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^jhan Dirac Pham Thiet Bi Y te Ha Noi xin giri loi chao tran trong t6i Quy Sa Y te.

CSn cur quyet dinh tning thau so 08/QB-SYT ngay 05/01/2024 ve viec phe duyet ket qua lira chpn 
nha thau Goi so 01: Goi thau thuoc Generic va vie xin nSm 2023, cong ty chung toi c6 ky hop dong va
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cung ung den cac co so y te true thuoc Quy So Y te san pham Dysport;

Can cu Quyet djnh so 308/QD-QLD ng£y 14/05/2024 cua Cue Quan Ly Du(?c ve vice ban hanh Danh 
muc 40 vie xin, sinh pham dugc cap, gia han giay dang ky luu hanh tai Viet Nam - Dot 50;

Chung toi xin thong bao ve viec gia han so dang ky cua thuoc Dysport, cu the nhu sau:
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Theo Khoan 24 Diiu 1 thong tu 06/2023/TT-BYT ngay 12/3/2023 v£ viec sua d6i khoan 6 Biaui^&rt 

37 Thong tu 15/2019/TT-BYT ngay 11/7/2019 hudmg dan ve viec chu dau tu duoc xem xdt de nha thau thay 
the thuoc, cu the:

“b) Thay doi so giay ddng ky luu hanh hoac duoc cap giay phep nhap khau m&i nhung ede thong tin 
khde khong thay doi (ten thuoc, co so san xuat, tuoi thp cua thuoc, tinh dap ung nguyen tdc, tieu chuan 
GMP cua co so san xuat, tieu chuin chat lupng; rieng tieu chuan chat lupng cua thuoc thay the cd thi 
thay doi nhung khong duoc thdp hon tiiu chuan chdt luong cua thuoc da trung thdu hoac da chao trong 
ho so du thdu hoac tiiu chudn chdt luong thuoc duoc cap nhat phien ban m&i cua dupe diin). Rieng 
thuoc biet duoc goc, sinh pham tham chieu khi thay doi so giay dang ky luu hanh hoac duoc cap giay phep 
nhap khau moi thi thong tin thay doi phai duoc Bp Y te cong bo trong Danh muc thuoc biet dupe goc, sinh 
pham tham chieu; ”

Cong ty xin dinh kern quyet dinh so 308/QD-QLD ngay 14/05/2024 cua Cue Quan ly Duoc, kinh mong 
Quy So Y te xem xet de chung toi cung ung thuoc Dysport so dang ky gia han 500414305024 thay the cho 
san pham Dysport s6 dang ky QLSP-1016-17.

Xin tran trong cam on!

So dang ky da cap: 
QLSP-1016-17

Clostridium 
botulinum type 
A toxin - 
Hacmagglutinin 
complex

BqI pha 
dung 
dich 
tiem

Ipsen Biopha 
Limited - Al1 Dysport Hop 1 Ip 500U Lp

So dilng ky gia ban: 
500414305024 2
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PHV LUC: DANH M^C THU6C GENERIC NGHITHAY D6l S6 DANG KY
(Kem theo Cong van so }554/CV/2024/HPC-HCM ngay 18 thang 12 nam 2024)
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CONG HOA XA HOI CHU NGHlA Vl£ 
Doc lap - Tv do - Hanh phuc

S6: 308 /QD-QLD HaNqi, ngay 14 ihang 05 nam 202\

quy£t dinh
Ve vice ban hanh Danb muc 40 vie \in, sinh pham 

dv^c cap, gia ban giay dang ky liru hanh tai Viet Nam - f)<yt SO

eye triTong eye quan ly di/oc
Can cu Luat Dupe sd 105/2016/QH13 ngay 06/4/2016;
Can cu Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy dinh 

chuc ndng, nhiem vu, quyen han va ca cdu to chuc cua Bo Y te;
Can cu Thong tu so 08/2022/TT-BYT ngay 05/09/2022 cua Bo tru&ng Bo Y te quy 

dinh viec dang ky luu hanh thuoc, nguyen lieu lam thuoc;
Can cu Quyet dinh so 1969/QD-BYT ngay 26/4/2023 cua Bo truemg Bo Y te quy 

dinh chuc ndng, nhiem vu, quyen han vd co cdu to chuc cua Cue Quan ly Dupe thuoc Bp 
Ytk;

o;
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Can cu kit ludn cua Hoi dong tu van cap gidy dang ky luu hanh thuoc, nguyen 
lieu lam thuoc - Bp Y te;

Theo de nghi cua Trupng phong Dang ky thuoc, Cue Quan ly Dupe.
QUYfiT DINH:

•. * W +

Bieu 1. Ban hanh kem theo Quyet dinh nay Danh muc 40 vac xin, sinh pham duoc 
cap, gia han giay dang ky liru hanh tai Viet Nam - Dot 50, bao gdm:

1. Danh muc 01 sinh pham duac cap giay dang ky liru hanh hieu lire 05 nam - Dot 
50 (Phu luc 1 kem theo Quyet dinh nay).

2. Danh muc 08 vie xin, sinh pham duoc cip giay dang ky liru hanh hieu lire 03 
nam - Dot 50 (Phu luc 11 kem theo Quyet dinh nay).

3. Danh muc 22 vie xin, sinh pham dugc gia han giay dang ky liru hanh hieu lire 
05 niim - Dot 50 (Phu luc III kem theo Quyet dinh nay).

4. Danh muc 09 sinh pham duoc gia han giiy dang ky liru hanh hifu l\rc 03 nam - 
Dot 50 (Phu luc IV kem theo Quyet dinh nay).

Bieu 2. Co so san xuat va co sd dang ky thuoc co trach nhiem:
1. San xuit, cung cap thuoc vao Viet Nam theo dung cac ho so, tai lieu da dang ky 

vdi Bo Y te va phai in so dang ky duoc Bp Y te Viet Nam cap len nhan thuoc.
2. Chap hanh day du phap luat cua Viet Nam va cac quy dinh cua Bp Y te ve san 

xuit, nhap khau thuoc va luu hanh thuoc tai Viet Nam, neu cd bat cu thay ddi gi trong 
qua trinh luu hanh thuoc d nude sd tai va d Viet Nam thi phai bao cao ngay cho Cue 
Quan ly Dupe - Bp Y te Viet Nam.

3. Thuc hien viec cap nhat tieu chuan chat lupng cua thuoc theo quy dinh tai 
Thong tu so 11/2018/TT-BYT ngay 04/5/2018 cua Bp trudng Bp Y te quy djnh ve chit 
lupng thuoc, nguyen lieu lam thuoc, Thong tu so 03/2020/TT-BYT ngay 22/01/2020 cua 
Bp trudng Bp Y te sua ddi, bo sung mpt sd dieu cua Thong tu 11/2018/TT-BYT quy dinh 
ve chat lupng thude, nguyen lieu lam thuoc.



4. Cap nhat nhan thuoc, ter huomg din su dung thuoc theo quy dinh tai Thong tir s6 
01/2018/TT-BYT n^ay 18/01/2018 cua Bp tnrcmg Bp Y te quy dinh ghi nhan thude, 
nguyen lieu lam thuoc va to huong dan sii dung thuoc trong thoi han 06 thang ke tu ngay 
ky ban hanh Quyet dinh nay, theo hinh thuc thay doi, b6 sung giay dang ky liru hanh 
thude quy dinh tai Thong tu so 08/2022/TT-BYT d6i vdi thuoc chua cap nhat npi dung 
nhan thuoc, to huong dan su dung thuoc theo quy dinh tai Thong tu so 01/2018/TT-BYT 
cua Bp truong Bp Y te.

5. Sau 12 thang ke tu ngay ky ban hanh Quyet dinh nay, cac thu6c dupe gia han 
giay dang ky luu hanh tai Phu luc III, IV co thay doi ve npi dung hanh chinh (bao gom ca 
mau nhan, to huong dan su dung) phai san xuat (doi vdi vie xin, sinh pMm sin xuat 
trong nude), nhap khau (doi vdi vie xin, sinh pham nhap khlu), luu hanh vdi cac npi 
dung da dupe phe duyet thay doi trong hd so dang ky gia han.

6. Ph6i hop vdi cac co so y te du phong, co so dieu tri de thuc hien theo dung cac 
quy dinh hien hanh ve thuoc ke don, theo doi an toan, hieu qua, tac dung khong mong 
mudn cua thude tren ngudi Viet Nam va tdng hop, bao cao theo cjuy dinh tai Dieu 5 
Thong tu so 08/2022/TT-BYT ngay 05/9/2022 cua Bp truong Bp Y te quy dinh viec dang 
ky luu hanh thuoc, nguyen lieu lam thuoc doi vdi cac thuoc thuoc Danh muc ban hanh 
kem theo Quyet dinh nay.

7. Co so ding ky thuoc phai bao dam duy tri dieu kien boat dong trong thdi han 
hieu luc cua giay dang ky luu hanh thuoc, nguyen lieu lam thuoc. Trong truong hop 
khong con dap ung du dieu kien boat dong, co so dang ky phai co trach nhiem thuc hien 
thay doi co so dang ky theo quy dinh tai Thong tu so 08/2022/TT-BYT ngay 05/9/2022 
cua Bp truong Bp Y te quy dinh viec dang ky luu hanh thuoc, nguyen lieu lam thuoc 
trong thdi han 30 ngay ke tu ngay co so ding ky khong con du dieu kien boat dong.

8. Co so ding ky thuoc phai bao cao Bp Y (Cue Quan ly Dupe) te ve cap nhat tinh 
trang dap ung Thuc hanh tot san xuat cua co so san xuat thuoc, nguyen lieu lam thuoc. 
Truong hop co so san xuat bi thu h6i gily phep san xuat hoic khong dap ung Thuc hanh 
tdt san xult thu6c, nguyen lieu lam thuoc d nude so tai, co so phai thuc hien viec bao cao 
trong thdi han 15 ngay ke tu ngay co thong bao cua co quan quan ly co tham quyen nude 
so tai theo quy djnh tai diem d khoan 1 Dieu 100 Nghi djnh so 54/2017/ND-CP ngay 
08/5/2017 cua Chinh phii quy djnh chi tiet mpt so dieu va bien phap thi hanh Luat Dupe.

9. Thude sd thu tu 1 tai Phu luc IV Quylt dinh nay: sau khi dupe gia han gily 
ding ky luu hanh thuoc, edng ty ding ky phai npp hd so lam sang theo hinh thuc thay 
ddi, bd sung quy dinh tai Phu luc II Thong tu sd 08/2022/TT-BYT de dupe tiep tuc 
xem xet gia han giay dang ky luu hanh cho lan tiep theo.

10. Cac thude sd thu tu 2, 3 tai Phu lye IV Quydt dinh nay: sau khi dupe gia han 
gily ding ky luu hanh thude, edng ty ding ky phai npp hd so lam sang hay edng thuc 
tham chieu theo hinh thuc thay ddi, bd sung quy dinh tai Phu luc II Thong tu sd 
08/2022/TT-BYT dd dupe tiep tuc xem xet gia han giay ding ky luu hanh cho lan tiep 
theo.
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Dieu 3. Cac thuoc dupe gia han giay ding ky luu hanh tai Phu luc III va Phu luc 
IV Quyet dinh nay dupe tiep tuc su dung sd dang ky di cip trude khi gia han trong thdi 
han tdi da 12 thing ke tir ngay dupe cap sd ding ky gia han theo quy dinh tai Phu luc VI 
ban hanh kem theo Thong tu sd 08/2022/TT-BYT.

Dieu 4. Quyet dinh nay co hieu luc ke tir ngay ky ban hanh.



Bieu 5. Giam doc So Y te cac tinh, thanh ph6 true thupc Trung uong va Giam doc 
co so san xuat va co so dang ky co thuoc tai Bieu 1 chju trach nhi£m thi hanh Quyet dinh 
nay./.
Nai nhan:
-Nhir Bieu 5;
- Bp tmang BYT (de b/c);
- Thu truang Bo Xuin Tuyen (de b/c);
- Cue Quan y - Bp Quoc phong, Cyc Y te - Bp Cong an lu( QU 
Cue Y te GTVT - Bp Giao thong van tai; Tong Cyc Hafe 
quan - Bp Tai chinh;
- Bao hiem x§ hpi Vipt Nam;
- Bp Y te: Vy PC, Cue YTDP, Cue KHCN&BT; Cyc 
QLKCB, Thanh tra Bp, Van phong NRA, Van ph6ng 
HBTV cap GBKLH thuoc, NLLT; Trung tam mua sim QG;
- Vipn KBQG VX&SPYT, Vipn VSDTTW;
- Tong Cong ty Dupe VN - CTCP, Cac Cong ty XNK dupe 
pham (xem Website Cue QLD);
- Cac Benh vipn & Vipn co giudng benh trpe thupc BYT;
- Cyc QLD: cac phong QLGT, QLKDD, QLCLT, PCHN,
VP Cyc, Website Cyc QLD;
- Luu: VT, DKT (4b).
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Phu luc in
DANH MUC 22 VAC XIN, SINK PHAM Y TE DlTOC GIA HAN GIAY DANG KY LUtl HANH

TAI VIET NAM HIEU L\fc 5 NAM - DOT 50

(Kent theo quyet dinh so: .30.8...... /QD-QLD, ngay 14./05./.2024cw<3 Cue Quart ly Dirac)

Ten thuoc Hoat chat chmh - 
Ham lirgng

Tuoi So dang ky 
gia h^n 

(So dang ky 
cap)

SoSTT D^ng 
bao che

Quy each 
ddng goi

Tieu
chuan lanth$

(thang) gia
han

111 121 131 111 1*1 161 1Z1 181 121
1. Co* so" d§ng ky: Abbott Laboratories (Singapore) Private Limited (Dia chi: 3 Fraser Street, #23- 
28 DUO Tower Singapore 189352, Singapore)
1.1. Co" so1 san xuat: Abbott Biologicals B.V. (Dia chi co so sdn xudt thdnh phdm: Veerweg 12, 8121 
AA OlsJ, Ha Lan; Dia chi sdn xudt ban thdnh phdm don gia vd tirgid: C.J. van Houtenlaan 36, 1381 CP 
Weesp, Hd Lan)

Moi 0,5ml vac xin 
dura:

A/Darwin/9/2021 
(H3N2)-like strain 
(A/Darwin/9/2021, 
SAN-010) 15mcg 
haemagglutinin, 

A/Victoria/4897/202 
2 (HlNl)pdm09- 

like strain
(A/Victoria/4897/20 
22, IVR-238) 15mcg 

haemagglutinin, 
B/Austria/1359417/ 

2021-like strain 
(B/Austria/135941II 

2021, BVR-26) 
15mcg

haemagglutinin, 
B/Phuket/3073/2013 

-like strain. 
(B/Phuket/3073/201 
3, wild type) 15mcg 

haemagglutinin

Hon dich 
tiem

Influvac
Tetra

1 Hpp 1
xylanh chura 
0,5ml hon

NSX 12 870310304024 
(VX3-1228-21)

1

djeh

$
NH
S'*

am

2. Cor so" dang ky: Cong ty co phan thu’ong mai Dirg"c Hoang Long (Dia chi: So 143, dirong 17A, 
Khu B, An Phu - An Khdnh, phuong An Phu, Quan 2, Thdnh pho Ho Chi Minh, Viet Nam)
2.1. Co" so" san xuat: Biotest AG (Dia chi co so sdn xudt: Landsteinerstrasse 5, D-63303 Dreieich, 
Due);
Cot sot xuat xtro’ng: Biotest Pharma GmbH (Dia chi: Landsteinerstrasse 5, D-63303 Dreieich, Due)

Globulin mien dich 
ngiroi trong do co 
chiia it nhat 96% 

IgG - 50g/l

400410304124
(QLSP-0802-

1Hop 1 lo x 
20ml; Hop 1 
lo x 50ml; 
Hop 1 lo x 
100ml; Hpp 

1 Ip x 200ml

NSX 36Dung 
dich tiem 

truy£n 
tlnh mach

2 Intratect

14)

3. Co* so* d5ng ky: Cong ty co phan Y te ©ire Minh (Dia chi: So 51, ngo 205, ngdeh 323/83, duong 
Xudn Dinh, phuong Xudn Dinh, qudn Bdc TirLiem, thdnh pho Hd Noi, Viet Nam)



3
Ten thuoc Hoat chat chi'nh - 

lirgng
TuoiSTT So d3ng ky 

eia han 
(So ding ky 

d3 cap)

SoDang 
b^o che

Quy each 
d6ng g6i

Tieu
chuan Ianth9

(thing) gia
han

111 (2) 131 (41 151 161 121 181 121

6.1. Co1 so1 san xuat: F. HofTmann-La Roche Ltd. (D}a chi: IVurmisweg, CH-4303 Kaiseraugst, Thuy
SO

$ Kadcyla Trastuzumab 
emtansine lOOmg

Bpt pha 
dung dich 
dam d^c 
de pha 

dung djeh 
tiem 

truyen

Hgp 1 ip NSX 36 760410304724
(SP3-1217-21)

1

9 Kadcyla Trastuzumab 
emtansine 160 mg

Bpt pha 
dung djeh 
dim die 
de pha 

dung djeh 
tiem 

truyen

Hpp 1 Ip NSX 36 760410304824
(SP3-1218-21)

1

6.2. Co* sd’ sin xuat: Chugai Pharma Manufacturing Co., Ltd. (D/a chi co so san xndt: 16-3, 
Kiyohara Kogyodanchi, Utsunomiya City, Tochigi, 321-3231, Nhgt Ban);
6.3. Off so’ d6ng goi: F. HofTmann-La Roche Ltd. (Dia chi: Wurmisweg, 4303 Kaiseraugst, Thuy Si)

10 Hemlibra Emicizumab Dung 
djeh tiem

Hpp 1 Ip x NSX 24 499410304924 
(SP3-1211-20)

1
30mfl/ml 1ml

7. Cff so* dang ky: Ipscn Pharma (Dia chi: 65 Quai Georges Gorse, 92100 Boulogne Billancourt 
Cedex, Phdp)
7.1. Co” so” san xuat: Ipsen Biopharm Limited (Dia chi: Ash Road, Wrexham Industrial Estate, 
Wrexham, CIWYD, LL 13 9UF, Anh)___________ _______________________________________

11 Dysport Clostridium 
botulinum type A 

toxin-
haemagglutinin 
complex 500U

Bpt pha 
dung djeh 

tiem

Hpp 1 Ip NSX 24 500414305024
(QLSP-1016-

1

17)

12 Dysport Clostridium 
botulinum type A 

toxin-
haemagglutinin 
complex 300U

Bpt pha 
dung dich 

tiem

Hpp 1 Ip NSX 24 500414305124
(QLSP-1015-

1

17)

8. Cor scr ding ky: Organon Hong Kong Limited (Dia chi:Unit 48-136, 48/F, Lee Garden One, 33 
Hysan Avenue, Causeway Bay, Hong Kong)
8.1. Corsdrsin xuat:
Cor scr san xuat vi d6ng g6i cap 1: Vetter Pharma-Fertigung GmbH & Co. KG {Dia chi: 
Schutzenstrasse 87 and 99-101,88212 Ravenshurg, Due);
Cot so* d6ng gdi cap 2 vi xuat xtrong: N.V. Organon (Dja chi: Kloosterstraat 6, 5349 AB Oss, Ha 
Lan)_______________ ______________________________ ______________________________

13 Elonva Corifollitropin alfa 
150mcg/0,5ml

Dung 
dich tiem

Hpp chira 1 
xylanh d6ng 
sin 0,5ml vi 
01 kim tiem

NSX 36 400410305224 
(QLSP-1125-

1

18)

14 Elonva Corifollitropin alfa Dung Hpp chua 01 NSX 36 400410305324 1




