CONG TY TNHH DUQC PHAM CONG HOA XA HQI CHU NGHIA VIET NAM

PUC VIET Pic lip — Tw do — Hanh phuc
sé: 70/CV-DV Thanh phé H6 Chi Minh, ngay 16 thdng 10 ndm 2024

V/v: thay d6i sb ding ky
cua thudc trung thau do duge gia han
giay dang ky luu hanh

Kinh giri: S6' Y té tinh Binh Phuée

- Can cir Quyét dinh sé 737/QD-QLD ngay 09 théang 10 nim 2023 cta Cuc Quan ly Duogc
vé viéc ban hanh Danh muc 1017 thudc san xut trong nuéc dugc gia han gidy diang ky luu hanh
tai Viét Nam — Dot 187;

- Cin ctr Quyét dinh s6 46/QD-SYT ngay 23 thang 01 ndm 2024 ctia S¢ Y té tinh Binh
Phudc vé viéc phé duyét két qua Ira chon nha thiu goi thau mua thude generic cho céc co sd y té
cong lap trén dia ban tinh Binh Phudc dgt 1 giai doan 2023-2025.

- Hién tai, Céng ty TNHH Dugc phém Dirc Viét nhan dugc thong bao tir Nha san xuit Cong
ty TNHH Hasan - Dermapharm vé viéc thay doi cach ghi sé ding ky cta thude duge gia han luu
hanh tai Viét Nam d6i véi thudc ¢6 STT HSMT: 744, Ma thudc: G744, Nhom 4, nhu sau:

Tiéu chi S6 dang ky du thiu S6 ding ky gia han
Sé dang ky VD-25977-16 (8\?%{;233;?126‘9’)
Tén thude Viritin plus 2/0,625
Nha san xuit Cong ty TNHH Hasan - Dermapharm
Tubi tho 36 thang
Tiéu chun chit lugng TCCS NSX

Chung t6i rt mong nhén duoc su déng y cia Quy S& Y té cho phép ching toi duge cung
ing mat hang trén theo sb dang ky gia han véi cac tidu chuidn khéc khéng d6i so véi ho so du
thau.

Tran trong ./.

Ghi chi:

1. Cach ght tiéu chudn chat lheong thuéc:

- Nha san xudt (NSX), Tiéu chudn nha san xudt (T CNSX), Tiéu chuan co so (T CCS), In-house co y nghia
twong dwong nhau, 1a tiéu chuan chit lheong Ihuoc do co 56 san xudt xdy dung va déu c6 thé dwge ghi trén
nhan thuéce. (Trich tir phan ghi chii Quyét dinh s6 737/0P-QLD ngay 09 thang 10 ndm 2023 cra Cuc Quan

Iy Dirge)

Noi nhdn:
- Nhu trén;
- Luu: VT.
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BOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap - Tw do - Hanh phuc
Sé: 737 / QP-QLD Hé Néi, ngay 09 thing 10 ndm 2023

QUYET DINH
an hanh Danh muc 1017 thubc san xuat trong nuwée
an gidy dang ky lwu hanh tai Viét Nam - Dot 187

UC TRUONG CUC QUAN LY DUQC

Sanewd udt Duoc so 105/2016/QH 13 ngay 06/4/2016;
Céin cik Nghi dinh so 95/2022/ND-CP ngay 15/11/2022 cua Chinh phu quy
dinh chiic nang, nhiém vy, quyen han va co cdu té chirc ciia B6 Y 16,

Cdn cik Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 ciia BS truong Bo Y 16
quy dinh chicc néng, nhiém vu, quyén han va co cdu 6 chire ciia Cuc Quan Iy Duroc
thugc Bo Y 1é,

Céin cie Thong tu s6 08/2022/TT-BYT ngay 05/09/2022 cia Bé trirémg B Y té
quy dinh viéc ding ky heu hanh thude, nguyén liéu lam thudc;

Can cir két ludgn cria Hoi dong tu van cap gidy ding ky luu hanh thuéc, nguyén
liéu lam thuéc - BoY 1é;

Theo dé nghi ciia Truomg phong Ding ky thude, Cuc Quan ly Duoe.

QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muyc 1017 thudc san xudt trong
nuée duge cp gidy ding ky hru hanh tai Viét Nam - Dot 187, cy the

1. Danh myc 918 thudc san xuét trong nude duge gia han gidy ding ky luu hanh
hi¢u luc 05 nam (Phu luc I kem theo).

2. Danh muc 99 thude san xuét trong nude duoc gia han gidy dang ky luu hanh
hiéu lyc 03 nam (Phu luc 1I kém theo).

Piéu 2. Co s6 san xudt va co s diang ky thube ¢o trach nhiém:

1. San xuét thude theo ding cac héd so, tai liéu da ding ky voi Bo Y té va phai in
s6 dang ky duge B Y té Viét Nam cép 1én nhan thudc.

2. Chi duge san xuat, dua ra luu hanh céc thude kiém soat dic biét khi co Giz"iy
chimg nhén du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat dic
biét phil hop véi pham vi hoat déng cia co s& dap ung quy dinh tai khoan 5 Didu 143
Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh phu quy dinh chi tiét mét sb
diéu va bién phép thi hanh Luat Dugc.

3. Thuc hién viéc cap nhat tiéu chuan chit lugng cta thube theo quy dinh tai
Théng tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia B trudéng Bo Y té quy dinh vé chat
luong thube, nguyén liéu lam thude.

4. Thue hién, phéi hop v6i co s¢ nhap khau thyuc hién theo ding quy dinh tai
Cong van s6 5853/QLD-CL ngay 19/4/2019 cua Cyc Quan ly Dugce vé viée kiém tra
chét lrong nguyén liéu lam thudc nhom sartan déi véi cac thude thude danh muc tai
Piéu 1 ban hanh kém theo Quyét dinh nay co chira duge chit thude nhom sartan

5. Thudc duge gia han gidy dang ky Iuu hanh tai Quyét dinh nay nhung chua ndp
hd so cdp nhét ndi dung nhan thudc, t&r huéng dan sir dung thuéde theo quy dinh cia
Théng tr 01/2018/TT-BYT ngay 18/01/2018 clia Bo truéng Bd Y té thi phai thuc hién
cip nhat theo quy dinh tai diém b Khoén 1 Piéu 37 Thong tir s6 01/2018/TT-BYT trong
thoi han 12 thang ké tr ngay dwoc gia han gidy dang ky luu hanh.







6. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cic thude duoe gia han
glay dang ky Iuu hanh theo Quyet dinh nay c6 thay doi vé ndi dung hanh chinh (bao
gdm ca mau nhdn va o huéng dan sir dung lhuoc) phai san xudt va luu hanh véi céc ndi
dung da dugc phé duyét thay dbi trong hd so gia han.

7. Co so ding ky thudc phai bao dam duy tri diéu kién hoat déng trong thoi gian
hiéu Iyc cha gidy dang ky luu hanh thubc, nguyén liéu 1am thudc. Trong trudng hop
khéng con dép tng du diéu kién hoat dong, co sé dang ky phai c6 trach nhiém thuc hién
thay déi co s& dang ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT trong thoi han
30 ngay ké tir ngay co s& dang ky khong con du diéu kién hoat dong.

8. Co s& san xuét thuoc phai bao dam céc diéu kién hoat dong ciia co s& san xudt
trong thai han hiéu huc cia gidy dang ky hru hanh thude, nguyén liéu lam thude.

9. iChé thuoc dugce gia han gidy dang ky luu hanh tai Quyet dinh nay dugc tlep
tuc sur dung so dang ky da cép trude khi gia han trong thoi han tbi da 12 thang ké tir
ngay duge cap sb ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Théng tir s6 08/2022/TT-BYT.

Piéu 3. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam déc S¢ Y té cdc tinh, thanh phd truc thude Trung vong va Giam
dbc co s& san xudt va co sé dang ky 6 thude tai Didu 1 chiu trich nhiém thi hanh Quyét
dinh nay./.

Noi nhan:

- Nhu Diéu 4 ‘

- BT. Do Héng Lan (dé b/c);

- TT. D6 Xuan Tuyén (de b/c); ]

- Cuc Quin y - B4 Quée phong, Cuc Y té - B§ Cong an;

- Cuc Y t€ GTVT - B Giao thong van tai;

- Tong Cuc Hai quan - B Tai chinh;

- Bao hif";m x4 hoi Viét Nam;

-B§ Y t&: Vu PC, Cuc QLYDCT, Cue QLKCB, Thanh tra
B§, Van phong HDTV cap GBKLH thuoe, NLLT;

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

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

- Cac Bénh vién, Vién ¢6 giwong bénh true thude Bo Y té;
- Trung tim mua sim tap trung thude quoc gia;

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

- Luu: VT, BDKT (T) (02b).







DANH MUC 918 THUOC SAN XUAT TRONG NUGC PUGC GIA HAN GIAY PANG KY LUU HANH TAI

Phu luc 1

VIET NAM HIEU LUC 05 NAM - BQT 187

(Kém theo Quyét dinh sé 737 /OP-QLD ngay 09thdng 10nam 2023

cua Cuc Quan ly Dirpc)
ST Tén thudc Hoat chit chinh - Dang bao | Quy cach dong Tiéu Tudi S6 ding ky Sb
T Ham lugng ché g6i chuin tho gia han lin
(thing) | (S6 dangky | gia
di cép) han
1) 2) 3 4 (5) (6) ) (8) 9

1. Co s diing ky: Cong ty Cb phin Dugc phim 2/9 (Pia chi: 299/22 Ly Thuéng Kiét, Phuong 15, Quéan 11, Thanh phé

Hé Chi Minh, Viét Nam)
1. 1. Co &' sdn xudt: Céng ty Cd phin Durge phim 2/9 (Dia chi: 930 C4 dudng C, Khu ¢dng nghiép Cat Lai, cum 2,

Phurong Thanh My Loi, Quan 2, TP.H6 Chi Minh, Viét Nam)

I |Nadygenor Arginin aspartat 1g [Dung dich [Hop 20 Ong x 5 NSX 36 893110251923 0l
udng ml (VD-27732-17)

2 [Nadypharlax Mai goi chira Thube bot  [Hép 20 Géi x NSX 36 893100252023 0l
Macrogol 4000 10g |udng 10,21 g (VD-19299-13)

3 |Allopurinal 300 {Alopurinol 300mg  |Vién nén Hép3vix 10 NSX 36 893110252123 01
vién (VD-25103-16)

4 [Atorvastatin 20  |Atorvastatin (duéi | Vién nén Hop 3 vix 10 NSX 36 893110252223 01
dang Atorvastatin  |bao phim vién; Hop 10 vi (VD-30253-18)

calci) 20mg x 10 vién

5 |Fexnad 180 Fexofenadin Vién nén Hop1vix 10 NSX 36 893100252323 ]

hydroclorid 180mg |bao phim  |vién (VD-29639-18)

2. Co'sé ding ky: Céng ty Cd phan Dugc Pham Imexpharm (Dia chi: Sé 04 DPudng 30/4, Phuong |, TP.Cao Lanh, Dong
Thap, Viét Nam)
2.1. Co s& san xuét: Chi nhénh 3 - Céng ty CPDP Imexpharm tai Binh Dwong (Pia chi: $6 22, Pudng s6 2, Khu cng
nghiép Viét Nam - Singapore II, Phudng Hoa Phi, TP. Thi Dau Mét, Tinh Binh Duong,Viét Nam)

6 |Cefoxitinl g Cefoxitin (dudi Thuoc bét  |[Hoép 1 Lo x | USP hién 24 893110252423 01
dang cefoxitin pha tiém gam; Hép 10 Lo hanh (VD-26841-17)
natri) 1g X 1 gam.
7 |Ceftizoxim lg Ceftizoxim (duéi | Thudc bét Hop 1 Lox lg; [USP hién 24 893110252523 0l
dang ceftizoxim pha tiém Hop 10 Lox 1g hanh (VD-29757-18)
natri) 1gam
8 |Imedoxim 100 Cefpodoxim (duéi  |Vién nén Hop 03 vix 10 [USP hién 24 893110252623 0l
dang Cefpodoxim  |bao phim Vién hanh (VD-27890-17)
proxetil) 100mg
9 |Imetoxim 1 g Cefotaxim (dudi Thudc bot  |Hép 1 Lox | NSX 24 893110252723 01
dang Cefotaxim pha tiém gam, lo thay (VD-26846-17)
natri) lg tinh; Hop 10 Lo
x | gam, lo thiy
tinh
10 |Imexime 200 Cefixim (dudi dang |Viénnang  [Hop 02 vix 10 NSX 24 893110252823 0l
cefixim trihydrat) |cimg vién (VD-30399-18)
200mg
11 |Zanimex 250 Cefuroxim (dudi  |Vién nén Hop2vixSvién| NSX 36 893110252923 0l
dang Cefuroxim bao phim (VD-20746-14)

axetil) 250mg

2.2. Co sé san xuat: Céng ty C6 phin Dugc Pham Imexpharm (Pia chi: S4 04, Buong 30/4, Phuomg 1, TP, Cao Lanh,
Tinh Dong Thép, Viét Nam)
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ST Tén thudc Hoat chét chinh - | Dang bio | Quy cdch déng | Tiéu Tubi Sé diing ky Sé
T HAm lrgng ché g6i chufin the gia han l4n
(thng) | (SO dingky | gia
da cap) han
1) 2 3 ) (5) 6 (@) 3 ®)
785 |Vastanic 10 Lovastatin 10mg  |Vién nén Hop 3 vix 10 NSX 36 893100330323 01
vién; Hp 10 vi (VD-30090-18)
x 10 vién; Chai
100 vién
786 |Virnagza Tadalafil 10mg Vién nén Hop 2 vix 2vién| NSX 36 893110330423 01
bao phim (VD-23321-15)
787 | Volgasrene 50 Diclofenac Vién nén Hop 10vix 10 |DBVNIV} 36 893110330523 01
natri 50mg bao phim vién (VD-25552-16)
tan trong

86. Co sé diing ‘k)":‘ Céng ty TNHH Dugc Phim Viét Phic (Dia chi: 155A Tran Hwmg Bao, Phudng An Phd, Quin Ninh
Kiéu, Thanh ph6 Can Tho, Viét Nam)

86.1. Co s& sin xudt: Céng ty TNHH Dugc Phim Viét Phic (Dia chi: 155A Trin Hung Dao, Phudmg An Phi, Quén Ninh

Kiéu, Thanh phé Cin Tho, Viét Nam)

788

Kem bdi da Kélog

Ketoconazol

0,2¢/10g
(Ketoconazol 2%)

Kem bbi da

Hép | Tuyp x 10
g

NSX

24

893100330623
(VD-30826-18 )

]|

87. Co sé ding ky: Cong ty TNHH Hasan - Dermapharm (Dia chi: Pudng s6 2, KCN Pdng An, phuémg Binh Hoa, thanh
phé Thuén An, tinh Binh Duong, Viét Nam)

87.1. Co s& sin xuit: Cong ty TNHH Hasan - Dermapharm (Dja chi: Dudng sé 2, KCN Péng An, phuémg Binh Hoa,
thanh phé Thuin An, tinh Binh Duong, Viét Nam)

alendronat
trihydrat) 70mg;
Vitamin D3 (dudi
dang
Cholecalciferol
100.0001U/g)
5600IU

x 02 vién; Hop
10 vi x 02 vién

789 | Acehasan 100 M&i g6i 2g chira:  [Thudc com  |Hop 30 géi 2g NSX 24 | 893100330723 | 01
Acetylcystein thudc cém (VD-28535-17)
100mg

790 | Acehasan 200 Modi goi 3g chira:  [Thudc com |Hop 30 g6ix3g | NSX 24 | 893100330823 | 01
Acetylcystein (VD-30095-18)
200mg

791 [Alenbe Plus Acid alendronic Vién nén Hop 02 vi x 02 NSX 24 893110330923 01

70mg/2800 TU (duéi dang natri vién; Hop 04 vi (VD-25969-16)
alendronat x 02 vién; Hop
trihydrat) 70mg; 10 vi x 02 vién
Vitamin D3 (dudi
dang
Cholecalciferol
100.0001U/g)
28001V
792 | Alenbe plus Acid alendronic Vién nén Hop 02 vix 02 NSX 24 893110331023 0l
70mg/5600 TU (dudi dang natri vién; Hop 04 vi (VD-25970-16)
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ST Tén thudce Hoat chit chinh - { Dang bao | Quy cich déng Tiéu Tubi $6 ding ky S6
T Ham lugng ché goi chuin tho gia han lin
(thing) | (S6 dingky | gia
da c:’ip) han

1) 2) 3) @ &) 6 ) (8) ®

816 |Malibic 15 Meloxicam 15mg | Vién nén Hop 01 vix 10 NSX 36 893110333423 01

vién; Hop 03 vi (VD-30996-18)
x 10 vién; Hop
05 vix 10 vién;
Hop 10 vix 10
vién
817 [Malibic 7,5 Meloxicam 7,5mg |Vién nén Hop 01 vix 10 NSX 36 893110333523 01
vién; Hop 03 vi (VD-30997-18)
x 10 vién; Hop
05 vi x 10 vién;
Hop 10 vix 10
vién
818 [Premilin 150mg  |Pregabalin 150mg |Viénnang |Hdp 03 vix 10 NSX 36 893110333623 01
cung vién; Hop 05 vi (VD-29488-18)
x 10 vién; Hop
10 vix 10 vién

819 |Rosenax 35 Natri risedronat Vién nén Hap 01 vix 04 USP 43 36 893110333723 01
(duéi dang Natri bao phim  |vién; Hop 02 vi (VD-28553-17)
risedronat x 04 vién; Hop
hemipentahydrat) 05 vix 04 vién
35mg

820 |Rosenax 75 Natri risedronat Vién nén Hop 01 vix 02 USP 43 36 893110333823 01
(dudi dang Natri bao phim vién; Hop 02 vi (VD-28554-17)
risedronat x 02 vién; Hop
hemipentahydrat) 05 vix 02 vién
T5mg \

821 | Venlormid 5/1,25 |Perindopril arginin |Vién nén Hop 01 vix 30 NSX 36 893110333923 x|\ 01
5mg; Indapamid bao phim vién; Hop 03 vi (VD-28557-17)
1,25me, x 30 vién; Hop ;

05 vix 30 vién; /
Hop 10 vix 30
vién

822 Viritin 4 mg Perindopril tert- Vién nén Hop 03 vix 30 NSX 24 893110334023 01

butylamin 4mg vién; Hop 10 vi (VD-23961-15)
x 30 vién; Hop
06 vi x 30 vién
823 | Viritin 8mg Perindopril tert- Vién nén Hop 03 vix 10 NSX 36 893110334123 01
butylamin 8mg vién; Hop 05 vi (VD-29491-18)
x 10 vién; Hop
10 vix 10 vién
824 |Viritin plus Perindopril tert- Vién nén Hop 01 vix 30 NSX 36 893110334223 01
2/0,625 butylamin 2mg; vién; Hop 03 vi (VD-25977-16)

Indapamid 0,625mg

x 30 vién; Hop
05 vix 30 vién;
Hop 10 vi x 30
vién
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BOYTE C()NG HOA XA HOI CHU NGHIA VIET NAM @s,
MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM s
CUC QUAN LY DUQC Dic 14p - Ty do - Hanh phiic LT
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - }Happiness

138A Giang V5 - HA N§i - Vidt Nam

P LU'U HANH SAN PHAM
ARKETING AUTHORIZATION
Viritin plus 2/0,625

1

Tén thud
Name of D

Thanh phan & Perindopri tert-butylamin 2mg; Indapamid 0,625mg
Active Ingredients,

Qui cach dong gdi, béo ché : Hop 01 vix 30 vién; Hop 03 vi x 30 vién; Hop 05 vi x
Packing Size, Dosage form: 30 vién; Hop 10 vi x 30 vién; Vién nén

Tiéu chudn chét lwgng . TCCs

Quality Specificalion:

Han ding :  36thang

Shelf- life:

S6 gidy phép Iwu hanh san pham (SPK): VD-25977-16

Marketing Authorization Number:

Sb quyét dinh : 547/QB-QLD Ngay cap: 15/11/2016
Approval Decision Number: Date of Issuance:

Hiéu lyc chia gidy phép ltu hanh san pham: ¢ gia trj 05 ndm ké tir ngay clp
Expiration Date of this Marketing Authonzation:

Tén co s& dang ky . Cong ty TNHH Hasan-Dermapharm &
Name of Marketing Authorization Holder )
Bia chi : Puong sé 2 - Khu Cong nghiép Bdng An - Phudng Binh -
Address: Héa - Thi xa Thuan An - Tinh Binh Duwong - Vigt Nam ./ §
Tén co s& s3n xuét :  Cdng ty TNHH Hasan-Dermapharm A [E
Name of Manufacturer: :
Bia chi : Puong s6 2 - Khu Céng nghiép Bong An - Phudng Binh + -
Address: Hoéa - Thj xa Thuan An - Tinh Binh Dwong - Viét Nam

Tén co s& déng gébi
Name of Assembler
Bia chi 2
Address. s
o)

Ha Néi, ngay 15 thang 11 nam 2016.

CUC TRUONG CUC QUAN LY DUQC
QIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM -

Ghi Ch U: (Noia)

déng ky thudc 43 dwoc B6 Y té phé duyat.

This markeling authorization has been issued in accordance with t ‘:' g
approved by the Vielnam Minisiry of Health. T
2- Bat cir sy thay i nao v& ndi dung cda gidy phép phai dugc .

Cuc Quan Iy dwoc - BS Y t xac nhan. TRUONG QUOC CUONG

Any vanations of the contants of the markating authorization are required o be : . i
adopted by the Drug Administration of Vietnam.
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