BO YTE CONG HOA XA HQI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCTALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Doc 1ap - Tu do - Hanh phiic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness
138A Giang V6 - Ha Noi - Viét Nam
Tel: 84.4.37366483/38464413 - Fax; 84.438234758 ¢
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GIAY PHEP LUU HANH SAN PHAM
MARKETING AUTHORIZATION
(CAP LAl)
Tén thuébc :  Diamicron MR
Name of Drug:
Thanh phan chinh, ham lwong :  Gliclazide 30mg
Active Ingredients, Strength:
Qui cach dong géi, bao ché : Hop 2 vi x 30 vién; Vién nén phéng thich cé kiém soat
Packing Size, Dosage form:
Tiéu chuan chét lwong © NSX
Quality Specification:
Han ding :  36thang
Shelf- life:
S6 gidy phép Iwu hanh san pham (SBK): VN-20549-17
Marketing Authorization Number:
S6 quyét dinh : 210/@b-QLD Ngay cap: 08/06/2017
Approval Decision Number: Date of Issuance:

Hiéu lyc cia gidy phép Iwu hanh sén pham: cé gia tri dén ngay 08/06/2022
Expiration Date of this Marketing Authorization:

Tén co s& dang ky . Les Laboratoires Servier

Name of Marketing Authorization Holder

Bia 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 Nébi, ngach& thang () ném 2017

KT.CUC TRUONG CUC QUAN LY DUQC
FOR GENERAI:::;{“ECTOR OF THE DRUG ADMINISTRATION OF VIETNAM

Ghi chu: vote)

1- Gidy phep Iru hanh san pham nay dugc cap theo dang hd 50
dang ky thudc d3 dwoc Bo Y té& phé duyét.

This marketing authorizalion has been issued in accordance with the dossrei ;-
approved by the Vietnam Mm.'stry of Health. \¢ O
2- B4t cr su thay dbi nao vé noi dung ciia gidy phép phai dwoc
Cuc Quan ly dwoc - Bo Y té xac nhan.

Any variations of the contents of the marketing authorization are required to be
adopted by the Drug Administration of Vietnam.

“SLLNGUYEN TAT DAT
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5 b Copsiitad BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
ICJ(L;(.;% wepsye CYCQUANLY DUQC Pgc 1ap — Tw do — Hanh phiic
Ngay ky: 02-06-2022
AASIIHOT0 g6 4781 /QLD-DK Ha Néi, ngay 02 théng 06 néim 2022
V/v cong bo danh muc thude theo
quy dinh tai khodn 1 Diéu 14 Nghi
dinh s6 29/2022/ND-CP cta CP

Kinh giri: C4c co s ddng ky, co sé san xuat thude luu hanh tai Viét Nam

Thyc hién quy dinh tai Khodn 1 Diéu 14 Nghi dinh s 29/2022/ND-CP ngay
29/4/2022 cta Chinh phii vé viéc vé viéc quy dinh chi tiét va bién phap thi hanh
Nghi quyét s6 12/2021/UBTVQHI15 ngay 30/12/2021 ciia Uy ban Thudng vu
Quéc hoi vé viée cho phép thuc hidn mot sé co ché, chinh sach trong linh vuc y
té dé phuc vu cdng tac phong, chéng dich Covid-19 (Nghi dinh 29/2022/ND-CP),

Can ctr y kién chi dao ciia Lanh dao Bo Y té tai Céng vin sé 2811/BYT-
QLD ngay 31/5/2022,

Cuc Quén Iy Duoc - B6 Y té thong bio:

1. Céng bd danh muc cdc thude, nguyén liéu lam thude thue hién quy dinh
tai khoan 1 Piéu 14 Nghi dinh s6 29/2022/ND-CP ciia Chinh phit nhu sau:

1.1. Danh muc céc thudc, nguyén liéu 1am thudc san xuét trong nudc dugc
cong bé tai Phu luc [ kém theo cong van nay.

1.2. Danh muc céc thudc, nguyén liéu 1am thudc nuéc ngodi dugc cong bd
tai Phu luc II kém theo céng van nay.

1.3. Danh muc cac vic xin, sinh pham dugc cong bé tai Phu lue 111 kém theo
cong van nay.

2. Danh muc thuéc duge ding tai trén Céng théng tin dién tir cia BO Y té

tai dia chi: https://moh.gov.vn/home va Trang théng tin dién tir ctia Cuc Quan ly
Duogc tai dia chi: https://dav.gov.vn. Danh muc nay duoc tiép tuc cdp nhat, bd

sung tai céc dot cong bo tiép theo.
3. Thong tin chi tiét cta ting thude duge tra ctru theo sé dang ky cong bd

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

4. Pbi v6i cac thube, nguyén liéu 1am thube trong danh muc da thuc hién
thay déi, bd sung trong qué trinh luu hanh hoic ¢6 dinh chinh thong tin lién quan
dén gidy dang ky luu hanh thudc, nguyén lidu 1am thuée, doanh nghiép xuét trinh
van ban phé duyét hodc xdc nhan cia Bo Y té (Cuc Quan ly Dugc) véi céac co
quan, don vi lién quan dé thuc hién cac thi tuc theo quy dinh phap luét.




Trong qua trinh thuc hién néu c6 kho khin vudng méc, dé nghi théng bao
vé& Cuc Quan 1y Duqc hodc lién hé tryc tiép ddng chi Nguyén Vin Lgi — Trudng
Phong DPing ky thuée, Cuc Quan 1y Dugc; sb dién thoai: 0904205699, dia chi
email: loinv.qld@moh.gov.vn dé kip thoi giai quyét.

Cuc Quén Iy Duoc - B Y té thong bao dé co sd biét va thuc hién./,

Ng‘;’ nhin: KT. CUC TRUONG
- Nhu trén; e
- Ple BY truéng (46 bic); i '*(Q FUC TRUONG
- TT. P& Xuan Tuyén (dé blc); A, NG
- Cyc trudng (dé blc); / cue \

OUAN P

- S& Y té céc tinh, thanh phd true thude trung wong;
- Cyc Quan Y - B Quéc phong, Cuc Y té - Bo Cong an; Cg e\ RUTC E
Y t& GTVT- B) Giao théng van tai; \\_\ P -8
- Téng Cuc Hai quan - B Tai chinh; =8 V%
- Béo hlém X4 héi Viét Nam; N guyen Thanh LAm
-Bo Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Bg;

- Vién KN thudc TU Vién KN thue TP. HCM;

- Téng Céng ty Dugc VN; Cée Cong ty XNK duoc pham

- Céc Bénh vién & Vién c6 givdong bénh truc thudc BYT;

- Céng théng tin dién tir cia BYT;

- Trang thong tin dién tir cia Cuc Quén ly Dugc;

- Luu: VT, BK.

CHUNG 1HUC BAN SAO DUNG VOI BAN CHINH

NGAY: 11 -6- 204

YEN 50° SCT/BS

SO CHUNG 1HUC

NG CHUNG ViEN
r,,-"l{;ffwf;g yah / S
Jryen . f!{f/{f/ Hea



DANH MUC THUOC NUGC NGOAI CO GPKLH HET HIEU LUC TU 30/12/2021 BEN TRUGC

Phu lye I1

NGAY 31/12/2022 THUC HIEN THEO QUY DINH TAI KHOAN 1 PIEU 14 NGHI DINH SO
29/2022/ND-CP
(Ban hanl kém theo cang vén sé 4781 /0LD-DK ng('t_vuz He 72022)

(*) Ghi chii: Danh muc néay gom cde thuoe hét han triede 30/6/2022. Cac thude khdc ddp img véu
cau tai Nghj dinh so 29/2022/ND-CP dang duge tiep tyc cdp nhdt, boé sung tai cdac dot cong bo
tiép theo.
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STT So ding ky Tén thudce Co 5o dang ky Co siv siin xuit
] VN-15725-12  10.9% Sodium B. Braun Medical Industries B. Braun Medical Industries
Chloride Intravenous |Sdn. Bhd. Sdn. Bhd.
Infusion B.P.
2 VN-15226-12  |10% Glucose B.Braun Mcdical Industries B.Braun Medical Industries
Intravenous Infusion |Sdn. Bhd. Sdn. Bhd,
B.P.
3 VN-15227-12  |20% Glucose B.Braun Medical Industries B.Braun Medical Industries
Intravenous Infusion  |Sdn. Bhd. Sdn. Bhd.
B.P,
4 VN-18586-15  |4.2% w/v Sodium B.Braun Medical Industries B.Braun Melsungen AG
Bicarbonate Sdn. Bhd.
5 VN-15228-12  |5% Glucose B.Braun Medical Industries B.Braun Medical Industries
Intravenous Infusion |Sdn. Bhd. Sdn. Bhd.
B.P.
6 VN-17422-13  |5-Fluorouracil Novartis (Singapore) Pte.Ltd ~ |Ebewe Pharma
"Ebewe" Ges.m.b.H.Nfe. KG
7 VN-15842-12  |AB Ausbiobone Céng ty TNHH Dugc pham Probiotee Pharma Pty., Lid.
Thiing Loi
8 VN2-643-17 Abacavir Tablets Mi Pharma Private Limited Mylan Laboratories Limited
USP 300mg
9 VN-20441-17  [Abbsin 200 Céng ty TNHH Duge pham OU Vitale-XD (noi san xuit
DO HA Vitale Pringi)
10 VN-20442-17 |Abbsin 600 Cong ty TNHH Duge pham OU Vitale-XD (noi san xuat
DO HA Vitale Pringi)
11 VN-17095-13  [Abernil 50mg Medochemie Ltd. MEDOCHEMIE LTD -
CENTRAL FACTORY
12 VN3-174-19 Abilify Tablets Smg  [Otsuka Pharmaceutical Co., Ltd.|Korea Otsuka Pharmaceutical
Co., Ltd.
13 VN3-121-19 Abiratred Dr. Reddy’s Laboratorics Ltd.  |Dr. Reddy's Laboratories Lid.
14 VN-18371-14  |Acnotin 20 Mega Lifesciences Public Mega Lifesciences Public
Company Limited Company Ltd.
15 VN-18589-15  [Acupan (Xuat xuang: [DKSH Singapore Pte Ltd Delpharm Tours
Biocodex, dia chi: 1,
Avenue Blaise Pascal-
60000 Beauvais-
France)
16 VN-15194-12  JAcuvail Allergan Singapore Pte. Ltd. Allergan Sales, LLC
17 VN-16608-13  |Acyclovir Cong ty TNHH Seamed Ptk. JSC "Kievmedpreparat”




STT So diing ky Tén thube Co so diing ky Co so sian xudt
318 VN-16995-13  |Deplin 600mg (Dong |Cong ty TNHH Binh Viét Dirc  [Soluphann Pharmazeutische
g6i vi xudt xudng: Erzeugnisse GmbH
Bicokanol Pharma
GmbH, dia chi:
Kehler Strasse 7, D-
76437 Rastaty,
Germany)
319 VN-16597-13  [Derinide 100 Inhaler |Cadila Healthcare Ltd. Cadila Healtheare Ltd.
320 VN-19165-15  |Dermovate cream GlaxoSmithKline Pte Lid. Glaxo Operations UK Limited
321 VN-17291-13  |Des OD CADILA Cadila Pharmaceuticals Ltd.
PHARMACEUTICALS
LIMITED
322 VN-19699-16  |Deslogen LLoyd Laboratories INC. LLoyd Laboratories INC.
323 VN-16773-13  |Destacure Gracure Pharmaceuticals Ltd.  |Gracure Pharmaceuticals Ltd.
324 VN-19504-15 |Destidin Micro Labs Limited Micro Labs Limited
325 VN-16567-13  |Deworm APC Pharmaccuticals & Atra Pharmaceuticals Limited
Chemical Ltd.
326 VN-16553-13  [Dex-Tobrin Actavis International Ltd Balkanpharma Razgrad AD
327 VN-20549-17 | Diamicron MR Les Laboratoires Servier Les Laboratoires Servier
328 VN-19654-16  [Diaphyllin Venosum  |Gedeon Richter Ple. Gedeon Richter Ple,
329 VN-15613-12  [Diazepam Injection  |Cong ty TNHH Throng Mai Panpharma GmblI{
BP [0mg Dich Vu k¥ thuat Dic Viét
330 VN-19414-15 |Diazepam-Hameln  |Céng ty TNHH Binh Viét Dirc |Sicgfried Hameln GmbH
Smg/ml Injection
331 VN-18379-14  |Dinpocef-200 Micro Labs Limited Micro Labs Limited
332 VN-19498-15 |Diopolol 10 Mega Lifesciences Public Chanelle Medical
Company Limited
333 VN-19499-15 |[Diopolol 2.5 Mega Lifesciences Public Chanelle Medical
Company Limited
334 VN-19500-15 |Diopolol § Mega Lifesciences Public Chanelle Medical
Company Limited.
335 VN-20300-17 |Diphereline 0,1 mg  |Ipsen Pharma Ipsen Pharma Biotech
336 VN-17251-13  |Diprivan AstraZencca Singapore Ple., Co s6 sin xudt: Corden Pharma
Ltd. S5.P.A;
Co sa dong goi: AstraZencea
UK Lid
337 VN-15720-12  |Diprivan AstraZeneca Singapore Pte., Co s¢ san xuat: Corden Pharma
Ltd. S.PA;
Co s dong goi: AstraZeneeca
UK Lid
338 VN-19121-15 |Disys Cong ty TNHH thuong mai Healthcare Pharmaceuticals Ltd.
duge phim Déng Phirong
339 VN-15794-12  |Diuresin SR Cong ty co phan Y 1¢ Vigt Polfarmex S.A
Phuong
340 VN-19724-16  |Diu-Tansin Tablet PharmEvo Private Limited PharmEvo Private Limited
341 VN-16668-13  |Dloe 4 “ong ty TNHH Dugc pham Laboratorios Lesvi, S.L.

DO HA
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7 e "EUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic

S6: 573 /QP-QLD Ha Néi, ngay 23 thang 0dam 2022

QUYET PINH
V& viéc ban hanh danh muc 169 thude nwée ngoai
duwgce gia han gidy diing ky luu hanh tai Viét Nam - Dot 110

CUC TRUONG CUC QUAN LY DUQC
Cén cir Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016;

Cén cir Nghi dinh so 75/2017/ND-CP ngay 20/6/2017 cua Chinh phi quy
dinh chite ning, nhiém vu, quyén han va co cau t6 chirc ciia Bé Y té;

Cén cit Quyét dinh sé 7868/0D- -BYT ngay 28/12/2018 cua B§ trudng BoY

té quy dinh chirc nang, nhiém vu, quyen han va co céu t6 chike ciia Cuc Quan Iy
Dugc thuéc B Y té;

Cén cir Théng tir s6 32/2018/TT-BYT ngay 12/11/2018 cua B¢ truong Bo Y
té quy dinh viéc ding ky luu hanh thube, nguyén liéu lam thuéc;

Cén cir Théng tu s6 29/2020/T T-BYT ngay 31/12/2020 cua Bo truong Bo 'Y
té sira doz bé sung va bdi bé mét $6 vin ban quy pham phdp luét do B¢ truong
BG Y té ban hanh, lién tich ban hanh,

Can cir y kién ciia Hpi d’ong fie van cdp gidy dang ky heu hanh thuéc,
nguyén liéu lam thuéc - BY Y té;

Theo d@é nghi ciia Truéng phong Bang ky thuée - Cuc Quan 1y Duorc.
QUYET PINH:

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

1. Danh muc 154 thudc nudc ngoai duge gia han glay dang ky luu hanh
hiéu luc 05 ndm - Dot 110 (tai Phu Iyc 1 kem rheo) Céc thude tai Danh muc nay
dugc gilt nguyén théng tin s dang ky da cap va c6 hiéu luc 05 nam ké tir ngay
ky ban hanh Quyét dinh nay.

2. Danh muc 15 thubc nuéc ngoai duge gia han glay dang ky luu hanh
hiéu Iyc 03 ndm - Dot 110 (tai Phu luc 2 kem theo). Céc thudc tai Danh muc nay
dugc gitt nguyén thong tin s6 dang ky da cdp va cé hiéu luc 03 nim ké tir ngay
ky ban hanh Quyét dinh nay.

s A a9 A 3\ 2 - ’ A r . [
DPieu 2. Co s& san xuat va co s dang ky thuoc cd trach nhiém:

1. Cung cép thudc vao Viét Nam theo dung cdc ho so tai liéu da dang ky
v6i B Y té va phai in hodc dén s6 dang ky dugc B Y té cip 1&n nhin thude.

2. Chép hanh day du phdp luat cua nuéc CHXHCN Viét Nam va cdc quy
dinh ctia B6 Y té v& nhép khau thudc va luu hanh thudc tai Viét Nam, néu cé bat



ctr thay ddi gi trong qua trinh luu hanh thude & nudce so tai va ¢ Viét Nam thi
phéi bdo céo ngay cho Cuc Quan ly Dugc - Bo Y té Viét Nam.

3. Thyc hién viéc cdp nhat tiéu chuén chét lugng cua thude theo quy dinh
tai Théng tu sb 11/2018/TT-BYT ngay 04/5/2018 cua BJ truéng B Y té quy
dinh vé& chét lugng thudc, nguyén liéu 1am thudc.

4. Cap nhat nhan thudc va to huéng din st dung thudc theo quy dinh tai
Théng tu 01/2018/TT-BYT ngay 18/01/2018 cia Bo trudng BO Y té quy dinh
ghi nhan thudc, nguyén liéu lam thudc va t& hudéng dan sir dung thudc theo hinh
thire thay déi, b6 sung gidy ding ky luu hanh thude quy dinh tai Théng tu
32/2018/TT-BYT ngay 12/11/2018 cia B truong Bo Y té d6i v6i thude chua
dugc phé duyét cdp nhat ndi dung nhén thuéc, t& huéng dan sir dung thude theo
quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 ctia B truéng Bo Y
té, cu thé nhu sau:

a) Di v6i thude thude danh muc thude doc va nguyén liéu doc lam thube
theo quy dinh tai Thong tu 06/2017/TT-BYT ngay 03/5/2017 ctua Bg trudng B
Y té v& viéc ban hanh danh muc thudc doc va nguyén lidu ddc lam thude: chi
duoc luu hanh sau khi duge Cuc Quan ly Dugc phé duyét ndi dung cép nhat
nay.

b) Bdi véi cac thude co sd thi tu 39, 69, 70, 73, 74, 75, 76, 81, 82, 83, 90,
97, 114, 115, 118, 119, 122, 132, 133, 136, 140, 150 tai Phu luc I va céac thude
6 s6 thir tw 5, 8, 9, 10, 11, 12, 13 tai Phu luc IT phdi thuc hién vi€e cap nhat nay
trong thoi han 06 thang ké tir ngdy dugce gia han gidy dang ky luu hanh.

5. Sau 06 thang ké tir ngay ky ban hanh Quyét dinh nay, céc thuoc duogc
gia han gidy ding ky luu hanh tai Phu luc I va Phu luc II ¢6 thay ddi vé noi dung
hanh chinh (bao gom cd méu nhin va to hudng dan sic dung) phai nhap khéu,
lwu hanh véi cac ndi dung da dugce phé duyét thay ddi trong hd so dang ky gia
han.

6. PhéI hop v6i céc co so diéu tri dé thuc hién theo ding cic quy dinh
hi¢n hanh vé thudc ké don, theo ddi an toan, hiéu qua, tac dung khong mong
muon cta thude trén ngudi Viét Nam va tong hop, bdo cdo theo quy dinh tai
Didu 5 Thong tu s 32/2018/TT-BYT ngay 12/11/2018 cia Bo truéng BO Y té
quy dinh viéc dang ky Iuu hanh thudc, nguyén liéu lam thude ddi véi cée thude
thudc Danh muc tai Phu luc 2 ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky phai dam bao duy tri diéu kién hoat dong cua co s6 dang
ky trong thoi gian hiéu luc cia glay dang ky luu hanh thudc, nguyén liéu lam
thude. Trong truong hop khong con dap Gng du diéu kién hoat dong, co s& dang
ky phal ¢6 trach nhiém thue hién thay ddi co s¢ dang ky theo quy dinh tai Thong
tu s6 32/2018/TT-BYT ngay 12/11/2018 cua B trudong Bo Y té trong thoi han
30 ngay ké tir ngdy co s ding ky khéng con du diéu kién hoat dong.

8. Co s¢ dang ky thuoc phdi bdo cao Bo Y té vé cdp nhét tinh trang dap
ttng Thuc hanh tét san xuat clia co' sO san xuét thudc, nguyén liu lam thude.
Truong hop co sd san xuét bi thu hdi gidy phép san xuat hodc khéng dap Umg



Thuc hanh tét san xudt thudc, nguyén lidu 1am thuc & nude sé tai, co s& phai
thuc hién viéc bdo cdo trong thoi han 15 ngay ké tir ngay c6 thong bao cua co
quan quan ly co tham quyén nudc s tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi
tiét mot sé diéu va bién phap thi hanh Luat Duge.

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

Didu 4. Giam ddc S¢ Y té cac tinh, thanh phé trire thude trung wong, giam
doc nha san xuit va co sé dang ky co thuoc tai Diéu 1 chiu trach nhiém thi hanh
Quyeét dinh nay./.

Noi nhin: CUC TRUONG
- Nhir Diéu 4;

- Q. Bé trudng (dé ble); < S

- TTr. 6 Xuan Tuyén (de ble); I
- Cuc Quén Y - B Quéc phong, Cuc Y té - Bo Cong\‘ =
an; Cuc Y t& GTVT - Bb Giao thong vén tai; Tdng \\
Cuc Hai quan - B4 Tai chinh; \ 5% =%,

- Bao hiém X3 hoi Viét Nam; e :__‘__;-

- B6 Y t& Vu PC, Cuc QLYDCT, Cuc QLKCB, Vii Tuén Cudng
Thanh tra Béo.

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

- Téng Céng ty Duge VN-CTCP; Céc Cong ty XNK

dugc pham;

- Céc Bénh vién & Vién cd o Pms——
- oo Rerrln & Wigoes E@?ﬁ%uﬂﬁ\fd‘mm%o£ur\e V61 BAN CHiNH
- Céc phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCTTra, VP Cuc; Website Cye QLD,

- Luu: VT, KT (10b). NGAY: 11 -GG~ 2024

CONG CHUNG VIEN
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Phuy

lucl

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

(Ban hanh kem theo quyét dinh $6: ... 5T3...../QD-QLD, ngay 23./09./2022 ciia Cue Quan Iy Duge)

1. Co s& diing ky: A. Menarini Singapore Pte. Ltd (dia chi: 30 Pasir Panjung Road, #08-32
Mapletree Business City, Singapore 117440 - Singapore)
I.1. Co sér sin xudt: A. Menarini Manufacturing Logistics and Services S.r.l. (dia chi: Via Campo
i Pile, 67100 L'Aquila (40, Italy - Italy)
Cu sé kiém nghi¢m: A. Menarini Manufacturing Logistics and Services S.r.l. (dja chi: Viu Sette
Santi, 3 - 30131 Firenze (FI) - haly)

STT | Tén thube | Hoat chit chinh | Dang bao | Tudi | Tiéu | Quy cich $6 Dang ky | Lén
— Ham lrgng ché tho chuin | déng géi gia
han
1 Bilaxten Bilastine 20mg Viénnén | 60 NSX Hop 1 vix 4 VN2-496-16 01
thing vien; Hop 1 vi
x 10 vién; Hop
2vix 10 vicn;
Hop 3vix 10
vién: Hop 4 vi
x 10 vién; Hop
Svix 10 vién
1.2. Co sé& sian xuit: Menarini - von Hevden GmbH (dia ehi: Leipziger Strafie 7-13, 01097 Dresden
- Germany')
STT | Tén thube | Hoat chAt chinh | Dangbdo | Tudi |Tieu |Quycich |SéDingky | Lén
— Ham lrong ché tho chufin | déng géi gia
han
2 Priligy 30 mg | Dapoxetine (dudi | Vién nén 36 Ticu Hop 1 vix | VN-20121-16 | 01
dang Dapoxetine | bao phim thing | chuan | 1 vién,
hydrochloride) nhi san | hop | vix
30mg xudt 3 vién,
hop 1 vix
6 vién.
3 Priligy 60 mg | Dapoxetine (dudi | Vién nén 16 Tiéu Hop 1 vix | VN-20122-16 | 01
dang Dapoxetine | bao phim | thang | chudn | 3 vién,
hydrochloride) nhi san | hop 1 vix
60mg xuat 6 vién.

1.3. Co sé san xuiit: Patheon Ine (div chi: 2100 Syutex Court, Mississauga, Ontario, Canada L3N

7K9 - Canudu)

Co sé xuit xurimg: Actelion Pharmaceuticals Ltd. (i chiz Tru sa: Gewerbestrasse 16, 4123
Allsehwil: Dia diém SX: Gowerbestrasse 12, 4123 Allsehwil, Switzerlund - Thuy Si)




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

41.1. Co sir sin xuét: Les Laboratoires Servier Industrie (dia chi: 903, Ronte de Saran, 43520 Gidy
- France)

STT | Tén thube | Hoat chit chinh— | Dang bao | Tudithe | Tiéu | Quy $6 Dang ky | Lan
Ham lugng ché chuin | cach gia
déng goi han
95 Diamicron | Gliclazide 30 mg Vién nén 36thang [ NSX | Hop2vi | VN-20549-17 [0l
MR phong thich x 30 vién
¢o kiém
504l
96 Diamicron | Gliclazide 60 mg Vién nén 36 thang NSX | Hop2vi | VN-20796-17 |01
MR 60mg phong thich X 15 vién
¢6 kicm
soil
97 Triveram | Atorvastatin (dudi | Vién nén 24 thang NSX |[Hopllo | VN3-160-19 01
10mg/3mg | dang Atorvastatin | bao phim 30 vién
I5mg calei trihydrat
10,82 mg) 10 mg:
Perindopril arginin
(rong duomg
Perindopril 3,395
mg) 5 mg:
Amlodipine (dudi
dang Amlodipine
besilate 6,935 mg)
Smg

41.2. Co s6 san xuit: Servier Ireland Industries Ltd. (dia chi: Gorey road, Arkiow Co. Wicklow -
Ireland)

STT | Tén thudc Hoat chiit chinh— | Dang Tudi the | Titu | Quy $6 Ding ky Léan
Ham lugng bao ché chudn | céch gla
déng gol han
98 Coveram Perindopril arginine | Viénnén | 36 thing [ NSX [ Hop 1 lo | VN-18634-15 | 01
Smg/10mg Smg (tueng duong 30 vién
3.395mg
perindopril);
Amlodipin (dudi

dang Amlodipin
besylat) 10mg

99 Coveram Perindopril arginine | Viénnén | 36 thing [ NSX | Hdép I lo | VN-18635-15 | 0l
Smg/3mg Smg (twong duong, 30 vién
3.395mg
perindopril);

Amlodipine (dudi
dang amlodipin
besilate) Smg
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