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QUYETDJNH 
v~ vi~c ban lianh danh myc 01 thuBc san xu§t trong nU'tYC (thuBc c6 ho~t ch§t, 
phBi h<fp ho~t cb§t ho~c d~ng bao ch~ l~n d~u dang ky t~i Vi~t Nam - sB dang 
ky c6 hi~u ll}'c~2 nam) dU'<fc c~p s8 dang kY IU'u hanh t~i Vi~t Nam-Dvt 140. 
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. ~ ._ .. .. ~-. Cl)C TRUONG Cl)C QUAN LY DUQC 

Can cu Lu~t Duqc ngay 14 thang 6 nam 2005; 

Can cu Nghi,dinh s6 63/2012/ND-CP ngay 3118/2012 cua Chinh phu quy dinh 
chuc nang, nhi~m vv, quySn h~n va ca c~u t6 chuc cua :B9 Y tS; 

Can cu QuySt dinh s6 53/2008/QD-BYT ngay 30/12/2008 cua B9 truang B9 
y tS quy dinh chuc nang, nhi~m V\1, quySn h~ va ca c~u t6 chuc cua Cvc Quim ly 
Duqc thu9c B9 Y tS va QuySt dinh s6 3106/QD-BYT ngay 29/8/2011 cua B9 truang 
B9 Y tS vS vi~c sua d6i, b6 sung DiSu 3 QuySt dinh s6 53/2008/QD-BYT ngay 
30/12/2008 cua B9 truang B9 y tS quy dinh chuc nang, nhi~m V\1, quySn h~n va ca 
c~u t6 chuc cua Cvc Quim ly Duqc thu9c B9 Y tS; 

Can cu Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cua B9 Y tS quy dinh 
vi~c dang kY thu6c; 

Can cu y kiSn cua H9i ddng tu vAn cAp sb dang ky luu hanh thubc B9 Y t~; 

Xet dS nghi cua Truang phong Dang kY thu6c- Cvc Qmin ly Duqc; 

QUYET DJNH: 

Di~u 1. Ban hanh kern theo QuySt dinh nay danh mvc 01 thu6c san xu~t trong 
nu6c (thu6c c6 ho~t ch~t, ph6i hqp ho~t ch~t ho~c d~ng bao chS lfin dfiu dang ky t~i 
Vi~t Nam- s6 dang kY c6 hi~u Ivc 02 nam) duqc c~p s6 dang kY luu hanh t?i Vi~t 
Nam- Dqt 140. 

Di~u 2. Cong ty san xu~t va cong ty dang kY c6 thu6c luu hanh phai in s6 
dang ky duqc B9 y tS c~p len nhan thu6c va phai ch~p hanh dung cac quy chS c6 
lien quan t6i san xu~t va luu hanh thu6c. S6 dang ky c6 ky hi~u QLDB-... -13 c6 gia 
tri 02 nam kS tu ngay ky QuySt djnh. 

l>i~u 3. Trong qua trinh luu hanh, nha san xu~t phai kSt hqp v6i cac ca so· 
diSu tri cts thvc hi~n theo dung cac quy dinh hi~n hanh vs thu6c ke dan va theo doi 
hi~u lvc, d9 an toan, tac dvng khong mong mu6n cua thu6c tren nguai Vi~t Nam va 
t6ng hqp, bao cao theo dung quy dinh hi~n hanh m6i 06 thang m9t lfin vS C\lc Quan 
ly Duqc. 
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Di~u 4. Quy~t dillil nay c6 hi~u lvc kS tir ngay ky ban hanb. 

Di~u 5. Giam dB.c Sa Y t~ cac tillil, thallil ph6 trvc thu<)c trung uong va giam 
d6c cong ty san xu~t va cong ty dang kY c6 thu6c t~i DiSu 1 chiu tnich llili~m thi 
hallil Quyst dillil nay.! . . 

Nui nhan: 
- Nh~ E>i8u 5; 

- BT. Nguy~n Thi Kim TiSn (d~ b/c); 
- C\lc Quan y - B9 Qu6c phOng, C1,1c Y tS - B9 CA; 
- C\lc Y tS giao thOng v~ tai- Bo GTVT; 
- T6ng C\lc Hai Quan- BQ Ta.i Chinh; 
- Bao hi~m xa hQi Vi~t Nam; 
- V\1 Phap chS, C\lc Quart ly Kham, chua b~nh- BoY tS; Thanh 
tra BQ Y tS; -..JIII,;~P':"'~ 

- Vi~n KN thu6c Tif va VKN thu6c TP.HCM; 
- T6ng Cong ty Duqc VN; . 
- Cac b~nh vi~n, Vi~n c6 giuemg b~nh trvc thuoc BYT; 
-Website cua C1,1c QLD, T~p chi Duqc My phAm- C1,lc QLD; 
- Luu: VP, KDD, E>KT (2b). 
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BQYTE 

eve QUAN L Y DUQ'C 
CQNG HOA xA HQI CHU NGHIA VIBT NAM 

D()c I~p - T\f do - H~nh phuc 

DANH Ml)C 01 THUOC SAN XUAT TRONG NlJdC E>VQC CAP SO E>ANG KY Hieu UJC 02 NAM 
(THUOC CO HOAT CHAT, PHOI HQP HOAT CHAT HO!C DANG BAO CHELAN E>AU E>ANG KY 

STT 

1 

. TAl VJBT NAM) - DOT 140 

Ban hanh kern theo quySt dinh s6j&_) .. .!QD-QLD, ngay/j . ./.£./ .. ~/.11) 
1. Cong ty dang ky: Cong ty TNHH lien doanh Hasan-Dermapharm (Die: L6 B, duimg s6 2, 
KCN EJ6ng An, Thuqn An, Binh Dur:mg- Vi~t Nam) · 

1.1 Nha san xuAt: Cong ty TNHH lien doanh Hasan-Dermapharm (Die: L6 B, auimg s6 2, KCN 
D6ng An, Thuqn An, Binh Dur:mg- Vi~t Nam) 

Ten thufic 
Ho~t chAt chinh - D~ng bao TuAi Tieu . ' Quy each sa dang ky 

Ham hrQ'Dg ch~ thQ chu§n dong goi 

Ozonbiotic Extra Lactobacillus Thu6c b{)t 24 TCCS H{)p 30 g6i X 2 QLDB-383-13 
acidophilus (tucmg u6ng thang g 
duang 100.000.000 
CFU) 0,7 rng; 
Bacillus subtilis 
(tuang ducmg 
100.000.000 CFU) 

' 
2,6 rng; Kern ( du6i 
d~ng Kern sulfat 35 
I.Jlg) 5 rng ....... 1 ... 

,) 
~ ,~,...~ .tl A7 7"'7~----

~' 0, :..,r:__ ''f.~ (_~ ~ . 

Truong QuAe Cuimg 

Trang l 
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