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GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thuée . Vonland

Name of Drug:

Thanh phan chinh, ham lwgng :  Acid alendronic (dw¢i dang alendronat natri) 70mg
Active Ingredients, Strength:

Qui cach déng géi, bao ché :  Hop 1 vix4 vién, Vién nén

Packing Size, Dosage form:

Tiéu chuan chat lwong : NSX

Quality Specification:

Han dung . 24 thang

Shelf- life:

S6 gidy phép Iu hanh san phadm (SBK): 3 2

Marketing Authorization Number: YINved1-13 .

Sé quyét dinh : 13/Qb-QLD Ngay cép: 18/01/2013
Approval Decision Number: Date of Issuance:

Hiéu lwc cla gidy phép lwu hanh san pham: cé gia tri 05 ndm ké tir ngay cap
Expiration Date of this Marketing Authonzation:

Tén nha san xuét . Daewon Pharmaceutical Co., Ltd.

Name of Manufacturer:

Dia chi :  903-1, Sangshin-ri, Hyangnam-myun, Hwaseong-kun,
Address: Kyunggi-do. - Korea

S6 dién thoai : Sé facsimile:
Tel. No. Fax. No.

Tén nha dang ky . Daewoo Pharm. Co., Ltd.

Name of Marketing Authorization Ho!der

Pia chi - 579, Shinpyung-Dong, Pusan-City - Korea
Address:

S6 dién thoai : S6 facsimile:
Tel. No. Fax. No.

Ha Noi, ngay 18 thang 01 nam 2013,

CYC TRUONG CUC QUAN LY DUQC
GENERAL-D RECTOR O THE DRUG ADMINISTRATION OF VIETNAM

Ghi chu: (Note)

1- Gidy phép Iuu hanh san pham nay dugc cép dua trén hé so
dang ky da dudc Cuc Quan ly dugc - B6 Y té chép nhan.
This marketing authorization has been issued based on the dossiers
approved by the Drug Administration of Vietnam.

2- Tat ca cac thay d6i vé: co sé sén xuét, dang bao ché, ham - 4
lugng, chi dinh... déu phai dugc dang ky lai dé cép gidy X -
phép mdi. .

i . 3
o/ ol itk o e s e o TRUONG QUOC CUONG

3- M&u nhan da dugdc duyét va td hudng dan sir dung dugc
dinh kém theo gidy phép nay.

The approved labels and package insert are attached.



‘1) BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
SRR 107:00 CUC QUAN LY DUQC D@c léjp — Tl.l’ do - H@ll‘lh phl’lc
Sé: 62 /QP-QLD Ha Néi, ngay 08 thang 02 nam 2023
QUYET PINH

Vé viéc cong 136 Danh muc thudc, nguyén liéu 1am thudc co gidy ding ky luu
hanh dwgc tiép tuc sir dung theo quy dinh tai khoan 1 Diéu 3 Nghi quyét so
80/2023/QH15 ngay 09/01/2023 ctia Quoc hoi (Pot 1)

CUC TRUONG CUC QUAN LY DUQC

Can cir Nghi quyét s6 80/2023/QH15 ngay 09/01/2023 ciia Qudc hoi vé viéc
tiép tuc thuwee hién mot sé chinh sach trong phong, chong dich COVID-19 va sir dung
gidy dang ky lweu hanh thudce, nguyén lidu lam thudc hét thoi han hiéu lyc tir ngay
01/01/2023 dén ngay 31/12/2024;

Can cit Nghi dinh sé 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia BY Y té;

Can cir Quyét dinh sé 7868/0P- BYT ngay 28/12/2018 cua Bo truong B9 Y

té quy dinh chirc nang, nhiém vu, quyén han va co cau té chirc ciia Cuc Quadn Iy
Duoc thuée B Y té;

~ Can cir Cong van so 429/BYT-QLD ngay 01/02/2023 ciia BJ Y té vé viéc
trién khai thuc hién Diéu 3 Nghi quyét so 80/2023/QH15;

Theo dé nghi ciia Trwdong phong Dang ky thudc, Cuc Qudn 1y Duroc.
QUYET PINH:

Picu 1. Cong bd kém theo Quyét dinh nay Danh muc thudc, nguyén liéu 1am
thudc c6 gidy dang ky luu hanh dugc 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 Qubc hoi (Dot 1), cu thé nhu sau:

1. Danh muc thudc, nguyén liéu lam thudc san xudt trong nudc duge cong bd
tai Phu luc I kem theo Quyét dinh nay.

2. Danh muyc thudc, nguyén li¢u lam thudc san xuit tai nude ngoai dugc cong
bo tai Phu luc II kém theo Quyét dinh nay.

3. Danh muc vic xin, sinh phém dugc cong b6 tai Phu luc T kém theo Quyét
dinh nay.

Piéu 2. Danh muyc thudc, nguyén liéu lam thude duoc cong b6 tai Piéu 1 duge
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 Cuc Quan ly Dugc tai dia chi: https://dav.gov.vn va duoc
tiép tuc cap nhat, bd sung tai cac dot cong bd tiép theo.

Théng tin chi tiét ctia timg thude, nguyén liéu 1am thude dugc tra ctu theo sé dang
ky cong bo trén trang thong tin dién tor cua Cuc Quan ly Duogc tai dia chi
https://dichvucong.dav.gov.vn/congbothuoc/index.




Piéu 3. Truong hop thude, nguyén lidu 1am thude da thuc hién thay d6i, bd
sung trong qua trinh luu hanh hodc ¢6 dinh chinh, sua d6i thong tin lién quan dén
gidy dang ky luvu hanh d3 dugc cAp, doanh nghiép xuat trinh vin ban phé duyét hodc
xac nhan ctia Cuc Quan 1y Dugc véi cac co quan, don vi lién quan dé thuc 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 truc thudc Trung wong, Gidm
doc co so san xuat va co s dang ky cd thuoc, nguyén liéu lam thuoc dugc cong bo
tai Di€u 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhdn:

- Nhu Diéu 5;

- BT. Pao Hong Lan (dé ble);

- TT. D6 Xuan Tuyén (de b/c);

- Cuc Quany - Bo Qudc phong, Cuc Y té - Bo Cong an;

- Cuc Y té GTVT - B6 Giao thong van tai; \ ‘_4’,,;

- Téng Cuc Hai quan - B9 Tai chinh;

- Bao hiém xa hoi Viét Nam;

-B6 Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra
B, Van phong Bo;

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

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

- Céc Bénh vién, Vién co giuong bénh tryc thude BO Y té;
- Trung tdm mua sam tap trung thude quoc gia;

- Cyc QLD: P.QLKDD, P.QLCLT, P.PCTTra, P.QLGT;
Website BO Y té; Website Cuc Quan 1y Dugc;

- Luu: VT, BKT.

- »CUC TRUONG

A —

Vii Tuén Cuong



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 1)

(Ban hanh kém theo Quyét dinh s562 /OD-QLD ngawg /¢y/2023cua Cuc Quan Iy Duoc)

(*) Ghi chii: Céc thuéc khdc dap iing yéu cau tai Nghi quyét 80/2023/QH15 dang dwoc tiép tuc
cdp nhdat, bo sung tai cac dot Quyét dinh tié'p theo.

STT  [So diing ky Tén thudc Co sé ding ky Co sé san xuat
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 ¢6 phan Euro-Med Laboratoires Phil.,
Chloride Solution for |dugc phdm Trung Uong Inc
I.V. Infusion Codupha Ha Noi
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 c¢6 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.
Thing Loi
9 VN-20441-17 |Abbsin 200 Cong ty TNHH dugc pham DO [OU Vitale-XD (noi san xudt
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 Béch Viét |Rafarm S.A.
13 VN-19820-16 |A-Cnotren Cong ty ¢ 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 ding ky Tén thudc Co sé diing ky Co s6 sian xuit
1782 VN-20243-17 |Vlergy 5 Cong ty c¢d phan dugc pham Saga Laboratories
Khanh Hoa
1783 VN-18955-15 [Voledex Pt. Dexa Medica Pt. Dexa Medica
1784  |VN-18793-15 [Volfacine Novartis (Singapore) Pte Ltd  |Lek Pharmaceuticals D.D,
1785 VN-16847-13 |Voltaren Novartis Pharma Services Ag  [Delpharm Huningue S.A.S
1786 VN-17535-13 [Voltaren Emulgel Glaxosmithkline Pte Ltd Gsk Consumer Healthcare S.A
1787 VN-18850-15 |Voltex Dksh Singapore Pte. Ltd. The United Drug (1996)
Co.,Ltd.
1788 VN-19651-16 [Voluven 6% Cong ty c6 phan Fresenius Fresenius Kabi Deutschland
Kabi Viét Nam Gmbh.
1789 VN-16241-13 [Vonland Pharmaunity Co., Ltd Daewon Pharmaceutical Co.,
Ltd.
1790 VN-19778-16 |Vorzole APC Pharmaceuticals & Lyka Labs Limited
Chemical Limited
1791 VN-20141-16 |Voxin Cong ty TNHH Dugc Tam Pan |Vianex S.A- Nha May C
1792 VN-17315-13  |Walenafil-100 Cong ty ¢d phan dugc pham Aurochem Pharmaceuticals
Viét An (1)Pvt.Ltd.
1793 VN-20866-17 |WINOLAP DS Sun Pharmaceutical Industries |[Unimed Technologies Ltd
Limited.
1794 VN-20719-17 |Wintovas 10 Tablet |Cong ty TNHH dugc pham Va |Incepta Pharmaceuticals Ltd
thiét bj y t& Phuong Lé
1795 VN-17238-13  |Wolvit Smg Kusum Healthcare Private Kusum Healthcare Pvt. Ltd.
Limited
1796 VN-19013-15 |Xarelto Bayer (South East Asia) Pte., |Bayer Ag
Ltd.
1797 VN-16788-13 | Xenetix 350 Hyphens Pharma Pte. Ltd Guerbet
1798 VN-19101-15 | Ximeprox Tab Cong ty TNHH dugc pham Ta  [Fu Yuan Chemical &
Uyén Pharmaceutical Co., Ltd.
1799 VN-17091-13 |Xonesul-1 Samrudh Pharmaceuticals M/S Samrudh Pharmaceuticals
Private Limited Pvt., Ltd.
1800 VN-16824-13 | Xonesul-2 Samrudh Pharmaceuticals M/S Samrudh Pharmaceuticals
Private Limited Pvt., Ltd.
1801 VN-18958-15 | Xorimax 250mg Novartis (Singapore) Pte Ltd Sandoz Gmbh
1802 VN-20624-17 |Xorimax 500mg Sandoz Gmbh Sandoz Gmbh
1803 VN-20207-16 [X-Plended Tablet Pharmevo Private Limited Pharmevo Private Limited
10mg
1804 VN-19726-16 [X-Plended Tablet Pharmevo Private Limited Pharmevo Private Limited
Smg
1805 VN-19543-15 [Xylobalan Nasal Warszawskie Zaklady Warsaw Pharmaceutical Works
Drop 0,05% Farmaceutyczne Polfa Spolka  [Polfa S.A.
Akcyjna
1806 VN-20388-17 [Yasmin Bayer (South East Asia) Pte.,  [Co S& San Xuat: Bayer
Ltd. Weimar Gmbh & Co. Kg;
Co So Pong Goi Va Xuét
Xuong: Bayer Ag
1807 VN-19182-15 [Yesom 40 Hetero Labs Limited Hetero Labs Limited
1808 VN-20407-17 [Yolab Cong ty c¢6 phan dugc pham M/S Stallion Laboratories Pvt.

Quéan 3

Ltd
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4+ Ky bdi: Cuc Quan
1y Dugc .

Co quan: Bo Y té

Ngay ky: 20-07-

4 2022 14:15:17

oron BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap — Tu do — Hanh phuc

S6: 6942 /QLD-bK Ha Noi, ngay 20 thang 07 nam 2022
V/v cong bd danh myc thudc theo
quy dinh tai khoan 1 Piéu 14 Nghj
dinh s6 29/2022/ND-CP ciia CP
(Dot 2)

Kinh gui: Cac co so dang ky, co s¢ san xuét thude luu hanh tai Viét Nam

Thuc hién quy dinh tai Khoan 1 Diéu 14 Nghi dinh s6 29/2022/ND-CP ngay
29/4/2022 ctia Chinh phu vé viéc vé viéc quy dinh chi tiét va bién phéap thi hanh
Nghi quyét s6 12/2021/UBTVQH15 ngay 30/12/2021 ctia Uy ban Thuong vu
Quéc hoi vé viée cho phép thuc hién mot s co ché, chinh sach trong linh vuc y
té dé phuc vu cong tac phong, chéng dich Covid-19 (Nghi dinh 29/2022/ND-CP),

Cin clr y kién chi dao cua Lanh dao B9 Y té tai Cong van s6 2811/BYT-
QLD ngay 31/5/2022,

Cuc Quan Iy Dugc-Bo Y té thong bao:

1. Cong b6 danh muc céc thudc, nguyén li¢u lam thudc thuc hién quy dinh
tai khoan 1 Diéu 14 Nghi dinh s6 29/2022/ND-CP cta Chinh phu (Dot 2) nhu sau:

1.1. Danh muc cac thudc, nguyén liéu lam thudc san xuit trong nudc dugc
cong bé tai Phuy luc I kém theo cong van nay.

1.2. Danh muc cac thudc, nguyén liéu 1am thudc nudc ngoai dugce cong bd
tai Phu luc II kém theo cong van nay.

1.3. Danh muc céc vic xin, sinh phém dugc cong b6 tai Phy luc IIT kém theo
cong van nay.

2. Danh muc thudc duoc ding tai trén Cong thong tin dién tir cia Bo Y té

tai dia chi: https://moh.gov.vn/home va Trang thong tin dién tir cia Cuc Quan 1y

Duoc tai dia chi: https://dav.gov.vn. Danh muc nay duogc tiép tuc cap nhat, bo

sung tai cac dot cong bd tiép theo.
3. Thong tin chi tiét cua timg thudc dugc tra ciru theo sd dang ky cong bd

trong danh muc tai dia chi https://dichvucong.dav.gov.vn/congbothuoc/index.

4. Béi véi cac thude, nguyén liéu lam thudce trong danh muc da thuc hién
thay d6i, b6 sung trong qua trinh luu hanh hodc ¢ dinh chinh thong tin lién quan

dén gidy dang ky luu hanh thube, nguyén liéu 1am thube, doanh nghiép xuit trinh



van ban phé duy¢t hoac xac nhan cia Bo Y té (Cuc Quan ly Dugc) voi cac co
quan, don vi lién quan dé thuc hién cac thu tuc theo quy dinh phép luat.

Trong qua trinh thuc hién néu c6 khé khin vuéng mac, dé nghi théng bao
vé Cuc Quan 1y Duoc hoic lién hé truc tiép déng chi Nguyén Vian Loi — Trudng
Phong bang ky thude, Cuc Quan 1y Duoc; s6 dién thoai: 0904205699, dia chi
email: loinv.gqld@moh.gov.vn dé kip thoi giai quyét.

Cuc Quan Iy Dugc-Bo Y té thong bao dé co s& biét va thyuc hién./.

Noi nhén: —CUC TRUONG
- Nhu trén;

- Q. B trudng (dé blc); 1</ euc
- TT. D6 Xuan Tuyén (dé b/c); S evpe el
- S6'Y té cac tinh, thanh phd truc thude trung uong; | i, AR 4
-Cuc Quan'Y - Bo Quédc phong, Cuc Y té - B6 Cong an; Cm. e 7

Y té GTVT- B6 Giao thong van tai; NG o —Zv/

- Téng Cuc Hai quan - B9 Tai chinh; ~— . X .

- Bao hiém Xa hoi Viét Nam; Vii Tuan Cuong
-BO Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra By;

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

- Téng Céng ty Duoc VN; Cac Cong ty XNK duoc pham;

- Cac Bénh vién & Vién c6 giwong bénh truc thude BYT;

- Cong thong tin dién tir cia BYT;

- Trang thong tin dién tir ctia Cuc Quéan ly Dugc;

- Luu: VT, bK.




Phu luc IT

DANH MUC THUOC NUOC NGOAI CO GPKLH HET HIEU LUC TU 30/12/2021 PEN TRUOC
NGAY 31/12/2022 THU'C HIEN THEO QUY PINH TAI KHOAN 1 PIEU 14 NGHI PINH SO
29/2022/ND-CP (POT 2)
(Ban hanh kém theo céng vin s6 6942 /QLD-PK ngay20 /07/2022)

(*) Ghi chii: Céc thuéce khdc ddp vmg yéu cau tai Nghi dinh so 29/2022/NP-CP dang dwoc tiép
tuc cdp nhat, bo sung tqi cdac dot cong bé tié}) theo.

STT  [S6 ding ky Tén thudc Co s6 diing ky Co s6 san xuat
1 VN3-236-19 Abalam Hetero Labs Limited M/s. Hetero Labs Limited
2 VN-19978-16 |ACC 200 Hexal AG Lindopharm GmbH (Co s¢
xuat xuong: Salutas Pharma
GmbH, Dia chi:
Otto-von-Guericke-Allee 1,
39179 Barleben, Germany)
3 VN-20696-17 |Aceclonac Cong ty TNHH DP Béch Viét |Rafarm S.A.
4 VN-19820-16 |[A-Cnotren Cong ty C6 phan BT Viét Nam |G.A Pharmaceuticals S.A.
(GAP S.A)
5 VN3-241-19 Acriptega MI Pharma Private Limited Mylan Laboratories Limited
6 VN-18806-15 |Acular Allergan Singapore Pte. Ltd. Allergan Pharmaceuticals
Ireland
7 VN-14811-12 |Acyclovir Stada Cong ty TNHH STADA VIET |Stada Arzneimittel AG
NAM
8 VN3-226-19 Addofort 40 Cong ty c¢d phan thuong mai va [Acme Formulation Pvt. Ltd.
dugc pham T&T
9 VN-20368-17 |Aderan 16 Ajanta Pharma Limited Ajanta Pharma Limited.
10 VN-14903-12  |Aeroflu 125 HFA APC Pharmaceuticals & Midas-Care Pharmaceuticals
Inhalation Chemicals Ltd. Pvt. Ltd.
11 VN-17239-13  [Aeroflu 250 HFA APC Pharmaceuticals & Midas-Care Pharmaceuticals
Inhalation Chemical Ltd. Pvt. Ltd.
12 VN-17240-13  [Aerofor 100 Hfa APC Pharmaceuticals & Midas-Care Pharmaceuticals
Chemical Ltd. Pvt. Ltd.
13 VN-17241-13  [Aerofor 200 Hfa APC Pharmaceuticals & Midas-Care Pharmaceuticals
Chemical Ltd. Pvt. Ltd.
14 VN-19793-16 |Aerrane Baxter Healthcare (Asia) Pte., [Baxter Healthcare Coporation
Ltd.
15 VN-20043-16 |Afinitor Smg Novartis Pharma Services AG  |Novartis Pharma Stein AG
16 VN-15188-12  [Akudinir 125 Akums Drugs & Akums Drugs and
Pharmaceuticals Ltd. Pharmaceuticals Ltd.
17 VN-14428-12 | Akudinir 250 Akums Drugs & Akums Drugs and
Pharmaceuticals Ltd. Pharmaceuticals Ltd.
18 VN-12145-11 |Akudinir -300 Akums Drugs & Akums Drugs &
Pharmaceutical Ltd. Pharmaceutical Ltd.
19 VN-14429-12 | Akudinir 50 Akums Drugs & Akums Drugs and
Pharmaceuticals Ltd. Pharmaceuticals Ltd.
20 VN-19789-16 |Alcomet Axon Drugs Private Ltd. Axon Drugs Private Ltd.
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STT  |S6 ding ky Tén thudc Co s6 diing ky Co s6 san xuat
769 VN-19589-16 |Vexpod 200 Cong ty TNHH Dugc pham Y- [Akums Drugs and
MED Pharmaceuticals Ltd.
770 VN-20380-17 [Vién nén Lamivudin |Aurobindo Pharma Limited Aurobindo Pharma Limited
150 mg va Zidovudin
300 mg
771 VN-17649-14 [Vigirmazone 200 Bliss GVS Pharma Ltd. Bliss GVS Pharma Ltd.
772 VN-17650-14 |Vigirmazone 500 Bliss GVS Pharma Ltd. Bliss GVS Pharma Ltd.
773 VN-20829-17 |Vinorelbin "Ebewe" |Novartis (Singapore) Pte Ltd  [Ebewe Pharma Ges.m.b.H
Nfg.KG
774 VN-20542-17 | Vitalef-100 Korea Prime Pharm. Co., [td [Korea Prime Pharm. Co., Ltd.
775 VN-18955-15 [Voledex PT. Dexa Medica PT. Dexa Medica
776 VN-20041-16 |Voltaren 75mg/3ml  [Novartis Pharma Services AG [Lek Pharmaceuticals d.d.
777 VN-19956-16 [Volulyte 6% Cong ty c6 phan Fresenius Fresenius Kabi Deutschland
Kabi Viét Nam GmbH
778 VN-16241-13 |Vonland Pharmaunity Co., Ltd Daewon Pharmaceutical Co.,
Ltd.
779 VN-19778-16 |Vorzole APC Pharmaceuticals & Lyka Labs Limited
Chemical Limited
780 VN-20141-16 |Voxin Cong ty TNHH Dugc Tam Pan |Vianex S.A- Nha may C
781 VN-18006-14 |V-PROX 100 L.B.S. Laboratory Ltd. Part Zim Laboratories Limited.
782 VN-18007-14 |V-PROX 200 L.B.S. Laboratory Ltd. Part Zim Laboratories Limited.
783 VN-17315-13 |Walenafil-100 Cong ty Co phan Dugc pham  [Aurochem Pharmaceuticals
Viét An (1)Pvt.Ltd.
784 VN-20866-17 |WINOLAP DS Sun Pharmaceutical Industries |[Unimed Technologies Ltd
Limited.
785 VN-20719-17 |Wintovas 10 Tablet |Cong ty TNHH Duoc phdm va |Incepta Pharmaceuticals Ltd
Thiét bi Y té Phuong Lé
786 VN3-216-19 Xigduo XR AstraZeneca Singapore Pte., AstraZeneca Pharmaceuticals
Ltd. LP
787 VN3-219-19 Xigduo XR AstraZeneca Singapore Pte., AstraZeneca Pharmaceuticals
Ltd. LP
788 VN-20207-16 [X-Plended Tablet PharmEvo Private Limited PharmEvo Private Limited
10mg
789 VN-19788-16 |Xylocaine Jelly Aspen Pharmacare Australia Recipharm Karlskoga AB
Pty Ltd.
790 VN-20407-17 |Yolab Cong ty ¢d phan dugc pham M/S Stallion Laboratories Pvt.
Quén 3 Ltd
791 VN-17995-14  |Yumangel Cong ty TNHH Dai Bic Yuhan Corporation
792 VN-20664-17 |Zealargy Cadila Pharmaceuticals Limited [Cadila Pharmaceuticals Limited
793 VN-19835-16 |Zebacef 125mg/5ml  |Cong ty ¢ phan Duoc pham  |Pharmavision San ve Tic. A.S.
Zeta
794 VN-19836-16 |Zebacef 300mg Cong ty TNHH Duoc pham Pharmavision San ve Tic. A.S.
A.C.T
795 VN-20802-17 |Zepilen 1g Medochemie Ltd. Medochemie Ltd. - Factory C
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BOY TE CONG HOA XA HQI CHU NGHiA VIET NAM

CUC QUAN LY DUQC Déc 14p - Tw do - Hanh phic
Sb: 13588¢/QLD-DK Ha Noi, ngay 18 thang 07 nam 2021
V/v duy tri hiéu lyc gidy
dang ky luu hanh

Kinh giri: PHARMAUNITY CO., LTD.
biachi: 74, Sgong-daero, Jung-gu, Seoul, Korea

Cuc Quan ly Dugc nhén dugce don dé nghi ngay 08/01/2021 va cac tai liéu
lién quan cua Cong ty vé viéc duy tri hiéu luc gidy ding ky luu hanh dbi véi
thudc Vonland, s6 dang ky VN-16241-13 do Cong ty dang ky (M4 tiép nhan:
36674/TT88);

Can cu Thong tu s6 32/2018/TT- BYT ngay 12/11/2018 cua B trudng Bo
Y té quy dinh viéc ding ky lru hanh thude, nguyén liéu lam thudc;

Cén cu Thong tu s6 29/2020/TT-BYT ngay 31/12/2020 cua B9 truong Bo
Y té sua d6i, bd sung vaba bé mot sé vin ban quy pham phép luat do Bo trudng
B0 Y té ban hanh, lién tich ban hanh;

Cuc Quan ly Dugc ¢ y kién nhu sau:
1. Dong y dé cong ty duoc tiép tuc duy tri hiéu lyc gidy ding ky luu hanh

12 thang ké tir ngdy ky cdng van ndy ddi véi thuée Vonland, so dang ky
VN-16241-13.

2. Thubc dugc phép san xut trong thoi han duy tri hiéu luc gidy dang ky
lwu hanh phai thyc hién theo ding hd so ding ky da dugc BO Y te (Cuc Quan ly
Dugc) phe duyet vaduogc phép luu hanh dén het han dung cta thudc. Co sé dang
Ky, co s& san xuat phai dam bao duy tri c&c diéu kién hoat dong cua co so ding
ky, co sd san xuét theo quy dinh.

3. Trong thoi han hiéu lyc duy tri cla gidy dang Ky Ivu hanh cii ma co s6
ding Ky duoc gia han glay dang ky Iuu hanh mei thi hiéu luc gidy dang ky luu
hanh cii duoc tlep tuc 0 hiéu luc dong thoi véi glay dang ky luu hanh méi trong
06 thang ké tir ngay gidy dang ky luu hanh méi c6 hiéu luc.

Cuc Quan ly Dygc thong bao dé cong ty biét va thuc hién theo ding céc
quy dinh hién hanh vé san xuét va luu hanh thudc./.

Noi nhin: KT. CUC TRUONG
- Nhur trén; , PHO CUC TRUONG
- Cuc Trudng (dé b/c);

- Luu: VT, BK ().

Leé Viét Diing



BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic
Sé: /5065 /QLD-BK Ha Noi, ngayf thang!Cnam 2019
V/v duy tri hiéu luc gidy dang ky
luu hanh

Kinh giri: Pharmaunity Co., Ltd
Pia chi: 69-5 Taepyeongno, 2-Ga, Jung-Gu, Seoul,Korea.

Cuc Quéan Iy Dugc nhan dugc don d8 nghi ngay 17/07/2019 va cac tai licu
lién quan cua Cong ty vé viéc duy tri hiéu luc gidy ding ky luu hanh dbi voi
thude Vonland, sé diang ky VN-16241-13 do Céng ty dang ky (Ma tiép nhén:
3203);

Cin ctr Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 cia B truong B
Y té quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thudc;

Cuc Quan 1y Duge ¢6 ¥ kién nhu sau:

1. Ddng y dé cong ty duoc tiép tuc duy tri hi¢u luc gidy ding ky luu hanh
12 thang ké tir ngay ky cdng van nay doi véi thudc Vonland, so dang ky VN-
16241-13.

2. Thude duge phép san xuét trong thoi han duy tri hiéu lyc gidy dang ky
lyu hanh phai thyuc hién theo dung hd so dang ky dd dugc BO Y té (Cuc Quan ly
Dugc) phé duyét va dugc phép luu hanh dén hét han ding cta thubc. Co s@
dang ky, co s¢ san xudt phai dam bao duy tri cac didu kién hoat dong cia co sO
dang ky, co sO san xuat theo quy dinh.

3. Trong thoi han hiéu lyc duy tri clia gidy dang ky luu hanh ct ma co sO
dang ky duoc gia han gidy dang ky luu hanh méi thi hiéu luc gidy dang ky luu
hanh cti duoc tiép tuc c6 hidu luc dong thoi voi gidy dang ky luu hanh mdi trong
06 thang ké tir ngay gidy dang ky luu hanh méi co hiéu luc.

4. Pia chi cong ty trén gidy phép thanh lép van phong dai dién tai Viét
Nam va gidy phép kinh doanh ¢ nudc sé tai khong théng nhat voi dia chi cong
ty dang ky da duoc duyet. Yéu cau cong ty hoan thién cép nhat dia chi cong ty
dang ky theo hudng dan tai Phu luc II (MiV-N1) Thong tu s6 32/2018/TT-BYT
ngay 12/11/2018 cua B truong Bo Y té qui dinh viéc dang ky thudc va chi
duoc nhap khéu, luu hanh thudc néu trén sau khi duge Bo Y té phé duyét noi
dung thay d6i nay.

Cuc Quan ly Duoc thong bao dé cong ty biét va thuc hién theo ding cac

14

quy dinh hién hanh vé san xuat va luu hanh thude./.
Noi nhin: CuUC TRUONG
- Nhu trén; o—

_Luu: VT, DKT. (MH)

Vﬁ Tuan Cwong

g7




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic
ss 067/ QLD-pK Ha Ngi, ngay (S'thang D nam 2015

V/v Thay déi cong ty dang ky,
dia chi nha san xuat, mau nhan

Kinh gui:

- Daewoo Pharm. Co., Ltd..

579, Shinpyung-Dong, Pusan- City, Korea;

- Pharmaunity Co., Ltd.

69-5 Taepyeongno, 2-Ga, Jung-Gu, Seoul, Korea.

Tiép theo cong van s6 2320/QLD-DK ngay 09/02/2015 ctia Cuc Quén ly
Dugc, xét don dé nghi dé ngay 10/3/2015 va c4c tai liéu c6 lién quan clia cong ty
vé viéc thay doi cong ty dang ky, dia chi nha san xudt va mau nhan d6i véi thuce
nudc ngoai da dugc cdp s6 dang ky luu hanh,

Can ct Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ctia Bo Y t€ Quy
dinh viéc dang ky thudc, Thong tu s6 04/2008/TT-BYT ngay 12/05/2008 cia Bo
Y t€ vé huéng dan ghi nhan thudc,

Can ctt bién ban tham dinh hé so thay ddi/ b3 sung, Cuc Quan 1y Dugc ¢6
¥ ki€n nhu sau:

bong ¥ dé cong ty dugc thay déi cong ty dang k¥, dia chi nha san xuét
(dia di€ém khong thay déi) va mau nhan déi véi thudc Vonland, s6 dang ky: VN-
16241-13.

- Cong ty diang ky da dugc duyét: Daewoo Pharm. Co., Ltd.; dia chi: 579,
Shinpyung-Dong, Pusan- City, Korea.

- Cong ty dang ky thay d6i: Pharmaunity Co., Ltd; dia chi: 69-3
Taepyeongno, 2-Ga, Jung-Gu, Seoul, Korea.

- Dia chi nha san xuét da dugc duyét: 903-1, Sangshin-ri, Hyangnam-myun,
Hwaseong-kun, Kyunggi-do, Korea.

- Dia chi nha san xuét thay do6i: 24, Jeyakgongdan 1-gil, Hyangnam-eup,
Hwaseong-si, Gyeonggi-do, Korea.

Mau nhin méi dugc déng ddu xdc nhan cta Cuc Quan 1y Duoc dinh keém
cOng van nay.

Ngoai noi dung dugc thay déi trén, tat ca cdc noi dung khdc gilt nguyén
nhu ho so dang ky thude luu tai Cuc Quan 1y Duoc.

Cong ty dang ky, nha san xudt phai chiu trach nhiém vé chat lugng déi véi
thude luu hanh trén thi trudng va c6 trach nhiém thong bdo su thay déi nay dén
cac co quan lién quan va khach hang.



Sau 03 thang ké tir ngay ky cong van nay, cong ty khong duoc nhap khiu
thudc trén véi cong ty dang ky cii, dia chi cli cia nha san xuat va mau nhan cii
ctia thudc.

Cuc Quan ly Dugc thong bdo dé cong ty biét va thuc hién ding cic quy
dinh ctia Viét Nam vé luu hanh thudc./.

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




2 2 (VERIFICATION NC.} © PWUA-QIGA-3RYW-TUN?

Ministry of Food and Drug Safety
Gyeongin Regional Office of Food and Drug Safety

Building #5, Gwacheon Government Complex, 47, Gwanmun-ro, Gwacheon-si,
Gyeonggi-do, 13809, Republic of Korea,
Tel: +82-2-2110-8000, Fax: +82-2-2110-0801

Certificate

On behalf of the Ministry of Food and Drug Safety. | hereby certily that
the foliowings are true and correct.

- Old Name:! Daewon Pharmaceutical Co., Ltd.

Address : 24, Jeyakgongdan 1-gil. Hyangnam-eup. Hwaseong-si.
Gyeonggi-do, Korea

License Number: 1373

- New Name: Daewon Pharm Co., Ltd.
Address : 24. Jeyakgongdan 1-gil. Hyangnam-eup. Hwaseong-si.
Gyeonggi-do, Republic of Korea
License Number: 1373
7,

This is to cert‘}q;ﬁ. that Daewon Pharmaceutical Co.. Lid. was changed to
new name Daewon Pharm Co. Ltd. and its production site and address was
unchanged. The above old address and new address are also same and
identical.

Issued date :[UN, 02, 2022 (Certificate No.2022-D1-0841])
Certifiegd by Kim Min Jo

EK?W MIV\ jO

Director General Services Division

Gyeongin Regional Food & Drug Administration

Fei A w 5 iX

You can verify the Certificate through VERIFICATION NGO, on the webpage(htips://nedrug. mids.go . kr/pbp/CCBSC( R/ certificate)
of by checking the barcode wiith the mobile scanner App (MaSmarniDetector)
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Phu lucl
DANH SACH CO’ SO’ SAN XUAT THUOGC, NGUYEN LIEU LAM THUOC TAI NUO'C NGOAI PAP ('NG GMP
Dot 42
( Kém theo congvinsé 3(7  /QLD-CLngay 24 A1 2025 cta Cuc Qudn ly Duorc)

ID | ID |TEN CO'SO'SAN - . NGUYEN | GIAY CH. |NGay |N6&Y 7
STT | ¢ | or S DIA CHI PHAM VI CH'NG NHAN TAccmp| nman | chr :EA; CO'QUAN CAP
1 |3503| IT- |A. Menarini Via Sette Santi, 3-50131 | * Thudc vé trung: EU-GMP |IT/72/H/202 Italian Medicines
067 |Manufacturing Firenze (F1), Italy + Thu8c san xudt vo trung: dung dich thé tich nhé. 4 Agency (AIFA)
Logistics and + Thudc tiét trung cudi: dung dich thé tich nhé. < ~
Services S.R.L * Thudc khong v trung: thudc ban rén bao gom ca chiét xuét tir dong vat. § §
* Ché pham sinh hoc: ché pham chiét xuat tir dong vat. s ]
* Xuat xudng thudc vé trung, thudc khdng vé trung, thudc sinh hoc. g'} m’
* Péng goi so cap: thudc ban rén.
* Kiém tra chat lwgng: vi sinh (thudc vé triing, thudc khong vo triing), hda ly/vat ly, sinh hoc.
2 | 3504 BD- [M/sJenphar Vill-Faridpur, PS-Sreepur, |- Vién nén, vién nén bao phim, vién nén bao dudng (bao gdm cé thudc ung thu, cephalosporin) WHO-GMP|DGDA/6/- Directorate General of
022 |Bangladesh Dis-Gazipur, Bangladesh |- Vién nang citng (bao gdm ca thudc ung thu, cephalosporin). 134/09/179 © » |Drug Administration,
Limited - Siro/Dung dich/H6n dich, Bdt pha hén dich, Bat, Linctus (bao gdm ca thudc ung thu, cephalosporin) 50 § § Ministry of Health &
- Thudc ban rén (Kem, ThuSc m&, Gel, miéng dan). 9‘ g’ Family Welfare,
] S Bangladesh
3 |3505| CA- |ApotexInc. 50 Steinway Blvd, * S&n xuat, déng gai, dan nhan, kiém tra chat lvgng: Vién nang clng; Vién nén, vién nén bao phim. Canada- | 86249 Health Products
015 Etobicoke, Ontario (hodc GMP § g Compliance Directorate,
ON), Canada, MOW 6Y3 (tuvong : g Health Canada, Canada
duong EU- by b
0 0
GMP) N[ s
4 |3506| CH- |Novartis Pharma |Schaffhauserstrasse, Novartis Pharma Stein AG, Technical Operations Schweiz, Steint Solid: Twong [511620- < ~ |Swiss Agency for
002 [Stein AG 4332 Stein, Switzerland * Thudc khéng vé trung: vién nang clrng; vién nén; vién nén bao phim. duong EU- (102719967 § g Therapeutic Products
* Pong goi, xuat xwdng: cac dang thudc trén. GMP ] 5 |(Swissmedic)
3|4
5 |3507| CH- |Swiss Caps AG Husenstrasse 35, 9533 * Thudc khong v trling: Vién nang mém (bao gdm thudc chita durgc chat nhay cdm hodc c6 hoat tinh cao nhu hormon, ester cda acid béo, dan chat clia Vitamin D va Retinoic) Tuwong |GMP-CH- Swiss Agency for
003 Kirchberg SG, Switzerland duong EU-[1005296 Therapeutic Products
Céch viét khac: GMP (Swissmedic)
Husenstrasse 35,
Kirchberg 9533, § §
Switzerland o a
Pl -3
Hodc: 2 g
Husenstrasse 35, ~ N
Kirchberg CH-9533,
Switzerland
6 |[3508| CN- |zhejiang Huahai |Xungiao, Linhai, Zhejiang, |Thudc tiém thé tich nhd WHO-GMP|Zhe2000031 | w  |Zhejiang Medical
070 |Pharmaceutical ~ [China 1 § § Products
Co., Ltd. < < |Administration, China
< <
3 g
7 |3509| CN- [Taizhou Mabtech |Building G79, west of Thudc san pham sinh hoc (thudc tiém déng khé Infliximab) WHO-GMP|GPSX: Jiangsu Medical
085 |Pharmaceuticals [Koutai Road and east of Jiangsu — w1y |Products Administration
Co., Ltd. Lujia Road, China Medical 20160490 S | S |usmea), china
City, Jiangsu Province, g g'
China 3 =
8 |3510| CN- |Hybio 2nd Luhui Road, Kengzi Thudc san xuét vé trung: Dung dich thé tich nhé (ddng lo). WHO-GMP|Y20160125 o " Medical Products
091 |Pharmaceutical  |Jinsha community, S S |Administration of
Co. Ltd. Pingshan district, g g Guangdong Province,
Shenzhen, China g 8’ China

Danh sach co s& dap (rng GMP Trang 1/ 10 Dot 42



ID | ID |TEN CO SO SAN - . NGUYEN | GIAY CH. |NcAy |NGY a
STT cc | e XUAT PIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CcAp :i’; CO' QUAN CAP
47 | 3549| KR- |Daewon Pharm. (24, Jeyakgongdan 1-gil, * Thudc khdng chira khang sinh beta lactam, khéng chira chat cé hoat tinh hormon va khong chira chat doc té bao: PIC/S- [2024-D1- Gyeongin Regional
067 |Co., Ltd. Hyangnam-eup, + Vién nén, vién nén bao phim, vién nén bao dudng; si rd kho. GMP  |0742 < o |Office of Food and Drug
Hwaseong-si, Gyeonggi- + Thuéc tiém (dung dich tiém, dung dich dam d&c pha tiém truyén, nhii dich tiém). § g Safety, Ministry of Food
do, Republic of Korea +5Si rd (dang long); hdn dich ubng. g' a’ and Drug Safety, Korea
* Thudc chira chat cé hoat tinh hormon: H3n dich uéng chira hormon sinh duyc. 3 &
48 [ 3550 KR- [Samsung 300, Songdo bio-daero, * Thudc tiém: san pham tai t8 hop; vaccine. PIC/S-GMP [2023-D1- Gyeongin Regional
107 |Biologics Co., Ltd. |Yeonsu-gu, Incheon, * Kiém tra chat luong: Héa hoc/Vat Iy; Vi sinh (khdng v trung), vé trung. 2121 Office of Food and Drug
Republic of Korea (cach Safety, Ministry of Food
ghi dia chi cii: Samsung aQ & |and Drug Safety, Korea
Biologics, 300, Songdo bio- 9‘ 3.
daero, Yeonsu-gu, q g
Incheon, Republic of ] pu}
Korea)
49 |3551| KR- |CMIC CMO Korea |23, Oksan-ro 230beon-gil, |* Thudc m&, thudc kem, thudc gel. PIC/S-GMP|2024-D1- Gyeongin Regional
124 |Co., Ltd. Wonmi-gu, Bucheon-si, * Kiém tra chat lwong: Héa hoc/Vat Iy; Vi sinh (khéng vé trung). 0462 Office of Food and Drug
Gyeonggi-do, Republic of Safety, Ministry of Food
Korea (cach ghi dia chi cii: and Drug Safety, Korea
23, Oksan-ro 230beon-gil, N 2
Bucheon-si, Gyeonggi-do, 8, 8,
Republic of Korea) § §
~N —
50 [ 3552 MY- [Zuellig Pharma No. 15, Persiaran Pasak  |Déng géi thir cap. PIC/S-GMP| 3399/24 Ministry of Health
011 (Sdn. Bhd. Bumi, Seksyen U8, - v |Malaysia
Perindustrian Bukit § §
Jelutong, 40150, Shah 8| g
Alam, Selangor, Malaysia ] )
51 |3553| NL- |Abbott Biologicals |Veerweg 12, OLST, 8121 |* Thu6c v trung: EU-GMP [NL/H Health and Youth Care
002 |B.V AA, Netherlands + Thudc san xuét v trung: Dung dich thé tich nhé. 24/2052092 Inspectorate,
+ Thudc tiét trung cudi: Dung dich thé tich nho. Netherlands
+ Chirng nhan 16
* Thudc khéng vé trung: « ~
+ Thudc udng dang 1dng; vién nén, vién nén bao phim (bao gdm ca thuéc chira hormon) § g
+ Ching nhan 16 g E,"
* Thudc sinh hoc: Thudc mién dich. @ 8’
+ Chirng nhan 16
* Péng goi so cap: Thudc udng dang 1ng; vién nén (bao gdm ca thuéc chira hormon).
* Péng goi thir cap.
* Kiém tra chat luwgng: Vi sinh (thudc vé trung); Vi sinh (thudc khéng vé trung); VAt ly/héa hoc, sinh hoc.
52 [ 3554 NL- |Abbott Biologicals |C.J. van Houtenlaan 36, * Ban thanh pham véc xin 3 gia va 4 gia: Ban thanh pham Hén dich tiém Influvac (véc xin phong bénh cim mua). EU-GMP [NL/H < ~ [|Health and Youth Care
005 [B.V. WEESP, 1381CP hoiic 24/2051650 | § | § |inspectorate,
"1381CP WEESP", B 8 | @ |Netherlands
Netherlands o 2
53 [3555[ NL- [SynthonB.V. Microweg 22, Nijmegen, |Xudt xudng 16: Thudc vé tring, thuéc khong vo trung. EU-GMP |NL/H < ~ [Health And Youth Care
014 6545 CM, Netherlands 24/2052505 | & | S |inspectorate,
g: g: Netherlands
] S
54 |3556| NL- |PIRAMAL Rouboslaan 32, * Thuéc vé trung: Xuat xudng 16 EU-GMP |NL/H o u» |Health and Youth Care
016 |CRITICAL CARE VOORSCHOTEN, 2252TR, [* Thudc khong vo trung: Xudt xudng 16 22/2047140 § § Inspectorate -
B.V Netherlands 8‘ g' Pharmaceutical Affairs,
@ 1 [Netherlands

Danh sach co s& dap (rng GMP

Trang 8/ 10
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Tu do - Hanh phuc
(B6 phan mot cira) Ngay 30 thang 03 nam 2023
Sb: 2723e/QLD-GT

) X X PHIEU TIEP NHAN i
HO SO KE KHAI/KE KHAI LAI GIA THUOC/THAY POI, BO SUNG THONG TIN
1. Co s6 ké khai: CONG TY CO PHAN TAP POAN DUQC PHAM VA THUONG MAI SOHACO
Dia chi: S6 5 Lang Ha, Phuong Thanh Cong, Quan Ba Pinh, Thanh phé Ha Noi, Viét Nam
Dién thoai: 024 7304 6116

2. Loai ké khai gia: Lan dau K@ khai lai
Thudc nude ngoai khi nhap khau |T|

Thudc san xut trong nudc |:|

Thubc dé nghi thay d6i/bd sung thong tin

3. S0 vin ban ké khai/ké khai lai/thay ddi, bo sung: 29-23/KKG-SHC
4. Thong tin thuoc ké khai, ké khai lai:

Tén thubc GPL HS/% PNK Non;lguc(l.r(.;;gl-lam ngzgcgg? Co s& san xuit - Nwde san xuat
Vonland VN-16241-13 (70mg Hop 1 vix4 | Dagwon Pharmaceutical Co., Ltd. -
Alendronic vién Han Quoc
acid

5. Danh muc hd so:

Bang ké khai/ké khai lai gi thudc/Vian ban dé nghi thay doi, bé sung thong tin
Tai liéu khac (Ghi rd):

- Gia mua tai cira khau Viét Nam (gia CIF)
- Thuyét minh gia
- Giai trinh
Ghi chu:

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

- Gia thudc ké khai, k€ khai lai va thong tin thay doi, bo sung s€ dugc cong bo trén trang thong tin dién tir
cua BO Y té theo quy dinh.

NGUOI NHAN HO SO

Pang Anh Tu

MA HO SO: 111157/TT57



CONG TY CO PHAN TAP POAN DUQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM

VA THUONG MAI SOHACO Poc 1ap - Tw do - Hanh phiic
S6: 29-23/KKG-SHC Ha Noi, ngay 28 thang 03 nam 2023
V/v bang ké khai gia thuéc nudc ngoai nhap khau vao
Viét Nam

BANG KE KHAI GIA THUOC NUOC NGOAI NHAP KHAU VAO VIET NAM
Kinh gtri: Cuc Quan Iy Duoc - BO Y té

A £ . L £ ok . cr s A Gia ban 1é
STT Tén thuoc, dang bao Nuwdc san So giay Don vi Gia ban buén du kién (VND)

Hoat chat |ND/ HL Gia NK thye té (Cif)

ché, quy cach déng géi xuat PKLH/GPNK | tinh du kién (VND) (Néu c6)
Acid
A, ~ _ |alendronic 70mg
p|Vonland, Vién nén, HOp |4 6i dang  |Alendron| Han Quéc | VN-16241-13 | vién 2.1 USD 65.000

1 vix 4 vién alendronat | ic acid
natri) 70mg

Cac tai liéu khac kém theo (néu cd):

- Gid mua tai cira khau Viét Nam (gia CIF)

- Thuyét minh gia

- Gidi trinh

Péi v6i thube chua c6 thude cung hoat chét, n6ng d6, ham luong, dang bao ché trén thi treong Viét Nam, dé nghi cung cép,théng tin vé gia nhap Kkhéu, gia ban budn tai nudc so tai va tai
cdc nuéc ASEAN trong truong hop cé ban tai cadc nude nay. Truong hop khong ban tai cac nude nay ghi o thong tin “Thudc khong ban tai cdc nudéec ASEAN”
Co s6 cam két va chiu trach nhiém truéc phap ludt vé tinh chinh xac cta cac théng tin da ké khai.

Ghi chu:

- Ty gid ngoai t&: 23860 ddng/1USD ngay 22/03/2023

- Gia nhap khau tinh theo ngoai t¢ va ghi rd ty gia ap dung.

- Gia ban buodn du kién va gid ban 1€ dur kién da bao gom thué gia tri gia tAng va tinh theo VND.

- Pon vi tinh: Tinh theo quy cach déng goi nho nhat.

Dai dién co sé nhap khau
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Vonland tan. 70mg

(Alendronate sodium)

[ THUGC KE BON

Vonland tab. 70mg

4 Tab.

(Alendronate sodium)

= COMPOSITION
Each tabsel contains 91.37mg of Alendrenate

sadium eguivalent to T0mg of Alendronic acid
= INDICATIONS.

1 1of OTOsis in 153l women
2) Treatmen of ostecporams in Man,

= DOSAGE & ADMINISTRATION
[Please see Insert leaflet.]

= CONTRAINDICTION & SIDE EFFECT
[Please see insert leaflet.]

= STORAGE :
Store in a well-closed container, below  30°C.

This drug is manufactured in accordance with
Korea Good Manufacturing Practice (KGMP) as
recommended by WHO,

Nhap khau bil:

THANH PHAN

M8i vién nén chia:

Alendronate sodium.........91,37mg
{tuong dudng vdi 70mg Alendronic acid)

CHI DINH, LIEU DUNG &CACH DUNG,
CHONG CHi BINH VA CAG THONG TIN KHAC
Xin doc trong t6 hutng ddn sk dung.

BAD QUAN
Trong hép kin, & nhidt g8 dudi 30°C.

BONG GOI
Hép 1 vix 4 vién.

BE XA TAM TAY TRE EM

BOC KY HUONG DAN SU DUNG TRUGT KH| DUNG
San xust tai H.én.Ouéc b
D3eWON paewon Pharm.Co. Ltd.

24, Jevakgongdan ' -gil, Hyangnam-eup,
Hwaseong-si. Gyeonagi-do, Korea

Vonland 1ab. 70mg

(Alendronate sodium)




XA = A 70mg-ptp
69 x 54 (mm)
A2 :DIC 178 (1%)
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Rx Thuéc ké don
D€ xa tdm tay tré em
Doc ky hudng din sir dung trude khi ding
Néu cdn thém théng tin, xin hdi y kién bac si

VONLAND Tab.

(Alendronate sodium)

® THANH PHAN: Mbi vién nén chia:
Hoat chat: Alendronate sodium ..............91.37 mg

(twong duong v6i 70mg Alendronic acid)
74 duroc: Cellactose, natri croscamellose, silicon dioxyd dang keo khan, magnesi stearat.
B DUOC LUC HOC
Alendronate 1a mdt aminobisphotphonat c6 tdc dung ttc ch€ tiéu xuong dac hiéu. Cic nghién citu
trén 1am sang cho thay Alendronate tich tu chon loc & cic vi tri tiéu xuong dang hoat dong, noi
ma Alendronate trc ch€ su hoat dong clia cdc hly c6t bao.
Céac nghién ciru 1am sang cho thay diéu tri bing Alendronate c6 thé lam tang ddng k€ khéi lugng
Xuong ¢ xuong cot s6ng, c6 xuong dui vad mdu chuyén. Trong c4c nghién cttu lam sang & phu nit
man kinh tir 40 dén 85 tudi bi lodng xwong (duoc xac dinh 1a c6 khéi luong xuong thap, it nhat la
2 d6 léch chuén dudi trung binh cha thdi ky truéc mén kinh), diéu tri bing Alendronate 1am giam
déng k€ s6 ldn gdy do6t s6ng sau 3 nam dung thu6c. Mat do chat khodng & xuong ting rd sau 3
théang diéu tri bang Alendronate va cdn tiép tuc trong suét qua trinh ding thuéc. Tuy nhién sau 1-
2 nam diéu tri, néu ngimg liéu phdp Alendronate thi khong duy tri dugc su tang khéi lugng
xuong. Diéu d6 ching to phai lién tuc diéu tri hang ngdy mdi duy tri dugc hiéu qua chita bénh.
® DUCC BONG HOC
So v6i mot liéu chudn tiém tinh mach, kha dung sinh hoc dudng uéng trung binh & phu nitf la
0,7% véi nhitng liéu trong pham vi tir 5 - 40 mg, uéng sau 1 dém nhin an va 2 gid truéec mot bira
an sdng chuén. :
Céc nghién cttu tién 1am sang cho thdy sau khi tiém tinh mach liéu 1 mg/kg, Alendronate phan b
nhét thoi & cdc mé mém nhung sau dé phan b lai vio xuong hodc bai xuit qua nudc tiéu. Lién
két véi protein trong huyét tuong ngudi xap xi 78%.
Khong c6 bang ching 1a Alendronate dugc chuyén héa & ngudi.
Sau khi tiém tinh mach moét liéu duy nhat 10 mg, d6 thanh thdi & thin cha Alendronate 1a 71
ml/phit. Néng do thudc trong huyét twong giam hon 95% trong vong 6 gid sau khi tiém tinh
mach. O ngudi thoi gian ban hity cta thuSc ude tinh vuot trén 10 nam, c¢6 1€ phan 4nh sy giai
phéng ciia Alendronate tir bd xuong.

® CHI bINH //

1) Diéu tri lodng xwong & phu nit mén kinh. '

2) Didu tri loding xuong & nam gidi. P

m LIEU LUGNG VA CACH DUNG

Liéu khuyén cdo: nén uéng 1 vién 70 mg x 114n méi tudn.

Chi nén u6ng Alendronate ciing véi nudc loc va céch xa it nhat 30 phdt truée khi an, uéng hoac
ding thudc khdc trong ngay. Céc loai nudc uéng khac (ké ca nudc khodng), thuc phdm, mot vai
loai dugc phdm c6 thé 1am gidm sy hép thu clia Alendronate.

Dé thuéc dé t6i da day va giam tiém nang gay kich Gng thuc quan, cin huéng din bénh nhéan nén
nuét vién thu6c véi mot ly ddy nuée (170~230mL). Bénh nhan khéng nén nam trude khi dung
bita an ddu tién cha ngay, va t6t nhét nén an sau khi uéng thuse 30 phit. Phai huéng din bénh
nhan khong uéng Alendronate lic di ngt hoac trude khi thic day trong ngay. Cin thong bdo véi
bénh nhéan: néu khéng tuan theo nhitng huéng din nay c6 thé lam ting nguy co bi bénh dudng
thuc quan.

Néu bénh nhén 15 quén 1 liéu (1 14n trong 1 tudn), thi nén uéng 1 vién vao budi sing sau khi nhé
ra. Bénh nhan khong nén uéng bu 2 vién trong ciing 1 ngay, ma nén uéng 1 vién x 1 1an méi tudn
theo lich cii sau khi uéng vién ma ho da quén.

m CHONG CHi PINH

i Vel



1) Khong ding cho bénh nhan bi di dang thuc quan lam chdm thdo sach thuc quan, vi du hep
hodc khong gian tam vi thuc quan.

2) Khong ding cho bénh nhan khong c6 kha nang ding hodc ngdi thang trong it nhat 30 phiit.

3) Khong dung cho bénh nhan qua man véi Alendronate.

4) Khéng dung cho bénh nhan bi giam calci mau (xem Than trong chung/ Than trong).

B THAN TRONG

1) Théan trong chung

(1) Khuyén cdo khoéng nén dung thuéc ndy cho ngudi suy than ¢ do loc tiéu cau dudi 35 ml/phit.
(2) Than trong khi dung thudc cho bénh nhan bi lodng xuong do nguyén nhan khac chit khong
phai do thi€u hut estrogen hodc do tudi gia.

(3) Phai di€u tri chitng giam calci méu truée khi bat ddu diéu tri bang Alendronate. Ciing phai
diéu tri mot cdch hiéu qua cdc r6i loan khdc vé chuyén héa v6 co (vi du: thi€u Vitamin D hodc
thiéu nang tuyén can giap). G bénh nhan c6 céc triéu chimg trén, néng do calci trong huyét thanh
va céc triéu chitng giam calci mdu nén dugc theo ddi trong sudt thdi gian diing thube nay.

(4) Vi Alendronate lam tang khodng chit & xuong, nén cé thé lam gidm néng do calci va
phosphat trong huyét thanh. Nhitng thay déi nay thudng nhé va khong cé triéu chitng. Tuy nhién,
cling di c6 bdo cdo veé triéu chiing giam calci méu, thinh thoang cé vai trudng hop nang va thudng
chi xay ra & bénh nhan da cé bénh sén (thiéu nang tuyén cén gidp, thi€u hut vitamin D va kém
hédp thu calci). Dam bdo cung cdp di lugng calci va vitamin D 12 mot diém déc biét quan trong &
bénh nhan sir dung glucocorticoid.

2) Théng tin cho bénh nhan

(1) Alendronate chi nén uéng ciing véi nuGc loc va cach xa it nhat 30 phit truée khi an, uéng
hoac dung thuéc khéc trong ngay. C4c loai nuéc udng khéc (ké ca nudc khodng), thuc phdm, mot
vai loai dugc phdm c6 thé lam gidm sy hép thu clia Alendronate.

(2) D€ thudc dé t6i da day va gidm tiém nang gy kich tng thuc quan, cin huéng din bénh nhan
nuét vién thudc v6i moét ly ddy nude (170~230mL). Bénh nhan khong nén nam trude khi ding
bita an dau tién trong ngay, t6t nhat nén an sau khi uéng thudc 30 phit.

(3) Bénh nhéan khong nén nhai hoac miit vién nén Alendronate vi c6 thé gay loét miéng- hau. Phai
huéng dan bénh nhén khong u6ng Alendronate lic di ngl hodc trude khi thic day trong ngay.
Can thong bdo véi bénh nhan: néu khong tuan theo nhitng huéng din nay cé thé lam tang nguy co
bi bénh dudng thuc quan. Can huéng din bénh nhan néu thay xut hién céc triéu chiing ctia bénh
duong thuc quan (nhu nuét khé hodc dau khi nuét, dau sau xuong tc hodc bat dau bi ¢ néng hodc
nang thém tinh trang ¢ néng) thi nén ngung thudc va tham khao ¥ kién ctia bic si.

(4) Phai chi d4n ngudi bénh bé sung calci va vitamin D, néu luong hiang ngay trong khiu phan an
khong du. Tap thé duc thich hop két hop véi diéu chinh théi quen cé hai, nhu hit thu6c va/hoac
udng nhiéu rugu (néu cé).

(5) Béc si nén hudng dan bénh nhan doc t& hudng din st dung thudc trude khi bat ddu diéu tri-
bing thuéc nay va doc lai méi khi duoc ké toa lai. //
m CANH BAO o
Ciing nhu c4c bisphotphat khdc, thudc nay cé thé gay kich (ng niém mac dudng tiéu héa trén. D
c6 bdo cdo vé cic bién c6 ¢ thyc quan nhu viém thuc quan, loét thuc quan va trgt thuc quan, doi
khi kém véi chdy mdu va hi€m hon, ¢6 thé bi hep hodc thiing thuc quan, & ngudi bénh dang diéu
tri bang Alendronate. Trong mot s6 trudng hop, nhitng bién c¢6 nay nang dén muc phdi ndm vién.
Vi vay, cdc thay thudc phai canh gidc trude moi ddu hiéu hoac triéu ching béo hiéu phén ting ctia
thuc quan; va ngudi bénh phai duoc chi din 1a ngimg Alendronate va gip thiy thuSc néu thay khé
nuét, nudt dau, dau sau xuong iic, méi bi hodc bi ¢ néng nang hon.

Nguy co mac bién ¢ nang vé thuc quan gap nhiéu hon & nhitng ngudi bénh nidm ngay sau khi
udng Alendronate va /hoac khong nuét vién thudc véi mot c6c nude ddy, va /hodc van ti€p tuc
udng Alendronate sau khi da thdy nhimg triéu ching kich ing thuc quan. Vi vy viéc cung cip
nhitng chi din ddy di vé ding thu6c cho ngudi bénh hiéu duge 1a rt quan trong. G nhiing bénh
nhan tam than khong thé tuan th huéng dén dung thudc, viéc dung thudc can phai dugc gidm st
chit ché.




Vi Alendronate c6 thé kich itng niém mac dudng tiéu héa trén va cé kha niang lam cho bénh xau
di, can than trong khi ding Alendronate & ngudi bénh dang c6 bénh 1y vé dudng tiéu héa trén (vi
du khé nuét, cdc bénh thuc quan, viém da day, viém t4 trang hoic 1oét).

Da c6 vai bdo cdo vé bién cb loét da day - ta trang sau khi thuéc ra thi trudng, vai trudng hop
nang c¢6 bién ching, mac du quan sat trén cac thit nghiém cé chimg d6i khong thay cé su ting
nguy co.

® DUNG THUOC O PHU NU CO THAI PHU NU CHO CON BU, TRE EM, NGUJI GIA,
VA BENH NHAN SUY THAN

1) Diing thu6c & phu nit c6 thai

Chua c6 nghién cttu nao dugc thyc hién trén phu nit ¢6 thai. Do dé, khong nén dung thudc nay khi
c6 thai, trir phi 1gi ich tri liéu cao hon cidc nguy co c6 thé xay ra cho thai nhi.

2) Dung thu6c & phu nit cho con b

Khong biét 1a Alendronate cé bai xudt vao sita me hay khong. Vi nhi€u thu6c bai xuft vao sita
me, cén than trong khi ding Alendronate cho phu nit dang trong thdi ky cho con bd.

3) Ding thu6c & tré em

Tinh an toan va hiéu qua ctia thudc & tré em vin chua duge xdc dinh.

4) Ding thuéc cho ngudi cao tubi

Céac thir nghiém can thiép vao xuong giy bang cdch cho bénh nhan dung Alendronate, 71% (n=
2302) bénh nhén 2 65 tudi va 17% (n= 550) bénh nhan 2 75 tudi. C4c nghién citu vé diéu tri
lodng xuwong bing Alendronate & Hoa Ky dugc thuc hién trén cic d6i tuong: 45% phu nit, 54%
nam gidi, 37% trudng hop lodang xuong do glucocorticoid, va 70% trudng hop lodng xuwong do
bénh Paget, tat ca cdc d6i tuong déu 2 65 tudi. Khong cé su khéic biét nhiéu vé hiéu qua hay tinh
an toan giita bénh nhan nay va bénh nhan tré tudi, nhung nhitg d6i tuong gia hon thi bi nhay cam
hon va diéu nay khong theo mot quy luat nao.

5) Dung thu6c cho bénh nhén suy than

Khong cén thiét phai diéu chinh liéu cho bénh nhan bi suy than mitc d6 nhe dén vira (d6 thanh
thai creatinin tir 35-60 mL/phit). Khong khuyén cdo diing thuc ndy cho bénh nhéan suy than
nang (do thanh thai creatinin tir < 35 mL/phit) do con thi€u kinh nghiém vé viéc sir
Alendronate & bénh nhén suy than.

B TUONG TAC THUGC

1) Véi Estrogen/ liéu phap thay th€ hormon (HRT) Z
Viéc két hop dung liéu phédp thay th€ hormon (estrogen + progestin) va Alendronate da duogc
nghién cttu trong 2 thir nghiém kéo dai suét 1 hodc 2 nim & phu nit sau man kinh bi lodng xuong.
Trong céc thir nghiém nay, so b vé tinh an toan va kha nang dung nap khi dung phéi hop 2 liéu
phdp nay chi thé hién hiéu qua & vai trudng hop; tuy nhién, mic do6 kim ham su chuyén héa
xuong (dugc dénh gid badi su khodng héa bé mat) thi cé ¥ nghia khi ding ph6i hop hon 1a dung
riéng 1€. Hiéu qua lau dai cua viéc ph6i hgp nay trén chd xwong giy thi vAn chua dugc nghién
ctu.

2) V6i Céc chat bé sung Calci / cdc thu6c khéng acid

Céc chat bd sung calci, cdc thusc khéng acid, va cdc thudc ding dudng uéng khic c6 thé can trd
su hap thu ciia Alendronate. Do d6, bénh nhan nén chd it nhat 30 phit sau khi uéng Alendronate
md&i dung bat ky thuéc nao khiac.

3) V&i Aspirin

Trong cdc nghién cttu 1am sang, ty 1é cdc phan tng khong mong muén & dudng tiéu héa trén s&
tdng 1én & bénh nhan dung dong thoi Alendronate, liéu > 10 mg/ ngdy vdi cdc san pham chia
aspirin.

4) Véi céac thude khang viém khong steroid (NSAIDs)

C6 thé diing Alendronate & bénh nhan dang uéng NSAIDs. Theo ddi c4c thir nghiém 1am sang c6
d6i chimg (n= 2027) & phén 16n bénh nhan ding déng thdi Alendronate va NSAIDs trong suét 3
nam, ty 1¢ cdc phan ing khong mong mudn & dudng tiéu héa trén & bénh nhan ding Alendronate
5 hodc 10 mg/ngay tuong tu so v6i nhitng ngudi ding placebo. Tuy nhién, vi NSAID ciing gay
kich tmg dudng tiéu héa, nén cén thin trong khi dung dong thoi véi Alendronate.

B TAC PONG CUA THU60 KHI LAI XE VA VAN HANH MAY MOC
Khéng anh hudng.




® TAC DUNG KHONG MONG MUON
Mot s6 tdc dung khong mong mudn ghi nhan duge tir cic nghién ctru sau khi dua thudc ra thi
truong:
(1) Téc dung phu toan than: phan ing qua min bao gédm néi may day, hi€m khi bi phii mach;
triéu ching dau co thodng qua, cdm gidc khé chiu, va hi€ém khi bi s6t, thudng xay ra khi maéi bat
déu diéu tri. Hi€m hon c6 thé gap gidm calci méu triéu ching, nhin chung chi xay ra & nhimg
bénh nhan c6 bénh sin.
(2) Trén hé tiéu héa: viem thuc quan, trot thuc quan, loét thuc quéan, hi€m khi bi hep hoac thing
thuc quan, va loét miéng - hiu. Ciing c6 bdo céo vé loét da day - t trang, vai trudng hop nang cé
kém bién ching. Hi€ém khi bi hoai tir xuong khu tri & ham, thudng x4y ra khi nhé rang va/ hoic
nhiém tring tai chd, thudng di k&m vé6i cham lanh vét thuong.
(3) Trén hé co xuong: xuong, khdp, va/hodc dau co, doi khi nghiém trong, va hiém khi mat kha
nang hoat dong.
(4) Trén da: phat ban (thinh thoang bi nhay cam 4nh sdng), ngdta, hi€m khi c¢6 phan ng da nang,
bao gém hoi ching Stevens-Johnson va hoai tir biéu bi nhiém déc.
(5) Céc giac quan dac biét: hi€m khi bi viém mang mach nho, viém mang ciing mat, viém thugng
cung mac.
Thong bdo cho bdc si nhimg tdc dung kh6ng mong mubn gdp phdi khi dung thudc.
® QUA LIEU
1) Kha nang gay chét c6 y nghia sau khi ding uéng li€u don di dugc ghi nhan & chudt c6ng céi
véi liéu 552 mg /kg (3256 mg/m?) va chuot nhét cai & liéu 966 mg/kg (2898 mg /m?). O chuot
duc, nhitng gid tri nay cao hon khong nhiéu, 13 626 mg /kg va 1280 mg /kg, twong tng. Khong
gy chét & ché khi dung liéu t6i 200 mg /kg (4000 mg /m>).
2) Khong c6 thong tin dac hiéu vé diéu tri qué liéu Alendronate. Gidm calci méu, giam phosphat
mdu, va cdc phan tng khong mong muén & dudng tiéu héa trén nhu rdi loan tiéu héa & da day, o
néng, viém thuc quan, viém hodc loét da day c6 thé do uéng qua liéu Alendronate. Nén cho ding
sita va cdc chat khang acid dé lién két Alendronate. Do nguy co kich ting thuc quan, khong duoc
gy non va ngudi bénh van phai ngdi thang dimg.
3) Tham t4ch khéng cé hiéu qua.
® BAO QUAN: Bao quén trong hop kin, & nhiét do duéi 30°C. i
W HAN DUNG: 2 nam ké tir ngay san xudt. ////“

Khoéng ding thubc qud thoi han sir dung. \
® DONG GOI: Hop 1 vi x 4 vién.

Sén xudt béi: ¥ 4
DAEWON PHARM. CO., LTD. y

PHO CUC TRUGNG

L/@ag;é’h Vi Chank
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