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Kinh grii: - Cric co sd khrirn bQnh, chfia bQnh;
- Phdng Y t6 c6c huyQn, thanh ph6;
- Cric Cdng ty, c6c co sd kinh doanh duo. c phAm;

. Can cri quyi5t dfuh sO A+OlqO- QLD ngdy t4/tt/2023 cria Cuc euan l;i Duoc
vE viQc thu h6i Gi6y deng hf luu hanh thu5c, dinh chi luu hanh, thu trOi tn"6"
eOi vOi thu6c Methotrexat Bidiphar 50m!2 ml, s6 dang ki QLDB-638-17.

(C6 Qtyiit dinn sii AlOtgO- QLD ngay t4/il/202i leim theo).
Se Y t6 th6ng bio:

- Thu h6i Gi6y <t5ng ky luu hanh thu6c tai Vi6t Nam tl6i voi thu6c
Methotrexat Bidiphar.50 m{2m1, sO aang hj: QLDB-638-17 do C6ng ty c6
phAn Dugc -Trang thit5t biy te Binh Dinh (-Bidiphar) (dla chi: +eA Nguy6n ihai
Hgc, P. Qy*g. Trung, Tp. Quy Nhon, tinh Binh Dinh, Viet Nam) ding lcj vd
C6ng ty c6 phAn Duo. c -Trang thiCt bi y t6 Binh Dinh (Bidiphar) (d!a chi: Tru
sd chinh: 498 Nguy€n Th6i Hgc, P. Quang Trung, Tp. Quy Nhon, tinh Binh
Einh, Viet Nam; Dia chi nhi m6y: Chi nhrffi C6ng ty cO phan Dugc - Trang
thi€t b! y t6 Binh Dlnh (Bidiphar) - Nhd mriy c6ng nghQiao Nhon HQi: L6
A3.01-A3.02-43.03, khu A Khu kinh ti5 Nhon HQi, xi Nhon HQi, thdnh ph6
Quy Nhon, tinh Binh D!nh, Viet Nam) s6n xu6t.

- Ly do:Thuc hi€n theo quy tlinh tai <Ii6m a khoin I Di6u 58 Lugt Duo. c.
Phdng Y t6 c6c huy6n, thdnh ph6 c6 tr6ch nhiQm th6ng brio toi co sd brin

bu6n, b6n 16, nguoi sri dgng vd vi6c tlinh chi luu hdnh tr6n todn qu5c vir thu hOi

todn b9 mpt hing thuiic bi thu nOi Ci6y de"g ky lrru hanh n€ttr€n.r2--
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CQNG IrOA Xi HQr CHi- NGHI-{ VIET \r}r
D0c l6p - Tr1 do - H4nh Phtc

Hd Nii ngaY t4 thdng tt ndm2o23

QIIYET DINH
yi yi6c thu h6l Giiil'dnng kf luu hirnh thu6c, dinh chi tuu hirnh, thu h6i thu6c

aiii"Ol tno6c Ueihotr"lai triaiptur 50 mg/2m1, sii dAng K)"'QLDB-638-17

cvc rRtIol{G c-vc QtrAN Li'DLtqC

Cdn c* LuQt Duoc s6 105i2016iQH13 ngdy 06104i2016;

Cdnc*Nghidinh54/2017\'\D-CPngdl'08i05"2017ciaChinhphiqu-'*
dinh chi tiiit mQt s6 diau ti biQn phdp thi hdnh LuQt drqc;

cdn criNghi dinn s6 lssizotS/liD-CP nga1, 12i11i2018 cia chinh phti stta

a6i mgt s6 qu1,firt iA, quon iliin didt ki4n ddt tu kinh doanh thtt6c pham i qtdn

li'nhd nuoc ctio BQ Y ft;
Cdn cti Ngh! dinh si; 95i2022.ND-CP ngdy 15t 1 1i2a22 cia Chinh ptu) q4'

dlnh ch*c ndng, nhiQm t4, quyin hqn vd co citt-6 ch*c cia 86 Y i:
Cdn c* Quydt dinh sii lOOoigO-nW ngdy 26/a4i20.2i cia BQ truong BQ T

i qutiint inTirarg, nhiQm vtt, quvi" nq,7a co ciiu 6 ch*c c{a c4c Quan li
dtrqc thttQc BQ Y t€;

Cdn cu ThOng ttr si; 08,'2022TT-BW ngdy 05i09i2022 qia BQ nuong Bo Y

r,i rt,y'iiinn .l,|c daig lqf tm hanh thutic, ngrtt'6n liau ldm rhtrdc:

Cdn c* Th6ng ru sii t t ntA.'rc-AlT ngb 04 52018 cia BQ truong BQ Y

tii qwiinn i ch,iriuqng rhu6c, ngtryan hau ldm rhu6c:

Cdn c* Qrt1'€t dlnh s6 483/QD-XPHC ngd' 07"7i2023 cia Cuc h'tong Cuc

Quan l! Duqc x* phat vi pham hdnh chinh:- "Theo' 
di ngl,i 

",ia 
Truong phdng Phdng Ddng ki' ttu6c - Cuc @on $' Duqc'

Qrrytr DfNH:

Di6u 1. Thu hdi ciiv dang ki ltru hirnh thuric tai vi6t Nam tti5i vril.tuygc

Methotrexar Bidiphar 50 mg/2m[,6 daog ki: QLDB-638-17 do c61g ty c6 ph6n

il;: f';;;;;;ilii,11 ir,,r' 6hr, 6gfipl,..) (<lia chi: 4e8 Nguvan rhrri Hqc'

p. qr*e Tring. Tp. Quy Mon. tinh Binh Elnh' Vi6t Nam) tling k'.v vi C6ng ty

"a 
ii;"b"".I trang tui6t bi v t6 Binh Dinh (Bidiphar) (dl"."Li: Tru sd.chinh:

;;if;;ilrhai'ti;15. Qua,g rrung' rp' Qu1 Nhon tlnlei{r.,ff|,tte:
Nam: Dia chi nhi -ev, Cul-,,naiu c6nl trrc6 phin Duqc - Traug thict bi -v te

Binh Dinh (Bidiphar) - t'ina may cOng oehq cio Nhon HOi: L6 A3'01-43'02-

43.03, khu A Khu k*h;rNh; HOi,"'xa irhon HOi' thanh phi5 Quv Nhon' tinh

Binh Dinh, ViQt Narr) sin xuit'

Lf do: ThUc hiQn theo quv rllnh tai di6m a khoin I DiSu 58 Lu{t Duo. c



l

Dl6u 2. Dinh chi luu hinh tr6n toan qu6c va thu hiii toan b0 m{t hing thu6c

Ui tfr" [Oi Ci6v dine kv luu hinh n6u tai Oi6u l - YEu ciu cic co sd ddng kf ph6i

hop v6i co so san xuit gui th6ng b6o thu h6i toi c6c cu so bdn bu6n. brin le. st
J**,f.,.,4. bi thu hdi cilv tlang k hm hanh n6u tai DiBu l. ti6n hilh thu hii toiur

b6 mat hing thu6c n6u tr6n. gui b6o cio thu h6i v6 Cuc Quin l-i'Duqc'

Di6u 3. Quv6t dinh nav c6 hiQu lsc k€ ru ngiv hf ban hinh'

Di6u 4. Giim d6c So Y tii c6c tinh. thinh ph5 truc th,gc Tmng uong. Girlm

tl6c cs so dang K. san xuit. cic t[on vi kinh doanh thuiic n6u tai DiAu 1. 2 chiu

trrich nhigm thi hanh Quv6t tlinh niv-r

Noi nhfin:
- Nhu Dieu ,l:

- BT. Dao Hoog Lan (da b/c):

- T-f. OO Xu.an Tuyen 1d,i brc;:

- Clrc mrcng (dC bic):

- Cdc PIlo C\lc tutmg (de b/c):

- Cuc Qu.io Y - B0 Quiic phdng; Cuc Y 16 - Ba Cong ar:

Ctrc Y tii Giao tb6og l\atl ldi - Bq Giao ftory vatr tai:

- Tdng cgc llii qun - B0 Tii chinh;

- Bao hiam Xa hoi ViCt NaD:

- BO Y t;: \'u Phap chii. Cuc QLKCB. Thalh na B0:

- Trungr tdlr urua iiru laP mmg thu6c Qu6c gia:

- Cric \:ien: KN thuic T1{. K}i thu6c TP HCM:

- Tong C6ng ty Dnrsc viet Nanl - C6ng ry cd pbin: Hiep

hOi SXKD Duqc:

- Cdc Benh vieu & ViQu co giutrng bquh trFc thuac B0:

- Cec phdng Cuc QLD: DKT. QLKDD. QLCLT' PCHN'

QLGT. \:an phoug: website cuc QLD:
- Lmr: \'T. DKT (T) (02b).
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