BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phiic
sé: 2602 /QLD-PK Ha Néi, ngay AF thang 4 ndm 2023
V/v thay dbi mAu nhan

Kinh gtri: Cong ty TNHH Viatris Viét Nam
Dia chi: Toa nha Friendship Tower, 31 dwong Lé Dudn, Phuong
Bén Nghé, Qudn 1, Thanh phé Ho Chi Minh, Viét Nam.

Cuc Quén 1y Dugc nhan duoc hd so sb t1ep nhén 1202/TDNN ngay
29/06/2022 va cac tai liéu lién quan cta Cong ty vé viéc thay d6i mau nhan ddi
vé6i thudc da dugc cép glay dang ky luu hanh.

Cén ctr Thong tu s0 08/2022/TT-BYT ngay 05/09/2022 cua Bf truong B
Y té quy dinh viéc ding ky luu hanh thubc, nguyén liéu lam thudc; Thong tu sd
01/2018/TT-BYT ngay 18/01/2018 cta Bo trudng B6 Y t& quy dinh ghi nhan
thudc, nguyén liéu lam thudc va t& huéng dan st dung;

Can ¢t Bién ban thim dinh hd so thay dbi/ bb sung ctia Cong ty, Cuc Quan
ly Dugc co y klen nhu sau:

Pdng y vé viéc thay d6i mau nhin d6i véi thude Lipitor, sb ding ky: VN-
17768-14.

Mau nhén dé nghi thay d6i duoc déng d4u x4c nhéan ctia Cuc Quan Iy Duoc
va dinh kém theo cong van nay.

Ngoai ndi dung dugc thay dbi trén, tt ca cac ndi dung khéc giit nguyén
nhu hd so ding ky thude luu tai Cuc Quén 1y Duge.

Co sé dang ky, co s& san Xuat phai chiu trach nhiém vé chét lugng dbi véi
thudc luu hanh trén thi trudng va c6 trach nhiém thong béo su thay dbi nay dén
cac co quan lién quan va khach hang.

Sau 12 thang ké tir ngdy ky cong vin nay, thudc trén khéng duoc nhap khiu
v6i céc ndi dung cii di dé nghi thay doi.

Cuc Quan ly Dugc théng béo @& Cong ty biét va thuc hién dung cic quy
dinh ctia Viét Nam vé luu hanh thude./.

Noi nhin:

- Nhur trén;

- Cuc trudng (dé b/c);
- Luu: VT, BKT (P).
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@ Prescription only 3x10 Film-coated tablets

Lirrorms
10 mg  ATORVASTATIN

Lirrryors
ATORVASTATIN

10 mg

&

MAH: Viatris Vietnam Limited Company VIATRIS

E film-coated tablet contains 10mg Atorvastatin (as Atorvastatin Hemi calcium 1.5H20)
Mai vién nén bao phim chifa 10mg Atorvastatin {dusi dang Atorvastatin Hemi calci 1,5H20).
Store below 30°C/ Bdo quén & nhiét dé dudi 30°C.

KEEP OUT OF THE REACH OF CHILDREN.

DE XATAMTAY TRE EM.

READ THE INSTRUCTION THOROUGHLY BEFORE USE.

DOCKY HUGNG DAN SU DUNG TRU'GC KHI DUNG.

Specification: Manufacturer's/ Tiéu chuan: Nha sdn xudt

Reg. No./ SBK:

@ Thudc ké don Hop 3 vi x 10 vién nén bao phim

Lirrrrors
10 mg  ATORVASTATIN

©

Cao s& dang ky: Cong ty TNHH Viatris Viét Nam VIATRI S

Indications, administration, contra- indications & other information:

Please see package insert.

Chi dinh, cach dung, chéng chi dinh va cic théng tin khac:

xem trong t& hudng dan sir dung thudc kém theo.

Manufactured in USA by {San xudt tai My bdi): Pfizer Pharmaceuticals LLGC, Km 1.9,
Road 689 Vega Baja, PR 00693, Puerto Rico, USA (My).

Packed & released in Germany by (Dong goi va xuat xudng tai Bue boi):

Pfizer Manufacturing Deutschland GmbH,

Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany (D).
DNNK va Ca s& dang ky: Cang ty TMHH Viatris Viét Nam, Téa nha Friendship Tower, 31
dudng L& Duan, Phugng Bén Nghé, Quén 1, Thanh phd Hé Chi Minh.

Mig. Date (NSX):
Exp. Date (HD):

Lot No (56 16 5X):
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