
e0vrE
cuc eUAw LV DrIo. c
Sar trtjttrt /QLD-

ceNG HoA xA Hgt csu ncuia vtET NAM

EQc l1p - Tg do - Hlnh phric
L.r'48ey

10 thdng)t: ndm2018

VA, dinh chi luu hdnh thuoc 7ltK
,#.ltD (tN

rN
tuA

kh6ng dat tieu cnuin chAt lugfrS

Kinh gui:
so y ui tinh rion Giang;
so v t6 tinh Dek Lik;
-..^ --': , :
Vi€n Ki6m nghiQm thuoc Trung uong;
Vi€n Ki,5m nghiQm thu6c Tp. ttO Ctri Ivlintr;
C6ng ty CO phAn duqc phdm Tipharco.

- Cdn cfr vdo c6c qui chii dugc hiQn hdnh cria Vi6t Nam.

- Cdn crir c6ng vin ri5 +zzfvfNt-KHTH ngity 18/912018 cia Vign ki6m

nghiQm thuiic Tp. H6 Chi Minh grii kdm phiiSu ki€m nghipm sii OogzryfN-
KT20l8 ngity l8l9l20lg vO thutlc vi€n nang cimg Acetylcystein 200mg, SDK:
vD-13874-1t, s6 tO 010117, I1D r2l}ll2}20 do C6ng ty C6 ph6n dusc ph6m

Tipharco sin xu6t. M6u thuiic do ViQn ki,5m nghiQm thuiSc Tp. Hd Chi Minh i6y

tqi C6ng ty Ci5 phdn Dusc V4t tu y t.i Eik f-at lctri nh6nh Trung tam, s6 09A
Htng Vuong, Tp. Budn Ma ThuQt, Oit t it;. Thu6c kh6ng d4t ti6u chuAn ch6t

luong vd chi ti€u tinh chit vd dlnh lugng Acetylcystein.

Cuc Quin ly Duqc th6ng b6o:

l. Dinh cl.ri luu hdnh tr6n dia bdn tinh Eik Lit tfruOc Acetylcystein 200mg,

SEK: VD-I3874-11, s6 10 010117, IlD 12.01.2020 <1o C6ng ry CO phAn duoc
phAm Tipharco s1,n xu6t vir c6c c6 sd kinh doanh, sti dgng dd dugc co sd b6n

, ,i i ., : I
buon nol lay lnau tnuoc cung cap.

2. C6ng ty CO phin duqc phAm Tipharco phiii hqp vdi nhd phdn phi5ithu6c,
ph6i:

a) Trong thdi hpn 48h ki5 tt ngdy ky c6ng vEn niry, gui th6ng bao thu h6i
t6i c6c cq s0 b6n bu6n, b5n 16, st dung thu5c Acefylcystein 200mg, SEK: VD-
13874-lt, sO tO 0101i7, HD 12.01.2020 vdti6n hanh thu h6i toin b0 16 thu6c
kh6ng dqt ti6u chu6n ch6t luqng n6u tr€n tr6n dia bin tinh Dik Lik vd ciic co so

kirih doanh, sir dgng dd dugc co sd b6n bu6n noi l6y m6u thu6c cung c6p.

- Gtii b6o c6o thu trOi ve CUc Qu6n lf Duoc, So y te tinl Eik Lik trong
vong .18 ngdy k€ tir ngiy ky c6ng vin niy, bao g6m sO lugng sin xuAt, s6 luong
phin phiii, sti luqng thu h6i tr6n dia bdn tinh Oit I-it, c6c bing chimg v€ viec
thpc hiQn thu h6i tai c6c co sd biln bu6n, b6n 16, str dqng dd mua thu5c theo theo
quy dinh hi6n hdnh.
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b) 86o c6o tinh hinh sin xu6t lthoi gian, s5 luong sin xu6t), phan phOl

(6n, dla chi cta c6c co sd kinh doanh dd mua thuiSc, sii lugng cung cip) 16 thuOc

Acetylcystein 200rng, SEK: VD-13874-11, s6 16 010117, LD 12.01.2020 v6

Cuc Quan l! Duqc, ViQn Ki6m nghi6m thu6c TW, ViQn Ki6m nghiQm thu6c Tp.

H6 Chi Minh trong vdng 3 ngdy k6 tir ngdy k;i c6ng v6n ndy.

c) PhOi hqp v6i co quan ki6m tra ch5t lugng, co quan kitirn nghi€m thu6c
Nhir nudc ti6n hanh l5y mhu b6 sung it nh6t 02 miu thu6c tai co s6 brin bu6n

khdc, trong d6 c6 co sd b6n bu6n d6 cung c6p thuric cho C6ng ty Cii phAn Duqc

VAt tu y t6 Dik Lik (chi nhiinh Trung tem). Gui m6u dd l5y tdi ViQn Ki€m
nghiQm thu6c TW hodc ViQn Ki6m nghiQm thui5c Tp. H6 Chi Minh dii ki6m tra
ch6t lugng d6i v6i chi ti6u tinh ch6t vd dinh luong Acetylcystein. 86o crio kdt
quA ki6rn tra chdt luo. ng vA Cqc Quan lf Duqc trong v6ng 15 ngay k,5 tt' ngdy

a ; -inhan duoc mdu d€ co cdn cri xu lj ti6p theo.

3. D€ nghi ViQn Ki6m nghiQrn thu6c Trung uong/ViQn Ki€m nghi6rn

thu(ic Tp. HO Chi Minh tru ti6n ti6n hAnh ki6m tra ch6t luqng d6i v6i chi ti€u
tinh ch6t vd dlnh lugng Acetylcystein cdc m6u l6y b6 sung AOi vOi tnuOc

Acetylcystein 200mg, SDK: VD-I3874-11, s6lO 010117, HD 12.01.2020 do

C6ng ty C6 phen duoc phAm Tipharco sdn xuAt.

4. EC ngh! Sd Y t6 tinh Dik Lik:
a) C6ng bi5 th6ng tin viQc thu h6i thu6c Acetylcystein 200mg, SEK: VD-

13874-l t' sO tO 010117, LlD 12.01.2020 n6u tr6n tr6n Trang th6ng tin di€n tir
c0a Sd.

b) Ki6m tra vi gi6m s6t thlrc hien vigc thu haii tr6n tlia bdn thu6c
Acetylcystein 200mg n6u tr6n theo quy d!nh.

5. E6 nghl Sd Y tti tinh TiAn Giang:

- Ki,-lm tra vi giSm s6t C6ng ty C6 phAn dugc phAm Tipharco thgc hiQn

viQc I6y m6u b6 sung d6 ki6m tra ch6t iugng thu5c Acetylcystein 200rn-q n€u

tr,0n theo quy d!nh.

Cqc Qu6n lj Dugc th6ng brio d6 cdc don vi bi6t vd thuc hi€n./.

Noi nhfin:
- Nhu tr6n;
- Cpc truong V Tudn Cudng (cl6 b/c);
- C6c phdng DKT, QLKDD, Thanh tra Dugc-MP,

QLTT-QCT - Cuc QLD;
- C6ng ty Cri phrin Duo. c Vat hr y ri! Dik Lif (ae thrrc

hi0n):
- LLru: VT, CL (LfD.
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