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CONG HOA XA HQI CHU NGHIA VIET NAM
— Hanh phuc

Doclap - Tw do

TP. Hé Chi Minh, ngay 14 thang 04 ndm 2025

CONG VAN

(V/v: cdp nhit gia han gidy phép liwu hanh sin phim)

Kinh giti: SO 'Y TE TINH KIEN GIANG

Trong thoi gian tham gia du thiu Goi thdu sb 02: Goi thau thubc Generic thong thuong tén dy
toan mua sém: K& hoach lya chon nha thiu géi thau cung cap thudc tap trung tinh Kién Giang, giai
doan 2023 — 2025 (dot 3). Cong ty du thdu san phdm Sulcilat 750mg (Sultamicillin (Ampicilin +
sulbactam) theo sb dang ky cii: VN-18508-14

Ngay 27/06/20624 Cong ty c¢b phan duoc pham Minh Ky chung td1 ¢6 tring thdu Géi thau s 02:
Go6i thiu thude Generic thdng thudng theo quyét dinh sd: 1630/QD-SYT ngay 27 thing 06 nim

2024.

Nay Cong ty ching toi kinh giii cong van cap nhat gia han hiéu luc 5 nim gidy ding ky luu hanh
san pham Sulcilat 750mg (Sultamicillin (Ampicilin + sulbactam) nhu sau:

. Nong | SDK hodicso | oy oqe s | Quy | DVI | Hingsin
Tén thwong £ do/ GPNK (s0 cii r .. | cach xuat- Nudc
STT . Hoat chat s . GPNK(s6 méi :
mai ham da trang cAp nhat dong SX
lwgng thau) ap nlgl) g6i
Atabay
. s R Kimya
Sulcilat Sultalplf:%llln H,Qp 3 - Sanayi Ve
1 (Ampicilin + | 750mg | VN-18508-14 | 868110003724 | vix 10 | Vién .
i=lmg sulbactam) Vié Ticaret
e A.S- Thd
Nhi Ky

- Cong ty bd sung céc gidy t0: Quyét dinh gia han gidy dang ky luu hanh (dinh kém tai ligu).

Kinh mong Phong nghiép vu Dugc S& Y té tinh Kién Giang xem xét va cép nhat thong tin do
cdng ty chiing toi cung cap.

Chan thanh cam on.

Noi nhdn:

- Nhuw trén;

- Liru.

Dai dién hop phap ciia nha thau
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MARKETING AUTHORIZATION

Tén thubc :  Sulcilat 750

Name of Drug:

Thanh ph&n chinh, ham lveng Sultamicillin (dwdi dang Sultamicillin tosylat dihydrat)
Active Ingredients, Strength: 750 mg

Qui cach déng gdi, bao ché - Hop 1 vix 10vién; Vién nén

Packing Size, Dosage form:

Tiéu chuén chét lreng ;. NSsX

Quality Specification:

Han dung : 24 thang

Shelf- life:

Sé gidy phép lru hanh san phdm (SPK): [ VN-18508-14 ]

Marketing Authonzation Number:

Sé quyét dinh - B678/QD-QLD Ngay cép: 08/12/2014
Approval Decision Number: Date of Issuance:

Hiéu lwc ctia gidy phép lwu hanh san pham: ¢6 gia tri 05 nam ké tlr ngay cép
Expiration Date of this Marketing Authorization:

Tén co s& dang ky - Céng ty cb phdn Dwgc phdm Minh Ky

Name of Marketing Authorization Holder

Dia chi ; Sé 1-3, L6 C, Cw xa Lac Long Quan, P.5, Q.11, TP.
Address: Hb Chi Minh - Viét Nam

Tén co s& san xuét - Atabay Kimya San ve Tic A.S.

Name of Manufacturer:

Dia chi : Tavsanli Koyu, Esentepe Mevkii, Gebze, Kocaeli -

Address: Turkey
Tén co s& dong goi :

Name of Assembler

Bia chi

Address.

Ha N6i, ngay 08 thang 12 nam 2014.

Cyc TRUONG ClJC QUAN LY DUQC
GENEﬁAf‘DlREpTOR OF THE DRUG ADMINISTRATION OF VIETNAM
4»‘

Ty,

Ghi chu: wote)
1- Gidy phep lwu hanh san ph;m nay duoc cép theo dung hé SO
dang ky thudc da dwoc Bo Y 1€ phé duyét. 3

e

This marketing authorization has been issved in accordance with the dﬂ% L -
approvsd by the Vietnam Ministry of Heaith T s

2- B4t ct sy thay déi nao vé noi dung clia gidy phép phai duoc

Cuc Quan Iy duore - Ba Y t& xac nhan. TRUONG QUOC CUONG

Any variations of the contents of the marketing authorization are required to be
adopted by the Drug Administration of Vietnam
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Ky boi: Cyc Quin

ICDky 8 g BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
e “CUC QUAN LY DUQC Pioc lap - T do - Hanh phiic
sé: 3 /Qb-QLD Ha Néi, ngay 03 thang (1ndm2024
QUYET DINH

Ve viéc ban hanh danh muc 231 thudc nwéc ngoai
dugc cip, gia han gidy ding ky luu hanh tai Vi¢t Nam - Dot 117.2

CUC TRUONG CUC QUAN LY DUQC

Can cw Ludt Duoc so 105/2016/QH13 ngay 06/4/2016,

Can ci Nghi dinh so 95/2022/ND-CP ngay 1 5/11/2022 cua Chinh phu quy dinh
chitc nang, nhiém vy, quyen han va co cdu té chirc ctia B Y té;

Can cur Quyet dinh so 1 969/QB—BY T ngay 26/4/2023 cuia Bo truong Bo Y té quy
dinh chu'c ndng, nhiém vu, quyén han va co cau 16 chitc ciia Cuc Quan Iy Duoc thudc
BG Y té;

Cén cik Thong tw s6 08/2022/TT-BYT ngdy 05/09/2022 cua B9 trudng B§ Y té quy
dinh viéc dang ky luu hanh thuéc, nguyeén liéu lam z‘huoc

Can cit két ludn cua Hoi dong tw vin cdp gidy ddng ky luu hanh thuéc, nguyén
lieu lam thuéc - BoY 1é;

Theo dé nghi ciia Trudéng phong Dang ky thuéc - Cuc Qudn Iy Duoc.

QUYET PINH:

Dleu 1. Ban hanh kem theo Quyét dinh ndy danh muc 231 thudc nudc ngoai
dwoc cép, gia han gidy dang ky luu hanh tai Viét Nam - Dot 117. 2, cu thé:

1. Danh myc 01 thudc nudc ngoai duge cap gidy dang ky Iwu hanh hiéu lyc 05
nam - Pot 117.2 (tai Phu luc I kém theo).

2. Danh muc 206 thubc nudc ngodi dugc gia han gidy ding ky luu hanh hiéu
luc 05 ndm - Dot 117.2 (Phu lyc I kem theo).

3. Danh muc 24 thubc nude ngoai duoc gia han gidy ding ky luu hanh hiéu luc
03 ndm - Dot 117.2 (Phu luc 1II kém theo).

Picu 2. Co s0 san xult va co s& dang ky thudc 6 trach nhiém:

1. Cung cap thude vao Viét Nam theo dung cac hd so, tai lidu da ding ky véi
Bo Y téva phai in hodc dan s dang ky duoc BO Y té cap lén nhin thude.

2. Chap hanh day du phap luét cia nuwoc CHXHCN Viét Nam va cac quy dinh
ctia BO Y té vé nhdp khiu thudc va luu hanh thudc tai Viét Nam, néu c6 bét ctr thay
dbi gi trong qué trinh luu hanh thuoc & nudc so tai va & Viét Nam thi phai bao céao
ngay cho Cuc Quan ly Dugc-Bo Y té Viét Nam.

3. Thyc hién viée cap nhat tiéu chudn chit lugng cia thube theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo trudng Bo Y té quy dinh vé chat
lwong thudc, nguyén lidu lam thude.

4. Cap nhat nhén thudc va t& huéng dan st dung thuoc theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truong B6 Y té quy dinh ghi nhan thude,
nguyen lidu 1am thudc va to huéng din sir dung thude theo hinh thirc thay d6i, bd sung
giay dang ky luu hanh thubc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
cia Bo truong BO Y té d6i voi thube chua cép nhat ndi dung nhan thudc, t& huéng dan
st dung thudc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia B
treong Bo Y té.



5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duoc gia han
h glay dang ky Iuu hanh theo Quyet dinh nay c6 thay dbi vé noi dung hanh chinh (bao
gom c4 mAu nhin va to huéng dan st dung thuoc) phai nhap khau va luu hanh véi cic
ndi dung da dugc phé duyét thay d6i trong hd so gia han.

6. Phdi hop vdi cac co s diéu tri dé thuc hién theo dung céc quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hi€u qua, tdc dung khong mong mudén cua
thudc trén ngudi Viét Nam va tbng hop, bao cao theo quy dinh tai Pidu 5 Thong tu sO
08/2022/TT-BYT ngay 05/9/2022 cia Bo trudng Bo Y té quy dinh viéc ding ky luu
hanh thubc, nguyén liéu lam thubc d6i vai cac thube thudc Danh muyc tai Phuy lyc III
ban hanh kém theo Quyét dinh nay.

7. Co s0 dang ky thudc phai ddm béo duy tri diéu kién hoat dong trong thoi gian
hiéu luc clia gidy ddng ky luu hanh thubc, nguyén liéu lam thudc. Trong trudng hop
khong con dap ung du diéu kién hoat dong, co s& dang ky phai ¢6 trach nhiém thuc
hién thay d6i co s& ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT ngay
05/9/2022 cta Bo trudng Bo Y té trong thoi han 30 ngay ké tir ngay co s& ding ky
khong con du diéu kién hoat dong.

8. Co s¢ dang ky thudc phai bao cao Bo Y té v& cap nhat tinh trang dap ung
Thyc hanh tot san xuét cla co sO san xudt thuoc nguyén li¢u lam thudc. Truong hop
co 8¢ san xuét bi thu hdi gidy phép san xuit hodc khong dap ung Thyc hanh tot san
xuét thubc, nguyén lidu 1am thubc & nudc s& tai, co s¢ phai thyc hién vige bdo cdo
trong thoi han 15 ngay ké tir ngay c6 thong bao cla co quan quan ly c6 thim quyén
nudce sé tai theo quy dinh tai diém d khoan 1 Dleu 100 Ngh1 dinh s 54/2017/ND-CP
ngay 08/5/2017 cta Chinh pht quy dinh chi tiét mot s6 diéu va bién phép thi hanh
Luat Duogc.

Diéu 3. Cac thubc duogc gia han gidy dang ky luu hanh tai Quyet dinh nay dugc
tiép tuc sir dung 50 dang ky da cap trude khi gia han trong thoi han t6i da 12 thang ké
tir ngay dugc cap so dang ky gia han theo quy dinh tai Phy luc VI ban hanh keém theo
Théng tu s6 08/2022/TT-BYT.

Piéu 4. Quyét dinh co hi¢u lyc ké tir ngay ky ban hanh.

Dleu 5. Giam dbc SO Y té céc tinh, thanh phd tryc thudc trung wong, gidm dbe
nha san xut va co s& dang ky c6 thudc tai Piéu 1 chiu trdch nhiém thi hanh Quyét
dinh nay./.

Noi nhin: CUC TRUONG
- Nhu biéu 5; L

- B trudng (dé b/c); :
- TTr. B3 Xuin Tuyén (de b/c); / /!
-Cuc Quan Y - B6 Qudc phong, Cuc Y té - Bo Cong a‘nJ
CucY t& GTVT - B6 Giao thong van tai; \ \
- Tong Cuc Hai quan - B¢ Tai chinh;
- Bao hiém Xa hoi Viét Nam; O TR
- Bo Y t& Vu PC, Cuc QLKCB, Thanh tra Bo, Van Vu Tuén Cudng
phong HDTV cip GPKLH thudc, NLLT;

- S6'Y t& cac tinh, thanh phé tryc thude Trung wong;

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

- Téng Céng ty Dugc VN-CTCP;

- Céac Cong ty XNK duoc pham;

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

- Trung tdm mua sam tap trung thube quoc gia;

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

PCHN, VP Cuc; Website Cuc QLD.

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




Phu lucI

"DANH MUC 01 THUOC NUGC NGOATPUQC CAP GIAY PANG KY LUUHANH
TAI VIET NAM HIEU LUC 5 NAM - QT 117.2

(Ban hanh kém theo quyét dinh s6: .3.......... /OP-OLD, ngay 03./01./2024 ciia Cyc Qudn Ly Duoc)

STT Tén thudc Hoat chit chinh | Dang | Quycich | Tiéu Tubi Sb ding ky
— Ham lweng bao ché dong goi chuin tho
(thang)
@ 2 (©)] (©) 5 (6 @) ®)

Cu X4 Lit Gia, Phuong 15, Quén 11, Thanh phd Ho6 Chi Minh, Viét Nam)
1.1. Co s& san xuit: Myung In Pharm. Co., Ltd. (Pia chi: 361-12, Noha-gil, Paltan-myeon,

Hwaseong-si, Gyeonggi-do, Korea)

1. Co'sé ding ky: Cong ty cb phén thwong mai dwgc phim quoc té Phic Pan (Dja chi: 1/22 Duong

1 Motin Inj. Famotidine 20mg | Bt dong Hop 10 lo KP X 36 880110000124
kho pha
tiém
Ghi chu:

1. Céch ghi tiéu chudn chit lwong thuéc tai cét (6):
- Cdch viét tat tiéu chudn chat lwong duoc dién: Duoc dién Han Quoc (KP).

ACANSIE L JTr



STT | Tén thudc | Hoat chit chinh Dang | Quycach | Tiéu | Tudi So diing ky So
— Ham lugng bao ché | déng goi | chuin | tho gia han lan

(thang) | (SO dingky | gia

da c:'ip) han

0] @) €] “ 6] (6) U] ) ®

13. Co sé ding ky: Contract Manufacturing and Packaging Services Pty Ltd (Dia chi: Unit I &

21, 38 Elizabeth street, Wetherill Park NSW, Australia)

13.1. Co s& san xuit: Contract Manufacturing and Packaging Services Pty Ltd (Dia chi: 20-22

Long Street Smithfield NSW 2164, Australia)

33

Ginkgo
3000

Cao la Ginkgo
biloba 60mg
(twong duong
Ginkgo
flavoglycosi
14,4mg)

Vién nén
bao phim

Chai 60
vién; Hop
6vix15

vién

NSX

36

930110003424
(VN-20747-17)

14. Co s& diing ky: Cong ty Co phin dwge phdm Minh Ky (Pia chi: 1-3 L6 C, Cu xé Lac Long

Qudn, Phuong 5, Qudn 11, TP. Ho Chi Minh, Viét Nam)

14.1. Co s& san xuat: Atabay Kimya Sanayi ve Ticaret A.S. (Dia chi: Dilovas: Organize Sanayi

Bolgesi 4. Kisim Sakarya Caddesi No:28 Gebze/Kocaeli, Turkey)

34

Klavunamo
x 625mg

Amoxicillin (dudi
dang Amoxicillin
trihydrat) 500mg;
Acid clavulanic
(dudi dang Kali
clavulanat: Avicel
=1:1) 125mg

Vién nén
bao phim

Hop 3 vix
5 vién

NSX

24

868110003524
(VN-17312-13)

01

35

Klavunamo
x Fort

Mai 5ml hon dich
sau khi pha chira:
Amoxicillin (duoi
dang Amoxicillin
trihydrat) 250mg;
Acid clavulanic
(duéi dang Kali
clavulanat:Syloid
=1:1) 62,5mg

Bot pha
hon dich
uodng

Hop 1 lo x
100ml

NSX

24

868110003624
(VN-17313-13)

01

36

Sulcilat
750mg

Sultamicillin
(du6i dang
Sultamicillin
tosilat dihydrat)
750mg

Vién nén

Hop 1 vix
10 vién

NSX

24

868110003724
(VN=18508-14)

01

14.2. Co'sé san

xuit: Nobel Ilac Sanayii ve Ticaret A.S. (Pja chi: Sancaklar 81100 DUZCE, Turkey)

37

Mibelcam
Fort

Meloxicam 15mg

Vién nén

Hop 1 vix
10 vién

NSX

48

868110003824
(VN-16166-13)

01

38

Pulcet
40mg

Pantoprazol 40mg
(dudi dang
Pantoprazol natri
sesquihydrat
45,1mg)

Vién nén
bao tan
trong
rudt

Hop 2 vi x
14 vién

NSX

36

868110003924
(VN-16167-13)

01




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

G6i s6 2: G6i thau thude generic thong thuong)

KHUONG DUY Doc 1ap — Tu do — Hanh phiic
$6:194 12025/CV-KD -8 0o -
Th A A . A , A .
Ao oy QLR IRt thap TP. HE Chi Minh, ngdy 15 thdng 04 nam 2025

Kinh gii: SO Y TE TINH KIEN GIANG

Trudce hét, Cong ty Co phan Dugc phdm Khuong Duy xin chan thanh cam on sy hop téc
ctia Quy S& vdi Cong ty chung toi trong sudt thoi gian qua.
Theo Quyet dinh sb 1630/QD-SYT ngay 27/6/2024 cua S6 Y té tinh Kién Glang vé viée

phé duyét két qua Iya chon nha thdu cung c4p thudc tip trung tinh Kién Giang, giai doan 2023-
2025 (dot 3) G6i sb 2: G6i thau thude generic théng thudng;

Hién tai, trong danh muc thude Cong ty Khuong Duy tring thiu c6 thubc da dwoc Cuc
Quan ly Dugc dong y cho ting han dung (tudi tho).
. Vivay, bang vin ban nay, Cong ty chung t6i xin dugc thay dbi théng tin thudc tring
thau cu thé nhu sau:

Tén thudc Han diung Han dung Dinh kém Tai liéu

TT| Mphan(8) | (oo tpan tring thiu | thay i Cuc QLD

3875e/QLD-DK

1 | PP2300629996 | Gliptinestad 100 24 thang 36 thang ngdy 15/02/2024

Chung t6i cam két ngoai cac thong tin thay dbi trén khong c6 bit ky su thay dbi nao vé
ti€u chuan chat lugng dd dang ky vai Bo Y te.

Kinh mong nhan dugc su xem xét chip thuan tir Quy So.
Chan thanh cam on.

Trén trong,

Noi nhidn:
- Nhu trén
- Luu HC

TONG GIAM DGC
DS. Nguyén Thi Viét Hoa



/" CONG TY

CO PHAN
BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
i QUAN LY DUQC Pijc 1ap - T do - Hanh phic
Sé: 3875¢/QLD-DK Ha Ngi, ngdy 15 thang 02 nam 20 24
V/v thay ddi, bd sung d6i véi thude
da duoc cap GPKLH

Kinh gui: Cong Ty TNHH Lién Doanh Stellapharm
Dija chi: K63/1 Nguyén Thi Séc, Ap My Hoa 2, Xd Xudn Théi Dong, Huyén Hoc
Mén, Tp. Hé Chi Minh, Viét Nam

Tra 101 hd so sb tiép nhan s6 4138e/2023/TN/TTI1 ngay 06/10/2023 va céc tai
liéu lién quan ctia cOng ty vé viéc thay ddi, bd sung ddi véi thudc d dugc cap gidy
dang ky luu hanh;

Cin c& Thong tu sb 08/2022/TT-BYT ngay 05/9/2022 cua By Y té quy dinh
viéc dang ky luu hanh thudc, nguyen liéu lam thudc;

Cén ctr Bién ban thAm dinh hd so thay dbi/bd sung cua cong ty, Cuc Quén ly
Duoc c6 y kién nhu sau:

Dong y v6i ndi dung dé nghi thay dm bd sung dugc phé duyét kém theo cong
vian nay doi voi thudc Gliptinestad 100, 50 dang ky 893110064323.

Ngoai ndi dung duge phé duygt, cac ndi dung khac giit nguyén nhu hd so ding
ky thudc luwu tai Cuc Quan 1y Duogc.

Céc ndi dung thay ddi, bo sung néu trén dugc thyc hién ké tir ngay ky cong van
nay. Riéng ndi dung thay d6i, sau 12 thang ké tir ngay ky cong vin ndy, cong ty
phai thuc hién theo ndi dung thay d6i da duoc phe duyét.

Cuc Quén ly Dugc thdng bao dé cong ty biét va thuc hién dung cdc quy dinh vé

dang ky lwu hanh thube./.

Noi nhin: KT. CUC TRUONG
- Nhu trén; PHO CUC TRUONG
- Cuc trudng (dé b/c); 8
- Luu: VT, DKT ().

Nguyén Thanh Lam



'Han dung da dworc duyét

Han diing xin thay doi

24 thang

36 thang

Trang 1{1




