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So//§j f#f/QLD -bK Ha N¢i, ngay ;4 thang § ndm 2015
Viv dleu chinh quyét dinh cap
SPK vic xin va sinh phdm y té

Kinh gi:
- S&Y té céc tinh, thanh phd truc thudc trung uong;

- Céc cong ty dang ky c6 véc xin, sinh phdm y té duoc
dinh chinh.

Cuc Quan ly duge théng bdo dleu chinh mét sé ndi dung trong Quyét dinh
cap s dang ky véc xin va sinh pham y té nhu sau:

Quyét dinh sb 380/QPb- QLD ngay 14/7/2015 cta Cuc truéng Cuc Quan ly
dugc ban hanh danh muc 31 vic xin, sinh pham y té€ duoc clp sé ding ky luu hanh
tai Viét Nam, dot 28, trong d6 c6 mot sé san phim:

1. BIOLAC, SPK: QLSP-0854-15 do cong ty TNHH MTV Vic xin va Sinh
phim Nha Trang ding ky, trong Quyét dinh ghi ham luong 1a “Lactobacillus
acidophilus 10%-10’ CFU/500mg; Lactobacillus sporogenes 10°-107 CFU/SOOmg,
Lactobacillus kefir 10°-107 CFU/500mg”, nay dinh chinh ham lugng cho gdi 1g la
“Lactobacillus acidophilus 10°-10” CFU; Lactobacillus sporogenes 10°-107 CFU;
Lactobacillus kefir 10°-107 CFU”

2. BIOSUPTYL-II, dang bao ché thudc bot, SDK: QLSP-0855-15 do cong ty
TNHH MTV Vic xin va Sinh pham Nha Trang dang ky, trong Quyét dinh ghi tén
san pham 1a “BIOSUPTYL-II”, nay dinh chinh tén san phim la “BIOSUBTYL-II".

3. BIOSUPTYL-II, dang bao ché vién nang cimg, SPK: QLSP-0856-15 do
cong ty TNHH MTV Vic xin va Sinh pham Nha Trang ding ky, trong Quyet dinh
ghi tén san phdm 13 “BIOSUPTYL-II”, nay dinh chmh tén san phdm Ia
“BIOSUBTYL-IT".

4. PEG-INTRON® CLEARCLICK®, ham luong 100 mcg/0,5ml, SPK:
QLSP-0872-15 do cdng ty Merck Sharp & Dohme (Asia) Ltd dang ky, trong Quyét
dinh ghi nha san xu4t 13 “MSD International GmbH (Singapore Branch) (D/c:
60 Tuas West Drive Singapore 638413 - Singapore)”, nay dinh chinh nha san xuét
1a “MSD International GmbH (Singapore Branch) (D/c: 60 Tuas West Drive
Singapore 638413 - Singapore). Co s& déng géi thir cép va xudt xudng: Schering-
Plough Labo N.V..(D/c: Industriepark 30, 2220 Heist-op-den-Berg, Belgium)”.

5. PEG-INTRON® CLEARCLICK®, ham lugng 50 mcg/0,5ml, SPK:
QLSP-0873-15 do cong ty Merck Sharp & Dohme (Asia) Ltd dang ky, trong Quyét
dinh ghi nha san xuét 13 “MSD International GmbH (Singapore Branch) (D/c:
60 Tuas West Drive Singapore 638413 - Singapore)”, nay dinh chinh nha san xuét
la “MSD International GmbH (Singapore Branch) (D/c: 60 Tuas West Drive
Singapore 638413 - Singapore). Co s& déng goi thir cap va xuit xuéng: Schering-
Plough Labo N.V.,(D/c: Industriepark 30, 2220 Heist-op-den-Berg, Belgium)”.



6. PEG-INTRON® CLEARCLICK®, ham luong 80 mcg/0,5ml, SPK:
QLSP-0874-15 do cong ty Merck Sharp & Dohme (Asia) Ltd ding ky, trong
Quyét dinh ghi nha san xuét 13 “MSD International GmbH (Singapore Branch)
(D/c: 60 Tuas West Drive Singapore 638413 - Singapore)”, nay dinh chinh nha san
xuit 1a “MSD International GmbH (Singapore Branch) (D/c: 60 Tuas West
Drive Singapore 638413 - Singapore). Co s& déng goi thir cip va xuit xudng:
Schering-Plough Labo N.V.(DP/c: Industriepark 30, 2220 Heist-op-den-Berg,
Belgium)”.
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