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

KHUONG DUY DPoc 14p — Ty do — Hanh phuc
sé: /%6 12025/CV-KD — 0@ -
(V/v Thay di thong tin thudc triing thau TP. HE Chi Minh, ngéy 14 thang 03 niim 2025

Goi thiu sd 1: Thube Generic)
Kinh giri: SO Y TE TINH KIEN GIANG

Trudc hét, Cong ty Cb phin Duogc pham Khuong Duy xin chén thanh cdm on su hop tac
ctia Quy S¢ voi Cong ty ching t6i trong sudt thoi gian qua.

Quyét dinh sb 4236/QD-SYT ngay 15 thang 12 nam 2023 ctia S&¢ Y té vé viée phé duyét ket
qua lya chon nha thdu cta géi thau thubc generic thudc Ké hoach lya chon nha thau cung clp
thubc tap trung tinh Kién Giang, giai doan 2023-2025 (dot 1).

Hién tai, trong danh muc thubc Cong ty Khuong Duy tring thiu ¢6 thube di duge Cuc
Quaén ly Dugc cép quyét dinh gia han s6 ding ky va thay dbi tén thude.

~ Vivay, bang vén ban nay, Cong ty chung t6i xin dugc thay dbi tén thubc va sb ding ky
thudc trang thau cu thé nhu sau:

Ma | Ténthube | S6dingky Tén thudc Sodingky | piop kem tai
TT £ A A 2 thay doi
thuoc | tring thiau trang thau thay doi (+8 gia han) licu Cuc QLD
. ) _1«|Clindamycin 607/Qb-QLD
1 |TT2025|Clindastad 150 | VD-24560-16 STELLA 150 mg 893110836824 ngdy 23/08/2024

Chung t61 cam két hai sb dang ky trén la cung mot thudc, ngoai cac thong tin thay dbi trén
khong c6 bat ky su thay dbi nao v tiéu chudn chat luong di dang ky voi BO Y té.

Kinh mong nhén dugc su xem xét chap thuén tir Quy Sé.

Chéan thanh cam on.
Tran trong,
ONGTY .
CONG TY
¢ PHAN
~
Noi nhan: TONG GIAm BGC
- Nhu trén DS. Nguy en Th’ Vlét Hoa

- Luu HC



BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CcucC QUAN LY DUQC Poc lap - Tu do - Hanh phic
DRUG ADM[NISTRATIO\' OF V]m‘i\,ﬂi Independence - Freedom - Happiness

Clindastad 150

Thanh phén chinh, hamlwgng :  Clindamycin (dwdi dang Clindamycin HCI) 150mg
Active Ingredients, Strength:

Qui cach déng goi, bao ché : Hop 5vix 10 vién, hop 10 vi x 10 vién; Vién nang
Packing Size, Dosage form: cng

Tiéu chuan chét lwgng ¥ TCCS

Quality Specification:

Han dung . 48 thang

Shelf- life: :

$6 gidy phép lvu hanh san pham (SBK): VD-24560-16

Marketing Authorization Number:

$6 quyét dinh : 97/QP-QLD Ngay cap: 23/3/2016
Approval Decision Number: Date of Issuance:

Hiéu lwc cla gidy phép lwu hanh san pham: ¢o gia trj 05 ndm ké tir ngay cip
Expiration Date of this Marketing Authonization:

Tén co s& dang ky ;.  Coéng ty TNHH LD Stada-Viét Nam.

Name of Marketing Authorization Holder

Bia chi :  KB63/1 Nguyén Thj Séc, 4p My Hoa 2, xa Xuan Théi
Address: Bong, huyén Hoc Moén, Tp. HCM - Viét Nam

Tén co s& san xuit :  Cong ty TNHH LD Stada-Viét Nam

Name of Manufacturer:

Pia chi :  S6 40 Pai 16 Ty Do, KCN Viét Nam - Singapore,
Address: Thuan An, Binh Duong - Viét Nam

Tén co s& dong goi
Name of Assembler

. Dia chi

. Address.

Ha NGi, ngay 23 thang 3 ndm 2016.

CUC TRUONG CUC QUAN LY DUQC ‘.
A1 -DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

Ghi chu: wote)

1- Gidy phép lwu hanh s&n phdm nay duoc cap theo
dang ky thudc da dugc Bo Y té phé duyét.

This marketing authorization has been issued in accordance with thg_
approved by the:Vietnam Ministry of Health.

2- BAt ol sir thay ddi ndo v& ndi dung ciia gidy phép phau duoc :
Cuc Quan ly dugc - Bo Y té xac nhan. TRUONG QUOC CUONG

Any variations of the contents of the marketing authorization are required fo be
adopted by the Drug Administration of Vietnam.




\,\ Ky bai: Cuc Quan
"y Iy Dugc
Cuq an: Both

P i BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tw do - Hanh phiic
S6: 607 /QDP-QLD Ha Néi, ngay 23 thang 08 ndm 2024
QUYET PINH

Vé viéc ban hanh Danh muc 730 thudc san xuit trong nwéc
dwgc gia han glay dang ky luu hanh tai Viét Nam - Dot 208

CUC TRUONG CUC QUAN LY DUQC

Can cvr Ludt Duoc sé 105/2016/QH13 ngay 06/4/2016,
Cdn cir Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh
chitc ndng, nhiém vu, quyen han va co cdu té chikc ciia B Y 1é;

Cdn cik Quyét dinh s6 1 969/QD-BY T ngay 26/4/2023 ciia B truéng B Y té quy
dinh chu'c ndng, nhiém vu, quyén han va co cdu 16 chirc cia Cuc Quadn Iy Dugc thudc
B Y té;

Cén cir Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bj truong By Y 1é
quy dinh viéc ddng ky leu hanh thudc, nguyén liéu lam thube;

Cdn cit két ludn cua Hji dong tu van cdp glay dang ky luu hanh thuoc, nguyén
ligu lam thudc - BO Y té dot 208 tai Céng vin s6 72/HDTV-VPHD ngay 24/7/2024 cua
Van phong Hoi dong tie van cdp GPKLH thuéc, nguyén ligu lam thudc;

Theo dé nghi ciia Truéng phong Ddng ky thuée, Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 730 thudc san xuét trong
nuée duge gia han gidy ding ky luu hanh tai Viét Nam - Dot 208, cu the

1. Danh muc 453 thudc san xuét trong nuéc dugc gia han gidy ding ky luu
hanh hiéu luc 05 nam (Phu luc I kém theo).

2. Danh muc 219 thubc san xuét trong nuéc dugc gia han gidy ding ky luu
hanh hiéu luc 03 nadm (Phu luc II kém theo).

3. Danh muc 58 thudc san xuat trong nuéc duge gia han gidy dang ky luu hanh
hidu luc dén 31/12/2025 (Phy luc 111 kem theo).

Piéu 2. Co sd san Xuét va co s& dang ky thubc c6 trach nhiém:

1. San xuét thubc theo dung cac hd so, tai liéu da dang ky voi BO Y té va phai
in hosc dén s6 dang ky dugc BO Y té Viét Nam cAp lén nhén thude.

2. Chi duoc san xuét, dua ra luu hanh céc thubc kidm soat dac biét khi c6 Gidy
ching nhan da diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém sot
déc biét phu horp v&i pham vi hoat dong cua co s& dap tmg quy dinh tai khoan 5 Piéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh pht quy dinh chi tiét mot
s6 didu va bién phap thi hanh Luit Dugc.

3. Thuc hién viéc cap nhat tiéu chuin chét lugng cla thube theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ciua B truong Bé Y té quy dinh vé
chét luong thudc, nguyén lidu lam thubc.

4. Thubc dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hd so cdp nhit ndi dung nhén thudc, t& huéng din st dung thuéc theo quy dinh
ctia Thong tuw 01/2018/TT-BYT ngay 18/01/2018 ciia Bo truéng BO Y té thi phai thuc




2

hién cép nhat theo quy dinh tai diém b Khodn 1 D1eu 37 Thong tu s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngay dugc gia han g1ay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thubc duoc gia han
gidy dang ky luu hanh theo Quyét dinh nay co thay ddi vé ndi dung hanh chinh phai
san xuét va luu hanh véi céc ndi dung di dugce phé duyét thay di trong hd so gia han.

6. Co s& ding ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi gian
hiéu luc cta gidy diang ky lru hanh thubc, nguyén liéu lam thudc. Trong trudng hop
khong con dép tmg du diéu kién hoat dong, co s& ding k}’l phai c6 trach nhiém thuc
hién thay di co s& dang ky theo quy dinh tai Théng tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s& déng ky khong con di didu kién hoat dong.

7. Co s& san xuét thudc pha1 bao dam céc didu kién hoat déng cla co s& san
xuét trong thoi han higu luc cia gidy dang ky luu hanh thubc, nguyén liéu lam thude.

8. Cac thuoc duoc gia han gidy dang ky Iuu hanh tai Quyet dinh nay dugc tlep
tuc st dung so déng ky da cép trude khi gia han trong thoi han téi da 12 thang ké tir
ngay dugc cap s6 ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9 Phébi hop véi cac co s& diéu tri d& thuc hién theo ding cac quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hi¢u qua, tic dung khéng mong mubn cla
thubc trén nguoi Viét Nam va téng hop, bao cio theo quy dinh tai Piéu 5 Théng tu sd
08/2022/TT-BYT dbi véi cac thudc trong Phu luc II ban hanh kém theo Quyét dinh
nay.

Pidu 3. Quyét dinh nay c6 hidu luc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S& Y té céc tinh, thanh phé truc thuéc Trung wong va Gidm
dbc co s& san xudt va co s& diang ky cé thube tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhdn:

- Nhu Diéu 4;

- BT. Pao Hong Lan (dé b/c);

- TT. P& Xuén Tuyén (dé b/c); [P
- Cuc Quan y - B6 Quéc phong, Cuc Y té - B4 Cong an; \‘ )
- Cuc Y t& GTVT - B Giao thong vén tai; Nl
- Tong Cuc Hai quan - B6 Tai chinh;
- Bao hiém x4 hoi Viét Nam; R .
-Bd Y t&: VuPC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Vii Tuan Cuong
Bo, Vin phong HDTV cdp GPKLH thudc, NLLT;

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

- Téng Céng ty Duoc Viét Nam - Coéng ty CP;

- C4c Bénh vién, Vién c6 giudng bénh truc thudc Bo Y té;

- Trung tAm mua sim tap trung thubc quéc gia;

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

Website;

- Luu: VT, DKT (C.H) (02b).
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DANH MUC 453 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY DANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - PQT 208
(Kem theo Quyét dinh s6 607 /OP-QLD ngay 23 thdng 08 ndm 2024
cua Cyc Quan ly Duwoc)

STT| Tén thudc Hoat chét chinh - | Dang bao ché | Quy cich déng goi | Tiéu | Tudi | S6dingky | S6
Ham lwong chuén | tho gia han lan

(thang)| (S6 ding ky | gia
da cz‘ip) han

@) 2 3 “ &) (6) ) @® ®

1. Co s& diing ky (Co s& dit gia cong): Medochemie Ltd. (Pia chi: 1-10 Constantinoupoleos street, 3011 Limassol, Cyprus)

1.1. Co s6 san xuét (Co sé nhén gia cong): Cong ty TNHH Medochemie (Vién Pong) (Pia chi: S6 40 VSIP 11, dudng sé

6, khu cong nghiép Viét Nam — Singapore II, khu lién hop cong nghiép — dich vu — d6 thi Binh Duong, phudng Hoa Phi,

thanh phé Tha DAu Mét, tinh Binh Duong, Viét Nam)

1

Aceralgin 400mg

Aciclovir 400mg

Vién nén

Hop 1 vi x 10 vién

NSX

24

893610797124
(GC-315-19)

2. Co s¢ diang ky: Cong ty b phén cong nghé sinh hoc duge Nanogen (Dia chi: L6 15C Khu cong nghé cao, phuong Ting
Nhon Phi A, thanh phd Tha Prrc, thanh phd H5 Chi Minh, Viét Nam)
2.1. Co s& san xuit: Cong ty ¢ phén cong nghé sinh hoc duge Nanogen (Pia chi: L6 15C Khu cong nghé cao, phuong
Tang Nhon Phu A, thanh phé Thu Drc, thanh phé Hb Chi Minh, Viét Nam)

2 |Linotal-Ca Acid folinic (dudi  [Dung dich tiém |Hop 1 lo x 10ml NSX 24 1893110797224 | 1 N
dang Calci folinat) (VD-32750-19) o
100mg/10ml B

3 |Linotal-Ca Acid folinic (du6i  |Dung dich tiém |Hop 1 lo x Sml NSX 24 893110797324 | 1 |
dang Calci folinat) (vD-32751-19)| /[
50mg/5ml \\&2

3. Co s& diing ky: Cong ty C6 phin Dugc - Vit Tury té Nghé An (Dia chi: S6 68 dudng Nguyén Sy Sach, Phuong Hung -
Phtic, thanh phé Vinh, tinh Nghé An, Viét Nam) :
3.1. Co s& san xuit: Cong ty Cé phin Dugc - Vat tir y té Nghé An (Dia chi: S6 68, dudng Nguyén S§ Sach, phudng Hung
Phuc, thanh phd Vinh, tinh Nghé An, Viét Nam)

4

Vitamin C - DNA

Acid ascorbic
500mg

Vién nén bao
phim

Hop 10 vi x 10 vién

NSX

24

893110797424
(VD-21945-14)

4. Co s6 diang ky: Cong ty ¢6 phan Duge - Vattuy té Thanh Hoa (Dia chi: S6 232 Tran Phu, phuong Lam Son, thanh phé
Thanh Hoéa, tinh Thanh Ho4, Viét Nam)
4.1. Co s6 san xudt: Céng ty c¢b pbin duge - Vit tw Y té Thanh Ho4 (Dia chi: S6 04 dudng Quang Trung, phudng Ngoc
Trao, thanh phé Thanh Héa, tinh Thanh Hoéa, Viét Nam)

5 |Alverin Alverin (dud¢i dang | Vién nén Hop 1 lo x 100 vién; | NSX 24 1893110797524 1
Alverin citrat) 40mg Hop 10 vi x 10 vién (VD-20494-14)
6 |Clathepharm Acid clavulanic Viénnénbao |Hop 2 vi x 7 vién; DBVN 24 1893110797624 | 1
1000 (dudi dang phim Hop 5 vi x 7 vién; A% (VD-20938-14)
Clavulanat Kali két Hop 10 vi x 7 vién;
hop véi Hop 5 vi x 10 vién;
Microcrystalline Hop 10 vi x 10 vién
cellulose blend 1:1)
125mg;
Amoxicillin (du6i
dang Amoxicillin
trihydrat) 875mg
7 |Leukas Montelukast 4mg  [Thudc bdt Hop 30 tdi x 500mg | NSX 24 1893110797724 | 1
ubng (VD-19553-13)
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STT Tén thude Hoat chét chinh - | Dang bao ché | Quy céch déng géi | Tiéu | Tudi S6 dingky | SO |
Ham lugng chuén | tho gia han lin
(thing)| (S6 ding ky | gia
da c4p) han
@ (&) (©)] @ ©) Q) M @® ®

73. Co s& ding ky: Cong ty TNHH dugc phim VNP (Dia chi: O 91+92, A3, Khu d6 thi Pai Kim, Phudng Dinh Cong,

Quén Hoang Mai, Thanh Phd Ha Noi, Viét Nam)
73.1. Co sé san xuit: Cong ty C6 phin Dwge phim CPC1 Ha Noi (Dia chi: Cum cong nghiép Ha Binh Phuong, x4 Vian
Binh, huyén Thudng Tin, Thanh phd Ha Nbi, Viét Nam)

396

Cymiras

Acid alpha lipoic
(acid thioctic)
300mg

Vién nang
mém

Hop 1 vi x 15 vién;
Hop 2 vi x 15 vién;
Hop 4 vi x 15 vién;
Hop 6 vi x 15 vién

NSX

24

893110836624
(VD-33089-19)

74. Co sé ding ky: Cong Ty TNHH Lién Doanh Stellapharm (Dia chi: K63/1 Nguyé&n Thi Séc, Ap My Hoa 2, X4 Xusn
Théi Péng, Huyén Héc Mon, Tp. Hd Chi Minh, Viét Nam)

74.1. Co s& san xuit: Cong ty TNHH Lién doanh Stellapharm - Chi nhanh 1 (Pia chi: S6 40 dai 16 Tu Do, Khu cong
nghiép Viét Nam-Singapore, Phuong An Phu, Thi x& Thuén An, Tinh Binh Duong, Viét Nam)

397 |Asthmatin 4 Montelukast (duéi | Vién nén nhai |Hop 3 vi x 10 vién NSX 24 1893110836724 | 1
dang montelukast (VD-26556-17)
sodium 4,16mg)
4mg

398 |Clindamycin Clindamycin (duéi |Vién nang Hop 5 vi x 10 vién; NSX 48 1893110836824 | 1

STELLA 150 mg |dang clindamycin |cling Hop 10 vi x 10 vién (VD-24560-16)
hydroclorid) 150mg

399 |Partamol 150 Paracetamol 150mg [Thudc cdm sui |Hop 10 géi x 1g; NSX 24 893100836924 | 1

bot Hoép 20 gbix 1g (VD-24569-16)

400 |Partamol 250 Paracetamol 250mg |Thubc com sui [Hop 10 géi x 1g, NSX 24 (893100837024 | 1

bot Hop 20 géix 1g (VD-18852-13)
401 [Scanax 500 Ciprofloxacin (dudi |Vién nén bao |Hop 5 vix 10 vién, | NSX 48 1893115837124 | 1

dang Ciprofloxacin
hydrochloride
583mg) 500mg

phim

vi nh6m/nhoém va
PVC/nhém; Hop 1
chai x 100 vién,
Chai 500 vién

(VD-22676-15)

75. Co s& ding ky: Cong ty TNHH MTV 120 Armephaco (Dia chi: S6 118 Vil Xuan Thiéu, phuong Phiic Loi, quan Long
Bién, thanh ph Ha Nbi, Viét Nam)

75.1. Co s& san xuit: Cong ty TNHH MTV 120 Armephaco (Dia chi: S§ 118 Vii Xuan Thiéu, phuong Phiic Loi, quan

Long Bién, thanh phd Ha N6i, Viét Nam)

402 |Cetirizin Cetirizin Viénnén bao |Hop 10 vi x 10 vién, | NSX 36 (893100837224 | 1
dihydrochlorid phim Hop 100 vix 10 (VD-33924-19)
10mg vién, Hop 10 vix 30
vién, Hop 100 vi x
30 vién, Hop 1 lo x
100 vién; Hop 1 lo x
200 vién, Hop 1 lo x
500 vién, Hép 1 lo x
1000 vién
403 |Ciprofloxacin Ciprofloxacin (duéi |Viénnén bao |Hop 2 vi x 10 vién, | DDVN 36 1893115837324 | 1
dang ciprofloxacin |phim Hop 3 vi x 10 vién, A" (VD-23375-15)
hydroclorid) 500mg Hop 5 vi x 10 vién,
Hop 10 vi x 10 vién
404 |Diacezax Diacerein 50mg Vién nang Hop 3 vix 10 vién NSX 36 1893110837424 | 1
cing (VD-33925-19)




CONG HOA XA HOI CHU NGHITA VIET NAM
Poc Lap — Ty Do — Hanh Phic

Ngay 21 thdng 02 ndm 2025

Kinh gt¥i: QUY KHACH HANG

thudc duoc san xudt bdi Cong ty ching toi.

Lién quan dén yéu cAu 1am rd thong tin cho san pham du thau clla Céng ty, ching t6i xin dwgc giai trinh

nhu sau:

Tén thudcl
S6 dang ky

N&i dung yéu cau lam ro

Giai trinh

Clindamycin
STELLA 150 mg

893110836824
(VD-24560-16)

Tén thudc trong gidy phép lwu hanh
s&n phdm (S6 dang ky VD-24560-
16) 1& “Clindastad 150". Tuy nhién
tén thubc trong Quyét dinh sd
607/QD-QLD clia Cuc Quan ly
Duwoc ngay 23/08/2024 vé viéc ban
hanh Danh muc 730 thudc sén xuét
trong nwéc duoc gia han gidy dang
ky v hanh tai Viét Nam — ot 208
la “Clindamycin STELLA 150 mg”
(S6 déng ky gia  han
893110836824).

H& so san pham dinh kém khéng
c6 van ban, tai lidu vé viéc cho
phép thay d6i tén thudc. D& nghi
Quy Cong ty lam rd tén thudc du
thau.

Trong qué trinh xét duyét hd so déng ky gia han sén phdm
Clindastad 150 (S6 dang ky VD-24560-16), Cuc Quan ly
Dwoc da cé gop y vé viéc tén thube Clindastad 150 twong
tir v&i tén thudc da dwgc cdp gidy dang ky lwu hanh clia ¢~
co s& dang ky khac, chwa dap ing quy dinh tai diém £4
khoan 3 Pigu 14 Théng tw 01/2018/TT-BYT “Quy dinh
nhan thudc, nguyén liéu lam thudc va to' hudng dan
dung thudc”.

Do d6, Cong ty ching tdi da xin thay d6i tén thudc than
Clindamycin STELLA 150 mg ngay tai thoi diém bé sung
hd so dang ky gia han va da duoc Cuc Quén ly Duoc
phé duyét cdp s6 ding ky gia han theo Quyét dinh s8
607/QD-QLD ngay 23/08/2024 (Bgt 208).

Cong ty xin xac nhan Clindamycin STELLA 150 mg la
tén thudc hién hanh tai thoi diém dw thau va da duoc Cuc
Quan ly Dwgc phé duyét.

A

Chung toi mong riing théng tin trén da lam rd dwgc vedng mac ctia Quy Khach hang. Rét mong nhéan dugc
su xem xét va tiép tuc (ing hd clia Quy Khach hang cho céac thudc dugc san xuét bdi Cong ty chiing toi.

Xin chan thanh cam on va tran trong kinh chao.

Noi nhan:

1. Nhu trén
2. Luwu VP

KT. TONG GIAM POC

Huynh Thi S



CONG HOA XA HOI CHU NGHIA VIET NAM
Poc Lap — Ty Do — Hanh Phtc

C6ng ty TNHH Lién Doanh Stellapharm
S6: /49 12023/CV-STE

Ngay 09 théng 06 ndm 2023

Kinh gtri: CUC QUAN LY DUOC
PHONG PANG KY THUOC
cong ty TNHH Lién Doanh Stellapharm xin gl I&i chao tran trong dén Phong Dang ky thudc — Cuc Quan Iy
DuwQc va cam on sy hé tro clia Quy Phong trong thdi gian qua.

Chung t6i xin duoc trinh bay céac vén da lien quan dén san phdm Clindastad 150 (VD-24560-16). Theo
cdng van s6 4718e/QLD-DK, ngay 15/05/2023 clia Cuc Quan ly Dwoc vé viéc chua dong y dé cdng ty
duwoc gia han gidy déng ky luu hanh d6i v&i thudc Clindastad 150 (VD-24560-16), ma hd so: TN-48661

ngay 19/05/2020.
Nay C6ng ty TNHH Lién Doanh Stellapharm xin nép b8 sung hd so nhu sau:

1. Tén thudc twong tw véi thudc Clindastad inj. 300mg, SPK: VD-23829-15 ciia Cong ty C6 phan
Pymepharco (dwee duy tri hiéu lwe gidy ding ky lwu hanh dén 31/12/2024) chwa dap trng quy
dinh tai diém e khoan 3 Piéu 14 Théng tw 01/2018/TT-BYT:

Cong ty xin thay déi tén thudc thanh phdm dé phu hgp véi quy dinh nhu sau:

Tén thudc di dwoc duyét Tén thudc xin thay doi
Clindastad 150 Clindamycin STELLA 150 mg

Cong ty xin ndp lai cac tai liéu lien quan cap nhat tén thudéc mai.
—  Pon dang ky thay ddi, bd sung.

—  Pon dang ky gia han (cap nhat mau 5B/TT).

- Thu Gy quyén.

2. Bang so sanh ndi dung hwéng din s dung di dwoc phé duyét va hwéng dan sl dung Xin
gia han: BG sung theo yéu cau.

Dong thoi, cong ty xin nGp thém:
—  To& hudng dan st dung thudc (cap nhat tén thuéc mai theo muc 1),

- Quyét dinh s8 62/QDP-QLD, ngay 08/02/2023, V/v duy tri hiéu luc s6 dang ky dén hét ngay
31/12/2024.

Kinh mong duoc su xem xét clia Phong Bang ky thudc — Cuc Quan ly Duoc.

Xin chan thanh cam on va tran trong kinh chao.

I

“Nguyén Ngoc Liéu

T  +842837182141 K63/1 Nguyén Thi Séc, Ap My Hoa 2,

X. Xuan Théi Déng, H. HoC Mon,

] F + 84 28 3718 2140
S I E}“" %_ ﬁ A E info@stellapharm.com TP. HO Chi Minh, Viét Nam

www.steliapharm.com

it




BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pic lap - Tu do - Hanh phuc
S6: 4718¢/QLD-DK Ha Noéi, ngay 15 thang 05 nam 2023

V/v théng bao két qua tham dinh
hd so dang ky gia han gidy dang ky
luu hanh

Kinh gii: Céng Ty TNHH Lién Doanh Stellapharm

Dia chi: K63/1 Nguyén Thi Séc, Ap My Hoa 2, X& Xudn Théi Pong, Huyén Hoc
Mén, Tp. H6 Chi Minh, Viét Nam

Cén ctr Thong tu sb 08/2022/TT-BYT ngay 05/9/2022 cta Bo truéng BO Y té
quy dinh viéc dang ky luu hanh thubc, nguyén liéu 1am thudc;

Cin clr Bién ban thim dinh hd so ding ky thudc Clindastad 150, m& ho SO:
TN-48661 do cong ty ndp, Cuc Quan ly Duoc thong bao két qua thdm dinh hé so
nhu sau:

HO so ding ky thude chua dat yéu cau, 1y do:

1. Tiéu ban Phép ché:

- Tén thuoc tuong tu voi thubc Clindastad inj. 300mg, SPK: VD-23829-15 cua
Cong ty C6 phan Pymepharco (dugc duy tri hiéu lyc giay dang ky luu hanh dén -

31/12/2024) chua dap tng quy dinh tai diém e khoan 3 Diéu 14 Thong tu 4

01/2018/TT-BYT.
2. Tiéu ban Dugc ly:
- Hb so gla han c6 xin thay d6i noi dung huéng dan st dung, tuy nhién thiéu

bang so sanh noi dung huéng dan sir dung da duge phé duyét va huéng dan st dung
xin gia han.

Trong thoi gian 12 thang ké tir ngay ky cong van nay, néu cong ty khong bd
sung hd so thi hd so dd ndp khong con gia tri.

Cuc Quan ly Duoc thong bao dé cong ty biét va thuc hién dung cic quy dinh
hién hanh vé san xuét va luu hanh thude./.




Noi nhan:
- Nhu trén;
- Cuc trudng (de b/c);
- PCT. Nguyén Thanh L4m (dé b/c);
- Truéng phong DKT (dé blc);
- Luu: VT, DKT (QN).

TL. CUC TRUO'N G
KT. TRUON G PHONG DPAN G KY THUOC
PHO TRUONG PHONG

Nguyén Chién Binh




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doe lap - Ty do - Hanh phice

Sé: ) 385 /QLD-BK y Ha Néi, ngay 44 thang 3 nam 2017

Vv thay d6i tén co s& san xuat thude

Kinh gun:
-Cong ty TNHH Lién Doanh Stada- Vlet Nam.
Dia chi- K63/1 Nguvén Thi Séc, dp My Hoa 2, xd Xudn Théi Dong,
huyén Hoc Moén, Tp. HCM
-Chi nhanh Céng ty TNHH Lién Doanh Stada-Viét Nam;
Dia chi: S6 40 Pai 16 T Do, KCN Viét Nam - Singapore, Thudn An,
Binh Dwong

Cuc Quan y Duogc nhan duge cic don dang ky thay d6i dé ngay 16/1712016
clia cong ty ve vige thay @b tén co so san xuét thude déi voi thude san xuét trong
nude da duge cap sé dang ky luu hanh.

Céan cir Théng tu s6 44/2014/'1" T-BYT ngay 25/11/2014 cta B truong BO Y 3
té quy dinh viéc déng ky thude;

Ciin ¢fr cic Bién ban thdm dinh hd so thay d6i/bo sung cia cong ty, Cuc
Quén ly Duocco y kién nhu sau:

Pdng v dé cong ty duge thay dbi tén co s& san xudt thude dbi véi 12 thude
zhe danh muc duge déng ddu xac nhan clia Cuc Quan ly Duoc kém theo cdng vin
ndy, cu thé nhu sau:

- Tén co s& san xuét thube di duge phé duyét: Cong ty TNHH Lién Doanh
Srada-Viét Nam;

- Tén co s& san xuat thube thay ddi: Chi nhanh Céng ty TNHH Lién Doanh
Stada-Viét Nam;

Ngoai n¢i dung dugc thay ddi trén, 1t ca cac nodi dung
hd so ding ky thude luu tai Cm Ouan v Dugc.

Céng ty dang ky, nha san xudt phai chiu trach nhiém vé chit luong d ”33 VOl
thude luu hanh trén thi truomg va ¢o trach nhiém thong bdo su thay d6i nay dén cac
¢o quan lién quan va khach ha

Sau 03 thang ké tr noay kv ¢dng vin nay, cbng ty khéng duoc san xué
thude trén véi tén co sO san xudt thude cii.

Cuc Quan ly Dugc thong bao dé cong ty biét va thuc hién dung cac quy dinh
chia Viét Nam vé luu hanh thubc./.

Noi nhin: K E CUC TRUONG

- Nhy trén; e
- Lo VT, DK (Hy). o . TRU {}’\G

1

hide gilr nguyén nhu

‘
A

(en Tat Dyt




DANH MUC
12 thude cho phép thay dbi tén co sé séan xudt Chi nhdnh Coéng ty TNHH
LD Stada-Viét Nam (thém chi nhdnh)
(Kém theo Céng vin s6 3185 /QLD-DK ngav4Fthding 3 ndm 2017
cuia Cyc Quan Iy Duoc)

STT Tén thube _ sbaangky
X Bisostad 2,5 VD-24559-16
2 Clindastad 150 VD-24560-16
3 Gemfibstad 300 VD-24561-16
Lamostad 100 VD-24562-16
2 Lamostad 50 VD-24564-16
6 Lamostad 200 VD-24563-16
T Loratadin Stada 10 mg VD-24566-16 |
5 Lostad HCT 50/12,5mg VD-24567-16
? Nifedipin T20 Stada retard VD-24568-16
K Partamol 150 VD-24560-16 /7
Hl Partamol eff, VD-24570-16
12

Tadalafil Stada 5 mg

VD-24571-16

Danh muc 01 trang 12 thudc./.




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phiic
S6: L0916 /QLD-PK Ha Néi, ngay 04 thdng A2~ nam 2019

V/v théng béo thay doi tén ¢0 sO
dang ky, co s& san XUt

Kinh giri: Céng ty TNHH Lién doanh Stellapharm.
Dia chi: K63/1 Nguyén Thi Séc, ap My Hoa 2, xd Xudn Thoi Dong,
huyén Héc Mon, Tp. HCM.

Ngay 24/10/2019, Cuyc Quén ly Dugc nhan hd so ding ky thay ddi cia
cong ty (s0 tiép nhan 4461/TBTN} vé viéc thay dm tén co sO diang ky, co s& san
xuét d6i v6i thube san xuat trong nudc da duoc chp sb dang ky luu hanh.

Cin ctr Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cta Bo truong Bo
Y té quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thubc;

' Can cir két luan tai Bién ban thdm dinh hd so thay dbi/bd sung cta cong
ty, Cuc Quan ly Dugc c6 y kién nhu sau: -

Dong ¥ dé cong ty dugc thay d6i tén co s& dang ky, co s6 sén xut d6i véi
222 thubc theo danh muc dinh kém cong vén nay, cu thé nhu sau:

1. Thay ddi tén co s& dang ky:

_ Tén co s& dang ky da phé duyét: Cong ty TNHH Lién doanh Stada —
Viét Nam.

- Tén co so dang ky thay do1 Cong ty TNHH Lién doanh Stellapharm.

2. Thay ddi tén co SO' sar xuat:

- Tén co s& san xuét da phé duyét: Ch1 nhanh Coéng ty TNHH Lién doanh
Stada — Viét Nam.

- Tén co so san xut thay d6i: Céng ty TNHH Lién doanh Stellapharm-
Chi nhénh 1.

Ngoai ndi dung duoc thay dbi trén, tht ca cAc noi dung khéc gift nguyén
nhu hd so ding ky thude luu tai Cuc Quan ly Dugc.

Co s¢ dang ky, co s san xudt phai chiu trach nhiém vé chét luong ddi véi
thudc luu hanh trén thi trudng va c6 trach nhiém thong bao su thay dbi nay dén
cac co quan lién quan va khach hang. -

Sau 06 thang ké tir ngay ky cbng van nay, thudc khéng ducc san xuét véi
céc ndi dung cii di dé nghi thay doi.

Cuc Quén ly Duge théng bao dé cong ty biét va thuc hién ding cac quy
dinh ctia Viét Nam vé san xuat va luu hanh thudc./.

Noi nhéan: _ KT CucC TRUONG

- Nhu trén;
- CT.Vii Tuin Cuong (dé blc); CUC TRUONG

- Luu: VT, BK (Chi).




CONG HOA XA HOI CHU NGHIA VIET NAM
Doc l4p - Ty do - Hanh phic

BQYTE
CUC QUAN LY DUQC

DANHMUC
Cic thudc d& nghi thay ddi tén co s& ding ky, co s& sin xuit
(Kém theo cong van soiy/OQLD-DK ngay04 thang /7 ndm 2019)

TT Tén thudce S6 ding ky
1. | Acyclovir STADA 200 mg VD-26553-17
2. | Acyclovir STADA 400 mg VD-21528-14
3. | Acyclovir STADA 800 mg VD-23346-15
4. | Acyclovir STADA 800 mg VD-29496-18
5. | Adefovir STADA 10 mg VD-25027-16
6. | Albendazol STADA 200 mg VD-26554-17
7. | Algelstad VD-23335-15
8. | Allopurinol STADA 300 mg VD-23985-15
9. | Almasane VD-23962-15
10. | Arastad 20 VD-17765-12
11. | Argistad 1G VD-23336-15
12. | Aspirin STADA 81 mg VD-27517-17
13. | Asthmatin 10 VD-26555-17
14. | Asthmatin 4 VD-26556-17
15. | Asthmatin § VD-26557-17
16. | Atenolol STADA 100 mg VD-29497-18
17. | Atenstad 50 VD-25980-16
18. | Azicine VD-20541-14
19. | Azicine 500 VD-33095-19
20. | Bamstad VD-32398-19

.21. | Betahistine STADA 16 mg VD-25487-16
22. | Bicimax VD-26558-17




23. | Bisoplus HCT 5/12.5 VD-18530-13
24. | Bisoplus HCT 10 mg/25 mg VD-19188-13
25. | Bisoprolol 2.5 mg Tablets VD-32399-19
26. | Bisoprolol STADA 10 mg VD-21529-14
27. | Bisoprolol STADA 5 mg VD-21530-14
28. | Bisostad 2.5 VD-24559-16
29. | Bisostad 5 VD-23337-15
30. | Calcium STADA 500 mg VD-27518-17
31. | Calcium STADA Vitamin C, PP VD-25981-16
32. | Captopril STADA 25 mg VD-22668-15
33. | Captopril STADA 25 mg /D-27519-17
34. | Carvestad 12.5 VD-22669-15
35. | Carvestad 6.25 VD-29498-18
36. | Cetirizine STADA 10 mg VD-30834-18
37. | Citalopram STADA 10 mg VD-27520-17
38. | Citalopram STADA 20 mg VD-27521-17
39. | Clarithromycin STADA 250 mg VD-31395-18
40. | Clarithromycin STADA 500 mg VD-26559-17
41. | Clindastad 150 VD-24560-16
42. | Clopistad VD-23964-15
43. | Cotrimstada VD-23965-15-
44. | Cotrimstada forte VD-23966-15
45. | Diltiazem STADA 60 mg VD-27522-17
46. | Diosmin 500 VD-22349-15
47. | Domperidon STADA 10 mg VD-28558-17
48. | Dudencer VD-23338-15
49. | Efatrio QLDbB-787-19
50. | Efavirenz STADA 600 mg VD-26560-17




51. | Elnitine VD-32400-19
52. | Enalapril STADA 10 mg VD-21768-14
33. | Enalapril STADA 5 mg VD-26561-17
>4. | Entecavir STADA 0.5 mg QLDbB-560-16
55. | Esomeprazol STADA 20 mg VD-23339-15
56. | Esomeprazol STADA 40 mg VD-23967-15
57. | Febustad 40 QLDbB-687-18
58. | Febustad 80 QLDB-563-16
59. | Felodipin STADA 5 mg retard VD-26562-17
60. | Fenostad 160 VD-26563-17
61. | Fenostad 200 ~D-25983-16
62. | Fexostad 120 VD-25478-16
63. | Fexostad 180 VD-23968-15
64. | Flucoldstad VD-18109-12
65. | Fluconazol STADA 150 mg VD-32401-19
66. | Fluotin 20 " VD-18851-13
67. | Fluzinstad 5 VD-25479-16
68. | Gastrylstad VD-25986-16
69. | Gemfibstad 300 VD-24561-16
70. | Glimepiride STADA 2 mg VD-24575-16
71. | Glimepiride STADA 4 mg VD-23969-15
72. | Grippostad C VD-23340-15
73. | Hemarexin VD-16718-12
74. | Ibuprofen STADA 600 mg VD-26564-17
75. | Indopril 5 VD-26574-17
76. | Irbesartan STADA 150 mg VD-19189-13
77. Irbesartan STADA 300 mg VD-18533-13
78. | Itranstad VD-22671-15




79. | Keamine VD-27523-17
80. | Kidviton VD-22006-14
81. | Lactulose STADA VD-27524-17
82. | Lamivudin STADA 150 mg VD-32402-19
83. | Lamone 100 VD-21099-14
84. | Lamivudine Tablets 150 mg VD-29499-18
85. | Lamostad 100 VD-24562-16
86. | Lamostad 200 VD-24563-16
87. | Lamostad 25 VD-25480-16
88. | Lamostad 50 VD-24564-16
89. | Lamzidivir ¥D-29500-18
90. | Lansoprazol STADA 30 mg VD-21532-14
91. | Lercastad 10 VD-21101-14
92. | Levetstad 250 VD-21104-14
93. | Levetstad 500 VD-21105-14
94. | Levofloxacin STADA 250 mg VD-31396-18
95. | Linestad 600 VD-25984-16
96. | Lipistad 10 VD-23970-15
97. | Lipistad 20 VD-23341-15
98. | Lirystad 150 VD-30107-18
99. | Lirystad 75 VD-31397-18.
100. | Lisinopril STADA 10 mg VD-21533-14
101. | Lisinopril STADA 2,5 mg VD-23342-15
102. | Lisinopril STADA 20 mg VD-23343-15
103. | Lisinopril STADA 5 mg VD-22672-15
104. | Lisiphus HCT 10/12.5 VD-17766-12
105. | Lisiplus HCT 20/12.5 VD-18111-12
106. | Liverstad 140 VD-22673-15




107.

Loperamid STADA VD-23971-15
108. Loperamid STADA VD-25985-16
109. | Lorastad 10 Tab. VD-23354-15
110. | Lorastad D VD-23353-15
111. | 1orastad Sp. VD-23972-15
2. | Loratadin STADA 10 mg VD-24566-16
113. | Losartan STADA 100 mg VD-23973-15
114. | Losartan STADA 12,5 mg VD-23974-15
115. | Lostad HCT 100/12,5 mg VD-27525-17
116. | Lostad HCT 100/25 mg VD-23975-15
117. | Lostad HCT 50/12.5 VD-24567-16
118. | Lostad T25 VD-21534-14
119. | Lostad T50 VD-20373-13
120. | L-Stafloxin 500 VD-24565-16
121. | Mangistad VD-23355-15
122, | Metformin STADA 1000 mg T C.
123. | Metformin STADA 500 mg VD-23976-15
124. | Metformin STADA 850 mg VD-26565-17
125. | Mirastad 30 VD-27527-17
126. | Myopain 150 VD-20084-13
127. | Myopain 50 VD-20085-13
128. | NAC 200 eff VD-22674-15
129. | Nebivolol STADA 5 mg VD-23344-15
130. | Neuronstad VD-26566-17
131. | Nifedipin T20 retard VD-24568-16
132. | Odistad 120 VD-21535-14
133. | Odistad 120 VD-26567-17
134. | Odistad 60 VD-12624-10




135. | Olanstad 10 VD-27528-17
136. | Olanstad 5 VD-25481-16
137. | Osarstad 80 VD-26571-17
138. | Pantostad 40 CAP VD-17211-12
139. | Pantoprazole STADA 40 mg VD-33096-19
140. | pantostad 20 VD-18534-13
141. | pantostad 40 VD-18535-13
142. | partamol 150 VD-24569-16

* 143. | partamol 250 VD-18852-13
144. | partamol 325 VD-21536-14
145. | Partamol 500 aVD-21111-14
146. | Partamol 80 VD-23977-15
147. | Partamol C VD-21112-14
148. | Partamol Codein eff. VD-14577-11
149. | Partamol Codein Tab. VD-29504-18
150. | partamol eff. VD-24570-16
151. | Partamol Tab. VD-23978-15
152. | partamol-Cafein VD-21113-14
153. | pracetam 1200 VD-18536-13
154. | Pracetam 400 VD-22675-15
155. | pracetam 400 CAP VD-25554-16
156. | Pracetam 800 VD-18538-13
157. | Pranstad 1 VD-21114-14
158. | Pravitce VD-22346-15
159. | Praxinstad 400 VD-21115-14
160. | Quetiapin STADA 200 mg VD-27530-17
161. | Quetiapin STADA 100 mg VD-27529-17
162. | Quetiapin STADA 25 mg VD-27531-17




163.

Rabestad 20 VD-20543-14
164. | Ribastad 200 VD-32403-19
165. | Risperstad 1 VD-18853-13
166. | Risperstad 2 VD-18854-13
167. | Rosuvastatin STADA 10 mg VD-19690-13
168. | Rosuvastatin STADA 20 mg VD-19691-13
169. | Scanax 500 VD-22676-15
170. | Scanneuron VD-22677-15
171. | Scanneuron-Forte VD-22013-14
172. | Sestad VD-30835-18
173. | Sezstad 10 « VYD-21116-14
174. | Sifstad 0.18 VD-27532-17
175. | Sifstad 0.7 VD-27533-17
176. | Simvastatin STADA 10 mg VD-22347-15
177. | Simvastatin STADA 10 mg VD-26568-17
178. | Simvastatin STADA 20 mg VD-30836-18
179. | Staclazide 30 MR VD-28559-17
180. | Staclazide 60 MR VD-29501-18
181. | Stacytine 200 VD-20374-13
182. | Stacytine 200 CAP VD-22667-15
183. | Stacytine 600 VD-23979-15
184. | Stadeltine VD-27542-17 . -
185. | Stadleucin VD-27543-17
186. | Stadloric 100 VD-25555-16
187. | Stadloric 200 VD-22678-15
188. | Stadnex 20 VD-23980-15
189, | Stadnex 20 CAP VD-22345-15
190. | Stadnex 40 VD-23981-15




191. | Stadnex 40 CAP VD-22670-15
192. | Stadnolol 50 VD-23963-15
193. | Stadovas 10 Tab. VD-30105-18
194. | Stadovas 5 CAP VD-19692-13
195. | Stadovas 5 Tab. VD-30106-18
196. | Stadpizide 50 VD-25028-16
197. | Stadsidon 20 VD-25482-16
198. | Stadxicam 7.5 VD-21109-14
199. | Statripsine VD-21117-14
200. | Tadalafil STADA 10 mg VD-21118-14
201. | Tadalafil STADA 2,5 mg - VD-29502-18
202. | Tadalafil STADA 20 mg VD-25483-16
203. | Tadalafil STADA 5 mg VD-24571-16
204. | Tamsustad VD-22348-15
205. | Tefostad T300 VD-23982-15
206. | Tefostad 300 VD-28560-17
207. | Telmisartan STADA 40 mg VD-22679-15
208. | Telmisartan STADA 40 mg VD-26569-17
209. | Telmisartan STADA 80 mg VD-23345-15
210. | Telmisartan STADA 80 mg VD-25484-16
211. | Trimetazidin STADA 20 mg VD-27534-17
212. | Trimetazidine STADA 35 mg VD-25029-16
MR
213. | Tusstadt VD-23983-15
214. | Ultradol VD-22007-14
215. | Valsartan STADA 160 mg VD-25030-16
. 216. | Valsartan STADA 40 mg VD-26570-17
217. | Venlafaxine STADA 37,5 mg VD-25485-16
218. | Venlafaxine STADA 75 mg VD-23984-15
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219. | Vitamin C STADA 1 g VD-25486-16
220. | Vorifend 500 VD-32594-19
221. | Vorifend Forte VD-27535-17
222. | Zopistad 7.5 VD-18856-13

Danh muc gdm 09 trang 222 thubc./.



CONG HOA XA HQI CHU NGHIA VIET NAM
Poc Lap — Ty Do — Hanh Phiic

CONG TY CO PHAN DUQC
PHAM 3/2 (F.T.PHARMA)

. S6: 102 /CV-FTP

F.T. PHARMAY ), thay déi SPK san phim triing
thau FAMOTIDIN 40mg

Tp. H6 Chi Minh, ngay 17 thang 03 ndm 2025

Kinh giti: SO Y TE TINH KIEN GIANG

Loi dau tién, ching t6i, Cong ty ¢b phan Duge Pham 3/2 chan thanh cam on Quy S& da tin tudng hop tac
va tin nhiém st dung cac san pham cua ching tdi trong sudt thoi gian qua.

Quyét dinh s6 4236/QD-SYT ngay 15 thang 12 nam 2023 ciia S& Y té v& viée phé duyét két qua lya chon
nha thiu ctia géi thau thude generic thugc Ké hoach lwa chon nha thau cung cap thudc tép trung tinh Kién
Giang, giai doan 2023-2025 (dot 1) (Theo Quyét dinh so 2189/QD-UBND ngay 31/8/2023 ciia UBND tinh
Kién Giang); . :

Can ¢t Thoa thuan khung sé 22-DOT 1/TTK-QP 4236 vé viée cung cép thube déu thdu tap trung tinh
Kién Giang, giai doan 2023-2025 (dot 1).

Can ctr Quyét dinh s6 401/QP-QLD ngay 18 thang 06 nam 2024 vé viéc ban hanh Danh muc 512 thude
san xuét trong nudc duge gia han giéy ding ky Iuu hanh tai Viét Nam - Dot 200 ctia Cuc Quan ly Dugc (dinh
kém cong van nay), Cong ty C& phan Dugc phim 3/2 dwgc Cuc Quan ly Duge clp S6 dang ky gia han a6i voi
mit hang FAMOTIDIN 40mg. .

Vi véy, dé thuan tién cho viéc cung cAp mit hang nay dén céc co so y té trén dia ban, Cong ty Cb phan
Dugc phim 3/2 xin dugc thay doi théng tin thude tring thau, cu the nhu sau:

. £ o £ Nong d6 - Ham SPK tring thau SPK thay doi
Tén thudc Tén hoat chat Inong (SPK d c &p) (SDK gia han)
FAB;I(())II;DIN Famotidin 40mg VD-18691-13 893110428224

Chung t6i xin cam két, ngoai sy thay d6i ndi dung trén, khong co bat ky su thay dbi nio vé tidu chudn chét
lwong cta thudc. ‘

Kinh mong Quy S& xem xét va phé duyét d& Cong ty tiép tuc cung ing thudc dén céc co so y té trén dia
ban.

Xin trin trong cam on!

CONG TY CO PHAN DUQC PHAM 3/2
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( QUYET PINH
INVE \{léq b\an hanh Danh muc 512 thudc sin xuit trong nuwéc

ﬂuqc g1 Jﬁm gidy ding ky lwu hanh tai Viét Nam - Dot 200

“Cén oir Nghz dinh so 93/2022/ND -CP ngay 15/11/202 72 ctia Chinh phi quy dinh
chiee ndng, nhiém vy, quyen han vé co cdu té chirc cia BG Y té;

Cdn cir Quyét dinh 56 1 969/QD-BYT ngay 26/4/2023 ciia BS truéng Bé Y té quy
dinh chirc nang, nhiém vy, quyén han va co cau 16 chirc ctia Cuc Quan Iy Dugc thuge
Bj Y 1é;

Can cit Thong tir s6 08/2022/TT-BYT ngéy 05/09/2022 ciia Bj truong B Y té
quy dinh viéc dang ky huu hanh thuoc, nguyén liéu lam thude;

Can cir két lugn cua Hoi dong tir van cap gidy ding ky heu hanh thude, nguyen

ligu lam thuéc - B Y té dot 200 tai Cong van so 43/HDTV-VPHD ngay 15/5/2024 cua -

Vin phong Hoi dong tw vén cdp GPKLH thudc, nguyén liéu lam thube;
Theo dé nghi ciia Trucng phong Pdng ky thude, Cuc Quan Iy Dicoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 512 thubc san xuat trong
nude duoc gia han gidy ding ky luu hanh tai Viét Nam - Dot 200, cu the

1. Danh muc 418 thubc san xuét trong nudc duge gia han gidy ding ky hru
hanh hiéu lyc 05 ndm (Phu luc I kém theo).

2. Danh muc 89 thudc san xuft trong nude dugc gia han gidy ding ky luu hanh
higu lye 03 ndm (Phy luc 11 kém theo).

3. Danh muc 05 thude san xudt trong nude duge gia han gidy dang ky luu hanh
hiéu Iye dén 31/12/2025 (Phy luc III kém theo).

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

1. San xuét thude theo dung céac ho s0, tai liéu dd dang ky v6i Bo Y té va phai
in s dang ky dugc Bo Y te Viét Nam cép 1én nhan thube.

2. Chi duoc san xuit, dua ra luu hanh céc thubc kiém soat dic biét khi c6 Gidy
chitng nhén du didu kién kinh doanh duge pham vi kinh doanh thudc phai kiém soat
dac biét phi hop voi pham vi hoat dcng clia co s& dap img quy dinh tai khoan 5 Piéu
143 Nghi dinh 56 54/2017/NB-CP ngay 08/5/2017 cia Chinh pht quy dinh chi tiét mot
s& diéu va bién phéap thi hanh Luét Duoc.

3. Thyc hién viéc cdp nhit tiéu chudn chit luong cta thue theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 cta Bo trudng BO Y té quy dinh vé
chét luong thude, nguyén liéu lam thuée.

4. Thubc dugc gia han gidy dang ky luu hanh tai Quyét dinh ‘nay nhung chua
ndp hd so cap nhat ndi dung nhin thude, t& hudng dan sir dung thube theo quy dinh
ctia Thong tu 01/2018/TT-BYT ngay 18/01/2018 clia B§ trudng BO Y té thi phai thue
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hién cdp nhat theo quy dinh tai diém b Khoan | Diéu 37 Thong tu s6 01/2018/TT-BYT
trong thdi han 12 thang ké tir ngdy duge gia han gidy déng ky luu hanh,

5. Sau 12 thang ké tir ngy ky ban hanh Quyét dinh nay, cé4c thuoc dugce gia han
gidy ding ky luu hanh theo Quyét dinh nay cb thay dbi vé ndi dung hanh chinh phai
san xudt v& luu hanh véi céc ndi dung da duge phé duyét thay doi trong ho so gia han.

6. Co s& ddng ky thubc phai bao dam duy tri dieu kién hoat dong trong thoi gian
hiéu luc cha gidy ding ky luu hanh thude, nguyén liéu lam thubc. Trong trudng hop
khong con dap mg da didu kién hoat déng, co s& dang ky phai ¢6 trach nhiém thue
hién thay ddi co s& dang ky theo quy dinh tai Thong tu sb 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co s ding ky khdng con du didu kién hoat dong.

7. Co s& san xuét thubc phai bdo dam céc didu kién hoat dong clia co s san
xudt trong théi han hiéu lyc clia gify ding ky luu hanh thudc, nguyén liéu lam thude.

8. Céc thube duoc gia han giéy dang ky luu hanh tai Quyé’g dinh ndy dugc tiep
tuc sir dung sb dang ky da cAp truGe khi gia han trong thoi han toi da 12 thang ké tur
ngay dugce chp sb ding ky gia han theo quy dinh tai Phu lyc VI ban hanh kém theo
Théng tu s& 08/2022/TT-BYT.

9. Phéi hop véi céc co so didu tri dé thuc hién theo ding céc quy dinh hién
hanh vé thude ké don, theo ddi an toan, hiéu qua, tac dung khoéng mong mudn cua
thubc trén nguodi Viét Nam va tong hop, béo cdo theo quy dinh tai Piéu 5 Thong tu sb
08/2022/TT-BYT déi véi cic thube trong Phu luc II ban hanh kém theo Quyét dinh
nay. :
Pidu 3. Quyét dinh nay c6 hiéu lyc k& tir ngay ky ban hanh.
~ Pidu 4. Gidm ddc 8§ Y 1€ céc tinh, thanh phd tryc thude Trung wong va Gidm
doc co s& san xudt va co s& dang ky cb thudc tai Didu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin: CUC TRUONG
- Nhu Bieu 4 hHC

- BT. Do Hong Lan (dé b/c);

- TT. D5 Xuéan Tuyén (dé b/c);

- Cyc Quén y - Bé Quéc phong, Cyc Y té - B) Cong an;
-Cuc Y€ GTVT - BO Giao thong vén tai;

- Tong Cuc Hai quan - B§ Tai chinh;

- Bao hiém x& hoi Viét Nam; ax . X .
B3 Y té: Vu PC, Cuc QLYDCT, Cyc QLKCB, Thanh tra Vii Tuan Cuong
B, Van phong HDTV cép GDKLH thude, NLLT;

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

- Toéng Céng ty Duge Viét Nam - Cong ty CP;

- Céc Bénh vién, Vién c6 giudng bénh tryc thuge BS Y t&;

- Trung tim mua sim t3p trung thudc qudc gia;

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

Website;

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




Phulucl 5 o
DANH MUC 418 THUOC SAN XUAT TRONG NUGC DUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LYC 05 NAM - BQT 200
(Kém theo Quyét dinh 56 401 /OD-QLD ngay 18  thdng 06 ndm 2024
ctia Cyc Quan Iy Duoc)

STT| Tén thude Hoat chat chinh - | Dang bao ché | Quy cich déng géi| Tiéu Tubi | Sédangky | Sé
Ham lugng chudn | tho gia han lin
(thing)| (SO dingky | gia
da cip) han
) 2) &) 8 (5) 6 U] 3 ®
1. Co sé diing ky: Céng ty 6 phan Duge - Vittuy té Nghé An (Dia chi: S6 68 dudng Nguyén Sy Sach, Phuong Hung
Phiic, thanh phé Vinh, tinh Nghé An, Viét Nam)
1.1. Co s& sin xuit: Cong ty ¢b phin Duge - Vit tuy té Nghé An (Dia chi: S6 68 dutmg Nguyén S§ Sach, Phudng Hung
Phic, thanh phé Vinh, tinh Nghé An, Viét Nam)

1 [CinatamDNA Cinarizin'25mg; Vién nang Hop 6 vix 10 vién; | NSX 36 1893110425424 | 1
Piracetam 400mg climg Hop 10 vi x 10 vién (VD-26359-17)
2 |Piracetam - DNA |Piracetam 400mg Vién nang Hop 5vix 10 vién; |DDVN | 36 |893110425524 | |
clmg Hop 10vix10vién] V (VD-26362-17)
3 {Tetracyclin Tetracyclin Vién nén Lo 450 vién, Lo DPVN 24 1893110425624 | 1
250mg hydroclorid 250mg 400 vién, Lo 200 v (VD-20928-14 )
vién, Lo 100 vién

2. Co s ding ky: Céng ty cb phan dwgc Apimed (Bja chi: 263/9 Ly Thudng Kiét, Phudng 15, Quén 11, Thanh phé Hb Chi
Minh, Viét Nam)

2.1. Co' s sin xudt: Céng ty ¢ phin dwge Apimed (Dija chi: Pudng N1, cum cong nghiép Phi Thanh — Vinh Thanh, xa
Vinh Thanh, huyén Nhon Trach, tinh Pbng Nai, Viét Nam)

4 |Misopato § Bisoprolol fumarat |Viénnénbao |[Hop3vix 10vién |USP38| 24 |893110425724 | 1
Smg phim {VD-31034-18)

5 {Nooapi 400 Piracetam 400mg Viénnénbao {Hfp 10 vix 10 vién| NSX 24 |893110425824 | 1
phim (VD-31036-18)

6 {Nooapi 800 Piracetam 800mg Vién nén bao [Hop 10 vix [0 vién| NSX 24 |893110425924 | 1
phim (VD-30220-18)

7 |{Sucrapi Sucralfat 1000mg Hén dich uong |Hop 20 géi x Sml; NSX 24 1893100426024 | 1
Hop 50 goi x 5mi (VD-30914-18)

3. Co sé diing ky: Cong ty ¢b phin dugec Danapha (Dia chi: 253 Diing ST Thanh Khé, phudng Thanh Khé T4y, quin Thanh
Khé, thanh phé Pa Ning, Viét Nam)

3.1. Co sé san xuét: Céng ty ¢b phin dwge Danapha (Bia chi: 253 Diing ST Thanh Khé, phudng Thanh Khé Téy, quén
Thanh Khé, thanh phé Da Ning, Viét Nam)

8 {Disidana Nefopam Dung dich Hop 10 6ngx2ml | NSX 36 1893110426124 | |1
hydroclorid tiém (VD-31518-19)
20mg/2ml
9 |Furosol Furosemid 20mg/2ml |Dung dich Hop 10 6ng x 2ml NSX 24 1893110426224 | |
tiém (VD-24683-16)

10 |Garnotal Phenobarbital 100mg {Vién nén Hop 10 vix 10 vién | NSX 36 |893112426324 | 1
(VD-24084-16)

11 |Haloperidol 2 mg [Haloperidol 2mg Vién nén Hop 1 lo x200 vién | NSX 36 |893110426424 | 1

{(VD-18188-13)
12 |Meloxicam 15mg [Meloxicam 15mg Vién nén Hop3vix10vién | NSX 36 1893110426524 | |
(VD-31520-19)

13 |Neuropyl 400 Piracetam 400mg Vién nang Hop Svix 10vién | NSX 36 1893110426624 1
cing (VD-25094-16)
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STT| Tén thude Hoat chit chinh - | Dang bao ché| Quy cach dong goi| Tiéu | Tudi | Sodingky S6
Hiam lugng chudn | thy gia han lin
(thang)| (S6 dingky | gia
di cip) han
) @ 3) “ €] (6) ) ® )
8.1. Co s& san xuit: Céng ty Cb phan Duge khoa (Bia chi: Nha méy Dugc phim DK Pharm - chi nhénh Bic Ninh céng ty
cb phin Duge Khoa: L3 dat I11-1.3, dudng D3, KCN Qué V3 2, xa Ngoc X4, huyén Qué V5, tinh Bic Ninh, Viét Nam)

21 |Eskarred Tetrahydrozolin Dung dich Hop 1 lo x 1Sml NSX 24 1893110427424 1 1
hydroclorid thudc nhé mit (VD-30252-18)
7,5mg/15ml

9. Co s& ding ky: Céng ty c6 phan duge Medipharco (Dia chi: 08 Nguyén Trudng To, Phudng Phudc Vinh, Thanh pho
Hué, Tinh Thira Thién Hué, Viét Nam)

9.1. Co s& sin xuft: Céng ty cb phin duge Medipharco (Dia chi: 08 Nguyén Trudng T, Phudmg Phudc Vinh, Thanh phé
Hué, Tinh Thira Thién Hué, Viét Nam)

°22 |Magnesi B6 Magnesi lactate Viénnénbao [HoOp 5 vik 10vién; | NSX 60 |893100427524 | 1
dihydrat 470mg; phim Hop 10vix 10 (VD-30758-18)
Pyridoxin vién; Hop 50 vix
hydroclorid Smg 10 vién

10. Co' s& ding ky: Céng ty ¢é phdn Dwge Minh Hai (Dia chi: $6 322 dudng Ly Vin Lam, phudng 1, thanh phé Ca May,
tinh CA Mau, Viét Nam)

10.1. Co s& sin xuit: Céng ty cd phin Dwgc Minh Hai (Pia chi: S8 322 duong Ly Vin Lam, phudmg 1, thanh phé Ca May,
tinh Ca Mau, Viét Nam)

23 {Doxycyclin Doxycyclin (dudi Vién nang Hop 10 vix 10 vién| NSX 36 1893110427624 | 1
100mg dang doxycyclin cing (VD-23474-15)
hydroclorid) 100mg

24 |Piroxicam 10mg [Piroxicam 10mg Vién nang Hop 10 vix 10 vién | NSX 36 893110427724 | 1 "

cling (VD-25522-16)
25 |Tramadol 50mg  jTramadol Vién nang Hop 02 vix 10 vién| NSX 24 1893111427824 | |
hydrochloride 50mg jcimg (VD-29638-18) :

11. Co 56 ding ky: Cong ty ¢6 phin duge phim 2/9 (Dia chi: 299/22 Ly Thudng Kiét, Phudng 15, Quan 11, Thanh phé Ho
Chi Minh, Viat Nam)

11.1. Co s& sin xut: Céng ty ¢b phin dwge phim 2/9 (Dia chi: 930C4 dudng C, Khu cong nghiép Cét Lai, cum 2, Phudng
Thanh My Lo, Quin 2, Thanh phé H Chf Minh, Viét Nam)

26 {Nadyestin 20 Ebastin 20mg Viénnén bao |Hop 3 vix 10 vién, | NSX 36 1893110427924 | 1
phim Hop 6 vix 10 vién (VD-31544-19)

12. Co & dang ky: Céng ty C6 phin Duge phim 3/2 (Dia chi: $6 601 Cach Mang Thang Tam, Phudng 15, Quén 10, Thanh
phd Ho Chi Minh, Viét Nam)

12.1. Co s& sin xuit: Cong ty Cé phan Dwge phim 3/2 (Dia chi: $6 930 C2, Pudng C, KCN Cat Léi, Cum II, Phudng
Thanh My Loi, Quén 2, Thanh phd H Chi Minh, Viét Nam)

27 |DigoxineQualy  |Digoxin 0,25mg Vién nén Hop 1vix30vién | NSX 36 893110428024 | 1
(VD-31550-19)

28 |Eftilora 10 Loratadin 10mg Vién nén Hop 1 vix 10 vién; | NSX 24 1893100428124 I
Hop 10 vix 10 vién (VD-31551-19}

29 {Famotidin 40 mg [Famotidin 40mg Viénnénbao |Hop 10vix 10vién| NSX 36 1893110428224 | 1
phim {(VD-18691-13)

30 |Natri clorid 0,9% |[Natri clorid Dung dich Chai 100ml; Chai NSX 36 1893100428324 1
0,9¢/100ml ding ngoai 200ml; Chai {(VD-26717-17)

500ml; Chai

31 |Pregabalin 75mg |Pregabalin 75mg Vién nang Hop3vix 10vién | NSX 24 {893110428424 | 1

clmg (VD-31556-19)




