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UBND TiNH BINH PHVOC
SOVTE

S6:b4J1 ISYT-NVD
vIv Dinh chi luu himh thu6c
khong d~t tieu chuful chAt Im;mg

Kinh gui:

CQNG HOA xA HQI CHU NGHiA Vl~;TNAM
D(lc I~p- Tl}' do - H~nhphuc

Binh Phu(rc, ngayO,f thitng~ niim 2019

- UBND cac huy~n, thi xii;
- Cac ca sa khfun chua b~nh tren dia ban tinh;
- Cac ca sa kinh doanh, phiin ph6i thu6c;
- Trung tam KiSm nghi~m Duqc phAm-My phk.

Thgc hi~n C6ng van s6 2004/QLD-CL ngay 26/02/2019 clla C\lC Quim ly
Duqc - B9 Y tS vS vi~c Dinh chi luu hanh toan qu6cthu6c Vien nen SEBEMIN
(Betamethason 0,25mg va d-Chlorpheniramin maleat 2mg), SDK: VN-14320-
11, s6 16: SDM1710, Ngay SX: 24/10/2017, HD: 23/10/2020 do C6ng ty Crown
Pharm. Co., Ltd (Korea) san xu~t, C6ng ty c6 ph~n duqc li~u Trung uang 2
(PHYTOPHARMA) nh~p khAu. Thu6c kh6ng d;:tttieu chuk ch~t luqng vS chi
tieu d9 d6ng dSu ham luqng Betamethasone va dinh luqng Betamethasone.

- L6 thu6c tren di'i bi dinh chi va thu h6i tren toan qu6c, nhAm bao dam
m\lc tieu su d\lng thu6c hqp Iy, an tow va hi~u qua.

Sa Y tS yeu c~u cac dan vi khk twang thu h6i 16 san phAm tren (nSu co
su dvng kinh doanh) tra l;:tinai cung (mg, dam bao 16 san phk my phAm tren
kh6ng con luu thOng tren thi twang trong ph;:tm vi toan tinh; bao cao kSt qua
thgc hi~n vS Sa Y tS.

B9 ph~ ph\l trach vS Y tS clla UBND huy~n, thi xii, thanh ph6 chiu trach
nhi~m th6ng bao dSn cae ca sa kinh doanh duqe tren dia ban; tang wang kiSm
tra, giam sat cae ca sa kinh doanh duqc tren dia ban thgc hi~n th6ng bao thu h6i
16thu6e tren; xu Iy cac ca sa vi ph;:tmtheo quy dinh hi~n hanh.

Thanh tra Sa Y tS va phong Nghi~p V\lDuqe ehiu traeh nhi~m kiSm tra,
gifun sat vi~e triSn khai thgc hiFn clla cae dan vi, ca sa kinh doanh va xu Iy vi
ph::trntheo quy dinh hi~n hanh./'"

NO'i nh9n:
- Nhutren;
- Ban Gililn d6c;
- Chi C\lC QL IT tinh;
- Thanh tra Sa;
- Website SYT;
- Luu VT, NVD.
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CQNG HOA xA H(H cJu NGHiA VltT NAM
l>qc I~p - T\r do~l~HlJnh pht'ic

Hil N6i. ngily <'1(, thfn ~~lBJPi16lNH P~~(jC.

II DRN S6 .... I.ra.G......
II J.:i.. Ngaytl.lldt1.~

Kinh giri: II Chuyen .

_ So' Y t8 cac tinh, thanh ph5 trgc thUQCTAm LLluh~ .

- Cong ty c6 phfm duQ'c Ii~u Trung uO'ng *PHYTOPHARMA).

Can cu vao cac qui ch~ duQ'c hi~n Mnh cua Vi~t Nk.
'I'

Can cu C6ng van 56 322I1TKN-KHTC ngay 21/11/~0 18 cua Trung tam ki~m
nghi~m thu8c, my phfun, thvc phfun C~n ThO' giri kerrl. phi~u ki~m nghi~m 58

.., +
KNCT/2282L120 18 ngay 21/11/2018 ve thuoc Viennen S~BEMIN (Betamethason
0,25mg va d-Chlorpheniramin maleat 2mg), SDK: VN-14320-11, s6 10: SDM171 0,
Ngay ~X: 24110/20! 7, J:ID: 23/10/2020 do Cong ty Crow~ Pharm. Co., Ltd (Kor:a)
s~ xuat,. Cong ty ~o phan duQ'c Ii~u Trung uang.2 (Pl;IY1jOPHARMA) nh~p khau.
Mau thuoc duQ'Clay t\\i Cong ty TNHH DuQ'cpham Hong Phlit, 701/63 duang 30/4,
phuOng Hung LQ'i, qu~n Ninh Kieu, Tp. C~n ThO'.Thu6c kbong d~t tieu chuful chAt
lUQ'ng v~ chi tieu de? dc3ng deu ham luqng Betam~thasone va dinh lugng

'IBetamethasone. II
Can cu Cong van 55 46/DL2-CL ngay 1% 1/20 19 J\la Cong ty c6 phfm duQ'c

,. , '!

Ii~u Trung uang 2 giri kem Phieu kiem nghi~m so 00061VKN-YC2019 ngay
08/0 lI20 19 cua Vi~n kiBm nghi~m Thanh ph8 H6 Chi Minh bao cao k8t qua kiBm
tra m~u luu t?i Cong ty c6 phfm duQ'c li~u Trung uank 2 cua thu8c Vien nen
SEBEMIN (Betamethason 0,25mg va d-Chlorpheniramin'!maleat 2mg), SDK: VN-
14320-11, s6 10: SDM1710, Ngay SX: 24/10/2017, HD~23/10/2020. M~u thu6c
kh6ng d\\t chi tieu Dinh luqng. "

CI,lCQuan Iy DuQ'c thOng bao:.. il '"
1. Dinh chi luu hanh toan quoc thuoc Vien nen Sl?BEMIN (Betamethason

0,25mg va d-Chlorpheniramin maleat 2mg), SDK: VN-143.20-11, S510: SDM1710,
Ngay SX: 24/10/2017, HD: 23/10/2020 do Congty Crowrl'Pharm. Co., Ltd (Korea)
san xudt, Cong ty c6 phfm duQ'c li~u Trung uO'ng 2 (PHYTbpHARMA) nh~p khdu.

, ~.. I~ ,

2. Yeu cau Cong ty co phiin ?uQ'CIi~u Trung uO'ng 2 (PHYTOPHARMA) phoi
hQ'Pv6i cac CO'So'phan phOi thuoc, phai:i

+ Trong thai h\\n 48h k~ tit ngay kY cong van nay, ~Uithong bao thu hc3it6i
cae ccr So' ban buon, ban Ie, sir d\lng thu6c Vien nen SEBEMIN (Betamethason

.,~ ,
0,25mg va d-Chlorpheniramin maleat 2mg), SDK: VN-14320-11, Solo: SDM171 0,
Ngay SX: 24/1012017, HD: 23/10/2020 do Cong ty Crowh Pharm. Co Ltd (Korea)
san xu~t va ti8n hanh thu h5i toan bQ 10thu6c khong d\\t deu chudn ch~t IUQ'ngneu
~ ~

tren'l + Gui bao cao thu h6i ve C\lC Quan ly Dugc tron~ thai h\\n 33 ngay k6 tit
ngay ky cong van nay, bao g6m bao gc3m56 lUQ'Ognh~p I{:h~u,ngay nh~p khAu, s6

11

Uu,/f:; 1Jt P B? YT~
At1..d'tV(-r::. QUAN LV DI1QC

SO:rJ(J(J'r. /QLD-CL
V/vainh chi 11mhimh thu6c

khOngd!lt tieu chu~n chdt lugng
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vAN PRONG UBND TINH
TT HA.NH CHiNH CONG

CQNG HOA xA HQI CHU NGHiA VI~T NAM
DQcl~p - T\l'do - H\lnh phUc

S6: 070Pl618007471 1KSHS Binh Phuac, ngay II thang 12 nam 2018

PHIEU KIEM soAT QuA TRiNH CIAl QUYET HO SO

Kern theoh6sd clia:
Dja chi:
Mii s6:

Ngaynh~n:
Ngay, gia h~n tia k€t
qua: I .

DO THJ MUm S6 di~n tho\li: 01644886006
Tan Hi~p, Xii Tan Hi~p, Huy~n Han Quan, Tinh Binh Phuac
07001618007471
I. cap ChUng chi h:inh ngh~ duQ'c(bao g6m ca wang hgp cap ChUng chi h:inh ngh~
duQ'Cnhung ChUng chi h:inh ngh~ duQ'cbi thu h6i theo quy dinh t\li cac khoan I, 2, 4,
5,6,7,8,9, 10, 11 Di~u 28 clia Lu~t dUQ'c)theohinh thuc xet h6 sa.
11/12/201808:20

08 gia 30, ngay 10 thang 01 niim 2019
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GHICHU
KETQuA

(TruO'c hl.ln/dung
hl.ln/qua hl.ln)

NguCrinh~

,

NguCrigiao
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THm GIAN GlAD, N~ HO SO
" L

1. Giao:
2. Nh~n:

. ,

TENcaQUAN

..... gia ..... pMt, ngay ..... thang ..... nam

II
I:

!ll. Gi~o:
112. Nh\ln:

Nguai giao NguCrinh~n

..... gia ..... pMt, ngay ..... th{mg..... niim

1. Giao:
2. Nh~n:

NguCrigiao Nguainh~n

..... gia ..... pMt, ngay ..... tbang ..... nam

1. Giao:
2. Nh~n:

Nguai giao NguCrinh~n
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Iugng J:!1uhoi, cae biing chUng ve vi~e th\Ie hi~n thu hoi t~icae co s&ban buon, ban
Ie, su ~\lng dii mila thude theo quy dinh ~i Thong tu s6 'll/201l!rn-BYT ngay
04/05112018 eua BQ Y t~ quy dinh v€ eh~t hrQ'ngthu6e, nguyen li~u lam thu6e.

3. $&Y tS cae tinll thallh ph6 tn,re thuOcTrullg U'(JlIg,~; t€ cae llganh thong bao
cho ca:9.co s&kinh doanh, su d\lng thu6c thu hBi10thu6e khong d~t chAtlugng neu
tren, kiSm tra va giam sat cae dan vi th\Ic hi~n thong bao nay; xu Iy nhfrng dan vi
vi ph# theo quy dinh hi~n hanh; bao cao v€ CI,lCQulm I~ DuQ'cva cae co quan
eh(re riang co lien quan.

".~) , , .•
4. S&Y te Tp. HB Chi Minh, S&Y te tmh Can Tho kiSm' tl"ava giam sat cae dan

vi th\I~~hi~nthong bao nay, xu Iy cae dan vi vi ph~m theo 4uy dinh hi~n hanh, bao
eao v~'evc Qulin ly DuQ'cva cae co quan ehuc nang co lien quan.

C~cl'Quan Iy DUQ'ethong bao de cae dan vi biSt va th\1'elhi~n./.
I '

Nui lii;"Il: '(~\.. ;

- Nhu:tren; ,I
• • 1 ,I

- C\lCfu6ng Vi! Tuan Cuang (de b/c);
- VKJ~hhu6c TlJ, VKN thu6c Tp, HCM;
- C\lC;QulinY - Be} quac phOng ;
- C\IC:Y t~- BQ COng an;

(. J.
- C\lC¥ te GTVT - BQ GTVT;
• CAc'phong ElKT, QLKDD, Thanh Ira Dm;1c-MP- C\lC

QLD;
- I. TN "• Cong ty HH DuQ'c pham Hong Phllt, 70 J /63 dlfang

3014/phuang Hung LQ'i,qu~n Ninh Ki!u, Tp. dn ThO'
(d~jJ)\!'c hi~n);

• Lltu: VT, CL (CH).
i
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VO HoANG MINH S6 ai~ntho~i'; 0983339312
Thanh Binh, Xii Thanh Blnh, Huy~n Han Quan, Tinh Binh PhuGe
07001618007694 I'
1. cfrp ChUng chi Mnh ngh~ duge (bao g6m ea truang hgp cApChUng chi Mnh ngh~ duge
nhan& ChUng chi hilnh ngh~ duge hi thu h6i th~p quy dinh t~i cae khoan 1,2,4,5,6,7,8,9,10,
11Dieu 28 eua Lu~t duge)theo hinh thire x"t hil sa.
14/12/201809:25

09 gia 30, ngay 15 thang 01 nam 2019
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VAN PHONG UBNn TiNH '1 CONG HOA XA HOI CHU NGHiA vq:T NAM
TT HANH CHiNH CONG D(je l~p - Til do - H\UlhpMe

S6: 070016180076941 KSHS Blnh PhuGe, ngay 14 tMng 12 niim 2018

, PHIEU KIEM SOAT QuA TRiNH GIA.lhUYET HO So.

N(ji dung gild qJy8t:

Ngay nh~n: i
Ngay, gia hen tr~ k8t qua;
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:1 Kern theo h6 sa ~ua:
,,'I Dja chi:

Ma- so' ..
:1
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I
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TEN Co. QUAN
l

I. Giao;
2. Nh~n;

I. Giao;
2. Nh~n:

I. Giao;
2. Nh?n;

THm GIAN GIAO, N~N HO sal
,I

..... gllJ ..... ph6t, ngay ..... thang ... nam ..J...
Nguai giao guai nh~n

..... gia pMt, ngay tMng nam .
Nguai giao Nguai nh~ ii

KETQUA.
(Tnrc\'e h~n/dung
h~n/qua h~n)

GHJ CHU

I. Giao;
2. Nh~n;

..... gia ..... philt, ngay ..... thilng ..... niim ....'J..,
Nguai giao Nguai nh~n
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