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

VIET PUC Péc lip — Ty do — Hanh phic
S6: 221/CV-VD Thanh phé Ho Chi Minh, ngay 08 thang 6 nam 2024

V/v: thay doi s6 dang ky
cta thude tring thau do dugc gia han
gidy dang ky luu hanh

Kinh giri: SO Y TE TINH PONG NAI

- Cin ctr Quyét dinh s6 776/QB—QLD ngay 19 thang 10 nam 2023 cua Cuc Quan ly Duoc vé
viéc ban hanh Danh muc 435 thuoc san xuét trong nudc duge gia han gidy dang ky luu hanh tai
Viét Nam — Dot 188;

- Cin cur Quyet dinh sb 1572/QD-SYT ngay 16 thang 12 nam 2022 ctia S Y té tinh Pong
Nai vé viéc phé duyét két qua lua chon nha thau (1an 1) G6i thau s6 01: Thude generic.

- Hién tai, Cong ty TNHH Ducrc pham Viét Duc nhan dugc thong bao tir Nha san xuét Cong
ty TNHH Hasan - Dermapharm vé viéc thay déi s6 dang ky luu hanh va cac thong tin khac khong
thay doi. Thuc hién theo Diém ¢ Khoan 3 Dreu 15 Thong tu 07/2024/TT-BYT, chung t61 kinh dé
nghi Quy So Y té cho phép thay dbi sb gidy dang ky luu hanh méi ddi véi STT HSMT: 1209,
Nhoém: 3, nhu sau:

Tiéu chi S6 ding ky du thiu S6 dang ky méi
S6 dang ky VD-25026-16 893110389523
Tén thude Rosuvas Hasan 5
Nha san xuat Cong ty TNHH Hasan - Dermapharm
Tudi tho 36 thang
Tiéu chuén cht lugng TEES \ NSX

Chiing t6i rat mong nhan duoc sy dong ¥ cua Quy S&'Y té cho phép chung toi dugc cung ung
mit hang trén theo s6 dang ky méi voi cace tiéu chudn khac khong doi so voi hé so du thau,

Tran trong ./.

Ghi chi:
1. Cach ghi tiéu chudn chat lwong thuéc tai cgt (6):
- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tié icu chudn co so (TCCS), In-house ¢o y nghia tiwong

dwong nhau, la tiéu chudn chat hro‘ng thuée do co so san xudt xdy dung va déu co thé dwoe ghi trén nhan
thuée. (Trich tir ghi chii Quyét dinh s6 776/QD-QLD ngay 19 thang 10 nam 2023 cua Cuc Quan Iy Durgc).

Noi nhdn.
- Nhu trén;
- Luu: VT.

mrh \H\E.{HdU HAN 2
DJJC PHﬁM

T e A R 5 P o D T S SN

cong ty TNHH Dwoc pham Viét Birc




’,§/'m -é K"Dbr':iLCucQLén A < 5 Y ~ - > ~ -
% Cﬁh BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
W/ 2 5H€UC QUAN LY DUQC Poc lap - Ty do - Hanh phiic

Sé: 776 /1 QDP-QLD Ha Ngi, ngay 19 thdng 10 nam 2023

QUYET PINH
Vé viéc ban hanh Danh muc 435 thube san xuat trong nuée
dwoc gia han gidy ding ky lwu hanh tai Viét Nam - Dot 188

CUC TRUONG CUC QUAN LY DUQC

- ouge PHS:M
\VIET DSlsr Ludt Duoc s6 105/2016/0H13 ngay 06/4/2016;

' w1 Nehi dinh sé 95/2022/NB-CP ngay 15/11/2022 cua Chinh phi quy
Hh-efttic nang, nh’iém v, quyén han va co céu 16 chire ciia B3 Y té;

Céin cir Quyét dinh s6 1969/0B-BYT ngay 26/4/2023 cua B¢ trucng Bo Y 1é
quy dinh chirc ndng, nhiém vu, quyén han va co cau té chire ciia Cuc Quan ly Duoc
thugc Bo Y té;

Cén cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé truong Bo Y té
quy dinh viéc dang ky lueu hanh thuée, nguyén liéu lam thuée;

Cain cie két ludn ciia Héi dong tw van cap gidy déang ky lwu hanh thude, nguyén
liéu lam thuéc - B Y 16
Theo dé nghi ciia Truong phong Dang ky thuée, Cuc Qudan Iy Duroc.

QUYET DINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh muc 435 thude san xuat trong
nuée duoc cap giéy dang ky luu hanh tai Viét Nam - Dot 188, cu thé:

1. Danh muc 372 thudc sén xuét trong nude dugc gia han gidy dang ky luu hanh
hiéu luc 05 nam (Phu luc I kém theo).

2. Danh muc 56 thudc san xudt trong nude duoce gia han gidy dang ky luu hanh
hiéu luc 03 nam (Phu luc II kém theo).

3. Danh muc 07 thude sén xudt trong nude duoce gia han giéy dang ky luu hanh
hiéu luc dén 31/12/2025 (Phu luc 11l kem theo).

Pidu 2. Co s& san xuat va co s& dang ky thude ¢ trach nhiém: \x &

1. San xuat thubc theo ding cac hd s, tai liéu da dang ky v6i BOY té va phai in Q

56 dang ky dugce Bo Y té Vigt Nam cap lén nhan thude.

I3

I3

2. Chi dugc san xuat, dua ra luu hanh cac thudc kiém soat dic biét khi co Gidy
chirng nhan du diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soat dic
biét phu hop véi pham vi hoat dong ctia co' s6 dap ung quy dinh tai khoan 5 Diéu 143
Nghi dinh sé 54/2017/ND-CP ngay 08/5/2017 ciia Chinh pht quy dinh chi tiét mot s6
diéu va bién phap thi hanh Ludt Dugc.

3. Thue hién viéc cap nhat tiéu chuan chit luong cua thude theo quy dinh tai
Thong tr s6 11/2018/TT-BYT ngay 04/5/2018 cia By ruong Bo Y té quy dinh vé chat
luong thude. nguyén liéu lam thudc.

4. Thuc hién, phéi hop véi co so nhap khau thuc hién theo ding quy dinh tai
Céng van so 5853/QLD-CL. ngay 19/4/2019 ctia Cuc Quan ly Duge vé viéc kiém tra
chat lwong nguyén li¢u lam thude nhém sartan ddi véi cac thude thude danh muc tai
Pidu 1 ban hanh kém theo Quyét dinh nay c6 chia dugce chit thudc nhém sartan

5. Thude duge gia han gidy dang ky luu hanh tai Quyét dinh ndy nhung chua np
ho so cap nhét ndi dung nhan thude, to huéng dan su dung thude theo quy dinh cua
Théng tu 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong B Y té thi phai thye hién




cép nhat theo quy dinh tai diém b Khoan 1 Dleu 37 Théng tu s6 01/2018/TT-BYT trong
thoi han 12 thang ké tir ngay dugc gia han gidy dang ky luu hanh.

6. Sau 12 thang ké tir ngay ky ban hanh Quyét dinh nay, cdc thudc dugc gia han
g1ay dang ky luu hanh theo Quyet dinh nay c6 thay doi vé n6i dung hanh chinh (bao
g0om ca mau nhén va to hudng dan sir dung thudc) phai san xuit va luu hanh véi céc ni
dung da dugc phé duyét thay dbi trong ho so gia han.

7. Co s6 dang ky thudc phai bao dim duy tri diéu kién hoat dong trong thoi gian
hiéu luc cua giay ding ky luu hanh thude, nguyén liéu lam thudc. Trong trudng hop
khong con dép tmg du diéu kién hoat dong, co s& dang ky phai ¢ trach nhiém thuc hién
thay ddi co s& dang ky theo quy dinh tai Thong tu so 08/2022/TT-BYT trong thoi han
30 ngay ké tir ngay co s8¢ dang ky khong con du diéu kién hoat dong.

8. Co s& san xudt thuoc phai bao dam céac diéu kién hoat dong ctia co s& san xut
trong thoi han hiéu luc cia glay déang ky luu hanh thudc, nguyén liéu lam thude.

9. Céac thuoc dugc gia han gidy dang ky luu hanh tai Quyct dinh nay dugc tlep
tuc str dung so dang ky da cép trudce khi gia han trong thoi han t6i da 12 thang ké tir
ngay duoc cap s6 ding ky gia han theo quy dinh tai Phu luc VI ban hanh kém theo
Thong tu so 08/2022/TT-BYT.

10. Phédi hop véi cac co s& diéu tri dé thuc hién theo ding céc quy dinh hién hanh
vé thudce ké don, theo d&i an toan, hi€u qua, tac dung khong mong muodn cua thude trén
ngudi Viét Nam va tong hop, bao cao theo quy dinh tai Diéu 5 Thong tu 50 08/2022/TT-
BYT déi véi cac thude sb thir tw 21, 22, 23, 25 trong Phu luc IT ban hanh kem theo Quyét
dinh nay.

Dleu 3. Quyét dinh nay ¢6 hiéu luc ké tir ngay ky ban hanh.

Diéu 4. Giam déc S¢ Y té cac tinh, thanh pho truc thude Trung wong va Giam
dbc co s san xudt va co s¢ diang ky ¢o thude tai Pidu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhin:

- Nhu Dieu 4; q

- BT. Pao Hong Lan (dé b/c):
- TT. Db Xuén Tuyén (dé b/c 2T ISR T SRR T 1|

- Cuc Quany - Bonuéc phm?a Cuc Y té - Bo Long an? ? 7‘%4 x._/'i./ o % il
- Cuc Y té GTVT - Bé Giao thdng vén tai: R R sl

_CUC TRUONG

- Tong C_L_lc Hai quan - B Tai chinh: N A --;4_-;","; ’,7"-"//
- Bao lucm xa hai Viét Nam; it Vii T K Ciity
-B6'Y té: Vu PC, Cuc QLYDCT, Cue QLKCB, Thanh tra u Luan Cuong

Bg, Van phong HDTV cap GDKLH thude, NLLT;

- Vién KN thube TU. Vién KN thude TP. HCM;

- Téng Cong ty Duoc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vlen ¢o giuong bénh tr ue thudc Bo 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 (T) (02b).




Phu luc I
DANH MUC 372 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY DANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - DOT 188
(Kém theo Quyét dinh s6 776  /QP-QLD ngay 19 thang 10 ndm 2023
cua Cuc Quan Iy Duroc)

STT|  Tén thubc | Hoat chit chinh - | Dangbao | Quy cich déng | Tiéu | Tuoi S6 dang ky | S4 lan
Ham lrong ché goi chuin tho gia han gia han
(thing)| (S dang ky
da cép)
1) 2) 3) @ 5 (6) @) (8) )

1. Co sir ding ky: Céng ty C6 phin Duge phim va Sinh hoc Y té (Dia chi: 31 Ngé Thoi Nhiém, Phudng Vo Thi Sau,
Quan 3, TP. Hb Chi Minh, Viét Nam)

1.1. Co sé san xuét: Chi nhinh Céng ty Co

Tan Binh, Phudng Tay Thanh, Quén Tén Phu, Tp. H& Chi Minh, Viét Nam)

phin Dwgc phidm va Sinh hoc Y t& (Dia chi: Lo I1I-18, duong s6 13, KCN

1 |Alzyltex Cetirizin Vién nén Hop 10 vix 10 NSX 48 893100355823 01
dihydroclorid vién (VD-30582-18)
10mg

2 |Cefaclor 250mg |Cefaclor (du6i Viénnang |Hop2vix 10 DDVN 36 893110355923 01
dang Cefaclor cung vién (VD-25317-16)
monohydrat)
250mg

3 |Fenbrat 100 Fenofibrat 100mg |Viénnang  |Hop 03 vix 10 NSX 36 893110356023 01

cimg vién (VD-24892-16)

7 |Ofbe- Cefadroxil |Cefadroxil (dugi [Viénnang  [Hop 10 vix 10 DDbVN 36 893110356123 01
dang Cefadroxil  [cing vién; Hop 20 vi (VD-22358-15)
monohydrat) x 10 vién
500mg

2. Co sb dang ky: Cong ty 6 phiin Duge phim 2/9 (Dia chi:

Hb Chi Minh, Viét Nam)

2.1. Co'sé san xuit: Cong ty Co phén Dwge phim 2/9 (Dia chi: 930 C4 duo

Phuong Thanh My Loi, Quén 2, TP.H6 Chi Minh, Viét Nam)

299/22 Ly Thuong Kiét, Phuong 15, Quan 11, Thanh phd

ng C, Khu céng nghiép Cit Lai, cum 2.

5 |Fexnad 120 Fexofenadin Vién nén Hop 1 vix 10 NSX 36 893100356223 01
hydroclorid 120mg |bao phim vién (VD-30254-18)

6 |Nadyoflox Ofloxacin 200mg | Vién nén Hop S vix 10 NSX 36 893115356323 0l
bao phim vién (VD-30255-18)

7 |[Sicongast Simethicon 80mg | Vién nén Hop 10 vix 10 NSX 24 893100356423 01
nhai vién (VD-22107-15)

3. Co st ding ky: Cong ty TNHH San xuit Thwong mai Duoc phim Thanh Nam
Pinh, Quan 1. Tp H6 Chi Minh, Viét Nam)

3.1. Co sé sin xuit: Chi nhanh céng ty TNHH SX-TM dugc pham Thanh Nan

Pac Lap. KCN Viét Nam-Singapore, Thi xa Thuan An, Tinh Binh Duong. Viét Nam)

(Pia chi: 3A Dang Tat, Phuong Tan

1 tai Binh Duong (Dia chi: 60 Dai 16

8

Tana-Nasidon

Nefopam
hydroclorid 30mg

Vién nén
bao phim

Hop 02 vix 06
vién; Hop 10 vi
x 10 vién

NSX

(V5]
(@)

893110356523
(VD-30881-18)

0l

4. Co sé diing ky: Cong ty cb ph%‘m dwoe pham Agimexpharm (Dia

phé Long Xuyén, Tinh An Giang. Viét Nam)

4.1. Cor sé san xuat: Chi nhanh cong ty ¢o phian duge phim
Agimexpharm (Dia chi: Puong Vi Trong Phung, Khom Thanh An, P. My

Nam)

Agimexpharm- Nha may san xuat duge pham
Thai. TP. Long Xuyén, Tinh An Giang, Viet

chi: 27 Nguyén Thai Hoc, Phuong My Binh, Thanh

9

Gentritason

Mai tuyp 5 gam
chira: Clotrimazol
50mg;

Kem bdi da

Hop 01 Tuyp x 3
gam

NSX

24

893110356623
(VD3-23-19)

01

=1



33

STT Tén thudc Hoat chit chinh - | Dang bao | Quy cich déng | Tiéu Tudi Sb ding ky S6 lan
Ham lwong ché g6i chuin | tho gia han gia han
(thdng) | (S6 ding ky
da cip)

) 2 3 @ &) © @) 8) &)
334 |Virnagza Fort Tadalafil 20mg Vién nén Hop 2 vix 2 vién | NSX 36 893110389123 01

bao phim (VD-23322-15)
335 |Volgasrene 75 Diclofenac natri  |Vién nén Hop 5vix 10 NSX 36 893110389223 01

75mg bao phim tan |vién, Hop 10 vi (VD-31390-18)
trong rudt x 10 vién; Chai
200 vién

64. Co s& dang ky: Cong ty TNHH Hasan-Dermapharm (Dia chi: Dudng s 2. KCN Pong An, Binh Hoa, Thuén An, tinh
Binh Duong, Viét Nam)
64.1. Co' s6 san xuit: Coéng ty TNHH Hasan-Dermapharm (Dia chi: Duong s6 2, KCN Déng An, Binh Hoa, Thudn An,
tinh Binh Duong, Viét Nam)

336 |Hasanbose 50 Acarbose 50mg Vién nén Hép 03 vix 10 NSX 36 893110389323 01
vién; Hop 05 vi (VD-25972-16)
x 10 vién; Hop
10 vi x 10 vién
337 |Rosenax 5 Natri risedronat Vién nén Hop 02 vix 14 USP 42 36 893110389423 01
(dudi dang Natri  [bao phim vién; Hop 04 vi (VD-25477-16)
risedronat x 14 vién; Hop
hemipentahydrat) 10 vi x 14 vién
Smg
338 [Rosuvas Hasan 5 |Rosuvastatin (duwdi |Vién nén Hop 03 vix 10 NSX 36 893110389523 01
dang Rosuvastatin vién; Hop 05 vi ( VD-25026-16)
calcium) Smg x 10 vién; Hop
10 vi x 10 vién

65. Co sé diing ky: Cong ty TNHH Lién doanh Hasan - Dermapharm (Dia chi: Lo B, duong s6 2, khu cong nghiép Dong
An, phuong Binh Hoa, thi xa Thuén An, tinh Binh Duong. Viét Nam)
65.1. Co so san xuat: Cong ty TNHH Lién doanh Hasan - Dermapharm (Dia chi: Lo B, dudng so 2, khu cong nghiép
Péng An, phuong Binh Hoa, thi xa Thuén An, tinh Binh Duong, Viét Nam)

339 |Amsibed 20 Simvastatin 20mg | Vién nén Hop 03 vix 10 NSX 36 893110389623 01
bao phim vién; Hop 10 vi (VD-26579-17)
x 10 vién
340 |DH-Alenbe plus |Acid Alendronic  |Vién nén Hop 02 vix 02 NSX 24 893110389723 01
70mg/28001U (dudi dang Natri  [bao phim vién; Hop 04 vi (VD-27546-17)
alendronat x 02 vién; Hop
trihydrat 91,36mg 10 vi x 02 vién
70mg;
Cholecalciferol
(Vitamin D3)
28001U
341 |Furosan Furosemid 40mg  |Vién nén Hop 03 vix 10 NSX 36 893110389823 01
vién; Hop 05 vi (VD-26581-17)
x 10 vién; Hop
10 vi x 10 vién

66. Co s diing ky: Cong Ty TNHH Lién Doanh Stellapharm (Dia chi: K63/1 Nguyén Thi Sc, Ap My Hoa 2, Xa Xuan

Thoi Dong, Huyén Hoe Mon, Tp. H6 Chi Minh, Viét Nam)

66.1. Co sé san xuit: Cong ty TNHH Lién Doanh Stellapharm — Chi nhanh 1 (Pia chi: S6 40 dai 1o Ty Do, Khu cong
nghiép Viét Nam - Singapore. Phuong An Phu, Thi x Thuan An. Tinh Binh Duong, Viét Nam)

W




37

STT| Ténthubc |Hoat chat chinh- | Dangbao | Quy cich déng | Tiéu | Tudi Sé dingky | S6lan
Ham lugng ché goi chuin tho gia han gia han
(thang)| (So6 ding ky
da cip)
1) 2 3 4 (5) (6) (7 () ®

74. Co s& ding ky: Cong ty C6 phin Dugc - Trang thiét bi y té Binh Dinh (BIDIPHAR) (Dia chi: 498 Nguyén Thai
Hoc, P. Quang Trung, TP. Qui Nhon, Binh Dinh)

74.1. Co s& sin xuit: Cong ty C8 phin Dugc - Trang thiét bi y té Binh Dinh (BIDIPHAR) (Dia chi: 498 Nguyén Thai
Hoc, P. Quang Trung, TP. Qui Nhon, Binh Dinh)

371 |Bicebid 200 Cefixim (dudi Viénnang |Hop 10 vix 10 NSX 36 893110392823 01
dang Cefixim cung vién; Hop 2 vi x (VD-27256-17)
trihydrat) 200mg 10 vién

75. Co s& ding ky: Cong ty TNHH Reliv Pharma (Dia chi: 410/9 Téan Pha, Khu M3 Gia 1, Phuong Tén Phi, Quén 7,
Thanh phé Hb Chi Minh, Viét Nam)

75.1. Co s& san xuét: Cong ty b phi’in duge phim Trung wong 2 (Dia chi: L6 27 Khu cong nghiép Quang Minh, thi trén
Quang Minh, huyén Mé Linh, Thanh phé Ha Nbi, Viét Nam)

372 |Rexone 2g Ceftriaxon Thudc bot Hép 1 1o; Hop NSX 30 893110392923 01
(dudi dang pha tiém 10 lo (VD-24029-15)
Ceftriaxon natri)
2g

Ghi chu:

1. Cdch ghi tiéu chudn chat luong thudc tai ct (6):

- Nha san xudt (NSX), Tiéu chudn nha san xuat (TCNSX), Tiéu chudn co so (TCCS), In-house cé y nghia twong duong nhau,
la tiéu chudn chat luong thuée do co sé san xudt xdy dung va déu c6 thé auoc ghi trén nhan thuéc.

" Céch viédt tét cde tiéu chudn chat luong dugc dién: Dugc dién Viét Nam (DDVN), Dugc dién Anh (BP), Dicgc dién My
(USP), Dugc dién Nhét Ban (JP), Duge dién Trung Quoc (CP), Durge dién Chéu éu (EP), Duge dién Quéc té (IP)...

2. 86 ddang ky tai cot (8):

- 86 déng ky gia han la 6 déing ky dwoc cap theo quy dinh tai Phu luc VI Thong tue 08/2022/TT-BYT ngay 05/09/2022 cua
Bo truong B6 'Y té quy dinh viéc dang ky lwu hanh thuée, nguyén liéu lam thuéc.

. S6 ddng ky da cdp (dwoc ghi trong ngode don) la so dang ky da dwoc cap trude khi thuéc dwoc gia han theo quyét dinh

nay.




/g : I.s bai: Cuc Quan
Q@? winse  BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
“% " CUC QUAN LY DUQC ~Djc lap — Ty do — Hanh phiic
S6: 123 /QP-QLD Ha Néi, ngay 26  thang 02 ndm 2024
QUYET PINH

#é-viéc_cong bo Danh muc thude cé chimg minh twong dwong sinh hoc cé

98
i C‘,\» thay dbi, b sung thong tin thudc Pot 2 — nim 2024

CUC TRUONG CUC QUAN LY DUQC
7 Ludt Dugc s6 105/2016/QH13 ngay 06/4/2016;

o4 ctr Nghi dinh so 95/202 2/ND-CP ngay 15/11/2022 cua Chinh phi quy
dinli-etirc nang, nhiém vu, quyen han va co cdu 6 chite ciia B6 Y té;
Cén cit Thong fir s6 08/2022/TT BYT ngay 05/9/2022 cua B6 trieong Bo Y
té quy dinh viéc déng ky luu hanh thuée, nguyén liéu lam thuée;

Céin cir Quyét dinh s6 1969/0D- -BYT ngay 26/04/2023 cua Bé truong Bo
Y té quy dinh chirc nang, nhiém vu, quyén han va co cau 16 chire ciia Cuc Quan
Iy dwoc thuée Bo Y 1é:
Theo dé nghi ciia Truong phong Pang ky thuée, Cuc Quan Iy Duoc.
QUYET PINH:
Piéu 1. Cong b6 Danh muc 36 thudc c6 chimg minh twong duong sinh

hoc c6 thay doi, b6 sung thong tin - Dot 2 ndm 2024 theo Phu luc kém theo Quyét
dinh nay.

Diéu 2. Quyét dinh nay ¢ hiéu luc ké tir ngay ky ban hanh.

Piéu 3. Giam déc So Y té; Giam ddc bénh vién, vién c6 giudng bénh truc
thude Bo Y té; Giam dbc co sé san xut thudc c6 thube duge cong bo tai Diu 1
va Tha truéng cac don vi ¢6 lién quan chju trach nhiém thi hanh Quyét dinh

nay./.
Noi nhin: KT. CUC TRUONG

- B§ truong Dao Hong Lan (dé ble):
- Thir truang DS Xudn Tuyén (de b/c):
- Cuc truong Va Tuén Cuong (dé ble);
- Bao hiém xi hoi Viét Nam;
-CucQuany-Bo Quéc phong;
-Cuc Y té - Bd Cong an;
- Cuc Y té giao thong vén tai - B GTVT: -
-Ba& Y té: VPB. Cuc QLKCB, Cuc KHCNDT, Thanh tra Nguyén Thanh Lam
Bo, Vu PC, Vu BHYT, Vu KHTC:
- Vién KN thuée TU. Vién KN thude TP. HCM;
- Higp hoi Doanh nghiép dugc Viét Nam;
- Trung tdm mua sdam tap trung thude QG:
- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN; P.QLGT,
VPC;
- Website cua Cuc QLD:
- Luu: VT, BDKT (02 ban).

- Nhu Diéu 3; PHO CucC TRUONG

https:/fdav.gov vnfquyel—d:nn-sn-1Zaqdrqld—ve-wec-cong-bo-danh—muc-1huoc-cc-chung—minh-tuong-duung—smh-hoc—m-thsy-dm-hn- 5ung—lhong-lin-thuoc-dot-zf%E2“ﬁ.-80'}‘;93-nam-2024—n4291 html
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-

46.00 mm

» 20.00 mm-=

DUGC PHAM

100.00 mm

= 20.00 mm—=

RX Thuéc ké don

Hdp 03 vi x 10 vién nén

ROSUVAS HASAN(_ 5 )

Rosuvastatin 5 mg s £ £
{dudi dang Rosuvastatin calci) 5 2, =
Co so san xuat g — E =0
CONG TY TNHH HASAN - DERMAPHARM [ HASAN | @
S 3

Puwang s 2. KCN Dong An, Binh Duong, Viét Nam

NSX
HD

Chi dinh, Chéng chi dinh, Ligu lgng, Cach

Thanh phén

Rosuvastatin calci. . dung, Trong tac, Tac dyng khéng mong
(tuong auangRasuvas!a.m : muén, Than trong va céc thong tin khac: Xin
Tadugec.... v 1vign dochudng dinsi dung.

Bao quan nm khd E!um 30 (‘ T!anh anh sang.
Tiéu chuén co' sé.
SBK - Reg. No.:

RX Prescription only

DE XATAMTAY TREEM )
BOC KY HIFONG DAN SIF DUNG TRUGC
KHI DUNG!

03 blisters x 10 tablets

ROSUVAS HASAN(_ 5 )

O m—

N

#:

e Rosuvastatin 5 mg

s — tin the form of Rosuvastatin calcium)

O S—

o e Manufacturer .

b HASAN - DERMAPHARM CO,, LTO. [HASAN |
——et®

Road No. 2, Dong An industrial Park. Binh Duong, Vietnam

Composition Indications, Contraindications, Dosage and
Rosuvastatin calcium..... .. ..52mg Administration, Interactions, Undesirable
(equivalent to Rosuvastatin Smg) effects, Precautions and other information:

Excipients .g.s. 1tablet
Store in a dry place. b:.lo 30%C
Protect from light

Manufacturer's specification

Read carefully the enciosed leaflet

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE DIRECTIONS /,’
BEFORE USE!

CONG T

TNHH

HA SAN

TONG GIAM DOC
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46.00 mm

3.00 mm ==

s

|

ROSUVAS
Ho6p 05 vix 1
Kich thwdce: 100

o 100.00

RX Thuéc ké don

HASAN 5
0 vién nén
X46 X 23 mm

mm = 23.00 mm -

Hop 05 vi x 10 vién nén

ROSUVAS HASAN(_ 5 )

Rosuvastatin 5 mg
{duwéi dang rosuvastatin calci)

Co s& san xuét

CONG TY TNHH HASAN - DERMAPHARM

Duéng s6 2, KCN Déng An, Binh Duong,

Thanh phan

Rosuvastatin calci... SUTUURRDROR.. ¥ 1 |
{twong d’uong Roswas!afm . 3 mg)
Tadugc... —_— vd 1vién

Bdo quan noi khd, dwdi 30°C. Tranh anh sang
Tigu chuéin co sd.
SPEK - Reg. No.:

RX Prescription only

ROSUVAS HAS

Rosuvastatin 5 mg
{in the form of Rosuvastatin calcium)
Manufacturer

HASAN - DERMAPHARM CO., LTD.
Road No. 2, Dong An Indusirial Park, Binh

Compaosition

Rasuvastatin calcium ... 5.2mg
fequivalent to Rosuvastatin s5mg}
Excipients.........coumiiiia ...4q.s. 1tablet

Store in a dry place. below 30°C
Protect from light
Manufacturer's specification

| HASAN |

Viét Nam e ————

Chi dinh, Chéng chi dinh, Liéu lweng, Cach
dung, Twong tac. Tac dung khéng mong
mudn, Thén trong va céc thong tin khic: Xin
dochurdng dén sir dung.

DE XA TAM TAY TRE EM

DOC KY HUONG DAN SUF DUNG TRUGC
KHI DUNG!

05 blisters x 10 tablets

Na®

Duong, Vietnam ——

Indications, Contraindications, Dosage and
Administration, Interactions, Undesirable
effects, Precautions and other information:
Read carefuily the enclosed leafiet

KEEP QUT OF REACH OF CHILDREN
READ CAREFULLY THE DIRECTIONS
BEFORE USE!

$616 SX - Balch No.:

*

- Mig. Dale:

- Exp. Dale:

NSX
HD

\

-

TONG GIAM BOC

N\
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ROSUVAS HASAN 5

Hop 10 vi x 10 vién nén
Kich thwdc: 100 x 46 x 46 mm

46.00 mm

100.00 mm -

=

ot 46.00 mm

46.00 mm
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|
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RX Thubc ké don Hop 10 vix 10 viennén |

ROSUVAS HASAN(_ 5 )

Rosuvastatin 5 mg
{duti dang Rosuvastatin calci)

Co s& san xuét T
CONG TY TNHH HASAN - DERMAPHARM [ HASAN |
Pudng sb 2, KCN Béng An, Binh Dong, Viét Nam ————
ROSUVAS HASAN @ Hop 10 vi x 10 vién nén
Thanh phan Chi dinh, Chéng chi dinh, Liéu lrong,
Rosuvastatin calci...................52mg Cach diung, Twong tic, Tac dung khéng
{(tvong duong Rosuvastatin......5 mg) mong muédn, Than trong va cac théng
T&dUQC. ..o vd 1 vign  tinkhéc: Xin doc hudng din st dung.
Bao quan noi kho, durdi 30°C
Tranh anh séng. DE XA TAM TAY TRE EM
Tiéu chuén co s¢ DOC KY HUONG DAN SUF DUNG
SBK - Reg. No.: TRUOC KHI DUNG!
RX Prescription only 10 blisters x 10 tablets

ROSUVAS HASAN( 5 )

Rosuvastatin 5 mg
{in the form of Rosuvastatin calcium)

Manufaclurer
HASAN - DERMAPHARM CO., LTD.
Road No. 2, Doag An industrial Park, Binh Duong, Vietnam e il

ROSUVAS HASAN( 5 10 blisters x 10 tablets
Composition Indications, Contraindications, [
Rosuvastatin calcium..............52mg Dosage and Administration, i :
(equivalent to Rosuvastatin.......5mg) Interactions, Undesirable effects, liﬁ. _
Excipients q.s. 1tablet Precautions and other information: \ A
Read carefuily the enclosed leaflet.

Store in a dry place. below 30°C KEEP QUT OF REACH OF CHILDREN
Protect from light READ CAREFULLY THE DIRECTIONS

Manufacturer's specification BEFORE USE!
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BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pic lip - Tw do - Hanh phic

8é: £63 /QLD-PK Ha Noi, ngay ALY thing 7 nam 2021
V/v thay déi, bd sung thudc da duge
cép gidy dang ky luu hanh

Kinh giri: Cong ty TNHH Hasan-Dermapharm
Pia chi: Pudng s6 2 - Khu Céng nghiép Pdng An - Phudng Binh Hoa -
Thanh phé Thuin An - Tinh Binh Duong.

Cuc Quan ly Dugc nhéan dugc ho so sd 1360/BSTDTN ngay 22/09/2020 va
céc tai liéu lién quan cua cong ty bd  sung hd sosb 3 121/TDTN ngay 21/08/2018 cua
cong ty vé viée thay ddi, bo sung déi vai thude da duge clp gidy dang ky luu hanh;

Cin ctr Thong tu sé 32/2018/TT-BYT ngay 12/11/2018 cta B truéng BO Y
té quy dinh viéc déng ky luu hanh thudc, nguyén liéu lam thudc; Thong tu s6
01/2018/TT-BYT ngay 18/01/2018 cua B Y té quy dinh ghi nhan thudc, nguyén
liéu lam thudc va to huéng dén st dung thude;

Can ct két luén tai Bién ban tham dinh hd so thay d6i/bd sung clia cong ty,
Cuc Quan ly Dugc 6 v kién nhu sau:

Dong y dé cong ty dugc thay ddi t& hudng déan sir dung d6i véi thube Rosuvas

Hasan 5, s0 ding ky VD-25026-16. Oh X
T& hudng dan sir dung thay déi duge dong déu xéc nhan cua Cuc Qua A o 3
Duoc kém theo Cong vén nay. {‘u / Q {fﬂ\"v‘ o
Ngoai ndi dung duoc thay ddi trén, tat ca cac ndi dung khac gitr nguyén nhu Opr ¥ L]
Uz.n
hd so dang ky thude luu tai Cuc Quan ly Dugc. \ \ o &

Cdng ty dang ky, co s¢ san xuét phai chiu trach nhiém vé chit luong dbi vm\
thude luu hanh (rén thi truong va cé trach nhiém thong bao su thay dbi nay dén cac
co quan lién quan va khach hang.

Sau 06 thang ké tix ngay ky cong van nay, cong ty khéng duoc san xuat thubc
trén véi cac ndi dung cii da dé nghi thay doi.

Cuc Quan ly Dugc théng bado dé cong ty biét va thue hién dung cac quy dinh
ctia Viét Nam vé san xuét va luu hanh thudc./.

Noi nhin: _=KE,. CUC TRUONG

-Nhwwén; : “3‘~PHQ CUC TRUOGNG
- Cuc trudng (dé b/c); p

- Luu: VT, DK (QV).

“‘wlm{;:}- =

Ngu¢én Thanh Lam
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Tarong téc cia thube

.

Phéi hop rosuvastatin véi céc thude khic ca thé diin dén ting hoge
gidm tic dyng cia rosuvasiatin, Che tirong tic cinhruy:

Anh hieong ciiathube phdl hgp dén rosuvastatin:

Chit tre ché protein vin chuyén: Rosuvastatin 1a chit nén cho cac
protein viin chuyén nhu OATP1B1 vii BCRP. Khi phéi hop thude (e
ché protein vin chuyén c6 thé lam ting ndng 44 cla rosuvastatin trong
méu gy nguy co chcbénh 1y véco.

Cyelosporin: Gia tri AUC cin rosuvastatin cao hem gip 7 1in khi phéi
hgp vdi eyclosporin. Nbng dd cyclosporin khéng bj anh hurimg.

Chdt tre ché protease; Co ché chua 1d ring, cde nghién ciru cho thily
phibi hop chét ire ehé protease voi rosuvastatin 1im ting sy hip thu
rosuvastatin vao miu.

Gemfibrozil va cde thude ha lipid khéc: Phdihop 1am ting C,.. v AUC
cliarosuvastatin,

Ezetimib: Phéi hgp 10 mg czetimib vdi 10 mg rosuvastatin lam ting
AUC ciiarosuvastatin 1én 1,2 1in & bénhnhdn ting cholesterol mau.
Cde antacid: Phéi hop rosuvastatin voi cic antacid chim nhom vi
magnesi hydroxyd lam giam ndng d¢ rosuvastatin trong huyét rang
khoing 50%. Nén dung 2 thude cach nhau 2 gitrdé tranh tuong téc.
Erythrontycin; Phbi hop erythromycin vii rosuvastatin lam giam 20%
AUC v 30% C_, ciua rosuvastatin, co thé 14 do erythromycin lim tang
nhu dfng rudt.

Enzym cytochrom 1'450: Két qua tir thir nghi¢m in vitro v in vivo
chimg 16 ring rosuvastatin khéng phii 1 chit e ché hoje cim img
enzym cytochrom P450, Hon nira, rosuvastatin 14 cht nén yéu cho cic
isoenzym ndy, Khong ghi nhn cfic twong tde lién quan vé 1im sing
giita rosuvastatin vari fluconazol (chit ire ché CYP2CY va CYP3IA4)
holicketoconazol (chit trc ché CYP2A6vA CYP3A4).

Cde tiwamg tdc cdn didu chink lidu rosuvastatin: Phdi hop rosuvastatin
v6i chic thube khic lam ting sy hép thu rosuvastatin vio méu nhu:
cyclosporin, atazanavir, simeprevir, lopinavir, clopidogrel,
gemfibrozil, cltrombopag, dorunavir, tipranavir, dronedaren,
itraconazol, ezetimid, fosamprenavir, aleglitazar, silymarin,
fenofibrat, rifampin, ketoconazo!, fluconazol, erythromycin, baicalin.
Ank thuedng cia rosuvastatin dén thude phdt hop:

Chet ddi kheng vitamin K (warfarin, coumarin): Phbi hop rosuvastatin
v6i che chiit ddi khing vitamin K c6 thé dn dén thng gid trj INR.
Neumg hofic gidm lidu rosuvastatin ¢6 thé lam gidm INR. Cin theo doi
gid trj INR dé kidm soat.

Thuée tranh thai duimg udng/ ligu phéip thay thé harmon (HRT): Phéi
hop rosuvastatin véi thude ngira thai dudmg ubng lim ting 26% AUC
ciia ethinyl estradiol v 34% AUC cia norgestrel. Luu ¥ sy ting nbng
d6 cic chfit ndy trong huyét twong khi chon thude ngira thei. Chuu c6
dit ligu duge ding hoc trén nhimg bénh nhin dimg phéi hop
rosuvastatin véi HRT, vi vy khong thé logi triz kha niing c6 tée dyng
tuomg tyr. Tuy nhién, két hop niy di dugc sir dung rong rdi & phy n
trong céc thirnghi¢m 14m sang va di dung nap1dt,

Digoxin: Dy trén chc dif i nghién eiru vé wrong tac thude khang
thdy c6 twong tée ding ké v 1am sing khi phdi hop rosuvastatin voi
digoxin.

Acid fusidic: Cée nghién ciru tuong tic rosuvastatin va acid fusidic
chua duge thie hign, Nhir véi statin khie, cdc tnrémg hop tiéu co vin
da duge bio cfo khi ding phdi hop. Khuyén cio khdng nén phdi hop,
néu phéi hgp phai giam sit chiit che (xem thém & muyc “Thdn trong va
canhbdo™).

Ciic tiorneg tde klde:

Gemfibrozil v cdc thudc ha cholesterol méu nhém fibrat khéc, niacin
liéu caa (> 1 g/ngény, colchicin: Ding phéi hop vai rosuvastatin tng
nguy cothn thirong co.

CI¥t ire chié protease ciia HIVva HVC: Sir dung clng véi rosuvastatin
€0 thé lam tAng nguy co gy tdn thuong co, nghiém trong nhiit latiéu co
vin, thin hir dén dén suy thin vii c6 thé gdy tirvong.

Tré em: Clic nghién ciru twong the chi duge thyre hign & ngudi lon, Mirc
40 twomgg the & tré’em chua dugye biét dén,

Tromg ky, cin thube
Khong ap dung.

TACDUNG KHONG MONG M1
Ciic téc dyng khong mong mudn dwge phin nhém theo tin sudt: rit
thuimg £4p (ADR > 1/10), thudmg gdp (1/100 < ADR < 1/10), it gdp
(1/1.000 < ADR < 1/100), hiém gip (1/10.000 < ADR < 1/1.000), rit
hiém gap (ADR < 1/10.000), khong rd thn sudt (tn sudt chua du
tinh tirnhimg dit ligu ¢6 siin) i
Cée tie dung khong mong mudn duge ghi nhin khi dung fosuvastdlin
thuémg nhe vi thodng qua. Téc ddng trén thin, co xwong vi gan: xem
thém & muc ™ Then trong va canh bio™.

Gibng nhur cic ehilt re ché HMG-CoA reductase khic, cie tie dung
khdng mong mudn phy thudc vio liéu ding.

- Mduvahg baeh huyér: Giam tiu chu (hiém gap).

- H¢miéndjch: Phin img qui min, bao gdm phitmach (hiém gip),

- Ngitiét: Ddi thito duong (thuing gip).

- Tcim thdn: Trim cim (khang rd tin sudt).

- Thdn kinh: Dau diu, chong mat (huémg gdp). Da day thin kinh, mét i
nhd (rht hiém gap). Bénh 1§ thiin kinh ngoai bién, ngd khang yén (mit
ng, ic mdng) (khong rd thn sudt),

- Héhdp: Ho.kho thér (khong ro tdn suft).

- Tiéuhda: Tho bon, budn ndn, dau bung (thudng gap). Viém tyy (hiém
2iip). Tiéu chiy (khong rdtin sudt),

- Ganmt: Thngmen gan (hiém gip). Vang da, viém gan (et hiém giip).

- Da va m6 duti da: Ngira, phit ban, mé day (it giip). HOi chimg
Stevens-Johnson (khong rd tin sufit).

- Corxwomg khop vt mé fién kér: Dau co (thuimg gip). Bénh 1y vé co

(buo gbm i viém ca), tidu covin (hidm gdp). Dau khop (rithiém gip).

(khong d thn sudit).

- Thanva tiénigu: Tiduramau (rdithiém gp).

- Cogquansinhsdn, tuyénvii: Nirhoa tuyén vii (cht hidm pap).

- Réi loan tocn thenva tai ché: Suy nhuge (thuémg gip). Phiné (khang
ro thn sult).

- Téedyng khéng mong muén khic dd duge bao cdo bio gom: suy gidn
nhiin thirc (mAt trinha, 16 13n....), tng dudmg huyél, ting HbA Le.

- Cie tde dung khong mong muin sau ddy dd dese bao cdo vei mgt 50
statin: R6ilogn chire nang tinh dyc, bénh phéi k& die bigt 1 khi diduri
dai han, ty 1€ bio cdo ciia tiéu cor vin, cdc bién cb trén thiin vi trén gan
nghiém trong coo hon d liu 40mg.

- Ngitng thude va dén gilp bde s§ ngay Igp tiee néu bénh nhin gip phai
bit k§ phan {mg dj émg nio bao gdm khé tha, kém hofic khing kém
theo sumg mitt, mdi, ludi vivholic hong: sumg mit, mdi, ludvi vivhojc
hong gy khé nudt; ngira da nghiém teong. Ngirg thudc va théng bdo
cho bde s§ ngay Igp tice néu bénh nhan ¢ bit ky con dou bit thiromg
no @ co vitkéo dat.

QUALIEUVA CACHXU'TRI

Triguchimg
"Triéu chimg qui liéu bao gdm mt hofc nhiéu cée trigu chimg da duge
néu trong muc tie dung khdng mong mubn (tiry theo mire qui lidu).

Ciich xir trf
Khéng 6 phuong phap diéu trj ddc hicu khi dang thube qué lidu. Khi
quit liew, bénh nhin nén duge diéu tri tridu chirmg va &p dung cic bién
phap hd try khi ciin thiét, Nén theo ddi chire ning gan vi ndng do
creatin kinase, Vige thim phan mdu cd thé khing co lyi.

PUGC LYCHOQC

Phiin logi dage I§: Thudc ire ché HMG-CoA reductase.

MREATC: C10AAQ7.

Cochéticdyng

- Rosuvastatin la mdt chit (rc ché chon loc va canh tranh enzym HMG-
CoA reductase, 1 enzym xic tic qud trinh chuyén dbi 3-hydroxy-3-
methylglutaryl coenzym A thinh mevalonat, mdt tién chdt cin
cholesterol. Vi tri tie dong chinh ciia rosuvastatin la gan, ca quan dich
ldm gidm cholesterol.

Rosuvastatin lam tang 56 luemg thy thé LDL trén bé mdt 1& bie o gan,
L tfing hép thu vi dj hod LDL vil ire ché sy tong hop VDL ¢ gan, do
6 1am gidm cde thanh phin VLDLvALDL,

Thedyng duge hye

M bing 1), Rosuvastatin clng lim gidm cic 1y
T Tehaleste

Rosuvastatin lam giam nong do LDL-cholesterol, cholesterol t
phén vii triglycerid; lim ting HDI-cholesterol. Thude eiing lim gidm

ga.!éu.}mam. non HPL-C, VLDL-C, VLDL-TG va lim ting ApoA-I (xem

G ¢ LDL-C/HDL-C,

oin phin/HDL-C, non HDL-C/HDL-C va ApoB/ApoA-L
Mire dep g theo lidu & binh nhan tang cholesterol mdu nguyén phat
(logi Have Hb) (mive thay déi trung bink (%) so vé frudre khi dién r):

84 C Non i
Lidu | bénh _._N_ 10dn :,Mu._, TG | HDL | Apob .:u..;
nhin phin ) C
Gia
duge 13 -7 -5 3 -3 -7 <3 a
5 17 -45 -33 13 -35 44 =38 4
10 17 -52 -36 14 =10 48 42 4
20 17 -55 -40 8 -23 -51 -46 5
40 18 -63 -16 10 -28 =60 -54 0

Hidu qui tri liéu dat duoc trong vong 1 tuin sau khi bt diu didutriva
90% diip {mg 101 wu trang 2 tudn. Dip img 16i wu thuimg dat duge vao
khodng 4 tufin va dugce duy trisau do.

D an toin v hifu qua livm shng
Réi loan gdn, doi khi dit gin, bénh hiy co do trung gian miln dich - Rosuvastatin cé hitu qui & bénh nhiin nguei l6m ting cholesterol mau.

¢ hay khing co tang triglycerid méu, bét ky ching tde, gidi tinh hay
wdi tic vi & nhitng nhom bénh nhan dac biét nhir dii thao duamg hofie
tang cholesterol mau gia dinh,

Tir dir ligu nghién ciu pha 111, rosuvastatin duge chimg minh ¢o b
quii trén hilu hét cée bénh nhiin ting cholesteral miu logi Ha v
(LDL-C trung binh trircre khi diu tri khodng 4,8 mmol/1) theo cic mue
tién huomg dan diéu tri ciia HGi Xo Vit Mach Miu Chiu Au (EAS:
1998); khodng 80% bénh phin didu trj biing rosuvastatin 10 mg da dat
duge chie muc tiéu didu tri cia EAS vé ndng 46 LDL-C (<3 mmol /).

DUTGIC BONG HOC

Héip thu: Nong d6 dinh cia rosuvastatin trong huyét twemg dat duge
khodng, 5 gitrsau khi ubng. Sinh kha dyng wyét doi khoing 20%.

Phin bé: Rosuvastatin phin bd rdng i & gan —nai chi yéu thng hop
cholesterol va thanh thai LDL-C. Thé tich phin b cia rosuvastatin
Kkhodng 134 lit. Khoiing 90% rosuvastatin két hop vai pratein huyét
twong, chi yéu li véi albumin,

Chuyén héa: Rosuvastatin it by chuyén hod (khodng 10%).
nghién cin in vitro vé chuyén hod cé st dung ede 1¢ bido gan nguai cho
thiiy rasuvastatin 14 mot chit nén yéu cho sy chuyén hod qua
cytochram P450. CYP2C9 1 chitt ddng enzym chinh tham gia vio qud
trinh chuyén hos, 2C 19, 3A4 vil 206 tham gin & mire 4§ thip hon. Chit
chuyén hoa chinh 1a N-desmethyl vi lncton, N-desmethyl co hoat tinh
yéu hon khoang 50% so voi rosuvastatin trong khi dang lacton khong
cd hoat tinh vé mit 1am sang. Rosuvastatin chiém hom 90% hogt tinh e
¢hé HMG-CoA reductase trong tudn hoin.

Thii trir: Khodng 90% liéu rosuvastutin duge thai trir & dgng khong
dbi qua phiin (baa gdm duroe chilt duge hip thu vi khong hip thu) vi
phin con I duege b tiét qua nrde ticu, Khodng 3% duge bai tiét qua
nude tiéu dudi dang khong doi. Thai gian bin thai irong huyét trong
khodng 19 git. Thiri gian ban thii khong ting khi dang liéu cao han
06 thanh thii trong huyét tuang trung binh khoang 50 livgia (hé )
bién thién 14 21,7%). Om.._pm nhir cde ehdt ire ché enzym HMG-CoA
reductase khic, sy viin chuyén rosuvastatin qua gan cin dén chit viin
chuyén quaming OATP-C. Chit vin chuyén nay 6 vai trd quan trong
trong viée dao thai rosuvastatin qua gan,

Tinh tuyén tinh: Sy hip thu rosuvastatin tin thin tng Ly 1§ va

mbingay
Durpeding e mdesd dét niegng Wanesing diic bigr:

in & ngwrdi chi
Cude, Philiping so vai ngudi da tring phuong
AUC va C_,, tang Khodin,
duge ddng hoce theo quén thé din e ¢ho thiy khong c6 s khde bigt ¢o
 nghia dam sing vé duge dong hoc i nguivi da telng vanguoi daden.

1t

- Suy thin: Trong nghién ciry trén benk nhin suy thin & nhidu mire 46

khiic nhau cho thy suy thintir nhg den virs khong anh huong dénnong
dd rosuvastatin hodc chiit chuyén hot

fwong cao gdp 3 in vanong do
lin so vai nguoi khoe man
wong ¢ trang that Gn dinh @ béah nhin dung thium phiin miu ¢ao hon
khodng 50% so vii ngudi kho¢ manh.

dd khic nhau, khing co bing chimg ve sy ting g
rosuvastati _H.:_:_.dm_..m::a.m:n_.:_.“_z 6 Child-Pugh=7. Tu
2 nhém bénh nhan voi didm 56 Child-Pugh 13 8 va 9 co mire d Al
g 1én 167 thidu 2 1in so véi ngudi ¢o diém sb Child-Pugh thip hon,
Khéng co thong tin vé benh ohin codiém s6 Child-Pugh =9

Da ki ger: Sw sip xép cic chit ire ché HMG-CoA reductase, buo
gom rosuvastatin, lién quan dén in viin chuyen OATPIBI vi
BCRE. O nhimg bénh nhin c B1} vy hode
> BCRP) da hinh gen c6 nguy co tang hiip thu rosuvastatin,
h da hinh riéng 1é cia SLCOIRI 2 S21CC v ABCG2 cAZIAA 6
lién quan ta sir tang gid e AUC <o vai ki¢u pen SLCOIB1 ¢.82171
hofic ABCG2 ¢ 421CC. Kidu gen cu thé nay khong hinh ¢ anh trong
Iam sing, niumg vai nhitmg bénh

rosuvastatin dirge dyr de
trong han 2 ndm.

- Hoép 10vix 10viénnén, VibamAl-Al

Nai r__.J“L_::m 30°C. Tranh dny ?:.w V' 7]

-
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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
NIS rRY OF HE ALTH SOCIALIST REPUBLIC OF VIETNAM
AN LY DUQC Doc 1ap - T do - Hanh phiic
N ‘}}9‘ TON OF VIETN A\i Independence - Freedom - Happiness

ZHB NG - Viet Nam
B - Fax: B4.438234758
*

' PHEP LUU HANH SAN PHAM

MARKETING AUTHORIZATION

Tén thudc . Rosuvas Hasan §

Name of Drug:

Thanh phan chinh, ham lweng Rosuvastatin (dwoi dang Rosuvastatin calcium) Smg
Active Ingredients, Strength:

Qui cach déng géi, bao ché - Hép 03 vix 10 vién, Hop 05 vi x 10 vién, Hop 10 Vi X
Packing Size, Dosage form: 10 vién: Vién nén

Tiéu chuén chat lvgng - . TCCS

Quality Specification:

Han dung : 36 thang

Shelf- life:

Sé giay phép Iwu hanh san pham (SPK): VD-25026-16 l

Marketing Authorization Number:

S quyét dinh . 297/QP-QLD Ngay cép: 15/7/2016
Approval Decision Number: Date of Issuance:

Hiéu I clia gidy phép Iwu hanh san phdm: cé gia trj 05 nam ké tir ngay cap
Expiration Date of this Marketing Authorization:

Tén co so dang ky Céng ty TNHH Hasan-Dermapharm

Name of Marieting Authorization Holder

Pia chi - Pwdng sbé 2 - Khu Céng nghiép Pdng An - Phuong

Address: Binh Hoa - Thi xa Thuén An - Tinh Binh Duong - Viéet
Nam

Tén co s& san xuét - Coéng ty TNHH Hasan-Dermapharm

Name of Manufacturer:

Bia chi - Puong so 2 - Khu Cong nghiép Péng An - Phuwong

Address: Binh Hoa - Thi xa Thuan An - Tinh Binh Duong - Viét
Nam

Tén co s& dong goi
Name of Assembler

Pia chi
Address.
Ha Néi, ngay 15 théng 7 nam 2016.
CUC TRIPONG CUC QUAN LY DUQC
GENERAL DIRECTOR OF THE DRUG ADMINISTRATION OF VIETNAM
Ghi chi: (vote)

1- Gidy phép luu hanh san pham nay dugc cip theo dung: hb so
d#ing ky thubc da diroe B Y t phé duyét.

This marketing authorization has been issued in accordance with he doss#er
approved by the Vietnam Hm.vs?r}f of Health.

) A /
y 2
2- BAt cir sur thay doi n&@o v& noi dung cua giay phép phai du'ocu

Cuc Quan Iy dugc - Ba Y té xac nhan. ““TRUONG QUOC CUONG

tions of the contents of the marketing authorization are required o be
hy the Drug Administration of Vistnam




