BQ YTE CONG HOA XA HQI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Poc ldp - Tu do - Hanh phic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

138A Giang Vo - Ha Noi - Viét Nam
Tel: 84.4.37366483/38464413 - Fax: 84.438234758

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thube . Coveram 5mg/5mg

Name of Drug:

Thanh phan chinh, ham lwgng Perindopril arginine 5mg; (twong dwong 3,395mg
Active Ingredients, Strength: perindopril); Amlodipine(dw¢i dang amlodipin besilate) 5mg
Qui cach déng géi, bao ché © Hop 1 lo x 30 vién; Vién nén

Packing Size, Dosage form:

Tiéu chuan chét lwgng . NSX

Quality Specification:

Han dung . 36 thang

Shelf- life:

Sé gidy phép Iwu hanh san pham (SPK): VN-18635-15

Marketing Authonization Number:

Sb quyét dinh - 82/QPb-QLD

Approval Decision Number:

Ngay cap: 09/02/2015

Date of Issuance:

Hiéu lyc clia gidy phép lwu hanh san phim: cé gia tri 05 ndm ké tir ngay cép

Expiration Date of this Marketing Authorization:

Tén co s& dang ky . Les Laboratoires Servier

Name of Marketing Authonization Holder

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

Address:

Tén co sé san xuat :  Servier Ireland Industries Ltd

Name of Manufacturer:

Pia chi . Gorey road, Arklow Co. Wicklow - Ireland

Address:

Tén co s& déng goi
Name of Assembler
Pia chi

Address.

Ghi chu: vote) Lo
1- Gidy phép Iwu hanh san phdm nay duoc cp theo dulghé <
dang ky thubc da duwoc Ba Y té phé duyét. :

This marketing authorization has been issued in accordance with the doSsiar

approved by the Vietnam Ministry of Health.
2- Bét ct sy thay d8i nao v& ndi dung ciia gidy phép phai dugc
Cuc Quan ly dugc - Bd Y t& xac nhan.

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

Ha Noi, ngay 09 thang 02 né;h 2015,
C TRUONG CUC QUAN LY DUQC

TRUONG QUOC CUONG



BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phic
86: 494 p /QLD-DK Ha Ngi, ngay ¢ thang p)ndm 2020
V/v duy tri hidu luc gidy ding ky
luu hanh

Kinh gui: Les Laboratoires Servier
Piachi: 50 rue Carnot, 92284 Suresnes Cedex, France

Cuc Quan ly Dugc nhédn duge don dé nghi ngay 05/08/2019 va cac téfi liéu
lién quan cua Céng ty vé viée duy tri hiéu luc gidy dang ky luu hanh dbi véi
thubc Coveram 5mg/5mg, sb ding ky VN-18635-15 do Céng ty dang ky (Ma
tiép nhén: 3466/TT88);

_ Cén ct Thong tu 56 32/201 8/TT-BYT ngay 12/11/2018 ctia B9 trudng Bo
Y té€ quy dinh viéc diang ky lwu hanh thudc, nguyén liéu lam thudc;

Cuc Quan 1y Dugc ¢6 v kién nhu sau:

1. Pdng v d& cong ty duoc tiép tuc duy tri hiéu luc gidy dang ky luu hanh
12 thang ké tir ngay ky cong vén nay doi voi thuoc Coveram Smg/5mg, so dang
ky VN-18635-15.

2. Thude duge phép san xudt trong thdi han duy tri hiéu lye gidy ding ky
luu hanh phai duoc thuc hién theo ding ho so ding ky da duge BO Y te (Cuc
Quan ly Dugc) phé duyét va duge phép luu hanh dén hét han dung cta thude.
Co so dang ky, co s¢ san xuat phai dam bao duy tri cac diéu kién hoat dong cla
co s¢ dang ky, co s¢ san xuat theo quy dinh.

3. Trong thoi han hiéu lyc duy tri cla gidy ding ky luu hanh cli ma co s¢
dang ky duge-gia-han-giay-dang-ky-tuyu-haphméi thi hiéu lye gidy dang ky luu
hanh cil 0{1&@5 tiep tidiel higwlirg g {01 gidy ding ky luu hinh méi trong
06 thang ke t ngay gidy ding ky luu hanh mdi cé higu lyc.

ngc Qua:n’ly Dﬂubc [{Eﬁﬁgzgéo dé cong Ly biét va thic hién theo ding céc
quy dinh hién hanh v€ sdn xuat va lun rhém_h thuoc./.
| S0 CHUNG THUC: .28 5. TQUYEN SO: Y SCT/BS

Noi nhgn: | "7 gt _KT. CyC TRUONG
- Nhu trén; , - PHO CUC TRUONG .
- CT. Vi Tuan Cuong (d€ b/c); T e S

-Luu: VT, DKT (Ng). 22115 '

CONG CHUNG VIEN

Nuyin Ghi /Vémfe/ JHoa




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péjc 1ap - Tu do - Hanh phic
Sb: 5556e/QLD-PK Ha Ngi, ngay 15 thang 04 nam 2021

V/v duy tri hiéu luc giéy
dang ky luu hanh

Kinh giri: Les Laboratoires Servier
Dia chi: 50 rue Carnot, 92284 Suresnes Cedex, France

Cuc Quan ly Dugc nhén dugc don dé nghi ngay 12/11/2020 va céc tai liéu
lién quan cua Cong ty vé viéc duy tri hiéu luc gidy dang ky luu hanh dbi véi
thuoc Coveram 5mg/5mg, sb ding ky VN-18635-15 do Cong ty ding ky (Ma
tiép nhan: 21676/TT88);

Cén cir Thong tu s6 32/2018/TT- BYT ngay 12/11/2018 cua B9 trudng B
Y té quy dinh viéc ding ky lwu hanh thude, nguyén liéu lam thudc;

Cién ctr Thong tu sb 29/2020/TT-BYT ngay 31/12/2020 cua B§ trudng B
Y té stra dbi, bd sung va bai bé mot s6 vin ban quy pham phap luat do B trudng
B Y té ban hanh, lién tich ban hanh;

Cuc Quan ly Duoc c6 y kién nhu sau:

1. Dong y dé cong ty duogc tlep tuc duy tri hiéu luc gidy dang ky luru hanh
12 théng ké tir ngdy ky cong vin ndy dbi véi thude Coveram 5mg/5mg, sb ding
ky VN-18635-15.

2. Thude duge phép san xuat trong thoi han duy tri hi¢u luc gidy ding ky
lwu hanh phai thuc hién theo diing hd so dang ky da dugc B0 Y te (Cuc Quan ly
Dugc) phe duyet va duoc phép Iuu hanh dén het han dung ciia thude. Co s& dang
ky, co s& sdn xuat phéai dam béo duy tri cac diéu kién hoat dong cia co s& ding
ky, co sO san xuit theo quy dinh.

r
" A

3. Trong thoi han hiéu luc duy tri cia gidy dang ky Iuu hanh ci ma co s&
6i thi higu luc gidy dang ky luu

déng ky dyoc gia ian | gaay “dan, lg A
hanh cti dt‘i@;ﬁ e lﬁdt{\ crpffltté@ ﬁﬁﬁ %AQ}B&?% glay dang ky luu hanh méi trong
06 thang k¢ tur ngay glay ding ky luu hanh mdi c6 hiéu luc.

Cuc Quif Ly’ Ducc lth@f'lg ARE cong tywblet va thuc hién theo ding céc

quy dinh hnen hanh vé sdn xuat va liru hanh thuge./.
NG THUG: T3 6L QUYEN S0: 01SCTIBS
Noi nhin: } O_L \E Lﬁ“; s S —— KT, CUC TRUONG

-Nhu trén; PHO CUC TRUONG
- Cuc Truong (dé blc); e

- Luu: VT, BK (Ng).

" CONG CHUNG VIEN
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g BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Duwe . CUC QUAN LY DUQC DPéc ldp — Tw do — Hanh phuc
Co quan: B Y té —
Ngay ky: 02-06-2022 .
21433370700 86: 4781 /QLD-PK Ha Ngi, ngay 02 thang 06 ndm 2022

V/v cong bo danh muc thuoc theo

quy dinh tai khodan 1 Biéu 14 Nghi

dinh s6 29/2022/ND-CP ctua CP

Kinh giri: Céc co so dang ky, co s san xuat thudc luu hanh tai Viét Nam

Thuce hién quy dinh tai Khodn 1 Didu 14 Nghi dinh s6 29/2022/ND-CP ngay
29/4/2022 ctia Chinh pht v& viée vé viée quy dinh chi tiét va bién phap thi hanh
Nghi quyét s6 12/2021/UBTVQHI5 ngay 30/12/2021 cia Uy ban Thudng vu
Qudc hdi vé viée cho phép thuc hién mot sb co ché, chinh sach trong linh vuc y
té dé phuc vu céng tac phong, chéng dich Covid-19 (Nghi dinh 29/2022/ND-CP),

Ciin cr ¥ kién chi dao cia Lanh dao B Y té tai Cong van s 2811/BYT-
QLD ngay 31/5/2022,

Cuc Quan 1y Dugc - B4 Y té thong bio:

1. Cong b danh muc céc thude, nguyén liéu lam thudc thuc hién quy dinh
tai khoan 1 biéu 14 Nghi dinh $6 29/2022/ND-CP cia Chinh phti nhur sau:

1.1. Danh muc céc thude, nguyén liéu 1am thudc san xut trong nudce dugce
cong b tai Phu luc T kém theo cong van ndy.

1.2. Danh muc céc thude, nguyén liéu 1am thudc nuéc ngoai duogce cong b
tai Phu luc II kém theo céng van nay.

1.3. Danh muc cac vic xin, sinh phém duge cong bé tai Phu luc 111 kém theo
cong vin nay.

2. Danh muc thudc duge ding tai trén Cng thong tin dién tir cia B Y té
tai dia chi: https://moh.gov.vn/home va Trang théng tin dién tir ctia Cuc Quan ly

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

sung tai céc dot cong bo tiép theo.
3. Thong tin chi tiét cta ting thubc duoe tra ctru theo sé dang ky cong b
trong danh muc tai dia chi https://dichvucong.dav.gov.vn/congbothuoc/index.

4. Dbi véi céc thude, nguyén liéu 1am thudc trong danh muc di thuc hién
thay d6i, bd sung trong qué trinh luu hanh hodc ¢6 dinh chinh thong tin lién quan
dén gidy dang ky luu hanh thude, nguyén liéu lam thude, doanh nghiép xudt trinh
van ban phé duyét hodc xac nhan cua Bo Y té (Cuc Quan ly Dugc) véi céc co

quan, don vi lién quan dé thuc hién cac thu tuc theo quy dinh phap luét.




Trong qua trinh thyc hién néu c6 khoé khin vudng mic, dé nghi thong bao
vé Cuc Quan ly Dugc hodc lién hé truc tiép déng chi Nguyén Vian Loi — Truong
Phong Pang ky thude, Cuc Quan ly Duoc; sb dién thoai: 0904205699, dia chi

email: loinv.qld@moh.gov.vn d kip thoi gidi quyét.

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

Noi nhin:
- Nhur trén;

KT. CUC TRUONG

“"w X
-Plc Bo tmo'ng (de bjc) f} c} "»"__(ﬁQ CUC TRU ONG
- TT. D6 Xuéin Tuyén (dé blc); ,‘(’_‘“-' 1 e
- Cyc trudng (dé blc); j=f CUC
- 8¢'Y té céc tinh, thanh phd truc thude trung wong; ‘\5" QUAN LS
- Cuc Quén Y - B Quéc phong, Cuc Y té - By Cong an; ; Cug \ Ducc f
Y t& GTVT- Bé Giao thdng van tai; \,\ Pl
- Téng Cuc Hai quan - By Tai chinh: N v A
- Bao hlém X4 hoi Viét Nam; Nguyen Thanh Lam

-B6Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra Bg;
- Vién KN thudc TU, Vién KN thude TP, HCM;

- Téng Cong ty Dugc VN;

Cac Cong ty XNK dugc pham;

- Cdc Bénh vién & Vién c6 giudng bénh true thude BYT;
- Cong thong tin dién tir ciia BYT,
- Trang théng tin dién tir ciia Cuc Quan ly Dugc;

- Liu: VT, BK.
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Phy luc 1l

DANH MUC THUOC NUGC NGOAI CO GDKLH HET HIEU LU'C TU 30/12/2021 DEN TRUGC
NGAY 31/12/2022 THUC HIEN THEO QUY DINH TAI KHOAN 1 DIEU 14 NGHI DINH SO
29/2022/ND-CP
(Ban hanh kém theo céng van sé 4781 /QLD-PK ngr}_\'m D 72022)

(*) Ghi chii: Danh muce nay gu:m cdc thude hét han rede 30/6/2022. Cic thuoe khac dap tng yéu
cau tai Nghj dinh so 29/2022/ND-CP dang duwgc tiép tuc cdp nhdt, bo sung tai cac dot cong bo
tiep theo.

Nigh o oy ol

STT  |So ding ky Tén thuoc Co si diing ky Co sir sin xuit
I VN-15725-12  10.9% Sodium B. Braun Medical Industrics B. Braun Medical Industrics
Chloride Intravenous |Sdn. Bhd. Sdn. Bhd.
Infusion B.P.
2 VN-15226-12  |10% Glucosc B.Braun Medical Industries B.Braun Medical Industrics
Intravenous Infusion  |Sdn. Bhd. Sdn. Bhd.
B.P.
3 VN-15227-12  |20% Glucose B.Braun Mcdical Industrics B.Braun Medical Industries
Intravenous Infusion  |Sdn. Bhd. Sdn. Bhd.
B.P.
4 VN-18586-15  [4.2% w/v Sodium B.Braun Medical Industrics B.Braun Melsungen AG
Bicarbonate Sdn. Bhd.
5 VN-15228-12  |5% CGlucose B.Braun Mcdical Industrics B.Braun Medical Industries
Intravenous Infusion |Sdn. Bhd. Sdn. Bhd.
B.P.
6 VN-17422-13  |5-Fluorouracil Novartis (Singapore) Pte.Ltd  |Ebewe Pharma
"Ebcwe” Ges.m.b.H.Nfg KG
7 VN-15842-12  |AB Ausbiobone Cong ty TNHH Duge phim Probiotec Pharma Pty., Lid.
Thiing Loi
8 VN2-643-17  |Abacavir Tablets Mi Pharma Private Limited Mylan Laboratorics Limited
USP 300mg
9 VN-20441-17  |Abbsin 200 Cong ty TNHH Duge phim OU Vitale-XD (noi sin xuat
DO HA Vitale Pringi)
10 VN-20442-17  |Abbsin 600 Cong ty TNHH Dugce phim OU Vitale-XD (noi san xuat
DO HA Vitale Pringi)
11 VN-17095-13  |Abemil S0mg Medochemie Lid. MEDOCHEMIE LTD -
CENTRAL FACTORY
12 VN3-174-19 Abilify Tablets Smg  |Otsuka Pharmaceutical Co., Lid. [Korea Otsuka Pharmaccutical
Co., Ltd.
13 VN3-121-19 Abiratred Dr. Reddy's Laboratories Lid,  |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 xuomg: |DKSH Singapore Pte Ltd Delpharm Tours
Biocodex, dia chi: 1.
Avenue Blaise Pascal-
60000 Beauvais-
Francc)
16 VN-15194-12  JAcuvail Allergan Singapore Pte. Lid, Allergan Sales, LLC
17 VN-16608-13  |Acyclovir Cong ty TNHH Scamed Ptk. JSC "Kievmedpreparat”




STT §6 diing kv Tén thude Co sé diing kv Cor sé sdn xuiit
267 VN-13351-11  |Colergis PT. Dexa Medica PT Ferron Par Pharmaccuticals
268 VN-14260-11  |Colestrim MEGA LIFESCIENCES Inventia Healtheare Py, Lid.
PUBLIC COMPANY
LIMITED
269 VN-18373-14  |Colestrim Supra Mega Lifesciences Public Ethypharm
Company Ltd.
270 VN-20373-17 |Combigan Allergan Singapore Pte. Ltd Allergan Pharmaceuticals
Ireland
271 VN-18630-15  |Combiwave B 200 Glenmark Pharmaccuticals Ltd. [Glenmark Phannaccuticals Lid.
272 VN-20282-17 |Combiwave B 250 Glenmark Pharmaceuticals Lid. |Glenmark Pharmaceuticals Lid.
273 VN-18537-14  |Combiwave B50 Glenmark Pharmaccuticals Ltd. |Glenmark Pharmaccuticals Lid.
274 VN-18897.15 |Combiwave SF 125 |Glenmark Pharmaceuticals Ltd, |Glenmark Pharmaccuticals Lid.
275 VN-18898-15 [|Combiwave SF 250  |Glenmark Pharmaceuticals Ltd. |Glenmark Pharmaceuticals Lid.
276 VN-18899-15  |Combiwave SF 50 Glenmark Pharmaceuticals Ltd. |Glenmark Pharmaceuticals Ltd.
277 VN-15726-12  |[Compound Sodium  |B. Braun Medical Industrics B. Braun Medical Industrics
Lactate Intravenous  |Sdn. Bhd. Sdn. Bhd.
Intusion B.P,
(Hartmann's Solution)
278 VN-19344-15  [Co-Olesta 20mg The Scarle Company Limited  |The Scarle Company Limited
279 VN-19317-15  |Copedina Adamed Pharma S.A. (tén day  |Adamed Pharma S.A.
di: Adamed Pharma Spolka
Akcyina)
280 VN-20269-17 [Corbis Tablet Smg Cong ty TNHH TM DP Ddong  |Efroze Chemical Industries
Phuong (Pvt) Lad.
281 VN-14666-12  |Cordaflex Egis Pharmaccuticals Private  |Egis Pharmaceuticals Private
Limited Company Limited Company
282 VN-16761-13  |Co-trupril Getz Pharma (Pvt) Lid. Cietz Pharma (Pvt) Lid.
283 VN-18632-15  |Coveram |0mg/ 10myg |Les Laboratoires Servier Servier Ireland Industries Ltd
284 VN-18634-15  |Coveram Smg/10my  jLes Laboratoires Servier Servier Ireland Industries Lid
2835 VN-18635-15  |Coveram Smg/Smg  |Les Laboratoires Servier Servier Ireland Industries Lid
286 VN-20569-17 |Cozaar 100mg Merck Sharp & Dohme (Asia)  |[Merck Sharp & Dohme Lid.
Lid.
287 VN-20570-17  |Cozaar 50mg Merck Sharp & Dohme (Asia)  [Merck Sharp & Dohme Litd.
Ltd.
288 VN-18243-14 |CP Cong ty TNHH Duoc phim The Acme Laboratories Ltd,
DO HA
289 VN-18150-14  |Crestor 10mg Cong ty TNHH AstraZenceca IPR Pharmaceuticals INC.
Vigt Nam
290 VN-18151-14  |Crestor 20mg Cong ty TNHH AstraZencca IPR Pharmaceuticals INC,

Viét Nam
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T Ky béi: Cuc Quin
Y ly Duge

1" DR BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
W o CUC QUAN LY DUQC Péc 1ap - Tu do - Hanh phiic
' P anh p
Sé: 573 /QP-QLD Ha Néi, ngay 23 thang 09am 2022
QUYET PINH

Veé viée ban hanh danh muc 169 thudc nwéc ngoai
dwec gia han gidy ding ky lwu hanh tai Viét Nam - Dot 110

CUC TRUONG CUC QUAN LY DUQC
Cén cir Ludt Duogc sé 105/2016/QH]13 ngay 06/4/2016;

Cén civ Nghi dinh sé 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chirc nang, nhiém vu, quyen han va co céu t6 chirc ciia BS Y té;

Can cir Quyét dinh s6 7868/0D- BYT ngay 28/12/2018 cua Bf truong B6 Y
1é quy dinh chirc nang, nhiém v, quyén han va co cau 16 chire ciia Cuc Quan Iy
Dicge thuge Bé Y té;

Cén cir Théng tu s6 32/2018/TT-BYT ngay 12/11/2018 cia Bo truéng Bé Y
té quy dinh viéc ding ky lhuu hanh thudc, nguyén liéu lam thuoc;

- Can cir Thong tu s6 29/2020/T]:—BYT ngay 31/12/2020 cua Bo truong Bo Y
té sura doi, bo sung va bdi bé mot s6 van ban quy pham phap ludt do Bo truong
Bé Y té ban hanh, lién tich ban hanh;

Can cir y kién ciia Hpi dong tiw van cap gidy dang ky hew hanh thuéc,
nguyén lidu lam thudc - B6 Y 1é;

Theo dé nghi ciia Truong phong Dang ky thuéc - Cuc Qudan Iy Duge.
QUYET DINH:

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

1. Danh muc 154 thuoc nudc ngoai dugc gia han glay dang ky luu hanh
hiéu lyc 05 ndm - Dot 110 (tai Phu luc 1 kem theo). Céc thudc tai Danh muc nay
dugc gilt nguyén thong tin s6 dang ky da cip va cé hiéu luc 05 nim ké tir ngay
ky ban hanh Quyét dinh nay.

2. Danh muc 15 thudc nuée ngoai duge gia han glay dang ky Iuu hanh
hiéu luc 03 ndm - Dot 110 (1gi Phu luc 2 kem rheo) Céc thudc tai Danh muc nay
dugc giit nguyén thong tin s6 déng ky da cap va ¢6 hiédu luc 03 nam ké tir ngdy
ky ban hanh Quyét dinh nay.

Piéu 2. Co sd san xuat va co s¢ diang ky thudc co trach nhiém:

1. Cung cip thude vao Viét Nam theo ding cdc ho so tai liéu da dang ky
véi BO Y té va phai in hodc déan s6 dang ky duoc B6 Y té cAp 1én nhin thudc.

2. Chép hanh day da phép ludt cia nuéc CHXHCN Viét Nam va cdc quy
dinh ctia B6 Y té v& nhap khiu thudc va lwu hanh thudc tai Viét Nam, néu cé bt




ctr thay ddi gi trong qua trinh luu hanh thude & nudce s tai va o Viét Nam thi
phai bdo cdo ngay cho Cuc Quan ly Dugc - Bo Y té Viét Nam.

3. Thyc hién viée clp nhét tiéu chuén chit lugng cta thude theo quy dinh
tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua B truéng BO Y té quy
dinh vé chét lugng thudc, nguyén liéu 1am thude.

4. Cap nhat nhan thudc va to huéng dan st dung thude theo quy dinh tai
Thong tu 01/2018/TT-BYT ngay 18/01/2018 cia B§ trudng Bo Y té quy dinh
ghi nhan thude, nguyén liéu lam thudc va to hudng dan st dung thudc theo hinh
thirc thay dbi, bo sung gidy ding ky luu hanh thube quy dinh tai Théng tu
32/2018/TT-BYT ngay 12/11/2018 ctia Bo truong BO Y té ddi voi thuoc chua
dugc phé duyét cdp nhat ndi dung nhan thudc, to hudng dan st dung thudc theo
quy dinh tai Théng tr 01/2018/TT-BYT ngay 18/01/2018 ctia B trudng Bo Y
té, cu thé nhu sau:

a) Déi voi thudc thude danh muc thudc ddc va nguyén lidu doc lam thube
theo quy dinh tai Théng tu 06/2017/TT-BYT ngay 03/5/2017 cia B trudng Bo
Y té vé& viéc ban hanh danh muyc thudc doc va nguyén liéu doc lam thude: chi
duoc luu hanh sau khi duge Cuc Quan ly Dugc phé duyét ngi dung cép nhat
nay.

b) Pdi véi cac thude ¢6 sb thi 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
c6sd thtrtu 5, 8,9, 10, 11, 12, 13 tai Phu luc I phal thwe hién viéc cép nhét nay
trong thoi han 06 thang ke tr ngay dugc gia han gidy dang ky luu hanh.

5. Sau 06 thang ké tir ngay ky ban hanh Quyét dinh nay, céc thuoc dugc
gia han gifly ding ky luu hanh tai Phu luc I va Phu luc II ¢6 thay doi vé ndi dung
hanh chinh (bao gom ca mdu nhan va to huéng ddn st dung) phai nhap khau,
luu hanh véi cic ndi dung da dugce phé duyét thay déi trong ho so dang ky gia
han.

6. Phél hop véi cac co sO diéu tri dé thuc hién theo ding céc quy dinh
hién hanh vé thudc ké don, theo ddi an toan, hiéu qu4, tdc dung khoéng mong
muon ctia thudc trén ngudi Viét Nam va tdng hop, bao céo theo quy dinh tai
Piéu 5 Thong tr 86 32/2018/TT-BYT ngay 12/11/2018 cua B tru‘o‘ng Bo Y té

quy dinh viéc dang ky Iuu hanh thude, nguyén liéu lam thubc ddi véi céc thude

thudc Danh muc tai Phu luc 2 ban hanh kém theo Quyét dinh nay.

7. Co s¢ dang ky phai ddm béo duy tri diéu kién hoat dong cua co sd dang
ky trong thoi gian hiéu luc cua glay dang ky luu hanh thude, nguyén liéu 1am
thudc. Trong trudng hgp khong con dap mg du diéu kién hoat dong, co s& dang
ky phai co trach nhiém thue hién thay ddi co s& ding ky theo quy dinh tai Thong
tir s6 32/2018/TT-BYT ngay 12/11/2018 cua 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 thuoc phai béo cdo BO Y té v& cép nhat tinh trang dap
ung Thuc hanh tot san xuat cla co s¢ sdn xudt thudc, nguyén lidu 1am thude.
Truong hop co s¢ sdn xudt bi thu hoi gidy phép san xudt hodc khéng dap tng



Thye hanh tbt san xuat thube, nguyén liéu lam thudc & nudc sé tai, co s¢ phai
thuc hién viéc bdo cdo trong thoi han 15 ngay ké tir ngay cd théng bao cua co
quan quan ly cé tham quyén nudec sd tai theo quy dinh tai diém d khoéan 1 Piéu
100 Nghi dinh s& 54/2017/ND-CP ngay 08/5/2017 cia Chinh phti quy dinh chi
tiét mot sb diéu va bién phap thi hanh Luét Dugc.

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

Pidu 4. Gidam dbc S Y té céc tinh, thanh phd truc thude trung wong, gidm
dbc nha san xuét va co s dang ky cé thude tai Diéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhdn: e CUC TRUONG
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DANH MUC 154 THUOC NUGC NGOAI DUQC GIA HAN GIAY DANG KY LUU HANH
TAI VIET NAM HIEU LU'C 5 NAM - DQT 110

(Ban hanh kém theo quyvét dinh so: ... 5T3..../0D-QLD, ngay 23./09.72022 ciia Cuc Quan Iy Dirgre)

1. Co sé diing ky: A. Menarini Singapore Pte. Ltd (dju chi: 30 Pasir Panjung Road, #08-32
Mapletree Business City, Singapore 117440 - Singapore)
1.1. Co & san xuit: A. Menarini Manufacturing Logistics and Services S.r.l. (diu chi: Via Campo
di Pile, 67100 L'Aquila (AQ), ltaly - Italy)
Co s& kiém nghi¢m: A, Menarini Manufacturing Logistics and Services S.r.l. (dia chi: Via Sette
Santi, 3 - 50131 Firenze (F1) - Ialy)

STT | Tén thude | Hoat cht chinh | Dang bao | Tudi | Tiéu Quy céch S6 Dang ky Lan
-~ Ham lugng ché tho chudn | déng goi gia
han
1 Bilaxten Bilastine 20mg Viénnén | 60 NSX Hop 1 vix 4 VN2-496-16 0l
thing vién; Hép 1 vi
x 10 vién; Hop
2 vix 10 vién;
Hop 3vix 10
vién; Hop 4 vi
x 10 vién; Hop
Svix 10 vién
1.2. Co s& san xudit: Menarini - von Hevden GmbU (dia chi: Leipziger Straffe 7-13, 01097 Dresden
- Germany)
STT | Tén thube Hoat chiit chinh | Dang bao Tubi | Tiéu Quy cich | S$6 Dang ky Lin
— Ham lugng ché tho |chuén | déng 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) nhasan | hop 1 vix
I0mg xuil 3 vién,
hop 1 vix
6 vién,
3 Priligy 60 mg | Dapoxetine (dudi | Vién nén 36 Tiéu Hop 1 vix | VN-20122-16 | 01
dang Dapoxetine | bao phim thing chudn | 3 vién,
hydrochloride) nhisan | hop 1 vix
60mg xui 6 vién.

1.3. Co sir sin xuit: Patheon Ine (dia chi: 2100 Syntex Court, Mississauga, Ontario, Canada LIN

7RN9 - Canadu)

Co s& xuit xwémg: Actelion Pharmaceuticals Ltd. (dia chi: Tru so: Gewerbestrasse 16, 4123
Allsehwil: Dia diem SX: Gewerbestrasse 12, 4123 Allsclwil, Switzerland - Thyy S0)




41. Co s& diing ky: Les Laboratoires Servier (dia chi: 50 rue Carnot, 92284 Suresnes Cedex -

France)
41.1. Co siv san xuat: Les Laboratoires Servier Industrie (dju chi: 905, Route de Saran, 45520 Gidy
- France)
STT | Tén thude | Hoat chét chinh — | Dang bie Tuditho | Tiéu | Quy $6 Dang ky Lin
Ham hrgng ché chuin | cich gia
dong goi han
95 Diamicron | Gliclazide 30 mg Vién nén 36thang | NSX [Hop2vi [ VN-20549-17 |01
MR phdng thich x 30 vién '
¢6 kiém
sodl
96 Diamicron | Gliclazide 60 mg Vién nén 36thang [ NSX |[Hop2vi | VN-20796-17 (01
MR 60mg phong thich x 15 vién
¢6 kiém
soit
97 Triveram | Atorvastatin (dudi | Vién nén 24 thang NSX | Hop llo | VN3-160-19 01
10mg/3mg | dang Atorvastatin | bao phim 30 vién
I5mg cal¢i trihydrat
10,82 mg) 10 mg;
Perindopril arginin
(wromg duong
Perindopril 3,395
mg) 5 mg;
Amlodipine (dudi
dang Amlodipine
besilate 6,925 mg)
Smg

41.2. Co sév sian xuit: Servier Ireland Industries Ltd. (dia chi: Gorey road, Arklow Co. Wicklow -
Iretand)

STT | Tén thube Hoat chéit chinh — | Dang Tubi the | Titu | Quy S6 Dang k¢ | Lén
Ham lugng bao ché chuén | cich gia
déng goi han
98 Coveram Perindopril arginine | Viénnén | 36 thing | NSX | Hgp 1o | VN-18634-15 | 01
Smg/10mg Smg (twong duong 30 vién
3.395mg
perindopril);
Amlodipin (dudi
dang Amlodipin
besylat) 10mg
99 Coveram Perindopril arginine | Viénnén | 36 thing | NSX [ Hop 11o | VN-18635-15 | 01
SmgfSmg Smg (tuong duong 30 vién
3.395mg
perindopril );

Amlodipine (dudi
dang amlodipin
besilate) Smg
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