CONG TY TNHH DUGC PHAM &
W/Z’ TRANG THIET Bl Y TE ) : o . s )
vy ﬁ{/@: HOANG PUC CONG HOA XA HOQI CHU NGHIA VIET NAM

GDP-GSP Poc lap — Tw do — Hanh phic

IS0 9001 : 2008
Vi Stfe Khée Cong Hong

Sé: 1918/2025/TENDER ] Tp.HCM, ngay 17 thang 07 nam 2025
(V/v thay doi théng tin tring thau cia Jewell)

Kinh giri: SO Y TE KIEN GIANG

Loi dAu tién, Cong ty TNHH Dwgc Phdm va Trang Thiét Bi Y té Hoang Pirc chan thanh cam
on Quy S& da quan tdm Ung hd cdc san pham ctia cong ty chiing t6i phén phdi trong sudt thoi gian
qua.

Can cir Quyét dmh s6 1630/0OD-SYT ngay 27/6/2024 cia S¢ Y 16 vé viéc phé duyét két qua lua

chon nha théu Géi s6 2: Géi thau thudc generic théng thuong thudc ké hoach lwa chon nha thau
cung cdp thuéc tdp trung tinh Kién Giang, giai doan 2023-2025 (dot 3);

Cdn cir kha nang cung vmg hang héa ciia Cong ty TNHH Duoc Phdm & Trang Thiét Bi Y 1é
Hoang Drrc.

Cong ty TNHH Duoc Phém va Trang Thiét Bi Y té Hoang Pirc 1a nha phén phdi chinh thirc cho
san pham Jewell (Mirtazapine 30mg). Chung t61 d4 tring thau san pham Jewell tai Quy So. Nhung
hién tai, san phidm nay di dugc Cuc Quéan ly Dugce ban hanh van ban vé viéc thay doi thong tin, chi tiét
cu thé nhu sau:

Théng tin ci Théng tin thay ddi dwge duyét

S6 dang ky VD-28466-17 893110882824

Béng vin ban nay, ching tdi xin thong bao vé viéc diéu chinh va cung umg san pham Jewell theo
s6 dang ky 893110882824. Vigc thay dbi nay khong &nh huong dén cac thong tin khac cling nhu chét
lugng san pham. (dinh kém 614/QD-OLD ngay 27/08/2024 dé Quy S6 doi chiéu).

Kinh mong Quy S& xem x€t va chép thuan.

Trén trong c4m on va kinh chao!

Noi nhin:
- Nhir trén;
- Luu phong thau.




¥ ~)\‘ lsvabui; Cuc Quan A o A
B comweye  BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
¥/ %.=CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic

614 /Qb-QLD Ha Noi, ngay 27 thang 08 nam 2024

QUYET PINH
ban hanh Danh muc 663 thudc, nguyén liéu lam thubc san xuit
wée dwoe gia han giay diang ky lwu hanh tai Viét Nam - Dot 209

CUC TRUONG CUC QUAN LY DUQC

Cdn cir Lugt Duwoc s,é' 105/2016/QH13 ngay 06/4/2016,
Can cir Nghi dinh so 95/2022/ND-’CP7ngdy 15/11/2022 cua Chinh phii quy dinh
chirc ndng, nhiém vu, quyén han va co cau té chire cia B6 Y 1é;

Cén cir Quyet dinh so 1969/0D-BYT ngay 26/4/2023 cua Bo truéng Bo Y té quy
dinh cl’gzi’c ndng, nhiém vu, quyén han va co cdu 16 chire cia Cuc Quan ly Duoc thudc
Bo Yte;

Céin cir Thong tur s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bo trwong B6 Y 1é
quy dinh viéc ding ky luu hanh thuée, nguyén liéu lom thuéc;

Céin cie két ludn cua Hpi dong tu vén cdp gidy dang ky heu hanh thudc, nguyén
ligu lam thudc - Bg Y 16 dot 209 tai Cng van s6 74/HDTV-VPHD ngay 02/8/2024 ciia
Vin phong Hoi dong tw van cdp GPKLH thuée, nguyén liéu lam thuée;

Theo dé nghi ctia Trudng phong Dang ky thuée, Cuc Quan Iy Dugc.

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh muc 663 thubc, nguyén liéu
lam thudc san xuét trong nude duge gia han gidy ding ky luu hanh tai Viét Nam - Dot
209, cu thé:

1. Danh muc 489 thudc, nguyén liéu lam thubc san xuit trong nudc duoc gia
han giéy dang ky Ivu hanh hiéu lyc 05 nam (Phu luc I kém theo).

5. Danh muc 139 thudc san xuét trong nuéc duoc gia han gidy ding ky luu
hanh hiéu luc 03 nam (Phu luc II kem theo).

3. Danh muc 35 thudc san xuét trong nudc duge gia han gidy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phy luc IIT kém theo).

Pidu 2. Co s& san xuit va co s& dang ky thudc c6 trach nhiém:

1. San xuét thudc theo ding céc hd so, tai liéu da dang ky v6i BO Y té va phai
in hotic dan sé dang ky duge BO Y t€ Viét Nam cAp 1én nhan thudc.

2. Chi duoc san xudt, dua ra luu hanh cac thude kiém soat dic biét khi co Gidy
chimg nhan dit diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dzc biét phit hop voi pham vi hoat dong cua co s¢ dap Gmg quy dinh tai khoan 5 biéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot
sb didu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc cép nhat tiéu chuin chit luong cta thudc theo quy dinh tai
Thong tu sb 11/2018/TT-BYT ngay 04/5/2018 clia BO truéng BO Y t& quy dinh vé
chét luong thudc, nguyén liéu lam thude.

4. Thude dugce gia han gidy ding ky luu hanh tai Quyét dinh nay nhumg chua
ndp hd so cip nhat ndi dung nhan thudc, to hudng dan str dung thudc theo quy dinh
ctia Thong tur 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truong BO Y té€ thi phai thuc
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hién cép nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han gidy ding ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude dugc gia han
gidy dang ky luu hanh theo Quyét dinh nay c6 thay ddi vé ndi dung hanh chinh phai
san xudt va luu hanh véi cac ndi dung da duoc phé duyét thay dbi trong hd so gia han.

6. Co s& dang ky thudc phai bao dam duy tri didu kién hoat dong trong thdi gian
hiéu luc cua gidy dang ky luu hanh thudc, nguyén liéu lam thude. Trong trudng hop
khong con dap tmg du diéu kién hoat dong, co s& dang ky phai c6 trach nhiém thyc
hién thay dbi co s& ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s¢ déng ky khong con du diéu kién hoat dong.

7. Co s& san xuét thube pha1 bao dam cac diéu kién hoat dong cia co s& sdn
xuét trong thoi han hiéu luc clia giay dang ky lru hanh thude, nguyén liéu lam thubc.

8. Cac thuoc duoc gia han gidy ding ky luu hanh tai Quyet dinh nay dugc tlep
tuc str dung so dang ky da cAp trudce khi gia han trong thoi han t81 da 12 thang ké tir
ngay duoc cap s6 ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu so6 08/2022/TT-BYT.

9. Phdi hop véi céc co s6 diéu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hiu qua, tac dung khong mong mubn cua
thudc trén nguoi Viét Nam va tong hop, bao cao theo quy dinh tai Diéu 5 Thong tu s6
08/2022/TT-BYT dbdi véi cac thude trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Diéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S& Y té cac tinh, thanh phd truc thudc Trung uong va Giam
dbc co s& san xuit va co s& ding ky co thudc tai Pidu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: . CUC TRUONG

- Nhu Diéu 4; /. 4 \‘,

- BT. Bao Hong Lan (dé b/c); / (J /" cuc N2 \\

- TT. D6 Xuan Tuyén (de b/c); 5[ QUAN ) /\\ z M e
- Cuc Quéany - Bo Quéc phong, Cuc Y té - Bo Cong an; g“ éﬁé}“ﬂi i

-Cuc Y t8 GTVT - B¢ Giao thong van tai; AN DG «/

- Téng Cuc Hai quan - Bo Tai chinh; % \sz;;//

- Bao hiém xa hoi Viét Nam; - % 5
_B6 Y té Vy PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra Vil Tuan Cuong
B0, Van phong HDTV cap GbKLH thuéc, NLLT;

- Vién KN thuée TU, Vién KN thubc TP. HCM;

- Tong Cong ty Dugc Viét Nam - Cong ty CP;

- Céc Bénh vién, Vién c6 giuong bénh truc thugc BO Y té;

- Trung tAm mua sdm tap trung thudc qudc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;

Website;

- Luu: VT, BKT (C.H) (02b).




(Kém theo Quyét dinh s6 614 /OP-QOLD ngay 27 thdng 08 ndm 2024

Phuy luc I
DANH MUC 489 THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - PQT 209

cua Cuc Quan ly Dugc)

Tén thude

STT Hoat chit chinh - | Dangbao | Quy cach déng géi | Tiéu | Tudi | Sédingky | Sb
Ham lugng ché chuin | tho gia han lin

(thang)| (SO dang ky | gia

da cip) han

1) ) ) 4) ) (6) (@) ®) )

1. Co sé ding ky: Cong ty ¢b phin cong nghé¢ sinh hoc dugc Nanogen (Dia chi: L6 I-5C, Khu Cong Ngh¢ Cao, Phutng
Tang Nhon Pha A, TP Thu Bire, TP.HCM, Viét Nam)

1.1. Co s& san xuit: Cong ty cb ph‘;‘m cong nghé sinh hoc dugc Nanogen (Bia chi: L6 I-5C, Khu Cong Nghé Cao, Phuong
Ting Nhon Pha A, TP Thu Birc, TP.HCM, Viét Nam)

1 [Necrovi

Sit (dudi dang Sat

Sucrose) 100mg/5Sml

Dung dich
tiém

Hop 5 lo x Sml, Hop
11lox 5ml

NSX

24

893110870124 | 1
(VD-28439-17)

2. Co st dang ky: Cong ty cb phan DTS Viét Nam (Dia chi: S6 18, 16 51, phudng Quan Hoa, quan Cau Gidy, thanh pho Ha

Noi, Viét Nam)

2.1. Co s& san xuét: Cong ty cb phén dugc phidm Nam Ha (Pia chi: S6 415 dudong Han Thuyén, Phuong Vi Xuyén, Tp
Nam Dinh, Tinh Nam Dinh, Viét Nam)

2 |Thioheal 600

Thiotic acid 600mg

phim

Vién nén bao

Hop 3 vi x 10 vién;
Hop 6 vi x 10 vién

USP
hién
hanh

36

893110870224 | 1
(VD-27691-17)

3. Co st dang ky: Cong ty C6 phan Dugc - Vat Tuy té Nghé An (Dija chi: S4 68 dudng Nguyén Sy Sach, Phuong Hung
Phtic, thanh phé Vinh, tinh Nghé¢ An, Viét Nam)
3.1. Co sé san xuét: Cong ty cb phin Dugc - Vat tury té Nghé An (Dia chi: S6 68, duong Nguyén S§ Sach, Phuong Hung
Phic, thanh phé Vinh, tinh Nghé An, Viét Nam)

3 |Vomina 50

Dimenhydrinat 50mg

Vién nén

Hop 25 vi x 4 vién

BP
2019

36

893100870324
(VD-20493-14)

1

4. Co s¢ dang ky: Cong ty ¢ phan Dugc - Vat tiry té Thanh Héa (Pia chi: S4 232 duong Tran Phu, phuong Lam Son,
Thanh phé Thanh Hoa, tinh Thanh Hoéa, Viét Nam)
4.1. Co s& san xult: Cong ty co phéin Dugc - Vat tury té Thanh Hoéa (Dia chi: S6 04 duong Quang Trung, phudng Ngoc
Trao, thanh phd Thanh Héa, tinh Thanh Hoa, Viét Nam)

4 |Fluthepharm 10 Flunarizin (dudi Vién nén Hop 3 vi x 10 vién; NSX 36 893110870424 1
dang Flunarizin Hop 6 vi x 10 vién; (VD-31460-19)
dihydroclorid) 10mg Hop 10 vi x 10 vién

5 |Montelukast 5mg [Montelukast (dudi | Vién nén bao Hop 2 vi x 10 vién, NSX 36 | 893110870524 | 1
dang montelukast phim Hop 5 vi x 10 vién, (VD-25354-16)
natri) Smg Hop 10 vi x 10 vién,

Hop 50 vi x 10 vién
6 |Prednisolon Prednisolon 5Smg Vién nén Lo 500 vién NSX 36 |893110870624 | 1
(VD-24942-16)
7 |Prednisolon Prednisolon Smg Vién nén Hop 10 vi x 20 vién; | NSX 24 1893110870724 | 1
Hop 50 vi x 20 vién (VD-20306-13)

8 |Thenvagine Metronidazol Vién nén bao |Hop 2 vi x 10 vién, NSX 36 | 893115870824 | 1
125mg; Spiramycin |phim Hop 5 vi x 10 vién, (VD-31461-19)
750.0001U Hop 10 vi x 10 vién

9 |Xacimax Cloxacilin (duéi Vién nang Hoép 10 vi x 10 vién; [DDVN 36 |893110870924 | 1
dang Cloxacilin cung Hop 5 vi x 10 vién v (VD-22273-15)
sodium) 500mg
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STT Tén thudc Hoat chit chinh - | Dangbao | Quy cich déng g6i | Tiéu | Tudi [ So6 ding ky
Ham lhrgng ché chuén | tho gia han
(thang)| (S6 ding ky
da cép)
1) ) ) “) ) (6) () [€)
121 | Xylofar Xylometazolin Dung dich  |Hop 1 lo x 10ml NSX 30 | 893100882124
hydroclorid 0,05%  |nho miii

(wlv)

(VD-31648-19)

24. Co sé diing ky: Cong ty o phan dugc pham Pat Vi Phi (Dia chi: Lo M7A , Pudng D17, Khu Cong Nghiép My Phudc

1, Phuong Théi Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)

24.1. Co sé sin xuét: Céong ty ¢ phan dugc phdm Pat Vi Phii (Dia chi: Lo M7A , Pudng D17, Khu Céng Nghiép My
Phuée 1, Phuong Théi Hoa, Thi Xa Bén Cat, Tinh Binh Duong, Viét Nam)

122 |Bisnol Bismuth oxyd (du¢i |Vién nén bao [Hop 6 vix 10 vién NSX 36 | 893100882224
dang Tripotassium  |phim (VD-28446-17)
dicitrato Bismuthat
(TDB)) 120mg

123 [Colchicine Colchicin Img Vién nén Hop 10 vix 10 vien | NSX 36 | 893115882324

(VD-19169-13)

124 |Courtois-20 Rosuvastatin (du6i | Vién nén bao |Hop 2 vi x 14 vién NSX 36 | 893110882424
dang Rosuvastatin ~ |phim (VD-28451-17)
calci) 20mg

125 |Coxtone Nabumeton 500mg | Vién nén bao [Hop 6 vi x 10 vién, NSX 36 893110882524

phim Hop 10 vi x 10 vién (VD-28718-18)

126 |Davyca Pregabalin 75mg Vién nang Hop 2 vi x 14 vién, NSX 36 | 893110882624

cung Hop 6 vi x 14 vién (VD-28902-18)
127 |Halthuid-20 [sotretinoin 20mg Vién nang Hop 3 vi x 10 vién NSX 36 | 893110882724
mém (VD-20525-14)
128 [Jewell Mirtazapine 30mg | Vién nén bao |Hop 4 vix 7 vién, NSX 36 | 893110882824
phim Nhom-Nhom; Hop 6 (VD-28466-17)
vi x 10 vién, PVC -
Nhom
129 |Malag-60 Fexofenadin HCI Vién nén bao [Hop 3 vi x 10 vién, NSX 36 | 893100882924
60mg phim Nhom - Nhom; Hop (VD-26499-17)
10 vi x 10 vién, PVC
- Nhém
130 |Manzura-5 Olanzapin S5mg Vién nén bao |Hop 10 vix 10 vién | NSX 36 | 893110883024
phim (VD-28917-18)

131 [Morientes-50 Quetiapin fumarat | Vién nén Hop 3 vi x 10 vién, NSX 36 |893110883124
tuong duong Nhom - Nhom; Hop (VD-19663-13)
Quetiapin 50mg 6 vi x 10 vién, PVC -

Nhém

132 |Oliveirim Flunarizin (duéi Vién nén Hop 6 vi x 10 vién NSX 36 | 893110883224
dang (VD-21062-14)
Flunarizin.2HCI)
10mg

133 |Queitoz-100 Quetiapin (dudi Vién nén Hop 4 vix 7 vién NSX 36 893110883324
dang Quetiapin (VD-31635-19)
fumarat) 100mg

134 |Reinal Flunarizin (dudi Vién nén Hop 6 vi x 10 vién, NSX 36 893110883424

dang Flunarizin
dihydroclorid) 10mg

vi Nhém - Nhom;
Hop 10 vi x 10 vién,
vi Nhém - PVC

(VD-28482-17)




S6/No: 061/DVP-TB-25 Binh Duong, ngay 26 thang 04 nam 2025

Binh Duong. April 26", 2025

THU THONG BAO/ NOTIFICATION LETTER

Kinh giri: Quy Khdch Hang

Dear: Customers

Cong Ty ¢b phan Dugc phédm Dat Vi Phi (DAVIPHARM) xin giri 101 cam on chén thanh dén Quy

khéch hang da str dung san pham cua cdng ty ching t0i trong thoi gian qua.

Dat Vi Phu Pharmaceutical Joint Stock Company (DAVIPHARM) would like to sincerely thank

customers for using our company's products in the past time.

Céng Ty xin gui dén Quy khach hang thong tin vé san pham Vién nén bao phim JEWELL,
chira hoat chét chinh 1a Mirtazapin 30 mg, sb dang ky VD-28466-17, s€ thay dbi Sb dang ky

theo Quyét dinh 614/QD-QLD ngay 27/08/2024, cu thé nhu sau:

The company would like to send information to customers about JEWELL film-coated tablet
product, containing the main active ingredient Mirtazapine 30 mg, Visa number VD-28466-17,
will change Visa number accoiding to Decision 614/0D-QLD on August 277, 2024, specifically

as follows:

S8 ding ky ¢/ Old Visa No. $6 dang ky méi/ New Visa No.
VD-28466-17 893110882824

Bét diu ap dung cho cac 16 ¢6 ngay san xuét tir ngay 16/04/2025/ Starting to apply 1o baiches with

manufacturing date from April 16", 2025,

www.davipherminfo  email: davip

vipharm.info




DAVIPHARM

Xin chan thanh cam on va tran trong kinh chao.

Thank you very much and respectfully.

TP. DPBCL/QA Manager

Dat Vi Phu Pharmaceutical J85C/ Cong Ty ¢4 phan duoc phdn Bat Vi Pha

ADAMED

haroinfo

email; davipham®@dav




CONG TY CPDP MINH DAN CONG HOA XA HOI CHU NGHIA VIET NAM
Sé: 602/CV-MD DPoc lap - Tw do - Hanh phiic
(V/v: Thay doi so ding ky thudc) ---000---

Ninh Binh, ngay 17 thang 07 nam 2025

Kinh giti: SOY TE AN GIANG

Trude tién, Céng ty C6 phin Dwge phAm Minh Dén, chan thanh cam on su
tin nhiém va quan tdm ctia Quy S& Y Té cho Cong ty trong thoi gian qua.

Can cr Quyét dinh s6 1630/QD-SYT ngdy 27/6/2024 ctia S& Y & vé vide phé
duyét két qua lua chon nha thdu Géi sb 2: Géi thau thude generic thong thuong thude ké
hoach lua chon nha thdu cung cép thudc tap trung tinh Kién Giang, giai doan 2023-2025 (dot
3);

Cén ct Quyét dinh s6 851/QD-QLD ngay 19/12/2024 v& viéc ban hanh Danh muc 869
thude, nguyén liéu lam thude san xudt trong nudc duoc gia han gidy dang ky luu hanh tai Viét
Nam — Dot 214, trong do6 san phém Natri Clorid 0,9% dugc gia han lan 1 véi sb dang ky
moi: 893100218900;

Nha thiu chiing tdi xin thay doi thong tin cic mit hang thudc da tring thiu

nhuw sau:
STT Tén thudc SPK theo QDTT SPK thay ddi
1 Natri Clorid 0,9% VD-22949-15 893100218900

Céc noi dung khéc ctia thude khong thay ddi. (Tai liéu dinh kém)
Béng van ban nay, Nha thau chung t6i kinh trinh Quy S& xem xét.
Xin chan thanh cdm on!

Noi nhén: PAI DIEN HQP PHAP NHA THAU
- Nhu trén PHO TONG GIAM POC
- Luu VT.
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0SB 2 K§ boi: CUC QUAI
237 LYDUGC

o HHE povTe CONG HOA XA HOI CHU NGH ?/ |
CUC QUAN LY PUQC %& éMNH‘

boclap - Ty do - Ha
I

sé: 851 /QB-QLD Ha Négi, ngay 19 thang 12 ndam 2024

] QUYET DINH
Ve viée ban hanh Danh muyc 869 thudc, nguyen li¢u lam thudc sén xuat

ONG TY
co PHAN

Cén cir Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016 y,), DUQC PHETH /x
Cén cir Nghi dinh s6 95/2022/ND-CP ngay 1 5/11/202 ‘\CJ,,aiC%mﬂf*phﬁ
dinh chirc nang, nhiém vu, quyen han va co céu t6 chirc ciia B Xé;. \v\—/‘.

3% ,,,‘

Cén cie Quyét dinh s6 1 969/Qb-BYT noay 26/4/2023 cia Bo trie ,}'ﬁ/ Y té »
quy dinh chitc nang, nhiém vy, quyén han vd co cdu 16 chire ciia Cuc Q) 5CGIAM BOC

thugc Bo Y té; P%“@ /

Céin cit Théng tw 56 08/2022/TT-BYT ngay 05/09/2022 cia B§ Zru'onoagm te aan,
quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thuoc

Cin cir két lugn cia Hpi dong fe van cdp gidy dang ky luu hanh thudc,
nguyén liéu lam thubc - B Y té dot 214 tai Cong van so 99/HDTV-VPHD ngay
21/11/2024 cua Van phong Hoi dong tu van cip GPKLH thube, nguyén liéu lam
thudc;

Theo dé nghi cua Trudng phong Ddang ky thuée, Cuc Qudn ly Duwoc.

QUYET PINH:

Ditu 1. Ban hanh kém theo Quyét dinh ndy danh muc 869 thudc, nguyén
lidu 1am thudc san xuét trong nudc dugc gia han gidy ding ky luu hanh tai Viét
Nam - Dot 214, cu thé:

1. Danh muc 626 thudc, nguyén lidu lam thudc san xuét trong nude dugc gia
han gidy dang ky uu hanh hiéu lyc 05 nam (Phy luc I kém theo).

2. Danh muc 208 thudc san xuét trong nudc duge gia han glay dang ky luu
hanh hiéu lyc 03 nam (Phy luc II kem theo).

3, Danh muc 35 thudc san xuét trong nuéc duge gia han gidy ding ky luu
hanh hiéu Iyc dén 31/ 12/2025 (Phu luc III kém theo).

Pidu 2. Co s6 san Xuét va co s& déng ky thudc c6 trach nhiém:

1. Sén Xuat thudc theo dung cac ho 50, tai li¢u da dang ky v6i BO Y té va
phai in hodc d4n sb dang ky dugc Bo Y t& Viét Nam cap |én nhan thudc.

2. Chi duoc san xuat, dua ra luu hanh cac thudc kiém soat dic biét khi c6
Gidy chung nhan du diéu kién kinh doanh dugc pham vi kinh doanh thude phai
kiém soat dic biét phu hgp véi pham vi hoat dong cua co so dap tng quy dinh tai
khoén 5 Diéu 143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh phu
quy dinh chi tiét mot sb didu va bién phap thi hanh Luat Dugc.

3. Thyc hién viéc cép nhat tiéu chuén chit luvong cia thude theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 cia Bo trudng Bo Y t& quy dinh vé
chét lwong thudc, nguyén liéu lam thude.
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4. Thubc duge gia han gidy déng ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhat néi dung nhan thudc, to huéng din st dung thudc theo quy dinh
ctia Théng tu 01/2018/TT-BYT ngay 18/01/2018 cuia B trudng B Y té thi phai
thuc hién c@p nhit theo quy dinh tai diém b Khoén 1 Pidu 37 Thoéng tu s6
01/2018/TT-BYT trong thoi han 12 thang ké tir ngdy duge gia han gidy diang ky luu
hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thubc duoc gia
han gidy dang ky lvu hanh theo Quyet dinh nay c6 thay d6i vé ndi dung hanh chinh
phai san xudt va Iuu hanh véi cac ndi dung d& dugc phé duyét thay doi trong hd so
gia han.

6. Co s¢ dang ky thudc phai bao dam duy trl diéu kién hoat dong trong thoi
gian hiéu luyc cua giay dang ky luwu hanh thudc, nguyén liéu lam thudc. Trong
truong hop khéng con dap tmg du diéu kién hoat dong, co s¢ ding ky phai c6 trach
nhiém thyc hién thay ddi co s¢ dang ky theo quy dinh tai Thong tw s6 08/2022/TT-
BYT trong thoi han 30 ngay ké tir ngay co s ding ky khéng con du diéu kién hoat
dong.

7. Co s¢ sén xudt thube phai bao dam cac diéu kién hoat dong cua co sd sén
xuét trong thoi han hiéu lyc cua gidy ding ky Iuu hanh thudc, nguyén lidu lam
thude.

8. Cac thuoc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay dugc
t1ep tuc st dung so dang ky d& cép trude khi gia han trong thoi han t6i da 12 thang
ké tlr ngdy dugc cap sb dang ky gia han theo quy dinh tai Phy lyc VI ban hanh kem
theo Thong tu s6 08/2022/TT-BYT.

9. Phéi hop véi cic co s& diéu tri dé thuc hién theo dling cac quy dinh hién
hanh vé thubc ké don, theo doi an toan, higu qua, tac dung khong mong mudn clia
thuoc trén nguoi Viét Nam va tong hop, bao cao theo quy dinh tai Diéu 5 Thong tu
s6 08/2022/TT-BYT dbi v6i cac thudc trong Phu luc II ban hanh kém theo Quyét
dinh nay.

Pitu 3. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.

Pitu 4. Giam doc S& Y té cac tinh, thanh phd trgc thudc Trung uong va
Gidm dbc co so san xuét va co s¢ dang ky co thudc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhdn: CUC TRUONG
- Nhu Diéu 4; AEURC RN

- BT. Pao Hong Lan (dé ble);

- TT. P Xuin Tuyén (de b/c);

- Cyc Quany - B6 Quéc phong, Cuc Y té - Bo Cong an
-Cuc Y t&€ GTVT - Bd Giao thong van tai;

- Téng Cuc Hai quan - B§ Tai chinh;

- Béo hxém xa hoi Viét Namy; e
_B§ Y t& Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra " Vii Tun Cuimg
B9, Vén phong HDTV cap GDKLH thube, NLLT;

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

- Téng Cong ty Dugc Viét Nam - Cong ty CP;

- Céc Bénh vién, Vlen c6 giuong bénh truc thudc BO Y té;

- Trung tdm mua sdm tap trung thude quoc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;

Website;

- Luu: VT, BKT (C.H) (02b).




. Phulucl
DANH MUC 626 THUOC, NGUYEN L1EU LAM THUOC SAN XUAT TRONG NUOC PUQC GIA HAN GIAY
PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - QT 214
(Kém theo Quyét dinh s6 851 /OD-QLD ngay 19  thang 12 nam 2024
cua Cuc Qudn ly Dwoc)

STT| Tén thude Hoat chit chinh - |Dang bao chd| Quy cich déng géi | Tidu | Tudi S§ diang ky | S6
Ham lwong chuén | tho gia han lAn

(thang) (S asng ky | gia

da cip) han

1) (2) 3) “ ) (©) ) €)) &)

1. Co s& diing ky: Chi nhanh Resantis Viét Nam - Cong ty TNHH mdt thanh vién Dwge Sai Gon (Pia chi: 702 Trudng
Sa, phudng 14, quén 3, Thanh ph6é Ho Chi Minh, Viét Nam)

1.1.Co g(")‘ san xudt: Chi nhanh Resantis Viét Nam—Cong ty TNHH m§t thanh vién Duge Sai Gon (Pia chi: Sb 01 VSIP,
dudng s6 3, khu cong nghiép Viét Nam — Singapore, phuong Binh Hoa, thanh phd Thugn An, tinh Binh Duong, Viét Nam)

1 |Cinnarizine RVN |Cinarizin 25mg Vién nén Hop 3 vi x 10 vién NS§X 36 |893100197800 | 1
(VD-27427-17)
2 |Lifextend Clopidogrel (dudi Vién nén bao |[Hop 2 vi x 10 vién NSX 36 |893110197900 | 1
dang Clopidogrel phim (VD-22314-15)
bisulfat) 75mg
3 |Mecasel 15 Meloxicam 15mg Vién nén Hop 2 vix 10 vién NSX 36 | 893110198000 | 1
(VD-25546-16)

4 |Mecasel 7,5 Meloxicam 7,5mg Vién nén Hop 2 vi x 10 vién NSX 36 |893110198100 | 1
(VD-25547-16)

5 |Repamax 650 Paracetamol 650mg  |Vién nén bao |Hop 10 vix 10 vien |DPVN| 48 893100198200 | 1
phim v (VD-27428-17)

2. Co sb déing ky: Cong ty ¢b phén 23 thdng 9 (Pia chi: 11 Tan Hoa, Phuong 14, Quén 6, Tp. Ho6 Chi Minh, Viét Nam)
2.1. Co' s san xuAt: Cong ty cb phin 23 théng 9 (Dja chi: 11 Tén Hoa, Phudng 14, Quén 6, Tp. Ho Chi Minh, Viét Nam)

6 |Ibulivi Ibuprofen 100mg/5ml Hén dich ung|Hop 10 goi x Sml; NSX 36 |893100198300 | 1
Hop 20 goi x Sml; (VD-32601-19)
Hop 30 goi x Sml
7 |lronagan M5: 10ml chira: Dong |Dung dich  |Hop 10 ng, 20 6ng, | NSX | 36 | 893100198400 I
(duéi dang dong ubng 30 éng x 10ml (VD-32602-19)

gluconat) 0,7mg;
Mangan (dudi dang
mangan gluconat)
1,33mg; Sit (dudi
dang sit gluconat)
50mg

3. Co so ding ky: Cong ty cd phan DTS Vigt Nam (Pia chi: S8 18, © 51, phudng Quan Hoa, quan Cau Gidy, thanh phd Ha
Noi, Viét Nam)

3.1. Co's& san xudt: Cong ty €d phan dwge phim Nam Ha (Pia chi: 6 415, duong Han Thuyén, phudng Vi Xuyén, thanh
phé Nam Dinh, tinh Nam Binh, Viét Nam)

8 |Benfoheal 150 Benfotiamine 150mg |Vién nén bao [Hop 3 vi x 10 vién; NSX 36 | 893110198500 | 1
phim Hop 6 vix 10 vién (VD-32604-19)
9 |Demensyn Donepezil HCI 5mg | Vién nén Hop 3 vix 10 vién; | NSX 36 | 893110198600 | 1
Hop 5 vi x 10 vién (VD-18670-13)
10 |Dusodril 300 Thioctic acid 300mg | Vién nang Hop 3 vix 10 vién; | USP 36 | 893110198700 | 1
cung Hop 6 vi x 10 vién hién (VD-28774-18)
hanh

4. Co st diing ky: Cong ty ¢b phan Dugc - Vit twy t& Thanh Héa (Pia chi: S6 232, Tran Pht, phuong Lam Son, Thanh
pho Thanh Héa, tinh Thanh Ho4, Viét Nam)
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S Tén thude Hoat chit chinh - | Dgng bao ché| Quy cach déng géi | Tidu | Tubi Sb aing ky | S
Ham lwgng chufin | tho gia han lin
(thédng)| (S8 dinglky | gia
di cép) han
(1) (2) (3) G 5) ©) 0] ] &)
196 {Hypedalat Lacidipin 4mg Vién nén bao |Hop 3 vi, 10 vix 10 | NSX 36 893110217300 1
phim vién (VD-34192-20)
197 {Amedtonin 2 Risperidon 2mg Vién nén bao |Hop 3 vix 10 vién; | NSX 36 893110217400 1
phim Hop 10 vi x 10 vién; (VD-34189-20)
chai 100 vién

35. Co's¢ diing ky: Cong ty ¢ phin duge phfim Me Di Sun (Pia chi: S6 521, Khu phd An Loi, Phuong Hoa Loi, Thi x&
Bén Cat, Tinh Binh Dwong, Viét Nam)

35.1. Co's& sdn xudt: Cong ty ¢ phin duge phéim Me Di Sun (Dja chi: 521 Khu phd An Loi, Phuong Hoa Loi, Thi x& Bén
Cat, Tinh Binh Duong, Viét Nam)

198 |Gucanat M3i 10ml chita: Pdng |Dung dich Hop 20 dng x 10ml | NSX 36 1893110217500 | 1
(dudi dang dong ubng (VD-31762-19)
gluconat) 0,7mg;

Mangan (dudi dang
mangan gluconat)
1,33mg; Sét (dudi
dang sit gluconat)
50mg
199 |Myspa Isotretinoin 10mg Vién nang Hop 03 vix 10vién | NSX 36 |893110217600 | |
mém (VD-22926-15)
200 [Immulimus 0,1% |Tacrolimus 0,001g/lg |Thubc m& Hop | tuyp x 10g; NSX 36 |893110217700 | |
Hop 1 tuyp x 12g; (VD-26879-17)
Hop 1 tuyp x 15g;
Hop 1 tuyp x 20g;
Hop 1 tuyp x 25g;
Hop 1 tuyp x 30g

36. Co s¢ déng ky: Cong ty C5 phan Duge phdm Medbolide (Dia chi: Phong 09, lau 10, toa nha The EverRich 1, s6 968
dudng Ba Thang Hai, phuong 15, quan 11, Tp. Ho Chi Minh, Viét Nam)
36.1. Co s& san xuét: Cong ty cd phan duwge Medipharco (Pia chi: 08 Nguyén Truong T3, Phuong Phudc Vinh, Thanh phd
Hué, Tinh Thura Thién Hué, Viét Nam)

201 |Menzag Diflorason diacetat | Thude m& boi [Hop 01 tuyp x 10g, | NSX 36 | 893110217800 | 1

0,05% (w/w) da Hop 01 tuyp x 15g, (VD-34197-20)
Hop 01 tuyp x 30g

36.2. Co's& sédn xudt: Coag ty cd phin duge phém Me Di Sun (Dia chi: S6 521, khu phb An Loi, phuong Hoa Lo, thi xa

Bén Cat, tinh Binh Duong, Viét Nam)

202 [Camoas Flavoxate Vién nén bao |Hop3 vix 10viéen [USP38| 36 |893110217900 | 1
hydrochloride 200mg |phim (VD-25205-16)

203 |Locgoda 0,1% Mometason furoat Kemboéida [Hop 01 tuyp x 15¢g NSX 36 1893100218000 | I
15mg/15g (VD-34198-20)

37. Co s& diing ky: Cong ty b phin Dwgc phim Minh Dan (Pia chi: L6 E2, Duong N4, KCN Hoa Xa, Phuong Loc Hoa,
Thanh phé Nam Pinh, tinh Nam Dinh, Viét Nam)
37.1. Co'sé sin xuiit: Cong ty ¢b phin Duge phdm Minh Dan (Dia chi: L6 E2, Duong N4, Khu cong nghiép Hoa X4,
Phuong Léc Hoa, Thanh phd Nam Dinh, Tinh Nam Dinh, Vi¢t Nam)

204 |Cefadroxil

1000mg

Cefadroxil (dudi
dang cefadroxil

monohydrat) 1000mg

Vién nén bao
phim

Hop 10 vi x 10 vién

NSX

36

893110218100
(VD-34199-20)
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Tén thube

STT Hoat chat chinh - |Dang bac ché| Quy cdch déng goi | Tidu | Tubi S6 ding ky | S
¢ Ham lwgng chuén | tho gia han lin
(thdng)! (S8 dingky | gia
da cép) han

(1) (2) 3 4) ) (@) ) (8) ®)

205 |Amoxicilin/Acid |Acid clavulanic (dung |Vién nén bao |Hop 1 thix2vix7 | NSX 24 1893110218200 I

clavulanic dang kali clavulanat + |phim vién (VD-31778-19)
500/125 aviceltilé¢ 1 : 1)

125mg; Amoxicilin

(dung dang

Amoxicilin trihydrat)

500mg

206 |Cefadroxil Cefadroxil 250mg/5ml|B6t pha hon  |Hop 01 lo x 60ml NSX 24 893110218300 | 1

250mg/5ml dich uéng (VD-19893-13)

207 |Ceframid 1000 Cephalexin (dang Vién nén bao |[Hop 02 vix 07 vién | NSX 36 1893110218400 | 1
cephalexin phim (VD-22938-15)
monohydrat) 1000mg

37.2. Co s san xuat: Cong ty c6 phin Dugc phidm Minh Dan (Pja chi: Ld N8, duong N5, khu cong nghiép Hoa Xa,
phudng My X4, thanh phd Nam Dinh, tinh Nam Dinh, Viét Nam)

208 |Cefmetazol 0,5g |Cefmetazol (dwdi Thudc bot Hop 10 lo, loai 15Sml| NSX 36 1893110218500 | I
dang cetmetazol pha tiém (VD-34200-20)
natri) 0,5g

209 |Cotrimoxazol Sulfamethoxazol Vién nén Hop 10 vix 10 vién | NSX 36 | 893110218600 | 1

800/160 800mg; Trimethoprim (VD-34201-20)
160mg

210 |Loperamid 2mg  |Loperamid Vién nang Hop 10 vix 10vién |DDVN| 36 |893 100218700 | 1
hydroclorid 2mg cung \Y% (VD-25721-16)

211 |Loxoprofen 60mg |Loxoprofen natri Vién nén Hop 10 vi x 10 vién, | NSX 36 893100218800 | 1
60mg vi nhém/ PVC (VD-30436-18)

212 |Natri clorid 0,9% |[Natri clorid 0,9% Thudc nho Hop 01 lo x Sml DDVN| 24 |893100218900 | I
(WIv) mét, thudc  |hodc 10ml, Hop 20 \Y (VD-22949-15)

nhé miii lo x 5ml hodc 10ml
213 |Ofloxacin 0.3%  |Ofloxacin 15mg/5ml |Dung dich Hop 1 lo x Sml, NSX 24 893115219000 | 1
nho mit Hop 20 lo x Sml (VD-23602-15)

214 |Piperacilin lg Piperacilin (dudi Thube bot Hop 10 lo, loai 15ml| NSX 36 893110219100 l
dang Piperacilin pha tiém (VD-26908-17)
natri) 1g

215 |Piracetam 400mg |Piracetam 400mg Vién nén bao |Hop 10 vix 10 vién | NSX 36 |893110219200 | 1

phim (VD-34206-20)

216 |Quinapril 10mg  |Quinapril (dud¢i dang |Vién nénbao |Hop I tai x 03 vi x USP 24 1893110219300 | 1
Quinapril HCl) 10mg |phim 10 vién 2024 (VD-30439-18)

217 |Ramipril 10mg  |Ramipril 10mg Vién nén Hop 1 thix 03 vix | NSX 24 1893110219400 | 1

10 vién (VD-34207-20)
218 |Vitamin B12 Cyanocobalamin Dung dich Hop 100 éng x Iml | NSX 24 1893110219500 | 1
Img/ml Img/lml tiém (VD-23600-15)

38. Co s dang ky: Cong ty C6 phan Dugc phim OPC (Pia chi: 1017 Hong Bang, Phudng 12, Quan 6, Thanh phé Ho Chi

Minh, Viét Nam)

38.1. Co s¢ san xuit: Chi nhdnh Céng ty ¢d phén dugc phédm OPC tai Binh Dwong — Nha miy dwgc phédm OPC (Dia
chi: S6 09/bX04-TH, T6 7, Ap Téan Hoéa, Xa Tan Vinh Hiép, Tan Uyén, Binh Duong, Viét Nam)

219 |Ethanol 90%

Ethanol 96% 56,25ml

Dung dich
diing ngoai

Chai 60ml

NSX

36

893100219600
(VD-19398-13)
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Tén thube

STT Hoat chat chinh - |Dang bac ché| Quy céch déng gbi | Titu | Tubi | S6aingky | S6
’ Ham lugng chudn | tho gia han Iin
(thang)| (S6 dingky | gia
i cép) han
(1 (2) 3) 4) (5) (6 (7) (8) ®)
270 |Tenafotin 1000 Cefoxitin (duéi dang |Thuoc bot Hop 1 lo thudc bot | USP 41 36 893110224700 |
Cefoxitin natri) pha tiém pha tiém; Hop 10 Io (VD-23019-15)

1000mg

thudc bdt pha tiém

47. Co st diing ky: Cong ty ¢d phin Dwge pham Thién Pat (Dia chi: 54 — TT4C Khu d6 thi Van Quén, Yén Phac, Phuc La,
Ha Bong, Ha Noi, Viét Nam)

47.1. Co s san xuit: Cong ty ¢b phén dwye phdm Trung wong 2 (Dia chi: L6 27, khu cong nghiép Quang Minh, thi trén
Quang Minh, huyén Mg Linh, thanh phd Ha Noi, Viét Nam)

271 |Bizrani Mbi 5ml hén dich sau [Thudc bdt  |Hop 1 lo x 20,3g, dé | NSX | 24 |893110224800 | |
pha chita : Cefprozil |pha hdn dich |pha 45ml hon dich; (VD-33659-19)
(dudi dang Cefprozil udng Hop 1 1o x27,1g, dé
monohydrat) 125mg pha 60ml hon dich;
Hop 1 lo x 40,6g, dé
pha 90ml hén dich
48. Co s6 diing ky: Cong ty ¢b phéin Dwoe phAm Thuin Thanh (Dia chi: S6 12/189/14 Nguyén Ngoc Vi, Phuong Trung
Hoa, Quan Céu Gi'éy, Thanh phé Ha N6i, Viét Nam)
48.1. Co s& sén xudit: Cong ty b phin Duwoc phéim Minh Dan (Dia chi: Lo N8, Pudng N5, Khu cong nghiép Hoa X4,
Phuong My X4, Thanh phé Nam Dinh, Tinh Nam Dinh, Viét Nam)
272 |Febuxostat 40 Febuxostat 40mg Vién nén bao |Hop 03 vix 10 vién, | NSX 36 893110224900 | |

phim

Hop 1 1o x 30 vién

(VD3-49-20)

49. Co s6 ddng ky: Cong ty co phin dwge phim Tipharco (Dia chi: L6 08, 09 Cum Cong nghiép va Tiéu thi cong nghiép
Tan My Chanh, Phuong 9, TP. My Tho, tinh Tién Giang, Viét Nam)

49.1. Co s séin xudt: Cong ty ¢ phin dwge phdm Tipharco (Pia chi: 15 Dée Binh Kiéu, Phuong 2, TP. My Tho, Tinh

Tién Giang, Viét Nam)

273 |Amoxicilin Amoxicilin (dudi Vién nang Hop 10 vix 10 vién; | NSX 36 | 893110225000 1
500mg dang amoxicilin cing chai 100 vién; chai (VD-34244-20)
trihydrat compacted 200 vién
574mg) 500mg
274 |Cefcenat 500 Cefuroxim (dudi Vién nén bao |Hop 2 vi x 5 vién; NSX 36 | 893110225100 | 1
dang Cefuroxim phim Hop 2 vi x 10 vién; (VD-32889-19)
axetil) 500mg Hop 5 vix 10 vién
275 |Paindol extra Ibuprofen 200mg; Vién nén Hop 25 vi x 20 vién; | NSX 36 |893100225200 | 1
Paracetamol 325mg Hop 1 chaix 100 (VD-26269-17)
vién; Hop 5 vi x 20
vién; Hop 10 vix 10
vién
276 | Tiphaprim 960 Sulfamethoxazol Vién nén Hop 10 vi x 10 vién; | NSX 36 1893110225300 | I
800mg; Trimethoprim chai 100 vién (VD-34248-20)
160mg

50. Co s¢ didng ky: Cong ty cb phin duoe phdm Trung wong 2 (Pia chi: S6 9 Tran Thanh Tong, phudng Bach Péng, quan
Hai Ba Trung, thanh phé Ha Noi, Viét Nam)
50.1. Co' s san xudt: Cong ty cd phin duge phAm Trung wong 2 (Pia chi: L 27, khu cdng nghiép Quang Minh, thi trin
Quang Minh, huyén Mé Linh, thanh phé Ha Ngi, Viét Nam)




CONG TY CO PHAN DUQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM

IP Poc Lap — Tw Do — Hanh Phic
S6:01.251P-KG
(V/v: Thay doi s6 dang ky cta thudc) TP.HCM, ngay 18 thang 07 nam 2025

Kinh giti: SO'Y TE TINH AN GIANG

Céng ty Cb phan Dugc phdm IP trin trong cam on sy hop tac, gitp d& cia Quy S&
trong thoi gian vira qua.

Céng ty C6 phin Duogc phim IP tham gia géi thau: Goéi sé 2: Go6i thiu thudc
generic thong thuong thudc ké hoach lra chon nha thau cung cp thudc tap trung tinh
Kién Giang giai doan 2023-2025 (dot 3) ciia S¢ Y té tinh Kién Giang (c#i). Trong do,
Cong ty chung t6i du thdu mit hang thudc Espacox 200mg va dugc tring thiu theo
quyét dinh tring thiu s6 1630/QD-SYT ngay 27/06/2024 ctia S& Y té tinh Kién Giang
(cii).

Miit hang trén da dugc BO y té - Cuc Quan Iy Dugc gia han Gidy dang ky luu hanh
(Pinh kém Quyét dinh gia han s6 dang ky).

Bing vin ban nay, Cong ty Cb phan Dugc phim IP kinh trinh Quy S& xem xét cho
chung t6i cung tng mét hang trén theo s6 ding ky ctia thudc Espacox 200mg.

. £ S6 ding ky triing S6 ding ky thay | Quyét dinh gia han S6
Sl Ten thuge thu dsi diing ky
S6 407/QD-QLD
1 Espacox 200mg VN-20945-18 840110518324 Ngdy 19/06/2024

Ching t6i chan thanh cdm on va rat mong nhén dugc sy phan hdi sém nhét cua
Quy S& dé ching tdi c6 thé kip thoi cung cp thudc phuc vu trong cong téc khdm va
diéu tri cho bénh nhan.

Tréan trong cam on./.

Noi nhén: ALDIEN CUA CONG TY
- Nhu trén, 780 .
- Luw: TT; "/ CONG TY
T , [ COPHAN
- Tai liéu kém theo, DUGC PHA} ~




o pozcses  BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

Coquan {;LFC QUAN LY DUGQC Poc l4p - Tu do - Hanh phiic

S6: 407 /QB-QLD Ha Ngi, ngay 19 thang 06ndm 2024

QUYET PINH
vé viéc ban hanh danh muc 174 thudc nuée ngoai
yc gia han gidy diang Ky luu hanh tai Viét Nam - Dot 120

CUC TRUOGNG CUC QUAN LY DUQC
L

g’ cir Ludt Duoc so 105/2016/QH13 ngay 06/4/2016;

Can cu Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cia Chinh phii quy dinh
chizc nang, nhiém vu, quyen han va co cdu t6 chirc ciia Bé Y té;

Cén cir Quyét dinh s6 1 969/0D-BYT ngay 26/4/2023 ciia BS truong B3 Y té quy
dinh chirc nang, nhiém vy, quyén han va co cau t6 chirc cia Cuc Quan Iy Duoc thudc
B3 Y té;

Cdin cir Thong tie s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trucng BS Y té quy
dinh viéc dang ky lwu hanh thuéc, nguyén li¢u lam tkuoc

Cén cir két lugn cua Hot dong tw van cdp gzay dang ky luu hanh thube, nguyén
liéu lam thuéc - B Y té dot 120 tqi Cong van s6 48/HDTV-VPHD ngay 22/05/2024
cua Van phong H{i dong tw vin cap GPKLH thudc, nguyén lidu lam thuéc;

Theo dé nghi cia T rudng phong Ping ky thuéc - Cuc Qudn ly Duorc.

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh muc 174 thudc nuéc ngoai
dwoc gia han gidy dang ky luu hanh tai Viét Nam - Dot 120, cu thé:

1. Danh muc 155 thudc nuée ngodi duogc gia han gidy ding ky Iuu hanh hiéu
luc 05 nam — Dot 120 (Phu luc I kem theo).

4. Danh muc 19 thudc nuéc ngoai duge gia han gidy dang ky luu hanh hiéu luc
03 nam — Dot 120 (Phu luc I kém theo).

Piéu 2. Co s0 san xuat va co s¢ ding ky thudc cé trach nhiém:

1. San xuat cung cap thube vao Viét Nam theo ding cac hd so, tai liéu da dang
ky véi Bo Y té va phai in s0 déng ky duoc Bo Y té Viét Nam c4p 1én nhan thudc.

2. Chap hanh day du phép ludt cia Viét Nam va céic quy dinh cia B4 Y té vé
san xuat, nhap khau thudc va luu hanh thudc tai Viét Nam, néu c6 bt ctt thay dbi gi
trong qua trinh luu hanh thuoc 0 nudce so tai va ¢ Viét Nam thi phai bdo cdo ngay cho
Cuc Quén ly Dugc - Bo Y té Viét Nam.

3. Thuc hién viéc cdp nhit tiu chudn chit lwong cua thudc theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 ctua B0 trudng Bo Y té quy dinh vé
chit lwong thube, nguyén liéu lam thudc, Thong tw s6 03/2020/TT-BYT ngay
22/01/2020 cua B trudng B6 Y té sira d6i, bd sung mot sb diéu cua Thoéng tu
11/2018/TT-BYT quy dinh vé chat lwong thudc, nguyén lidu lam thudc.

4. Thubc dwoc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cép nhét ndi dung nhan thudc, to huéng dan sir dung thude theo quy dinh
cua Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua BY truéng BO Y té thi phai thuc
hién cap nhit theo quy dinh tai diém b Khoan 1 Dleu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay duoc gia han glay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thubc dwoc gia han
gidy dang ky luu hanh theo Quyét dinh nay c6 thay ddi v& noi dung hanh chinh phai
san xuat va luu hanh véi cc ndi dung da duoc phé duyét thay ddi trong hd so gia han.




6. Co s¢ dang ky thubc phai bao dam duy tri diéu kién hoat dong trong thoi han
hiéu luc cua gidy dang ky luu hanh thudc, nguyén lidu lam thude. Trong trudng hop
khéng con dép ung du diéu kién hoat dong, co s déng ky phai c6 trach nhiém thuc
hién thay ddi co s& ddng ky theo quy dinh tai Théng tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co so ddng ky khong con di dleu kién hoat dong.

7. Co sé dang ky thude phal bao cao Bo Y té (Cuc Quan ly Dugc) vé cap nhat
tinh trang dap Gng Thuc hanh tot san xudt cla CO G san Xuét thuoc nguyén li¢u lam
thude. Truong hop co s¢ san xudt bi thu hdi gidy phep san xuét hodc khong déap ung
Thuc hanh tét sin xuat thube, nguyén lidu lam thudc & nuéc s& tai, co so phai thuc
hién viéc bdo céo trong thoi han 15 ngay ké tir ngay c6 thong béo ctia co quan quan ly
c6 thim quyén nudc s& tai theo quy dinh tai diém d khoan 1 Dleu 100 Nghi dinh so
54/2017/ND-CP ngay 08/5/2017 ctia Chinh phi quy dinh chi tiét mot sé diéu va bién
phép thi hanh Luét Duoc.

8. Céc thuoc dugc gia han gidy dang ky luu hanh tai Quyet dinh nay duoc t1ep
tuc st dung so dang ky da cap trudc khi gia han trong thoi han t6i da 12 thang ké tir
ngay duogc cap s6 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tu s6 08/2022/TT-BYT.

2 Phéi hop véi céc co sé didu tri dé thuc hién theo diung cac quy dinh hién
hanh vé thuc ké don, theo doi an toan, hi¢u qua, tac dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hop, bdo cdo theo quy dinh tai Diéu 5 Thong tu 56
08/2022/TT-BYT dbi véi cac thude trong Phuy luc Il ban hanh kém theo Quyét dinh
nay.

Piéu 3. Quyét dinh c6 higu luc ké tir ngay ky ban hanh.

Dleu 4. Giam déc S6 Y té cac tinh, thanh phé true thude trung wong, giam ddc
nha san xuit va co s& ding ky c6 thudc tai Diéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhn: CUC TRUONG
- Nhu Biéu 4; oy

- B¢ truong (dé blc);

- TTr. B4 Xuan Tuyén (dé b/c); /s
-CucQuan 'Y - Bo Quéc phong, Cuc Y té - Bd Cong an?
Cuc Y té GTVT - B6 Giao thong van tai; :
- Tong Cuc Hai quan - B Tai chinh;

- Bao hlem Xa hoi Viét Nam;

-Bo Y té: Vu PC, Cuc QLKCB, Thanh tra B9, Vin
phong HDTV cip GPKLH thuoc NLLT;

-S6'Y té céc tinh, thanh phd truc thugc Trung wong;

- Vién KN thube TU Vién KN thuéc TP. HCM;

- Téng Céng ty Dugc VN-CTCP;

- Céc Cong ty XNK dugc phém;

- Cac Bénh vién & Vién c6 giudng bénh tryc thugc BYT;

- Trung tam mua sim tap trung thube quoc gia;

- Cic phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCHN, VP Cuc; Website Cuc QLD.

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




Phu lucI

DANH MUC 155 THUOC NUOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - POT 120

(Kém theo Quyét dinh s6: ..407...../OD-QLD, ngay 19./06./2024ciia Cuc Quén I Duoc)

STT | Ténthudc | Hoat chit chinh | Dang | Quycich | Tiéu | Tudi S6 ding ky S6
- —Hamlwgng | baoché | donggoi | chudn | tho gia han lan

(thing) | (SO dingky | gia

da cip) han

@ 2 3 “@ (©) (6) @) )] (€))

1. Co'sé dang ky: Actavis International Ltd. (Dia chi: No.4 SOAQ Tal-gidi Off Valletta Road, Luga,
LOA 6000, Malta)

1.1. Co s& sin xuit: Balkanpharma-Dupnitsa AD (Dia chi: 3, Samokovsko shosse Str., Dupnitsa
2600, Bungary)

Irprestan Irbesartan 150mg | Viénnén | Hép 2 vix | NSX 24 380110516024 01
150mg bao phim | 14 vién (VN-21977-19)
1.2. Co sé sin xuit: S.C. Sindan - Pharma S.R.L. (Dia chi: 11 Ion Mihalache Blvd., 011171,
Bucharest, Romania)

Firotex Topotecan (duéi | Botdong | Hop 1 Lo | NSX 36 594114516124 01
dang topotecan kho pha | 4mg (VN2-340-15)
hydrochloride) dung
4mg dich dam

ddc dé
pha dung
dich
truyén

1.3. Co s6 san xuét: S.C. Sindan - Pharma S.R.L. (Dia chi: 11th Ion Mihalache Blvd., Sector 1, Zip
ode 011171, Bucharest, Romania)

Q

Vinorelsin | Vinorelbine (dudi | Dung Hop1Lo | NSX 36 594114516224 01

50mg/5ml | dang Vinorelbine | dich ddm | 5ml (VN-17629-14)
tartrate) dic dé
50mg/5ml pha dich
tiém
tmyén

2. Co's6 diang Ky: Ajanta Pharma Limited (Pia chi: Ajanta House, 98, Government Industrial Area,
Charkop, Kandivli (West), Mumbai-400 067, India)

2.1. Co s& sian xuat: Ajanta Pharma Limited (Dia chi: Plot No. B-4/5/6, MIDC, Paithan,
Aurangabad 431148 Maharashtra State, India)

Kaportan 20 | Olmesartan Vién nén | Hop 16n NSX 36 890110516324 | 01
medoxomil 20mg | bao phim | chira 10 (VN-18981-15)
Hop x 1 vi
x 10 vién

3. Co s ding ky: Albios Lifesciences Private Limited (Pia chi: A1/802, Palladium, Corporate
Road, B/h Divyabhaskar, Off S.G Highway, Makarba, Ahmedabad, Ahmedabad, Gujarat-GJ, 380015,
India) -

3.1. Co s& san xuit: Denis Chem Lab Limited (Dia chi: Block 457, Village-Chhatral, Tal-Kalol,
Dist. Gandhinagar - 382 729, Gujarat State, India)
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STT | Ténthuéc | Hoat chitchinh | Dang | Quycach | Tiéu | Tudi S6 ding ky S6
— Ham luwgng bao ché déng g6i | chuin tho gia han lan

(thang) | (S dingky | gia

da cé"lp) han

(1) 2 3) (4) (5) _(6) (7) (8) 9

13. Co sé dang ky: Céng ty c6 phan dwge phim Pha No (Pia chi: 9 H6 Biéu Chanh, Phuong 11,
Qudn Phii Nhudn, TP. H6 Chi Minh, Viét Nam)

13.1. Co sé san xuét: Laboratorios Normon, S.A. (Pia chi: Ronda de Valdecarrizo, 6, 28760 Tres
Cantos (Madrid), Spain)

24 Espacox Celecoxib 200mg | Vién Hop3vix | NSX 36 840110518324 01
200mg nang 10 vién (VN-20945-18)
cing
25 Santasetron | Granisetron Dung Hop 50 NSX 36 840110518424 01 !
Img/1ml hydroclorid dich tiém | 6ng x 1ml (VN-20688-17)
1,12mg tuong
duong granisetron 3
Img Y
14. Co's& déing ky: Cong ty C6 phan Duwgc phim Thién Théo (Dja chi: s6 61-63 Trdn Qudc Hoan, o
Phuong Dich Vong Hau, Quén Cau Gidy, Thanh phé Ha Ngi, Viét Nam) 1 ;
14.1. Co s¢ sén xuat: Meiji Seika Pharma Co., Ltd.- Odawara Plant (Dja chi: 1056, Kamonomiya, g:
Odawara-shi, Kanagawa, Japan) g‘y
26 | Meiact Fine | Cefditoren (duéi | Com pha | Hop 21 NSX | 36 | 499110518524 | 01 7]
Granules dang Cefditoren hén dich | goi x 0,5g (VN-21722-19)
Pivoxil) 50mg udng

15. Co s6 ding ky: Cong ty c6 phin dwgc pham Viét An (Pia chi: S6 9 ngé 18 phé Luong Ngoc

Quyén, phirong Vin Qudn, quéin Ha Béng, thanh phé Ha Néi, Viét Nam)

15.1. Co s6 sén xuit: Aurochem Pharmaceuticals (India) Pvt. Ltd. (Dia chi: Plot No. 58, Palghar

Taluka Ind. Co-Op. Estate Ltd Boisar Road, Tal. Palghar, Thane 401404 Maharashtra State, India) :

27

Walenafil-
100

Sildenafil (dudi
dang Sildenafil
citrate) 100mg

Vién nén
bao phim

Hop 1 vix
4 vién

NSX

36

890110518624
(VN-17315-13)

01

16. Co sé¢ diing ky: Céng ty cd phan Duge Phim Vipharco (Pia chi: S6 67, Ng& 68 duong Ngoc

Thuy, phwong Ngoc Thuy, qudn Long Bién, Ha N¢i, Viét Nam)

16.1. Co sé sian xuat: Anfarm Hellas S.A. (Pja chi: 61st km NAT. RD. ATHENS — LAMIA, Schimatari

Viotias, 32009, Greece)

28 Digoxin/ Digoxin 0,5mg Dung Hop 6 éng | NSX 36 520110518724 01
Anfarm dich tiém | x 2ml (VN-21737-19)
16.2. Co sé san xuit: Sophartex (Pia chi: 21 Rue du Pressoir, 28500 Vernouillet, France)
29 Antarene Ibuprofen 100 mg | Viénnén | Hop 2 vix | NSX 36 300100518824 01
bao phim | 20 vién (VN-21379-18)

17. Co s¢ diing ky: Cong ty c6 phan Dwgc va Thiét biy té T.N.T (Pja chi: Téng 2, sé nha 55, phé

Vii Thanh, phiong O Cho Dira, qudn Péng Pa, thanh phé Ha Ngi, Viét Nam)
17.1. Co sé sin xuit: Polfarmex S.A (Dia chi: 9 Jozeféw Street, 99-300 Kutno, Poland)

30 Astmodil Montelukast Viénnén | Hop 4 vix | NSX 18 590110518924 01
(dudi dang nhai 7 vién; (VN-17568-13)
Montelukast natri Hop 11lox
5,1875mg) 5mg 28 vién




CONG TY TNHH BIDIVINA
PT: 0368 689719 - 0918 848 269

Sé: 08.25/CV-BVNDGD
Vé viéc xin thay déi sé ding ky

CONG HOA XA HOQI CHU NGHIA VIET NAM
Déc 1ap - Tw do - Hanh phic

San pham Ciprofibrate 5A Farma 100mg.

Tp. Ho Chi Minh, ngay 22 thang 07 nim 2025

Kinh giri: S& Y Té tinh An Giang

(sau ddy goi la “Bén maoi thau”)

Céng ty TNHH BIDIVINA (sau ddy goi la “Nha thau”) c6 tham du va tring thiu goi
thau: Goi thau 50 2: Gai thiu thube generic thong thwong thudc ké hoach lwa chon nha
thiu cung cap thube tap trung tinh Kién ‘Giang, giai doan 2023-2025 (dot 3) san
pham Ciprofibrate 5A Farma 10mg theo Quyét dinh trang thau s 1630/QD-SYT ngay 27
thang 6 nam 2024 clia S& Y té tinh Kién Giang.

Nay nha thiu lam coéng vin nay xin thay d6i théng tin Sé ding ky ciia san phim

Ciprofibrate 5SA Farma 10mg cu thé nhu sau:

ST A ) . Ponvi | S6 dingky | S6 dang ky méi Tén nha san xuit —
T Ten thimoe Quy;saich tinh | da tring thau xin thay doi nuwéc sin xuit
Cong ty cb ph?m lién
p | Ciprofibrate SA | HOp3vix 10 | \ia |y 3434700 | 893110119325 | doanh duge pham éloge
Farma 10mg vién France Viét Nam - Viét
Nam

Bing vin ban nay, ching toi xin thdng béo vé viéc diéu chinh va cung tng sin pham
Ciprofibrate SA Farma 10mg theo s6 dang ky méi. Viée thay doi sb ding ky nay khong anh
huéng dén cac thong tin khac cling nhu chét lwong san phim.

Ngay ap dung: 22/07/2025

Nha thiu xin kém céc tai liéu sau:
1. Quyét dinh s6 274/QP-QLD ngay 15/06/2024 v& viéc ban hanh danh muc thubc
2. Quyét dinh s6 163/QD-QLD ngay 04/04/2025 v& viéc gia han gidy dang ky luu hanh

Kinh mong Bén moi thiu xem xét va chip thuan cho Nha thiu duoc tiép tuc cung cép
san phim theo thong tin thay ddi trén.

Trén trong cam on!

Noi nhin:
- Nhur trén;
- Luu DVKH&NS
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3\ Ky boi: CUC QUAN

t:mom BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
£e1C QUAN LY DUQC Poc lap - Tw do - Hanh phiic
S6: 163 /QP-QLD Ha Néi, ngay 04 thdng 04 ndam 2025

QUYET PINH
pan hanh Danh muc 603 thudc sin xuit trong nwéc dugce gia han

/ 5/ CONG TY TNHH . = \  gidy ding ky lru hanh tai Viét Nam - Dot 216

(75

CUC TRUONG CUC QUAN LY DUQC

JAT P HO nl cur Luat Duoc ngay 06 thang 4 nam 2016; Ludt sira déi, bé sung mot s

dieu ciia Ludt Dugc ngay 21 thang 11 nam 2024;

Can cir Nghi dinh so 42/2025/ND-CP ngay 27 thang 02 nam 2025 cua Chinh
phu quy dinh chirc nang, nhiém vu, quyén han va co cdu t6 chirc ciia B6 Y té;

Can cir Thong e s6 08/2022/TT-BYT ngay 05 thang 9 nam 2022 cia B¢
truong Bo Y té quy dinh viéc d’ang ky leu hanh thuéc, nguyén liéu lam thudc;
Thong tu s6 55/2024/T T-BYT ngay 31 thang 12 nam 2024 cia B$ truong Bo Y té
sira doi, b6 sung mét sé dzeu vé gia han gidy ding ky luu hanh thuéc, nguyén liéu
lam thuéc tai Théng tw sé6 08/2022/TT-BYT ngay 05 thang 9 nam 2022 cua Bo
trucng B Y té quy dinh viéc dang ky luu hanh thube, nguyén liéu lam thudc;

Can cu Quyet dinh s6 1 969/QB BYT ngay 26 thang 4 nam 2023 cua B§
trucng B Y té quy dinh chirc nang, nhiém vy, quyén han va co cdu 16 chirc ciia
Cuc Qudn Iy Duoc thujc B Y té;

Can cir két lugn cia Hoi dong tw van cap gzay d‘ang ky leu hanh thuéc,
nguyén liéu lam thudc - B6 Y té dot 216 tai Cong van so 17/HDTV-VPHD ngay
12/03/2025 ciia Van phong Hgi dong tu van cap GPKLH thuéc, nguyén liéu lam
thubc;

Theo d@é nghi ciia Truéng phong Dang ky thuée, Cuc Qudan Iy Duorc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 603 thudc san xuit
trong nudc dugc gia han glay dang ky luu hanh tai Viét Nam - Dot 216, cu thé:

1. Danh myc 395 thudc san xuét trong nuéc duge gia han gidy ding ky luu
hanh hiéu luc 05 nam (Phu luc I kém theo).

2. Danh myc 175 thubc san xuét trong nuéc duge gia han gidy ding ky luu
hanh hiéu luc 03 nam (Phy luc II kém theo).

3. Danh muyc 33 thudc san xuét trong nuéc duoc gia han gidy ding ky luu
hanh hiéu lwc dén 31/ 12/2025 (Phy luc III kém theo).

Picu 2. Co s6 san xuit va co s& dang ky thubc c6 trach nhiém:

1. Séan xuat thubc theo ding cac ho s0, tai liéu dd dang ky v6i B Y té va
phai in hoic dan sb ding ky dugc Bo Y té Viét Nam cap 1én nhan thude.

2. Chi dugc san xuat, dua ra luu hanh cac thudc kidm soat dic biét khi c6
Glay chimg nhin du diéu kién kinh doanh dwoc pham vi kinh doanh thubc phai
kiém soat déc bi€t phu hop v6i pham vi hoat dong clia co s& dap (mg quy dinh tai
khoan 5 Diéu 143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu
quy dinh chi tiét mot s6 diéu va bién phap thi hanh Luét Duoc.
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3. Thyc hién vi€c cdp nhit tiéu chuan chit lrgng cua thudce theo quy dinh tai
Thong tur s6 11/2018/TT-BYT ngay 04/5/2018 cta B truéng Bo Y té quy dinh vé
chat lwong thudc, nguyén liéu lam thude.

4. Thube duge gla han gidy dang ky Iuu hanh tai Quyét dinh nay nhung chua
ndp hd so cap nhat ndi dung nhén thudce, t& hudng din st dung thudc theo quy dinh
cia Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong Bo Y té thi phai
thuc hién cdp nhit theo quy dinh tai diém b Khoan 1 Diéu 37 Théng tu so
01/2018/TT-BYT trong thoi han 12 thang ké tir ngay duoc gia han gidy dang ky luu
hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thubc dugc gia
han gidy déng ky luu hanh theo Quyét dinh nay c6 thay ddi vé ndi dung hanh chinh
phai san xuét va luu hanh véi cac ndi dung da dugc phé duyét thay d6i trong hd so
gia han.

6. Co s¢ dang ky thubc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu luc cia glay ding ky hru hanh thudc, nguyén liéu 1am thudc. Trong
truong hop khong con dap umg du diéu kién hoat dong, co s& ding ky phai c6 trach
nhiém thyc hién thay d6i co s& ding ky theo quy dinh tai Thong tu s6 08/2022/TT-
BYT trong thi han 30 ngay ké tir ngdy co s ding ky khong con du diéu kién hoat
dong.

7. Co s6 san xuit thudc phai bao dam céc diéu kién hoat dong cia co s& san
xut trong thdi han hiéu luc cia gidy ding ky hru hanh thudc, nguyén liu lam
thudc.

8. Cac thuoc dugc gia han gidy ding ky luu hanh tai Quyét dinh nay dugc
t1ep tuc sur dung so déng ky da cép trudc khi gia han trong th&i han téi da 12 thang
ké tir ngay duoc cap s0 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém
theo Thong twr s6 08/2022/TT-BYT.

9. Phéi hop véi cac co s& didu tri @8 thyuc hién theo dung cac quy dinh hién
hanh v& thudc ké don, theo dbi an toan, hiu qua tdc dung khong mong mubn cla
thuoc trén ngudi Viét Nam va tong hogp, bao céo theo quy dinh tai Piéu 5 Théng tu
s6 08/2022/TT-BYT d6i véi céc thudc trong Phu luc IT ban hanh kém theo Quyét
dinh nay.

Bleu 3. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.

Piéu 4. Giam doc S6 Y té céac tinh, thanh phd truc thudc Trung uong va
Giam d6c co s& san xuit va co s& dang ky c6 thude tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhin: CUC TRUONG
- Nhu Diéu 4; Z

- BT. Pao Hong Lan (dé b/c);
- TT. P6 Xuén Tuyén (dé b/c); <
- Cuc Quany - Bo Quéc phong, Cuc Y té - Bo Cong an; #3
-Cuc Yt GTVT -Bj Xay dung;

- B9 Tai chinh: Cuc Hai quan, Bao hiém xa hoi Viét Nam; :
-Bo Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra % L0 y 1

B6, Vin phong HPTV cip GPKLH thudc, NLLT; it Tuén Cuong
- Vién KN thudc TU, Vién KN thubc TP. HCM;

- Téng Cong ty Duoc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 giudng bénh tryc thudc Bo Y té;

- Trung tim mua sim tap trung thudc qudc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;

‘Website;

- Luu: VT, BKT (C.H) (02b).




(Kem theo Quyét dinh 56 163

Phu luc I
DANH MUC 395 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH TAI
VIET NAM HIEU LUC 05 NAM - BOT 216

/OD-OLD ngay 04

cua Cuc Quan Iy Duoc)

thang 04 nam 2025

STT Tén thudc Hoat chit chinh - Dang bao | Quy cich déng géi | Tiéu | Tudi S6 dingky | So
Ham lrgng ché chuin | the gia han lin

(thang)| (So dingky | gia
di cép) han

@) @ (&) “ Q) Q) ) ® (&)

1. Co s& ding ky: Cong ty cb phin 5A Farma (Dia chi: 116/45 T6 Hién Thanh, Phudng 15, Quan 10, Thanh phd H Chi

Minh, Viét Nam)

1.1. Co 56 sin xuét: Cong ty cb phén lién doanh Duwgc pham Eloge France Viét Nam (Pia chi: S 04, duodng Ta M&, Khu
phit trién - Khu cdng nghiép Qué V&, phudng Phuong Liéu, thi x3 Qué V3, tinh Béc Ninh, Viét Nam)

1 |Baclofen-5A Baclofen 10mg Vién nén Hop 04 vix 07 vién; | NSX 36 1893110119225 1
Farma 10mg bao phim  |Hop 03 vi x 10 vién (VD-34346-20)
2 |Ciprofibrate-5A Ciprofibrat 100mg [Viénnén |HOp 04 vi x 07 vién; | NSX 36 893110119325 | 1
Farma 100mg Hop 03 vi x 10 vién (VD-34347-20)
3 |Deferasirox-5A Deferasirox 125mg [Viénnén |HOp 04 vix 07 vién; | NSX 36 |893110119425 | 1
Farma 125mg phan tan Hop 03 vi x 10 vién (VD-34348-20)
trong nudc
4 |Dexibuprofen-5A |Dexibuprofen 400mg|Viénnén  |Hop 01 vix 10 vién; | NSX 36 | 893110119525 | 1
Farma 400mg bao phim  |HGp 02 vi x 10 vién; (VD-34349-20)
Hop 03 vi x 10 vién;
Hop 05 vi x 10 vién;
Hop 10 vi x 10 vién
5 |Loxoprofen Loxoprofen natri Viénnén  |HOp 02 vix 10 vién; | NSX 36 | 893100119625 | 1
Sodium - 5A (dudi dang Hop 03 vi x 10 vién; (VD-34352-20)
Farma 60mg Loxoprofen natri Hop 05 vi x 10 vién;
hydrat) 60mg Hop 10 vi x 10 vién

2. Co s¢ ding ky: Cong ty C6 phin Dugc - Trang thiét bi y t& Binh Dinh (Bidiphar) (Dia chi: 498 Nguyan Thai Hoc,

phuong Quang Trung, thanh phé Quy Nhon, tinh Binh Dinh, Viét Nam)

2.1. Co s6 sin xuit: Cong ty C6 phin Dugc - Trang thiét bi y t& Binh Pinh (Bidiphar) (Pia chi: 498 Nguyan Thai Hoc,
phudng Quang Trung, thanh ph Quy Nhon, tinh Binh Binh, Viét Nam)

20mg/0,5ml

6 |Abicin 250 Amikacin (dudi Botdong |Hop 11o+ 1 ong NSX 36 | 893110119725 | 1
dang Amikacin khoé pha nudc cit pha tiém (VD-30650-18)
sulfat) 250mg tiém 2ml; Hop 10 1o

7 |Albinax 70mg Alendronic acid Viénnén |HOp 1 vix 4 vién USP41| 24 |893110119825 | 1
(dudi dang (VD-25348-16)
Alendronat natri)
70mg

8 |Aleucin N-Acetyl-DL- Viénnén  |HOp 3 vix 10 vién NSX 36 |893100119925 | 1
Leucin 500mg (VD-24391-16)

9 |Ambidil 5 Amlodipin (duéi Viénnang |Hop 10 vix 10 vién; | NSX 36 | 893110120025 | 1
dang Amlodipin cing Hop 3 vix 10 vién (VD-20665-14)
besylat) Smg

10 [Bestdocel 20 Docetaxel Dung dich |[Hop1lox0,5ml+1 |USP42| 24 893114120125 1
anhydrous tiém lo dung méi 2ml (VD-27255-17)
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27 |Alpha- Alpha-chymotrypsin |Viénnén |Hop 5 vix 10 vién NSX 24 |893110178825 | 1
Chymotrypsin-US |(twong duong 4,2mg) (VD-21465-14)
42001U
28 |Goldampill 125  [Cefdinir 125mg Thudc bot [Hop 10 goi, 14 goix | NSX | 36 |893110178925 | 1
ubng 2,5g (VD-21033-14)
29 |Goldasmo 100 Cefpodoxime (dudi  |Bot pha hon [Hop 10 goi, 14 géix | NSX | 36 893110179025 | 1
dang Cefpodoxime  [dichudng |3g (VD-20349-13)

proxetil) 100mg

10. Co sé dang ky: Céng ty Co phan Xuit nhip khiu Y t¢ DOMESCO (Dia chi: Sb 346 duong Nguyén Hug, Phuong My
Phii, Thanh Phé Cao Lénh, Tinh Ding Thap, Viét Nam)

10.1. Co sé san xuit: Céng ty Cb phan Xuit nhép khiu Y t¢ DOMESCO (Dia chi: S6 346 dudng Nguyén Hug, Phuong
M§ Phii, Thanh Phé Cao Lanh, Tinh Ddng Thép, Viét Nam)

30 |Amoxicillin 500

mg

Amoxicillin (dudi
dang Amoxicillin
trihydrate) 500mg

Vién nang
cung

Hop 10 vi x 10 vién;
hdp 20 vi x 10 vién;
chai 100 vién; chai
300 vién; chai 500
vién; hop 1 chai x
200 vién

NSX

36

893110179125
(VD-34031-20)

11. Co sé dang ky Céng ty TNHH dwgc pham Alaska Pharma U.S.A (Dia chi: 62/5 Son Ky, Phuong Son ﬁ £ an Tan
Phii, Thanh phé H6 Chi Minh, Viét Nam)

11.1. Co sé san xuit: Cong ty cb phan US Pharma USA (Dia chi: L6 Bl- 10, Puong D2, KCN Tay Bic Cu Chi

Chi Minh, Viét Nam)

31 |Tabracef 125 Cefdinir 125mg Thuée bot [Hop 10 gbi, 14 géi, | NSX | 36 [893110179225 | 1
ubng 20 gbi x 2,5g (VD-27647-17)

32 |Usccefpo 100 Cefpodoxim (du6i  |Bot pha hén [Hop 10 goi, 14 goi, | NSX [ 36 [893110179325 | 1
dang Cefpodoxim dichudng |20 goi x 3g (VD-21599-14)

proxetil) 100mg

12. Co sé ding ky: Cong ty TNHH Phil Inter Pharma (Dia chi: S5 20, dai 16 Hiru Nghi, Khu cong nghiép Viét

Nam-—Singapore (VSIP), phudng Binh Hoa, thanh phb Thuin An, tinh Binh Duong, Viét Nam)

12.1. Co sé san xuit: Cong ty TNHH Phil Inter Pharma (Pia chi: S6 20, dai 16 Hitu Nghi, Khu c6ng nghiép Viét

Nam-Singapore (VSIP), phudng Binh Hoa, thanh phé Thuin An, tinh Binh Duong, Viét Nam)

33 |Tenricy

Dutasteride 0,5mg

Vién nang
mém

Hop 3 vix 10 vién

NSX

36

893110179425
(VD-33942-19)

Ghi chu:

1. Cach ghi tiéu chudn chat luong thudc tai cét (6):
- Nha san xudt (NSX) Tiéu chuan nha sdn xudt ( TCNSX), Tiéu chudn co sé (TCCS), In-house c6 Y nghia twong duong nhau,
la tiéu chudn chat lwong thuéc do co sé san xuat xay dung va déu cé thé dwoc ghi trén nhén thuéc.
- Cdch viét tat cdc tiéu chudn chdt lwong dwoc dién: Dugc dién Viét Nam (DPVN), Duoc dién Anh (BP) Duoc dién My
(USP) Duoc dién Nhét Ban (JP), Dugc dién Trung Quéc (CP), Duoc dién Chdu Gu (EP), Duoc dién Quéc té (IP)...

2.8 dang ky tai cot (8):

- 86 déng ky gia han la 56 dang ky dwoc cdp theo quy dinh tai Phy luc VI Thong tw 08/2022/TT-BYT ngay 05/09/2022 ciia Bé
truong BoYté quy. dinh viéc dang ky luu hanh thuéc, nguyen liéu lam thudc.
- 86 ding ky da cap (duwgc ghi trong ngodc don) la sé ding ky da duoc cap truée khi thuée duoc gia han theo quyét dinh

nay.




