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| DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

1384 Gilng WV - Hl Ndi - Vidd Nam
Ted B4 4 I7IR4RUNRARAAT ] - Fax B4 438734758

GIAY PHEP LUU HANH SAN PHAM

. MARKETING AUTHORIZATION
L Ténthube . Bilbroxol Syrup
Name of Drug:
" Thanh phdn chinh, hAm lgng @  Ambroxol hydrochloride 0,9g/150ml
/' Quicachdéng géi,bdoché  :  Hop 1o 150ml; Sird
«\  Packing Size, Dosage form.
| Tiéu chudn chét lugng . NSX
" Quality Specification:
Han ding - .24 thang
Shell- life:
Sé gidy phép luu hanh sdn phém (SBK): VN-17476-13
Marketing Authornization Number:
Sé quyét dinh . 419/QP-QLD Ngay cp: 27/12/2013
Approval Decision Number: Date of Issuance:

Hidu Iyc clia gidy phép luu hanh sdn phdm: co gia tri 05 ndm ké tir ngay clp
EMMHMWM

" Ténco s ding ky KHS Synchemica Corp.

) _ Narme of Marketing Authorzation Hl'.lﬁ#r
-  Diachi < JF, No. 324, Sec. 1, Neuhu Road, Neihu Dist., Taipei
" Address city-11493 - Taiwan, R.O,C
© Tén co s& sdn xuat :  Bilim llac Sanayii Ve Ticaret A.S.
4 Name of Manufacturer. -
“7. Diachi - Gebze Organize Sanayi Bolgesi 1900 sokak, No: 1904
Address: 41480, gebze-Kocaeli - Turkey
Tén co sé& dong goi :
Name of Assembler
Bia chi
Address.

Ha Ngi, ngay 27 théng 12 ndm 2013
cyc CYC QUAN LY DUQC

GEMERAL-D [HE DRUG ADMINISTRATION OF VIETHAM
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Ghi chi: v :‘e"
1- Gidy phép liru hanh san phdm nay dugc clp theo ding hd so § ¢ (¢,

déng ky thudc da duge BY Y th phé duydt
This markebing swthonzation has been rsued in sccormance with the dossar

1 approved by the Vietnarm birustry of Hoakh —
| 2- Bét cir sy thay 81 ndo v ndi dung cla gidy phép phdi duge
[ Cyc Quan Iy duge - BY Y 18 xéc nhin, TRU'ONG QUOC CUONG
- Any varabons of the conlents of the marketing sutharzation are requined o by
o adopied by the Drug Adminisirabon of Vietnam
B — -'..' L — n"‘h,
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o Y e “CUC QUAN LY DUQC Péc lap - Tw do - Hanh phic
Sé: 3 /QP-QLD Ha Ngi, ngay 03 thdang (1ndm?2024
QUYET PINH

'V(“e viéc ban hanh danh myc 231 thudc nwéc ngoai
dwgce cap, gia han giay dang ky luu hanh tai Viét Nam - Dot 117.2

CUC TRUONG CUC QUAN LY DUQC

Can cur Ludt Duoc Sd 105/2016/QH13 ngay 06/4/2016;

Can cur Nghi dinh SO 95/2022/ND-CP ngay 15/11/2022 cua Chinh phi quy dinh
churc nang, nhiém vu, quyen han va co cdu t6 chike ciia Bo Y té;

Can cit Quyét dinh sé 1969/0D-BYT ngdy 26/4/2023 cua Bé truéng Bo Y té quy
dinh c}gd’c nang, nhiém vu, quyén han va co cau t6 chire ciia Cuc Quan ly Duwoc thuoc
Bo Yte;

Can cit Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé triéng B Y té quy
dinh viéc dang ky luu hanh thudc, nguyén liéu lam thudc;

Can cit két lugn cia Hoi dong tw van cdp gidy dang ky leu hanh thudc, nguyén
liéu lam thuéc - B Y té;

Theo dé nghi ciia Treong phong Pdng ky thuée - Cuc Quan 1y Duegc.

QUYET DPINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 231 thudc nudc ngoai
duoc céip, gia han giéy dang ky luu hanh tai Viét Nam - Pgt 117.2, cu thé:

1. Danh muc 01 thudc nude ngoai dugc cap gidy dang ky luu hanh hiéu luc 05
nam - Dot 117.2 (tai Phu luc I kem theo).

2. Danh muc 206 thudc nudc ngoai duge gia han gidy diang ky luu hanh hiéu
luc 05 nam - Dot 117.2 (Phu luc Il kem theo).

3. Danh myc 24 thuéc nude ngoai duoc gia han gidy dang ky luu hanh hiéu luc
03 nam - Dot 117.2 (Phu luc Il kem theo).

Piéu 2. Co sO san xudt va co s¢ dang ky thude co trach nhiém:

1. Cung cap thudc vio Viét Nam theo dung cac ho so, tai liéu da dang ky véi
BO Y té va phai in hodc dan s6 dang ky duoc BO Y té cip 1én nhén thudc.

2. Chap hanh day du phap luat cua nuéc CHXHCN Viét Nam va cac quy dinh
clia Bo Y té vé nhap khau thudc va luu hanh thude tai Viét Nam, néu c6 bét ctr thay
ddi gi trong qua trinh luu hanh thudc & nudc so tai va ¢ Viét Nam thi phai bao cdo
ngay cho Cuc Quan ly Dugc - B0 Y té Viét Nam.

3. Thyc hién viéc cdp nhat tiéu chudn chét luong cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B trudng Bo Y té quy dinh vé chat
luong thude, nguyén lidu 1am thude.

4. Cap nhat nhin thudc va to huéng dan sir dung thude theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo trudng B Y té quy dinh ghi nhan thudc,
nguyén liéu lam thudc va to hudng dan st dung thude theo hinh thic thay ddi, bd sung
gidy dang ky luu hanh thuéc quy dinh tai Théng tu 08/2022/TT-BYT ngay 05/9/2022
cua Bo truong BO Y té ddi vai thude chua cap nhat ndi dung nhan thudc, to huéng dan
sir dung thudc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo
truong Bo Y té.



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

0. Phéi hop vé6i cic co s¢ diéu tri dé thuc hién theo ding cic quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua, tac dung khong mong mudn cua
thudc trén ngudi Viét Nam va téng hop, béo céo theo quy dinh tai Pidu 5 Thong tu s6
08/2022/TT-BYT ngay 05/9/2022 cua Bo trudong Bo Y té quy dinh viée ding ky luu
hanh thudc, nguyén liéu 1am thudc d6i véi cac thude thudc Danh muc tai Phy luc III
ban hanh kém theo Quyét dinh nay.

7. Co s& dang ky thudce phai dam bao duy tri diéu kién hoat dong trong thoi gian
hiéu lyc cua gidy ding ky lIuu hanh thudc, nguyén liéu 1am thubc. Trong truong hop
khong con dap tng du diéu kién hoat dong, co s¢ dang ky phai c6 trach nhiém thyc
hién thay do6i co s¢ dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT ngay
05/9/2022 cta Bo truéng Bo Y té trong thdi han 30 ngay ké tir ngdy co so dang ky
khong con du diéu kién hoat dong.

8. Co so dang ky thudc phai béo cao Bo Y té vé& cap nhat tinh trang dép Gmg
Thuc hanh tot san xuit ciia O 8O san Xudt thuoc nguyén liéu lam thude. Truong hop
O SO san xuat bi thu hoi gidy phep san xuat hodc khong dap tng Thuc hanh tét san
xuat thudc, nguyén liéu lam thudc & nudc sé tai, co s& phai thuc hién viéc bao cao
trong thoi han 15 ngay ké tir ngay c6 thong bao cla co quan quan 1y cé thim quyén
nudc so tai theo quy dinh tai diém d khoan 1 Diéu 100 Nghi dinh sé 54/2017/ND-CP
ngay 08/5/2017 cua Chinh phu quy dinh chi tiét mot sd didu va bién phap thi hanh
Luat Duoc.

Piéu 3. Cac thude dugc gia han gidy dang ky luu hanh tai Quyet dinh nay dugc
tiép tuc str dung s6 dang ky da cap trude khi gia han trong thoi han t6i da 12 thang ké
tir ngay dugc cap s6 dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

Piéu 4. Quyét dinh c6 hiéu luc ké tir ngdy ky ban hanh.

Piéu 5. Giam ddc SO Y té cac tinh, thanh phd truc thudc trung wong, giam déc
nha san xuit va co so ding ky c6 thudc tai Diéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhn: CUC TRUONG
- Nhu Diéu 5; B

- B trudng (dé b/c); A

- TTr. B6 Xuan Tuyén (de b/c); /S cuc \

- Cuc Quan Y - B% Quoc phong, Cuc Y té - Bo Cong an o QUAN) L N

CucY té GTVT - B Giao thong van tai; \ .\ DI ,.--.: ‘/t * /
- Tong Cuc Hai quan - B6 Tai chinh; Ne .

- Bao hiém X& hoi Viét Nam; ,w*’

- BO Y t& Vu PC, Cuc QLKCB, Thanh tra Bo, Van Vii Tudn Cuong
phong HDTV cép GPKLH thude, NLLT;

-S6 Y té céc tinh, thanh phé truc thudc Trung wong;

- Vién KN thude TU, Vién KN thuéc TP. HCM;

- Téng Céng ty Dugc VN-CTCP;

- Cac Cong ty XNK duoc pham;

- Cac Bénh vién & Vién c6 givdong bénh truc thugc BYT;

- Trung tAm mua sim tap trung thudc qudc gia;

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

PCHN, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (2b) (NT).
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DANH MUC 206 THUOC NUGOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH

(Ban hanh kém theo quyét dinh sé: ... 3......./OP-OLD, ngay03../01./2024.ciia Cuc Quan 1y Dirgc)

Phu luc II

TAI VIET NAM HIEU LUC 5 NAM - POT 117.2

STT | Tén thuéc | Hoat chat chinh | Dang | Quycach | Tiéu | Tuoi S6 ding ky S6
— Ham luwgng bao ché | dénggoi | chuan tho gia han lan
(thang) | (SO dingky | gia
di cap) han
@) 2) (&) “ ) (6) () ®) (&)
1. Co'sé dang ky: Abbott Laboratories (Singapore) Private Limited (Dia chi: 3 Fraser Street, #23-
28 DUO Tower Singapore 189352, Singapore)
1.1. Co so san xuat: Laboratorios Recalcine S.A (Dja chi: Av. Carrascal No 5670, Quinta Normal,
Santiago, Chile)
1 Estraceptin | Vién mau tring Viénnén | Hop 1 vix | NSX 36 780110000224 01
c6 hoat tinh: bao phim | 28 vién, (VN-17085-13)
Desogestrel gom 21
0,15mg , Ethinyl vién mau
estradiol 0,02mg; trang c6
Vién mau vang cé hoat tinh,
hoat tinh: Ethinyl 2 vién
estradiol 0,01mg mau xanh
luc chi
chua ta
duoc, 5
vién mau
vang cd
hoat tinh
1.2. Co sé san xuat: PT. Abbott Indonesia (Pia chi: JI. Raya Jakarta- Bogor Km. 37, Kel. Sukamaju,
Kec. Cilodong, Depok, Jawa Barat, Indonesia)
2 Brufen Ibuprofen Hoén dich Hop 1lox | NSX 36 899100000324 01
100mg/5ml udng 60ml (VN-21163-18)
1.3. Co 6 san xuit: Sophartex (Pia chi: 21 rue du Pressoir, 28500 Vernouillet, France)
3 Hidrasec Racecadotril Vién Hop 2 vix | NSX 36 300110000424 01
100mg 100mg nang 10 vién; (VN-21653-19)
cung Hop 3 vix
10 vién
4 Hidrasec Racecadotril Thude Hop 16 NSX 24 300110000524 01
10mg 10mg/goi bot udng | goi (VN-21164-18)
Infants
5 Hidrasec Racecadotril Thudc Hop 30 NSX 24 300110000624 01
30mg 30mg/goi bot udng | goi (VN-21165-18)
Children

2. Co sé dang ky: Agio Phamaceuticals Limited (Pia chi: A-38, Nandjyot Industrial Estate, Kurla

Andheri Road, Safed Pool, Mumbai Mumbai City Maharashtra 400072, India)

2.1. Co s& san xuit: Agio Phamaceuticals Ltd. (Pia chi: T- 81, 82. M.1.D.C., Bhosari, Pune 411026

Maharashtra State, India)
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STT | Tén thuéc | Hoat chit chinh Dang Quy cach | Tiéu Tuoi S6 ding ky So
—Ham lwong | baoché | dénggéi | chuin | tho gia han lan

(thang) | (SO dangky | gia

da cip) han

@ 2 A (C)) (6] () @) ® ®

42. Co sé dang ky: Cong ty TNHH Novell (Pia chi: 151 Puong so 1, khu dan cw Conic, xd Phong
Phii, huyén Binh Chanh, Thanh phé Ho Chi Minh, Viét Nam)

42.1. Co sé san xuét: Bilim Ilac Sanayii Ve Ticaret A. S. (Pia chi: Gebze Organize Sanayi Bolgesi
1900 Sok.No 1904 Gebze, Kocaeli, Turkey)

99 Ambromed | Ambroxol Sird Hop 1 1o NSX 60 868100010024 01
hydrochloride 150ml (VN-17476-13)
0,9g/150ml

43. Co so ding ky: Cong ty TNHH Nhan Sinh (Pja chi: S6 58 dwong Bau Cdt 7, Phwong 14, Qudn
Tan Binh, Tp.HCM, Viét Nam)

43.1. Co sé san xuat: Balkanpharma-Razgrad AD (Dja chi: 68, Aprilsko vastanie Blvd., 7200
Razgrad, Bulgaria)

100 | Fungocap Fluconazole Vién Hop 01 vi | NSX 48 380110010124 01
200mg 200mg nang x 01 vién; (VN-21828-19)
capsules, cung Hop 01 vi
hard x 07 vién;

Hop 01 vi
x 10 vién;
Hop 02 vi
x 10 vién;
Hop 03 vi
x 10 vién
101 | Lozibin Azithromycin Vién Hop 1 vix | NSX 24 380110010224 01
500mg (dudi dang nang 03 vién (VN-21826-19)
Azithromycin cliing
dihydrat) 500mg
44. Co s6 diang ky: Cong ty TNHH phat trién dwge pham Minh Quén (DPja chi: S6 48 Phan Vin
Tri, phiong Quoc Tir Gidm, quin Pong Pa, Thanh phé Ha Ngi, Viét Nam)
44.1. Co s& san xuat: URSAPHARM Arzneimittel GmbH (Pja chi: Industriestrafie 35, 66129
Saarbriicken, Germany)

102 | Ofloxacin- | Ofloxacin 3mg/ml | Dung Hop gom NSX 24 400115010324 01
POS dichnho | 11¢ chira (VN-20993-18)
3mg/ml mat Sml

45. Co sé diang ky: Cong ty TNHH Thwong mai Dwgc pham Pong Phwong (Pia chi: 51, Puong
s6 30, Phwong Tan Phong, Qudn 7, Thanh phé Ho Chi Minh, Viét Nam)

45.1. Co sé san xuit: Medica Korea Co., Ltd (Pia chi: 96, Jeyakgongdan 4-gil, Hyangnam-eup,
Hwaseong-si, Gyeonggi-do, Korea)

103 | Bamebin Bambuterol HClI | Viénnén | Hop 3 vix | NSX 24 880110010424 | 01
tablet 10mg 10 vién; (VN-19629-16)

Lo 30 vién
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¥ e CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phiic
S6: 62 /QP-QLD Ha Ngi, ngay 08 thang 02 ndm 2023
QUYET PINH

vé vi€c cong bo Danh muc thudc, nguyén li€u lam thudc c6 glay dang ky luu
hanh dwoc tiép tuc sir dung theo quy dinh tai khoan 1 Piéu 3 Nghi quyét s6
80/2023/QH15 ngay 09/01/2023 ciia Quéc hoi (Pot 1)

CUC TRUONG CUC QUAN LY DUQC

Can cu Nghi quyet 6 80/2023/QH15 ngay 09/01/2023 ciia Qudc hdi vé viéc
tlep tuc thuc hién mot so chinh sach trong phong, chong dich COVID-19 va su dung

gidy dang ky luu hanh thude, nguyén liéu lam thuoc hét thoi han hiéu luc tir ngdy
01/01/2023 deén ngay 31/12/2024;

Can cit Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chitc ndng, nhiém vu, quyén han va co cdu t6 chirc ciia B Y té;

Cdan cir Quyét dinh so 7868/0P- -BYT ngay 28/12/2018 cua B¢ truong Bo Y
té quy dinh chirc nang, nhiém vy, quyén han va co cdu t6 chire cia Cuc Quan Iy
Duegc thuje Bo Y té;

~ Can cik Cong van s6 429/BYT-QLD ngdy 01/02/2023 cia B¢ Y té vé viéc
trién khai thuc hién Piéu 3 Nghi quyét so 80/2023/QH15;

Theo dé nghi ciia Truéng phong Pang ky thuéc, Cuc Quan 1y Duorc.
QUYET PINH:

Piéu 1. Cong bd kém theo Quyét dinh nay Danh muc thudc, nguyén liéu 1am
thudc c6 gidy dang ky luu hanh duogc tiép tuc sir dung tir ngay hét hiéu luc dén hét
ngay 31/12/2024 theo quy dinh tai khoan 1 Piéu 3 Nghi quyét s6 80/2023/QH15
ngay 09/01/2023 ctia Qudc hoi (Dot 1), cu thé nhu sau:

1. Danh muc thudc, nguyén liéu 1am thudc san xuit trong nudc dugc cong bd
tai Phu luc I kém theo Quyét dinh nay.

2. Danh muc thudc, nguyén liéu lam thude san xuét tai nudc ngoai dugc cong
b6 tai Phu luc II kem theo Quyét dinh nay.

3. Danh muc véc xin, sinh phém duoc cong b6 tai Phu luc I kém theo Quyét
dinh nay.

Piéu 2. Danh muc thudc, nguyén li¢u lam thudc duoc cong b6 tai Piéu 1 dugc
dang tai trén Cong thong tin dién tir ciia Bo Y té tai dia chi: https://moh.gov.vn/home,
Trang thong tin dién tir cua Cyc Quan ly Duoc tai dia chi: https:/dav.gov.vn va dugc
tiép tuc cap nhat, bo sung tai cac dot cong bd tiép theo.

Théng tin chi tiét ctia timg thude, nguyén lidu lam thude dugc tra ctru theo sd dang
ky cong bo trén trang thong tin dién to cua Cuc Quan ly Dugc tai dia chi
https://dichvucong.dav.gov.vn/congbothuoc/index.




Piéu 3. Truong hop thudc, nguyén liéu lam thude da thuc hién thay doi, bd
sung trong qua trinh lru hanh hodc c¢6 dinh chinh, sira d6i thong tin lién quan dén
gidy dang ky Ivu hanh d3 dugc cip, doanh nghiép xuét trinh van ban phé duyét hodc
xac nhan cia Cuc Quan ly Dugc vdi cac co quan, don vi lién quan dé thue hién cac
thu tuc theo quy dinh phap luat.

Piéu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 5. Giam dbc SO Y té cac tinh, thanh phd tryc thude Trung wong, Giam
doc co s& san xuat va co s¢ dang ky c¢é thudce, nguyén li€u lam thuée duge cong bo
tai Bi€u 1 chiu trach nhi€m thi hanh Quyét dinh nay./.

Noi nhdn: ~ 17> CYUCTRUONG
- Nhu biéu 5; S ~..\

- BT. Pao Hong Lan (dé ble); C .;_ ~ \Ca)\ M

- TT. D4 Xuan Tuyén (de b/c); (S Qu A D "//7&“ -
- Cuc Quany - Bo Qudc phong, Cuc Y té - B6 Cong an;| JOY

-Cuc Y t¢ GTVT - Bo Giao thong van tai; \

- Tong Cuc Hai quan - Bg Tai chinh; NS .
- Bao hiém xa hoi Viét Nam; ' Vu Tuan Cudng
-Bo Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra

B9, Vin phong Bo;

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

- Téng Cong ty Duge Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 giuong bénh tryc thude B Y té;

- Trung tdm mua sam tap trung thudc quoc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCTTra, P.QLGT;

Website Bo Y té; Website Cuc Quéan ly Dugc;

- Luu: VT, BKT.




Phu luc 11

DANH MUC THUOC, NGUYEN LIEU LAM THUOC NUOC NGOAI CO GIAY PANG KY LUU
HANH PUQC TIEP TUC SU DUNG TU NGAY HET HIEU LUC PEN HET NGAY 31/12/2024
THEO QUY PINH TAI KHOAN 1 PIEU 3 NGHI QUYET SO 80/2023/QH15 NGAY 09/01/2023

CUA QUOC HOQI (PQT 1)

(Ban hanh kém theo Quyét dinh ségy /OP-QLD ngays / oo/ 2023cta Cuc Qudan 1y Duwoc)

(*) Ghi chii: Cdc thuéc khdc dép ving yéu cau tai Nghi quyét 80/2023/QH15 dang dwoc tiép tuc
cdp nhdt, bo sung tai cdc dot Quyét dinh tiép theo.

STT  |S6 diing ky Tén thudc Co sé ding ky Co sé san xuit
1 VN-15725-12  [0.9% Sodium B. Braun Medical Industries B. Braun Medical Industries
Chloride Intravenous |Sdn. Bhd. Sdn. Bhd.
Infusion B.P.
2 VN-16752-13  [0.9% Sodium Chi nhanh Céng ty cb phan Euro-Med Laboratoires Phil.,
Chloride Solution for |dugc phim Trung Uong Inc
L.V. Infusion Codupha Ha Noéi
3 VN-15226-12  [10% Glucose B.Braun Medical Industries B.Braun Medical Industries
Intravenous Infusion |Sdn. Bhd. Sdn. Bhd.
B.P.
4 VN-15227-12  [20% Glucose B.Braun Medical Industries B.Braun Medical Industries
Intravenous Infusion |Sdn. Bhd. Sdn. Bhd.
B.P.
5 VN-14667-12  |5% Dextrose in water |Chi nhanh Cong ty ¢ phan Euro-Med Laboratoires Phil.,
solution for dugc pham Trung Uong Inc
intravenous infusion [Codupha Ha Noi
6 VN-15228-12  |5% Glucose B.Braun Medical Industries B.Braun Medical Industries
Intravenous Infusion |Sdn. Bhd. Sdn. Bhd.
B.P.
7 VN-17422-13 |5-Fluorouracil Novartis (Singapore) Pte.Ltd Ebewe Pharma
"Ebewe" Ges.m.b.H.Nfg. KG
8 VN-15842-12 |AB Ausbiobone Cong ty TNHH dugc pham Probiotec Pharma Pty., Ltd.
Théng Loi
9 VN-20441-17 |Abbsin 200 Coéng ty TNHH dugc pham DO |OU Vitale-XD (noi san xuat
HA Vitale Pringi)
10 VN-20442-17  |Abbsin 600 Cong ty TNHH dugc pham DO |OU Vitale-XD (noi san xudt
HA Vitale Pringi)
11 VN-17095-13 |Abernil 50mg Medochemie Ltd. Medochemie Ltd — Central
Factory
12 VN-20696-17 |[Aceclonac Cong ty TNHH DP Béach Viét |Rafarm S.A.
13 VN-19820-16 [A-Cnotren Cong ty c6 phan BT Viét Nam |G.A Pharmaceuticals S.A.
(GAP S.A)
14 VN-18806-15 |Acular Allergan Singapore Pte. Ltd. Allergan Pharmaceuticals
Ireland
15 VN-15194-12 |Acuvail Allergan Singapore Pte. Ltd. Allergan Sales, LLC
16 VN-16608-13 |Acyclovir Cong ty TNHH Seamed Ptk. JSC "Kievmedpreparat"
17 VN-14811-12 |Acyclovir Stada Cong ty TNHH STADA VIET |Stada Arzneimittel AG
NAM
18 VN-20385-17 |Adalat LA 30mg Bayer (South East Asia) Pte., [Bayer AG

Ltd.
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STT S6 diing ky Tén thudc Co s¢ ding ky Co s6 san xuit

168 VN-17476-13 |Bilbroxol Syrup Coéng ty TNHH dugc phdm Bilim Ilac Sanayii Ve Ticaret
A.C.T A.S.

169 VN-17477-13  |Bilgrel Coéng ty TNHH dugc phdm Bilim Ilac Sanayii Ve Ticaret
A.C.T A.S.

170 VN-19716-16 |Bilomag Cong ty ¢d phan duoc pham va |Natur Produkt Zdrovit Sp. Z 0.0
thiét bi y t C.A.T

171 VN-13720-11 |Binfin Hetero Labs Limited Hetero Labs Ltd

172 VN-18413-14 |Biocam Inj Pharmaunity Co., Ltd Dai Han Pharm. Co., Ltd.

173 VN-20053-16 |Biofazolin Pharmaceutical Works Pharmaceutical Works
Polpharma S.A. Polpharma S.A

174 VN-19304-15 [Biofumoksym Pharmaceutical Works Pharmaceutical Works
Polpharma S.A. Polpharma S.A

175 VN-20800-17 |Biseptol Medana Pharma S.A. Medana Pharma S.A.

176 VN-18490-14 |Bisoblock 5mg Actavis International Ltd Niche Generics Limited

177 VN-20083-16 |Bisocar 2.5 Rusan Pharma Ltd. Rusan Pharma Ltd.

178 VN-16058-12 |Bisolota F.C. Tablets |Standard Chem & Pharm Co., [Standard Chem & Pharm Co.,

Smg Ltd. Ltd.

179 VN-18822-15 |Bisolvon Kids Cong ty c6 phan Sanofi Viét PT Boehringer Ingelheim
Nam Indonesia

180 VN-15737-12 |Bisolvon Tablets Boehringer Ingelheim PT. Boehringer Ingelheim
International GmbH Indonesia

181 VN-19520-15 |[Bloktiene 4mg PT Actavis Indonesia Actavis International Ltd

182 VN-20365-17 |Bloktiene 5 mg Actavis International Ltd Actavis Ltd.

183 VN-20660-17 |Bluecezin Bluepharma- Industria Bluepharma- Industria
Farmacéutica, S.A. (Fab. Farmaceutica, S.A.
Coimbra)

184 VN-20393-17 |Bluecose Bluepharma- Industria Bluepharma- Industria
Farmacéutical, S.A. Farmacéutical, S.A.

185 VN-17140-13 |Blueye eye drop Cong ty TNHH Philavida Samchundang Pharm. Co., Ltd

186 VN-17847-14 |Bofalgan 1g/100ml  [Bosch Pharmaceutical (PVT) [Bosch Pharmaceuticals (PVT)

Infusion Ltd. Ltd.

187 VN-11750-11 |Bonlutin Cong ty TNHH Dai Bic Catalent Australia Pty. Ltd.

188 VN-19448-15  |Bonsartine 25 Tablet |Congty TNHH dugc phdm va  |Square Pharmaceuticals Ltd
thiét bj y té Phuong Lé

189 VN-19535-15 |Bonviva Takeda Pharmaceuticals (Asia |Vetter Pharma-Fertigung
Pacific) Pte., Ltd. GmbH & Co. KG

190 VN-20540-17 |Boxorfen Tablet Saint Corporation Korea Prime Pharm Co., Ltd.

191 VN-15214-12 [Bralcib Eye Drops Atco Laboratories Ltd. Atco Laboratories Ltd.

192 VN-18843-15 |Brapanto 40mg Cong ty CP dugc pham Pha No |Deva Holding A.S.

193 VN-18142-14 [Breathezy 4 Mi Pharma Private Limited MSN Laboratories Private

Limited
194 VN-16117-13 |Breathezy CW 5 MI Pharma Private Limited MSN Laboratories Private
Limited

195 VN-18799-15 |Brexin Abbott Laboratories Chiesi Farmaceutici S.p.A.
(Singapore) Private Limited

196 VN-20227-17 |Bricanyl AstraZeneca Singapore Pte., Cenexi
Ltd.

197 VN-18025-14 |Bridion Merck Sharp & Dohme (Asia) |N.V. Organon

Ltd.
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lip - Tu do - Hanh phiic

Sé: /LZ—]—OP?/QLD PK - Ha NGi, ngay 30 thdng A4 ndm 2022
V/v thay di tén thuoc thanh phim,
thay ddi co s& dang ky

Kmh gui:
- Cong ty TNHH Dugc phim A.C.T
Dia chi: 61/11 Binh Gid, Phuong 13, Quén Tén Binh, Thanh pho

H6 Chi Minh.
- Cong ty TNHH Novell
Dia chi: 151 Puong s6 1, khu dan ciw Conic, Xa Phong Phi,

Huyén Binh Chdnh, Thanh phé H6 Chi Minh.

Cuc Quan ly Dugc nhédn dugc hd so so tlep nhin 870/TDNN ngay
20/04/2022 va céc tai liéu lién quan cua Cong ty vé viéc thay ddi tén thubc thanh
phém, thay dbi co s dang ky doi voi thudc d3 dugc cip gidy dang ky luu hanh.

Can ctr Théng tu s6 08/2022/TT- BYT ngay 05/09/2022 cua Bo Y té quy
dinh viéc dang ky luu hanh thuc, nguyen lidu lam thudc;

Can ctr Bién ban thdm dinh hd so thay d6i/ bd sung ctia Cong ty, Cuc
Quan ly Duoc co y kién nhur sau:

Bong y vé viée thay di tén thudc thanh phim, thay ddi co so dang ky dbi
v6i thubc Ambromed, s dang ky: VN-17476-13, cu thé nhu sau:

1. Thay dbi tén thudc thanh pham:

- Tén thudc thanh phim d duyét: Bilbroxol Syrup.

- Tén thudc thanh phém thay dbi: Ambromed.

2. Thay ddi co s& dang ky:

- Co so ding ky da duyét: Cong ty TNHH Duoc pham A.C.T, dia chi:
61/11 Binh Gia, Phuong 13, Quén Tén Binh, Thanh phd H6 Chi Minh.

- Co so ding ky thay dbi: Céng ty TNHH Novell, dia chi: 151 Duong sb
1, khu dén cu Conic, Xd Phong Phi, Huyén Binh Chéanh, Thanh phé Hb Chi
Minh.

Ngoai ndi dung duogc thay dbi trén, tit ca cac noi dung khéc gilt nguyén
nhir hd so ding ky thude luu tai Cuc Quén ly Dugc.

Co sd dang ky, co s san xuét phai chiu trach nhiém vé chit luong dbi véi
thubc Itu hanh trén thi trucmg v c6 trach nhiém théng bao su thay dbi nay dén
cac co quan lién quan va khach hang.

_ Sau 12 thang ké tir ngdy ky cong van nay, thudc trén khong dugc nhép
khau véi cac ndi dung cii dd dé nghi thay doi.

tUQC quet bang Lamscal



Cuc Quan ly Dugc théng bao dé Céng ty biét va thuc hién ding céc quy -

dinh ctia Viét Nam vé luu hanh thudc./. .
Noi nhin: KT. CucC TRUGNG
- Nhur trén; — -:_q CUC TRUONG

- Cyc trudng (dé b/c);
- Lvu: VT, PKT (TA).

DuUOoC quet bang vaimoscal



BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pie lap - Ty do - Hanh phic
£ nam 2019

86 ‘ﬁﬂf / QLD-BK
V/v tiing han diing ctia thude

Ha Ngi, ngay )| thdng

Kinh giri: Cong ty TNHH Dugc pham Nhat Anh. :
s Phii Nhugn, Tp. Ho Chi

Dia chi: 10 Hoang Di¢u, Phuromg 10, qua
Minh, Viét Nam.

sb 18277/QLD-DK ngay
Duoc, xét don dé nghj ndp ngay 26.10.2018 va cdc tai ligu bd sung €
ciia cong ty (sb tiép nhin 922/BSTDNN) vé viéc tang han ding cua
v6i thube nurde ngoai di dugc cp so dang ky luu hanh,

Can cir Thong tur s6 32/2018/TT-BYT ngdy 12/11/201 8 ciia Bd Y té Quy
dinh viéc ding ky lwu hanh thudc, nguyén ligu jam thube; Thong tu SO
01/2018/TT-BYT ngdy 18/01/2018 cia By Y t& quy dinh ghi nhan thuoc,
nguyén liéu lam thudc va t& hudng din sir dung;

Ciin cir bién bin tham dinh hd so thay déi/ bd sung, Cuc Quén ly Duge o

¥ kién nhu sau:

Péng ¥ dé cong ty duge tang han ding cua thube dbi voi thude Bilbroxol
Syrup, s6 dang ky: VN-17476-13, cu thé:

- Han diing cia thude da dugc duyét: 24 thang

- Han ding ctia thudc thay doi: 60 thang

Ngoai ni dung dugc thay dbi trén, tit ca cac ndi dung khac gir nguyén
nhur ho so dang ky thude Iuu tai Cuc Quan ly Dugc.

Céng ty ding ky, nha san xuat phai chiu trach nhiém vé chét lugng doi véi
thudc luru hanh trén thj trudng, ndi dung ghi trén nhan thuéc, quy dinh vé s& hiru
tri tué lién quan dén nhin hiéu hang hoa cua thude va ¢6 trach nhiém thong bao
sur thay dbi nay dén céc co quan lién quan va khach hang.

Sau 06 thang ké tir ngay ky cong van nay, cong ty khong duge nhap khiu

thude trén véi han dung cii cua thuée.
Cuc Quan Iy Dugc thong bio dé cong ty biét va thue hién ding cée quy

dinh cuia Viét Nam vé luru hanh thude./.

Nori nhin:
- Nhur trén; '
_ CT. Vii Tufin Cumg (de b/c);

- Luu: VT, PKT (AH).

26/09/2018 cua Cuc Quan ly
: 6 lién quan

Tiép theo cong vin
thubc doi




Phu lucl

DANH SACH CO SO’ SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NU’'G'C NGOAI PAP (NG GMP

Dot 28
( Kém theo cong vansé 6331 /QLD-CLngay 15 /06 /2023  cua Cuc Qudn Iy Duoc)
D TEN CO' S& SAN . ) " NGUYEN | GIAYCH. |neGAy |NGAY ~
STT cc ID CT XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN cAp l]:i’ll;I CO' QUAN CAP
1 |2411| BE- |UCBPharmaSA [Chemin du Foriest, Braine- |* Thudc khéng vé trung: Vién nén (bao gdm vién nén bao phim) EU-GMP [BE/GMP/20 Federal Agency for
012 [(hodc UCB I'Alleud, 1420, Belgium * Xuét xwéng 16 21/140 ~ < Medicines and Health
Pharma) (cdéch ghi khac: Chemin = S [Products (FAMHP),
Du Foriest 1, Braine- E 3 Belgium
L'alleud, 1420, Belgium) E E
2 | 2412 CL- |Laboratorios Av. Carrascal No. 5670, * San xuat: WHO-GMP |085/22 National Drug Agency
001 |Recalcine S.A. Quinta Normal, Santiago, +Thubc khong vo triing: vién nén; vién nén bao; vién nang; thudc bot udng hoéc dung ngoai; dung dich udng hodc dung ngoai; si rd; hdn dich; Department of the
Chile nhii twong; kem; md; thudc dan. ~ " Public Health Institute
* ThuBc khdng vo tring chira hormon sinh duc: thudc dang ran (Vién nén, vién nén bao phim); = S |of Chile
* ThuBc chira chét (rc ché mién dich: thudc dang rén; kem; gel. S g
* Pong goi: : E
+Dong gabi so cap: cac dang thubc trén va vién nang mém (bao gdm ca vién nang mém chira hormon sinh duc). - ©
+Ddng gdi thir cap.
* Kiém tra chat lwgng: Héa ly/Vat ly/Vi sinh (thudc khdng vé trung)
3 | 2413 | DE- [Baxter Oncology |KantstraRe 2, 33790 * Thudc vo trung (bao gdm cd hormon, chat doc té bao, chéat trc ché mién dich): EU-GMP |DE_NW_02_ Co quan thdm quyén
003 |GmbH Halle/Westfalen, Germany| + Thudc san xuat vo trung: thudc dong khd; dung dich thé tich nhd; thudc dang ran va cay ghép; duoc chat GMP_2023_ buc
Céch ghi khéac: + Thudc tiét trung cudi: dung dich thé tich nhé. 0003
Kantstrasse 2, D-33790- + Xuat xudng 16
Halle, Germany * ThuSc khéng vé trung:
+ Xudt xwdng 16: vién nén bao dudng - "
* Thudc sinh hoc: S S
+ Cong doan sau san xuét hoat chat cla vaccine chira khang nguyén tai t6 hop va vaccine mARN; san pham cong nghé sinh hoc; san phdm cé 3 3
ngudn géc tr ngudi hodc dong vat (chira hormon duwoc phan 1ap tir nudc tiéu ngudi). E §
+ Xuat xudng 16: san phdm céng nghé sinh hoc; san pham cé ngudn goc tir ngudi hodc dong vat.
* San phdm va hoat dong san xuat khdac: tiét trung dwgc chat td duwgc thanh phdm: Loc
* Pong goi
+DAng gadi so cdp: vién nén bao dudng (Chira chat doc té bao)
+ Doéng gdi thir cap
* Kiém tra chat lwgng: Vi sinh vat (vé trung, khéng vé trung), Héa ly, Sinh hoc.
4 |2414| DE- [Denk Pharma Gollstr. 1, 84529 * Thudc vé trung: Chirng nhan 16. EU-GMP |DE_BY_04_ P o |Coquanthadm quyén
077 |GmbH & Co.KG Tittmoning, Germany * Thudc khdng vd truing: Vién nang clrng, vién nén bao phim, vién nén, vién nén nhai. GMP_2023_ § § Dirc
* Kidm tra chat lugng: Héa hoc/Vat Iy. 0029 g' 8'
Q 5]
5 |2415| DE- [EVER Pharma Otto-Schott-Str. 15, * ThuBc v6 trung (bao gdm ca thudc chira hormon, thudc kim té bao déng lo): EU-GMP |DE_TH_O1H Co quan thdm quyén
085 [Jena GmbH 07745 Jena, Germany + Thudc sdn xuat vé trung: Dung dich thé tich nhd; bom tiém déng sdn (bao gdm ca thudc chira methotrexate). _GMP_2022| . |Puc
: Thudc tiét trung cudi: Dung dich thé tich nhd; thudc dang ran va cay ghép (cong doan tiét trung dugc hgp ddng bén ngoai); bom tiém déng _0035 § §
san. & <
* Xuat xudng thubc vo trung. 2 2
* Pong goi thir cap. o -
* Kiém tra chat luvgng.
6 |2416| ES- [Sanofi Aventis, SA |Ctra. C35 La Batlloria a * Thu8c khdng vé trung: Vién nang cirng; vién nén, vién nén bao (bao gdm ca thudc chira hormon hodc chat cé hoat tinh hormon trir hormon EU-GMP [NCF/2246/0 Ministry of Health of
012 Hostalric, km 63,09, sinh duc); 01/CAT ~ " Government of
17404 Riells | Viabrea * Xuat xudng thudc khéng vo trung; S S [catalonia, Spain
(Girona hoac Gerona), * Pong goi so cap Vién nang cing; vién nén, vién nén bao (bao gdbm ca thudc chira hormon hodc chat cé hoat tinh hormon trir hormon sinh duc); : S‘,
Spain * Péng géi thir cap; z i
* Kiém tra chat lwvgng - -

Danh séch co s& dap ing GMP
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D TEN CO' SO SAN . ] R NGUYEN | GIAY CH. |NGAy [NCAY o
STT cc ID CT XUAT PIA CHI PHAM VI CHU'NG NHAN TAC GMP NHAN Ccip l]:EA';I CO' QUAN CAP
30 | 2440 (SI-002|Lek farmacevtska |[Trimlini 2D, Lendava, Plant Poslovna enota Proizvodnja Lendava: EU-GMP (450-9/2021- Agency for Medicinal
druzba d.d. (ho&c [9220, Slovenia * Xuat xuéng thudc khéng vé trung: 5 Products and Medical
Lek * Péng gbi so cap: Vién nang cing (bao gdm ca céc thudc (e ché midn dich, thudc doc té bao, thudc kim té bao); Vién nang mém (bao gom ca Devices of the Republic
Pharmaceuticals thudc trc ché mién dich); Vién nén, vién nén bao phim (bao gdm ca hormon/hoat chét cé hoat tinh hormon; prostagladin/cytokin; thudc doc té ~ < of Slovenia (JAZMP)
d.d. hodc Lek d.d., bao/kim t& bao, thudc trc ché& mién dich). 8 S
PE (hodc * Péng goi thir cdp. Z :
Poslovna enota) * Kiém tra chat lwvgng: héa ly, vat ly, vi sinh (thudc khéng vé trung) by 2
Proizvodnja o ©
Lendava)
31 | 2441 TR- |Bilim Ilac Sanayii |Gebze Organize Sanayi * Thudc vo trung: PIC/S-GMP [TR/GMP/20 Turkish Medicines and
004 |Ve Ticaret A.S. Bolgesi 1900 Sok. No: + Thudc sdn xuat vo trung (Cong nghé BFS): Dung dich thudc nhd mét, hdn dich thuéc nhd mat, dung dich thude nho tai, hén dich thudc nhd tai. 22/111 Medical Devices Agency
(Céch viét khac:  [1904, Gebze, Kocaeli, + Thudc tiét trung cudi: Thudc ban rén. (TMMDA)
Bilim llac San. Ve. [Turkey * Xuat xuwéng thudc vo trung.
Tic. AS.) (Céch viét khac: Gebze * Thudc khéng vé trung:
Organize Sanayi Bolgesi + Vién nang cing: Giai phdng thay d8i, khang dich vi, gidi phdng kéo dai;
1900 Sokak, No: 1904 +Thubc dung ngoai dang 16ng: Thudc nhd mii (dung dich, hén dich, nhii dich); thudc nha tai (dung dich, hdn dich, nhii dich); thudc xit mii
41480 Gebze-Kocaeli, (dung dich, hdn dich, nhii dich). N g,
Turkey) + Thudc udng dang ldng: Dung dich, thudc nhé giot, siro, hdn dich, nhii dich. 8 g.
+ Dang bao ché ban rén khac: Thudc c6m giai phdng thay déi, thudc cdm sti bot, thuc cdm khang dich vi. 8. 8|
+Thudc ban ran: Kem, gel. m& Q 3
+ Vién nén: Vién phan tan, vién nhai, vién giai phong thay déi, vién sdi, vién bao phim, vién gidi phéng cham, vién bao tan & ruét.
* Xuat xuéng thudc khéng vé trung.
* Péng goi so cdp: Cac dang thudc trén.
* Péng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (vd trung, khdng vé trung); Héa hoc/Vat ly.
32 |[2442]| TR- [Bilim llag Sanayii |Gerkezkdy Organize * ThuSc khdng vé trung chira khang sinh nhém Penicillin: Vién nang cing; vién nén, vién nén bao phim; thudc bot. PIC/S-GMP [TR/GMP/20 Turkish Medicines and
009 |Ve Ticaret A.S. Sanayi Bolgesi Karaaga¢  |* Xuat xuwdng thudc khdng vo trung. 22/79 Medical Devices Agency
(* Cach ghi khdc:  [Mah. 5. Sok. No:6 * Pong goi: (TMMDA)
Bilim llac San. Ve |Kapakli/Tekirdag/Turkiye +Ddng gdbi so cap: Vién nang clrng; vién nén, vién nén bao phim; thudc bot.
Tic. A.S.) (Céch viét khac: +Doéng gbi thir cap. N g,
Cerkezkdy Organize * Kiém tra chat lwvgng: vi sinh: khéng vo trung; héa hoc/ vat ly. g a
Sanayi Bolgesi, Karaagag <olr f—c?‘
Mahallesi. 5. Sok. No:6, S 3
Kapakli- Tekirdag, ,
Turkey)
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! CUC QUAN LY DUQC TRANGCHU  THUTUC HANHCHINH ~ HETHONGBAOCAO  KHIEUNAV/TOCAO LIENHE

TRA cU'U GIA THUOC

TATCA ~  ambeomed

= : DANG BAD
50 GPLH/GPNK S

Ambroxel hydrochiorid Bilim llac Sanayii Ve Cang iy o8 phin
xol hydrochioride ray B i i : s ey
4 ,9g/150mi YN-17476-13 Sirg Hép 1o 150ml in £6,735 1 Th MhF Ky Hea Duge XK rhdp khau

69/08/2023 Ambromed
8,997 150mi Ticaret A5, )
Niseghar
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Ambroxol HC
30 mg/5 mL

Mucolytic
Expectorant
Syrup

AMBROMED

150 ml

AMBROMED

Ambroxol HCI
30 mg/5 mlL

Camposition: Each Sl contalng:
Anbrosed HUL3D g

Stere bebow 30°C, pratect froim suntight.
Read enclosed kaflet before use
Keep out of reach of children

anid its pachage

Manufacturen

BILIMILAG SANAYIVE TICARETALS.
Gebize Organize Sanayi Bulgesi 1900 sokak,
Ho: 1904 41480 Cebize Kocast, Tuibey

12026274

AMBROMED

Ambroxol HC|
30 mg/5 ml

150 mL

Mucolytic
Expectorant

Syrup

@bilim

' AMBROMED

Ambroxol HCI 30 ng/5 el

VoMo V1747613
Lot No
MDute

Exp Dute ;

N

AMBROMED

Ambroxol HCI
30 mg/5 mL

Thaah pha: M35 ol §hd bl
Asbisd HU S0y,

Chl i, chéag chl ik, chch ding vh ede
thing th khia xin xem 1 hitdng din s dyng
818,38 ding kj, ngdy sx, han ding: ve Lut No.
Visa N, M Dte, Bapliste

B gudn g 30 udoh dohissng.

Dok Faong dbn sifddung tude Miding
Bfratdintayrdem

S3n xuft ol ThE NRIKy, bt
BILIM ILAC SANAYIVETICARETA§.
Gebize igardee $anapt Bolaes 1400 50 ),
e 1904 41420 Gebre-Kocaeh, Tnkey.

DHNK: CONG TY €6 PHAN HOA DUGC KISEPHARM
Bpachl $5 1 ghch 4128 Rl Toidu bhde, Fhasing
Tk Xuste M, oo lhanh Yula, Thdnh phi Hy

W, Vigt Han

i Amrbromed GUKE (S £5 AL3RRET) VIETHAM
FROCANTT g {Sekrol) 160imL MALZEME pUATERGAL) SrIM D
oxligaibavaniil. | 25.11.2022 D e
Sarropuvensivon | 12026274 FERFORAS Var
EHVEKIROY () s | 60511140 1 Fopmryies 4178
KARTON CInsl EASTOL I TR EX RAOE %
IO P sy o ety wzﬂ‘f&cﬁ:%@ 400 g/m2
INLAK RSP, 12X Ly Ao " ~s
,{:},’}m,‘}#&_y 5] a o BARKCO HARCCOE 1) | BEYUSEI570066
1-Butlin hutulara Bagak numarast basdmall Kulufar By ak numarasing gare ayrimah KUtular dig etkenterdzn korunacak sekide dizimah, Sadece
UYARN W AftanGS) ciijehlable uinler lastikh desteler halinds kol iinds teshim edbineh. 2-Kulu yan yapisma yerlen duzgon ve temiz ohnah. 3- Karlon elyal you0
bashiya paralel obnab. 4-Uriin analiz serifikasy its bidkte teslm edilineli.
T coteas) M Pantona 187C Wl Pantone 523G [l Black
AGIKLAMA Pantone 7541 C LAKSIZ ALAN OLACAKTIR
ooty | GB-DK-22-0522




90 mm |

| |
Mucolytic
Expectorant AMBRO
Syrup Ambroxol HCL 30mg/5:1

|

Wi og

150 mL

Composition: Eoch 5 il
cortcing: Airbioacl HCL30 mg

Fead erclused leoflet Lefore use

1w unzspected reacion sceurs, consull a physician
Stere below 30°C, pratect hom sunlghs

VN-17476-13
Lot.Ne.
Mi.Date:
Exo.Dale:

Keop ol of reach of childicn ond its package. RN ;
Manufacturer; O hl"m 20262
BILIMILAC SANAYIVETICARET A S, 4 il

Gebize Organlie S2n31 Bolgerl 1900 sobek,
Ha: 1904 41480 Gebize-Kocash, Turkey.

|

|L

90 mm

130038

CONG Ty

tpetio AMBROMED T
NHH
Expectorant EDFATO)

Syrup Ambroxol HCL 30mg/5ml

GO O

150 mL

Composition: Each 5 mlL
contains: Ambroxol HCl 30 mg

Wil QG

VN-17476-13

Read enclosed leaflet before use. 5 s
Il an unexpected reaction occurs, consult a physician, O © ©®
Store below 30°C, protect from sunlight Z O B
Keep out of reach of children and its package. AT :o 3 u%‘
Manufacturer: l ) I Im 12026276

Gebze Organize Sanayi Bolgesi 1900 sokak,
No: 1904 41480 Gebze-Kocaeli, Turkey.

BILIM ILAC SANAYIVE TICARET A.S. 'O ”

DR ket Ambromed ULKE (SALES MARKET) VIETNAM

PHOGNT AV (Sekrol) 150mL MALZEME (MATERIAL) ORJ. W Num. O

35? IKLIK TARINI 29.11.2022 Egrgfa:on (EX SAP 7

EEXREVEgh, | 120z0270 S apAT s | 50 gin2

["D?h‘;;fg ,‘{;‘,‘?g 90x50 mm EQ,%’;E‘)"KO" GLUARMA 4178

AULO GAP (mim) 290 ELiETLE A 3 mm

RULODAKI ETIKET ADEDI | 5.000 gﬂlﬂ)\ﬁﬂ%g};ﬁg yonu mﬁlzanm s aqibn

i il KENAR BOSLUGU Ehot ek Semn

e R T P o LT o
edilingh, 8-Uriin anahz serlifikasi ile teslim edilingti, 9-Ek yeri olmama

RERELEN anone I8 Black B Pantone 323 C ] Pantone 187 C

AGIKLAMA Pantone 7541 C LAKSIZ ALAN OLACAKTIR.

R TSE Cartt 10y GB-DK-22-0522




MR

UL

@ihilim -

% AMBROMED ~—  _.Z=

PHARMACEUTICALS ins hui y i brae s, duoe af.
Ambroxe| Hydroclorid

[Thanh phanj

Hoar chde

M $ mi sicd chiza 30 mg Ambroxol hydroclorid.
Té dugc: Sorbitol 70 %, methyl p oxybenzoat propyl hyd
dihydrat acid citric khan, nuoc tinh khidt, vifa di 150ml.

ybenzoat, cherry flaver, natri citrat

[Dang bao ché] Sird

[Quy cich dong 96i] Mdi hép chia 1 le 150 mi sirg

[Chi dinh] Ambromed duoc chi dinh trang cic truang hop sau:

- Cle benh cdp va man tinh & duting hé hap co kém tang tiét dich phé quin khong binh thudng, dic bist wong
det edp cla viém phé quin man, hen phé quan, viém phé quan dang hen,

= Cie bénh nhin sau mé va cip clu @& phong cac bién chimng & phéi.

[Li¢u lugng va cich dung]

Uéng vei nuee sau khi an.

NG (o va tré em trén 10 tudi: § mi/ln, 3 ln/ngay, Sau €6 ngay 2 ldn néu diing keéo dai.
Tre em 5- 10 tdi: 2.5 mi/ldn, ngay 3 13n. Sau do ngay 2 1n néu ding kéo i,

[Chéng chi dinh]
Ngugi bénh g3 bidz qud mdan vei ambroxol.
Lot da dy t trang tidn trién,

[Thin trong]
Cin ehd y véi nguei bj leet dueng tiéu héa va cac trueng hgp ho ra mau, vi amoroxol ¢o thé lam tan cic cuc
déng fibrin v lam xudt huyét td lai

[¥4c dung khéng mong mudn]

Thugng gap, ADR > 1/100

Tiéu hoa: Tal bién nhe, chu yéu sau khi tiém nhu ¢ néng, khé téw, déi khi budn naén, nén.

itgdp, 171000 <ADR < 1/100

Di dng, chi yéu phat ban.

Hifm 93p, ADR < 171000

Phan dng kiu phan vt ¢dp tinh, ndng, nhung chua chic chdn 1 ¢é lidn quan dén ambrexol, ming khd, va ting
€3¢ transaminase.

Hutmg din cich xir tri ADR

Ngung didu trf néu cin thide

Théng bde ngay cho bdc si khi gdp phdi cdc tdc dung kirdng mong mudn cla thude.

[Tuong téc thude]

Ding ambroxol véi khang sinh [amoxyeilin, cofuraxim, 2fythromycin, doxycydlini fam ting néng do khang sinh
treng ahu me phdi. Chua ¢o bae cao vé wong e bt o1 voi cac thude khic tén lim sang.

[S& dung thuéc cho phu ni ¢6 thai va cho con b]

- Thai ley mang thal: Chua co i lidu néi &én tac dung xiu khi dung thudc trong IGe mang thai, Gu saccing cin

han treng khi ding thudc nay rong 3 thang &iu cda thal ky.
- Thai ky cho con ba:Chua co théng tin vé ndng @8 ctia bromhexin cling nhu ambroxel trong sda.
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1Anh huding din khi ndng Ii xe va vin hanh mdy méc]

-Khéng co di fidu nghién ciu v dnh huéng cia vide sir dung Ambroxol dudng udng tdi kind ndng ldi xe va vin
hanh may moe.

[©dc tinh dugre luc hog|

Ambroxol ld mét chdt chuyén néa cia bromhexin, co tic dung va cdng dung nhu bromhexin. Ambroxel duce
£oi Nhy €0 tac dung long d&m va lam tiéu chit nhdy nhung chua duge ching minh ddy di. Thuc nghidm tnin
lam =ang cho k€t qua tic dung thay d6i. Mat vai ti lidu co néu ambroxel cii thien duoe tridu chung va lam
Gidm s det cip tinh trong viém pheé quan.

Cac tai lidu mdi ddy cho thiy, thudc co tic dung kha 36i vei Nguct benh co tée nghén phdi nhe va trung binh,
nhung khéng <8 I¢i ich ré rit cha nhing aguai by bénh ohdi tic nghén ndng. Khi dung ambroxol cling co tac
dung 1St A8i ver nguet benh U protein phd nang, ma khong chiu ria phé quan.

[Dvgre déng hec]

= Ambroxol hdp thu nhanh va gdn ahu hoan tean véi lidu diéu trl Néng do 161 da trong huyét tuong dat duge
trong vong 0,5 - 3 gidr sau khi ding thude.

~Thudc lién két vei protein huydt tuang xdp xi 50%. 2

- Ambroxol khudch tin nhanh tf mau @én m vol néng 4 thude cao nhdt treng phéi. Néa dai treng huyét
teng T 7 - 12 gign.

-Khoang 30% lidu uéng duoc thai qua vang hip thu diu tan, Ambroxol duee chuyén héa chi yéu & gan. Téng
lugng bai tiét qua than xdp xi 50%.

[Qua lidu]
Chua b tridu ching Gua lidu én nguei. Néu xdy ra, cdn didu trf tridu ching.

(Bdo quan] 340 quin dudi J0°C. tranh anh ang.
[Han ding] 50 thang ké 1/ ngay sén xudt. Dlng trong vong 30 ngay, xé trkhi mé ndp.
[SDK]VN-17476-13
OE THUGC TRANH XA TAM TAY TRE EM.
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] BILBROXOL syrup

Syrup Ambroxol HCl 30 mg/5 mt

Compoasition: Each 5 mL
contains; Ambroxol HCl 30 mg

Read enclosed leaflet before use.

if an unexpected reaction occurs, consult a physician. I @ &
Store below 30°C . protect from sunilight. O 4"6 8
Keep out of reach of children and its package. E o 4
: S = 3 g

Manufacturer: 0; HH = =2 ]
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T& hwéng dan siv dung

BILBROXOL SYRUP

(Ambroxol hydroclorid)
Doc kj hwong din siv dung truée khi ding

Néu can thém thong tin xin héi y kién bdc si, dwgc si.

[Thanh phin]
Hoat cht:
M&i 5 ml sird chtra 30 mg Ambroxol hydroclorid.
T4 dwoc: Sorbitol 70 %, methyl parahydroxybenzoat, propyl parahydroxybenzoat, cherry flavor,
natri citrat dehydrat, acid citric khan, nuéc tinh khiét, vira ¢t 150ml.
[Dang bao ché] Sird
[Quy cach déng géi] Mbi hop chira 1 lo 150 ml sird
[Chi dinh] Bilbroxol Syrup dugc chi dinh trong céc truong hgp sau:
- Céc bénh cip va man tinh & dudng ho hép c¢6 kém ting tiét dich phé quan khong binh thudng,
dic biét trong dot cAp ctia viém phé quan man, hen phé quan, viém phé quan dang hen.
- Céc bénh nhan sau md va cp ctru dé phong céc bién chimg & phéi.
[Liéu lwgng va cach dung] Q /
Uéng vO1 nude sau khi dn. \/
Ngudi 16n va tré em trén 10 tudi: 5 ml/1an, 3 1an/ngay. Sau d6 ngay 2 14n néu ding kéo dai.
Tré em 5 - 10 tudi: 2,5 ml/Ian, ngay 3 14n. Sau d6 ngay 2 1an néu dung kéo dai.
[Chéng chi dinh]
Ngudi bénh da biét qua man véi ambroxol.
Loét da day ta trang tién trién.

[Than trong]
Can chu y voi nguoi bi loét dudng tidu héa va cac truong hop ho ra mau, vi ambroxol c6 thé lam
cac cuc dong fibrin va lam xuét huyét trd lai.

[Téc dung khéng mong mudn]

Thuong gip, ADR > 1/100

Tiéu hoa: Tai bién nhe, cht yéu sau khi tiém nhu ¢ néng, khé tiéu, d6i khi budn ndn, non.

it gap, 1/1000 < ADR < 1/100

Di tng, chu yéu phat ban.

Hiém gip, ADR < 1/1000

Phan tng kiéu phan vé cAp tinh, ning, nhung chua chic chin 1a c6 lién quan dén ambroxol, miéng

kho, va ting cac transaminase.
Huéng din cich xir tri ADR
Ngimg diéu tri néu can thiét.
Thong bdo ngay cho bdc st khi gap phdi cdc tdc dung khong mong muon ciia thubc.




. Lwong tic thudc]
Dung ambroxol v6i khang sinh (amoxycilin, cefuroxim, erythromycin, doxycyclin) 1am ting ndng
d6 khang sinh trong nhu md phdi. Chua c¢6 béo cdo vé tuong tac bt loi véi cac thude khac trén 14m
sang.
[Str dung thudc cho phu nir ¢6 thai va cho con bi]
- Thoi ky mang thai: Chua c6 tai lidu néi dén tac dung x4u khi ding thubc trong luc mang thai. Du
sao cling c4n than trong khi ding thuc nay trong 3 thang dAu cua thai ky.
- Thoi ky cho con bu:Chua c6 thong tin v& ndng do ctia bromhexin ciing nhu ambroxol trong sita.
[Anh hwéng dén kha nang ldi xe va van hanh may méc]
- Khong c6 dit liéu nghién ctru vé anh huéng cua viée sir dung Ambroxol dudng ubng t6i kha
ndng lai xe va van hanh may moc.
[Piac tinh dwge lwe hoc]
Ambroxol 1a mot chit chuyén hoa cia bromhexin, c6 tac dung va cdng dung nhu bromhexin.
Ambroxol dugce coi nhu ¢é tac dung long dom va 1am tiéu chit nhdy nhung chua duge ching minh
day du. Thuc nghiém trén 1am sang cho két qua tac dung thay dbi. Mot vai tai liéu c6 néu ambroxol
céi thién duge tridu chiing va 1am giam s dot cAp tinh trong viém phé quan.
Céc tai liéu méi day cho thiy, thudc ¢6 tac dung kha ddi voi ngudi bénh c6 tic ngh&n phéi nhe va
trung binh, nhung khong c6 l¢i ich rd rét cho nhitng ngudi bi bénh phéi tic nghén ning. Khi dung
ambroxol cling c6 tac dung tot d6i véi ngudi bénh & protein phé nang, ma khéng chiu rira phé quan.
[Dwge dong hoc]
- Ambroxol hip thu nhanh va gin nhu hoan toan véi lidu didu tri. Nong do tdi da trong huyét
tuong dat duoc trong vong 0,5 - 3 gid sau khi ding thubc. ]
- Thubc lién két véi protein huyét tuong x4p xi 90%. %
- Ambroxol khuéch tan nhanh tir mau dén mé vé6i ndng do thudc cao nhét trong phoi. Nira doi
trong huyét twong tir 7 - 12 gio.
- Khoang 30% liéu ubng duoc thai qua vong hip thu dau tién. Ambroxol dugc chuyén hoa cha yéu
& gan. Tong lugng bai tiét qua than xap xi 90%.
[Qua liéu]
Chua c6 tridu chitng qué liéu trén ngudi. Néu xay ra, cAn diéu tri triéu ching.
[Bao quan] Bao quan dudi 30°C, tranh 4nh sing.
[Han dung] 36 thang ké tir ngay san xuét. Dung trong vong 30 ngay, ké tir khi mé nép.
PE THUOC TRANH XA TAM TAY TRE EM.
Nha san xuét .
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