CONG TY CO PHAN GONSA CONG HOA XA HQI CHU NGHIA VIET NAM

S6: 258/2025/CV-GSD-DT Pioc lap — Tw do — Hanh phiic
“Viv: Xin thay doi So dang ky TP. H3 Chi Minh, ngay 18 thang 03 ndm 2025
san pham MIRENZINE 5

Kinh giri: SO 'Y TE TINH BINH PHUOC
(Sau ddy goi la “Bén moi thau”')

CONG TY CO PHAN GONSA (sau ddy goi la “Nha thdu”) c6 tham dy va tring thiu goi
thiu: Mua thubc generic cho cic co'sé'y té cong 1ap trén dja ban tinh Binh Phuéc dot 1 giai doan
2023 - 2025 sin phdm MIRENZINE 5 theo Quyét dinh tring thiu sb: 46/QD-SYT ngay 23/01/2024
ctia S& Y té tinh Binh Phudc.

Nay Nha thiu lam céng vdn nay xin thay dbi théng tin S6 ding ky cha san pham
MIRENZINE 5 cu thé nhu sau:

Pon Tén nha san

A 3= ’ A 3= , re
Stt Tén thube Quy cach vi ?0 d’ang kX 50 fiang ky 1;1.01 xuit — Nwéc san
tinh da trung thau xin thay doéi <iidt

Cong ty 95 phan

MIRENZINE 5 | Hop 10 vi C dugc pham Me
1 Plnsdin S | 10w Vién | VD-28991-18 | 893110484324 Di Sun - Vidt
Nam

Bing van ban nay, ching téi xin thong bdo vé viéc diéu chinh va cung tmg san pham
MIRENZINE 5 theo sb dang ky moi 893110484324, Viéc thay dbi Sb dang ky nay khéng anh hudmg
dén céc thong tin khéc cling nhw chit luong san phém (dink kém tai lidu Gidy phép luu hanh san phdm
theo sé dang ky cii va Quyét dinh gia han gidy ddng ky luu hanh voi s6 dang ky méi dé Quy Don vi
doi chiéu).

Ngay ap dung: 18/03/2025

Nha thau xin dinh kem cdc tai liéu sau:

1. Gidy phép luu hanh san phim
2. Quyét dinh 402/QD-QLD ngay 18/06/2024 vé viée gia han gidy dang

Kinh mong Bén moi thdu xem xét va chép thuin cho Nha thau dugc tiép tuc cung cap san

phdm theo thong tin thay ddi trén.

ky luu hanh

Tran trong cam on!
PAI DIEN HOP PHAP CUA NHA THAU
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BO Y TE
MINISTRY OF H'I:'ALTH
CUC QUAN LY DUQC
DRUG ADRAIS FRAT IO OF VIFTNAM

132A Ll Vo - HE NG - Vigt Num
Tul B 24T LUCIMESEA04410 - Fax U4.24. 00054758

Tén thudc

Name of Drug:

Thanh phan chinh, ham leong
Active ingredients, Strength:

Qui cach dong gdi, bao ché
Packing Size, Dosage fonn:

Tiéu chudn chét ivong TCCS

Quality Spocification:

Han ding 36 thang

Shelf- life;

$6 gidy phép luu hanh san phim (SPK): VD-28991-18

Maiketing Authorization Number:

Sé quyét dinh 99/0D-QLD Ngay cap: 22/02/2018

Approval Decisivn Namber:

Hiéu Iuc cta giay phép luu hanh sén pham: co gia tri 05 nam ké to ngay cap
Expiration Date of this Marketing Authorization:

Tén co s& dang ky :
Name ef Markeling Authorization Holder:
Dia chi !
Adchess:

Tén co s& san xudt

Name of Manufacier;

Bia chi

Address:

Tén co s& dong goi

Mame of Assemibler

Bia chi

Address:

Ghi chu: ot

1- Gidy phép luu hanh san phim nay duee cap theo dang hd so ’ : }E I

dang ky thudc 3 dugc Bo Y té phé duyét.

This markeling authonzation has been Issued in accordance wilh the dosser

opproved by the Viatnam Ministry of Health.

2- BAt ¢l sy thay ddi nao vé ndi dung cia gidy phép phai dugc -

Cuc Quan Ly Dugc - Bo Y t& xac nhan.

Any variations of the contanis of the marketing authorization are requirad (o be

sdopted by the Drug Administration of Vietnam.
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" MARKETING AUTHORIZATION

SAC Y BAN CHINH|

Ngay.....thang.....ndm..........

CONG HOA XA HOI CHU NGHIA VIET NAM
SOCIALIST REPUBLIC OF VIETNAM
P lap - Ty do - Henh phic 'ONG GIAM DﬁC

fe randence - Fieedom Huppiness

o w % fy W
L I [ 55 S 1

Mirenzine 5

Flunarizin (dwéi dang Flunarizin dihydrochlorid) 5 mg

Hop 10 vi x 10 vién; Vién nén

Date of Issuance:

Cdng ty ¢6 phan dwee phidm Me Di Sun

521 khu pho An Lo, phuong Hoa Loi, thi xa Bén Cat,
tinh Binh Dwong - Viét Nam
Céng ty ¢é phan duoc phidm Me Di Sun

521 khu phé An Lgi, phueng Hoa Loi, thi xa Bén Cat,
tinh Binh Dwong - Viét Nam

Ha NGi, ngay 22 thang 02 nam 2018,

KT. CUC TRUONG CUC QUAN LY DU'Q'C
FOR GENERAL-DIRECTOR Of THE DRUG ADMINISTRATION OF VIETNAM

PHO CUC TRUONG
DEPUTY GENERAL-DIRECTOR

" NGUYEN TAT DAT
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Cuc Quuin

o BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
'“"CUC QUAN LY DUQC Doc lap - Tw do - Hanh phue
S6: 402 /QD-QLD Ha Néi, ngay 18 thang 06 nam 2024
QUYET DINH

V& viée ban hanh Danh muc 394 thube sin xuit trong nuwéc
duoc gia han gidy ding ky luwu hanh tai Viét Nam - Dot 201

CUC TRUONG CUC QUAN LY DUQC

Can ctr Ludt Dugc 56 105/2016/QHI3 ngay 06/4/2()]6
Can cw Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 ciia Chinh phi quy dinh
chike nang, nhiém vu, quyen han va co cdu (6 chire ctia Bo Y 1é;

Can cir Quyet dinh s6 1969/QD-BYT ngay 26/4/2023 cua B9 truong Bé Y té quy
dinh chite ning, nhiém vu, quyén han va co cau té chite ciia Cuc Quan Iy Dugc thude
Bj Y té;

Cén cir Thong tu s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trudng Bé Y 1é
quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thuée,

Can cit két ludn cua Hoi déng t van cap gidy dang ky heu hanh thuéc, nguyén
liéu lam thuéc - Bé Y té dot 201 tai Cong van so 49/HDTV-VPHD ngay 22/5/2024 cua
Van phong Hoi dong tw vin cap GPKLH thuée, nguyén liéu lam thude;

Theo dé nghi cua Triuwong phong Ddng ky thuée, Cuc Qudn ly Duorc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh niy danh muc 394 thude san xuit trong
nirde duoc gia han gidy dang ky luu hanh tai Viét Nam - Dot 201, cu the

1. Danh muc 292 thudc san xuit trong nudc duge gia han gidy dang ky hru
hanh hi¢u lyc 05 ndm (Phu luc I kem theo).

2. Danh muc 82 thude san xudt trong nuée dwoce gia han gidy dang ky lwu hanh
hiéu luc 03 nam (Phu luc I kéem theo).

3. Danh muc 20 thudc san xudt trong nuée dwoc gia han gidy dang ky luu hanh
hiéu luc dén31/12/2025 (Phu luc HI kem theo).

Diéu 2. Co s0 san Xudt v co O dang ky thude ¢6 trach nhigm:

1. San xudt thude theo dung cac ho so, tai liu da dang ky voi BO Y t¢ va phai
in so dang ky duwoc Bo Y te Viét Nam cip lén nhin thude.

2. Chi duoc san xudt, dua ra luu hanh cic thude kiém soat dac biét khi co Glay
ching nhan du diéu kién kinh doanh duge pham vi kinh doanh thudce phai kiém soat
déc biét phu hop voi pham vi hoat dong cua co s¢ ddp tng quy dinh tai khoan 5 Dicu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cia Chinh phi quy dinh chi tiét mot
s6 diéu va bién phap thi hanh Luat Dugec.

3. Thuc hi¢n vice ciap nhat tiéu chudn chit lugng cia thude theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong Bo Y té quy dinh vé
chat luong thuoc nguycn li¢u lam thude.

4. Thude duge gla han gidy ding ky luu hanh tai Quyét dinh ‘nay nhung chua
ndp hd so cap nhit ndi dung nhan thude, t& hudng din st dung thude theo quy dinh
ctua Thong tw 01/2018/TT-BYT ngay 18/01/2018 cua B truéng Bo Y té thi phai thyc
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hién cdp nhit theo quy dinh tai diém b Khodn 1 Bieu 37 Théng tr s6 01/2018/TT-BYT
trong thoi han 12 thang ké tir ngdy duge gia han g1ay dang ky luu hanh.

5. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cac thude dugce gia han
gidy dang ky luu hanh theo Quyét dinh nay cé thay d6i vé ndi dung hanh chinh phai
san xuét va luu hanh véi céc ndi dung da dugce phé duyét thay ddi trong hé so gia han.

6. Co so dang ky thude phai bao dam duy tri didu kién hoat dong trong thoi gian
hi¢u lyc cia giay dang ky luu hanh thude, nguyén liéu lam thudc. Trong trudng hop
khéng con ddp ung du diéu kién hoat dong, co so dang ky phai c6 trach nhiém thyc
hién thay d6i co s& ding ky theo quy dinh tai Théng tu s6 08/2022/TT-BYT trong thoi
han 30 ngay ké tir ngdy co so dang ky khong con du dleu kién hoat dong.

7. Co s san xuit thude phdi bao dam céc didu kién hoat dong clia co 8¢ sdn
xuat trong thoi han hiéu luc cua giay dang ky luu hanh thubc, n guyén licu lam thude.

8. Cac thuoc dugce gia han giay dang ky luu hanh tai Quyct dinh nay dwoc thp
tuc su dung so dang ky da cép trudce khi gia han trong thoi han t6i da 12 thang ké tr
ngay duge cap so ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu so 08/2022/TT-BYT.

9 Phéi hop voi cac co so diéu tri dé thuc hién theo ding cic quy dinh hién
hanh vé thubc ké don, theo ddi an toan, hiéu qua, tic dung khong mong muén cua
thube trén ngudi Vit Nam va tong hop, béo céo theo quy dinh tai Piéu 5 Thong tu 56
08/2022/TT-BYT ddi véi céc thude trong Phy luc TI ban hanh kém theo Quyét dinh
nay.

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

Didu 4. Giam dbc So Y ¢ cdc tinh, thanh phé trire thude Trung wong va Gidm
dbc co so san xudt va co s& dang ky co thude tai Pidu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.

Noi nhin:

- Nhu Diéu 4;

- BT. Dao Hong Lan (dé b/e);
- TT. P6 Xuan Tuyén (de b/c); &
- Cuc Quany - Bo Quéc phong, Cuc Y té - By Cong an; | :
- Cuc Y té GTVT - Bé Giao thong vin tii; 5 4
- Tung:, Cuc Hai quan - Bd Tai chinh;

- Bao hlcm xd hoi Viét Nam;

-B§ Y té: Vu PC, Cuc QLYDCT, Cuc QLKCRB, Thanh wa
Bo, Vin phong HPTV cép GDKLH thude, NLLT;

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

- Tong Céng ty Duge Viét Nam - Cong ty CP;

- Cac Bénh vign, Vién co giudmg bénh trye thude BG Y té;
- Trung tdm mua sim tap trung thude quoc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT;
Website;

- Luu: VT, BKT (C.H) (02b).
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Phu luc I
DANH MUC 292 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - DQT 201
(Kénr theo Quyét dinh s6 402 JOP-QLD ngay 18 thing 06 nam 2024
etia Cue Quan ly Dwoc)

STT|  Tén thude Hoat chit chinh - | Dang bao | Quy cich dong goi | Tiéu | Tudi | Sédingky | So
Ham lugng ché chuin | tho gia han lin

(thing)| (S6 ding ky | gia
da cip) han

(1) (2) 3) ) (5) (6) (7) (8) (%)

1. Co so diing ky: Céng ty ¢6 phin cong nghé sinh hoc - durge phim ICA (Bia chi: L6 10, duong 50 5, khu cong nghiép
Viét Nam - Singapore, Thanh phé Thufn An, Tinh Binh Duong, Viét Nam)
1.1. Co sé' siin xuét: Cong ty ¢6 phin céng nghé sinh hec - duge phdm ICA (Dia chi: L 10, dudmg s 5, khu cong nghi¢p
Viét Nam - Singapore, Thanh phé Thudn An, Tinh Binh Duong, Vi¢t Nam)

1 |Caricin Clarithromycin Vién nén Hop 3 vi x 4 vién; NSX 36 | 893110476624 1
500mg bao phim chai 350 vién (VD-15312-11)

2. Co s6 dang ky: Cong ty co phan Dugc - Vat tw y té Thanh Héa (Pia chi: $6 232 Tran Phu, phuong Lam Son, thanh phé
Thanh Hoa, tinh Thanh Hda, Viét Nam)

2.1. Co'sér san xudit: Cong ty ¢d phin Dugc - Vit tw'y té Thanh Hoa (Dia chi: S6 04 duémg Quang Trung, phudng Ngoe
Trao, thanh phd Thanh Hoa, tinh Thanh Hoa, Viét Nam)

2 |Clindathepharm  [Clindamycin (dudi  |Viénnang  [Hop 10 vix 10 vién |DDVN 24 | 893110476724 | E
capsule dang Clindamycin cling v (VD-17651-12) T

HCI) 300mg G

3 |Leukas Montelukast (dudi Vién nén Hop 2 vix 10 vién NSX 24 893110476824 i YHA
dang Montelukast bao phim (VD-17655-12) NS|
natri) Smg

4 1Theprilda Indapamid 1,25mg;  [Vién nén Hép 3 vix 10 vién; | NSX 36 [ 893110476924 | —H—CT‘
Perindopril erbumin Hép 20 vi x 10 vién, (VD-30662-18) —
4mg Hop 50 vi x 10 vién

5 |Thezyung Cetirizin Vién nén Hép 10 vix 10 vién; [DBVN 36 | 893100477024 ]
dihydrochlorid 10mg [bao phim Hop 50 vix 10 vién; | IV (VD-17663-12)

Hop 100 vi x 10 vién

3. Co si diing ky: Cong ty ¢6 phan duge Apimed (Pia chi: 263/9 Ly Thuong Kiét, Phudng 15, Quan 11, thanh phd Ho Chi
Minh, Viét Nam)

3.1. Co s sdn xuit: Cong ty co phin dwoe Apimed (Dia chi: Duong N1, cum ¢ong nghiép Phi Thanh - Vinh Thani, xa
Vinh Thanh, huyén Nhon Trach, tinh Pong Nai, Viét Nam)

6 |Allerpa Loratadin 5mg Dung dich  [Hop 10 dng x 5ml, NSX 24 893100477124 !
udng Hop 20 éng x Sml, (VD-31462-19)
Hop | chai x 30ml
7 |Apidom Domperidon (dudi Hdn dich Hop 30 gbi x Sml; NSX 24 893110477224 1
dang domperidon ubng Hop 30 goi x 10ml; (VD-30933-18)
maleat) Smg Hdp 1 chai x 30ml
8 |Nooapi 1200 Piracetam 1200mg Vién nén Hop 10 vi x 10 vién | NSX 24 1893110477324 1
bao phim (VD-31035-18)

4. Co s dang ky: Cong ty ¢b phin Dugc Dong Nai (Dia chi: $6 221 B, dudng Pham Vin Thufn, phuong Tan Tién, thanh
phd Bién Hoa, tinh Ddng Nai, Viét Nam)
4.1. Co sé san xuit: Cong ty cb phin Duge Dbng Nai (Dja chi: 8§ 221 B, dudng Pham Vin Thugn, phuong Tan Tién, thanh
phd Bién Hoa, tinh Dong Nai, Viét Nam)

9 [Toptropin 800 mg |Piracetam 800mg Vién nén Hop 10 vix 10 vién | NSX 36 893110477424 |
buo phim (VD-25588-16)
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STT Tén thube Hoat chiit chinh - | Dang bio | Quy cich dong géi | Tiéu | Tudi $6 dang ky Sb
Ham Irong ché chuin | tho gia han lin
(thang)| (So ding ky | gia
da cip) han
(1) 2) 3) “) ) (6) M (8) ()
74 |Methylprednisolone [Methylprednisolone  [Vién nén Hop 10 vix 10 vién, | NSX 36 | 893110483924 1
Blue 4mg Hép 20 vix 10 (VD-32850-19)
vién, Hop 50 vix 10
vién, Chai 100 vién,
Chai 200 vién, Chai
500 vién, Chai 1000
vién
75 |Tinidazol Tinidazol 500mg Vién nén Hop 10 vix 10 vién [DDPVN 36 | 893115484024 1
bao phim v (VD-22177-15)

21. Co s¢ ding ky: Céng ty cé phin duge phdm Me Di Sun (Dia chi: $6 521, Khu phé An Loi, Phuong Hoa Loi, Thi xd
Ben Cat, Tinh Binh Duong, Viét Nam)
21.1. Co sé sén xuit: Cong ty ¢6 phin duge phim Me Di Sun (Bia chi: 86 521, Khu phd An Loi, Phudng Hoa Loi, Thi xa
Bén Cat, Tinh Binh Duong, Viét Nam)

76 |Biromonol Carisoprodol 350mg  |Vién nén Hop 5 vix 10 vién NSX 36 | 893110484124 1
bao phim (VD-31759-19)
77 |Lubicid Bismuth subsalicylat |{Hdon dich Hop 10 goi x 30ml; | NSX 24 | 893100484224 1
Suspension 525,6mg uong Hop 20 goi x 30ml (VD-33480-19)
78 |Mirenzine 5 Flunarizin (duéi dang |Vién nén Hop 10 vi x 10 vién | NSX 36 893110484324 Qﬁ
Flunarizin (VD-28991-18) | vy
dihydrochlorid) Smg N
79 |Ritsu Levocarnitin 1000mg |Dung dich ~ |Hop 20 ong x 10ml | NSX 36 | 893110484424 | 4
udng (VD-30425-18) /
80 [Spydacl Gabapentin 400mg  |Viénnang  [Hop3 vi, 10vix 10 | NSX | 36 [B893110484524 | B
cing vién; Chai 100 vién (VD-31769-19)
81 |Tux-Asol Levodropropizin Vién nén Hop 03 vix 10 vién; | NSX 36 | 893110484624 i
60mg Lo 100 vién (VD-32523-19)
82 |Zydtez Zopiclone 7,5mg Vién nén Hép 6 vix 10 vién NSX 36 [ 893110484724 I

bao phim

(VD-31770-19)

22. Co so dang ky: Cong ty c¢b phin duge phim Medbolide (Pia chi: Phong 09, liu 10, toa nha The Everrich 1, s6 968

duong Ba Thang Hai, phudng 15, quin 11, Tp. H& Chi Minh, Viét Nam)

22.1. Co sé san xuit: Cong ty co phin Dugc pham Phong Phii - Chi nhanh nha miy Usarichpharm (Bija chi: Lo 50 12,
duodng sb 8, khu cong nghiép Tan Tao, phuong Tan Tao A, quén Binh Tén, TP. Hb Chi Minh, Viét Nam)

83

Vodocat 5

Torsemid Smg

Vién nén

Hop 3 vix 10 vién

usp
2021

36

893110484824
(VD-32854-19)

23. Co sé diing ky: Céng ty c6 phan dwge phim Minh Din (Dia chi: Lo E2, duong N4, khu cong nghiép Hoa X4, phuang
Léc Hoa, thanh phd Nam Dinh, tinh Nam Binh, Viét Nam)
23.1. Co s& san xufit: Cong ty ¢6 phin dwge pham Minh Din (Dia chi: L6 N8, duong N5, khu céng nghiép Hoa Xa,
phudng M¥ X4, thanh phé) Nam Binh, tinh Nam Binh, Viét Nam)

84 [Cepemid lg Cilastatin (du6i dang [Thude bot — |[Hép 1 1o 20ml NSX 36 [ 893110484924 1
Cilastatin natri) 0,5g; [pha tiém (VD-26896-17)
Imipenem (dudi dang
Imipenem
monohydrat) 0,5g

85 |Fluvastatin 20 mg |Fluvastatin (dudi Viénnang  |Hop 03 vix 10 vién | NSX 36 1893110485024 |

dang fluvastatin
natri) 20mg

cung

(VD-32857-19)
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