b Kgpsveasn BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

%;é‘;y“,ﬂgj?oﬁuc QUAN LY DUQC Poc 1ap - Ty do - Hanh phiic
S6: 64 /QP-QLD Ha Néi, ngay 23 thang01 nam2025
QUYET PINH

’Vé viéc ban hanh danh muc 390 thudc nwéc ngoai
dwoc cap, gia han giay dang ky luwu hanh tai Viét Nam - Dot 124.2

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Dwoc so 105/2016/QH13 ngay 06/4/2016;

Cdn cir Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cia Chinh phi quy dinh
chirc nang, nhiém vu, quyén han va co cdu t6 chike ciia BS Y té;

Can cit Quyét dinh sé 1 969/0D-BYT ngay 26/4/2023 cua B¢ trwong B Y té quy
dinh chirc ndng, nhiém vu, quyén han va co cau 16 chirc ciia Cuc Quan 1y Duoc thujc
Bo Y té;

Can cik Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truéng Bé Y té quy
dinh viéc d‘dng ky liww hanh thuée, nguyén liéu lam thudc;

Can cit két ludn cua Hoi dong tw vdn cdp gidy ding ky luu hanh thuée, nguyén
liéu lam thuoc - Bo Y té dot 124 (phién 2) tai Cong van so 1 09/HPTV-VPHP ngay
07/01/2025 ciia Vin phong Héi dong tw van cap GPKLH thudc, nguyén liéu lam
thuéc;

Theo dé nghi cia Truong phong Bdang ky thudc - Cuc Qudn Iy Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 390 thudc nudc ngoai
dugc cép, gia han gidy diang ky luu hanh tai Viét Nam - Dot 124.2, cu thé:

1. Danh myc 14 thudc nudc ngoai duoc cp gidy dang ky luu hanh hiéu luc 05
nam - Dot 124.2 (tai Phu luc I kem theo).

2. Danh myc 03 thubc nudc ngoai duoc cp gidy dang ky lwu hanh hiéu luc 03
nam - Dot 124.2 (tai Phu luc Il kem theo).

3. Danh muc 323 thudc nude ngoai dugc gia han gidy dang ky lvu hanh hiéu
luc 05 nam — Dot 124.2 (Phu luc 111 kem theo).

4. Danh muc 47 thudc nudc ngoai dugc gia han gidy ding ky lwu hanh hiéu luc
03 nam — Dot 124.2 (Phu luc 1V kem theo).

5. Danh muc 03 thudc nude ngoai duge gia han gidy ding ky luu hanh hiéu lyc
dén hét ngay 31/12/2025 — Dot 124.2 (Phu luc V kem theo).

Piéu 2. Co s0 san xuat va co so dang ky thude o trach nhiém:

1. San xuét, cung cap thudc vao Viét Nam theo ding cac hd so, tai liéu da dang
ky v6iBo'Y té va phai in hoac dan sb dang ky dugc BO Y té cr?ip 1én nhan thude.

2. Chap hanh day di phap luat cia Viét Nam va cac quy dinh ciia Bo Y té vé
san xuét, nhap khéu thudc va luu hanh thude tai Viét Nam, néu c6 bat ci thay ddi gi
trong qua trinh luu hanh thudc & nude so tai va & Viét Nam thi phai bao cao ngay cho
Cuc Quan ly Duoc - Bo Y té Viét Nam.

3. Thuc hién vi€c cidp nhat tiéu chuan chat lugng cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cta Bo truong Bo Y té quy dinh vé chat
lugng thudc, nguyén li€u lam thude, Thong tu s 03/2020/TT-BYT ngay 22/01/2020
clia Bo truong BO Y té stra d6i, bd sung mot sb dicu cua Thong tu 11/2018/TT-BYT
quy dinh vé chit luong thudc, nguyén liéu lam thudc.

4. Cap nhat nhin thudc va to huéng dan st dung thude theo quy dinh tai Thong



tw 01/2018/TT-BYT ngay 18/01/2018 cua B truong Bo Y té quy dinh ghi nhan thudc,
nguyen liéu 1am thudc va to huéng dan s dung thudc theo hinh thirc thay ddi, bo sung
gidy dang ky luu hanh thudc quy dinh tai Thong tu 08/2022/TT-BYT ngay 05/9/2022
cua B§ truong BO Y té ddi voi thude chua cap nhat ndi dung nhan thudc, tor huéng dan
sir dung thudc theo quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cta Bo
truong Bo Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thudc duge gia han
glay dang ky luu hanh theo Quyet dinh nay c¢ thay d6i vé noi dung hanh chinh (bao
gom c4 mau nhin va to hudng dan sir dung thuoc) phai nhap khau va luu hanh véi cac
ndi dung da dugc phé duyét thay ddi trong ho so gia han.

6. Co s¢ dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi han
hiéu luc cua gidy dang ky luu hanh thudc, nguyén liéu lam thudc. Trong trudng hop
khong con dép Gng du diéu kién hoat dong, co s¢ dang ky phai ¢6 trach nhiém thuc
hién thay dbi co s¢ dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngay co sé dang ky khong con du diéu kién hoat dong.

7. Co s& dang ky thudce phai bao cao Bo Y té (Cuc Quan ly Duoc) vé cap nhat
tinh trang dap Gng Thuc hanh tot san xudt cua CO 8O san Xudt thuoc nguyén liéu lam
thudc. Truong hop co s6 san xuat bi thu hoi gidy phep san xuat hodc khong dap tng
Thuc hanh t6t san xuét thudc, nguyén liéu 1am thudc & nudc s tai, co sd phai thuc
hién viéc bao cdo trong thoi han 15 ngay ké tir ngay c6 thong béo cua co quan quan Iy
¢6 tham quyén nudc so tai theo quy dinh tai diém d khoan 1 Diéu 100 Nghi dinh s6
54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi tiét mot s6 diéu va bién
phap thi hanh Luét Duoc.

8. Céc thudc duoc gia han gidy dang ky luu hanh tai Quyét dinh nay duoc tiép
tuc str dung s ding ky di cap trude khi gia han trong thoi han tdi da 12 thang ké tir
ngay dugc cép sé dang ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu s6 08/2022/TT-BYT.

9. Phéi hop vdi cac co s¢ diéu tri dé thuc hién theo dung cac quy dinh hi¢n
hanh vé thudc ké don, theo doi an toan, hi¢u qua, tic dung khong mong mudn cua
thudc trén ngudi Viét Nam va tong hop, bao céo theo quy dinh tai Diéu 5 Thong tu s6
08/2022/TT-BYT dbi véi cac thudc trong Phuy luc II ban hanh kém theo Quyét dinh
nay.

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

Piéu 4. Giam doc SO Y té cac tinh, thanh phd truc thude trung wong, giam ddc
nha san xuét va co sé ding ky c6 thube tai Piéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhén. ___CUC TRUONG
- Nhu bicu 4; e ~“-:~.f \
- B¢ trudng (dé b/c); N

- TTr. B4 Xuan Tuyén (de b/c); . =/ CUC  \7\ M
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. T r_..J{“"T/
- Bao hiem Xa hoi Viét Nam; ¥ £ \
- Bo Y t& Vu PC, Cuc QLKCB, Thanh tra B, Vin Vii Tuan Cuong

phong HPTV cdp GPKLH thudc, NLLT;

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

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

- Téng Céng ty Dugc VN-CTCP;

- Cac Cong ty XNK dugc pham;

- Cac Bénh vién & Vién co6 givong bénh tryc thudéc BYT,;
- Trung tim mua sm tap trung thudc qudc gia;

- Cac phong Cuc QLD: QLGT, QLKDD, QLCLT,
PCHN, VP Cuc; Website Cuc QLD. )

- Luu: VT, BKT (2b) (NT).



Phu luc IV

DANH MUC 47 THUOC NUOC NGOAI PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POT 124.2

(Kém theo Quyét dinh sé: ...64......./OP-QLD, ngay 23./01./2023ciia Cuc Quan Iy Duwoc)

STT | Ténthuoc | Hoat chat chinh | Dang | Quycich | Tiéu | Tudi So ding ky So
— Ham lwgng bio ché | dénggoi | chuin tho gia han lan

(thang) | (So dingky | gia

da cip) han

@ (2) 3 (C)) 3 (6) ) t)) 9

1. Co s dang ky: Accord Healthcare Limited (Dia chi: Sage House, 319 Pinner Road, North
Harrow, Middlesex HA1 4HF, United Kingdom)

1.1. Co sé san xuit: Intas Pharmaceuticals Ltd. (Bja chi: Plot No. 457&458, Vill.: Matoda, Bavla
Road & Plot No. 191/218P, Vill.: Chacharwadi, Tal: Sanand, Dist.-Ahmedabad, India)

1 Calutas 50 | Bicalutamide Viénnén | Hop3 vix | USP 36 890114042025 01
50mg bao phim | 10 vién 40 (VN3-328-21)

2 Letrotas 2.5 | Letrozol 2,5mg Viénnén | Hop3 vix | USP 36 890114042125 01
bao phim | 10 vién 38 (VN3-329-21)

2. Co s¢ dang ky: APC Pharmaceuticals And Chemical Ltd. (Dia chi: 19/F, Chung Hing
Commercial BLDG. 62-63 Connaught Road Central, Central, Hong Kong)

2.1. Co sé san xuat: Mylan Laboratories Limited (Dja chi: F-4 & F-12, MIDC, Malegaon,
Tal.Sinnar, Nashik-422113, Maharashtra state, India)

3 Atazanavir | Atazanavir Vién Hop 1 chai | NSX 24 890110042225
(as sulfate) | 300mg (dudi nang x 30 vién (VN2-560-17)
capsules dang Atazanavir | cung
300mg sulfate 341,7mg)

01

3. Co sé dang ky: Astellas Pharma Singapore Pte. Ltd. (Pia chi: 6 Temasek Boulevard, #26-03/05,
Suntec Tower Four, Singapore (038986), Singapore)

3.1. Co sé sian xuit: Avara Pharmaceutical Technologies Inc. (Dia chi: 3300 Marshall Avenue,
Norman, OK 73072, USA)

Co sé dong goi va xuit xwong: Astellas Pharma Europe B.V. (Pia chi: Hogemaat 2, 7942 JG
Meppel, The Netherlands)

4 Betmiga 25 | Mirabegron 25mg | Viénnén | Hop 3 vix | NSX 36 001110042325
mg phong 10 vién (VN3-382-22)
thich kéo
dai

01

4. Co sé ding ky: Cong ty c6 phan dwge vat tw y té Thanh Vinh (Bja chi: Phong 212 No 20, Khu
do thi Phap Van - Tw Hiép, Phuong Hoang Liét, Quan Hoang Mai, Thanh Phé Ha Noi, Viét Nam)
4.1. Co s& san xuit: Reyoung Pharmaceutical Co., Ltd. (Dja chi: No.I Ruiyang Road, Yiyuan
County, Shandong Province, China)

5 Tarviluci Meclofenoxate Bétpha | Hop 1 Lo Cp 36 690110042425
hydrocloride tiém bap, 2015 (VN-19410-15)
500mg tiém tinh

mach

01




STT | Tén thudc | Hoat chit chinh Dang Quy cach | Tiéu Tudbi S6 dang ky S6
— Ham luwong bao ché | déng géi | chuin tho gia han lan
(thang) | (So dingky | gia
da cip) han
@ 2 (&) (C)) (6)) () (@) ® ®
25. Co s¢ dang ky: Phil International Co., Ltd. (Dia chi: 17, Nonhyeon-ro 99-gil, Gangnam-gu,
Seoul, Republic of Korea)
25.1. Co sé san xuit: Aju Pharm Co., Ltd (Pia chi: 23, Sandan-ro 121 beon-gil, Pyeongtaek-Si,
Gyeonggi-do, Republic of Korea)
35 Philpresil Citicoline Dung Hop 1 vix | NSX 36 880110045425 01
Inj. 500mg/2ml dich tiém | 10 6ng x (VN-10500-10)
2ml

26. Co s¢ diang ky: Reckitt Benckiser (Thailand) Limited (Pia chi: 388 Exchange Tower, 14th
floor, Sukhumvit Road, Klongtoey, Bangkok 10110, Thailand)

26.1. Co sé san xuat: Reckitt Benckiser Healthcare Manufacturing (Thailand) Ltd. (Dja chi: 65
Moo 12, Lardkrabang-Bangplee Road, Bangplee, Samutprakarn 10540, Thailand)

36

Nurofen for | Ibuprofen H;m dich | Hop 1 chai | NSX 36 885100045525
children 100mg/5 ml uong x 60ml (VN-13851-11)

01

27. Co s¢ dang ky: RV Group (S) Pte. Ltd. (Dja chi: 1 North Bridge Road, # 21-06 High Street
Centre, Singapore 179094, Singapore)

27.1. Co sé san xudt: RV Lifesciences Limited (Pja chi: Plot No. H-19, M.ID.C., Waluj,
Chhatrapati Sambhajinagar 431133, Maharashtra State, India)

37 Novator Deferipron Vién Hop Svix | NSX 36 890110045625 01
500 500mg nang 10 vién (VN-18136-14)
cung
28. Co sé diang ky: Saint Corporation (Dia chi: Academy Tower, Rm #718,719, 118, Seongsui-ro,
Seongdong-gu, Seoul, Republic of Korea)
28.1. Co s& san xuat: Aprogen Biologics Inc. (Pja chi: 16, Dumeori-gil, Yanggam-myeon,
Hwaseong-si, Gyeonggi-do, Republic of Korea)
38 Aluantine Almagat 500mg | Viénnén | Hop 10 vi | NSX 36 880100045725 01
Tablet x 10 vién (VN-21118-18)
28.2. Co sé san xuat: Genuone Sciences Inc. (Dia chi: 245, Sandan-gil, Jeonui-myeon, Sejong-si,
Republic of Korea)

39 | Clorfine Méi 1g thuéc m& | Thude | Hop 1 NSX 36 880110045825 | 01
chira: Clobetasol | m& boi tuyp x 15 (VN-22193-19)
propionat 0,5mg | ngoai da | gam

28.3. Co sé san xuidt: GENUPharma Inc. (Pia chi: 93, Bio valley 2—ro, Jecheon-si,
Chungcheongbuk-do, Republic of Korea)

40 Eupicom Dexibuprofen Vién Hop 10 vi | NSX 24 880110045925 01
300mg nang x 10 vién (VN-20086-16)

mém

29. Co s& diang ky: Samil Pharmaceutical Co., Ltd. (Samil Pharm. Co., Ltd.) (Dia chi: 155,
Hyoryeong-ro, Seocho-gu, Seoul, Republic of Korea)

29.1. Co' s& san xuit: Samil Pharm. Co., Ltd. (Pja chi: 216 Sandan-ro, Danwon-gu, Ansan-si,
Gyeonggi-do, Republic of Korea)




BO YTE CONG HOA XA HOI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Djc lap - Tu do - Hanh phiic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

138A Giadng V6 - Ha N¢i - Viét Nam
Tel: 84.4.37366483/38464413 - Fax: 84.438234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thuéc . Aluantine Tablet

Name of Drug:

Thanh phan chinh, ham lwong :  Almagate 500

Active Ingredients, Strength:

Qui cach déng goéi, bao ché © Hop 10 vi x 10 vién; Vién nén

Packing Size, Dosage form:

Tiéu chuén chét lwong - NSX

Quality Specification:

Han dung . 36 thang h
Shelf- life: ¥
S6 gidy phép Iwu hanh san pham (SPK): VN-21118-18 7.
Marketing Authorization Number: O
Sé quyét dinh ©173/Qb-QLD Ngay cap: 27/3/2018 \t
Approval Decision Number: Date of Issuance:

Hiéu luc clia gidy phép Iwu hanh san pham: cé gia tri 05 nam ké tir ngay cap

Expiration Date of this Marketing Authorization: ) §

Tén co s& dang ky . Saint Corporation
Name of Marketing Authorization Holder
Dia chi . Academy Tower, Rm #718, 719 - 118 Seongsui-ro, ;
Address: Seongdong-ro, Seoul - Korea /
Tén co s& san xuat - Schnell Biopharmaceuticals, Inc
Name of Manufacturer:
Dia chi © 16, Dumeori-gil, Yanggang-myeon, Hwaseong-si,
Address: Gyeonggi-do - Korea
Tén co sé& dong goi : :
Name of Assembler
Pia chi
Address.
Ha Ni, ngay-lTthang 3 nam 2018. | _,'_j

KT.CUC TRUONG CUC QUAN LY DUQC A
FOR GENERAL-DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

Ghi chu: ote)

1- Gidy phép Iwu hanh san phadm nay duoc cap theo ding hd so
dang ky thudc da dwoc Bo Y té phé duyét.

This marketing authorization has been issued in accordance with the dossier
approved by the Vietnam Ministry of Health.

2- B4t c si thay dbi nao vé ndi dung clia gidy phép phai duoc
Cuc Quén ly duoc - Bd Y té xac nhan.

Any variations of the contents of the marketing authorization are required to be ) 1 ),
adopted by the Drug Administration of Vietnam. €%
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TRA CU'U GIAY PANG KY THUOC, NGUYEN LIEU LAM THUOC TAI VIET NAM

Diy 13 dif lidu cdp 56 d3ng ky Iuv hinh géc theo cdc quyét dinh cp SK ILru hnh (chura bao gBim cac dif 11éu ¢4 dwoc dinh chinh, thay ¢8I, bd sung, thu hdi gidy DKLH trong qué trinh Iy hinh)
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Tra clu nang cao v
Tim thay 1 két qua gidy dang ky thudt, nguyén lidu lam thudc theo tir khoa VN-21118-18..
THONG TN HO SOTGIA THONG TIN CONG TY DANG KY THONG TIN CONG TY SAN XUAT

HAN DUOC TIEP
TUC ST

- DUNG . P i
NGAY GDKLH HOAT CHAT 1) <
TIEP CHO DEN ENC .
NHAN HO KHI BUOC TE"TC‘?"“ BIA CHI
SO GIA GIA HAN
HAN .

Academy Tower,

N 16, Dumeori-gil,
_ ) _ Hop 10 i i Rm #718,719-118  APROGEN i
Lich VN-21118- Aluantine 173/0D-  27/03/2018 o ) 36 Saint Han ’ Han  Yanggang-myeon,
| 1 ) 90805/TTG0  10/03/2023 B Almagate 500 500 Vién nén vix 10 NSX . ) - Seongsui-ro, BIOLOGICS - N
sir 8 Tablet QLD (NA) . thdng  Corporation  Quéc Quic  Hwaseong-si,
vién Seongdong-o, INC )
Gyeonggi-do

Seoul



BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUANLY DUQC Péoc 1ap — Tw do — Hanh phiic
S6: 225 /QP-QLD Ha Néi, ngay 03 thdang 04ndm 2023
QUYET PINH

Vé viéc cong l}(‘) Danh muc thudc, nguyén li¢u lam thude c6 gidy ding ky luu
hanh dwgrc ti€p tuc sir dung theo quy dinh tai khoan 1 Diéu 3 Nghi quyét so
80/2023/QH15 ngay 09/01/2023 cia Quoc héi (Pgt 3)

CUC TRUONG CUC QUAN LY DUQC

Can cu Nghi quyet s6 80/2023/0OH15 ngay 09/01/2023 ciia Quéc hdi vé viéc
tzep tuc thuee hién mét s6 chinh sach trong phong, chong dich COVID-19 va su dung

gidy dang ky luu hanh thudc, nguyén lidu lam thude hét thoi han hiéu lic tir ngdy
01/01/2023 dén ngay 31/12/2024,

Can cit Nghi dinh s6 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cau to chirc cua Bo Y te;

Can cit Quyét dinh sé 7868/0P- -BYT ngay 28/12/2018 cua Bo truong Bo Y

té quy dinh chirc nang, nhiém vy, quyén han va co cdu t6 chire ciia Cuc Qudn Iy
Duoc thudée Bé Y té;

~ Can cie Cong van s6 429/BYT-QLD ngay 01/02/2023 ciia B¢ Y té vé viéc
trién khai thuc hién Piéu 3 Nghi quyéet so 80/2023/QH15;

Theo dé nghi ciia Truong phong Dang ky thuée, Cuc Quan 1y Duworc.
QUYET PINH:

Piéu 1. Cong bd kém theo Quyét dinh ndy Danh muyc thudc, nguyén liéu 1am
thudc c6 gidy dang ky luu hanh duoc 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 cia Quéc hoi (Dot 3), cu thé nhu sau:

1. Danh muc thudc, nguyén liéu 1am thudc san xut trong nude duoc cong bd
tai Phu luc I kem theo Quyét dinh nay.

2. Danh muc thudc, nguyén liéu lam thudc san xut tai nude ngoai duoc cong
bo tai Phu luc II kém theo Quy¢ét dinh nay.

Piéu 2. Danh muc thubc, nguyén liéu lam thube duge cong bd tai Pidu 1 duoc
dang tai trén Cong thong tin dién tir cia BO Y té tai dia chi: https://moh.gov.vi/home,
Trang thong tin dién tir cia Cuc Quan Iy Dugc tai dia chi: https:/dav.gov.vn va dugc
tiép tuc cap nhat, bd sung tai cac dot cong bd tiép theo.

Thong tin chi tiét cta timg thudc, nguyén liéu 1am thude dugc tra ciru theo sé ding
ky cong bo trén trang thong tin dién tr cua Cuc Quan ly Duogc tai dia chi
https://dichvucong.dav.gov.vn/congbothuoc/index.

Piéu 3. Truong hop thudc, nguyén lidu lam thudc da thyc hién thay doi, bd
sung trong qua trinh luu hanh hodc c6 dinh chinh, stta d61 thong tin li€én quan dén



gidy dang ky luu hanh di duoc cdp, doanh nghiép xuét trinh vin ban phé duyét hodc
xac nhan cua Cuc Quan ly Dugc vdi cac co quan, don vi lién quan dé€ thyc 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 ddc S¢' Y té cac tinh, thanh phé truc thudc Trung uvong, Giam
doc co s¢ san xuat va co sé dang ky c6 thuoc, nguyén li¢u lam thudc dugc cong bo
tai Diéu 1 chiu trach nhi€m thi hanh Quyét dinh nay./.

Noi nhgn: ~~7.CUC TRUONG
- Nhu Dbiéu 5; /&

- BT. bao Héng Lan (dé b/c) ,-*.'-_. 2/ CU
- TT. Pd Xuan Tuyén (de blc); [ QUA?
- Cuc Quany - Bo Quéc phong, CucY té - BO Cong an* _ Woce [
- Cuc Y t& GTVT - Bo Giao thong van tai; \ 4

- Téng Cuc Hai quan - Bo Tai chinh; N vl P 4 i

- Béo hiém x3 hoi Viét Nam; B Vit Tuan Clr(‘)'ng
-Bd Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra

B, Van phong Bo;

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

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

- Cac Bénh vién, Vién c6 giudng bénh truc thuoec BO Y té;

- Trung tAm mua sam tap trung thudc qubc gia;

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

Website Bo Y té; Website Cuc Quan ly Dugrc;

- Luu: VT, BKT.




Phu luc IT

DANH MUC THUOC, NGUYEN LIEU LAM THUOC NUOC NGOAI CO GIAY PANG KY LUU
HANH PUQC TIEP TUC SUDUNG 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 HOI (POT 3)

(Ban hanh kém theo Quyét dinh s6 205/OD-0LD ngayy; /y4 /2023 ctia Cuc Qudan Iy Duoc)

(*) Ghi chii: Cdc thuéc khdc dép g yéu cau tai Nghi quyét 80/2023/QH15 dwoc tiép tuc cdp
nhdt, bo sung tai cac dot tié'p theo.

STT  [So6 ding ky Tén thuoc Co sé ding ky Co s& san xuit
1 VN-20980-18 |Acido Tranexamico |Congty TNHH Dugc Tam Pan |Bioindustria L.I.M
2 VN-19914-16 |Aclop Cong Ty TNHH Thuong Mai  [The Madras Pharmaceuticals
Thanh Danh
3 VN-20899-18 |Actelsar 40mg Actavis International Limited. |Actavis Ltd.
4 VN-21122-18 |Afocical Tab. Saint Corporation Withus Pharmaceutical Co., Ltd
5 VN-21093-18 |Alcaine 0,5% Novartis Pharma Services AG  |SA Alcon-Couvreur NV
6 VN-20977-18 [Algotra Cong ty TNHH Duoc phdm SMB Technology S.A (Co s&
37,5mg/325mg Viét Phap san xut ban thanh phim
Paracetamol-Povidone
(Compap PVP3): Mallinckrodt
Inc; dia chi: Greenville Plant,
Covidien, 100 Louis Latzer
Drive, Greenville Illinois
62246, My)
7 VN-21118-18 [Aluantine Tablet Saint Corporation Aprogen Pharmaceuticals, Inc.
8 VN-20974-18 |Alvoprel Cong ty TNHH Duoc phdm Genepharm S.A.
Viét Phap
9 VN-20975-18 |Alvoprel Céng ty TNHH Dugc pham Genepharm S.A.
Viét Phap
10 VN-20918-18 |Amdepin Duo Cadila Pharmaceuticals Ltd. Cadila Pharmaceuticals Ltd.
11 VN-17864-14 [Ampicillin sodium Cong ty c¢6 phan Dugc pham  |Reyoung Pharmaceutical Co. ,
for Injection 1g Green Ltd
12 VN-17698-14 |Aridone 1g Cong Ty TNHH Thuong Mai  [Karnataka Antibiotics &
Thanh Danh Pharmaceuticals Limited
13 VN-17699-14 |Arotaz 1gm Cong Ty TNHH Thuong Mai  [Karnataka Antibiotics &
Thanh Danh Pharmaceuticals Limited
14 VN-20961-18 |Asosalic Cong ty TNHH Duoc phdm Replek Farm Ltd. Skopje
Lién Hop
15 VN-20989-18 [Aszolzoly-10 Cong ty TNHH MTV DP Viét [M/s Windlas Biotech Private
Tin Limited
16 VN-20990-18 | Aszolzoly-20 Cong ty TNHH MTV DP Viét |M/s Windlas Biotech Private
Tin Limited
17 VN-20995-18 | Aussamin Cong ty TNHH Tan buc Pharmaction Manufacturing
Pty., Ltd.
18 VN-21043-18 |Axcel Cephalexin- Kotra Pharma (M) Sdn. Bhd. Kotra Pharma (M) Sdn. Bhd.
250 Capsule
19 VN-21044-18 |Axcel Eviline forte  |Kotra Pharma (M) Sdn. Bhd. Kotra Pharma (M) Sdn. Bhd.
suspension
20 VN-21045-18 |Axcel eviline tablet  [Kotra Pharma (M) Sdn. Bhd. Kotra Pharma (M) Sdn. Bhd.
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Tén cong ty san xudt APROGEN PHARMACEUTICALS, INC . APROGEN BIOLDGICS INC.



BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap — Ty do — Hanh phiic

Sé: N3:271 /QLD-BK Ha Néi, ngay 4 thang 7 ndam 2018
Pinh chinh Quyet dinh cép sb ’ -
dang ky thubce nude ngoai

Kinh guri: - S& Y té cac tinh, thanh phé truc thude Trung wong;
-Céc cong ty ding ky c6 thubc duogc dinh chinh.

~ Cuc Quan Iy Dugc thong béo diéu chinh mot s6 ndi dung trong cac Quyét dinh
cap so dang ky Iuu hanh nhu sau:

1. Quyét dinh sé 672/QD-QLD ngay 17/12/2015 cua Cuc truong Cuc Quan ly
Dugc vé viéc ban hanh danh muc 168 thudc nuée ngoai duge cp sé dang ky luu hanh
tai Viét Nam - Dot 92:

1.1. Thude DBL Octreotide 0.1mg/ml, sé dang ky: VN-19431-15 do Pfizer
(Thailand) Ltd ding ky, trong quyét dinh c6 ghi hoat chat chinh la “Octreotide (dudi
dang octreotid acetat) 0,1mg”, nay diéu chinh thanh “Octreotide (duéi dang octreotid
acetat) 0,1mg/ml”;

1.2. Thude Tiffyrub, sé ding ky: VN-19538-15 do Thai Nakorn Patana Viet
Nam Co. Ltd ding ky, trong quyét dinh c6 ghi hoat chét chinh 12 “Menthol 3g;
Camphor 5,2g; Eucalyptus oil 1,5g”, nay diéu chinh thanh “Mdi 100g chira: Menthol
3g; Camphor 5,2g; Eucalyptus oil 1,5g”; quy cach dong goi 1a “Hop nhua nhé 6g, 10g,
hop 16n chira 12 hop nhdé. Hop 1 chai nhya 20g, 40 g”, nay diéu chinh thanh “Hop
nhua nho 6g, 10g, hdp 16n chira 12 hép nho; Hop 1 1o nhua 20g, 40 g, hop 1on chira 12
hop nho™.

2. Quyét dinh sb 107/Qb-QLD ngay 23/03/2016 cua Cuc trudng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 18 thude nudce ngoai (thude diéu tri ung thu ding ky
lan dau- sé dang ky ¢6 hiéu luc 02 nim) duoce cip sé dang ky luu hanh tai Viét Nam-
Pot 93:

2.1. Thubc Cisplaton, sé dang ky: VN2-446-16 do Cong ty TNHH DP Hién vi
dang ky, trong quyét dinh c6 ghi dia chi nha san xuét 1a “Hill Top Industrial Estate,
Jharmajari EPIP, Phase-1 (ext), Bhatoli Kalan, Baddi, Dist. Solan (HP), India”, nay
diéu chinh thanh “Hill Top Industrial Estate, Jharmajri EPIP, Phase-I (Extn), Bhatoli
Kalan, Baddi, Distt. Solan Himachal Pradesh 173205, India™.

3 Quyét dinh s6 530/QD-QLD ngay 03/11/2016 cua Cuc truéng Cyc Quan ly
Dugc vé viéc ban hanh danh muc 99 thuoc nude ngoai dugce cap so dang ky luu hanh
tai Viét Nam- Dot 95:

3.1. Thubc Alfa- Lipogamma 600 Oral, sé ding ky: VN-20219-16 do Woerwag
Pharma GmbH & Co. KG dang ky, trong quyét dinh c6 ghi tén nha san xuit la
“Dragenopharm Apotheke Piischl GmbH”, nay didu chinh thanh “Dragenopharm
Apotheker Plischl GmbH™; dia chi nha san xuat la “Gollstr. 1, 84529 Tittmorning.,
Germany”, nay diéu chinh thanh “Géllstr. 1, 84529 Tittmoning, Germany”.




4. Quyét dinh s6 210/QP-QLD ngdy 08/06/2017 cua Cuc truong Cuc Quan ly
Dugc vé viéc ban hanh danh muc 281 thubc nuée ngoai duge cip sé ding ky luu hanh
tai Viét Nam- Dot 97:

4.1. Thube Orolys, s6 ding ky: VN-20494-17 do Dong Sung Pharm Co., Ltd
dang ky, trong quyét dinh c6 ghi hoat chét chinh 13 “Ncomycin (duéi dang Ncom} cin
sulfat) 35000 IU; Nystatin 100000 IU; Polymycin B sulfate 35000 IU”, nay diéu chinh
thanh “Neomycin (dudi dang Neomycin sulfat) 35000 IU; Nystatin 100000 IU;
Polymyxin B sulfate 35000 IU”.

3. Quyet dinh s6 412/QP-QLD ngay 19/09/2017 cua Cuc truong Cuc Quan ly
Duoc v& viéc ban hanh danh muc 246 thude nuée ngoai duge cip s6 dang ky luu hanh
tai Viét Nam- Dot 98:

5.1. Thudc Trimafort, sé ding ky: VN-20750-17 do Daewoong Pharmaceutical
Co., Ltd. diang ky, trong quyét dinh c6 ghi hoat chét chinh 1a “M&i géi 10 ml chira: Gel
Nhom hydroxyd 3030,3mg; Magnesi hydroxyd 800,4 mg ; Simethicon nhii dich 30%
(twong (mg 80mg Simethicon) 266,7mg”, nay diéu chinh thanh “MJdi g6i 10 ml chia:
Gel Nhom hydroxyd (twong tng 400mg Al2Os, 612mg Al(OH)3) 3030,3mg; Magnesi
hydroxyd 800,4 mg ; Simethicon nhii dich 30% (twong Ung 80mg Simethicon)
266,7mg”.

6. Quyét dinh s6 173/QP-QLD ngay 27/03/2018 cua Cyc truong Cuc Quan ly
Dugc v& viée ban hanh danh muc 251 thude nuée ngoai duge cap sé ding ky luu hanh
tai Viet Nam- Dot 99:

6.1. Thube Duosol without potassium solution for haemofiltration, sb dang ky:
VN-20914-18 do B. Braun Medical Industries Sdn. Bhd. déng Ky, trong quyét dinh co
ghi hoat chét chinh 1a “555ml dung dich dién giai chira: Natri clorid 2,34g; Calciclorid
dihydrat 1,1g; Magnesi clorid hexahydrat 0,51g; Glucose anhydrous (dudi dang
glucose monohydrat) 5,0g; Acid hydrocloric 25% 0,73g- 2,19g; 4445ml dung dich
bicarbonat chira: Natri clorid 27,4”, nay diéu chinh thanh “555ml dung dich dién giai
chira: Natri clorid 2,34g; Calci clorid dihydrat 1,1g; Magnesi clorid hexahydrat 0,51g;
Glucose anhydrous (dudi dang glucose monohydrat) 5,0g; 4445ml dung dich
bicarbonat chira: Natri clorid 27,4”; dang bao che 14 “Dung dich thdm phin m4u”, nay
diéu chinh thanh “Dung dich ding dé loc mau”; quy cach déng géi 1a “Hop 2 tui 2
ngin- Mdi ti gdbm 1 ngin chta 4445ml dung dlCh bicarbonat va 1 ngan chira 555ml
dung dich dién gia”, nay diéu chinh thanh “Hop 2 tui 2 ngin- Mdi tii gdm 1 ngén chia
4445ml dung djch bicarbonat va 1 ngin chira 555ml dung djch di¢n giai”; dja chi nha
san xudt 1a “Schwarzenberger Weg 73-79, 34212 Melsungen, Germany”, nay diéu
chinh thanh “Kattenvenner Str. 32, 49219 Glandorf, Germany™;

6.2. Thubc Vancorin injection 1g (Péng gbi: CJ CheilJedang Corporatlon dia
chi: 511, Dokpyong-Ri, Majang-Myon, Ichon-Shi, Kyonggi-Do, Korea), s6 dang ky:
VN-20923-18 do CJ HealthCare Corporation ding ky, trong quyét dinh c¢6 ghi tén
thude 12 “Vancorin injection 1g (Péng goéi: CJ CheilJedang Corporation; dia chi: 511,
Dokpyong-Ri, Majang-Myon, Ichon-Shi, Kyonggi-Do, Korea)”, nay diéu chinh thanh
“Vancorin injection 1g (Péng goi: CJ HealthCare Corporation; dia chi: 811,
Deokpyeong-Ro, Majang-Myeon, Icheon-si, Gyeonggi-do, Korea)™;

6.3. Thubc Vancorin injection 500mg (Péng go6i: CJ Cheilledang Corporation;
dia chi: 811, Deokpyeong-ro, Majang-Myeon, Icheon-Si, Gyeonggi-Do, Korea), s6
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dang ky: VN-20924-18 do CJ HealthCare Corporation ddng ky, trong quyét dinh c6
ghi tén thudc la “Vancorin injection 500mg (Péng géi: CJ Cheilledang Corporation;
dia chi: 811, Deokpyeong-ro, Majang-Myeon, Icheon-Si, Gyeonggi-Do, Korea)”, nay
diéu chinh thanh “Vancorin injection 500mg (Péng goi: CJ HealthCare Corporation;
dia chi: 811, Deokpyeong-ro, Majang-Myeon, Icheon-Si, Gyeonggi-Do, Korza)”;

6.4. Thudc Rocuronium Bromide Injection, sé ding ky: VN-21088-18 do
Novartis (Singapore) Pte Ltd dang ky, trong quyét dinh c6 ghi hoat chét chinh la
“Rocuronium bromide 10 mg”, nay diéu chinh thanh “Rocuronium bromide 10
mg/ml”; dang bao ché 1a “Bot dé pha dung dich ti€m, tiém truyén”, nay diéu chinh
thanh “Dung dich tiém, tiém truyén”; tén nha san xudt 1a “Sandoz Canada
Incorporate”, nay diéu chinh thanh “Sandoz Canada Incorporated”;

6.5. Thubc Acmolrine - 20 Soft Capsule, sé dang ky: VN-21117-18 va Ceozime
Capsule, s6 ding ky: VN-21121-18 do Saint Corporation ding ky, trong quyét dinh c6
ghi dia chi cong ty dang ky la “Academy Tower, Rm #718, 719 - 118 Seongsui-ro,
Seongdong-ro, Seoul, Korea”, nay diéu chinh thanh “Academy Tower, Rm #718, 719 -
118 Seongsui-ro, Seongdong-gu, Seoul, Korea™.

6.6. Thubc Aluantine Tablet, sé ding ky: VN-21118-18 do Saint Corporation
dang ky, trong quyét dinh c¢6 ghi hoat chit chinh 1a “Almagate 5007, nay diéu chinh
thanh “Almagate 500 mg”; ndng 4o/ ham lugng 14 “500”, nay diéu chinh thanh “500
mg”; dia chi cong ty ding ky 1a “Academy Tower, Rm #718, 719 - 118 Seongsui-ro,
Seongdong-ro, Seoul, Korea”, nay diéu chinh thanh “Academy Tower, Rm #718, 719 -
118 Seongsui-ro, Seongdong-gu, Seoul, Korea”; tén nha sin xuit la “Schnell
Biopharmaceuticals, Inc”, nay diéu chinh thanh “Aprogen Pharmaceuticals, Inc”;

6.7. Thubc Eyflox ophthalmic solution, s6 ding ky: VN-21126-18 do Samil
Pharm Co., Ltd. ding ky, trong quyét dinh c6 ghi quy cach déng géi la ‘Hop 1 tuyp
3,5g”, nay dlcu chinh thanh “Hdp 1 1o Sml”;

6.8. Thudc Eyracin ophthalmic ointment, s6 ding ky: VN-21127-18 do Samil
Pharm Co., Ltd. dang ky, trong quyet dinh c6 ghi hoat chat chinh la “Tobramycin
10,5mg/3g”, nay dieu chinh thanh “Tobramycin 3mg/g”;

6.9. Thubc Ranciphex 10mg, sb ding ky: VN-21132-18 va Ranciphex 20mg, s6
dang ky: VN-21133-18 do Sun Pharmaceutical Industries Limited. didng ky, trong
quyét dinh c6 ghi dia chi cong ty ding ky 1a “UB Ground, 5 & AMP; 6th floor, Sun
ITouse, CTS No 201, B/1. Ram Nagar, Western Express Highway, Goregaon East,
Mumbai, 40063, Maharashtra, India”, nay diéu chinh thanh “UB Ground, 5 & AMP;
6th floors, Sun House, CTS No. 201 B/l. Ram Nagar, Western ExpressiHighway,
Goregaon East, Mumbai, 400063, Maharashtra, India”; dia chi nha san xuét 1a “Village
Ganguwala, Paonta Sahib, District Sirmour, Himachal Pradesh 73025, India”, nay diéu
chinh thanh “Village Ganguwala, Paonta Sahib, District Sirmour, Himachal Pradesh
173025, India™;

6.10. Thubc Zosert 50, s& dang ky: VN-21134-18 do Sun Pharmaceutical
Industries Limited. ding ky, trong quyét dinh c6 ghi dia chi cong ty dang ky 1a “UB
Ground, 5 & AMP; 6th floor, Sun House, CTS No 201, B/1. Ram Nagar, Weste‘m
Express Highway, Goregaon East, Mumbai, 40063, Maharashtra, India”, nay diéu
chinh thanh “UB Ground, 5 & AMP; 6th floors, Sun House, CTS No. 201B/1. Ram
Nagar, Western Express Highway, Goregaon East, Mumbai, 400063, Maharashtra,
India”;



-

6.11. Thubc Majegra-50, sb ding ky: VN-21135-18 do Synmedic Laboratories
dang ky, trong quyét dinh c6 ghi tudi tho 1a “24 thang”, nay diéu chinh thanh “36
thang™;

6.12. Thudc Nebicard-2.5, sé ding ky: VN-21141-18 do Torrent
Pharmaceuticals Ltd. ding ky, trong quyét dinh c6 ghi quy cach déng géi 1a “Hop 5 vi
X vién”, nay diéu chinh thanh “Hép 5 vi x 10 vién”;

6.13. Thude Citivas 20, s6 ding ky: VN-21143-18 do U Square Lifescience
Private Ltd. dang k¥, trong quyét dinh c6 ghi tén nha san xut 1a “Unicure Remedies
Pvt. Ltd.”, nay diéu chinh thanh “M/s Unicure Remedies Pvt. Ltd.”; dia chi nha sin
xuit 1a “F/25, BIDC Estate, Grwa, Baroda-16, India”, nay diéu chinh thanh “F/25,
BIDC Estate, Gorwa, Baroda-390016, India™.

T: Quyét dinh sé 411/QP-QLD ngay 04/7/2018 cua Cuyc truong Cuc Quan ly
Dugc vé viéc ban hanh danh muc 200 thudc nudc ngoai duge cap sd diang ky luu hanh
tai Viét Nam- Dot 100:

7.1. Thube Lichaunox, sb dang ky: VN-21245-18 do Cong ty TNHH Hoa Chét
Dugc Pham Chau Ngoc dang ky, trong quyét dinh c6 ghi quy cach dong g6bi la “Hop 1
vi x 10 dng”, nay di¢u chinh thanh “Hop 1 tii nhua 300ml; Hop 10 tai nhyra 300ml™.

8. Cong van duy tri hidu luc sé ding ky:

8.1. Thubc Trileptal, s6 ding ky: VN-15563-12 do Novartis Pharma Services
AG dang ky, trong cong van 5O 12147/QLD-DK ngay 29/6/2018 cua Cuc Quan ly

Dugc vé viée duy tri hiéu luc sb dang ky c6 ghi tén thube 1a “Trileptan”, nay dicu
chinh thanh “Trileptal”;

8.2. Thudc Otrivin, sé dang ky: VN-15561-12 do GlaxoSmithKline Pte. Ltd.
dang ky, trong cong Van s0 10151/QLD-BK ngay 17/7/2017 ctua Cuc Quan Iy Duoc vé
viéc duy tri hiéu luc sb dang ky ¢ ghi thong tin kem theo tén thube 1a ¢ ‘Dung dich
phun mu vao mili ¢é chia lidu Xylomethazolm HCl 0,05%”, nay diéu chinh thanh
“Dung dich phun mu vao miii ¢6 chia liéu Xylomethazolin hydrochlorid 0,1%”.

Cuc Quan ly Dugc thong bao d& cac don vi biét./.

Noi nhidn:

- Nhu trén;

- Thir trudng Truong Quéc Cudng (dé b/c); )

- Cuc Qufm 13'/! Kham ck}fra bénh, Thanh tra B Y t€, Vu
Bao hiém Y (6- BO Y t&;

- Céc bénh vién, Vién c6 giudng bénh tryc thuge BO Y té;
- Bao hiém Y té Viét Nam;

- Téng cuc Hai quan — B6 Tai chinh;

- Website Cuc QLD;T ap chi Dugc & M§ pham — Cuc
QLD:;

- Luu: VP, Céac Phong thu¢c Cuc QLD, PKT(4 ban).

KT CuC TRUQNG

L.

> .




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap — Tw do — Hanh phiic
S6: {61 /4 IQLD-PK Ha N§i, ngay 33 thang 4 niim 2020
V/v dinh chinh théng tin trong :
Quyét dinh c4p gidy PKLH

Kinh gtri: C4c co s¢ ding ky c6 thube duoc dinh chinh.

Cuc Quan ly Duge nhin duoc cong vin clia cac co s¢ ding ky thubc dé
nghi dinh chinh théng tin trong cac Quyét dinh cap gidy ding ky luu hanh cta
Cuc Quén Iy Dugc.

Cin ctr hd so ding ky thuoc lyu tai Cuc Quén 1y Duogc, Cuc Quan ly
Dugc thong bdo dinh chinh mét s§ ndi dung trong cac Quyét dinh cip gidy ding
ky Iuu hanh d6i véi cac thude tai Danh muc dinh kém.

Cuc Quan Iy Duge théng bao dé cac don vi biét va thuc hién./.

Noi nhin: KT. CUC TRUONG
- Nhu trén; 1 —=RY 0] CcucC TRUONG
- Quyén B9 truong (dé b/c); )

- Thir truong Truong Quoc Cudng (de bic);
- Cuc trudng (dé b/c);

- Cuc Quén Y- Bo Quéc Phong; Cuc Y té- Bo Céng An;
Cuc Y té Giao théng van tai- B§ GTVT;,

=« SYT céc tinh, TP truc thude TU;
- Céc bénh vién, Vién cé giudng bénh truc thude Bo Y té;
- Bao hiém X3 hoi Viét Nam;

- Téng cuc Hai quan — B¢ Tai chinh;

- Vign KN thuéc TU; Vién KN thudc TP. HCM;

- Téng cong ty duge Viét Nam;

- Céc cong ty XNK duoc phim;

- Cuc QLD: P.QLKDD; P.QLCLT; P.PCTTra; Website Cuc;
- Luu: VT, BKT (04 ban).



CUC QUAN LY DUQC
PHONG PANG KY THUOC

CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phic

DANH MUC 64 THUOC PUQC PINH CHINH THONG TIN
TRONG QUYET PINH CAP GIAY PANG KY LUU HANH
(Kem theo Cong viin 56 (944 /OLD-DK ngay )3 / 40 /2020 ciia Cuc Quan I Dugc)

k £ Co sé A Sé Ngay N¢i dung e b ool el b T :
STT Tén thuoc ding ky 56 diang ky Ouyét dinh | Quyétdinh | dinh chinh Thong tin di ghi Thong tin dinh chinh
Van phong: 9-19,
Shimoshinjo 3-chome,
9-19, Shimoshinjo 3- Higashiyodogawa-ku,
1| Alegysal Pharmaceutical | VN-17584-13 | 419/D-QLD | 27/12/2013 | Pif ohi Cost | chome S ko o
ceysa i ?'H;?ce;j tg“a san xuat Higashiyodogawa-ku, | Noto: 2-14, Shikinami,
sk ke : Osaka 533 8651, Japan | Hodatsushimizu-cho,
Hakui-gun, Ishikawa,
Japan
16, Dumeori-gil, 16, Dumeori-gil,
Dia chi Co s¢ | Yanggang-myeon, Yanggam-myeon,
Aluantine Saint sdn xuat Hwaseong-si, Hwaseong-si, Gyeonggi-
i X - 7/3/2018 .
2 Tablet Compumion VN-21118-18 | 173/QD-QLD | 2 Gyeongelodn P
Ham luong 500 500 mg
Sanofi-Aventis 1, rue de la Vierge - 1, rue de la Vierge -
» ) DPia chi Co sé | Ambares et Lagrave - Ambarés et Lagrave -
3 | Aprovel Singapore Pte. VN-16719-13 | 184/QD-QLD 5/7/2013 s 33565 Carbon %lanc 33565 Carbon gBlanc
Lid. Cedex, France Cedex, France
) Tén thube Arcalion 200 Arcalion 200 mg
4 | Arcalion 200 | LS Laboralores | vy 5540619 | 653/QD-QLD | 23/10/2019 [ (oui cach Hop 1 lo 30 vién nén bao

Servier

dong goi

Hop 2 vix 15 vién

duong




L0 whik Hép 1 lo 100ml Hép 1 chai 100ml
dong goi
Gracure
Unafen Pharmaceuticals | VN-21873-19 | 164/QD-QLD | 20/3/2019 251-254, IInd Floor, 251-254, Iind Floor, DLF
Ltd. Dia chi dang | DLF Tower, 15 Shivaji | Tower, 15 Shivaji Marg,
ky Marg, New Dehli, West | New Delhi, West Delhi
Delhi DL 110015 DL 110015
Con TNHH Céch ghi dia ; Davutpasa Cad., No:145,
Zotapet Duor% ;yhfam VN-19835-16 | 433/QD-QLD | 5/9/2016 | chico s& san 340110/ Topkap/Istanbul | 3441 6"Topkapi, Istanbul,
125mg/5ml Nhét Anh XUuat Turkey Turkey

KT. CUC TRUONG




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

Phu lucl

Dot 33
( Kém theo cong vinsé 10528 /QLD-CLngay 3¢ /12 /2023 ctia Cuc Qudn Iy Duoc)
(b | & SAN XUA i ’ . NGUYEN | GIAYCH. |NGAy |NCAY -
STT cc | cr TEN CO’ SO’ SAN XUAT PIA CH PHAM VI CHUNG NHAN TAC GMP NHAN CAp ll'-lli'; CO’ QUAN CAP
1 |2720| AR- [Laboratorios Casasco Av.Boyaca No * Thudc khéng vé trung (khéng chira khang sinh nhém beta lactam, chat kim t€ bao va chat cé hoat tinh hormon): Vién nén, vién nén bao phim; Vién nang cing; Thuéc bét, |PIC/S-GMP [IF-2022- National Administration
009 [S.A.LC. 229/37/41/49/63/65 thudc cdm; Thudc ban rén (Nhii twong, gel, Pastes, Pomades, kem va m&); ThuSc dang dung dich khong vo tring. 128909419- ~ <« of Drugs, Foods and
Terero No. 250/52/60 and |* Ddng gdi so' cap: Céc dang thudc khdng vo trung néu trén. APN- =] S  |Medical Devices
Bacacay No. 1843/45-  [* Déng gdi tht cap. INAMESAN | & | 2 |(ANMAT), Argentina
Autonomous City of MAT g g
Buenos Aires, Argentine
Republic
2 | 2721 AU- |Bridgewest Perth 15 Brodie Hall Drive * Thudc vo trung: Dung dich tiém (bao gom ca thudc chira chat doc té bao); dung dich tiém truyén; dung dich hit; dung dich rira vét thwong; Dang bao ché ban rin (thudc Tuong  |MI-2023-LI- Therapeutic Goods
007 |Pharma Pty Ltd (Tén dd |Technology Park, Bentley [kem, gel, m&); duong EU-[10168-1 Administration (TGA),
cong bd: Pfizer (Perth) [WA 6102, Australia * ThuBc khong vo tring: Dung dich udng; dang bao ché bén ran (thudc kem, gel, m&). GMP " o |Australia
Pty Ltd) (*Cach ghi khac: I g
Technology Park, 15 g E
Brodie Hall Drive, Bentley yO\‘ E
WA 6102, Australia) R
3 | 2722 BY- |Minskintercaps, 26/3 Inzhenernaya St., * San xuat thudc: Belarus- |221/2022/G BO Y té€ Cong Hoa Belarus
001 |Production Republican |City of Minsk, Republic of + Thudc khdng vé trung: Vién nang citng, vién nang mém. GMP MP
Unitary Venture Belarus, 220075 + Xuat xudng. ~ "
(tén viét tét: * San pham va hoat dong khac: S S
Minskintercaps U.V) + Ddng gdi so cap: vién nén, vién nén bao phim. E 3
+Ddng gadi thir cap. g E
- Kiém tra chét lwgng.
+ Visinh: khong vo trung.
+ Hoa hoc, vat ly
4 | 2723 CH- |Cilag AG Hochstrasse 201, 8200 * Thudc vé trung: Tuwong |GMP-CH- Swiss Agency for
007 Schaffhausen, Switzerland | + Thudc san xuat vo trung: thudc dong khd; dung dich thé tich nho duong EU- (1003581 Therapeutic Products
Céch viét khac: + Xust xudng 16 GMP (Swissmedic)
Hochstrasse 201, CH-8200 [* Thuéc khéng vé trung:
Schaffhausen, Switzerland |+ Vién nang ctng, vién nén, vién nén bao phim.
+ Xust xuéng 16. N N
* Ché& pham sinh hoc: sdn xuat va xuat xudng. 8 8
* Doéng goi: 3 g.
+Ddng gdi cap 1: vién nang clng, vién nén 8 S
+ Péng gdi cap 2
* Kiém tra chat luong:
+ Vi sinh (v6 trung va khong vo trung)
+ Hda ly/vat ly;
+ Sinh hoc.
5 |[2724| CH- |CSL Behring AG Wankdorfstrasse 10, 3014 |Thudc vé trung: Tuwong |GMP-CH- Swiss Agency for
009 Bern, Switzerland * Ché& phdm tir méu: San pham sinh hoc dan xuat tr Plasma (dung dich albumin ngudi, thudc tiém immune globulin): thudc tiém thé tich Idn; thudc tiém thé tich nhd duong EU- (1003829 g 1y [Therapeutic Products
* Xudt xudng 16. GMP g 8 (Swissmedic)
* Kiém tra chét lugng. 3 3
(Khong bao gbm déng géi cdp 2). 3 Q
6 | 2725| CH- |UCB Farchim SA Z.l. de Planchy, Chemin de |* ThuSc khéng v6 truing: vién nén, vién nén bao phim. Tuong |GMP-CH- Swiss Agency for
014 Croix-Blanche 10, Bulle, |* Xut xudng: Thudc khéng vé trung; duong EU- (1003801 Therapeutic Products
1630, Switzerland * Péng goi so cap: vién nén, vién nén bao phim. GMP ~ n (Swissmedic)
(cach ghi khac: Chemin de [* Kiém tra chat lwgng: 8 8
Croix Blanche 10, Z.I. de + Vi sinh: Khong vo tring. : E
Planchy, CH-1630 Bulle, + Hda hoc/Vat ly. g E
Switzerland) + Sinh hoc.

Danh sach co s& dap (rng GMP
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(b | - ’ . NGUYEN | GIAYCH. |NcAy |NE2Y -
STT cc | er TEN CO' SO’ SAN XUAT DIA CHI PHAM VI CHUNG NHAN TACGMP| NHAN CAp l:li’; CO' QUAN CAP
52 | 2771| IT- |AlfasigmaS.P.A Via Enrico Fermi 1-65020 |* Thudc vé trung (bao gdm ca hormon hoéc chat cé hoat tinh hormon): EU-GMP |IT/193/H/20 Italian Medicines
062 Alanno (PE), Italia + Thudc sdn xuat v trung: thudc dong khd; dung dich thé tich nhé. 22 Agency (AIFA)
+ Thudc tiét trung cudi: dung dich thé tich nho.
+ Xudt xuéng 16.
* ThuSc khdng vé trung:
+ Vién nang crng; thudc udng dang 1dng; thudc dung ngoai dang l6ng; thudc ban rén; thudc bdt; thudc cdm; vién nén, vién nén bao phim. ~ -
+ Xust xudng 16. =} S
* Thuéc sinh hoc: : 2
+53an phdm mién dich (hdn dich dwoc sdn xuat vo tring). g E
+5an pham cé ngudn gdc tir ngwdi hodc dong vat: Vién nang mém, dung dich thé tich nho (san xuat vo trung, tiét trung cudi).
+ Xuat xudng 16.
* Pong goi so cap: Vién nang clrng; Vién nang mém; thudc udng dang long; thudc diing ngoai dang 10ng; thudc ban ran; thuéc bot; thudc cdm; vién nén, vién nén bao phim.
* Pong goi thir cap.
* Kiém tra chat lugng: Vi sinh (vd trung; khdng v trung); Héa hoc/Vat ly; Sinh hoc.
53 |2772| IT- |Bioindustria Laboratorio |Via De Ambrosiis 2/6- * Thudc vé trung: EU-GMP |IT/75/H/202 Italian Medicines
064 |ltaliano Medicinali S.P.A |15067 Novi Ligure (AL), + Thu6c sdn xuat vd trung: Thudc dong khod (chira chat chiét xudt/ dan xuét tir mo/ té bao dong vat), thudc 1dng thé tich nhd 3 Agency (AIFA)
Italia + Thudc tiét trung cudi: Thudc 16ng thé tich 1én, thudc 16ng thé tich nho. ] Q
* ThuSc khdng vé trung: Vién nang cing, vién nén. 8 r?
* Thudc sinh hoc: San pham chiét xuat tir dong vat. 3 8‘
* Péng gdbi so cap: Vién nang clirng, vién nén. 3 S
* Pong géi thir cap.
* Kiém tra chat lugng: vi sinh vat (v6 trung/khdng vo trung), héa hoc/vat ly, sinh hoc
54 | 2773 | JP- |Shin-Etsu Chemical Co., |28-1 Nishifukushima, San xuat cac nguyén lidu (td dugc) dé lam thudc: Japan- |GAB0200034 GMP Auditing Board for
058 |Ltd. Naoetsu Plant Kubiki-ku, Joetsu-shi, + Metolose (Methylcellulose, Hypromellose) GMP ] o«  [Pharmaceutical,
Niigata, 942-8601, Japan |+ Pharmacoat (Hypromellose) 8 Sl Excipients; Japan
+ HPMCP (Hypromellose Phthalate) S $
+ Shin-Etsu AQOAT (Hypromellose Acetate Succinate) S a
+ L-HPC (Low-Substituted Hydroxypropy! Cellulose)
55 | 2774 | KR- |Aprogen Biologics Inc. |16 Dumeori-gil, Yanggam- |* Thudc ung dang rén: Vién nén (vién nén bao phim, vién nén khong bao, vién nén bao duding, vién nén nhai, vién nén dit am dao, vién nén tan trong miéng, vién nén gidi [PIC/S-GMP [2023-D1- " " Gyeongin Regional
009 [(tén cili: Aprogen myeon, Hwaseong-si phdéng cham, vién nén bao tan trong rudt); Vién nang cirng; 0304 S S |Office of Food and Drug
Pharmaceuticals. Inc) Gyeonggi-do, Republic of |* Thudc m&: thudc m&, kem g g Safety, Korea
Korea 8‘ ﬁl
56 |2775| KR- |GC Biopharma Corp. 40 Sandan-gil, Hwasun - |* San pham sinh hoc: Thudc tiém (vac xin Cim mua). PIC/S-GMP|2022-F1- ~ < Gwangju Regional Office
020 |((Tén cii: Green Cross eup, Hwasun -gun, 0124 S S |of Food and Drug
Corporation) Jeollanam -do, Republic of g g Safety, Ministry of Food
Korea ?-j 2 and Drug Safety, Korea
57 | 2776| KR- |ll-Yang Pharm. Co., Ltd |110 Hagal-ro, Giheung-gu, [* Thudc udng dang rén: Vién nén; vién bao phim, vién bao dudng, vién nang; thudc bot; vién nhai. PIC/S-GMP [2023-D1- - n | Gyeongin Regional
074 Yongin-si, Gyeonggi-do, * ThuBc hdn dich udng, dung dich udng, sird 0282 § § Office of Food and Drug
Republic of Korea =) & |[safety, Korea
a Q
58 | 2777| KR- [Bukwang Pharm. Co., 47 Neungan-ro, Danwon- |* Thuéc khéng vé trung: PIC/S-GMP [2022-D1- ~ < Gyeongin Regional
093 |Ltd. gu, Ansan-si, Gyeonggi- + Vién nén; Vién nang; Thudc cém. 1856 =] S |Office of Food and Drug
do, Korea + Thudc udng dang 16ng; Si ro; HoN dich. : z Safety, Ministry of Food
+ Thudc dung ngoai dang |dng; Dung dich nhé mii. 5 ; and Drug Safety, Korea
+ Kem, gel, m@.
59 |2778| KR- [Handok Inc. 78, Daepungsandan-ro, * Vién nén, vién nang cing, vién nén nhai, vién nén giai phdng, dung dich bdi ngoai da, lotion, m&, kem, gel, miéng dan. PIC/S-GMP [2022-G1- ~ " Deajeon Regional Office
104 Daeso-myeon, Eumseong- |* Kiém tra chat lwgng: Hda ly/Vat ly/Vi sinh (v6 trung va khdng vo trung). 1930 > S |of Food and Drug
gun, Chungcheongbuk-do, : 3 Safety, Korea
Republic of Korea ; E
~N ~N
60 | 2779 KR- |CMIC CMO Korea Co., 23, Oksan-ro 230beon-gil, |* Thudc m&, thudc kem, thudc gel. PIC/S-GMP|2020-D1- ° o Gyeongin Regional
124 (Ltd. Bucheon-si, Gyeonggi-do, [* Kiém tra chat lwgng: Héa hoc/Vat ly; Vi sinh (khdng vé trung). 3304 g S |Office of Food and Drug
Republic of Korea g g Safety, Ministry of Food
:‘..‘ § and Drug Safety, Korea

Danh sach co s& dap (rng GMP
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BQ Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc 1ap — Tu do — Hanh phiic
Véan phong -

Ha Néi, ngay 05 thang ‘/’/ nam 2019
[S6 cong viin dén] 1 252 /& a PHIEU TIEP NH AN

Neay 050, 410049, HO SO KE KHAY KE KHAI LAI GIA THUOC/
THAY DPOI, BO SUNG THONG TIN

1. Co sé ké khai: Cong ty CP Tép doan Duoc pham va Thuong mai Sohaco
Pia chi: VPGD: Ting 11 Center Building, s6 1 Nguyén Huy Tuéng, Q. Thanh Xuan, Ha Noi
S dién thoai: 024 7304 6116

2. Loai ké khai gia:

Lan dau

[

K& Kkhai lai

V]
N —
0 [T

3. S6 viin ban ké khai/ké khai lai/thay ddi, bd sung: 42-19/KIKG-SOHACO ngiy 01/04/2019

Thudc nude ngoai khi nhap khéu

Thude san xuét trong nudc

Thubc d& nghi thay ddi/bd sung thong tin

4. Thong tin thudc ké khai, ké khai lai:

Stt | Tén thubc | SDK/GPNK | Nong do/ham luong | Quy cach déng | Co s san xudt —
g0i Nudc san xuat
Aluantine | VN-21118-18 | Almagate 500mg Hop 10 vix 10 |Aprogen
o1 | Tablet vién nén Pharmaceuticals,
Inc - Korea

5. Danh muc hd so:

L]
[

Béng ké khai/ké khai lai gia thude/Vin ban dé nghi thay dbi, bd sung thong tin
Tai liéu khac (Ghi r3): MA Sao y
Thuyét minh ké khai gia

Ghi chii:

- Phiéu tiép nidn nay chi ¢é gid tri xdc nhan co s¢ da tién hanh thil tuc ké khai gid thuoc theo quy
dinh tai Nghi dinh so } 54/2017/NP-CP.

- Gid thubc ké khai, ké khai lai sé dwoc cong bé trén Cong thong tin dién tik ciia Bo Y té theo quy
dinh.

- Déi véi ede hé so ké khai gid thudce: Trieong hop gid ké khai chua hop I, co sé s€ nhan dwoc y
kién béng vin ban trong thoi gian 45 ngay ké tiv ngay tiép nhdn hé so theo quy dinh.

- DEivéi cde hé so ké khai lai: T rieong hpp gia thudc ké khai lai chua hop Iy, co 56 s€ nhdii duge p
kzén béang vin ban trong thoi gian 30 ngay ké tir ngay tiép nhan ho so theo quy dinh.

- Déi voi ho ser dé nghi thay ddi, bé sung thong tin chuea dat you cdu theo quy dinh va ho so ké
khai, ké khai lai giam gid rhuoc chua hop Iy, co s6 s€ nhan dugc y kién bang vin ban trong thoi
gian 15 ngay ké tir ngay tiép nhdn ho so theo quy dinh.

NGUOI NHAN HO 5O
(Ky va ghi vo ho ién)

(\O\ﬁ/

! Trudng Thi Bich Anh



CTCP TAP POAN DUQC PHAM
VA THUONG MAI SOHACO

VPGD: Téng 11, Toa nha Center Building,

So6:

42-19/KKG-SOHACO

BANG KE KHAI LAI GIA THUOC NU
Kinh gti: Cuc (

CONG HOA XA HOI CHU NGHIA VIET NAM

Dée ldp - Tw do - Hanh phic

Ha Ngi, ngay 01 thdng 04 nam 2019

JOC NGOAI NHAP KHAU VAO VIET NAM
Juan 1y Duge - B Y té

Gia nhip khiu thue té (CIF)

Gi4 ban budn, ban 1& dy kién (néu c6)

A s A
Tén thude, Néng dﬁlsl‘; %{?{wu P ?f‘ b KB khat il T¥ 1€ ting
% ) ~ . A a ien ke ngay e khai lai .
TT (t':::?g l:la_o Hoat chat I';I;I};’l hanh/ Gidy B;Trlﬂ:! Nw::;tan KK/KKI K& khai | Ty 12 24/05/2018 (%)
ik f; (iqn Y - lyone | PHEPnhED lién ké ngay lai  |ting (%)
e wne khéu 24/05/2018 Buén | Lé| Buén | Lé | Buén | L&
Aluantine
Tablet VN-21118- 7 X £
112, . |Almagate 500 500mg Vién |Han Qubc 0.16| 0.24 50% 6,000 8,000 33%
Hop 10 vix 18
10 vién nén

- Tai liéu ching minh tang gia va ty 18 ting gid gbm: Bang thuyét
Co so cam két va chju trach nhiém trude phap luat vé tinh chinh x

Ghi chii:
- Ty gid ngoai té: 1 USD = 23,150 VND ngay 01/04/2019

- Gid Bén buén dy kién va gié ban 18 du kién d& bao gdm thué gid trj gia ting va

- Pon vi tinh: Tinh theo quy cdch déng gdi nhé nhit

ninh vé co ciu gia.
ac cla cdc thong tin di ké khai.

tinh theo VND

pan DP & TM Sohaco




CTCP TAP POAN DUQC PHAM VA

VPGD: Ting 11, toa nha Center Building, s6 1
Neguyén Huy Tudng, Q. Thanh Xuan, Ha Noi

THUONG MAI SOHACO

Poc 1dp — Tw do — Hanh phiic

BANG THUYRT MINH VE CO CAU GIA

(Dbi v6i thude nhép khéu)

Mau sd 09

CONG HOA XA HQI CHU NGHIA VIET NAM

Ha néi, ngay 1 thdng 04 ndm 2019

Tén thube, S6 gidy ding ky luu hanh/ Gidy phép nhap khiu: Aluantine Tablet, s6 ding ky: VN-21118-18
Hoat cht, néng dd hodc ham lugng: Almagate 500mg
Dang bao ché, quy cach déng g01 Hop 10 vi x 10 vién nén

Tén co sé san xuat, nude sanxuit: Aprogen Pharmaceuticals, Inc - Korea

I. BANG TONG HQP TINH GIA VON, GIA BAN THUOC NHAP KHAU CHO MOQT PON VI _

PONG GOI NHO NHAT
STT |Khoin muc chi phi Dt‘;‘;h"! Th&“;‘{;;e“ Ghi chii
A [Sén lwgng nhip khiu
B |Gia vén nhip khiu
1 |Gid mua tai ctra khdu Viét Nam (gia CIF) 5,556
2 | Thué nhap khéu =
3 |Thué tidu thu dic biét (néu c6) -
4 |Cac khoan thué, phi khéc (néu c6) 167
5 [Céc khoan chi bing tidn khéc theo quy dinh (néu c6) =
C |Chi phi chung
6 [Chi phi tai chinh (néu c6) -
7  |Chi phi ban hang 1,111
8  |Chi phi quan Iy 385
D |Téng chi phi
D Sli?{:hénh toan bd 01 (mt) don vi dong goi nho 7219
E |Leinhudn dy kién 400
G T'hué gia tri gia ting, thué khac (néu c6) theo quy 181
dinh
H |Gia ban dw kién 8,000




IL. GIAI TRINH CHI TIET CAC KHOAN MUC CHI PHi CHO MOT PON VI PONG GOI
NHO NHAT

1. Gia mua tai ctra khau Viét Nam (gia CIF): CIF = 0,24 USD, ty gia tam tinh 23.150 nén CIF =
5.556VND

2. Thué nhap khiu: khong

. Thué tiéu thu dic biét (néu c6): khéng

. Cac khoan thué, phi khéc (néu ¢6): Phi iy thac tam tinh tuong duong 3% gia CIF = 167 VND -

. Cac khoan chi bang tién khac theo quy dinh (néu c¢6): khong

. Chi phi tai chinh (néu c6): chi phi tai chinh phan bd tam tinh 0 VND

. Chi phi ban hang: chi phi bdn hang phan bb tam tinh 1.111 VND

. Chi phi quan Iy: chi phi quan Iy phan b tam tinh 385 VND

9. Gi thanh toan bo 01 (mét) don vi san phdm: bing gia CIF + céc loai thué, phi + tdng chi phi =
7.219VND

10. Loi nhuén du kién: 5% gid ban= 400 VNP

00 ~1 O b B W

11. Thué gia tri gia ting, thué khac (néu c6) theo quy dinh: 5% (gi4 thanh + loi nhuan) = 381 VND

12. Gia ban du kién: téng gia thanh + loi nhudn + thué gia tri gia ting = 8,000VND
13. Piéu kién giao hang/ban hang

IIL. BANG SO SANH MUC GIA PE NGHI VOI MUC GIA THUOC TUONG TU O THI
TRUONG TRONG NUOC VA THI TRUONG MOQT SO NUOC TRONG KHU VUC.

Cong ty CP Tap doan DP & TM Sohaco
Téng Gidm d6ay™~"

Q

[

{ = {TAP DOAN DUJE, PHAY

y



Bd 15-Inbox— Ya M X @ CucQuanlyDugc-BoY t& -

hxg % Incognito

Dingnhap |

= C dichvucong.dav.gov.vn

t. 844.37366483 | B2 cqldvn@moh.gov.vn

BOYTE
CUC QUAN LY DUOC TRANGCHU THUTUCHANH CHINH HE THONG BAO CAD  KHIEUNAIVEVACXIN  LIEN HE

TRA CU'U GIA THUOC

TATCA ~  aluantine Q TiM KIEM (& DAT LAI

2 x g QUY CACH

Hap 10 vix 10

APROGEN Cong ty cé phan Tap doan

Aluantine Tablet Almagate 500mg VN-21118-18  Vién nén . Vién 8,000 Korea N i
vién nén PHARMACEUTICALS, INC DP va Thweng mai Sohaco

»  01/04/2019



|

105 x68 x 85mm

™ P
BOY Tfr’
\_:. C(}l‘fﬂ \‘ L/;}“OC

Composition: Each tablet contains Almagate 500 mg.

Indication, Dosage & Administration, Contraindication and other information:
Read the package leaflet enclosed.

Storage conditions:
Store in a tight container, protected from sunlight and moisture, below 300C.

Sheilf-life: 36 months from the manufacturing date.

Specification: In-House.
SDK/ Visa No.
LSX/ Batch No.:
Mfg. date :
HSD! Exp. date :
KEEP OUT OF REACH OF CHILDREN
D THE PACKAGE LEAFLET CAREFULLY BEFORE USE

e e

/~ '.‘I’ ¥ ]‘ ULT /r'!T

Box 10 blisters x 10 tablets

Lan ddunl. 4. 10045

Manufactured by:

APROGEN PHARMACEUTICALS, INC.
16, Dumeorigl, Yanggam-myeon, Hwaseong-si,
Gyecngg-do, Republic of Korea.

Thanh phén: Mdi vién nén ¢ chira Almagat 500 mg.

Chi dinh, Liéu Iwong & Cach ding, Chong chi dinh va cac théng tin khac:
xanimngta Hm‘rgdanwdq.mgmuocl:emmeo

Dleuklenbaoquan
Béo quén frong bao bi kin, haftnmitsmgvaam nhiét 3 duwdi 300C.

Han diing: 36 thang ké tir ngay san xuat.
Tiéu chudn: TCCS.

Xudt xir: Han Qudc.

DNNK:

_DE XA TAM TAY TRE EM

8an xudt béi:
APROGEN PHARMACEUTICALS, INC.
18, Dumeari-g, Yanggam-myson,

AT

. €62, M09
- €85, M63

~fD




Wiza Mo, ©
f Batch Noo:
K Mifg. Date:
20¢ Exg. Dale:
L5, INC.

APROGEH PHARM
Repunic of Korea

ALUANTINE TABLET /é[é{/
AMmagate 500 mg SDK) Wisa Ne.: /
: LEX Batch No.:
e

NEX Mg Date

H50¥ Exp. Dare:
APROGEN PHARMACEUTICALS, INC.
Repulic of orea

APROGEHN P
Repubiic of Ko
ABLET ALUANTINE TABLET
SEKS Wisa No. : Almiagate 500 mg BB Visa No. -
LSX# Batch Nz = i

S Mg, Date:
SD/ Exp. Date:
HE.

LSX/ Batch Nou:

MEXI Mig, Date:

HE3EW Sxp. Date,

APROGEH PHARMACEUTICALS, INC.
Sepunis of Korea

INE TABLET
S8 Visa Mo, :
L2X Batch No.: g
NEX! Mig. Date:
G0 Exzp. Dated
g /S
i

ptp szie: 98 x 65 mm



ALUANTINE Tablet
Almagat 500 mg

Kh uyén cdo:

Doc ki hudng dan sir dung trude khi dimg.

Dé xa tam tay tré em.

Théng bdo ngay cho bdc s¢ hodc duoc sy nhitng tdc dung khéng mong muon gap phai khi si dung thudc.
Néu cdn thém théng tin xin hoi y kién béc sy hodc duge sp.

Thanh ph?m —ham lugng cua thude:

M3i vién nén c6 chira:

ATMEBAL ..oviiimnssnsemsvissssmmsvsssisicd 500 mg

Ta duge. d-Sorbitol, sodium starch glycolate, hydroxypropyl cellulose, peppermint micron, magnesium | - -

stearate. / 'Z[%

Dang bao ché: Vién nén.
Quy cach dong géi: Hop 10 vi x 10 vién.

Duge lye hoe:

Nhom tac dung duoc Iy: Thube khang acid, chbng trao nguoc va chdng loét

Ma ATC: A02ADO3

Almagat (Al,Mge(OH)14(CO;3)2.4H,0, nhdm-magnesi hydroxycarbonat ngdm nudc) 1a mot hop
chat khang acid, c6 kha ning trung hoa acid hydrochloric va tic ché hoat dong ctia pepsin.
Almagat c6 tac dung khang acid manh. Lugng 1 g almagat trung hoa duge 28 mmol HCI va 1,5 g
almagat trung hoa dugc 42-45 mmol HCI (theo phuong phap cua USP). Thir nghiém trén dich da
day & nguoi tinh nguyén khoe manh cho thiy almagat c6 kha nang trung hoa acid hydrochloric
trong da day trude va sau khi kich thich bang pentagastrin, dong thdi lam ngirg hoat dong cta
pepsin.

So véi nhdm hydroxid, almagat lam ting pH hiéu qua hon dong thoi lam giam do acid toan phan
cta dich vi nhanh hon ma khong anh huéng dén thé tich dich tiét ciing nhu khéng tac dung phu
gdy tao bon. Almagat ciing tic ché dang ké hoat dong ciia pepsin trong dich vi ngay ca sau khi
diéu chinh dén pH bang 2 1a pH hoat dong tdi uu cta pepsin. Kha ning nay khong thdy & nhom
hydroxid.

Ngoai ra, almagat con c6 kha niang bao phu déng déu tao mot mang bao vé trén niém mac thuc

quan va da day.




Duwoc dong hoc:

Almagat khong duoc hip thu vao tudn hoan chung vi thé khong cin xéc dinh cac thong sé dugce
dong hoc tiéu chuan. Sau khi trung hoa acid hydrochloric trong da day, almagat duoc dao thai ra
khoi co thé qua phaén.

Magnesi.:

Thude bat dau tac dung ngay khi doéi, thude tac dung kéo dai trong khoang 30 £ 10 phut. Néu
udng vao bira an, hodc trong vong 1 gio' sau khi an, tac dung kéo dai trong khoang 1 — 3 gid.
Khoang 30% magnesi dugc hdp thu. Magnesi it hoa tan trong nude, hap thu kém so véi natri
bicarbonat nén khéng gay ra nhiém kiém. O ngudi co suy than, can phai than trong do c6 kha
nang lam ting magnesi huyét.

Do lam thay doi pH dich vi va nudc tiéu, thude chdng acid ¢ magnesi lam thay ddi tée do hoa
tan va hép thu, sinh kha dung va dao thai qua than ctia mot s6 thude; mubi magnesi cling con co
khuynh huéng hap phu thube va tao ra mot phirc hop khong tan nén khéng duge hap thu vao co
thé. Magnesi dao thai qua than khi chic nang than binh thuong. Phan khong dugc hip thu thai,
qua phan. /_g&
Nhom: '
Khi uéng, nhém oxyd phan tng cham véi acid hydrocloric da day dé tao thanh nhém clorid hoa
tan, mot lugng nho duge hap thu vao co thé. Udng thude lie no lam kéo dai thoi gian phan tng
cua nhom oxyd voi acid hydrocloric da day va lam tang luong nhém clorid. Khoang 17 — 30 %
nhdm clorid tao thanh duoc hdp thu va dao thai rat nhanh qua than ¢ nguoi ¢6 chlirc nang than
binh thudng. O rugt non, nhdm clorid dugce chuyén nhanh thanh cac mudi nhém kidm khong hoa
tan, kém hép thu, c6 thé la mot hdn hop nhém hydroxyd, oxyaluminum hydroxyd, céc loai
carbonat aluminum kiém va cac xa phong nhom.

Nhém hap thu duoe dao thai qua nude tiéu. Do dé, nguoi bénh bi suy than c6 nhidu nguy co tich
lu§ nhom (dic biét trong xuong, hé than kinh trung uong) va nhiém doc nhom. Nhdm hap thu sé
gan vao protein huyét thanh (nhu albumin, transferrin) va do d6 khé duoc loai bo bang tham

phan.

Chi dinh:
Viém da day, ting tiét acid da day, hd trg trong diéu tri loét da day-ta trang, viém thuc quan trao

nguoc.

Liéu lwgng va cach dung:
= Ngudi lén: 1-2 vien x 3 1an/ngay, nén ding sau bita an 30 phat dén 1 gid. Trong mot sb
truong hop c6 thé dung thém mét lidu trude khi di ngd nhung khéng nén qué Sg/ngay ,,,

= Tréem (6-12 tudi): % lidu nguoi lon.
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Chong chi dinh
Qué man véi almagat hodc véi bat cir thanh phan nao cta thuée.
Khong ding thude trong thoi ky mang thai hodic cho con bu.

Than trong:
+ Thén trong khi ding thudc:
Bénh nhdn suy thin:

Do thiéu dir lidu vé viée st dung ché pham trén bénh nhan suy than, nén than trong khi str dung

thude nay & nhimg bénh nhan suy than ning, c6 nguy co tich luy lau dai ion magnesi va nhom

trong co thé.

Than trong khi str dung cho nhitng bénh nhén vé&i ché dp dn cé lwong phospho thip, bénh nhin

dang bi tiéu chdy, bénh nhan cé hji chirng kém hdp thu hoac suy nhuge nghiém trong boi vi

nhom c6 xu hudng tao mudi phosphat kho tan trong rudt, dan dén lam giam su hip thu phosphat

vao mau.O nhiing bénh nhan nay, diac biét 1a khi didu tri kéo dai c6 thé gdy ra giam phosphat

huyét (chan in, suy nhuoc co bap, khé chiu...) nhuyén xuong. Théng béo ngay cho cac béc si [{ 7
néu c6 bat ky triéu chimg ctia xudt huyét tiéu héa nhu ndn ra mau hodc phan c6 mau. /Z/é/
Thén trong lién quan dén tic dung gay ung thu, dét bién va qudi thai:

Khi xem xét kha nang céc ion duge hip thu vao mau khi s dung almagat, két qua cia mot
nghién cru trén dong vat véi lidu lén dén 4 g/kg almagat khong cho thdy ting dang ké ndng do

trong huyét thanh ctia nhdm va magnesi.

Mac dii cac nghién ctu trén dong vat khong cho thdy bing chimg vé tac dung gy quai thai, p
khong nén sir dung thudc nay cho phu nit mang thai. A-\_
+ Céc khuyén céo dung thude cho phu nit ¢6 thai va cho con bu: i
Chua c6 di bang ching an toan khi sir dung almagat véi phu nii ¢6 thai va cho con b, do do "
khong nén diing thude nay cho phu nit ¢6 thai va phu ni nudi con bu. 3

+ Anh huong cia thudc dbi véi cong viée (ngudi van hanh may moc. dang lai tau xe va cac

truong hop khac):

Chua c6 di bang chimg an toan khi sir dung almagat voi nguoi i xe va van hanh may méc, vi

vay khong nén str dung thuoc nay cho nguoi lai xe va van hanh may mac.

Twong tac cua thude: i
. i g . L . . —
Khong nén diung thudc nay véi cac ché pham c6 chia tetracyclin, phenothiazin, digoxin, IV L=

corticosteroid, isoniazid va mubdi sit vi thudc nay c6 thé e ché su hdp thu hoac thay dbi su bai
biét ctia cac thude dung chung. Chi nén udng thude nay it nhét 1 gio sau khi dung cac thude trén.
Viée tang pH duong tiéu héa va dich co thé c6 thé anh huong dén su hap thu va bai tiét cla

thudediing chung, do do can than trong khi dung chung véi cac thude khac.
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Tic dung khéng mong mudn:
Tao boén hodc ia chay. Tac dung nay thuong nhe va thoang qua, bién mét sau khi dirng diéu tri.

Qua lidu va cach xir tri:
Almagat khong dugc hap thu vao mau. Chua phat hién thay doc tinh nao cta ché pham nay.

Piéu kién bio quan:
Bao quan trong bao bi kin, tranh nh sang va 4m, nhiét d dudi 30°C.

Han dung: 36 thang ké tir ngdy sén Xuat.

Tiéu chudn: TCCS. /[é
Nha sén xudt: //
APROGEN PHARMACEUTICALS, INC.

16, Dumeori-gil, Yanggam-myeon, Hwaseong-si, Gyeonggi-do — Han Quéc.

SbK:
Ngay xem xét sira d6i, cap nhat lai ndi dung hwong din sir dung thude:
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