
BOYTE 
Cl}C QUAN LY DlJQC 

CONG HOA XA HOI CHU NGHIA VIETNAM . . . 
Dc)c l~p - Tt! do - H~nh phuc 

SO: At-t /QD-QLD Ha Nqi, ngayrl'f thang {) niim 2013 

QUYETI>INH 
V e Vi~c ban hanh danh ffil;IC 47 ·VaC xin, sinh phfim y te 

duqc cap so dang ky hru hanh t~i Vi¢t Nam - Dqt 21 

Cl)C TRUONG Cl)C QUAN LY DU'QC 

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

Can cu Ngh.i diflh so 63/2012/ND-CP ngay 31/8/2012 cua Chfnh phu quy 
dtnh chuc nang, nhi¢m Vl;l. quy~n hc~lll va ca c~u t6 chuc cua B9 y te; 

Can cu Quyet diflh so 53/2008/QD-BYT ngay 30/12/2008 cua B¢ truemg 
B¢ Y te quy diflh chuc nang, nhi¢m vtJ, quy~n hc;m va ca c~u t6 chuc cua Ct;tc 
Qulm ly Duqc thu¢c B¢ Y te va Quyet dinh so 3106/QD-BYT ngay 29/8/2011 
cua B¢ truemg B¢ Y te v~ vi¢c sua d6i, b6 sung Di~u 3 Quyet diflh so 
53/2008/QD-BYT ngay 30/12/2008 cua B¢ truemg B¢ Y te quy dinh chuc nang, 
nhi¢m vtJ, quy~n h~n va ca c~u t6 chuc cua Ct;tc Quan ly Duqc thu¢c B¢ Y te; 

Can cu Thong tu so 22/2009m-BYT ngay 24/11/2009 cua B¢ truemg B¢ 
Y te quy dinh vi¢c dang ky thuoc; 

can cu y kien cua H<?i d6ng tu vfu"l c~p so · dang ky luu hanh vAc xin va 
sinh phfrm y te - B9 y te; 

Xet d~ ngh.i cua Truemg phong Dang ky thuoc - Ct;tc Qm\n ly Duqc, 

QUYET I>~NH: 

Dieu 1. Ban hanh kern theo Quyet dinh nay danh mt;tc 4 7 vAc xin, sinh 
phfrm y te duqc c~p so dang ky luu hanh t~i Vi¢t Nam- Dqt 21. 

Dieu 2. Ole dan vt c6 vAc xin, sinh pham y te duqc phep luu hanh t~ Vi¢t 
Nam qui dinh t~i Di~u 1 phiii in so dang ky duqc B¢ Y te Vi¢t Nam c~p len nhan 
va phai ch~p hanh dung cac quy dinh cua phap lu~t Vi¢t N am v~ san xu~t va 
kinh doanh vAc xin, sinh phfrm y te. Ole so dang ky c6 ky hi¢u QLVX-... -13, 
QLSP-... -13 c6 gia tq 05 nam ke tu ngay c~p. 

Dieu 3. Quyet dinh nay c6 hi¢u h.Jc ke tu ngay ky ban hanh. 

Dieu 4. Giam doc SO Y te cac tinh, thanh pho tn;rc thu¢c trung uang va 
Giam doc cac dan vi c6 vAc xin, sinh pham y te neu t~i di~u 1 emu trach nhi¢m 
thi hanh quyet dinh nay./. 
Nui nhtj.n: 
- Nhudi~u 4; 
- BT. Nguyen 'fbi Kim Tien (d~ b/c); 
- TT. NguySn Thanh Long (d~ b/c); 
- Vl;l Phap che, Cl,lc Y te dv phong, Cl,lc Phong ch6ng 
HIV/AIDS, Cl,lc Quan ly kham chua b~nh, Thanh tra B¢ 
Yte· 
- Vi~n V~ sinh djch te trung uang, Vi~n Ki~m djnh qu6c -~~ 

/ 

---~ 

gia V~C Xin Va sinh phfun y te; 
- T6ng Cl,lc Hii.i quan - B¢ Tai chinh; 
-Website ciia Cl,lc QLD, T~p chf Dugc va My phfun- Truong Quoc Cu<mg 
0<;~cQLD; 
- Luu: VP, KDD, DKT (3 ban). 
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BOYTE eONG BOA xA HOI eHU NGHiA VIET NAM . . . 
eve QUAN LY DUQe D(}c l~p - Tv do - H~nh phuc 

STT 

I 

STT 

2 

3 

DANH MVC 47 V Ac XIN, SINH PHAM Y TE DU<}C CAP SO DANG KY 
LUiJ HAND T..;_I VIt:T NAM- D<}T 21 

Banhanh kern theo quy~t dinh s6 . .ilt .. .IQD-QLD, ngay ~1/ .. l./2013 

1. eong ty t1ang Icy: Abbott Biologicals B.V (Dia chi C.J Van Houtenlaan 36, 1381 CP Weesp- The 
Netherlands) 

1.1 Nha san xuit: Nha san xuit: Abbott Biologicals B.V (Dia chi: San xuftt thanh phfun: Veerweg 
12, 8121 AA Olst- The Netherlands; San xuftt ban thanh phAm: C.J Van Houtenlaan 36, 1381 CP 
Weesp - The Netherlands) 

Ten thuBc/ Ho~t chit chinh- Ham 
D~ng bao ch~ TuAi thQ 

TH~u Quy each sa dang kY Tac dl}ng chinh lirQ"ng chuAn dong goi 

INFLUVAC A/California/7 /2009 I2 tMng NSX H()p I xy lanh QL VX-0653: 13 
(VAc xin phong b~nh (HINI) -like virus H6n djch tiem. dong s&t 0,5ml 

cum mua) I5mcg HA; vAc xin 
A/Perth/I6/2009 (H3N2)-

like virus I5mcg HA; 
B/Brisbane/60/2008 - like 

virus ISmcg HA 

2. eong ty dang Icy: Abbott Laboratories (Singapore) Pte. Ltd (Dia chi: 1 Maritime Square,# 11 -
12 Day B, HarbourFront Centre, Singapore 099253- Singapore) 

2.1 Nha san xuftt: Abbott GmbH & eo.KG (Dia chi: Max - Planck - Ring 2 65205 Wiesbaden -
Germany) 

Ten thuBc/ Ho~t chit chinh - Ham 
D~ng biw ch~ TuAi thQ 

Tieu Quy each sa dang ky Tac dl}ng chinh luQ"Dg chuAn dong goi 

BQ thu6c thir Vi h~t: khang thS khang d~nglong,pha I2thang NSX HQp I 00 tests; 
ARCHITECT PG I nguoi ( chu()t,don s&t HQp 500 tests 

Pepsinogen I (Reagent dong) phu tren vi h~t 
Kit) trong dung djch d~m 

(Dinh lm;mg MOPSO; Chat k€t hqp: 
Pe~sinogen I tron& khang thS khang PG 1 

huyet thanh va huyet nguoi (tu chu()t, don QLSP-0654-13 
tuong nguoi) dong) co danh dau 

acridinium trong dung 
djch d~m MES 

BQ thu6c thir Vi h~t: khang thS khang d~ngl6ng,pha I2 thang NSX HQp I 00 tests; 
ARCHITECT PG II nguoi ( chu()t,don s~n H9p 500 tests 

Pepsinogen II (Reagent dong) phu tren vi h~t 
Kit) trong dung ~ich, d~m 

(Djnh luqng MOPSO; Chat ket hqp: 
Pep,sinogen II tron~ khang thS khang PG II 

QLSP-0655-13 
huyet thanh va huyet nguoi (tu chu9t, don 

tuang nguoi) dong) co danh dau 
acridinium trong dung 

dich d~m MOPSO 

2.2 Nha san xuftt: Abbott Ireland Diagnostics Division (Dja chi: Finisklin Business Park Sligo -
Ireland) 
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STT 

5 

STT 

6 

STT 
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Ten thuac/ Ho~t chAt chinh - Ham 
D~ng bao ch~ TuBi thQ 

Tieu Quy each 
sa dang kY 

Tac dyng chinh hrQ'ng chuin dong goi 

BQ thu6c thli Vi h1.\t: anti-free PSA d~glong,pha 10 thang NSX Hqp 100 tests; QLSP-0656-13 
ARCHITECT Free ( chu9t, dan dong) phu sAn H9p 4x100 tests 
PSA (Reagent Kit) tren vi h1.\t trong dung djch 
(Djnh luQ'Ilg khang d~m TRIS; ChAt k~t 

nguyen d~c hi~u tuy~n hqp:Anti-PSA (chuQt, dan 
ti~n li~t (PSA) tv do dong) c6 danh dAu 

I. trong huyet thanh acridinium trong dung 
ngum) dich d~m phosphate 

2.3 Nha san xu§t: Abbott Ireland Diagnostics Division (Dia chi: Lisnamuck, Longford Co. 
Longford - Ireland} 

Ten thuBc/ Ho~t chAt chinh - Ham 
D~ng bao ch~ TuBi thQ 

Tieu Quy each 
sa dang kY 

Tac dyng chinh ltrQ'Dg chuin dong goi 

BQ thu6c thli Vi h~t: anti-ferritin d~glong,pha 11 thang NSX H9p 100 tests; QLSP-0657-13 

ARCHITECT Ferritin ( chuQt, khang the dan sAn H9p 4x100 tests; 
(Reagent Kit) dong) phu tren vi h~t HQp 4x500tests 

(Dinh luQ'Ilg ferritin 
trong huy~t thanh va 

trong dung dich d~m 
TRIS; ChAt k~t hqp:Anti-

huy~t tuang nguai) Ferritil} (thO, da dong) c6 
danh da.u acridinium trong 

dung djch d~m MES 

- ·-------'-------

2.4 Nha san xu§t: Axis-Shied Diagnostics Ltd. cho Abbott GmbH & Co.KG (Dia chi: Nha san 
xuftt Axis-Shied Diagnostics Ltd. : The Technology Park, Dundee, DD2 DCA, United Kingdom ; Dia 
chi cong ty Abbott GmbH & Co.KG: Max - Planck - Ring 2, 65205 Wiesbaden - Germany) 

Ten thuBc/ Ho~t chAt chinh - Ham 
D~ng bao ch~ TuBi thQ 

Tieu Quycach 
sa dang kY 

Tac dyng chinh ltrQ'Dg chuin dong goi 

BQ thu6c thli Vi h1.lt: anti-S-adenosyl-L d~gl6ng,pha 44 tuftn NSX H9p 100 tests 
ARCHITECT homocysteine ( chu9t, sAn QLSP-0658-13 

Homocysteine (Reagent khang the dan dong) phil 
Kit) tren vi h1.lt trong dun~ dich 

(Dinh luc;mg L- d~m BIS-TRIS; Chat k~t 
~omocystein~ toan hqp: S-adenosyl:L 

phan trong huyet thanh cysteine (SAC) c6 danh 
va huy~t tuang nguai.) dAu acridinium trong dung 

dich d~m citrate 

-

2.5 Nha san xu§t: Biokit S.A. cho Abbott GmbH & Co.KG (Dia chi: Nha san xuftt Biokit S.A.: Can 
Male 08186 Lliva d'Amunt Barcelona, Spain. Dia chi cong ty Abbott GmbH & Co.KG: Max - Planck 
- Ring 2 65205 Wiesbaden- Germany) 

Ten thuac/ Ho~t chAt chinh - Ham 
D~ng bao ch~ TuBi thQ 

Tieu Quy each 
sa dang ky 

Tac dyng chinh ltrQ'ng chuin dong goi 

BQ thu6c thli Vi h1.lt: anti-human d~gJC1ng, pha 7 thang NSX H9p 100 tests; 
ARCHITECT 25-0H vitamin D IgG ( ciru, sAn H9p 500 tests QLSP-0659-13 
Vitamin D (Reagent khang the da dong) phu 

Kit) tren vi h{lt trong dung djch 
(Dinh luc;mg 25- d~m TRIS; ChAt k6t hqp: 

hydroxyvitamin D (25- vitamin D anti-biotin h6a , . 

OH vitamin D) (chu<)t, 
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trong huyet thanh va dan dong) c6 drum dau 
huySt tuang ngum.) acridinium phuc hqp 

trong dung dich d~m BIS-
TRIS HCI 

B9 thu6c thir Vi h~t: anti-DHEA- d~gl6ng,pha 12thang NSX Ht}p 100 tests; 
ARCHITECT DHEA-S S( chut}t, dan dong) phu sful H9p 4x100 tests QLSP.-0660-13 

(Reagent Kit) tren vi h~t trong dung dich 
(Djnh IUQ11g d~m TRIS; Ch~t kSt hqp: 

dehyfroepiandrosterone DHEA-S c6 drum d~u 
sulfate (DHEA-S) trong acridinium trong dung 

huyst thanh va huySt dich d~mMES 
tuang nguai.) 

B9 thu6c thu Vi h~t: anti-PTH (de, d~gl6ng,pha 15 thang NSX H9p 100 tests; 
ARCHITECT Intact khang th€ da dong) phu sful H9p 4x100 tests QLSP-0661'-13 
PTH (Reagent Kit) tren vi h~t trong dung djch 
(Dj~ luQ11g hormon d~m TRIS; Ch~t kSt hqp: 
tuyen c~ giap khong anti-PTH (de, khang th€ 
biSn d6i (intact PTH) da dong) c6 drum d~u 
trong huySt thanh va acridinium trong dung 
huySt tuang nguai.) dichd~mMES 

2.6 Nha san xu§t: Denka Seiken, Co., Ltd cho Abbott GmbH & Co.KG (Dia chi: Nha san.xufit 
Denka Seiken, Co., Ltd. : Kagamida Factory, 1359-1, Kagamida, Kigoshi, Gosen-Shi, Niigata 959-
1695, Japan; Dia chi Abbott GmbH & Co.KG: Max- Planck- Ring 2, 65205 Wiesbaden- Germany) 

Ten thuac/ Ho~t chAt chinh - Ham 
D~ng bao ch~ TuAi thq 

Tieu Quy each 
sa dang kY 

Tac d1,mg chinh hrQ'Dg chuftn dong goi 

ARCHITECT SCC vi h~t: Khang the khang d~gl6ng,pha 10thang NSX H9p 100 tests 
Reagent Kit khang nguyen sec sful 

(Dinh luQ11g khang ( chu9t, dan dong) phu QLSP-0662-13 
nguyen ung thu te bao tren vi h~t trong dung dich 
vay trong huyet thanh d~m MES; Ch~t ket hqp: 
va huyst tuang nguai.) Khang th€ khang khan? 

nguyen sec c6 drum dau 
acridinium ( chut}t, dan 

dong) ket hqp trong dung 
djchd~mMES 

- -- ----

2. 7 Nha san xu§t: Denka Seiken, Co., Ltd cho Abbott Laboratories - Diagnostics Division (Dia 
chi: Nha san xufit Denka Seiken, Co., Ltd. : Gosen-Shi, Niigata, Japan; Dia chi cong ty Abbott 
Laboratories- Diagnostics Division: 100 Abbott Park Road, Abbott Park, Illinos 60064- USA) 

Ten thuac/ Ho:;tt chAt chinh - Ham 
D:;tng bao ch~ TuAi thq 

Tieu Quy each 
sa dang ky . 

Tac dl}ng chinh IU"Q'ng chuftn dong goi 

BQ thu6c thu Vi h~t: Anti-Phe~ytoin d~ngl6ng,pha 15 thang NSX HQp 1 00 tests 
ARCHITECT ( chuQt, khang the dan sful QLSP-0663-13 

iPhenytoin (Reagent dong) phu tren vi h~t 
Kit) khang the de khang chuQt 

(Djnh lugn~ phenytoin (GAM) trong ?un~ djch 
trong huyet thanh va d~m MES; Chat ket h?"P: 
huySt tuang nguai.) Phenytoin c6 danh dau 

acridinium kSt hqp trong 
dung djch d~m MES 

---· ---
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14 

STT 

15 
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---

2.8 Nha san xuftt: Fujirebio Diagnostics Inc. cho Abbott Laboratories - Diagnostics Division (Dia 
chi: nha san xuftt Fujirebio Diagnostics Inc.: 201 Great Valley Parkway Malvern, Pennsylvania, USA. 
Dia chi nha san xuftt Abbott Laboratories - Diagnostics Division: 100/200 Abbott Park Road, Abbott 
Park, Illinois 60064 - USA) 

Ten thuac/ Ho~t chit chinh - Ham D~ng bao ch~ TuBi thQ 
Tieu Quy each 

sa dang kY 
Tac dQng chinh h.rQ'Ilg chuin dong goi 

BQ thubc thir Vi hat: anti-sirolimus d~glong,pha 15 thang NSX HQp 100 tests 
ARCHITECT . ( chu~t, khang thS don sful QLSP-0664-13 

Sirolimus (Reagent Kit) dong) phti tren vi h~t 
(Dinh lw;mg sirolimus trong dun~ dj~h d~m 
trong mau toan phfut 6 MES; Chat ket hqp: 

ngum) Sirolimus c6 danh diu 
acridinium trong dung 

djch d~m citrate 

3. Cong ty dang Icy: APC Pharmaceuticals and Chemical Limited (Dia chi: Suite 2102, 21/F Wing 
on Centre, 111 Connaught Road, Central - Hong Kong) 

3.1 Nha san xuit: Reliance life sciences Pvt. Ltd (Dia chi: Plant 2, Dhirubhai Ambani Life Sciences 
Centre, Thane-Belapur Road, Rabale, Navi, Mumbai 400701 Maharashtra- India) 

Ten thuac/ Ho~t chit chinh - Ham ~ 
TuBi thQ 

Tieu Quy each 
sa dang kY 

Tac dQng chinh ltrQ'Ilg 
D~ng bao che chuin dong goi 

RELIPOIETIN 2000 IU Erythropoietin 2000 IU Dung djch tiem 24 thang NSX H9p o 1 born tiem 
QLSP-0665-13 truyBn d6ng sful 0,5 ml 

(2000 IU) 
-

4. Cong ty dang Icy: CJ Cheiljedang Corporation (Dia chi: 500, 5-Ga, Namdaemun-No, Chung-Ku, 
Seoul - Korea) 

4.1 Nha san xuit: CJ Cheiljedang Corporation (Dja chi: 511, Dokpyong-Ri, Majang-Myon, Ichon
Si, Kyonggi-Do, 467-810- Korea) 

Ten thuac/ Ho~t chit chinh - Ham ~ 
TuBi thQ 

Tieu Quy each 
sa dang ky 

Tac ~Qng chinh . ltrQ'Ilg D~ng bao che chuin dong goi 

Epokine Prefilled Epoetin alpha nguai tai t6 dung djch tiem. 24 thang NSX H9p 6 born tiem 
Injection 4000IU/0,4ml hqp 4000IU/0,4ml QLSP-0666-13 

--- --

5. Cong ty dang Icy: Cong ty cB phin Dll'Q'C thi~t bi y t~ Da Ning (Dia chi: S6 2 Phan Dinh Phung, 
Qu~ Hai Chau, TP. Da Nfulg- Vi~t nam) 

5.1 Nha san xuit: MP Biomedicals Asia Pacific Pte. Ltd (Dia chi: S6 2 Pioneer Place. Singapore 
627885 - Singapore} · 

Ten thuac/ Ho~t chit chinh - Ham 
D~ng bao ch~ TuBi thQ 

Tieu Quy each 
sa dang ky 

Tac dQng chinh ltrQ'Ilg chuin dong goi 

MP Diagnostics Assure KMng nguyen virus D~ng long 18 thang NSX HQp 20 tests 
Dengue IgA Rapid Test Dengue QLSP-0667-13 

(Dinli tfnh khang the 
khang virus Dengue) 

MP Diagnostics Assure Protein khang nguyen D~nglong 15 thang NSX HQp 20 tests 
H.pylori Rapid Test H. pylori 

(Xet nghi~m djnh tinh QLSP-0668-1 3 
khang th~ khang vi 

khudn H. pylori trong 
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17 

STT 

18 

19 

20 

21 

STT 

22 

STT 

23 

huyetthanh,huyet 
tuang, mau toan Qhfut 

nguoi) 

MP Diagnostics HTL v Protein tai t6 hqp HTLV-I D~ng long 15 thang NSX H9p 192 tests 
IIII Elisa 4.0 va HTLV-11 QLSP-0669-13 

(Djnh tfnh HTL V III I) 

6. Cong ty dang ky: Cong ty TNHH DKSH Vi~t Nam (Dia chi: 23 D~i 19 d9c l~p, Khu cong nghi~p 
Vi~t Nam- Singapore, Thu~ An, Binh Duan&- Vi~t Nam) 

6.1 Nha san xu§t: Bio-Rad (Dia chi: 3, Boulevard Raymond Poincare 92430 Marnes-la-Coquette
France) 

Ten thuac/ Ho~t ch§t chinh - Ham 
D~ng bao ch~ TuBi thq 

Tieu Quy each 
sa dang kY 

Tac dvng chinh hrc;rng chuin dong goi 

TransClone Anti-ABO! Mab Anti A 26A2 Dungdjch. 24thang NSX H(>p llQ ml x 

-

(A) 26A2 lOrn! QLSP-0670-13 
(Phat hi~n khang 

nguyen ABO! (A)) 

TransCione Anti-AB02 Mab Anti B 95.3 Dung djch. 24thang NSX HQp llQ ml x 
(B) 95.3 IOml QLSP-0671-13 

(Phat hi~n khang 
nguyen AB02 (B)) 

TransCJone Anti-AB03 Mab Anti A 26A2; Mab Dungdjch. 24thang NSX H<)p llQ ml X 

(AB) Anti B 95-3; Mab Anti IOml QLSP-0672-13 
(Phat hi~n khang AB41P 

nguyen AB03 (AB)) ' 

TransClone Anti-RHI Mab Anti RHI (D) Dung djch. 24thang NSX H<)p IIQ ml x 
(D) Fast M lOrn! QLSP-0673-13 

(Xac dinh khang 
nguyen RHI (D)) 

6.2 Nha san xu§t: Novo Nordisk A/S (Dia chi: Novo Alle, DK-2880 Bagsvaerd- Dan M~ch) 

Ten thuac/ Ho~t ch§t chinh - Ham 
D~ng bao ch~ TuBi thq 

Tieu Quy each 
sa dang kY 

Tac dvng chinh hrc;rng chuin dong goi 

Novorapid ®FlexPen® Insulin as part I 00 U/ml dung djch tiem. 30 thang NSX H9p o~ but tiem QLSP-0674-13 
n~p san-3 .Oml-

7. Cong ty dang ky: Cong ty TNHH Hoang Hll'ong (Dia chi: S6 6- Ngo 111- Lang H~- D6ng Da
Ha N9i - Vi~t Nam) 

7.1 Nha san xu§t: AIDE Diagnostic Co., Ltd (Dia chi: No. 141 Zhuzhou Road, Quingdao High-tech 
Industrial Park, Shandong- China) 

Ten thuac/ Ho~t ch§t chinh - Ham D~ng bao ch~ TuBi thq 
Tieu Quy each 

sa dang kY 
Tac dvng chinh lll'qng chuin dong goi 

QUEEN TEST (HCG C9ng hgp vang: khang thS Que thti 24 thang NSX HQp I test. QLSP-067 5-13 
Urine Pregnancy Test) dan dong chu9t khang 
(Que thir phat hi~n thai hCG; V1;1ch thir- khang thS 

sam) khang hCG tir d~; V1;1ch 
chirng: khang the khang 

IgG chu9t tude 

8. Cong ty dang ky: Cong ty TNHH Sanofi- Aventis Vi~t Nam (D!a chi: 123 Nguy~n Khmii, Qu~n 
4, TP. H6 Chi Minh- Vi~t Nam) 

8.1 Nha san xu§t: Sanofi- Aventis Deutschland GmbH (D!a chi: Industriepark Hochst, 
Bruningstrasse 50, D-65926 Frankfurt am Main- Due) 
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STT 

24 

2S 

26 

27 

28 

29 

30 

31 

STT 

32 

STT 

33 

34 

3S 

w•• ., ~-·~ ;~·~ 

Ten thuac/ Hol}t chit chinh - Ham 
Dl}ng bao ch~ TuBi thQ 

Tieu Quy each 
sa dang ky 

Tac dt.mg chinh ltrQ'ng chuAn dong goi 

Insuman Basal Insulin nguai 100 IU/ml Hlin djch tiem. 24thang NSX H()p OS ong x 
QLSP-0676-13 

3.0ml 

Insuman Basal Insulin nguai 100 IU/ml H6n djch tiem. 24 thang NSX H()p 01 lQ X S.O QLSP-0677-13 
ml 

Insuman Comb 2S Insulin ngum 100 IU/ml H6n djch tiem. 24thang NSX H()p 01 lQ X s.o 
QLSP-0678-13 

ml 

Insuman Comb 25 Insulin ngum 100 IU/ml H6n djch tiem. 24thang NSX H()p OS 6ngx QLSP-0679-13 
3.0ml 

Insuman Comb 30 Insulin ngum 100 IU/ml H6n djch tiem. 24thang NSX H()p OllQ X s.o QLSP-0680-13 
ml 

lnsuman Comb 30 Insulin ngum 100 IU/ml H6n djch tiem .. 24 thang NSX H()p OS 6ngx QLSP-0681-13 
3.0ml 

Insuman Rapid Insulin ngum 100 IU/ml dung djch tiem. 24thang NSX HQp 01 lQ X s.o QLSP-0682-13 
ml 

Insuman Rapid Insulin ngum 100 IU/ml dung djch tiem. 24thang NSX H()p OS ong x 
QLSP-0683-13' 

3.0ml 
---

9. Cong ty dang Icy: Eli Lilly Asia, Inc- Thailand Branch (Dia chi: Thanapoom Tower, 14th Floor 
1550 New Petchburi Road, Makasan, Rachtavee, Bangkok 10400 - Thailand) 

9.1 Nha san xuftt: Eli Lilly and Company. CO' sa dong g6i: Lilly Pharma Fertigung und 
Distribution GmbH & Co. KG (Dia chi: Nha san xudt Eli Lilly and Company: Lilly Corporate 
Center, Drop Code 2200, 46285 Indianapolis, Indiana, USA. Ca sa dong g6i: Lilly Pharma Fertigung 
und Distribution GmbH & Co. KG: Teichweg 3, 35396 Giessen- Germany) 

Ten thuac/ Hol}t chit chinh - Ham 
Dl}ng bao ch~ TuBi thQ 

Tieu Quy each 
sa dang ky 

Tac dt.mg chinh ltrQllg chuAn dong goi 

Humulin 70/30 Insulin nguai H6n djch tiem. 36thang NSX HQp 1 lQ x lOrn! PLSP-0684-13 

10. Cong ty dang Icy: F.HOFFMANN-LA ROCHE LTD (Dia chi: Grenzacherstrasse, CH-4070, 
Basel - Thvy Sy) · 

10.1 Nha san xuftt: ROCHE DIAGNOSTICS GMBH (Dia chi: Sandhofer 116 68305 Mannheim
Due) 

Ten thuac/ Hol}t chit chinh -=-Hani 
r-- Tieu Quy each 
Dl}ng bao ch~ TuBi thQ sa dang kY 

Tac dy.ng chinh . ltrQllg chuAn dong goi 

ALTL, Alanine LDH (vi sinh v~t) >= 4S D~glong 12 thang NSX .HQp SOO tests 
Aminotransferase mckat/1 QLSP-068S-1 1 

(Dinh lm;mg alanine 
Aminotransferase 
(AL T) trong huySt 

thanh va huyst tuong 
nguai) 

AMY-P, alpha Amylase alpha glucosidase (vi D~glong t4thang NSX H()p 200 tests 
EPS Pancreatic khufut) >= 67 mckat/1 QLSP-0686-1 

(Dinh luQTig alph~ 
amylase trong huyet 

thanh, huy~t tuong va 
nuac ti~u nguai) 

C4-2, Tina-quant [a] khang th~ khang C4 nguai D~glong 20 thang NSX H()p 100 tests 
QLSP-0687-1 ~ 

Complement C4 ver.2 (tude) 
(Dinh luQTig C4 trong 
huySt thanh va huyst 

tuong nguai) 
-- ------ --- - --- - ---
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36 CRP T Control N khang nguyen CRP nguoi D~ng long 14 thang NSX H(>p 5 chai x 0.5 
(Ki~m tra d9 dung, d9 2.85 mg/1 ml QLSP-0688-1: 

chinh xac cua xet 
nghi~m) 

37 D-DI2, Tina-quant D- khang th~ dan dong khang D~ng long 7 thang NSX H(>p 1 00 tests 
DimerGen.2 D-Dimer nguai (tir chu(>t) 

QLSP-0689-1 ~ 
(Dinh luqng mi~n djch 0.12% 
cac sfm phAm phan hUy 

cua sgi fibrin trong 
huy€t tuang nguai) 

38 DIGIT, Digitoxin khang the khang digitoxin D~ng long 12thang NSX H9p 200 tests 
QLSP-0690-13 (Dinh luqng digitoxin dan dong (tir chu9t) < 1.0 

trong huy€t thanh va % 
huy€t tuang nguai) 

39 Elecsys HIV Ag Huy€t thanh nguai duang D~ng long 14 thang NSX H(>p 2 x 20 tests 
Confirmatory Test tinh v6i khang th~ khang QLSP-0691-13 
(Djnh tinh khang HIV 0.075 ml 

- nguyen HIV -p24 trong 

40 

41 

42 

43 

44 

STT 

45 

huy€t thanh va huy€t 
tuang nguai) ·-

Elecsys PreciControl khang th~ khang HSV-1 b9t dongkho 15 thang NSX H(>p 04 chai x 
HSV IgG va HSV-2 IgG 

(Ki~m tra chftt luqng 
3.0ml QLSP-0692-1 ~ 

cua xet nghi~m mi~n -

djch HSV-1 va HSV-2) 

GLUC3, Glucose HK 
" . . .. 

D~glong 18 thang NSX H(>p 800 tests 1 HK (n~ !l}eUYJ~,OO 
Gen.3 . ~ mek:ajtl ::/ QLSP-0693-1 

(Djnh luqn~ Glucose . - , " ' <J ._ .;__, ... 
trong huyet tuang, ~ .. """! - 'II ~. ....,.. 

huy€t thanh, djch nao 
ruy va nu6c ti~u nguai) 

LIPC, Lipase Colipase (tir t\IY heo) >= D~glong 12 thang NSX H(>p 200 test 
QLSP-0694-1 colorimetric 0.9 mg/1 

(Djnh luqng lipase 
trong huy€t thanh va 
huv€t tuang nguoi) 

NH3L, Ammonia GLDH (vi khuAll) >= 234 D~glong 20 thang NSX H(>p 150 tests 
QLSP-0695-1 "l (Djnh lm;m~ Amonia mckatll 

trong huyet tuang 
nguoi) 

TRIGL, Triglycerides lipoprotein lipase >= 83 D~ng long 14 thang NSX H9p 250 tests 
(Djnh luqng 

triglyceride tr~ng huy€t 
mckatll QLSP-0696-13 

thanh va huyet tuang 
nguai) 

11. Cong ty dang kj: PT. KALBE F ARMA Tbk (Dja chi: Kawasan Industri Delta Silicon JI. M.H 
Thamrin Blok A3-l, Lippo Cikarang, Bekasi- Indonesia) 

11.1 Nha san xuit: Sedico Pharmaceutical Co. (Dia chi: 1st Industrial Zone, 6th October City- Ai C~p: 

Ten thuoc/ Ho\lt chit chinh - Ham n,ng bao ch~ TuAi thQ 
Tieu Quycach sa dang kY Tac dl}.ng chinh hrQ"Dg 

chuin dong goi 

Insulin H Mix I 00 IU 
Insulin nguOi ngubn g6c 

H6n djch tiem. 30 thang NSX H9p OllQ X 10 tai t6 hgp 30 IU/ml; QLSP-0697-13 
Insulin Protamine nguOi ml 

tai t6 hc;rp 70 IU/ml 
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47 

12. Cong ty dang ky: Sanofi Pasteur S.A (Dia chi: 2 avenue Pont Pasteur, 69007 Lyon - Phap) 

12.1 Nha san xuit: Sanofi Pasteur S.A (Dia chi: Campus Merieux 1541, avenue Marcel Merieux 
69280 Marcy !'Etoile, Phap/ Pare lndustriel d'lncarville 27100Val de Reuil- Phap) 

Ten thuBc/ Ho~t chAt chinh - Ham 
D~ng bao ch~ TuBi thQ 

Tieu Quy each sA ttang kY 
Tac dl}ng chinh hrQ1lg chuftn dong goi 

-

AVAXIM 160U Virus Viem gan A bAt H6n dich tiem. 36thang NSX HQp 0 1 barn tiern 
pLVX-0698-13 (Vic xin phOng b~nh - ;l. 

ho~t 160 IU/0.5 ml n~p san 01 lieu 
Viem ganA) (0.5 ml) v~c xin 

PNEUM023 Polysaccharide cua vo vi dung djch tiem. 24thang NSX HQp o 1 barn tierr 
pL VX -0699-13 (v~c xin phong b~nh khufut Streptococcus - .;l. 

n~p san 01 heu 
viem phoi va nhiem pneumoniae da cyp 25 (0.5 ml) v~c xin 

khufut toan than do ph6 mcg/cyp 
;l. 

cau Streptococcus) 

-

G 

'] 
/ 

Truong Quae Cuirng 
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