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Hd N\i, ngdy )L thdng + ndm 2021so: J414 /QLD-EK
V/v thay d6i, bO sung d6i v6i thu6c

dd dugc cdp GDKLH

Kinh grii: COng ty TNHH Li6n doanh Stellapharm

Dfa chi: K63lI Nguy6n Thi S6c,6p MV lFrda2, xd XuAn Th6i DOng,

huyQn H6c M6n, Tp. HCM

Cpc Quin ly Dugc nh?n dugc h6 so tO SSlfiETry-N +gey 2211112019 cta
c6ng ty vC ,,ie. tf,uy d6i, bO sung AOi vOi thu6c dd dugc c}'p giey d6ng ky luu hanh.

Can cri Th6ng tu sd 3212018/TT-BYT:lngdy l2llll2018 cua.BO trucrng B0 Y
t6 quy <linh viqc ddng ky luu hanh thu6c, nguy6n liQu ldm thu6c; Th6ng tu s6

O1/2018/TT-BYT ngdy LBlOLl2OlS cria BQ trucrng BO Y t6 quy dfnh ghi nh6n

thu5c, nguy6n li€u ldm thu6c vd td hu6ng ddn sqdUng thu691 
,

Cdn cir k6t luQn t4i Bi6n b6n thdm dinh h0 so thay d6i/bO sung cria c6ng ty,
Cpc Quin ly Duqc c6 y kitin nhu sau: , d , ,

D6ng y dC .9rg ty ilugc thay d6i nQi dung tr6n m0u nhdn d6i vdi thu6c
Lorastad 10 Tab., s6 d6ng ky:YD-23354-L5.

MAu nhdn thay d6i dugc d6ng d6u xdc nh$n ctra Cpc Quin ly Duqc kdm
theo C6ng v[n ndy.

Ngodi nQi dung dugc thay dOi tr€n,tdt ctt cdc nQi dung kh6c git nguy6n nhu
hO so ddng ky thu6c luu t4i Cpc Qu6n ly Duqc. \ . ,

- Coio ddng ky, co s0 s6n 
"u6t 

phai chiu tr6ch nhiQm vA ch6t J*qng A6i voi
thuiSc luu hdnh tr6n thi trudrng vd c6 trdchnhiQm th6ng b5o sy thay ct6i ndy d6n c6c

c0 quan 1i6n quan vi kh5ch lrdrg,
C6c nQi dung thay d6i, b6 sung n6u tr6n dugc thgc hiQn t<tl ttr ngay thu6c

dugc gia hpn ho{c duy tri hiQu 1gc giey d5rrrgky luu hdnh.
Sau 06 th6ng tc6 ttr ngay $oq. giahqnho{c duy tri hiQu lgc giey d1ng$ 1*

henh, co sd kh6ng dugc s6n xudt thu6c v6i citc nQi dung cfi cld dC nghi thay ddi.
Cpc QuAn ly Dugc th6ng b5o dC c6ng ty biiSt vd thgc hiQn dring c6c quy dinh

ctra ViQt Nam vA s6n ru6t rre luu hdnh thutic./.
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10 mg
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IndidbB, Admini*dion,
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pr@udons: Read the Packaqe ined
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RSD NE PACKAGE INSEM
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llnLl[llfl[ilLl[lulull

Lorastad 10 Tab.

sllaphilm J.v. co., Ltd.. Bach I
@ Tu bo Avenue, vietnam - siRg4ore lndusrial Park,

& Phu Wtrd, Thuan An, Binh Duong, Metnam
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10 mg
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Lorastad L0 Tab. Lorastad 10 Tab.
Loraladine 10 mg

Slellapharm J V Co. Ltd. Branch 1 |

Lorastad 1-0 Tab.
Loratadine 10 mq

c6ng ry TNHH LD Srellapharm Chr nhdnh 1

LoratadLne 10 mg
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