CTY CPDP VA TTB Y TE
VINH KHANG

CONG HOA XA HQI CHU NGHIA VIET NAM
Péc lap- Tw do- Hanh phiic

S6: 17/2024/CV-VK
(V/v xin diéu chinh s6 ddng ky
liew hanh ciia thude triing thau)
TP Viing Tau, ngay 08 thdng 07 nam 2024

Kinh gii: S&' Y té tinh Dong Nai
(Sau ddy goi la Bén moi thau)

Chung tdi: Cong ty ¢ phan dwgc phﬁm va Trang Thiét Bi Y té Vinh Khang
(Sau day goi la Nha thau) xin chan thanh cam on Quy S¢ Y té v& su quan tAm, giop do
va tao diéu kién dé cong ty chung t6i phan phdi hang héa trong sudt thoi gian qua.

Cén ctr Quyet dinh s6 1572/QD-SYT ngay 16 thdng 12 ndm 2022 cua Giam doc
S¢ Y té Pong Nai vé viéc phé duyét két qua Iya chon nha thiu G6i thiu sb 01: Thude
Generic.

Can ct Quyét dinh s6 181/QD-QLD ngay 21/03/2024 cua Cuyc trudng Cuc Quan
Iy Dugc vé viéc ban hanh danh muc 881 thudc san xuét trong nude duge gia han gidy
dang ky luu hanh tai Viét Nam — Dot 193.

Nhim dam bao kha ning cung tng thudc kip thoi phuc vu cdng tic kham, chira
bénh cho céc co sd y té cong lap trén dia ban tinh Déng Nai. Bing van ban nay Nha thiu
kinh mong Bén moi thau chip thuan cho Nha thdu dugc diéu chinh s6 ding ky cua mit
hang tring thau theo quyét dinh gia han Gidy dang ky luu hanh tai Viét Nam — Dot 193
theo thong tin cu thé nhu sau:

S6 TT " Nong dd, Pon ’ SPK P
STT trong Tén thubc Te:hggat ham Quy cich vi ]:Ihi::)él::l tring xi?lod?g:%l:‘iﬁ h
HSMT lwgng tinh thiu
. Gentamicin Hop 10 4 VD-
1 1160 Gentamicin sulfat 80mg/2ml éng 2ml Ong P 25858-16 893110175124
Gentamicin | Gentamicin Hop 10 < VD-
2 2376 80mg sulfat 80mg/2ml §ng 2] Ong 5 25858-16 893110175124

Ngoai thong tin didu chinh néu trén cic thong tin con lai cua thudc tring thiu
khong thay d6i. Nha thAu cam két tinh trung thue, chinh xdc cua thong tin va tai liéu cung
cap. Néu sai s6t chung t6i xin chiu hoan toan trach nhiém trudc phép luat hién hanh.

Kinh mong duoc su chép thuan cua Bén mai thau.

Trén trong !

Noi nhin:

Nhue trén
Luu cty

AV

AN TRUONG




CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phic

S6:181  /QD-QLD Ha Néi, ngay 21 thdng 03 ndm 2024

QUYET })INH
Veé viéc ban hanh Danh muc 881 thudc san xuit trong nwéc
dugc gia han giay ding ky lwu hanh tai Viét Nam - Dot 193

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Dugc s6 105/2016/QH13 ngay 06/4/2016;
Cdn cir Nghi dinh 56 95/2022/NB—CP ngay 1 5/11/2022 cua Chinh phu quy dinh
chite nang, nhiém vu, quyen han va co cau t6 chirc cia B6 Y té;

Cdn cit Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cua Bo truomg Bo Y té quy
dinh chitc ndng, nhiém vy, quyén han va co cdu té chitc ciia Cuc Quan Iy Dugc thudc
B Y té;

Cén cir Thong tu 56 08/2022/TT-BYT ngay 05/09/2022 cia Bo truéng B Y té
quy dinh viéc dang ky lwu hanh thuéc, nguyén liéu lam thudc;

Cén cir két ludn cua Hoi dong tw van cdp gzay dang ky luu hanh thubc, nguyén
ligu lam thuéc - Bé Y té dot 193 tai Céng van 56 1 S/HDTV-VPHD ngay 19/02/2024
ctia Vin phong Hoi déng tu van cap GDKLH thuée, nguyén liéu lam thube;

Theo dé nghi ciia Trueéng phong Piing ky thuée, Cuc Quan Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh myc 881 thudc san xuét trong
nudce duge gia han gidy ding ky Iru hanh tai Viét Nam - Dot 193, cu the

1. Danh muc 595 thubc san xuét trong nuéc dugc gia han gidy ding ky luu
hanh hiéu luc 05 ndm (Phy luc I kém theo).

2. Danh muc 285 thuéc san xuit trong nuéc duge gia han gidy ding ky luu
hanh hiéu lwc 03 ndm (Phu luc II kém theo).

3. Danh muc 01 thudc san xut trong nuée duge gia han gidy dang ky luu hanh
hiéu lwe dén 31/12/2025 (Phu lyc III kém theo).

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

1. San xuét thudc theo dung cac ho so, tai liéu da dang ky v6i BO Y té va phai
in s dang ky dugc B Y te Viét Nam cép 1én nhan thuoc

2. Chi duoc san xudt, dua ra lvu hanh cic thudc kidm soét dic biét khi c6 Gidy
chimg nhan di diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat
dac biét phtt hop véi pham vi hoat dong cua co s& dap ung 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
sb diéu va bién phap thi hanh Luét Dugec.

3. Thyc hién viéc cap nhat tiéu chudn chét lrong cia thude theo quy dinh tai
Thoéng tu sb 11/2018/TT-BYT ngay 04/5/2018 ctia B trudng B Y té quy dinh vé
chét lugng thuoc, nguyén liéu lam thude.

4. Thube dugc gia han gidy dang ky luu hanh tai Quyét dinh nay nhung chua
ndp hod so cap nhat ndi dung nhan thudc, to huéng dan st dung thude theo quy dinh

ciia Thong tu 01/2018/TT-BYT ngay 18/01/2018 cta Bg truéng BO Y té thi phai thuc
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hién cap nhat theo quy dinh tai diém b Khoan 1 Diéu 37 Théng tu $6 01/2018/TT-BYT
trong thoi han 12 thiang 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 thudc dugc gia han
giy ding ky luu hanh theo Quyét dinh ndy c6 thay d6i v& ndi dung hanh chinh (bao
gbm ca mau nhén va t& huéng din sir dung thudc) phai sén xuét va luu hanh véi céc
noi dung d3 dugc phé duyét thay dbi trong ho so gia han.

6. Co s& ding ky thudc phai bio dam duy tri diéu kién hoat dong trong thoi gian
hidu luc cia gidy ding ky luu hanh thudc, nguyén liéu lam thu6c. Trong trudng hop
khong con dap (mg du didu kién hoat dong, co s¢ dang ky phai c6 trach nhigm thyc
hién thay ddi co sé dang ky theo quy dinh tai Thong tu sb6 08/2022/TT-BYT trong thoi
han 30 ngy ké tir ngay co s& ding ky khong con dii diéu kién hoat dong.

, 7. Co s& san xuét thube phai bao dam céac diéu kién hoat dong clia co sO san
xuat trong thoi han higu luc cta gidy dang ky luu hanh thudc, nguyén liéu 1am thube.

8. Céc thubc duoc gia han gidy ding ky luu hanh tai Quyét dinh nay duge tiép
tuc sir dung s ding ky da cép trudc khi gia han trong thoi han t6i da 12 thang ké tir
ngay duoc cap sé dang ky gia han theo quy dinh tai Phu luc VI ban hanh kem theo
Thong tu s6 08/2022/TT-BYT.

9. Phbi hop véi céc co s& diéu tri dé thuc hién theo ding céc quy dinh hién
hanh vé thudc ké don, theo ddi an toan, hiéu qua, tic dung khong mong mudn cia
thudc trén ngudi Viét Nam va téng hop, béo cdo theo quy dinh tai biéu 5 Thong tu s6
08/2022/TT-BYT dbi véi cac thude trong Phu luc IT ban hanh kém theo Quyét dinh
nay.

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

Pidu 4. Giam dbc S& Y té cac tinh, thanh phé truc thudc Trung wong va Giam
dbc co so san xuAt va co s& ding ky 6 thudc tai Didu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin:

- Nhu Diéu 4;

- BT. Dao Hong Lan (dé b/c);

- TT. D Xuén Tuyén (dé b/c);

- Cuc Quany-Bd Quéc phong, Cuc Y té - Bo Cong an;
- Cuc Y té GTVT - B6 Giao thong vin tai;

- Téng Cuc Hai quan - B Tai chinh;

- Bao hiém x4 hoi Viét Nam;

-B( Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
B, Vin phong HDTV cdp GDKLH thude, NLLT;

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

- Téng Cong ty Dugc Viét Nam - Céng ty CP; z £
- Cac Bénh vién, Vién c6 giwong bénh tryc thudc Bo Y té; SAO Y BAN CHINH
- Trung tim mua sam tap trung thuoc quoc gia; | NGy ...... Thang ........ N&m .......

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;
- Luu: VT, BXT (C.H) (02b).
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Phu luc I

DANH MUC 595 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - QT 193

(Kém theo Quyét dinh s6 181 /QOD-QLD ngay 21 thang 03 nam 2024

ciia Cuc Quan ly Duoc)
STT| Tén thude Hoat chit chinh - |Dang bao | Quy cich d6ng géi | Tieu Tubi | Sodingky [S0lin
Ham lrong ché chuén | tho gia han gia han
(thing)| (S6 ding ky
da cip)
1) ) (€] ) ©) (6) ) (8) ®

1. Co s& dang ky: Cong ty 6 phian Cong nghé sinh hoc - Dwgc pham ICA (Dia chi:

Viét Nam-Singapore, thi xa Thuén An, tinh Binh Duong, Viét Nam)

1.1. Co s& sdn xuét: Cong

Viét Nam-Singapore, thi xd Thuan An, tinh Binh Duong, Viét Nam)

L6 10, duong sb 5, khu céng nghiép

ty cb phin Céng nghé sinh hgc - Dwgc phim ICA (Dia chi: L6 10, duong s6 5, khu cong nghiép

1

Coxlec

Celecoxib 200mg

cung

Vién nang

Hép 2 vi x 10 vién,
vi PVC-Alu

NSX 36

893110136424 1
(VD-18668-13)

2. Co sé dang ky Céng ty cb phan Dugc - vat twry té Nghé An (DPia chi: S6 68 dudng Nguyén Sy Sach, phudng Hung
Phiic, thanh phé Vinh, tinh Nghé An, Viét Nam)

2.1. Co s& sin xudt: Cong ty co phin Duge - vt tr y té Nghé An (Dia chi: Sé 68 dudng Nguyén Sy Sa

Phiic, thanh ph Vinh, tinh Nghé An, Viét Nam)

ch, phuong Hung

2

DNAStomat

Omeprazol (dudi
dang pellet
Omeprazol 8,5%:
235,3mg) 20mg

cliing

Vién nang

Hop 10 vix 10 vién,
vi nhém/nhém; Hép
11ox 14 vién, lo
HDPE

NSX 36

893110136524 | 1
(VD-24933-16)

P\ 2w g

3. Co o dang ky: Cong ty c6 phan Duge - Vit twy t

Thanh Hoa, tinh Thanh Héa, Viét Nam)

3.1. Co s sin xuit: Cong ty cb phén Dwge— Vit twy t& Thanh Héa (Dia chi: S4 04 dudng Quang Trung, phuong Ngoc
Trao, thanh phé Thanh Héa, tinh Thanh Héa, Viét Nam)

% Thanh Hoéa (Dia chi: S6 232 Tran Phu, phuong Lam Son, thanh phd

3 |Amoxicilin Amoxicilin (dudi Vién nang |Hop 10 vi x 10 vién; [ DDVN 24 | 893110136624 1
500 mg dang Amoxicilin climg Hop 20 vi x 10 vién; v (VD-24941-16)
trihydrat compacted) Hop 50 vix 10 vién
500mg
4 |Ampicilin Ampicilin (du6i Vién nang |Hop 10 vix 10 vién; [DDVN | 24 893110136724 1
500 mg dang Ampicilin cuing Hop 20 vix 10 vi; v (VD-24396-16)
trihydrat) 500mg Hop 50 vix 10 vién
5 |Diclofenac Diclofenac natri Viénnén |Hop 10 vix 10vién |DDVN | 24 893110136824 1
50mg bao tan v (VD-21946-14)
trong rudt
6 |Glimethepharm |Glimepirid 2mg Viénnén |[Hop3vix 10vién; | NSX 36 893110136924 1
Hop 10 vix 10 vién; (VD-30657-18)
Hap 50 vix 10 vién
7 |Gut C thepharm [Colchicin 1mg Viénnén |Hop 1 vix 20 vién NSX 36 | 893115137024 1
(VD-22270-15)
8 |Mectathepharm |Diosmectite 3g Thudc bot [Hop 30 goi x 4g NSX 36 | 893100137124 1
pha hdn (VD-19554-13)
dich udng
9 |Ptu Thepharm Propylthiouracil Viénnén |Hop 4 vix 25 vién; |DDVN 36 893110137224 1
50mg Hop 10 vix 25 \Y% (VD-18800-13)
Vién; Hop 1 lox
100 vién

=
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STT Tén thudce Hoat chit chinh - |Dang bao | Quy cdch dong g6i | Tiéu Tudi S6 dingky |S6 lan
Ham lugng ché chuén | tho gia han gia han
(thang)| (S6 diing ky
di cip)
() @ 3) (&) (3) (6) ™ () ®

A

54, Co so diang ky: Cong ty c6 phin Dugc Vit tuy te Hai Dwong (Pia chi: S5 102, phb Chi Lang, phudng Nguyén Trai,
TP. Hai Duong, tinh Hai Duong, Vi¢t Nam)

54.1. Co s& san xult: Céng ty cb phin Dugc Vit tu y té Hii Duong (Dia chi: 6 102, phé Chi Lang, phudng Nguyén Trii,
TP. Hai Duong, tinh Hai Duong, Viét Nam)

386 |Ciprofloxacin Ciprofloxacin (duéi |Dung dich |Hop 1 lo x Sml NSX 36 | 893115174924 1
0,3% dang Ciprofloxacin [thuéc nho (VD-27230-17)

hydroclorid) mit
15mg/5ml

387 |Egaldy Moxifloxacin (duéi |Dung dich [Hop 1 1o x Sml NSX 36 | 893115175024 1
dang Moxifloxacin thudc nhd (VD-30644-18)
hydroclorid) mét
25mg/5ml

388 |Gentamicin 80mg |Gentamicin (dudi Dung dich |Hgp 10 6ng x2ml; |DDVN 36 893110175124 1
dang Gentamicin tiém Hop 20 6ng x 2ml; v (VD-25858-16)
sulfat) 80mg/2ml Hop 50 éng x 2ml; LN

Hop 100 6ng x 2ml :

389 |Impory G Piracetam Dung dich [Hop 10 6ng x 6ml; NSX 36 | 893110175224 1

1200mg/6ml ubng Hoép 20 éng x 6ml; (VD-30645-18)
Hop 30 6ng x 6ml

390 |Leopass MB&i tuyp 20g chira:  |Gel bdi da |Hop 1 tuyp x 20g NSX 36 | 893100175324 1
Diclofenac (VD-20008-13)
diethylamin (twong
tmg vai 0,28
Diclofenac natri)
0,232¢g

391 |Magiebion Magnesium lactat Vién nang [Hp 6 vix 10 vién NSX 36 893100175424 1
dihydrat 470mg; mém (VD-27238-17)
Pyridoxin
hydroclorid 5mg

55. Co 6 dang ky: Cong ty co phin Fresenius Kabi Vi¢t Nam (Dia chi: Khu vuc 8, phudng Nhon Ph, thanh phd Quy
Nhon, tinh Binh Dinh, Viét Nam)

55.1. Co s sin xut: Cong ty cd phin Fresenius Kabi Vi¢t Nam (Dia chi: Khu vyc 8, phugng Nhon Phi, thanh phé Quy
Nhon, tinh Binh Dinh, Vigt Nam)

392 |Dexamethason |Dexamethason Dung dich |Hép 10 éng x 1ml, NSX 36 | 893110175524 1
Kabi phosphat (duéi dang |tiém Hop 50 éng x 1ml, (VD-29313-18)
Dexamethason natri ong thiy tinh
phosphat tuong
duong
Dexamethason

3,33mg/ml) 4mg/ml

393 |Vitamin B12 Cyanocobalamin Dung dich |Hop 10 (“:)ng x 1ml; USP 36 893110175624 1
Kabi 1000mcg 1000pug (meg)/Iml  |tiém Hop 20 ong x 1ml; 2021 (VD-30664-18)
Hép 100 dng x 1ml
56. Co s& dang ky: Cong ty C6 phan Héa duge Viét Nam (Pia chi: S6 273, phd Tay Son, phudng Ngi Tu S§, quén Pong
Da, thanh phé Ha Ngi, Viét Nam)

56.1. Co s& san xudit: Cong ty Cb phin Héa dugc Viét Nam (Dia chi: S6 192, phb Pirc Giang, phudng Thugng Thanh,
quén Long Bién, thanh ph6 Ha Noi, Viét Nam)




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

DUQC VTYT HAI DUONG Péc lap - Ty do - Hanh phiic
Sé: A6 L/O /CV-DHD . Hai Duong, ngay 05 thang 07 nam 2024
V/v bb sung SO dang ky thude
trang thdu

Kinh gii: €6ng ty ¢d phin-dugephidm va Trang Thiét Bj Y té Vinh Khang

Chiing t6i, Céng ty C6 phin Dugc Vit tw Y té Hai Duong xin chén thanh cam
on sy ing hd cia Quy Cong ty trong sudt thoi gian vira qua.

Ngay 21/03/2024, Cuc Quan 1¥ Dugc ban hanh quyét dinh sb 181/Qb-QLD vé
viéc ban hanh Danh muc 881 thubc san xuit trong nudc dugc gia han gidy ding ky luu
hanh tai Viét Nam — Dot 193, trong d6 c6 san phim Gentamicin 80mg v6i thong tin vé
s6 ding ky nhu sau: Gentamicin 80mg (SPK méi gia han: 8931 10175124, SPK cii:
VD-25858-16).

Bing vin ban ndy, ching t6i xin thong béo t¢i Quy Cong ty duge biét va kinh
d& nghi Quy Céng ty thong bao dén céc Co s& y té ma cong ty hién dang cung ung
thube. Cong ty Co phén Dugc Vét tu Y té Hai Duong xin cam két mit hang thudc trén
chi thay dbi thong tin vée sb dang ky cua san phim, tit ca céc thong tin khic gilr
nguyén cling nhu chit lugng thudc, tac dung va hiu qua trong didu trj cua thube

khong hé thay dbi.
Xin trén trong cam on!
Noi nhin: PAI DIEN HQP PHAP CUA NHA THAUH s
- Nhu trén;
- Luu: VT, KKD
SAO'Y BAN CHINH
Ngay ......... Thang ........ Nam .......

TONG GIAMBOC
DSCK1: NGUYEN THI T0 ANH



