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Va‘%DTTg^f!?mn dugc sir quan tarn, ung ho cua Quy So trong thoi gian toi.

Theo Quy4t dinh s6 08/QD-SYT ngay 05/01/2024 cua Quy So, c6ng ty chung toi da 

trung thau san pham vai thong tin nhir sau:

Ten nha san xuatSo dang kyTen san pham

CSSX: Catalent Germany Eberbach GmbH - Due; 
CSDG va xuat xuong: Berlin Chemie AG - Due

ESPUMISAN CAP 

40MG 2x25'S
VN-14925-12

* ^ '
S4n pham Espumisan Capsules co so dang ky VN-14925-12 se het hieu lire ngay*

03/04/2024. Sau do, cong ty A. Mcnarini Singapore Pte. Ltd. da nop ho so dang ky lai cho san 

phSm nay va da dugc Cue Quan ly dugc phe duyet c§p so dang ky mdi 400100083623 ngay 

03/04/2023 de thay the cho so dang ky VN-14925-12:
*

So dang ky gia 
han moi Nh^ san xuat

•>
Ten san pham So dang ky cu

CSSX: Catalent Germany Eberbach 
GmbH - Due; CSDG va xuat xuong: 
Berlin Chemie AG - Due

ESPUMISAN 
CAP 40MG 
2x25'S

VN-14925-12400100183623

Chung toi xin cam kei san pham Espumisan Capsules voi so dang ky cu VN-14925-12 

va moi 400100083623 la mot. Tat ca cac thong tin ve san pham deu khong thay doi: Cung
, f 9 r

cong thuc bao che; Cung quy trlnh san xuat; Cung tieu chuan chat lugng nguyen lieu; Cung 

tieu chuln chat lugng thuoc thanh pham; Cung ten thuoc, cung nha san xuat.

RSt mong nhan dugc sir chap thuan va xem xet cua Quy So.

Xin tran trong cam on va kinh chao./.
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Ncri nhan: 
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HaNoi, ngay03 ihcmgOAndm 202326 /QD-QLD

/ QUYJET BEVH
Ve vice ban hanh danh itiuc 182 thude nuoc ngoai 

duoc gia ban giay dang ky luu hanh tai Viet Nam - Dot 113

L?.p hoSlS

cue TRU’dNG cue QUAN LY DI/O'C
Can cu LuatDicoc so 105/2016/QH13 ngdy 06/4/20]6;
Can etc Nghi dmh so 95/2022/ND-CP ngdy 15/11/2022 ciia Chink phu quy 

dinh chuc nang, nhiem vu, quyen hqn vd ca can to chtrc cua Bo Y te;
Can cu Quyet dinh so 7868/QD-BYT ngdy 28/12/2018 cua Bo truemg Bo Y 

te quy dinh chuc ndng, nhiem vu, quyen hqn vd ca cdu to chuc cua Cue Quart ly 
Duqc thude Bo Y te;

Can cu Thong tu s6 08/2022/TT-BYT ngdy 05/09/2022 cua Bo truemg Bo Y 
te quy dinh viec dang ky lieu hanh thude, nguyen lieu lam thude;

Can cu y kien cua Hdi dong tu van cap gidy dang ky lieu hanh thude, [/s| 
nguyen lieu lam thude - Bd Y te;

Theo de nghi cua Truangphdng Dang ky thude - Cue Qudn ly Duqc.
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QUYET DINH:

Bieu 1. Ban hanh kem theo Quyet dinh nay danh muc 182 thuoc nuoc 
ngoai dirge gia han giay dang ky liru hanh tai Viet Nam - Dot 113, bao gom:

1. Danh muc 166 thuoc nuoc ngoai duoc gia han giay dang ky luu hanh 
hieu lire 05 nam - Dot 113 (tai Phu luc I khn theo).

t *

2. Danh muc 12 thuoc nuoc ngoai duoc gia han giay dang ky luu hanh 
hieu luc 03 nam - Dot 113 (tai Phu luc 11 kem theo).

3. Danh muc 04 thuoc nuoc ngoai duoc gia han giay dang ky luu hanh 
den 31/12/2025 - Dot 113 (tai Phu luc 111 kem theo).

Bieu 2. Co so san xuat va ca sa dang ky thuoc co trach nhiem:
* f '

1. Cung cap thuoc vao Viet Nam theo dung cac ho sa tai lieu da dang ky 
vdi Bo Y te va phai in hoac dan so dang ky dugc Bg Y te cap len nhan thuoc.

2. Chap hanh diy du phap luat cua nuoc CHXHCN Viet Nam va cac quy 
dinh cua Bg Y te ve nhap khau thuoc va luu hanh thuoc tai Viet Nam, neu co bat 
cu thay d6i gi trong qua trinh luu hanh thuoc a nuac sa tai va a Viet Nam thi 
phai bao cao ngay cho Cue Quan ly Dugc - Bg Y te Viet Nam.

* / r

3. Thuc hien viec cap nhat tieu chuan chat lugng cua thuoc theo quy dinh
i
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tai Thong tir so 11/2018/TT-BYT ngay 04/5/2018 cua Bo truang B6 Y tS quy
'y f f r *

dinh ve chat luong thuoc, nguyen lieu lam thuoc.
4. Thuoc dugc gia han giay dang ky luu hanh tai Quyet dinh nay nhung 

chua nop ho so cap nhat noi dung nhan thuoc, ta hirdng dan sii dung thuoc theo 
quy dinh tai Thong tur 01/2018/TT-BYT ngay 18/01/2018 cua B6 tnrdng Bo Y
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te thi phai thuc hien viec cap nhat theo quy dinh tai diem b Khoan 1 Dieu- 37 
Thong tu so 01/2018/TT-BYT trong thoi han 12 thang ke tu ngay dugc gia hah 
giay dang ky luu hanh.

5. Sau 12 thang ke tu ngay ky ban hanh Quy4t dinh nay, cac thudc dugc
r r ^

gia han giay dang ky luu hanh tai Quyet dinh nay co thay doi ve noi dung hanh
\ O' ~ M 7

chmh {bao gom cd mdu nhdn vd to huong dan sic dung) phai nhap khau, luu 
hanh voi cac noi dung da dugc phe duyet thay doi trong ho so dang ky gia han.

r x 7

6. Phoi hgp vdi cac co so dieu tri de thuc hien theo dung cac quy dinh
x r

hien hanh ve thuoc ke dom, theo doi an toan, hieu qua, tac dung khong mong
* r x

muon cua thuoc tren ngudi Viet Nam va tong hgp, bao cao theo quy dinh tai 
DiSu 5 Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 cua Bo truang Bo Y tS
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quy dinh viec dang ky luu hanh thuoc, nguyen lieu lam thuoc doi vdi cac thuoc
r

thuoc Danh muc tai Phu luc II ban hanh kem theo Quyet dinh nay.
X

7. Co sd dang ky phai dam bao duy tri dieu kien boat dong cua cor sd dang 
ky trong thdi gian hieu luc cua giay dang ky luu hanh thuoc, nguyen lieu lam

r x

thuoc. Trong trudng hgp khong con dap ung dii dieu kien boat dong, ca sd dang 
ky phai co trach nhiem thuc hien thay doi ca sd dang ky theo quy dinh tai Thong 
tu so 08/2022/TT-BYT ngay 05/9/2022 cua Bo trudng Bo Y te trong thdi han 30
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ngay ke tir ngay ca sd dang ky khong con du dieu kien boat dong.
r r x

8. Ca sd dang ky thuoc phai bao cao Bo Y te ve cap nhat tinh trang dap 
ung Thuc hanh tot san xuat cua ca sd san xuat thudc, nguyen lieu lam thudc.

r \ r f

Truong hgp ca sd san xuat bi thu hdi giay phep san xuat hoac khong dap ung 
Thuc hanh tot san xuat thudc, nguyen lieu lam thudc d nude sd tai, ca sd phai 
thuc hien viec bao cao trong thdi han 15 ngay ke tu ngay cd thong bao cua ca 
quan quan ly co tham quyen nude sd tai theo quy dinh tai diem d khoan 1 Didu 
100 Nghi dinh sd 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi 
tiet mot sd dieu va bien phap thi hanh Luat Dugc.

9. Doi vdi thudc cd sd thu tu 29 tai Phu luc I cd de nghi thay ddi mlu
** X

nhan, hudng dan sir dung trong hd so dang ky gia han: Ca sd dang ky thuc hien
X ? (W Aal

thu tuc de nghi thay ddi mau nhan, td hudng dan su dung theo hinh thuc dang ky 
thay ddi bd sung sau khi Quyet dinh nay cd hieu luc.

Dieu 3. Cac thudc dugc gia han giay dang ky luu hanh tai Quyet dinh nay 
dugc tiep tuc su dung sd dang ky da cap trude khi gia han trong thdi han tdi da 
12 thang ke tir ngay dugc cap sd dang 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 cd hieu luc ke tu ngay ky ban hanh.
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Bieu 5. Giam doc Sd Y te cac tinli, thanh pho true thugc trung uong, giim 
doc nha sail xuat va ca sd dang ky cd thude tai Dieu 1 chiu trach nhiem thi hanh

f

Quyet dinh nay./.

CUC TRU ONGNo'i nhan:
- Nhir Dieu 5;
- Bo ti irdug (de b/c);
- TTr. 06 Xuan Tuycn (de b/c);
- Cue Quan Y - Bp Quoc phong, Cue Y te - Bp Cong 
an; Cue Y te GTVT - Bp Giao thong van tai; T6ng 
Cue Hai quan - Bp TM chmh;
- Bao hilm Xa hoi Viet Nam;
- Bp Y ti: Vu PC, Cue QLYDCT, Cue QLKCB, 
Thanh tra Bp.
- So Y te cic tinh, th&nh pho true thupc Trung ucmg;
- Vien KN thu6c TG, Vien KN thu6c TP. HCM;
- T6ng Cong ty Duerc VN-CTCP; CAc C6ng ty XNK 
dupe phlm;
- Gic B6nh vien & Vien co giuong benh true thupc 
BYF;
- Cac phong Cue QLD: QLGT, QLKDD, QLCLT, 
PCTTra, VP Cue; Website Cue QLD.
- Luu: VT, DKT (10b).
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Vu Tuan Cuong
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Phu luc II

DANH MUC 12 THUOC NU*OC NGOAI DlTOC GIA HAN GIAY BANG KY LUtl HANH
TAI VIET NAM HIEU LU’C 3 NAM - BOX 113

(Ban harih kem theo quyet dmhsd: .226....../QD-QLD, ngay 0.3../0.4./2.023cwa Cue Quart ly Duac)

Tuoi So dang ky 
gia ban 

(So dang ky 
da cap)

Ten thuoc Hoat chat chmh 
- Ham Itrong

SoQuy each 
dong goi

Tieu•*
chuan

Dang 
bao che

STT
Iantho

(thang) gia
ban

(5) (7)(4) ' (6) (8) (9)(1) (2) (3)
1. Co* so1 dang ky: A.Menarini Singapore Pte. Ltd. (Dia chi: 30 Pasir Panjang Road, #08-32 
Mapletree Business City, Singapore (117440), Singapore)
1.1. Co* sfr san xuat: Catalent Germany Eberbach GmbH (Cor sor dong goi va xuat xtromg: Berlin 
Chemie AG (Bia cbi: Glienicker Weg 125, 12489 Berlin, Germany)) (Dia chi: Gammelsbacher 
Strasse 2 - 69412 Eberbach, Germany)

Simethicone
40mg

Vien
nang
mem

Hop 2 vi x 
25 vien

NSX 36 400100083623 
(VN-14925-12)

Espumisan
Capsules

011

cy: APC Pharmaceuticals and Chemical Ltd. (Dia chi: Flat/RM 1003, 10/F, Bank2. Co’ sot dang
of East Asia, Harbour View Centre, 56 Gloucester Road, Wan Chai, Hong kong)
2.1. Co1 sor san xuat: RV Lifesciences Limited (Dia chi: Plot No. H-19, MIDC, Wahtj, Aurangabad-
431133, Maharashtra State, India)

Sofuvir Sofosbuvir
400mg

Vien nen 
bao phim

Hop 1 Lo 
x 28 vien

NSX 24 890110083723
(VN3-105-18)
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!■ 3. Cor so* dang ky: Cong ty TNHH Binh Viet Due (Dia chi: 62/36 Truong CongDinh, Phudng 14, 
' Quan Tan Binh, Thanh phd Ho ChiMinh, Viet Nam)

■ 3.1. Co’so’san xuat: Siegfried Hamcln GmbH (Dia chi: Langes Feld 13, 31789 Haineln, Germany)

Alfentanil (diroi 
dang Alfentanil 
hydrochlorid) 

v5mg/10ml

Hop 10 
ong x 
10ml

NSX 243 Alfentanil-
hameln
0.5mg/ml

Dung
dich
thuoc
tiem/tiem
truyen

400111083823
(VN3-39-18)

01

4. Co so’dang ky: Cong ty TNHH DiracphamPhuc Binh An (Dia chi: 1025/14H CdchMgng Thang 
Tam, Phudng 7, Quan Tan Binh, Tp. Ho ChiMinh, Viet Nam)
4.1. Co- so’ san xuat: Pharmavision San. Ve Tic. A.S (Dia chi: Davutpasa Cad, No:145, 34010, 
Topkapi, Istanbul,, Turkey)

4 Zebacef
300mg

Cefdinir 300mg Vien nen Hop 1 vix 
bao phim 10 Vien

NSX 36 868110083923 01
(VN-19836-16)

5. Co’ sor dang ky: Cong ty TNHH Johnson & Johnson (Viet Nam) (Dia chi: Tang 12, Tod nhd 
Vietcombank, So 5 Cong truong Me Link, Phudng Ben Nghe, Quan 1, Thanh phd Ho Chi Minh, Viet 
Nam)

r

5.1. Co* sor san xuat: Janssen Cilag S.P.A. (Dia chi: Via C. Janssen (Loc. Borgo S. Michele) - 04100 
Latina (LT), Italy)
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