BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Péc 1ap - Tu do - Hanh phiic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

138A Ging V& - Ha Noi - Viet Nam
Tel: 84.4.37366483/38464413 - Fax: 84.438234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thuée . Diamicron MR 60mg

Name of Drug:

Thanh phan chinh, ham lwong :  Gliclazide 60mg

Active Ingredients, Strength:

Qui cach déng géi, bao ché - Hép 2 vi x 15 vién; Vién nén phong thich co kiém soat
Packing Size, Dosage form:

Tiéu chuan chét lwong + NSX

Quality Specification:

Han dung : 36 thang

Shelf- life:

S giay phép lwu hanh san phdm (SPK): VN-20796-17

Marketing Authorization Number:

Sé quyét dinh : 412/QP-QLD Ngay cap: 19/9/2017
Approval Decision Number; Date of Issuance:

Hiéu Iwe cla gidy phép Iwu hanh san phdm: cé gia tri 05 ndm ké tir ngay cip
Expiration Date of this Marketing Authorization:

Tén co s& dang ky :  Les Laboratoires Servier

Name of Marketing Authorization Holder

Pia chi : 50 rue Carnot, 92284 Suresnes Cedex - France
Address:

Tén co s& san xuat : Les Laboratoires Servier Industrie

Name of Manufacturer:

Bia chi : 905, Route de Saran, 45520 Gidy - France
Address:

Tén co s& dong goi
Name of Assembler
Pia chi

Address.

Ha Noi, ngay 19 théng 9nam 2017,
KT.CUC TRU’@NG cuc QUAN LY DUQcC
FOR GENERAL- DiRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

—PHO CUC TRUONG
/—" N DEPUT‘YQENERAL DIRECTOR
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This marketing authorization has been issued in accordance with the dossrer ¥

approved by the Vietnam Ministry of Health. L ¢’ A B
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Any varialions of the contents of the markeling authorization are required to be
adopted by the Drug Administration of Vietnam.
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e BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc lap — Tw do — Hanh phiic
Sb: 6942 /QLD-PK Ha Néi, ngay 20 thang 07 nam 2022

V/v cong bé danh muc thude theo
quy dinh tai khoan 1 Diéu 14 Nghi
dinh s 29/2022/NB-CP ctia CP
Dot 2)

Kinh giri: Céac co s¢ diang ky, co s6 san xuét thudc luu hanh tai Viét Nam

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

Cin ¢t y kién chi dao ctia Lanh dao Bo Y té tai Cong van sb 2811/BYT-
QLD ngay 31/5/2022,

Cuc Quan ly Dugc - B Y té thong bio:

1. Cong bd danh muc céc thude, nguyén liéu lam thuéc thuc hién quy dinh
tai khoan 1 Diéu 14 Nghi dinh 6 29/2022/ND-CP ctia Chinh phi (Pgt 2) nhwr sau:

1.1. Danh muc cdc thudc, nguyén liéu lam thudc san xuét trong nuéc duge
cong b tai Phu luc I kém theo cong van nay.

1.2. Danh muc céc thude, nguyén liéu lam thudc nudc ngoai dugc cong bé

tai Phu luc I kém theo céng van nay.

1.3. Danh muc cac véc xin, sinh phém dugc cong bo tai Phu luc ITT kém theo
cdng van nay.

2. Danh muc thuéc duge ding tai trén Céng thong tin dién tir cia BO Y té
tai dia chi: https://moh.gov.vn/home va Trang thong tin dién tir ciia Cyc Quan ly

Duoc tai dia chi: https://dav.gov.vn. Danh muc nay dugc tiép tuc cip nhat, bd

sung tai cac dgt cong bé tiép theo.
3. Théng tin chi tiét cha ting thudc duge tra ctu theo sé diang ky cong bd

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

4. Dbi véi cac thube, nguyén liéu lam thudc trong danh muc da thue hién
thay dbi, bb sung trong qué trinh luu hanh hodc c¢6 dinh chinh thong tin lién quan
dén gidy dang ky luu hanh thude, nguyén liéu lam thude, doanh nghiép xudt trinh



vin ban phé duyét hodc xac nhan cua By Y té (Cuc Quan ly Dugc) véi cdc co
quan, don vi lién quan dé thuc hién cac thu tuc theo quy dinh phdp luat.

Trong qué trinh thuc hién néu c¢6 khé khin vudng méc, dé nghi théng bo
vé Cuc Quan ly Duge hodc lién hé truc tiép dong chi Nguyén Vin Loi — Truong
Phong Pang ky thude, Cuc Quan ly Dugc; s6 dién thoai: 0904205699, dia chi
email: loinv.qld@moh.gov.vn dé kip thoi giai quyét.

Cuc Quan ly Dugc -Bd Y té thong bao dé co s biét va thuc hién./.

Noi nhdn: e CUC TRUONG

- Nhu trén;

- Q. B§ trudng (dé blc);
- TT. Do Xuén Tuyén (dé b/ec);
-S§'Y té cac tinh, thanh phd true thude trung wong;
-Cyc Quan Y - BO Qube phong, Cuc Y té - B Cong an;
Y té GTVT- Bo Giao théng vén téi;
- Téng Cuc Hai quan-- B Tai chinh; e
- Bao hlém X4 hoi Viét Nam; Vii Tuan Cudng
-B§ Y té: Vu PC, Cuc QLYDCT, Cuc QLKCEB, Thanh tra Bg;
- Vién KN thude TU, Vién KN thude TP. HCM;
- Téng Céng ty Duge VN; Cac Cong ty XNK duge pham
- Céc Bénh vién & Vién c6 giudng bénh truc thuoc BYT
- Cdng théng tin dién

- Trang théng tin dlgnﬁm%‘i’cb%an lliﬂbl(ﬁ&é fJLNU VO[ BAN CHINH
- Luu: VT, BK.

NGAY: {15 2004
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Phu luc II

DANH MUC THUOC NUGC NGOAI €O GDKLH HET HIEU LUC TU 30/12/2021 DEN TRUGC
NGAY 31/12/2022 THUC HIEN THEO QUY DINH TAI KHOAN 1 PIEU 14 NGHI PINH SO
29/2022/ND-CP (BQT 2)
(Ban hanh kém theo céng van 56 6942 /QLD-DK ngay20 /07/2022)

(*) Ghi chu: Cac thude khic dap img yéu cau tai Nghi dinh 56 29/2022/NP-CP dang duge tip
twe edp nhdt, bo sung tai cac dgt cong bo tiép theo.

STT  [So ding k¥

Tén thude

Co sé dang ky

. T
Co s sdn xuat

1 VN3-236-19 Abalam Hetero Labs Limited M/s. Hetero Labs Limited

2 VN-19978-16 |ACC 200 Hexal AG * Lindopharm GmbH (Cor s¢¢
xudt xuong: Salutas Pharma
GmbH, Dia chi:
Outo-von-Guericke-Allce 1,
39179 Barleben, Germany)

3 VN-20696-17 |Aceclonac Céng ty TNHH DP Bach Viét _|Rafarm S.A.

VN-19820-16  |A-Cnotren Céng ty Co phan BT Viét Nam |G.A Pharmaccuticals S.A.

(GAP S.A)

5 VN3-241-19  |Acriptega MI Pharma Private Limited Mylan Laboratorics Limited

6 VN-18806-15  |Acular Allergan Singapore Pte. Ltd. Allergan Pharmaceuticals
Ireland

il VN-14811-12  |Acyclovir Stada Cang ty TNHII STADA VIET |Stada Arzneimittel AG

NAM
8 VN3-226-19  |Addofort 40 Cang ty co phan thuong mai va |Acme Formulation Pvt. Ltd.
dugc phiam T&T
9 VN-20368-17 |Aderan 16 Ajanta Pharma Limited Ajanta Pharma Limited.
10 VN-14903-12  |Aeroflu 125 HFA APC Pharmaccuticals & Midas-Care Pharmaccuticals
Inhalation Chemicals Lid. Pvt. Lid.
11 VN-17239-13  |Acroflu 250 HFA APC Pharmaceuticals & Midas-Care Pharmaccuticals
I[nhalation Chemical Lid. Pvt. Ltd.

12 VN-17240-13

Acrofor 100 Hfa

APC Pharmaccuticals &
Chemical Ltd.

Midas-Care Pharmaccuticals
Pvt, Lid.

13 VN-17241-13 | Aerofor 200 Hfa APC Pharmaceuticals & Midas-Care Pharmaccuticals
Chemical Ltd. Pvt. Ltd.

14 VN-19793-16 |Acrranc Baxter Healthcare (Asia) Pte.,  |Baxter Healthcare Coporation
Lid.

15 VN-20043-16  |Afinitor Smg Novartis Pharma Services AG  |Novartis Pharma Stein AG

16 VN-15188-12

Akudinir 1235

Akums Drugs &
Pharmaceuticals Ltd.

Akums Drugs and
Pharmaceuticals Lid.

17 VN-14428-12  |Akudinir 250 Akums Drugs & Akums Drugs and
Pharmaceuticals Ltd. Pharmaccuticals Ltd.

18 VN-12145-11  |Akudinir -300 Akums Drugs & Akums Drugs &
Pharmaceutical Lid. Pharmaceutical Lid.

19 VN-14429-12  [Akudinir 50 Akums Drugs & Akums Drugs and

Pharmaceuticals Ltd.

Pharmaceuticals Lid.

20 VN-19789-16

Alcomet

Axon Drugs Private Ltd.

Axon Drugs Private Ltd.




STT So ding ky Tén thude Co s& diing ky Co s& sin xuit
172 VN-17415-13 |Cravit tab 250 Daiichi Sankyo (Thailand) Ltd. |Interthai Pharmaccutical
Manufacturing Ltd.
173 VN-19934-16  |Cravit Tab 500 Daiichi Sunkyo (Thailand) Ltd. |Interthai Pharmaceutical
Manufacturing Ltd.
174 VN-18937-15 |Crinone Merck Export Gmbl] Co so san Xudt dng tra thude:
Maropack AG:
Co s& dong goi thir cdp, xudt
xudng: Central Pharma
(Contract Packing) Limited:
Co & san xudt gel: Fleet
Laboratorics Limited
175 VN-18321-14 |Curam 1000mg Novartis (Singapore) Pte Lid Lek Phanmaceuticals d.d
176 VN-18866-15 |Cyplosart 50 FC Céng ty TNHH Duge Pham Remedica Lid.
Tablets Nhit Anh
177 VN2-286-14 Cytarabine-Belmed  |Céng ty TNHH MTV Belmedpreparaty RUE
Vimepharco
178 VN-20748-17 |Dachwa Acyclovir Dae Hwa Pharmaceutical Co., |Dac Hwa Pharmaceutical Co.,
Cream Ltd Lid
179 VN-14214-11 |Daktarin Oral Gel Cong ty TNHH Johnson & QOlic (Thailand) Ltd.
Johnson (Viét Nam)
180 VN2-539-16  |Daxas AstraZeneca Singapore Pte., Ltd | Takeda GmbH
181 VN2-457-16  |Daxotel 120mg/6ml  |Céng ty ¢6 phan Fresenius Fresenius Kabi Oncology Lid
Kabi Viét Nam
182 VN2-458-16 Daxotel 80mg/dml  |Céng ty co phan Fresenius Fresenius Kabi Oncology Ltd
Kabi Viét Nam
183 VN-16144-13  |Derinide 200 Inhaler |Cadila Healthcare Ltd. Cadila Healthcare Ltd.
184 VN-19980-16 |Desaurus Hexal AG Sandoz Private Limited
185 VN-20422-17 |Desbebe Céng ty ¢o phan thiét bi T&T  |Gracure Pharmaceuticals Lid.
186 VN-20413-17 |Desfonak Céng ty ¢6 phan dugc pham Ronak Biopharmaceutical Co.
Vipharco
187 VN-20712-17 |Deslet Cang ty TNHH Duge phim Efroze Chemical Industrics
Thiétbj vy 1é Au Vit (Pvt) Lid.
188 VN-19790-16 |Destor Axon Drugs Private Ltd. Axon Drugs Private Ltd.
189 VN-19435-15  |Devodil 50 Cang ty TNHHH MTV Dggc Remedica Lid.
phz"lm Nam Tién
190 VN-18121-14  |Dexamethasone CONG TY CO PHAN DUGQC - |Ying Yuan Chemical
Injection YY THIET BIY TE DA NANG  |Pharmaceutical Co., Ltd.
191 VN-18974-15 [Dexcon Tablet 10mg [CONG TY CO PHAN DUGC - |Ying Yuan Chemical
THIET BI Y TE DA NANG  [Pharmaceutical Co., Ltd.
192 VN-20796-17 |Diamicron MR 60mg |Les Laboratoires Servier Les Laboratoires Servier
Industric
193 VN-18817-15 |Diane-35 Bayer (South East Asia) Pte.,  |Bayer Weimar GmbH und Co.

Ltd.

KG (Déng géi va xudt xudng:
Bayer Pharma AG, B/c: 13342
Berlin, Germany)
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[ By by BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
Wy e "CUC QUAN LY DUQC Péc lap - Ty do - Hanh phic
S4: 573 /QD-QLD Ha Noi, ngay 23 thang 09am 2022
QUYET PINH

Vé vide ban hanh danh muc 169 thube nwée ngoai
dwge gia han glay ding ky luu hanh tai Viét Nam - Dot 110

CUC TRUONG CUC QUAN LY DUQC
Céin cir Ludt Dugc sé 105/2016/QH1 3 ngay 06/4/2016;

Cin ¢t Nghi dinh 56 75/2017/ND-CP ngay 20/6/2017 ciia Chinh phit quy
dinh chirc nang, nhiém vu, quyén han va co cau t6 chiic ciia B6 Y té;

Cén cir Quyét dinh $6 7868/0D-BYT ngay 28/12/2018 cia Bé trucng Bo Y
té quy dinh chitc nang, n nhiém vy, quyén han va co cau 6 chirc ctia Cuc Quan Iy
Duge thuje Bo Y té;

Céin cir Théng twr s6 32/2018/TT- BYT ngay 12/11/2018 cua Bj truéng Bo Y
té quy dinh viéc dang ky heu hanh thude, nguyén liéu lam thude;

Cdn cir Thong tu so 29/7070/TT BYT ngay 31/12/2020 ciia Bé truomg Bo Y
té sira doz b6 sung va bdi bo mot s6 vin ban quy pham phdp ludt do B¢ truong
BoY 1é ban hanh, lién tich ban hanh;

Cdan cir ¥ kién cia Hoi d‘ong tic van cap gidy dang ky leu hanh thube,
nguyén liéu lam thuéc - B3 Y té;

Theo dé nghi ciia Truéng phong Dang ky thuéc - Cuc Quan Iy Duoc.
QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 169 thuoc nuac
ngoai dugc gia han oidy ding ky luu hanh tai Viét Nam - Dot 110, bao gbm:

1. Danh muc 154 thudc nuéc ngoai duge gia han glay ding ky luu hanh
hiéu lyc 05 nam - Dot 110 (tgi Phu luc 1 kém tlzeo) Céc thudc tai Danh myc nay
dugc gitt nguyén thong tin s6 dang ky da cdp va c6 hiéu lyc 05 nam ké tir ngay
ky ban hanh Quyét dinh nay.

2. Danh muc 15 thude nude ngoai duoc gia han glay dang ky luu hanh
hiéu luc 03 ndm - Dot 110 (tgi Phu luc 2 kém theo). Cac thudc tai Danh muc nay
duoc git nguyén thong tin s6 dang ky da cdp va c6 hiéu luc 03 nam ké tir ngy
ky ban hanh Quyét dinh nay.

Piéu 2. Co s& san xuét va co s& dang ky thudce ¢ trach nhiém:

1. Cung cp thude vao Viét Nam theo ding cdc ho so tai liéu da dang ky
v6i Bo Y té va phai in hodc déan sb dang ky dugc BO Y té cép 1én nhin thudc.

2. Chép hanh day du phdp ludt cua nude CHXHCN Viégt Nam va cac quy
dinh ctia B6 Y té vé nhép khiu thudc va luu hanh thudc tai Viét Nam, néu cé bat




clt thay ddi gi trong qué trinh luu hanh thude & nude so tai va & Viét Nam thi
phai bao cdo ngay cho Cuc Quan ly Duoc - B6 Y té Viét Nam.

3. Thuc l}ién viéc cdp nhat tiéu chuén chét lugng cia thudc theo quy,d:mh
tai Thong tu s6 112018/TT-BYT ngay 04/5/2018 cua Bo trudng Bo Y té quy
dinh vé chat lugng thude, nguyén liéu lam thude.

4. Cap nhat nhan thudc va to hudng dan st dung thude theo quy dinh tai
Théng tu 01/2018/TT-BYT ngay 18/01/2018 cia By truong Bo Y té quy dinh
ghi nhén thuée, nguyén liéu lam thudc va to hudng dan sir dung thudc theo hinh
thirc thay doi, bd sung gidy ding ky luu hanh thudc quy dinh tai Théng tu
32/2018/TT-BYT ngay 12/11/2018 ctia Bo truong Bo Y té ddi véi thude chua
dugc phé duyét cép nhat ndi dung nhéan thude, to hudng din sir dung thude theo
quy dinh tai Thong tur 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong BO Y
té, cu thé nhu sau:

a) Péi véi thube thude danh muc thube doc va nguyén lidu doc lam thude
theo quy dinh tai Théng tu 06/2017/TT-BYT ngay 03/5/2017 cta Bo truong Bo
Y té vé& viéc ban hanh danh muc thudc doc va nguyén liéu doc lam thude: chi
duoc luu hanh sau khi duge Cuc Quan ly Duge phé duyét ndi dung cap nhat
nay.

b) Déi véi céc thudc 6 s thir tw 39, 69, 70, 73, 74, 75, 76, 81, 82, 83, 90,
97, 114, 115, 118, 119, 122, 132, 133, 136, 140, 150 tai Phu luc I va céc thude
c6 s6 thir tw 5, 8,9, 10, 11, 12, 13 tai Phu luc II phai thue hién viéc cip nhat nay
trong thoi han 06 thang ké tir ngay dugc gia han gidy ddng ky luu hanh.

5. Sau 06 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude duge
gia han gify dang ky luu hanh tai Phu luc I va Phuy luc II c6 thay d6i vé ndi dung
hanh chinh (bao gom ca méu nhin va 1o hudng dan sir dung) phai nhap khau,
Juu hanh véi cdc ndi dung da dugce phé duyét thay dbi trong hé so ding ky gia
han.

6. Phéi hop véi cée co so diéu tri dé thuc hién theo ding cdc quy dinh
hién hanh vé thudc ké don, theo déi an toan, hiéu qua, tic dung khong mong
mudn cia thudc trén nguoi Viét Nam va tdng hop, bao cdo theo quy dinh tai
Pidu 5 Thong tu sé 32/2018/TT-BYT ngay 12/11/2018 clia B) trudng Bo Y té
quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thudc ddi vé6i cac thube
thudéc Danh muc tai Phu luc 2 ban hanh keém theo Quyét dinh nay.

7. Co so diang ky phai dam bao duy tri diéu kién hoat dong cta co so dang
ky trong thoi gian hiéu luc cua gidy diang ky luu hanh thudc, nguyén liéu 1am
thudc. Trong trudng hop khong con dap ung du diéu kién hoat dong, co s& ding
ky phai c6 trach nhiém thyc hién thay ddi co sé ding ky theo quy dinh tai Thong
tu s6 32/2018/TT-BYT ngay 12/11/2018 cta B trudng Bo Y té trong thoi han
30 ngay ké tir ngdy co s& dang ky khong con du diéu kién hoat dong.

8. Co s& dang ky thudc phai bdo cdo B6 Y té vé& cip nhat tinh trang dép
ung Thuc hanh t6t san xuét clia co s& san xudt thude, nguyén liéu lam thudc.
Truong hgp co s¢ san xut bi thu hdi gidy phép san xuét hodc khong dip ung

=



Thuc hanh 8t sin xuét thude, nguyén lidu 1am thudc & nude so tai, co s& phai
thuc hién viée béo cdo trong thoi han 15 ngay ké tir ngay cé thong béo cua co
quan quan ly co tham quyén nudc sé tai theo quy dinh tai diém d khoan 1 Piéu
100 Nghi dinh s§ 54/2017/ND-CP ngay 08/5/2017 ctia Chinh pht quy dinh chi
tiét mot s6 diéu va bién phép thi hanh Luét Duogec.

Pidu 3. Quyét dinh c6 hiéu Iyc ké tir ngdy ky ban hanh.

Pidu 4. Giam déc S& Y té c4c tinh, thanh phd tryc thudc trung uong, gidm
dbc nha san xuét va co sé dang ky c6 thudc tai Diéu 1 chiu trach nhiém thi hanh
Quyeét dinh nay./.

Noi nhin:
- Nhu Biéu 4;
- Q. B§ trudng (dé ble);
- TTr. B8 Xuan Tuyén (de blc);
-CucQuan'yY - Bo Quoc phong, Cuc Y té - Bo Cong - e
an; Cuc Y té GTVT - Bg Giao thong vin tai; Tong\' )U’m,,
Cuc Hai quan - B Tai chinh; \-.A 4 5‘\_,.;;_ _ )/,;'r"
- Bao hiém X3& hoi Viét Nam; T
- B§ Y té& Vu PC, Cyc QLYDCT, Cuc QLKCB,
Thanh tra Bé.
- Vién KN thuéc TU, Vién KN thude TP. HCM;
- Téng Céng ty Duge VN-CTCP; Céc Cong ty XNK
duoc phém;
- Cac Bénh vién & Vién c6 giudmg bénh true thude
BYT; T T
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Phu luc 1

DANH MUC 154 THUOC NUGC NGOAI DPUQC GIA HAN GIAY DANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - DQT 110

(Ban hanh kém theo quyét dinh so: ... 573..../0D-QLD, ngay 23./09./2022 ciia Cuc Quén I Diege)

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

1.1. Co s& sin xuiit: A. Menarini Manufacturing Logistics and Services S.r.). (diu chi: Via Campo
di Pile, 67100 L'Aquila (AQ), Italy - ltaly)

Co sir kiém nghi¢ém: A. Menarini Manufacturing Logistics and Services S.r.l. (dia chi: Via Sette
Santi, 3 - 50131 Firenze (F1) - Ntaly)

STT | Tén thude | Hoat chit chinh | Dang bao | Tudi | Titu | Quy cich $6 bangky | Lin
- Ham lwgng ché tho |chuin |déng géi gia
han
1 Bilaxten Bilastine 20mg Viénnén | 60 NSX Hop 1 vix 4 VN2-496-16 01
thing vién; Hop | vi
x 10 vién; Hop
2vix 10 vidn:
Hop 3vix 10
vién; Hop 4 vi
x 10 vién; Hop
Svix 10 vién
1.2. Cor sir san xudt: Menarini - von Hevden GmbH (dia chi: Leipziger Strafie 7-13, 01097 Dresden
- Germany)
STT | Tén thube Hoat chiit chinh | Dang bdo [ Tudi | Tiéu Quy cich Sb Diing ky Lin
~ Ham lrgng ché tho chuin | dong géi gia
han
2 Priligy 30 mg | Dapoxetine (dudi | Vién nén 36 Tiéu Hop 1 vix | VN-20121-16 | 01
dang Dapoxetine | bao phim thing | chuin 1 vién,
hydrochloride) nhia san | hop I vix
30mg xudt 3 vién,
hép 1 vix
6 vicn.
3 Priligy 60 mg | Dapoxetine (dudi | Vién nén 36 Ticu Hop 1 vix [ VN-20122-16 | 0]
dang Dapoxetine | bao phim thang | chudn | 3 vién,
hydrochloride) nhia san [ hop 1 vix
60mg Xuat 6 vién,

N\ = 2 & /0g

1.3. Co s& san xuat: Patheon Ine (dia chi: 2100 Svmtex Court, Mississauga, Ontario, Canada LSN
7K9 - Canudu)

Co sé xuit xwong: Actelion Pharmaceuticals Ltd. (dia chi: Tru so: Gewerbestrasse 16, 4123
Allschwil: Dia diem SX: Gewerbestrasse 12, 4123 Allschwil, Switzerland - Thuy Si)



41. Co sér diing ky: Les Laboratoires Servier (dia clhi: 30 rue Carnot, 92284 Suresnes Cedex -
France)

41.1. Co sév sin xuifit: Les Laborateires Servier Industrie (dju chi: 905, Route de Saran, 45520 Gidy
- France)

STT | Tén thude | Hoat chit chinh — | Dang bao | Tudithp | Titu | Quy S6 Ding ky | Lén
Ham lugng ché chuiin | cich gia
déng goi han
95 Diamicron | Gliclazide 30 mg Vién nén I6thang | NSX | Hop 2 vi | VN-20549-17 | 01
MR phong thich x 30 vién
co kiém
s0dl
96 Diamicron | Gliclazide 60 mg Vién nén 36thing | NSX | Hop2vi | VN-20796-17 | 01
MR 60mg phéng thich x 15 vién
c6 kiém
50t
97 Triveram | Atorvastatin (dudi | Vién nén 24 thang NSX [ Hopllg | VN3-160-19 01
10mg/3mg | dang Atorvastatin | bao phim 30 vién
/Smg calci trihydrat
10,82 mg) 10 mg:
Perindopril arginin
(trong duong
Perindopril 3,395
mg) 5 mg;
Amlodipine (dudi
dang Amlodipine
besilate 6,935 mg)
Smg

41.2. Co s sdn xuit: Servier Ireland Industries Ltd. (dia chi: Gorey road, Arklow Co. Wicklow -
Ireland)

STT | Tén thude Hoat chiit chinh — | Dang Tudi the | Tiéu | Quy $6 Dang ky | Lan
Ham lurgng bia ché chuan | cdch gia
dong gol han

a8 Coveram Perindopril arginine | Viénnén | 36 thing | NSX | Hop 1 lo | VN-18634-15 | 01
Smg/l0mg Smg (twong duong 30 vién
3.395mg
perindopril);
Amlodipin (dudi
dang Amlodipin
besylat) 10mg

99 Coveram Perindopril arginine | Viénnén [ 36 thing [ NSX | Hop L lo | VN-18635-15 | 01
Sme/Smg Smg (tuong duong 30 vién
3.395mg
perindopril);
Amlodipine (dudi
dang amlodipin
besilate) Smg
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