BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Doc lap - Tw do - Hanh phiic
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness ( ¢

138A Giang Vo - Ha NGi - Viét Nam
Tel: 84.4.37366483/38464413 - Fax: 84.438234758 \J f

GIAY PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thude . Neo-Penotran

Name of Drug:

Thanh phan chinh, ham lwgng :  Metronidazol 500mg; Miconazol nitrat 100mg {
Active Ingredients, Strength: ) 7
Qui cach @dng goi, bao ché © Hép 2 vix 7 vién; Vién dan dat am dao

Packing Size, Dosage form:

Tiéu chuén chét lwong : NSX

Quality Specification:

Han dung . 24 thang

Shelf- life:

S6 gidy phép Iwu hanh san pham (SPK): VN-20560-17 )
Marketing Authorization Number: \ ]
S6 quyét dinh :  210/QD-QLD Ngay cép: 8/6/2017 7

Approval Decision Number: Date of Issuance:

Higu e cia gidy phép Ieu hanh san pham: c6 gié tri 05 nam ké tir ngay cap
Expiration Date of this Marketing Authonization:

Tén co s& dang ky : Mega Lifesciences Public Company Limited
Name of Marketing Authorization Ho!der
Bija chi 384 Moo 4, Soi 6, Bangpoo Industrial Estate, Pattana 3
Address: Road, Phraeksa, Mueang, Samut Prakan 10280 - /!
Thailand \
Tén co s& san xuét :  Embil llac San. Ltd. Sti U\
Name of Manufacturer: . i
Bja chi :  Cerkezkoy Organize Sanayi Bolgesi Gaziosmanpasa
Address: Mahallesi, Fatih Bulvari. No:19/2 Cerkezkoy - Tekirdag °
- Turkey

Tén co s& dong goi

Name of Assembler _
Bia chi : (¢
Address. N

Ha Noi, ngay 08 thang 6 ndm 2017.

KT.CUC TRUONG CUC QUAN LY DU'Q'C
FOR GENERAL DIREG’[OR OF THE DRUG ADMINISTRATION OF VIETNAM

OPHOCUC TRUONG
NERAL DIRECTOR

Ghi chu: (vote)

1- Gidy phép lwu hanh san phdm nay duoc cép theo ding hd s
dang ky thudc da duoc Bd Y té phé duyét.

This marketing authorization has been issued in accordance with the dossier et
approved by the Vietnam Ministry of Heallh. L N Wi
2- Bét clv s thay ddi ndo vé ndi dung cuda gidy phép phai dugc VAN o
Cuc Quén Iy dugc - B6 Y té xac nhan. \_ﬂ@

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

N



"g 1y Duoc .
1 | Coquan: Bo Y té

G Mb0  BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

T CUC QUAN LY DUQC Péc lap - Tu do - Hanh phic
S6: 226 /QP-QLD Ha Ngi, ngay03 thang04ndm 2023
QUYET PINH

Vé viéc ban hanh danh muc 182 thudc nwéc ngoai
dugc gia han giay dang ky luu hanh tai Viét Nam - Dot 113

CUC TRUONG CUC QUAN LY DUQC
Can cir Ludt Dwoc s6 105/2016/0H13 ngay 06/4/2016;

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

Can cir Quyét dinh s6 7868/0D- BYT ngay 28/12/2018 cua Bo truong B Y
té quy dinh chirc nang, nhiém vu, quyén han va co cdu té chike ciia Cuc Qudn Iy
Duege thuée Bo Y té;

~ Can cit Thong tu s6 08/2022/TT: -BYT ngay 05/09/2022 cua B¢ truong B Y
té quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc,

Can civ ¥ kién ciia Hoi dong tw van cdp gidy dang ky leu hanh thudc,
nguyén liéu lam thuoc - Bo Y té;

Theo dé nghi ciia Truéng phong Pang ky thudc - Cuc Qudan 1y Durgc.

QUYET PINH:
Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 182 thu(f)c nuoc
ngoai dugc gia han gidy dang ky luu hanh tai Viét Nam - Dot 113, bao gom:

1. Danh muc 166 thudc nudc ngoai duoc gia han gidy ding ky lwu hanh
hi¢u luc 05 nam - Dot 113 (tai Phu luc I kem theo).

2. Danh muc 12 thubc nudc ngoai dugce gia han gidy dang ky luu hanh
hi¢u luc 03 nam - Dot 113 (tai Phu luc Il kem theo).

3. Danh myc 04 thudc nudc ngoai duoc gia han gidy ding ky lwu hanh
dén 31/12/2025 - Bot 113 (tai Phu luc Il kem theo).

Picu 2. Co sd san xuat va co so dang ky thude co trach nhiém:

1. Cung cap thudc vao Viét Nam theo dung cac hf) so tai liéu da dang ky
vo1 BO Y t€ va phai in hoac dan s6 dang ky dugc Bo Y t€ cap 1én nhan thudc.

2. Chap hanh day du phap luat cua nu6c CHXHCN Viét Nam va cac quy
dinh cua B@ Y t€ v€ nhap khau thuoc va luu hénh thuoc tai Viét Nam, néu c6 bat
ctr thay do1 gi trong qua trinh luu hanh thudce ¢ nude so tai va ¢ Viet Nam thi
phai bao cdo ngay cho Cuc Quan Iy Dugc - B Y té Viét Nam.

3. Thyc hién viéc cap nhat tiéu chuén chat luong cua thude theo quy dinh



tai Thong tu sO 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong B Y té quy
dinh vé chat lugng thuoc, nguyén li¢u lam thuoc.

4. Thude duge gia han gidy dang ky luu hanh tai Quyét dinh nay nhung
chua nop ho so cap nhat ndi dung nhan thude, to huéng dan st dung thudc theo
quy dinh tai Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo truéong Bo Y
té thi phai thuc hién viéc cdp nhat theo quy dinh tai diém b Khoan 1 Diéu 37
Théng tu s6 01/2018/TT-BYT trong thoi han 12 thang ké tir ngdy duoc gia han
gidy dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude duoc
gia han gidy dang ky luu hanh tai Quyét dinh nay co thay d6i vé noi dung hanh
chinh (bao gém cd mdu nhan va to huwéng dan sir dung) phai nhap khau, luu
hanh véi cac ndi dung da duge phé duyét thay doi trong ho so ding ky gia han.

6. Phéi hop véi cac co so diéu tri dé thuc hién theo dung cac quy dinh
hién hanh vé thubc ké don, theo ddi an toan, hiéu qua, tac dung khong mong
mudn cta thudc trén ngudi Viét Nam va tong hop, bao cdo theo quy dinh tai
Piéu 5 Théng tu s6 08/2022/TT-BYT ngay 05/9/2022 ctia Bo truong Bo Y té
quy dinh viéc dang ky luu hanh thude, nguyén liéu lam thudc ddi voi cac thude
thudc Danh muc tai Phu luc II ban hanh kém theo Quyét dinh nay.

7. Co s dang ky phai dam bao duy tri diéu kién hoat dong cua co so dang
ky trong thoi gian hiéu lyc cua gidy dang ky luu hanh thube, nguyén liéu 1am
thudc. Trong trudong hop khong con dap img du diéu kién hoat dong, co s& ding
ky phai c6 trach nhiém thuc hién thay doi co so ding ky theo quy dinh tai Thong
tu s6 08/2022/TT-BYT ngay 05/9/2022 cua Bo truéng BO Y té trong thot han 30
ngay ké tir ngay co sé dang ky khong con du diéu kién hoat dong.

8. Co so dang ky thuoc phai bao cao BO Y té vé cap nhat tinh trang dap
tmg Thuc hanh t6t san xuat cua co sO san xuét thude, nguyén liéu lam thude.
Truong hop co s& san xuét bi thu hdi gidy phép san xuét hodc khong dap ung
Thuc hanh tot san xuit thudc, nguyén li€u lam thudc & nudc so tai, co s& phai
thuc hién viéc bao céo trong thoi han 15 ngay ké tir ngay c6 thong bao cia co
quan quan 1y c¢6 thim quyén nudc so tai theo quy dinh tai diém d khoan 1 Diéu
100 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua Chinh phu quy dinh chi
tiét mot s6 diéu va bién phap thi hanh Luat Dugc.

9. P6i véi thube co sd tht ty 29 tai Phy luc T co dé nghi thay doi mau
nhin, huéng dan st dung trong hd so ding ky gia han: Co s¢ dang ky thuc hién
thu tuc dé nghi thay doi mau nhén, t& hudng dan st dung theo hinh thirc diang ky
thay doi b6 sung sau khi Quyét dinh nay c6 hiéu lyc.

Dléu 3. Céc thuéc duoc gia han giéy dang ky luu hanh tai Quyét dinh nay
duoc tiép tuc stir dung sd dang ky da cap trude khi gia han trong thoi han tbi da

12 thang ké tir ngay duogc cap so dang ky gia han theo quy dinh tai Phy lyc VI
ban hanh kém theo Thong tu s6 08/2022/TT-BYT.

Picu 4. Quyét dinh co hiéu luc ké tir ngay ky ban hanh.



Pi¢u 5. Giam dbc SO Y té cac tinh, thanh phd truc thudc trung wong, giam
doc nha san xuat va co s¢ dang ky c6 thuoc tai Diéu 1 chiu trach nhiém thi hanh
Quye¢t dinh nay./.

Noi nhn: ——_CUC TRUONG
- Nhu Bléu 5, . s ; ._‘_';_' .\:_""-._
- B9 truong (dé b/c); Y NAN

- TTr. P Xuan Tuyén (dé b/c); [S(
- Cuc Quén Y - Bd Quéc phong, Cuc Y té - B Cong
an; Cuc Y t& GTVT - B Giao thong van tai; Téng WA\ T L

Cuc Hai quan - B9 Tai chinh; N — A 4

- Bao hiém Xa hoi Viét Nam; N——r .

- B Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Vii Tuan Cuong
Thanh tra Bo.

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

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

- Téong Cong ty Duge VN-CTCP; Cac Cong ty XNK

dugc pham;

- Cac Bénh vién & Vién c6 giuong bénh truc thudc

BYT;

- Cac phong Cuc QLD: QLGT, QLKDD, QLCLT,

PCTTra, VP Cuc; Website Cuc QLD.

- Luu: VT, DKT (10b).
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5 Edurant

Rilpivirine 25mg
(dudi dang
Rilpivirine
hydrochloride)

Vién nén
bao phim

Hop 1 Lo
x 30 Vién

NSX

36

800110084023
(VN2-647-17)

01

6. Co sé dang ky: Daewoong Pharmaceutical Co., Ltd. (Pia chi: 35-14, Jeyakgongdan 4-gil,

Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)

6.1. Co sé san xuat: Daewoong Pharmaceutical Co., Ltd. (Pia chi: 35-14, Jeyakgongdan 4-gil,

Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Korea)

6 HemoQ
Mom

Polysaccharide
iron complex
(Tuong duong Sét
150mg) 326,1mg;
Cyanocobalamin
0,1% (tuong
duong
Cyanocobalamin
25mcg) 25mg;
Acid folic 1mg

Vién
nang
cung

Hop 3 vix
10 vién

NSX

36

880100084123
(VN-20490-17)

01

7 Trimafort

Mbi g6i 10ml
chura: Gel nhdm
hydroxyd (tuong
duong 612mg
AI(OH)3, 400mg
Al203)
3030,3mg;
Magnesi
hydroxyd
800,4mg; Nhil
dich Simethicon
30% (tuong
duong 80mg
Simethicon)
266,7mg

Hon dich
uong

Hop 20
g61 x 10ml

NSX

36

880100084223
(VN-20750-17)

01

7. Co sé dang ky: Exeltis Healthcare S.L. (Pia chi: Avenida Miralcampo 7, Poligono Industrial

Miralcampo, 19200, Azuqueca De Henares (Guadalajara), Spain)

7.1. Co s& san xuat: Exeltis Ilac San. Ve Tic. A.S. (Pia chi: Cerkezkoy Organize Sanayi Bolgesi,
Gaziosmanpasa Mahallesi, Fatih Bulvari No 19/2 Cerkezkoy — Terkidag, Turkey)

8 Neo-
Penotran

Metronidazole
500mg,
Miconazole
nitrate 100mg

Vién dan
dat am
dao

Hop 2 vix
7 vién

NSX

36

868110084323
(VN-20560-17)

01
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& Co qu‘an: Bo Y té

L) MeiaEe BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

"CcuC QUAN LY DUQC Péc 1ap — Tw do — Hanh phic
S6: 440 /QDP-QLD Ha Noi, ngay 23 thang 06 nam 2023
QUYET PINH

Vé viéc sira doi thong tin thudc dwoe cap, gia han gidy ding ky lwu hanh tai
Viét Nam ban hanh kém theo cac Quyét dinh cép, gia han gidy ding ky luu
hanh cia Cuc Quan ly Duwgc

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwoc s6 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s6 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii
quy dinh chirc ndang, nhiém vu, quyén han va co cdu té chirc ciia B6 Y té;

Can cir Nghi dinh sé6 54/2017/ND-CP ngay 08/5/2017 ciia Chinh phii quy
dinh chi tiét mét s6 diéu va bién phap thi hanh Ludt Duoc;

Can cir Nghi dinh sé 155/2018/ND-CP ngay 12/11/2018 ciia Chinh phii
swta doi, bo sung mét s6 quy dinh lién quan dén diéu kién dau tw kinh doanh
thuéc pham vi quan Iy nha nwée ciia B6 Y té;

Can cir Nghi dinh s6 30/2020/NP-CP ngay 05/3/2020 ciia Chinh phii vé
cong tac van thu;

Can cir Quyét dinh s6 1969/0P-BYT ngay 26/04/2023 ciia Bé trieong Bé
Y té quy dinh chikc ndng, nhiém vu, quyén han va co cdu té chire ciia Cuc Quan
Iy Duwoc thuéc B Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truéng Bé
Y té quy dinh viéc diang ky luu hanh thudc, nguyén liéu lam thuoc;

Can cir vao ho so dang ky lwu hanh thuéc luu tai Cuc Quadn 1y Duoc;

Theo dé nghi cia Trudng phong Dang ky thuoe, Cuc Qudn 1y Durgc.

QUYET PINH:

Piéu 1. Stra d6i mot s thong tin thude duoc cap, gla han gidy dang ky
lru hanh tai Viét Nam ban hanh kém theo cac Quyét dinh cap, gia han gidy dang
ky luu hanh caa Cuc Quan Iy Dugc (Phu luc kém theo Quyét dinh nay).

Céc thong tin khac cua thude duoc cip, gia han gidy ding ky luu hanh tai
Viét Nam ban hanh kém theo cac Quyét dinh cap, gia han gidy ding ky luvu hanh
cua Cuc Quan 1y Duoc tai Phu luc kém theo Quyét dinh nay khong thay ddi.

Piéu 2. Quyét dinh nay co6 hiéu luc ké tir ngay ky ban hanh.



2

Piéu 3. Giam ddc S¢' Y té cac tinh, thanh phd tryc thudc Trung wong va
Gidm doc co sd san xuat va co s& dang ky c6 thudce tai Bicu 1 chiu trach nhiém
thi hanh Quyét dinh nay./.

Noi nhgn: KT. CUC TRUONG
- Nhu Piéu 3; A 8
- B trudng Pao Héng Lan (dé b/c); L PI{O CU_C TRUQNG

- Thr truéng PO Xuan Tuyén (dé b/c);

- Cyc truong Vii Tudn Cuong (dé blc);

- Cuc Quan y-Bo Quéc phong, Cuc Y té - BO Cong An, » 1
- Cyc Y € GTVT - B6 Giao thong vén tai; Tong Cuc Hai | R
quan - B¢ Tai chinh; ¥

- Bao hlem x4 hoi Viét Nam; o /

-Bo Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Thanh tra “‘guyen Thanh Lam
B¢; Trung tim mua sam tap trung thudc Qudc gia;

- Vién KN thudc TW, Vién KN thudc TP. HCM;

- Téng Cong ty Dugc Vigt Nam — Cong ty CP; Cac cong

ty XNK dugc pham;

- Cac Bénh vién, Vién c6 givong bénh truc thuoc BYT;

- Céc phong thudc Cuc QLD: QLGT, QLKDD, QLCLT,

PC-HN, VP Cuc; Website Cuc QLD;

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




STT Tén thudc Co s& dang ky S6 diang ky NOi dung sira | Thong tin tai danh muc Théng tin sira ddi
doi da ban hanh
6. Quyét dinh s6 225/QD-QLD ngay 03/04/2023:
22 Singulair Merck Sharp & VN-21065-18 Co so san xuat | Merck Sharp & Dohme Merck Sharp & Dohme
Dohme (Asia) Ltd. Limited. Limited (Co s& dong goi:
Merck Sharp & Dohme
B.V., dia chi: Waarderweg
39,2031 BN Haarlem, The
Netherlands)
23 Tobraquin Maxim VN-21060-18 Tén Co so Bharat Parenterals Ltd. Maxim Pharmaceuticals
Pharmaceuticals Pvt. dang ky Pvt. Ltd
Ltd Tén Co s¢ san | Maxim Pharmaceuticals Bharat Parenterals Ltd.
Xudt Pvt. Ltd
7. Quyét dinh s6 226/QD-QLD ngay 03/04/2023:
24 Neo-Penotran | Exeltis Healthcare 868110084423 | Quy cach dong | Hop, 1 vi x 7 vién dat am Hop 1 vix 7 vién
Forte L S.L. (sé dangky da | goi dao
cap: VN-19706- | Pia chi co so Cerkezkoy Organize Cerkezkoy Organize
16) san xuét Sanayi Bolgesi, Sanayi Bolgesi,
Gaziosmanpasa Mahallesi, | Gaziosmanpasa Mahallesi,
Fatih Bulvari No 19/2 Fatih Bulvari No 19/2
Cerkezkoy — Terkidag, Cerkezkoy — Tekirdag,
Turkey Turkey
Hoat chat Metronidazole 750mg; Metronidazole 750mg;
chinh, ham Miconazole nitrate 250mg; | Miconazole nitrate 200mg;
luong Lidocain (43mg Lidocain Lidocain (43mg Lidocain
base + 70,25mg Lidocain | base + 70,25mg Lidocain
HCI) 100mg HCI) 100mg
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8

STT Tén thudc Co s& dang ky S6 diing ky Noi dung sira | Thong tin tai danh muc Théng tin sira doi
doi da ban hanh
25 Neo-Penotran | Exeltis Healthcare 868110084323 | Diachicosd | Cerkezkoy Organize Cerkezkoy Organize
S.L. (s6 dang ky da | san xuat Sanayi Bolgesi, Sanayi Bolgesi,
cap: VN-20560- Gaziosmanpasa Mabhallesi, | Gaziosmanpasa Mahallesi,
17) Fatih Bulvari No 19/2 Fatih Bulvari No 19/2
Cerkezkoy — Terkidag, Cerkezkoy — Tekirdag,
Turkey Turkey
S6 dang ky gia | 868110084323 868115084323
han
8. Quyét dinh s6 302/QD-QLD ngay 27/04/2023:
26 Apbezo SRS VN-17786-14 Tén Co so Srs Pharmaceuticals SRS Pharmaceuticals
Pharmaceuticals dang ky Private Private Limited

Private Limited

9. Quyét dinh s6 370/QD-QLD ngay 26/05/2023:

27 Stamlor - T Dr. Reddy's 890110125423 | Tén thudc Stamlor - T Stamlo-T
Laboratories Ltd Hoat chat Telmisartan 40mg, Telmisartan 40mg,
chinh, ham Amlodipin S5mg Amlodipine besilate tuong
luong duong v61 Amlodipine
Smg
28 Stamlor - T Dr. Reddy's 890110125523 | Tén thudc Stamlor - T Stamlo-T

Laboratories Ltd

Hoat chat
chinh, ham
luong

Telmisartan 80mg,
Amlodipin 5mg

Telmisartan 80mg,
Amlodipine besilate tuong
duong v41 Amlodipine
Smg
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