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Danh muc

1 Bing tiéu chuin danh gia vé mit ky thuat

2 Gidy phép lwu hanh san pham

- Cong van duy tri hiéu lyc SDK

- Thay doi tén cong ty ding ky va tén nha san xuét
Danh sach chitng nhan EU-GMP do CQLD cong bo
To khai hai quan

Ké khai gia

Nhin va to hwéng din sir dung thudc
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’ B hei BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
WY ww CUC QUAN LY DUQC Doc 1ap - Tw do - Hanh phic
Sé: 573 /QP-QLD Ha N¢i, ngay 23 thdng 09ncm 2022
QUYET DINH

Ve viéc ban hanh danh myc 169 thudc nude ngoai
dugc gia han gidy dang ky luu hanh tai Viét Nam - Dot 110

CUC TRUGNG CUC QUAN LY DUQC
Can cir Ludt Duwoc s6 105/2016/0H13 ngay 06/4/2016;

Can cir Nghi dinh sé 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chitc néing, nhiém vu, quyén han va co céu té chirc ciia B Yté;

Can cir Quyét dinh sé 7868/0D-BYT ngay 28/1 2/2018 cua B¢ truong B Y

té quy dinh chirc nang, nhiém vy, quyén han va co cdu 16 chire ciia Cuc Quan Iy
Duegc thuéc B3 Y té;

Can cir Théng tw s6 32/2018/TT-BYT ngay 12/11/2018 cua Bé trudng B Y
té quy dinh viéc dding ky luu hanh thudc, nguyén liéu lam thuéc;

Can cir Thong tu 6 29/2020/T T-BYT ngay 31/12/2020 cua B¢ trucéng Bé Y
té sia doz bo sung va bdi bé mét sé vin ban quy pham phdp ludt do BJ trudng
B6 Y té ban hanh, lién tich ban hanh;

Can cit y kién cia Hoi dong tw vdn cdp gidy ding ky heu hanh thude,
nguyén liéu lam thuéc - Bé Y té;

Theo dé nghi cua T rucng phong Dang ky thuéc - Cuc Quan ly Dugc.
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 169 thuoc nudc
ngoai dugc gia han gidy dang ky luu hanh tai Viét Nam - Dot 110, bao gom:

1. Danh muc 154 thubc nuéc ngoai duogc gia han glay dang ky luu hanh
hi€u lyc 05 ndm - Dot 110 (taz Phuy luc 1 kem theo). Céc thudc tai Danh muc nay
dugc gilt nguyén thong tin s6 déng ky da cép va c6 hiéu luc 05 nim k& tir ngay
ky ban hanh Quyét dinh nay.

2. Danh muc 15 thubc nuéc ngoai duoc gia han gléy dang ky luu hanh
hi€u lyc 03 ndm - Dot 110 (tgi Phu luc 2 kém theo). Céc thudc tai Danh muc nay
dugc gilr nguyén thong tin s0 déng ky da cép va ¢6 hiéu luc 03 nim ké tr ngay
ky ban hanh Quyét dinh nay.

Piéu 2. Co s& san xut va co s& dédng ky thudc c6 trach nhiém:

1. Cung cép thudc vao Viét Nam theo ding céc ho so tai liéu dé dang ky
v6i B Y té va phai in hoic dan sé ding ky dugc Bo Y té cép 1én nhan thudc.

2. Chép hanh day du phap luét cua nudc CHXHCN Viét Nam va cac quy
dinh ctia B§ Y té vé nhap khiu thudc va luu hanh thudc tai Viét Nam, néu c6 bat



ctr thay dbi gi trong qua trinh luu hanh thuée & nudc so tai va ¢ Viét Nam thi
phéi béo cdo ngay cho Cuc Quan ly Dugc - Bo Y té Viét Nam.

3. Thuc hién viéc cap nhét tiéu chuén chét lugng ctia thube theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cia B truéng Bo Y té quy
dinh vé chét luong thude, nguyén liéu 1am thude.

4. Cap nhét nhin thudc va to huéng dan si dung thudc theo quy dinh tai
Théng tu 01/2018/TT-BYT ngay 18/01/2018 cta Bo truéng Bo Y té quy dinh
ghi nhan thudc, nguyén liéu lam thube va td huéng dan st dung thudc theo hinh
thitc thay ddi, bd sung gidy ding ky Iuu hanh thudc quy dinh tai Thong tu
32/2018/TT-BYT ngay 12/11/2018 cua Bd truong BO Y té d6i voi thude chua
duoc phé duyét cép nhat ndi dung nhan thudc, to huéng dén sir dung thubc theo
quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truéng Bo Y
té, cu thé nhu sau:

a) Péi véi thude thuée danh muc thude ddc va nguyén liéu doc lam thude
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 cua Bo trudng Bo
Y té vé viéc ban hanh danh muc thubec ddc va nguyén liéu doc 1am thude: chi
dugc luu hanh sau khi duge Cuc Quan ly Dugc phé duyét ndi dung cdp nhat
nay.

b) Déi véi cac thude co sb thir tu 39, 69, 70, 73, 74, 75, 76, 81, 82, 83, 90,
97, 114, 115, 118, 119, 122, 132, 133, 136, 140, 150 tai Phu luc I va céc thuébc
c6 sb thirtu 5, 8,9, 10, 11, 12, 13 tai Phu luc II phai thyc hién viéc cap nhét nay
trong thdi han 06 thang ké tir ngdy duoc gia han giay dang ky luu hanh.

5. Sau 06 thang ké tir ngay ky ban hanh Quyét dinh nay, céc thuoc duoc
gia han gidy ding ky luu hanh tai Phu luc I va Phu luc II ¢6 thay ddi vé noi dung
hanh chinh (bao gom cd mdu nhdn va to huéng dén sir dung) phai nhap khu,
Iru hanh véi cac ndi dung d& dugce phé duyét thay dbi trong hé so ding ky gia
han.

6. Ph01 hop véi cac co s¢ diéu tri dé thuc hién theo dung céc quy dinh
hién hanh vé thudc ké don, theo dbi an toan, hiéu qué, tdc dung khong mong
mubn cua thude trén nguoi Viét Nam va tdng hop, béo cdo theo quy dinh tai
Piéu 5 Thong tu sb 32/2018/TT-BYT ngay 12/11/2018 cua Bo truong Bo Y té
quy dinh viéc dang ky luu hanh thubc, nguyén liéu 1am thubc déi véi cac thude
thuc Danh muc tai Phu luc 2 ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky phai dam bao duy tri diéu kién hoat dong cua co s¢ dang
ky trong thoi gian hiéu luc coa gidy dang ky luu hanh thudc, nguyén li€u lam
thubc. Trong truomg hop khong con dap tng du diéu kién hoat dong, co sé ding
ky phai ¢4 trach nhiém thuc hién thay d6i co s dang ky theo quy dinh tai Thong
tu s0 32/2018/TT-BYT ngay 12/11/2018 ctia Bo truéng BO Y té trong thdi han
30 ngay ké tir ngay co s& ding ky khong con du didu kién hoat dong.

8. Co so dang ky thuoc phai bao cao Bo Y té vé& cap nhét tinh trang dap
tmg Thuc hanh tt san xuat cia co s¢ san xuit thudc, nguyen liéu lam thudc.
Truong hop co s& san xut bi thu hdi gidy phép san xuit hodc khong dap tng



Thuc hanh t&t san xuét thudc, nguyén liéu 1am thudc & nudc sd tai, co s& phai
thyc hién viéc bdo céo trong thoi han 15 ngay ké tlr ngay c6 théng béo cia co
quan quan ly co tham quyén nudc sé tai theo quy dinh tai diém d khoan 1 Didu

100 Ngh1 dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi
tiét mot s6 didu va bién phép thi hanh Luat Dugc.

Piéu 3. Quyét dinh c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam ddc So Y té céc tinh, thanh pho truc thudc trung uong, giam
dbc nha san xudt va co s& dang ky c6 thudc tai Didu 1 chju trach nhiém thi hanh
Quyét dinh nay./.

Noi nhdn:

- Nhu Diéu 4;

- Q. B6 trudng (dé blc);

- TTr. D5 Xuan Tuyén (dé b/c); ,
- Cuc Quan Y - B§ Quéc phong, Cuc Y té - Bo Cong{sv\
an; Cuc Y té GTVT - B6 Giao thong van tai; Tong‘\m
Cuc Hai quan - B Tai chinh;
- Bao hiém X& héi Viét Nam; mme e .
- B6 Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Vi Tuan Cuong
Thanh tra Bo.

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

- Téng Céng ty Dugc VN-CTCP; Cac Cong ty XNK

dugc phim;

- C4ac Bénh vién & Vién c6 giudong bénh truc thude

BYT;

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

PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, BKT (10b).




Phu lucI

DANH MUC 154 THUOC NUGC NGOAI DUGC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - PQT 110

(Ban hanh kém theo quyét dinh s6: ... R13...../OD-QLD, ngay 23./09./2022 ciia Cuc Quan Iy Duoc)

1. Co ¢ ding ky: A. Menarini Singapore Pte. Ltd (dia chi: 30 Pasir Panjang Road, #08-32
Mapletree Business City, Singapore 117440 - Singapore)

1.1. Co s sdn xuit: A. Menarini Manufacturing Logistics and Services S.r.l. (dia chi: Via Campo
di Pile, 67100 L'Aquila (4Q), Italy - Italy)

Co s& kiém nghiém: A. Menarini Manufacturing Logistics and Services S.r.L. (dia chi: Via Sette
Santi, 3 - 50131 Firenze (FI) - Italy)

STT | Tén thudc | Hoat chit chinh Dangbao |Tudi |Titu | Quy cach S6 Pingky | Lin
—Ham lwgng che tho chuan | déng géi gia
han
Bilaxten | Bilastine 20mg Viénnén |60 NSX Hoplvix4 VN2-496-16 01
théng vién; Hop 1 vi
x 10 vién; Hop
2 vix 10 vién;
Hop3vix 10
vién; Hop 4 vi
x 10 vién; Hop
5vix 10 vién
1.2. Co s& san xuit: Menarini - von Heyden GmbH (dia chi: Leipziger Strafe 7-13, 01097 Dresden
- Germany)
STT | Ténthuéc | HoatchAtchinh |Dangbdo |Tudi |Titu | Quycach |Sé Pingky |Lin
- Ham lwgng ché tho | chudn |déng géi gia
han
Priligy 30 mg | Dapoxetine (dudi | Vién nén 36 Tiéu Hop 1 vix | VN-20121-16 |01
dang Dapoxetine | bao phim théng | chuén |1 vién, :
hydrochloride) nhdsan |hop 1vix
30mg xuét 3 vién,
hop 1 vix
6 vién. _
Priligy 60 mg | Dapoxetine (du6i | Vién nén 36 Tiéu Hop 1 vix | VN-20122-16 |01
dang Dapoxetine | bao phim | thang |chudn |3 vién,
hydrochloride) nhasan |hop 1 vix
60mg xudt |6 viéen.

1.3. Co s& san xuét: Patheon Inc (dia chi: 2100 Syntex Court, Mississauga, Ontario, Canada L5N
7K9 - Canada)

Co s& xuét xwdng: Actelion Pharmaceuticals Ltd. (dia chi: Tru sé: Gewerbestrasse 16, 4123
Allschwil; Dija diém SX: Gewerbestrasse 1 2, 4123 Allschwil, Switzerland - Thuy S7)

Trang 1
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STT | Tén thuodc Hoat chat chinh — Dang bao | Tuoi Tiéu | Quy So Péng ky Lan
Ham lwgng che tho chuin | cach gia
déng goi han
71 Glupain Forte | Glucosamin (dudi Vién nang | 36 NSX |Hop 10 | VN-19133-15 |01
dang Glucosamin cung thang vix 10
hydroclorid) 750mg vién
29. Co's¢ dang ky: DKSH Singapore Pte. Ltd. (dia chi: 47 Jalan Buroh, # 09-01 Singapore (619491 )
- Singapore)
29.1. Co sé san xuét: Biocodex (dia chi: 1, Avenue Blaise Pascal, 60000 Beauvais - France)
STT | Tén thuéc | Hoat chitchinh — | Dang bao | Tuditho | Tiéu |Quycdch |SéPingky |Lin
Ham lwgng che chuan | déng goi gia
han
72 Stimol Citrulline Malate Dung dich | 36 thang | NSX | Hop 18 VN-18469-14 | 01
1g/10ml udng g6i 10ml
30. Co s& dang ky: Egis Pharmaceuticals Private Limited Company (dia chi: 1106 Budapest,
Kereszturi ut 30-38 - Hungary)
30.1. Co’ s& san xuit: Egis Pharmaceuticals Private Limited Company (dia chi: 1165 Budapest,
Béokényfoldi ut 118-120. - Hungary)
STT | Tén thudc | Hoat chét chinh - Dang bao Tudi Tiéu Quy ciach | S6 Ping ky Lin
Ham lwgng che tho chuan | dong goi gia
N han
@ Halixol Ambroxol Viénnén | 60 Tiéu Hop2 vix | VN-16748-13 | 01
hydrochloride 30 mg thang chuan 10 vién
co s@
74 Rileptid Risperidone 1 mg Viénnén | 48 Tiéu Hop 6 vix | VN-16749-13 | 01
bao phim | thang chuan | 10 vién
co s&
75 Rileptid Risperidone 2 mg Viénnén | 36 Tiéu Hop 6 vix | VN-16750-13 | 01
bao phim | thang chuan | 10 vién
co s¢
30.2. Co s& san xuat: Egis Pharmaceuticals Private Limited Company (dia chi: 9900 Kormend,
Matyas kirdly ut 65 — Hungary)
Co s& xuit xwéng: Egis Pharmaceuticals Private Limited Company (dia chi: 1165 Budapest,
Bokényfoldi ut 118-120. - Hungary)
STT | Tén thuéc | Hoat chatchinh — | Dang | Tudi | Tiéu Quycich |S6Piangky |Lin
Ham lwong bao ché | tho chuan doéng goi | gia
han
76 Delorin Rosuvastatin (dudi | Vién nén | 48 Tiéu Hop 2 vix 7 | VN-19467-15 |01
dang Rosuvastatin | bao phim | thang chuan co | vién; Hop 4
zinc) 10 mg sO vix 7 vién

Trang 17




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic

S§ 6604 | QLD-DK
V/v Thay déi tén cong ty dang ky va Ha Néi, ngay A Z thdng // nam 2015

tén nha san xuat

Kinh gtri: Egis Pharmaceuticals Public Ltd., Co.
Dia chi: 1106, Budapest, Keresztiri tt, 30-38, Hungary.

Ti€p theo cong van s6 1944/QLD-DK ngay 03/02/2015 ctia Cuc Quan 1y
Duoc, xét don dé nghl dé ngay 06/02/2015 va cdc tai liéu c6 lién quan ctia cong
ty vé viéc thay déi tén cong ty diang ky va tén nha san xudt d6i véi thude nude
ngoai da duoc cap s6 dang ky luu hanh,

Can cit Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cta Bo Y t€ Quy
dinh viéc dang ky thudc,

Cin ctt bién ban thdm dinh hé so thay ddi/ bd sung, Cuc Quéan 1y Duge c6
¥ kién nhu sau:

Déng y dé cong ty dugc thay déi tén cong ty dang ky va tén nhi san xudt
déi véi 14 thudce trong danh muc dinh kém.

- Tén cong ty dang ky va tén nha san xudt di dugc duyét: Egis
Pharmaceuticals Public Ltd., Co.

- Tén cong ty dang k¥ va tén nha san xuét thay d6i: Egis Pharmaceuticals
Private Limited company.

Ngoai noi dung dugc thay déi trén, tit ca cdc ngi dung khéc giit nguyén
nhu hoé so dang ky thude luu tai Cuc Quan 1y Duoc.

Cong ty dang ky, nha san xuét phai chiu trach nhiém vé chat luong déi véi
s0 thu6c dang luu hanh trén thi trudng va c6 tréch nhiém thong bdo su thay ddi
nay dén cic co quan lién quan va khich hang.

Sau 03 thang ké tir ngay ky cong vin nay, céng ty khong dugc nhap khiu
thudc trén véi tén cii ciia cong ty dang ky va nha san xuét.

Cuyc Quan 1y Dugc thong bdo dé cong ty bi€t va thuc hién ding céc quy
dinh ctia Viét Nam vé luu hanh thuéc./.

KT CUC TRUONG

Noi nhdn:
- Nhu trén;
- Luu: VT, DKT(T)




(dinh kem con vin s6 6604/QLD-DK ngay/s / /7 /2015 ctia Cuc Quan 1y Dugc)

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phiic

STT TEN THUOC SO PANG KY
dee Cardilopin VN-9648-10
2. Cardilopin VN-9649-10
3 Egitromb VN-15427-12
4. Erolin VN-16747-13
5 Grandaxin VN-15893-12
6| Halixol VN-16748-13
7 Hotemin VN-12439-11
8. Hotemin VN-12438-11
9. Lidocain VN-13700-11
10. | Meloflam VN-12440-11
1| Rileptid VN-16749-13
12 | Rileptid VN-16750-13
13. | Tensiomin VN-12441-11
14. | Zitazonium VN-11025-10

Danh myc nay goém 1 trang 14 khoan./.




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUOC Poc lap - Tu do - Hanh phiic

ss T602 /oLp-pK

V/v Thay d6i dia chi nha sin xudt, Ha Noi, ngay 07 thang § ndm 2014
nhin vl hudng dan st dung

Kinh gti: Egis Pharmaceuticals Public Ltd., Co.
Dia chi: 1106, Budapest, Keresztiri ut, 30-38, Hungary.

Ngay 07/2/2014, Cuc Quan 1y Duoc nhén duge cic don dé nghi dé ngay
09/01/2014, ngay 10/01/2014, ngay 14/01/2014 va cdc tai liéu ¢ lién quan cia
cong ty vé viéc thay d6i dia chi nha sén xudt, cach ghi dia chi nha san xuét trén
nhin vk huéng din sir dung d6i v6i thude nude ngoai da duge cip s6 dang ky luwu
hanh,

Cin ¢ Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cta Bo Y t€ Quy
dinh viéc dang ky thudc, Thong tu s& 04/2008/TT-BYT ngay 12/5/2008 cla B
Y t€ hudng dan ghi nhan thude,

Can ctt bién ban thim dinh hd so thay déi/ bé sung, Cuc Quan 1y Dugc ¢
¢ kién nhu sau:

Déng ¥ dé cong ty dugc thay déi dia chi nha san xudt déi vai 05 thudc
trong danh muc dinh kem.

- Dia chi nha san xuit da duge duyét: 1106, Budapest, Keresztiri 1t, 30-38,

Hungary.
- Dia chi nha san xu4t thay déi: 1165 Budapest, Bokényfoldi 6t 118-120.,
Hungary.

Bang so sdnh noi dung thay déi cia miu nhan va hudng din sir dung dugc
déng ddu xdc nhan cta Cuc Quan 1y Duoc dinh kém cong van nay.

Ngoai noi dung duge thay déi trén, tat ca céc ndi dung khéc gilt nguyén
nhu hé s diang k¥ thude luu tai Cyc Quén 1y Duoc.

Cong ty ding Ky, nha san xuft phai chiu trich nhiém vé chat lugng d6i véi
s& thude dang lru hanh trén thi trudng, ndi dung ghi trén nhin thude, quy dinh
vé sO hitu trf tué lién quan dén nhdn hiéu hang hod cua thudc va cd trach nhiém
thong bdo sy thay d6i nay dén cdc co quan lién quan va khéch hang.

Sau 03 thdng ké tir ngay ky cong van n&y cong ty khong duoc nhap khau
cac thude trén voi dga chi ¢ii clia nha sdn xudt, mau nhan ¢l va ndi dung ci da
thay déi cua w huéng dén st dung.

Cuc Quan Iy Duoc thong bdo dé cong ty biét va thye hién ding céc quy
dinh cia Viét Nam vé hru hanh thude./.

Mf@ JC TRUONG

Noi nhdn:
- Nhu trén;
- Luw: VT, DKT(T)

&éﬁyéa Van Thanh



BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUOC DPoc lap - Tu do - Hanh phiic

" DANH MUC 05 THUOC PUOC PHE DUYET
mu f)g 1 PIA CHI NHA SAN XUAT, NHAN VA
¥ % HUGNG DAN SUDUNG

(dinh k b %?f ;,{ﬁa’QLD DK ngay27 / (/2014 cta Cuc Quan 1y Dugc)
STT “TEN THUOC SO DANG KY
L | alliton VN-8685-09
| Talliton VN-8686-09
2 Talliton VN-8684-09.
@ Halixol VN-16748-13
> | Hotemin VN-12438-11

Danh muc nay gébm 1 trang 05 khoan./.
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<IMP> 1/3
T& khai hang héa nhap khiu (thong quan)

Skl 104576481700 S5t khai Gau ten /| VO O

SO td khai tam nhap tai xudt tudng ('ng

M3 phan loai kiém tra 2 Ma loai hinh All 2 [ 4] Ma s6 hang hoda dai dién clia td khai 3004

Tén cd quan Hai quan ti€p nhan td khai CSGONKVI Ma bo phéan x(r ly td khai 01

Ngay déng ky

10/03/2022 10:06:46 Ngay thay ddi déng ky

Thdi han tai nhap/ tai xuat

Ngudi nhap khau

M3 1300382591

Tén CONG TY CS PHAN DuoC PHAM BéN
Ma buu chinh (+84)43

Pia chi 6A3, QL 60, P.Phu Tan, Tp.

S6 dién thoai 0753900059

Ngudi Gy thac nhap khau
Ma
Tén

TRE

Bén Tre, Bén Tre

Ngudi xust khau

M3
Tén EGIS PHARMACEUTICALS PIC.
Ma buu chinh
o 1106 BUDAPEST, KERESZTURI UT 30-38
Bia chi BUDAPEST HUNGARY
Ma nudc HU
Ngudi ty théc xuét khiu
Dai ly Hai quan M3 nhan vién Hai quan
S6 van don Pia diém luu kho 02CIS01 TONG CTY TAN CANG SG
1 090222BUP0167894 Dia diém d& hang VNCLI CANG CAT LAI (HCM)
2 Dia diém x&p hang HUBUD BUDAPEST
3 Phurong tién van chuyén
4 9999 OLYMPIA/OHB48N1INC
5 Ngay hang dén 04/03/2022
S6 lugng 7 PP Ky hiéu va sd hiéu
Téng trong lugng hang (Gross) 905,5 KGM
S6 lugng container 1
Ngay dugc phép nhap kho dau tién
M3 van ban phap quy khac
SG hoa dan A - 5132758
S6 tiép nhan hda don dién tr
Ngay phét hanh 02/02/2022
Phugng thirc thanh toan DP
Téng tri gid héa dan A - CIP - EUR -
Téng tri gid tinh thué
T&ng hé s phan bd tri gid -
M3 két qua kiém tra ndi dung
Gidy phép nhap khau
{ HC04 - 2100E/QLD-DK 2 - 3 -
4 - 5 -
Ma phaén loai khai tri gid 6
Khai tri gia t8ng hgp - - -
Céac khoan diéu chinh
Phi van chuyén - -
Phi bao hiém - - -
Ma tén Ma phén loai Tri gia khoan diéu chinh Tdng hé s& phan bd
1 - - -
2 - - -
3 - - -
4 - - -
5 - - -
Chi tiét khai tri gid
Tén sac thué Tong tién thué S8 dong tong
1 V Thué GTGT VND 1 T8ng tién thué phai ndp VND
2 VND SG tién bao lanh VND
3 VND Ty gia tinh thué EUR -
4 VND -
5 VND -
6 VND Ma xac dinh thdi han nop thué D Ngudi nop thué 1
M3 ly do dé nghi BP Phan loai ndp thué 2
3 T8ng s6 dong hang cla t& khai 1

Téng s6

trang cua t& khai



<IMP> 2/3
T& khai hang héa nhap khau (théng quan)

SG t& khai 104576481700 SG t& khai dau tién /
S0 td khai tam nhép tai xudt tuang (ing
M3 phan loai kiém tra 2 M3 loai hinh All 21 4] M3 s6 hang hda dai dién cla td khai 3004
Tén cd quan Hai quan tiép nhan td khai CSGONKVI M3 bo phan x{r ly t& khai 01
Ngay déng ky 10/03/2022 10:06:46 Ngdy thay d&i ding ky Thdi han tai nhap/ tai xuat
SG dinh kém khai bao dién tir 1 ETC - 721695428000 2 - 3 -
Phan ghi chi HP: 2020/22-103/10/EG-BE. NSX: EGIS PHARMACEUTICALS PLC.
SG quan ly cta ndi bd doanh nghiép S8 quan ly ngudi sir dung 00019
Phan loai chi thi clia Hai quan
Ngay Tén NGi dung

1 / 7/

2 /7

3 /

4 /

5 /7

6 /7

7 !/

8 /7

9 /7

10 /7

Muc théng bao cua Hai quan

Tén trudng dan vi Hai quan CCT CC HQ CK Cang Sai Gon KV I
Ngay cdp phép 10/03/2022 16:33:28

Ngay hoan thanh kiém tra 10/03/2022 14:40:36

Phan loai thdm tra sau théng quan

Ngay phé duyét BP /7

Ngay hoan thanh kiém tra BP /7

S8 ngdy mong ddi dén khi cAp phép nhap khau
Téng s6 tién thu& chdm ndp
Danh cho VAT hang héa déc biét

Thdi han cho phép van chuy&n bao thu& (khdi hanh)

Pia diém Ngay dén Ngay khdi hanh
Théng tin trung chuyén 1 i ~ i
2 / /7 ~ /7
3 / /7 ~ /7
Pia diém dich cho van chuyén bao thué /7



<IMP> 3/3
TS khai hang héa nhap khau (théng quan)
S8 td khai 104576481700 SG t& khai dau tién /
S0 t& khai tam nhép téi xuat tuong (ng
M3 phan loai kiém tra 2 Ma loai hinh All 2 [ 4] Ma s6 hang hda dai dién clia td khai 3004
Tén cd quan Hai quan ti€p nhan t& khai CSGONKVI M3 bd phan x(r ly to khai 01
Ngay déng ky 10/03/2022 10:06:46 Ngdy thay ddi ding ky Thdi han tai nhap/ tai xuat
<01>
Ma s6 hang héa 30049099 M3 quan ly riéng Ma phan loai tdi xdc nhangi. [ ]
M6 ta hang héa Tadn duoc: HALIXOL. H/2vix10vién,vién nén. HC: Ambroxol hydrochloride 30mg. SPK: VN-16748-13. Bat:
5986A0621, 6601A0921, 6602A0921. Exp: 06,09/2026.
S6 lugng (1) 100.000 UNK
S6 ctia muc khai khoan diéu chinh SG lugng (2) 842,5 KGM
Tri gid hda dan Pon gia hda ddn EUR UNK
Thué& nhép khau
Tri gid tinh thué(S) VND Tri gia tinh thué(M) -
SG lugng tinh thué Pon gia tinh thué -VND - UNK
Thué suat A - Ma ap dung thué tuyét dé
S6 tién thué VND Nudc xudt x HU - iUNGAR'- BO1
S tién mién giam VND Ma ngoai han ngach
SO thir ty cia dong hang trén t& khai tam nhap tai xuat twong (ing
Danh muc mién thué nhap khau -
Mién / Giam / Khong chiu thu€ nhap khau
Thué va thu khac
1 Tén Thué GTGT Ma ap dung thué sudt VB155
Tri gid tinh thué VND S6 lugng tinh thué
Thué sust Mién / Giam / Khong chiu thu& va thu khéc
SG tién thué VND
S8 tien mién giam VND
2 Tén Ma ap dung thué suét
Tri gia tinh thué VND S6 lugng tinh thué
Thué suat Mién / Giam / Khdng chiu thu& va thu khac
SG tién thué VND
S tién mién giam VND
3 Tén Ma ap dung thué suét
Tri gid tinh thué VND S6 lugng tinh thué
Thué sust Mién / Giam / Khdng chiu thué va thu khac
SG tién thué VND
S tién mién giam VND
4 Tén Ma dp dung thu€ suat
Tri gia tinh thué VND S6 lugng tinh thué
Thué sust Mién / Giam / Khong chiu thué va thu khéc
S6 tién thué VND
SG tign mién giam VND
5 Tén Ma ap dung thué sudt
Tri gid tinh thué VND S6 lugng tinh thué
Thué sust Mién / Giam / Khdng chiu thu& va thu khac
S6 tién thué VND

SG tign mién giam VND



BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tu do - Hanh phiic
(B0 phan mét cira) Ngay 20 thang 12 nam 2021
S6: 8359¢/QLD-GT

PHIEU TIEP NHAN
HO SO KE KHATKE KHAI LAI GIA THUOC/THAY POI BO SUNG THONG TIN
1. Co 56 ké khai: Cong ty C phian Dugc phdm Bén Tre
Dia chi: 6A3 Qudc 16 60, phuong Phi Tan, Thanh phd Bén Tre, Tinh Bén Tre
bién thoai: 02753900059

2. Loai ké khai gia: Lan dau Ké Kkhai lai

]

Thubc nudc ngoai khi nhap khau

Thudc san xudt trong nudc

HEN

Thubc d& nghj thay dbi/bd sung thong tin

3. S0 vin ban ké khai/ké khai lai/thay doi, b sung: 1634/21/KKGT-DBT
4. Théong tin thudc ké khai, ké khai lai:

Tén thudc S6 Nong d9, Ham|  Quy cich Co s& san xuit - Nudc san xuit
GPLH/GPNK lrong dong goi
Halixol VN-16748-13 |30 mg Hép 2 vix 10 |Egis Pharmaceuticals Public Limited
vién Company - Hungary

5. Danh muc hd so:

Béng ké khai/ké khai lai gi4 thudc/Vin ban @ nghi thay ddi, bé sung thong tin
Tai liéu khac (Ghi r):

- Gi4 mua tai cira khiu Viét Nam (gia CIF)

- To khai Hai quan (théng quan)

- Chi phi tai chinh (néu c6)

- Chi phi bén hang

- Chi phi quéan ly

- Vin ban gidi trinh 1y do tang gid va thuyét minh v& ty 1¢ ting gia

- Ty gia ngoai té

BEBBBBEIE ]

- Bang ké khai lai va bang thuyét minh co cdu gia
Ghi chii:

- Phiéu tiép nhén nay chi c6 gia tri xac nhan co s¢ da tién hanh tha tuc ké khai gia thudc theo quy dinh tai
Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018

- Gia thuoc ké khai, ké khai lai va thong tin thay ddi, bd sung s& dugc cong bb trén trang thong tin dién tir
ctia BO Y té theo quy dinh.

NGUOI NHAN HO SO

Nguyén Minh Thu

MA HO SO: 1088/TT58
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Ho
HUNGARY HUNGARY V[ muneaRy HUNGARY
Halixol® 2 Halixol® | 2 Halixel” 2 Halixol® S
Ambrosal hydrochloride < Ambroxol hydrochloride . | & Ambroxel hydrochlonde 5 Rmbroxel hydrochlorde "% <
30 my 3 mg i 30 my 30 mg R R
HUNGARY HUNGARY 5 HUNGARY HUKGARY 5
£ Halixol® £ Halixol” s 2 Halixol® « Halixol” P
& Ambrosel hydrechlonide S Ambroxol hydrochioride L @ Ambroxel bydrochipride 2 ambroxst hydrochioride
............ IWmg 30 amg e e 30.my <
CTTTHURNGARY HURGARY »§ TUURUNGARRY T HUNGARY
% Halixol” 2 Halixol® < 2 Halixol 2 Halixol®
& Ambroxat hydrochionide 8 Ambeoxol hydrochineide 2 Ambroxol hydrochioride 3 Ambross! bydrachloride N
Wy 30 my 38 mg 3B my NS
HUNGARY HUNGARY HUKGARY HUNBARY
¢ Halixel” g Halixol® g Halixol® % Halixol®
& Ambrosd hydrechiondes © Ambronsl bydrochisnde £ Ambrovol bydrathinride = Ambrosn! bydeochlaride
30 my 3 my 30 mg 30 my
e HUNBARY. HUNGARY. e HUNGARY. HUNGARY .
2 Halixol’ 2 Halixol® -/ g Halixol® w Halixol® N
& Ambroxo! hydrachlodde 5 Ambroxol hydrochlonide | E Ambroxe! hydrochlonde £ Ambroxst bydrochinride
30 mg 30 my i 30 my 30 mg
HUNGARY HUNGARY i HUNGARY HUNGARY g? 4;1 2
2 Halixol" 2 Halixol® 2 Halixol’ 2 Halixol” K
W Ambroxsd bydrochlonds <5 Ambroxol hydrochloride i Ambroxsd hydrochionide S Ambroxo! hydrashlords
30 mg 30 mg 30 my 30 my
HUNGERY HUNGARY MQWS&EY HUNGARY
' Halixol Z "Halixol "2 Halixal” & Halixol” :
s Ambroxol bydrochloride <5 Ambroxol hydrochioride .= Ambroxo! hydrochioride <& Ambroxe! bydrachlornds
30 my 0 my 30 myg 30 my
HUNGARY HUNGARY HUNEAHY‘ HUNGARY
2 Halixel” 2 Halixol” 2 Halixol® & Halixol"
W@ Ambroxo! bydrochioride <3 Ambroxel hydrochlonde W Ambroxo! hydrochloride < Ambroxol hydrachioride
30my 30 mg 30 mg 30 my
S AUNGARY. HUNGARY . HUNGARY HUNGARY.
-2 Halixol® 2 Halixol - Halixol . Halixol® .
Z Ambroxs! hydrochionide £ Ambroxel hydrochioride Ambroxel hydrochiorids £ Ambroxsl hydrochlonide
30 my 38 my 30 mg 30 mg
HUNGARY HUNGARY HUNGARY HUNGARY
& Halixol” % Halixel” £ Halixel” ¢ Halixol’
B Ambroxel bydrazhlonde = Asmbroxo! hydrochbionde @ Ambroxg! bydenchlonds 55 Ambroxol hydrachlaride
30 my 30 mg 30 my 30 mg
HUNBARY HUNGARY . HUNBARY HUNGARY A
Z Halixol” 2 Halixol  Halixol™ % Halixol™
“ua Bmbroxa! Bydrchionde S Ambroxel hydrochionde ™, 8 Kehrorel Wydeoehionds 8 Ribravel Fydrochlanis
0 mg 30 mg H 30 my 30 mg
HUNGARY HUNGARY HURNGARY HUKGARY
© Halixol” 2 Halixol® 2 Halixol® £ Halixol”
2 Ambrovo! bydrochloride £ Ambroxo! hydrochionide & Ambroxo! hydrochloride < Ambraxol bydrochiorids
30 mg 38 my 30 mg 30my
35 IMaL ¥ SHERED £ O IR0 KON TR A NI
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Name: Halixol tbl 30 myg alufoil 153 mm A*VN
Scale: 1.1
Colour: Pantone Black
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Halixol
vien nen 30 my

Boc ky hidng dén s dung trudc khi
ding

Néu cidn thém thing tin, xin héiy
ki€n cda bac s§

Vién nen Halixel 30 mg

Ambroxo! hydrochloride

THANH PHAN
Hoat chift: Wit v 30 my
&

PAC rimi LAm si\am
Clu t!mh digu tr

1 do smg: s b t?‘!§°§
0 1an dich uhiy

Lidu ding va cach ding
1 vi b am whe ’? Qﬁgf
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ian fiw" s‘m

Ching cha dguk
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widn Halood of ol B4 mg oo

Tuwng tac thube v cdc dang tuong
tic khic

Ko st o dlng i vl cde kbdng
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Sv dung thufiz cha phy nif £ thai va
cho con b
D B8u vén lim sty
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s vl 0 tha b

Anh hugng d&n khé ning 14i xe vé van
hanh mdy moc
Liwra 04 bling ohd
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Pharmacode

H

Tac dung khong mong mudn

Hifie ki ady 1a vhu bt dan 8y, 1y thdy,
nén o loan nu bds, v bon da

Thing bav cho bic s¥ nhing téc dung
khéng mong mudn gép phat khi s
dyng thudt

Qua lidu

ihe yud iy
by chdy vé
n 3 o

5
fifs ching w8
o 401 b6 1uln hods
CAC BAC TINH DUOC LY
Bie tinh duye déng hoo
Khdm 830 10 long 88, 18 Bly chilt nhdy
T BOEC 808
a1 ohilt oia Haliel 1 ohd

wamins ode wi hap chél dhu hiy

sih o4z yStisome
s var amym thily
4 by, qua 88

i1 phE qudn, o

Cac dit ligu an todn mn tam snn
T by odu vf 48
iy s ki :
et hofe gy gudl dal

CAC 8AC TINH DUTC HOC
Tinh twong ky
Kidng dp dyng

Han diing )
67 thang &6 1 iy shn el

a

Thin trgng trong hao quan

Big i;iﬁ&ﬁ i 30°L, whnh dob sdng.

B xa t3m tay tef em,

Dong gai

1 vidn nn song ol PYD/AL Hin 2w
ke 1ol undng dde v dung

Nha san xudt

£ Parmscenyioals

Publip Limitad Dompaoy

1405 BUDAPEST, Kmeoonin 61 3038,
HUKGARY

EGIS Dor. Ko 2

o~
e
P,

Pharmacode

mméf? _—
L

PHO CUC TRUGNG

ﬂ;@gye:‘f}i Yin Chank,




