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CONG TY CP DUQC LIEU CONG HOA XA HQI CHU NGHIA VIET NAM

g TRUNG UONG 2 Doc lap — Tw do — Hanh phiic
PRYTOMARMA S6:52494 /DL2-TBV Tp. Hd Chi Minh, ngay 25 thang 04 nam 2025
V/v: Thay déi so ding ky
sdn phiam Pulmicort
Respules 1mg/2ml

Kinh giri: SO Y TE TINH NINH THUAN

Truée tién, Cong ty CO phan Dugc liéu Trung wong 2 (“Céng ty”) xin cAm on sy ho tro
ciia Quy S& dbi voi Cong ty chiing t6i. Cac san phdm cta Cong ty ching toi phan phdi da
duge Quy Sé tin tudng va sir dung dé phong ngira cho bénh nhan.

Can cir Quyét dinh s6 KQ2400544691_2502251521 ngay 25/02/2025 cia Sé Y 1é Ninh
Thudn vé viéc phé duyét két qué lwa chon nha thdu qua mang cia goi thau Géi s6 01: Géi
thau thuéc Generic, thudc ké hoach lwa chon nha thau Ké hoach lwa chon nha thau cung cd’p
thuéce dw todn mua sdm 1dp trung thube ném 2024 ciia S6 Y 8, thudce duw dn/du toén mua sim
Dy todn mua sc'fm tap trung thuo"c nam 2024 cua So'Y té

AstraZeneca AB Thuy Pién.

Bang vian ban nay chiing t6i xin thong bao san phim nay da duoc cip sb ding ky gia h
730110131924 theo quyét dinh s6 136/QD- QLD ngay 29/02/2024 cta Cyc Quan Ly Dugc
thay the cho s ding ky VN-21666-19 di cap trudc day (vui long tham khdo Quyét dinh gi
han gidy ddng ky lwu hanh dinh kém,).

Tén sén Quy cich déng géi S6 dang ky lwu hanh | S6 ding ky lwu hanh dwgc

pham y g'g dang cung ¥ng Cuc Quan ly Dwgc gia han
Pulmicort || Hop 4 g01 x 5 Ong VN-21666-19 730110131924
Respules don liéu 2ml

Pé dam bao viée cung tng thudc duoc lién tuc, phuc vu nhu cau kham chira bénh cua
bénh nhén, kinh mong Quy Khach hang ddng y dé cong ty chiing t6i dugc tlep tuc cung g
thuéc Pulmicort Respules 1mg/2ml voi s6 dang ky “730110131924” dé thay thé ngay khi thudc
Pulmicort Respules 1mg/2ml, s0 dang ky VN-2 1666-19 dugc phan ph01 het Chiing t6i cam két
ngodi su thay d6i vé chu trac sb dang ky, khong c6 bét ky sur thay d6i ndo vé cac thong tin khac
cta thubc (tén thudc, co' S sdn xudt, tudi tho ctia thudc, tinh ddp vmg nguyén tic, tiéu chudn
GMP ciia co sé san xudt, tiéu chudn chat lwong) so véi trude day.

Chung t6i rit mong nhan dugc sy hd trg va hop tac ctia Quy Khach hang, hy vong sy
hop tc gitta Quy Khach hang va Cong ty CP Dugc Liéu Trung Uong 2 ngay cang tbt dep.

Tréan trong kinh chao.
. TONG GIAM POC
Noi nhgn: o) /
- Nhutrén '
- LuuVILTBV Gl '}rf/
Binh kem: / % :

- Quyét dinh gia han gidy ding ky lweu hanh 56 136/QP-QLD

6 0 v g v
nngthanh Hoang Vin Phic
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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
UC QUAN LY DUQC Poc lap - Ty do - Hanh phic
Q‘-‘ EP' 136 /QP-QLD Ha Ngi, ngay 29 thanggynim2024
ch pwm tl
DUGC LIEV | .
X QUYET DINH

TRUNG UCNG /& . )
M‘ Vé viéc ban hanh danh muc 193 thuoc nuéc ngoai
L1rnO P dwge cip, gia han gidy ding ky luu hanh tai Viét Nam - Pot 118

CUC TRUGNG CUC QUAN LY DUQC

Can cw Ludt Duoc sd 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phi quy dinh
chirc nang, nhiém vu, quyen han va co cdu 16 chirc ciia B Y té;

Cdn cir Quyét dinh sé6 1969/0P-BYT ngdy 26/4/2023 ciia B trudng B Y 16 quy
dinh ciyi’c nang, nhiém vy, quyén han va co cdu t6 chire ciia Cuc Quan ly Duoc thudc
Bo Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 cvia B$ trucng Bg Y 1é quy
dinh viéc dang ky heu hanh thuéc, nguyén liéu lam thuoc

Can cir két ludn cua Hoi dong tw van cap glay dang ky heu hanh thuéc, nguyen
liéu lam thuoc B$ Y té dot 118 tai Céng vain s 08/HPTV-VPHD ngay 23/01/2024 va
Céng vin sé6 10/HPTV-VPHD ngay 26/01/2024 cua Van phong Hpi dong tir van cdp
GPKLH thubc, nguyén liéu lam thuéc;

Theo dé nghj ciia Truéng phong Ping ky thudc - Cuc Qudn ly Dugc.

QUYET PINH:

Bléu 1. Ban hanh kem theo Quyét dinh nay danh muc 193 thudc nuéc ngoai
dugc cép, gia han gidy ding ky luu hanh tai Viét Nam - Dot 113, cu thé:

1. Danh muc 121 thube nuée ngoai duoc cip gidy ding ky luu hanh hiéu lyc 05
nam - Dot 118 (tai Phu luc 1 kem theo).

2. Danh muc 05 thudc nuéc ngoai duge cp gidy ding ky Iru hanh hiéu lyc 03
nam - Dot 118 (tai Phu luc II kem theo).

3. Danh myc 62 thudc nuéc ngoai dugc gia han gidy ding ky hwu hanh hiéu luc
05 ndm — Dot 118 (Phu luc 111 kém theo).

4. Danh muc 05 thudc nude ngoai duge gia han gidy ding ky luu hanh hiéu luc
03 nam — Dqt 118 (Phy luc 1V kém theo).

Piéu 2. Co 56 san xuit va co s& dang ky thube c6 trach nhiém:

1. Cung cép thudc vao Vi€t Nam theo ding cac hd so, tai lidu d3 diang ky véi
Bo Y té va phéi in hodc dan s6 ding ky dugc By Y té cdp 1én nhan thubc.

2. Chap hanh day du phap luit cua nudc CHXHCN Viét Nam va cac quy dinh
ctia Bo Y té vé nhap khiu thubc va luu hanh thudc tai Viét Nam, néu c6 bét cir thay
dbi gi trong qua trinh hru hanh thuoc & nudc sé& tai va & Viét Nam thi phai bao cdo
ngay cho Cuc Quan 1y Dugc - B Y té Viét Nam.

3. Thyc hién viéc clp nhit ti€u chuin chit luong cuia thubc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cia BY truéng BO Y té quy dinh vé chét
lwong thubc, nguyén liéu 1am thude.

4. Cap nhat nhin thudc va t& huéng din sir dung thube theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 cia B truéng BO Y té quy dinh ghi nhan thudc,
nguyen liéu 1am thudc va t& huéng din st dung thudc theo hinh thire thay ddi, bd sung
gidy dang ky luu hanh thuoc quy dinh tai Thong tw 08/2022/TT-BYT ngay 05/9/2022
ciia Bb truéng Bo Y té dbi véi thude chua cap nhét ndi dung nhin thudc, o huéng din



su dung thuéc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia B
truéng BOY té.

5. Sau 12 thang ké tir ngdy ky ban hanh Quyét dinh nay, cac thudc dugc gia han
glay dang ky luu hanh theo Quyet dinh nay co thay dbi vé noi dung hanh chinh (bao
gom c4 mAu nhin va t& huéng din st dung thuoc) phai nhap khéu va lrru hanh véi cac
n6i dung da dugc phé duyét thay abi trong hd so gia han.

6. Phéi hop véi cic co sé diéu tri @ thuc hién theo ding cic quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua, tdc dung khong mong mudn cia
thudc trén ngudi Viét Nam va tdng hop, béo céo theo quy dinh tai Diéu 5 Thong tu sb
08/2022/TT-BYT ngay 05/9/2022 cua B) truéng B6 Y té quy dinh viéc ding ky lru
hanh thudc, nguyén liéu 1am thudc ddi vdi cac thude thudc Danh muyc tai Phu luc I
ban hanh kém theo Quyét dinh nay.

7. Co s dang ky thudc phai dam bao duy tri diéu kién hoat dong trong thdi gian
hiéu lyc cla gidy ddng ky luu hanh thubc, nguyén liéu 1am thudc. Trong trudng hop
khéng con dap g da didu kién hoat dong, co s& ding ky phai co trach nhiém thyuc
hién thay ddi co sé ding ky theo quy dinh tai Thong tir s6 08/2022/TT-BYT ngay
05/9/2022 ctia B trudng Bo Y té trong thoi han 30 ngay ké tir ngdy co s& ding ky
khéng con di diéu kién hoat dong.

8. Co s¢ dang ky thudc phai bao cao B6 'Y té v& cap nhat tinh trang dap vng
Thyc hanh tot san xuét cla CcO SO san xuit thuoc nguyén liéu lam thudc. Truong hop
cO 8O san xut bj thu hdi gidy phep san xuit hodc khéng dap vmg Thuc hanh tdt san
xuét thubc, nguyén liéu lam thudc & nudc s tai, co s& phai thuc hién viéc bao cao
trong thoi han 15 ngay ké tir ngdy co thong bao cla co quan quan Iy ¢6 thdm quyén
nuée sé tai theo quy dinh tai diém d khoan 1 Bleu 100 Nghi dinh s6 54/2017/ND-CP
ngay 08/5/2017 cia Chinh phi quy dinh chi tiét mot sb diéu va bién phap thi hanh
Luét Dugc.

Diéu 3. Cac thudc duoc gia han gidy dang ky luu hanh tai Quyet dinh nay dugc
tiép tuc sir dung sd dang ky da cap truée khi gia han trong thoi han t6i da 12 théng ké
tir ngay dugc cap s6 dang ky gia han theo quy dinh tai Phy lyc VI ban hanh kém theo
Théng tu so 08/2022/TT-BYT.

Piéu 4. Quyét dinh co hiéu luc ké tir ngay ky ban hanh.

Dleu 5. Giam dbc S& Y té cac tinh, thanh phd truc thudc trung wong, gidm déc
nha san xuit va co s& ding ky cé thude tai Diéu 1 chiju trach nhiém thi hanh Quyét
dinh nay./.

Noi nhan: ___ CUC TRUONG
- Nhir Biéu 5; S

- B trudng (@é vlo);

- TTr. D6 Xuan Tuyén (de b/c);

-Cyc Quan 'Y - B§ Qudc phong, Cuc Y té - Bo Cong
Cuc Y t& GTVT - B4 Giao thong v4n tai; w,
- Téng Cuc Hai quan - Bo Tai chinh; %‘;\k 2
- Béo hiém X4 hi Viét Nam; NGV A %’

- Bb Y t& Vu PC, Cuc QLKCB, Thanh tra B, Van ===V Tuén Cudng
phong HBTV chp GPKLH thudc, NLLT;

- S&Y té céc tinh, thanh phd true thude Trung wong;

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

- Téng Céng ty Dugc VN-CTCP;

- Cac Cong ty XNK duoc phim;

- Céc Bénh vién & Vién c6 giuong bénh tryc thue BYT;

- Trung tdm mua sim tép trung thubc quoc gia;

- Céic phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCHN, VP Cuc; Website Cuc QLD.

- Lwu: VT, BKT (2b) (NT).




Phu luc HI

DANH MUC 62 THUOC NUGC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5NAM - POT 118

(Kém theo Quyét dinh so: .../.OD-OLD, ngay29../92.2024.ciia Cuc Qudn Iy Dugc)
STT | Tén thuéc | Hoat chit chinh Dang Quy cach | Tiéu Tuoi Sé dang ky S6
— Ham legng baoché | dénggéi | chuin | tho gia han lan
(thdng) | (SO dingky | gia
da cdp) han
(2) 3) ) 3 (6 )] ¢)) ®

1. Co sé& ding ky: APC Pharmaceuticals and Chemical Limited (Dja chi: Flat/RM 1003, 10/F,
Bank of East Asia Harbour View Centre, 56 Gloucester Road, Wan Chai, Hong Kong)

1.1. Co s& san xuit: Bal Pharma Ltd. (Pia chi: No. 21 & 22, Bommasandra Industrial Area,
Bangalore - 560 099, India)

Torfin-100 | Sildenafil citrate | Viénnén | Hop 1 vix | NSX 36 890110129724 | 01
twong duong bao phim | 4 vién (VN-17230-13)
Sildenafil 100mg

Torfin-50 Sildenafil citrate | Viénnén | Hop 1 vix | NSX 36 890110129824 | 01

turong duong bao phim | 4 vién (VN-17231-13)
Sildenafil 50mg
2. Co s& ding ky: Astellas Pharma Singapore Pte. Ltd (Dja chi: 6 Temasek Boulevard, #26-03/

Suntec Tower Four, Singapore (038986), Singapore) .26
2.1. Co s& sin xuét: Catalent Pharma Solutions, LLC (Dia chi: 2725 Scherer Drive, St. Petersbzlr\g o)-
FL 33716, USA)
Co s& déng géi so cip: AndersonBrecon Inc. (Dja chi: 4545 Assembly Drive, Rockford, IL 61 Ié ,2
USA)

Co sé dong goi thir cAp va xuit xwong: Astellas Pharma Europe B.V. (Dja chi: Hogemaat 2, ]
JG, Meppel, The Netherlands)

Xtandi Enzalutamide Vién Hop 4 vi NSX 36 001110129924 | 01
40mg 40mg nang dang vi x (VN3-255-20)
mém 28 vién

3. Co sé& ding Kky: Bayer (South East Asia) Pte Ltd (Dja chi: 2, Tanjong Katong Road, #07-01,
PLQ3, Singapore (437161), Singapore)
3.1. Co s& san xuét: Bayer AG (Pia chi: Kaiser-Wilhelm-Allee, 51368 Leverkusen, Germany)

Glucobay Acarbose 100mg | Viénnén | Hop 10 vi | NSX 36 400110130024 | 01
100mg x 10 vién (VN-20230-17)
Glucobay Acarbose 50mg Viénnén | Hop 10vi | NSX 36 400110130124 | 01
50mg x 10 vién (VN-20231-17)

4. Co s& ding ky: Cipla Ltd (Dja chi: Cipla House, Peninsula Business Park, Ganpatrao, Kadam
Marg, Lower Parel, Mumbai 400013, India)

4.1. Co s& san xuét: Cipla Ltd (Dia chi: Plot No. S-103 to S-105, S-107 to S-112, L-138, L-147, L-
147/1 to L-147/3 & L-147/A, Verna Industrial Estate, Verna, Goa 403722, India)




STT | Tén thubc | Hoat chit chinh | Dang | Quycich | Tiéu | Tudi S6 diang ky Sb
—Ham lugng | baoché | doénggéi | chudn | the gia han lan

(thiang) (So dang ky gia

di cip) han

(1) @) @) “) (5) © | 8) )

13. Co s& ding ky: Cong ty b phin Sanofi Vigt Nam (Dja chi: L6 1-8-2, Duong D8, Khu Céng
nghé cao, Phuong Long Thanh My, Tp.Thi buec, Tp. Hb Chi Minh, Viét Nam)

13.1. Co sé san xuit: Delpharm Reims (Dja chi: 10 rue Colonel Charbonneaux, 51100 Reims,

France)
22 Buscopan Hyoscin Viénnén | Hop 5vix | NSX 36 300100131824 | 01
butylbromid bao 20 vién; (VN-20661-17)
10mg dudng Hop 1 vix
10 vién;
Hop 2 vix
10 vién;
Hop 5 vix
10 vién;
Hop 10 vi
x 10 vién
14. Co s& ding ky: Cong ty TNHH AstraZeneca V&t Nam (Dja chi: Tang 18, Toa nha A&B, 9
76, Puong Lé Lai, wong Bén Thanh, Qudn 1, TP Hé Chi Minh, Viét Nam)
14.1. Co 56 san xuit: AstraZeneca AB (Dja chi: Forskargatan 18, Sodertalje, 151 36, Sweden)
23 Pulmicort Budesonid Hon dich Hop 4 géi | NSX 24 730110131924 | 01
Respules Img/2ml khi dung | x 506ng (VN=21666-19)
ding d&¢ | don liéu

15. Co s diing ky: Cong ty TNHH Dwgc phAm Bach Viét (Dia chi: S6 nha 146, ngs 230 Dinh Céng

Thurong, phuong Pinh Céng, qudn Hoang Mai, Ha Ngi, Viét Nam)
15.1. Co s san xuét: Help S.A. (Pia chi: Pedini Ioanninon, Ioannina, 45500, Greece)

24 Capser Capsaicin Kembéi | Hop 1 NSX 36 520110132024 | 01
0,75mg/g ngoaida | Tuyp x (VN-21757-19)
100 gam
16. Co s& dang ky: Céong ty TNHH Dwoc phzztm Vietsun (Dja chi: TT2-B42 Khu do thi Van Quan,
phuong Phic La, qudn Ha Déng, thanh phé Ha N¢i, Viét Nam)
16.1. Co s& san xuit: Incepta Pharmaceuticals Ltd (Dia chi: Dewan Idris Road, Bara Rangamatia,
Zirabo, Ashulia, Savar, Dhaka-1341, Bangladesh)
25 Alfavir Tenofovir Viénnén | Hop 1 vix | NSX 24 894110132124 | 01
Tablet alafenamid (duéi | bao phim | 10 vién (VN3-312-21)

dang Tenofovir
alafenamid -
fumarat) 25mg

17. Co s& diing ky: Cong ty TNHH Dwoc phdm Viét - Phdp (Dia chi: Tang 20, téa nha ICON 4,

2434 Pé La Thanh, phuong Lang Thirong, qudn DPéng Pa, thanh pho Ha Néi, Viét Nam)

17.1. Co s& san xuat: Genepharm S.A. (Pia chi: 18th km Marathonos Ave, Pallini Attiki, 15351,

Greece)

26

Seropin

Quetiapine (duéi
dang Quetiapine
fumarate) 200mg

Vién nén
bao phim

Hop 6 vix
10 vién

NSX

36

520110132224
(VN-20976-18)

01






