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Ha N9i, ngay A!5 thang 5 nam 2015

Kinh giri:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y tS chuyen nganh GTVT.

Ngay 24/4/2015, C\lC Quan ly duoc - B(>Y tS co Quyet dinh s6 2171QD­
QLD ve viec ban hanh danh muc 18 sinh pham y tS diroc c~p s6 dang ky hru
hanh tai Viet Nam - Dot 27. Noi dung cu thS cua Quyet dinh duoc dang tai tren
Website cua C\lC Y tS GTVT http://cucytegiaothong.mt.gov.vn; chuyen muc Chi
dao va huong d~n nghiep vu y tS.

C\lC Y tS GTVT thong bao dS cac don vi duoc biSt.l 'P'!

No'inhiin:
- Nhu tren (Qua website Cl,IC Y tS GTVT);
- Luu: VT, NVYD&TTBYT.
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BQYTE
cue QUAN LV nuoc

eONG HoA xA HOI CHU NGHIA V~T NAM
DQc h)p - Tl! do - H~nh phuc

Ha Noi, ngay 04 thdng 1ruim 2015so: f{·f /QD-QLD

QUYET I>INH ~uc 'y~TE Gi/\O T!-c6~JG V,.;N TIll.

Ve viec ban hanh danh muc 18 sinh pham tfONC; v:" N nf~~.J I
diroc cap s6 dang ky lUll hanh t~i Vi¢t Nam - I gt 211 -05- 2015 I

cue TRl10NG cue QUAN LY Dl1J€)J' .._..... g,;13 .... ,., ./
Can ell'Luat Diroc ngay 14 thang 6 nam 2005;

can ell' Nghi dinh so 63/2012/ND-CP ngay 31/8/2012 cua Chinh phu quy
dinh chirc nang, nhiem vu, quyen han va co cau t6 chirc cua B¢ Y te;

Can cu Quyet dinh so 3861/2013/QD-BYT ngay 30/9/2013 cua B¢ tnrong
B¢ Y te quy dinh chirc nang, nhiem vu, quyen han va co cau t6 chirc cua C1;lC
Quan ly Diroc thuoc B¢ Y te;

Can ell' Thong ur so 44/2014nT-BYT ngay 25/11/2014 cua B¢ tnrong B9
Y te quy dinh viec dang ky thuoc;

Can cu y kien cua Hoi dong nr van cap so dang ky hru hanh vac xin va
sinh pham y te - B¢ Y te;

Xet d~ nghi cua Tnrong phong Dang ky thuoe - C1;lcQuan ly Duqe,

QUYETDlNH:

Dit~u 1. Ban hanh kern thea Quyet dinh nay danh m1;lc18 sinh phftm y te
duqc cap so dang ky lUllhanh t~i Vi~t Nam - Dqt 27.

Dieu 2. Cac dan vi co sinh phftm y te duqc phep lUll hanh t~i Vi~t Nam qui
diM t~i Di~u 1 phai in so dang ky duqc B¢ Y te Vi~t Nam cap len nhan va phai
chap hanh dung cac quy dinh eua phap lu~t Vi~t Nam v~ san xuat va kinh doanh
sinh phftm y teo Cae so dang ky eo ky hi~u QLSP- ...-15 co gia tq 05 nam k~ tu
ngay cap.

Dieu 3. Quyet dinh nay co hi~u lvc k~ til ngay ky ban hanh.

Dieu 4. Giam doc S6 Y te cac tinh, thanh pho trvc thu9C trung uong va
Giam doc eac don vi co sinh phftm y te neu t~i di6u 1 chiu tfach nh7'~ thi hanh
quyet dinh nay./.
Noi nht;in: ' UC TRlJONG
-Nhudi~u4' . "--
- BT. Nguy~~ Thi Kim Tien (de b/c); A ~:l f?J%i "'~""'
- IT.Nguyen Thanh Long, IT. Ph~m Le Tuan (de b/; it:"
- Vl;}Phap che, Cl;}cY te dt,r phong, C\lC Quan ly ~: t{.4;."
chua b¢nh, Thanh tra .!39 Y te, O,lCKHCN&DT; c i~:/,'
- Vi¢n V¢ sinh dtch te trung ucmg, Vi¢n Kiem dtnh qu (' '<; '~~~ •

gia vAcxin va sinh pMm y te; ~' ~~~ ~2.:"'-_:::::::::-----
- TOng Cl;}cHm quan - BQ Tai chinh; _
- Website cua C\lCQLD, T~p chi Duqc va My pham-O,lc
QLD; Truong Qu6c CUOng
- Luu: VP, KDD. QLC.w.DKT (4 ban).



BOYTE
Cl)C QUAN LY DUQC

CONG HOA XA HOI CHU NGHTA VIeT NAM
DQc I~p - Tl}'do - Hanh phuc

DANH Ml,JC 18 SINH PHAM Y TE f)U'QC cAp so DANG KY HII;:U Ll,J'C5 NAM - DQT 27
Ban hanh kern thea quyet dinh s6:;2l1..lQD-QLD, ngay.z+..I.+..I."lo./r

1.Cdng ty dang ky: CJ HealthCare Corporation (Die: 330 Dongho-ro, Jung-gu, Seoul - Korea)

1.1 Nha san xu~t: CJ HealthCare Corporation (Die: 811, Deokpyeong-ro, Majang-myeon,
Icheon-si, Gyeonggi-do - Korea)

Ten thuAc
Hoat chAt chinh - Dang bao Tu6i Tieu Quy cach sA dang kySTT Ham luong ch~ tho chu§n dong goi

- - .._-~ .. . -~ - --- - . --- -- - - -

I Epokine Prefilled Epoetin nguoi tai t6 Dung dich 24 NSX Dung dich tiern QLSP-832-15
Injection 1000 hop 1000 Units/0.5 tiem pha s~n thang pha s~n dong
Units/0.5mL mL trong syringe, 6

syringe/hop

2. Cong ty dang ky: Cong ty lien doanh dU'Q'cph§m MEBIPHAR-AUSTRAPHARM (Die: L()

III-18, Duong s6 13, KCN Tan Binh, Q. Tan PhZI,TP.HCM - vi« Nam)

2.1 Nha san xu~t: Cong ty lien doanh dU'Q'cph§m MEBIPHAR-AUSTRAPHARM (Die: L()

III-18, Duong s6 13, KCN Tan Binh, Q. Tan PhZI,TP.HCM - Vi¢t Nam)

STT Ten thu6c Hoat chAt chinh - Dang bao Tu6i Tieu Quy each S6 dang ky
Ham hrong ch~ tho chu§n dong goi

2 BACIVIT Lactobacillus Thu6c b(lt 24 NSX Goi I g, h(lp 14 QLSP-833-15
acidophilus>= 108 uang thang goi, h(lp 25 goi,
CFU; hop 100 goi.

"I BACIVIT-H Lactobaci 11us Thu6c b(lt 24 NSX Goi I g, hop 14 QLSP-834-15.J
acidophilus >= 109 uang thang goi, h(lp 25 goi,
CFU; hop 100 goi.

3. Cong ty dang ky: Cdng ty TNHH Lien doanh HASAN - DERMAPHARM (Die: L6 B,
Duong s6 2, KCN Dong An, Thi xd Thudn An, Tinh Binh Duong - Viet Nam)

3.1 Nhft san xu~t: Cong ty TNHH Lien doanh HASAN - DERMAPHARM (Die: L6 B, Duong
s6 2, KCN D6ng An, Thi xii Thu(m An, Tinh Binh Duang - Vi¢t Nam)

Trang!



STT Ten thudc Hoat chat chinh - Dang bao Tu6i Tieu Quy each s6 tHing kyHaID 1U'Q'ng ch~ the? chuan dong goi
---.-- ---- _--_------- -------- --------------- - -------_-_--- -- ----- - - -

4 AIBEZYM Lactobacillus Thu6c bot 24 NSX Hop 30 g6i x QLSP-835-15
acidophilus lOB thang 2,Og thuoc bot.
CFt.! ; Bacillus G6i nhorn.
subtilis 10BCFU;
Zinc gluconate (3
rng kern) 21,0 rng

5 BAILUZYM Lactobacillus Thuoc b(>t 24 NSX Hop 30 g6i x QLSP-836-15
acidophilus 109 thang I ,Ogthuoc bot.
CFU; G6i nhom,

6 BAILUZYM - Zn Lactobaci IIus Thuoc b(>t 24 NSX Hop 30 g6i x QLSP-837-15
acidophilus lOB thang 2,Og thu6c bot.
CFU; Zinc G6i nhorn,
gluconate (3 rng
kern) 21,0 rng

7 OZONBIOTIC Lactobaci 11us Thu6c b(>t 24 NSX Hop 30 g6i x QLSP-838-15
acidophilus 109 thang 2,Og thuoc b(>t
CFl.!; Zinc
gluconate 21 ,Orng
(nrong dirong kern
3mg)

8 OZONBIOTIC PLUS Lactobacillus Thu6c bot 24 NSX Hop 30 g6i x QLSP-839-15
acidophilus 109 thang 2,Og thuoc bot
CFL.[; Zinc
gluconate 35,Orng
(tirong dirong kern
5mg)

4. Cfing ty dang Icy: Cong ty TNHH MTV vic xin va sinh pham Nha Trang (Die: 26 Han
Thuyen, TP Nha Trang, Khdnh Hoa - Viet Nam)

4.1 Nha san xu~t: Cdng ty TNHH MTV vic xin va sinh ph~m Nha Trang (Die: Than Cay
Xoai, xd Su6i Tan, huyen Cam Lam, Khanh Hoa - Viet Nam)

Ten thudc Hoat chit chinh - Dang bao Tu6i Tieu Quy each se dang kySTT HaID lU'<lng ch~ the? chu~n dong goi
- -- . ---- .--_ .._- - -- -- -

9 Baci-subti Bacillus subtilis vien nang 24 NSX Vi 10 vien, hop QLSP-840-15
>=108 CFUl500rng c(rng thang 6 vi

10 BACI-SUBTI Bacillus subtilis B(>t 24 NSX g6i I g, Mp 20 QLSP-841-15
>=108 CFU/g thang g6i

II PRO-ACIDOL PLUS Bacillus subtilis B(>t 24 NSX g6i I g, hop 20 QLSP-842-15
>=108 CFUlg; thang g6i
Lactobaci llus
acidophilus >=IOB
CFU/g

Trang 2



5. Cong ty dang ky: Cong ty TNHH Sanofi- Aventis Vi~t Nam (Dlc: 123Nguyen Khoai, Qudn c/o
TP. H6 Chi Minh - Viet Nam)

5.1 Nha san xu§t: Sanofi-Aventis S.p.A (Die: Viale Europa, 11 21040 Origgio (VA) -Italy)

Ten thu6c Hoat ch§t chinh - Dang bao Tu3i Tieu Quy each se dang kySTT Ham 1U'Q'ng ch~ tho chuftn dong goi
- .- -_. _,_, .--------~-~-.--.--.------- .. -.- _._.'-_, ._.'_-- ------_----_-----------_ ----- ---_ .._-- - ---- - -- --- - -----

12 ENTEROG ERMINA Bao ttl' khang da vien nang 36 NSX HOp I vi x 12 QLSP-843-15
khang sinh Bacillus cLrng thang vien nang cung
clausii 2 ty bao
tir/vien nang cung

6. Cong ty dang kY: Diethelm & Co.,Ltd (Die: Wiesenstrasse 8, 8008 Zurich - Switzerland)

6.1 Nha san xu§t: Novo Nordisk AJS (Dlc: Novo Alle, DK-2880 Bagsvezrd - Dan Mach)

Ten thu6c Hoat chAt chinh - Dang bao Tu6i Tieu Quy cach S8 dang kySTT Ham IU'Q'ng ch~ tho chuftn dong goi
- --_

13 Norditropin Nordilet Somatropin 3,3 Dung djch 24 NSX HOp chira I but QLSP-844-15
5mgll.5ml rng/rnl tiem thang tiem born s~n x

1,5ml

7. Cfmg ty dang ky: EVER NEDRO PHARMA GmbH (Die: Mondseetrasse 11, 4866 Unterach.
am Attersee - Austria)

7.1 Nha san xu§t: Cooso' xufit xuong: EVER NEDRO PHARMA GmbH (Die: Oberburgau 3.
4866 Unterach, am Attersee - Austria)

STT Ten thuoc Hoat chAt chinh - Dang bao Tu6i Tieu Quy each S8 dang ky
Ham IU'Q'ng ch~ tho chuftn dong goi

-- - _ .... ---- '_ ..__ .. _- --_._------ -------_---_- --,_ ...- ._------------ --"'_ -- .. - ---_._ -_.__ ._._ .... - -_.-

14 Cerebrolysin Peptide Dung dich 60 NSX HOp 10 6ng QLSP-845-15
Co-so' tron va dong goi: (Cerebrolysin d~ tiem, thang I rnl; hop 5 6ng
EYER PHARMA JENA concentrate) 215,2 dung dich 5 rnl; hQp 5 6ng
GmbH (Dia chi: d?m d?c d~ 10ml
Otto-Schott-Str. IS, pha dung
07745 lena, Germany) dich tiem

truyen

8. Cong ty dang ky: Ferring Pharmaceuticals Ltd. (Die: Unit 1-12, 251F, No.1 Hung To Road,
Ngau Tau Kok, Kowloon - Hongkong)

8.1 Nha san xu§t: Ferring GmbH (Die: Witland 11,D-24109 Kiel- Dll:c)

Trang 3



.
STT Ten thudc Hoat chat chinh - Dang bao I UOI Tieu Quy cach SB dang kyHam luo'ns ch~ tho chu§n dong gol. '"~ _,._- . --- - _. _- - ~ .--.--~-----.- .- _-- --

15 BRAVELLE 75IU Urofollitropin 75IU Bot va dung 24 NSX HOp 519 bot + QLSP-846-15
(CO'so dong goi va xuat m6i pha tiem thang 5 19dung m6i x
xirong: Ferring Iml; HOp 1019
International Center S.A. bot + 1019
(dja chi: Chemin de la dung m6i x 1ml
Vergognausaz CH-1162
St.Prex, Switzerland)

9. Cong ty dang ky:Mega Lifesciences Public Company Limited (Die: 384 Moo 4, Soi 6,
Bangpoo Indust~ial Estate, Pattana 3 road, Preaksa, Mueang, Samutprakarn 10280 - Thailand)

9.1 Nha san xu§t: Biocon Limited (Die: Plot No. 2-4, Phase-IV, Bommasandra Jigani Link Road.
Bommasandra Post, Bangalore-560099 - India)

Ten thuBc Hoat chfit chinh - Dang bao Tu6i Tieu Quy cach SB dang kySTT Ham ItrQ'ng ch~ tho chu§n dong goi

16 INSUNOV A 30/70 Insulin nguoi H6n dich 24 Diroc HOp 119 x 10 QLSP-847-15
(Biphasic) (lnsul in nguoi co tiern thang di~n ml

nguon g6c DNA tai CMu
t6 h9'P) 100 IU Au

Insulin nguoi Duoc
17 NSUNOVA-N (NPH) (Insulin ngiroi co H6n djch 24 di~n HOp 1 19x 10 QLSP-848-15

nguon g6c DNA tai tiern than Chau I

t6 h9'P) 100 IU Au

~ -_. __ .'_

INSUNOVA-R Insulin nguoi Dung djch 24 Duoc
HOp 119 x 1018 (Insulin ngiro'i co tiem thang di~n QLSP-849-15(Regular)

nguon g6c DNA tai Chau ml

t6 hop) 100 IU Au

Truong Qu6c Cirong

Trang 4


