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Kinh gui: SO Y TE NINH THU AN

‘ atxi I o?^J- tien, Cong ty Co phan Dirge pham Vmh Phiic chan thanh cam on su hop
(: , ■..... . .. tab va.giup da cua Quy So doi vai cac san pham va dich vu cua Cong ty chung toi

-trongnbCmg thai gian qua.
Can cu Quyet dinh trung than so 08/QD-SYT ngay 05 thing 01 nam 2024 cua 

So Y te Ninh Thuan ve vice phe duvet ket qua lira chon nha thau Goi so 01: Goi 
thau Thuoc Generic va vac xin 2023.

Can cu Quy dinh ve thay doi thong tin thuoc trung thau tai Khoan 3, Bieu 

15, Thong tu 07/2024/TT-BYT ngay 17 thing 05 nam 2024 cua B6 Y te Quy dinh 

ve dau thau thuoc tai ca sa y te cong lip.

Thuc hien Quyet dinh so 550/QD-QLD ngay 02 thing 08 nam 2024 cua Cue 

Quin ly Dugc ve viec ban hanh Danh muc 700 thuoc sin xuat trong nuac duac gia 

han giay dang ky luu hanh tai Viet Nam - Bat 206. Hien nay, sin pham Vinphyton
r f

ling cua Cong ty chung toi da dugc Cue Quin ly Dugc cap So dang ky mai vi da
00 *

dugc sin xuat theo So dang ky mai niy. Vi viy, Cong ty chung toi kinh de nghi Quy 

Sa cho phep Cong ty dugc thay doi thong tin thuoc da trung thau, cu the nhu sau:
Ten thuoc Hoat chat, Nong d§- Thong tin 

thuoc xin thay
ST Thong tin thuoc 

da trung thauT ham lirgng
doi

1 Phytomenadion 
(Vitamin Kl) Img/lml

Vinphyton Img 893110712324VD3-76-20
r + ? t +

Cong ty xin cam ket ngoai su thay doi so dang ky, khong co bat ky su thay doi nao
^ / 0 0 0 y

ve tieu chuan chat lugng giua thuoc xin thay the vi thuoc trung thau.
Cong ty chung toi xin tran trong cim an!
Noi nhan:
- Nhu tren;
-Luu: VT,P. KD.
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OPHV LyC 1: DANH MyC THAY Ddl S6 DANG KY
(Dinh kem Cong van so 145/VPC-CV ngay 16/12/2024 cua Cong ty Co phan Duyc phdm VTnh Phuc)

So lirg'ng da 
cung ung 

theo so 
ddng ky cua 
Quyet djnh 
08/QD-SYT

So Iu*9Tig' 
cung ihig 

theo so 
ddng ky 

dieu 
chinh

So dSng ky 
theo Quyet 

djnh 08/QD- 
SYT ngSy 
05/01/2024

Boat chat, Nong 
d§ - Ham lirpng

So dSng ky dieu 
chinh

So IlTQHg 
trung thau

Ten thuocMa hang Ten Bfnh vifn Ghichu

Trung lam y te huyen Bdc Ai 300 0 300

Trung Tam Y Te Huy?n Ninh Son 800 600 200

TRUNG TAM Y TE HUY$N 
NINH PHUtfC 3.000 0 3.000

Trung tarn Y te thanh pho Phan 
Rang- Cham 20 0 20Phytomenadion 

(Vitamin Kl)
1 mg/1 ml

Vinphyton
G11060 VD3-76-20 Da mua 

virgt 20% 
(1.000 6ng) 

theo So 
dang ky cu

Img 893110712324

B^nh Vi?n Tinh Ninh Thu?n 6.0005.000 0

Tong 6.600 ong 3.520 ong9.120 ong
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BQYTE 

eye QUAN LY DLTQC
CONG HOA XA HQI CHLJ NGHIA VIET NAM 

Doc lap - Tir do - Hanh phuc
r06i»

S6: 550 /QB-QLD Ha Npi, ngay 02 thdng 08 ndm 2024

QUYET DINH
Ve vice ban h^nh Danh muc 700 thuoc san xuat trong niroc 
dirp'c gia ban giay dang ky liru hanh tai Viet Nam - Byt 206

eye TRi/dNG eye quan ly di/oc

Can cu Luat Dupe sS 105/2016/QH13 ngay 06/4/2016;
Can cic Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh 

chuc ndng, nhiem vu, quyen hqn vd ca cdu to chuc cua Bq Y te;
Can cic Quyet dinh so 1969/QD-BYT ngay 26/4/2023 cua Bo tru&ng Bo Y te quy 

dinh chuc ndng, nhi$m vu, quyen hqn vd co cdu to chuc cua Cue Quan ly Dupe thuoc 
BoYte; 7^7 CONG IV 

CO PHAN 
A DUOC PHAt- 

V A VINH PHUC

a

Can cu Thong tu so 08/2022/TT-BYT ngay 05/09/2022 cua Bq tru&ng Bo Y te 
quy dinh vide dang ky lieu hanh thuoc, nguyen liqu lam thuoc;

Can cu kit luqn cua Hoi dong tu van cap giay dang ky luu hanh thuoc, nguyen 
lieu 1dm thuoc - Bo Y te dpt 206 tqi Cong van so 60/HDTV- VPHD ngay 20/6/2024 cua 
Van phdng Hoi dong tu van cap GDKLH thuoc, nguyen lieu 1dm thuoc;

Theo de nghi cua Tru&ng phdng Dang ky thuoc, Cue Quan ly Dupe.

QUY£T DINH:

Bieu 1. Ban hanh kem theo Quyet dinh nay danh myc 700 thuoc san xuat trong 
nude dugc gia han giay dang ky luu hanh tai Viet Nam - Dpt 206, cy the:

1. Danh muc 479 thuoc san xuat trong nude dugc gia han giay dang ky luu 
hanh hiyu lire 05 nam {Phu luc 1 kem theo).

2. Danh myc 193 thuoc san xuat trong nude dugc gia han giay dang ky luu 
hanh hieu lire 03 nam (Phu luc 11 kem theo).

3. Danh muc 28 thuoc san xuat trong nude dugc gia han giay dang ky luu hanh 
hiyu lye den 31/12/2025 {Phu luc 111 kem theo).

Bieu 2. Co sd san xuat va co sd dang ky thuoc cd trach nhiem:
1. S£n xuat thuoc theo dung c£c ho so, tai lieu da dang ky vdi Bo Y te va phai 

in so dang ky dugc Bg Y te Viet Nam cap len nhan thuoc.
2. Chi dugc san xuat, dua ra luu hanh cac thuoc kiem soat dac biet khi co Giay 

chung nhan dii dieu kiyn kinh doanh dugc pham vi kinh doanh thuoc phai kiem so&t 
dac biyt phu hgp vdi phsim vi boat dpng cua co sd dap ung quy djnh tai khoan 5 Dieu 
143 Nghj dinh sd 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy djnh chi tiet mpt 
sd dieu va bien phap thi hanh Luat Dugc.

3. Thuc hien vipc cap nhat tieu chuan chat lugng cua thuoc theo quy djnh tai 
Thdng tu sd 11/2018/TT-BYT ngay 04/5/2018 cua Bp trudng Bp Y te quy dinh ve 
chat lugng thuoc, nguyen lieu lam thuoc.

4. Thuoc dugc gia han giay dang ky luu hanh tai Quyet dinh nay nhung chua 
ndp hd so cap nhat npi dung nhan thuoc, to hudng dan su dung thuoc theo quy dinh 
cua Thdng tu 01/2018/TT-BYT ngay 18/01/2018 cua Bp trudng Bp Y te thi phai thuc

{
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hi?n cap nhat theo quy dinh tai diem b Khoan 1 Bieu 37 Thong tu so 01/2018/TT-BYT 
trong thai han 12 thang ke tu ngay dupe gia han giay dang ky iiru hanh.

5. Sau 12 thang kk tu ngay ky ban hanh Quyet dinh nay, cac thuoc dugc gia han 
gidy dang ky luu hanh theo Quyet dinh nay co thay d6i noi dung hanh chinh phai 
san xuit va luu hanh veri cac npi dung da dugc phe duypt thay doi trong ho sa gia han.

6. Co so dang ky thuoc phai bao dam duy tri dieu kien boat dong trong thai gian 
hieu luc cua gidy dang ky luu hanh thuoc, nguyen lifu lam thuoc. Trong Uuang hap 
khong con dap ung du dieu kien boat dong, ca sa dang ky phai co trach nhiem thuc 
hien thay doi ca sa dang ky theo quy dinh tai Thong tu so 08/2022/TT-BYT trong thoi 
han 30 ngay ke tu ngay ca sa dang ky khong con du dieu kien boat dong.

7. Ca sa san xuat thubc phai bao dam cac dieu kien boat dgng cua ca sa san 
xuat trong thai han hieu lire cua giay dang ky luu hanh thuoc, nguyen lieu lam thuoc.

8. Cac thubc dugc gia han giay dang ky luu hanh tai Quyet dinh nay dugc tiep 
tuc su dung s6 dang ky da cdp truac khi gia han trong thai han toi da 12 thang ke tu 
ngay dugc cap so dang ky gia han theo quy dinh tai Phu luc VI ban hanh kem theo 
Thong tu s6 08/2022/TT-BYT.

t \ *

9. Phoi hgp vai cac ca sa dieu tri de thuc hien theo dung cac quy dinh hipn 
hanh ve thuoc ke dan, theo doi an loan, hieu qua, tac dung khong mong muon cua 
thuoc tren nguai Viet Nam va tong hgp, bao cao theo quy dinh tai Dieu 5 Thong tu so 
08/2022/TT-BYT doi vdi cac thuoc trong Phu luc II ban hanh kem theo Quyet dinh 
nay.

Dieu 3. Quyet dinh nay co hieu luc ke tu ngay ky ban hanh.
Dieu 4. Giam doc Sa Y te cac tinh, thanh pho true thugc Trung uang va Giam 

doc ca sa san xuat va ca sa dang ky co thu6c tai Bidu 1 chiu trach nhiem thi hanh 
Quyet dinh nay./.
Nffi nhan.
- Nhu Dieu 4;
- BT. Dao Hdng Lan (d8 b/c);
- TT. Do Xuan Tuyen (de b/c);
- Cyc Quan y - Bp Quoc phong, Cyc Y t6 - Bp Cong
- Cyc Y ti GTVT - Bp Giao thong van tai;
- Tong Cyc Hai quan - Bp Tai chinh;
- Bao hiem xa hoi Viet Nam;
- Bp Y te: Vu PC, Cue QLYDCT, Cyc QLKCB, Thanh tra 
Bp, Van phong HDTV cdp GDKLH thude, NLLT;
- Vien KN thuoc TU", Vien KN thude TP. HCM;
- Tong Cong ty Dupe Vipt Nam - Cong ty CP;
- Cac Bpnh vipn, Vipn co giuong benh true thupc Bp Y te;
- Tnmg tam mua sam tap trung thuoc quoc gia;
- Cyc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;
- Luu: VT, DKT (C.H) (02b).

cyc TRirdNG

Vu Tu£n Cwbrng
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Phu luc II
DANH MVC 193 THU6C SAN XUAT TRONG NU*0C OlTOC G1A HAN GIAY DANG KY LUtJ HANH

TA1 Vl£T NAM L^C 03 NAM - DOT 206
(Kem theo Quyel dinh so 550 /QB-QLDngay 02 thang 08 nam 2024 

cua Cue Quan ly Dupe)

Tuoi So d5ng ky 
gia ban 

(So dSng ky 
da c^p)

SoHoat chS( chinh - 
IHm Itr^mg

Ten thuoc Dang b^o Quy cich ddng g6i Tieu
chuan

SIT
l&ncbe th9

(thing) gia
ban

(6) (7) (8) (9)(5)(3) (4)(1) (2)
1. C<r so1 dang ky: Cong ty co phan 23 thing 9 (E)ja chi: 11 Tan Hoa, Phuong 14, Qu|n 6, Thanh Pho Ho Chi Minh, Vi$t 
Nam)
1.1. Cor sir sin xuat: Cong ty co phan 23 thing 9 (Dia chi: 11 Tan Hoa, Phuong 14, Qu|n 6, Thanh Pho Ho Chi Minh, Vi?t 
Nam)

Hon djeh 
uong

36 893100700524
(VD-29604-18)

Hpp 10 goi x lOg; 
Hpp 20 goi x lOg; 
Hpp 30 goi x lOg

NSX 1Magnesi hydroxyd 
400mg; Nhom oxyd 
(duoi dang nhom 
hydroxyd kho) 
200mg

Dotioco1

I
\A

ov 
I Vi;2. Cor sd’ dang ky: Cong ty Co phan Dirge - Vat Tir y te Ngh? An (Dja chi: So 68, duong Nguyen Sy Sach, phudng Hung 

Phuc, thanh pho Vinh, tinh Nghe An, Vipt Nam)
2.1. Cor so sin xuat: Cong ty Co phan Dupe - Vat tu y te Nghp An (Dia chi: So 68, duong Nguyen Sy Sach, phuong Hung 
Phuc, thanh pho Vinh, tinh Ngh? An, Vipt Nam) ___________________________________________________

■kit

893110700624
(VD-30975-18)

Hpp 10 vi x 10 vicn, 
Hpp 3 vi x 10 vien

NSX 24Alpha chymotrypsin 
(tuemg ung vdi 
Alpha chymotrypsin 
4200 don vj USP) 
4,2mg

Vien nen 
phan tan

Alpharusa2

3. Co so ding ky: Cong ty co phan Dupe - Vat tu y te Thanh H6a (Dja chi: So 232, Trin Phu, phuong Lam Son, Thanh 
pho Thanh Hoa, tinh Thanh Hoa, Viet Nam)
3.1. Co sir sin xuat: Cong ty co phan duyc - vat tu y te Thanh Hoi (Dja chi: So 04 duong Quang Trung, phuong Ngpc 
Trao, thanh pho Thanh Hoa, tinh Thanh Hoa, Vipt Nam)

Thuoc com NSX 36 893100700724
(VD-29961-18)

Hpp 25 goi x 3g; 
Hpp 30 g6i x 3g

Kem (duoi dang 
Kem gluconat 70mg) 
lOmg

Saprozin3

Thuoc bpt 
pha hon djeh 
uong

36 893100700824
(VD-26372-17)

1Hpp 10goi x l,5g; 
Hpp 20 goi x l,5g; 
Hpp 30 g6i x l,5g

NSXParacetamol 120mgThepacol 1204

4. Co so ding ky: Cong ty co phan dupe ATM (Dja chi: VP 26, ting 26 toa clip, 110 Trin Phu, Phuong M6 Lao, quan Hi 
Dong, thanh pho Ha Npi, Vipt Nam)
4.1. Cor so sin xuat: Cong ty co phan dupe vat tiry te Hii Duong (Dia chi: So 102 Chi Lang, phufrng Nguyen Trai, thanh 
pho Hai Duong, tinh Hai Duong, Vipt Nam) _________________________________________________________

893110700924
(VD-28776-18)

Hpp 1 Ip x 5m); Hpp 
1 Ip x 8ml; Hpp 1 Ip 
x 10ml

NSX 36Dung dich 
nho mit, nho

Lp 5ml chua: 
Dexamethason 
phosphat 5mg; 
Ofloxacin 15mg

Cinepark -D5

tai

5. Co so ding ky: Cong ty Co phan Dupe Danapha (Dja chi: 253 Dung ST Thanh Khe, phuong Thanh Khe Tay, qupn 
Thanh Khe, thinh pho Di Nang, Vipt Nam)
5.1. Co so sin xuat: Cong ty Co phan Dupe Danapha (Dja chi: 253 Dung St Thanh Khe, phuong Thanh Khe Tay, qu£n 
Thanh Khe, thinh ph6 Di Ning, Vipt Nam)
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Ten thuoc Hoat chat chinh - 

H^m Iirgng
Tuoi $6 dang ky 

gia ban 
(So dang ky 

da cdp)

SdDang b4o Quy cich d6ng gdi TiSu
chuan

STT
Ianche thp

(thing) gia
han

(3) (4) (5) (6) (7) (8) (9)(1) (2)
Vitamin C 500mg Ascorbic acid 500mg Vien nang 

cung
Hop 2 vi x 10 vien. 
Hop 10 vi x 10 vien, 
Hop 50 vi x 10 vien, 
Chai 100 vien

NSX 24111 893110711524
(VD-25790-16)

1

37. Cor sd’ dang ky: Cdng ty c6 phan diryc pham Truing Thp (Dja chi: So 93 Linh Lang, phuong C6ng Vj, quan Ba Dinh, 
thanh ph6 Hi Noi, Viet Nam)

37.1. Or so1 san xuat: Cdng ty cb phan durnc pham Hai Phong (EHa chi: So 1 lay Scm, Kien An, Hai Phong, Vi?t Nam)

112 Ospay-Neo Lq 15ml chiia: 
Dexamethason natri 
phosphat 15mg; 
Neomycin sulphat 
75mg; Oxymetazolin 
hydroclorid 7,5mg

Dung djch 
thuoc nho

Hpp 1 1q x 15ml, NSX 24 893110711624
(VD-18376-13)

1

mui

37.2. Co1 so1 san xuat: Cdng ty co phan dtryc pham Trirdug ThQ (Dja chi: L6 Ml, duang N3, khu cong nghi?p Hoa Xa, xa 
L^c Hoa, thanh pho Nam Djnh, tinh Nam Dinh, Viet Nam)

Alpha-Ktal Chymotrypsin (1000 
don vi USP) 4,2mg

Vien n6n113 Hqp 2 vi, 10 vi, 50 
vi x 10 vien, Hgp 2 
vi, 3 vi, 5 vi, 10 vi x 
10 vien

NSX 24 893110711724
(VD-28123-17)

I

114 Paragin 500mg L-Omithin L- 
aspartat 500mg

Vien nang 
mem

Hop 12 vi x 5 vien NSX 36 893110711824
(VD-23066-15)

1

38. Co1 sd1 dang ky: Cdng ty cd phan dirge pham VTnh Phuc (Dia chi: So 777, duang Me Linh, phuang Khai Quang, thanh 
pho Vmh Yen, tinh VTnh Phiic, Vi?t Nam)

38.1. Ca sdf san xudt: Cdng ty cd phdn dirge pham Vlnh Phuc (Dja chi: Thon Mau Thong -P.Khai Quang - TP.VTnh Yen - 
T. VTnh Phuc- Vi?t Nam)

Hop 10 vi x 5 ong x115 Calci clorid Calci clorid dihydrat 
(duai dang calci 
clorid hexahydrat) 
500mg/5ml

Dung djch 
tiem

NSX 36 893110711924
(VD-24898-16)

1
5ml

Hpp 1 vi x 10 ong x 
2ml; Hpp 5 vi x 10 
ong x 2ml

116 Fenidel Piroxicam 40mg/2ml Dung dich 
tiem

NSX 36 893110712024
(VD-28699-18)

1

Hpp 10 vi x 5 ong x 
5ml; Hpp 4 vi x 5 
ong x 5ml

117 Glucose 30% Glucose (duai dang 
Glucose 
monohydrat) 
l,5g/5ml

Dung dich 
tiem

NSX 36 893110712124
(VD-24900-16)

1

118 Vinpoic 200 Acid thioctic 200mg Vien nang 
mem

Hpp 3 vi x 10 vien; 
Hpp 10 vi x 10 vien

NSX 36 893110712224
(VD-30604-18)

1

Hpp 2 vi x 5 ong x 
1ml; Hpp 5 vi x 10 
dngx 1ml

119 Ymph>tonlrhg Phytomenadion 
(Vitamin Kl)
1 mg/1ml

Dung dich 
tiem

NSX 36 893110712324
(VD3-76-20)

1

Hdp 100 ong x 1ml; 
Hpp 2 vi x 10 dng x

120 Vitamin B12 Cyanocobalamin 
500(ig (mcg)/lml

Dung dich 
tiem

DDVN 36 893110712424
(VD-25835-16)

1
V

1ml
Hpp 100 ong x 1ml; 
Hpp 2 vi x 10 ongx

121 Vitamin B6 Pyridoxin
hydroclorid
25mg/lml

Dung djch 
tiem

NSX 24 893110712524
(VD-24912-16)

1

1ml




