
I.IBND TiNH TTIYEN QUANG
sOvrt

ceNG HoA xA ngr cnO xcnia vrET NAM
DQc l$p - Tqr do - Hgnh phric

TuyAnQuang,ngdy l0 thdng| ndm2024

KT.GIAM D6C
PHO GIAMDOC

Sr5: /SYT- QLHN
V/v th6ng b6o thu hdi thu6c

vi ph4m mtc ilQ 3

Kinh gti:
- Cic co sd khrim bQnh, chta bQnh;
- Phdng Y tii cric huy€n, thanh phii;
- C6c C6ng ty kinh doanh duo. c phAm.

Thuc hiQn-chi tl4o t4i C6ng van sO t:tOlqLD-CL ngity 08/5/2024 cria CUc

Quan ly Duo. c vd vi6c th6ng b6o thu h6i thu6c vi ph4m .rii AO 3 (C6 C6ng vdn
gtri kim theo).

Se Y t6 th6ng b6o:
Dinh chi luu hanh vd thu hOi toan tinh 16 thu6c Temozolomid

Ribosepharm 100mg, SO COfI.H: yN2-626-17, SO tO: 2J6001, NSX:
l7l8/2022,1D:311812025 do C6ng ty Haup! pharma Amereg GmbH (Dric) san
xu6t, C6ng ty TNHI{ Duo. c phAm ua AO" ctr6t Nam I.i*r nhflp thau.

, L! do thu n6i: I-O thu6c n6u tr6n kh6ng c6 td hudng d5n sri dung bdng
ti6ng ViQt theo quy dinh, dugc x6c dinh ld vi ph4m mric tlQ 3.

2. Cic co sd kh6m bdnh, chfta bQnh, co sd kinh doanh duoc phim drmg st
dgng, kinh doanh, ltru hanh 16 thuiic vi ph4m n6u tr€n (ni5u c6); PLdng Y t6 c6c
huyQn, thd.urh phi5 c6 tr6ch nhiQm th6ng b6o npi dung tr6n t6i c6c COng ty kinh
doanh duo. c phAm, c6c Nhd thu6c, Quiy thutic trdn tlla ban quqn ty ti€i aC tp
ki6m tra, thu h6i (ni!u c6). Tdng hgrp, b6o c6o ktit qui thu hOi ve SO y t6 tru6c
ngiry 15/312024.

3. Cric phdng: Quan lf hnnh ngh6 Y, Dugc tu 4an; Thanh tra cria Sd Y tii
vd Phdng Y t6 c6c huypn, thdnh ph6 c6 tnlch nhi6m ki6m tra, gi6m s6t c6c don vi
trong viQc thuc hi6n th6ng b6o ndy; xri lf nhtng trudng hgrp vi ph4m theo quy
<tinh hi€n hnrh.&

Noi nh$n:
- Nhu tr6n (116 thyc hiQn);
- Linh rlpo SO Y t6 Glc);
- Thanh tra Sd Y t6; I Rtriii rrqp
- TTKN thu6c, MP, TP: I

- Ci5ng TT ttiQn tri SYT (d6 ding);
- Luu: VT, QLHN.Lien

Nguy6n Th5 Yen



,Ii*; I'#i.q"q-

(&rqT.oSiJffiDusc

56: l3l0 /QLD-CI-<.
V/v th6ng b6o thu tOi t6rbc vi

pham mr?c dgj

cANc xoA xAugr cn0xcui,q vrFr NAM
DQc tip - Tg do - H4nh phric

Hd NQi, ngoy 08 tlrAng 05 ndm 2024

s
S,
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- Sd Y t6 cdc tinh, thdnh phri tr.uc thu0c Truns uone:- C6ng_ty TNHH duqc pharn vd h6a ctr6iNani'fi*r lOic:
?].1/27_/J2 _ 

Dyong Lc Vrn Lu<rng, Ap 3, X6 phu6c
Ki€n, HuyQn Nhd BC, Tp.H6 Chi Minh).

.- Cdn cti vio c6c quy rlinh v6 quan I duo. c hi6n hdnh cria Vi€t Nam.

s:' Cin cri c6ng vdn s5 290[TrB-p3 tt6 ngdy o4ro4/2024 cia Thanh tra 86 y t6
.*w! vigc chuy6nftOngrin, tai ligu vd tO tlu5c rf,ap U,au vi pham kil;";;#"&rg
" 

dan sri dung bing tiiSng viQt vd c6c tii li€u k-dt theo. Theo 116, trong qu6 trinh
thanh tra tai c6ng fy TNHH Du-o. c pham vd h6a ch6t Nam Linh lotc: eisozttz
Dudmg L6 VEn Luong, Ap 3, X6 plu6c Ki6& HuyQn Nhd ne, fp.UO Chi Minh),
Doan Thanh tra theo euy6t dinh so +srqo-trre rgity 2?/rr/2023 .tu thunh t 

"e9 v t6 d6 ki6m tra xiic xu6t vd ph61 nien or 16 thudc'Temororo-ia nito.-[r,ur.
100 mg, sO COXTU VN2-626-t7,SO tO: ZlOOOt, NSX: t7l8/2022,1D:3U8DOZ5;
Quy crich: hOp 0l chai 05 vi6n nang cimg; Nhd san xu6t: C6ng ty Haupt pharma
Amareg GmbH (D&c); Chri sd htu sin phim: C6ng ty Hikma pharma GmbH
@irc);Nhn ding ky vd nh6p khAu t4i ViQt Nam ld C6ng ty TNHH Duoc phim vd
h6a ch6t Nam Linh kh6ng c6 td huong din sri dung beng-ti3ng vi€rtheoqriydinir.

Cnn cri Bi6n ban cuQc hop s6 76lBB_eLD ngdy O7/5/2OZ4gita Cgc euan ry
Duo. c, Thanh ..a B0 y t6 vd cric rron vi c6 li6n quan vd xri rj thutc Temozolomid
Ribosepharm 100 mg, s5 cortu vN2-626-t7, s6 to: zrooot, NSX: t7/8t2022,
HD: 3l/8/2025 kh6ng c6 td hu6ng d6n srl dgng ti6ng vi-6t. Tai cuQc ho.p, c6n crl
vdo ciic quy dfnh hiQn hdnh, c6c don vl tham gia cu6c hgp tI6 x6c <t!nh 16 thu5c n6u
h€n vi ph4m mtc tlQ 3.

CUc Quan l1i Duo. c th6ng b6o:

t. thu h6i toan qu6c thu5c Temozolomid Ribosepharm 100 mg, s6 GoKLltyN2-626-r7, s6 16: 2J6o0l, NSX: 1718/2022,rrD:3r/8/2025 do C6ng ty Haupt
Pharma Amareg cmbH (Dric) san xu6g c6ng ty TNHH Duoc ph6m v-a tou 

"t6tNamlinh nhflp k}rAu.

2. Cingty TNHH Duo. c phAm vi h6a ch6t Nam Linh ph6i hqp voi nhd cung
c6p vd ph6n phi5i thu5c, phai:

+ Trong thdi h4n 02 ngdy k6 tu ngdy hj C6ng vln ndy, gfri th6ng brlo thu hdi
toi c6c co sd brin bu6n, brin 16, s& dgng thu6c Temozolomid Ribosephirm I00 mg,
s6 corrn vN2-626-r7, s6 to: z.looot, NSX: 17/8/2022,HD:3r/8/2025 do c6ng

Kinh gli:

6..-s



ty Haupt Pharma Amareg GmbH (Drlc) sin xu6t, C6ng ty TNHH Duoc phAm vi
h6a ch6t Nam Linh nhip t$riu vd ti6n hdnh thu h6i toan b6 16 thu6c vi ph4m mtc
d0 3 n€u tr€n. 'i

+ Gui b6o c6o,tht h6i vd Cuc Qunn lf Dugc trong vdng 33 ngdy ki5 ttr ngdy
kf C6ng v6n niy, h6'to ttru hdi bao gO- 16 fuqng nh4p khAu, ngay ;4p n iuls'O
lugng thu nd1 caqti*ng chimg vd viQc thuc hiQnthu trditai cac 

"o 
r-O U,en'trOn, u,an

16, sri {rng <t6{trua thuSc theo quy illnh tei Th6ng tu s6 lll2oI8/TT-ByT ngdy
04/05/2018 cua'SQ y t6 quy tlinh vd ch6t luong thu5c, nguydn ligu ldm thuric.

3. Sg. Y t6 cric tinh thanh phii tr.uc thuQc Trung uong, y ti5 c6c ngdnh th6ng
b6o cho c6c co s0 kinh doanh, st dpng thuiic thu tr6l tO ttru5c vi ph4m mric <iQ 3
n6u tr6{ c6ng bii thdng tin vd quyrit tllnh thu trdi ttru5c tr6n Trang th6ng tin di€n tu
ctaS6, ki6m tra vd gi6m siit ciic don vi thyc hiQn th6ng b6o ndy; xri lf nhfrng <lon
vi--v-i pham theo quy <tinh hiQn hanh; b6o c6o vd Cgc euan lj Duo. c vd c6c co quan
cnuc nang co llen quan.

_r'- 4. Sd Y t,5 fp. UO Chi Minh ki6m tra tra vd girirn s6t C6ng ty TNHH Duoc- 
phim vd h6a chSt Nam Linh thlrc hiQn viQc thu h6i vd xri g thu5c bi thu h6i theo
quy dinh.

Cuc Quan I Duo. c th6ng b6o dE c6c <lon vi bi6t vi thgc hiQn ./.

Noi nhQn:
- Nhu trerr
- Cpc truong VE Tuin Cutng (ad Vc);
- fhantr tra gO Y tii (ai! p/h):
- VKN thuOc TLI, VKN thu5c Tp. HCM;
- Cuc Qudn Y - BQ qudc phdng ;
- CUc Y te - B0 COng an;
- cucYt6GTVT-BQGTVT;
- Cic phdng DKT, QLKDD, Website - CUc QLD;
- Luu: VT, CL (Hi).

KT. CUCTRT/oNG
o cuc rRrIdNG

4 M4nh Htng
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