I kém theo).

2. Danh muc 09 thudc mréc ngodi dugc gia han pify déng ky hru hanh
hiéu luc 03 nam (Phu luc II kém theo).

3. Danh muc 05 thudc nude ngodi duge gia han gidy dang ky Iuu hanh
dén 31/ 12/2025 (Phy luc I1I kém theo).

Pidu 2. Co s san xuit va co s& diang ky thube cé trach nhiém:

1.-Cung cép thudc vio Viét Nam theo ding céc ho 0, tai liéu da dang ky
v6iBO Y té va phéi in hodc dan sé dang ky dwoc B Y té cép 1én nhin thudc.

2. Chip hanh day dia phdp ludt cia nuée CHXHCN Viét Nam va céc quy
dinh ctia B Y t& vé nhép khéu thude va luu hanh thudc tai Viét Nam, néu c6 bat
ctr thay dbi gi trong qua trinh luu hanh thudc & nuac s tai va & Viét Nam thi
phai bo céo ngay cho Cuc Quan ly Duge - B6 Y té Viét Nam.

3. Thue hién viée cdp nhat tiéu chudn chit Iuwong cia thudc theo quy dinh
tai Thong tll‘ 56 11/2018/TT BYT ngay 04/5/2018 cia B truong B Y té quy
dinh v& chét lugng thude, nguyén liéu lam thude.

4. Thudc dugc gia han gidy ding ky Iuu hanh tai Quyet dinh nay nhung
chua ndp hd so cip nhét ndi dung nhin thude, t& hudng din sir dung thude theo
quy dinh cuia Thong tur 01/2018/TT-BYT ngay 18/01/2018 cua Bf trudng Bo Y
té thi phai thyc hién cép nhét theo quy dinh tai diém b Khoén 1 Diéu 37 Thong
tur s6 01/2018/TT-BYT trong thoi han 12 thang ké tr ngdy dugc gia han giay
dang ky luu hanh.
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5. Sau 12 thang ké tir ngay ky ban hanh Quyet dinh nay, c;ic thube duge
gia han gidy dang ky luu hanh theo Quyét dinh nay c thay dbi vé noi dung hanh
chinh (bao g()m ci méu nhin va t& hudng din sir dung thuoc) phai nhdp khéu va
luvu hanh v6i cée ngi dung da dugce phé duyét thay dbi trong hd so gia han.

6. th hogp véi céc co sd diéu tri dé thuc hién theo ding cic quy dinh
hien hanh vé thuéc ké don, theo ddi an toan, hiéu qua, tdc dung khong mong
muon ciia thubc trén ngudi Viét Nam va téng hop, bdo cdo theo quy dinh tai
Didu 5 Théng tu sé 08/2022/TT-BYT ngay 05/9/2022 cua B tru’ong Ba Y té
quy dinh viée ding ky luu hanh thudic, nguyén liéu lam thube déi véi céc thude
thudc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky thuc)c phii dam bao duy tri diéu kién hoat dong trong
thdi gian hiéu luc cua gidy ding kv twu hanh thudc, nguyén lidu 1am thube.
Trong treong hop khdng con dap mg da diéu kién hoat dong, co s& ding ky
phdi ¢d trdch nhiém thyc hién thay déi co s& dang ky theo quy dinh tai Thong tu
s0 08/2022/TT-BYT ngay 05/9/2022 cta B trwdng BO Y té trong thoi han 30
ngay ké tir ngay co s¢ ding Lcy khéng con dn diéu kién hoat ddng.

8. Co 8¢ dang ky ihuoc phdi béo cdo B Y té v& cép nhit tinh trang dép
Gng Thire hanh &t san xuat cla co s6 san xuit thudc, ncuyen liéu 1am thude.
Trudng hop o SO san xuit bi thu hoi gidy phép sin xuit hodc khong dap \ng
Thue hanh 5t san xuét thude, nguyén liéu [am thude & nuée s& tai, co so phai
thuc hién viée bdo céo trong thoi han 15 ngay ké tir ngdy ¢6 théng bio cia co
quan quan ly co tham quyén nure s& tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh phd quy dinh chi
tiét mot sé didu va bién phép thi hanh Luit Duge.

Bleu 3. Cac thuoc dugc gia han gtay dang ky Iuu hanh tai Quyét dinh nay
duge tiép tuc sir dung s6 déng ky dé cap trude khi gia han trong thdi han t&i da
12 théng ké tir ngay duge cdp s dang ky gia han theo quy dinh tai Phu fue VI
ban hanh kém theo Thing tu s 08/2022/TT-BYT.

Bleu 4. Quyét dinh c6 hi¢u lyc 1€ tir ngay ky v ban hanh.

Pidu 5. Giam dbe SO Y té céc tinh, thanh pho trye thude trung wong, gidm
dbc nha san xudt va co so ding ky cé thude tai Didu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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Phu lue I

DANH MUC 177 THUOC NUGC NGOAI PUGC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 115.2

(Ban hénh kém theo quyét dinh s6: 171......./0D-QLD, ngay 19./10.2023.cila Cuc Quén Iy Dirgce)

STT | Tén thudc | Hoat chidtchinh | Danmg | Quyecdch | Tiéu | Tudi Sb ding ky sé
—Hamlwgng | bacché | dénggoéi | chudn | the gia han lin
(thing) | (56 ding ky gia
daa c'f:p) han
(1 2) (3) 4 () (6) (7) &) ®
1. Co'sé& diing ky: Abbott Laboratories (Singapore) Private Limited (Dja chi: 3 Fraser Street, 1#23-
28 DUO Tower Singapore 189352, Singapore)
1.1. Co'sé'san xuét: PT. Abbott Indonesia (Dja cki: JI. Raya Jakarta - Bogor Km 37, Kel. Sukamaju,
Kee. Cilodong, Depok, Jawa Barat, Indonesia)
1 Klacid Clarithromycin CE“Sm pha | Hénp1llo NSX 24 899110399323 01
125mg/5ml hon dich | 30 mi; (VN-16101-13)
uong Hop11lo
60 ml
2. Co 56 diing ky: Actavis International Ltd. (Dia chi: No.4 SOQAQ Tal-gidi Off Vallelia Road, Luqa,
LQOA 6000, Malta)
2.1. Co s& san xut: Actavis Litd. (Dja chi: BLB016, Bulebel Industrial Estate, Zejiun ZTN3000,
Malta)
2 Actelsar Telmisartan 40mg | Viénnén | Hop 2 vix | NSX 36 535110399423 | 01
14 vién (VN-20899-18)
2.2. Co sé& sdn xuit: Balkanpharma - Dupnitsa AD Dia chi: 3 Samokovsko Shosse Str., 2600
Dupnitsa, Bulgaria) .
3 Bromhexin | Bromhexine Viénnén | Hop 1 vix | NSX 36 38010039952'36\‘,\ 01
Actavis hydrochloride 20 vién (VN-19552-16)]
8mg 8ing EA E

s

2.3. Co' s& san xuit: Norton Healtheare Limited T/A Ivax Pharmaceuticals UK (Pia chi:f
Lane North, Whitehouse Vale dustrial Estate, Runcorn, WA7 354, United Kingdom) S

L=

4 Budesonide | Budesonide Hén dich | Hop 30 NSX 24 50011039962 01
Teva 0,5mg/2ml khi dung | éng 2ml (VN-15282-12)
0,5mg/2ml

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

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

mém

3. Co'sé dang ky: Ajanta Pharma Limited (Dja chi: Ajanta House, 98, Government Industrial Area,
Charkop, Kandivli (West), Mumbai-400 067, Indig)
3.1.Co s& sin xudt: Ajanta Pharma Limited (Dja chi: Plot No. B-4/5/6, MIDC, Paithan,
Aurangabad 431148 Maharashtra State, India)




