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BOY TE

CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC

DANH MUC 47 VAC XIN, SINH PHAM Y TE PUQC CAP SO PANG KV

1. Cong ty diing ky: Abbott Biologicals B.V (Pja chi C.J Van Houtenlaan 36, 1381 CP Weesp -

Netherlands)

1.1 Nha sin xuft: Nha sin xudt: Abbott Biologicals B.V (Pja chi: San xuét thanh phim: Veerwe
12, 8121 AA Olst - The Netherlands; San xuét ban thanh phim: C.J Van Houtenlaan 36, 1381 CP

Poe lap - Ty do - Hanh phiic

LUU HANH TAI VIET NAM - DOT 21
Ban hanh kém theo quyét dinh sé .. AT.4../QD-QLD, ngay 224/, 4../2013

Weesp - The Netherlands)

393@'3279 * www.ThuVienP
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Tén thude/ Hoat chét chinh - Him 2 Tiéu | Quy cich -
STT Téc dyng chinh irgng Dang bao ché | Tudi the i déng goi So (Iuﬁ ky
1  INFLUVAC A/California/7/2009 2 12 thing [NSX Hép 1 xy lanh QLVX-0g53-13]
(Vic xin phong bénh (HINI) - like virus Hon dich tiém. déng sin 0,5m
clm mila) 15meg HA; vic xin ﬁ
A/Perth/16/2009 (H3N2) - =
like virus 15mcg HA; 7
B/Brisbane/60/2008 - like i
virus 15meg HA 3
— |

2. Cong ty diing ky: Abbott Laboratories (Singapore) Pte. Ltd (Dia chi: 1 Maritime Square, # LLJ
12 Day B, HarbourFront Centre, Singapore 099253 - Singapore)

2.1 Nha sin xuit: Abbott GmbH & Co.KG (Pia chi: Max - Planck - Ring 2 65205 Wiesbaden -

Germany)
Tén thuéc/  [Hoat chét chinh - Him ' : Tiéu | Quy cich ]
STT Téc dung chinh lugng Dang bao ché | Tudi the chuin dong gbi S6 diing ky
2 B thude thir Vi hat: khéng thé khang | dang long, pha | 12 thang [NSX | Hop 100 tests;
ARCHITECT PG I ngudi (chudt,don sdn : Hop 500 tests
Pepsinogen [ (Reagent |  dong) phi trén vi hat .
Kit) trong dung dich dém
(Dinh lugng MOPSO; Chit két hop:
Pepsinogen | trong, khang thé khing PG 1
huyét thanh va huyét |  ngudi (tir chugt, don QLSP-0654-13
trong ngudi) dong) ¢6 danh ddu
’ acridinium trong dung
dich dém MES
3 B thudc thir Vi hat: khing thé khing | dang long, pha | 12 thing [NSX | Hop 100 tests;
ARCHITECT PG Il ngudi (chugt,don sin Hép 500 tests
Pepsinogen Il (Reagent| dong) phi trén vi hat
Kit) trong dung dich dém
(Dinh lugng MOPSO;‘Chét két hgp:
Pepsinogen II tron, khang thé khang PG 1l
huyét thanh va huygt ngudi (tir chudt, don QLSP-0655-13
twong ngudi) dong) c6 dénh ddu
acridinium trong dung
dich dém MOPSO

2.2 Nha sin xuédt: Abbott Ireland Diagnostics Division (Pia chi: Finisklin Business Park Sligo -

Ireland)
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Tén thuc/  |Hoat chét chinh - Him P N Titu | Quyesch |c .. o7
STT| pge dung chinh lwgng Dang bio ché | Tudi the chuin| déng goi e ‘m;fg}
4 Bd thudc thir Vi hat: anti-free PSA | dang long, pha | 10 thang [NSX Hop 100 tests; |QLSP oﬁ 13
ARCHITECT Free | (chugt, don dong) phi sfin Hop 4x100 tests .
PSA (Reagent Kit) |trén vi hat trong dung dich
(Pinh lugng khéng dém TRIS; Chit két
nguyén dic hiéu tuyén hop:Anti-PSA (chugt, don
tidn liét (PSA) tr do déng) ¢6 dénh ddu *
trong huyét thanh acridinium trong dung ;u"
nguiri) dijch dém phosphate ~1
By
2.3 Nha san xu#t: Abbott Ireland Diagnostics Division (Dja chi: Lisnamuck, Longford Co. ﬁ
Longford - Ireland) a

Tén thude/ Hoat chét chinh - Ham g Tiéu Quy céch £ ax Ve,
STT( r4c dyng chinh lrgng Dang bio ché | Tubitho| pudn|  donggsi | d““%é‘-‘
5 B6 thuc thir Vi hgt: anti-ferritin__ | deng 1ong, pha | 11 thang [NSX | Hop 100 tests; |QLSP-0657-3
ARCHITECT Ferritin | (chudt, khang thé don sin Hop 4x100 tests; =5
(Reagent Kit) ddng) phil trén vi hat Hop 4x500tests =
(Pinh lugng ferritin trong dung djch dém
trong huyét thanh va | TRIS; Chit két hgp:Anti- #
huyét twong ngudi) | Ferritin (thé, da déng) cé i
dénh déu acridinium trong S
dung dich d¢ém MES =
2. 4 Nha san xufit: Axis-Shied Diagnostics Ltd. cho Abbott GmbH & Co.KG (Dja chi: Nha sin E

xuét Axis-Shied Diagnostics Ltd. : The Technology Park, Dundee, DD2 1XA, United Kingdom ; I)n
chi cong ty Abbott GmbH & Co0.KG: Max - Planck - Ring 2, 65205 Wiesbaden - Germany) :

Tén thube/ Hoat chét chinh - Ham ; Tiéu | Quy ecéch y
STT| 74 dung chinh lwrgng Dang bao ché | Tudi the chuén doéng goi S8 dting ky
6 B thude thir Vi hat: anti-S-adenosyl-L | dang long, pha | 44 tudn [NSX Hop 100 tests
ARCHITECT homocysteine (chuft, sin QLSP-0658-13
Homocysteine (Reagent] khéng thé don déng) phu
Kit) trén vi hat trong dung djch
(Pinh lugng L- | dém BIS-TRIS; Chit két
homocysteine toan hgp: S-adenosyl-L
phﬁn trong huyét thanh| cysteine (SAC) ¢6 dédnh
va huyét tuong ngudi.) | ddu acridinium trong dung
djch dém citrate

2.5 Nha san xuét: Biokit S.A. cho Abbott GmbH & Co.KG (Pja chi: Nha san xuét Biokit S.A.: Can

Malé 08186 Lliga d'Amunt Barcelona, Spain. Pia chi céng ty Abbott GmbH & Co.KG: Max - Planck

- Ring 2 65205 Wiesbaden - Germany)

Tén thube/ Hoat chiit chinh - Ham p : Tigu | Quy cich
STT Téc dung chinh lwgng TRg 0 ais Tusi the chudn dong goi s Ghng ky
7 B§ thube thir Vi hat: anti-human dang léng, pha | 7 thdng [NSX Hop 100 tests;
ARCHITECT 25-OH vitamin D IgG (cin, sin Hdép 500 tests [QLSP-0659-13

Vitamin D (Reagent

Kit)

(Binh lugng 25-

hydroxyvitamin D (25-

OH vitamin D}

khéng thé da dong) phit
trén vi hat trong dung dich
dém TRIS; Chat két hop:
vitamin D anti-biotin hda
(chuft,
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trong hiuyet thanii va

don dong) co danh dau

[
huyét twong ngudi,) |  acridinium phirc hop S
trong dung djch dém BIS- =
TRIS HCI E
8 B thude thir Vihat anti-DHEA- | dang !ong, phia | 12thang [NSX | Hop 100 tests; i
ARCHITECT DHEA-S| S(chuft, don dong) phi sin Hop 4x100 tests [QLSP-0650-13
(Reagent Kit) trén vi hat trong dung djch
(Dinh lwgng dém TRIS; Chét két hop:
dehyfroepiandrosterone| DHEA-S c6 dénh déu *
|sulfate (DHEA-S) trong| acridinium trong dung -
huyét thanh va huyét dich dém MES 3
tuwong ngudi.) o)
<
9 Bd thubc thir Vi hat: anti-PTH (dé, dang long, pha | 15 thing [NSX Hép 100 tests; :‘,-.‘
ARCHITECT Intact | khéng thé da dong) phu sin Hop 4x100 tests |QLSP-0681-13
PTH (Reagent Kit) |trén vi hat trong dung djch o
(Pinh lugng hormon | dém TRIS; Chét két hop: g
tuyén cin gidp khong | anti-PTH (dé, khdng thé b
bién ¢di (intact PTH) | da ddng) c6 dénh diu iy
trong huyét thanh va | acridinium trong dung o
huyét twong nguoi.) dich d¢m MES =
=+
2.6 Nha san xuit: Denka Seiken, Co., Ltd cho Abbott GmbH & Co.KG (Bia chi: Nha san xuig=,
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 - Germay)
Tén thube/ Hoat chit chinh - Ha Tiéu | Quy edch :
oat chat chinh - Him 3 uy cac Q& ddne kv
STT Tac dung chinh lugng Dgng bao ché  Tudi the chuin déng goi | 3 dipgety
10| ARCHITECT SCC | Vihat: Khéng thé khéng | dang long, pha | 10 thang [NSX Hop 100 tests
Reagent Kit khéng nguyén SCC sin
(Dinh lugng khéng |~ (chugt, don dong) phi QLSP-0662-13
nguyén ung thur t& bao |trén vi hat u'on% dung djch
vy trong huyét thanh | dém MES; Chit két hop:
v huyét twong ngudi.) | Khéng thé khang khén,

nguyén SCC c6 danh dau
acridinium (chugt, don
dong) két hop trong dung
dich dém MES

2.7 Nha sén xuét: Denka Seiken, Co., Ltd cho Abbott Laboratories - Diagnostics Division (Dia
chi: Nha san xuat Denka Seiken, Co., Ltd. : Gosen-Shi, Niigata, Japan; Pia chi cong ty Abbott
Laboratories - Diagnostics Division: 100 Abbott Park Road, Abbott Park, Illinos 60064 - USA)

Tén thudc/  |Hoat chét chinh - Ham| cle 2. | Titu | Quycich | .« ;
STT| qac dung chinh tghig Dang bao ché | Tudi thg chudn déng g6i So ding ky
11 B thubc thir Vi hat: Anti-Phenytoin | dang long, pha | 15 thdng |[NSX Hgp 100 tests
ARCHITECT (chudt, khang thé don sin QLSP-0663-13
iPhenytoin (Reagent dong) Ehl‘.! trén vi hat
Kit) khéng the dé khang chuft
(Binh lugng phenytoin | (GAM) trong dung dich
trong huyét thanh va | dém MES; Chét ket hop:
huyét tuong ngudi.) | Phenytoin c6 danh déu
acridinium két hgp trong
dung djch dém MES
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2.8 Nha san xuit: Fujirebio Diagnostics Inc. cho Abbott Laboratories - Diagnostics Division ( %a
chi: nha san xuét Fujirebio Diagnostics Inc.: 201 Great Valley Parkway Malvern, Pennsylvania, USE.

Dia chi nha san xuét Abbott Laboratories - Diagnostics Division: 100/200 Abbott Park Road, Abhu'g

Park, Illinois 60064 - USA) 2=
Tén thube/ Hoat chiit chinh - Him ) 2. Titu | Quyecich | 13 .,' ;
STT| p4c dung chinh lIwgng Dang bao ché | Tudi the chuén déng goi B0 Gingy
12 B} thudc thir Vi hat: anti-sirolimus dang léng, pha | 15 théng |NSX Hop 100 tests i
ARCHITECT (chugt, khéng thé don sin QLSP-0p54-13
Sirolimus (Reagent Kit)] dong) phu trén vi hat el
(Pinh lugng sirolimus | trong dung dich 4ém Lar]
trong méu toan phin & |  MES; Chit két hop: E}
ngudi) Sirolimus ¢6 danh déu =
acridinium trong dung g
dich dém citrate o
1
=
3. Cong ty diing ky: APC Pharmaceuticals and Chemical Limited (Dja chi: Suite 2102, 21/F Wifig
on Centre, 111 Connaught Road, Central — Hong Kong) 2
5 ]
3.1 Nha sin xuét: Reliance life sciences Pvt. Ltd (Pia chi: Plant 2, Dhirubhai Ambani Life Scientg;
Centre, Thane-Belapur Road, Rabale, Navi, Mumbai 400701 Maharashtra - India)
)
Tén thude/ Hoat chét chinh - Ham 7 Tigu | Quyechich |os 0un .
STT| e dyng chinh leyug Dang bao ché | Tudi the chiwdn| acaggot [ dd%.‘
13[RELIPOIETIN 2000 IU| Erythropoietin 2000 IU | Dung dich tiém | 24 thang [NSX |Hp 01 bom tiém| =
truyén d6ng sin 0,5 m] [2LSP-0665-13
(2000 1) -
e
4. Cong ty ding ky: CJ Cheiljedang Corporation (Pja chi: 500, 5-Ga, Namdaemun-No, Chung_K,
Seoul - Korea)
4.1 Nha san xudt: CJ Cheiljedang Corporation (Pia chi: 511, Dokpyong-Ri, Majang-Myon, Ichon-
Si, Kyonggi-Do, 467-810 - Korea)
Tén thudc/  |Hoat chét chinh - Him R p Tiéu | Quyecach |[ox .
STT| 14 dyng chinh | - lrgmg Dang bio ché | Tudi tho| o2y gong goi o0 9408 KY
14|  Epokine Prefilled | Epoetin alpha ngudi téi t3| dung dich tiém. | 24 thang [NSX | Hp 6 bom tiém
Injection 4000IU/0,4ml|  hop 40001U/0,4ml QLSP-0666-13)
5. Cong ty ding ky: Cong ty cb phin Dugec thiét bj y té Pa Ning (Dja chi: 86 2 Phan Dinh Phiing,
Quén Hai Chéu, TP. Pa Nang - Viét nam)
5.1 Nha san xudt: MP Biomedicals Asia Pacific Pte. Ltd (Pja chi: S6 2 Pioneer Place. Singapore
627885 - Singapore)
Tén thube/ Hoat chét chinh - Him z. Tiéu | Quyecich |« .
STT|  Tic dung chinh lrgng Dang bio ché | Tudithe| oy 2y genggsi |50 3B KY
15| MP Diagnostics Assure]  Khéng nguyén virus Dang long 18 thang |NSX Hop 20 tests
Dengue IgA Rapid Test Dengue QLSP-0667-13
(Pinh tinh khang thé
khéng virus Dengue)
16/ MP Diagnostics Assure| Protein khéng nguyén Dang long 15 théng [NSX Hp 20 tests
H.pylori Rapid Test H.pylori
(Xét nghiém dinh tinh QLSP-0668-13
khéng thé khéng vi
khuén H.pylori trong
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huy<t thanh, huy&
twong, méu toan phin

ngudi)
17| MP Diagnostics HTLV | Protein téi t hop HTLV-I| Danglong | 15 thang [NSX | Hop 192 tests
Vi Elisa 4.0 va HTLV-II
(Bijnh tinh HTLV /1)

QLSP-06¢

ThuVie

-13

6. Cong ty diing ky: Cong ty TNHH DKSH Viét Nam (Dia chi: 23 Dai 16 ddc 1ap, Khu cong nghi®
Viét Nam- Singapore, Thuén An, Binh Duong - Viét Nam)

=]

AV VR

£

6.1 Nha san xuét: Bio-Rad (Pja chi: 3, Boulevard Raymond Poincaré 92430 Marnes-1a-Coquette f.q
France) )
. Tén thude/ Hoat chét chinh - Ham| 1. Tiéu Quy cach |,z .. ﬂ .
STT| r4c dyng chinh lwgmg Dgng bao ché (Tuditho| pzn|  genggoi | d"‘%-‘
18{TransClone Anti-ABO1 Mab Anti A 26A2 Dung dich. | 24 thing |NSX Hopllpm!x ) T
(A)26A2 10ml QLSP-ZF0-13
(Phat hién khéng i
nguyén ABOI (A)) e
F e —
19|TransClone Anti-ABO2|  Mab Anti B 95.3 Dung dich. | 24 thing [NSX | Hop1lomlx <
(B)95.3 10ml QLSP-0571-13
(Phét hién khang .
nguyén ABO2 (B))
20{TransClone Anti-ABO3| Mab Anti A 26A2; Mab | Dungdich. [ 24 thang [NSX | Hop1lomix '_E‘a:__
(AB) Anti B 95-3; Mab Anti 10ml QLSP-0892-13
(Phét hign khéng AB 41P o
nguyén ABO3 (AB)) E
21| TransClone Anti-RH1 Mab Anti RH1 (D) Dung dijch. | 24 thing |NSX Hép 1 lp ml x
(D) Fast M 10ml QLSP-0673-13
(X4c djnh khang el
nguyén RH1 (D))
6.2 Nha sin xuét: Novo Nordisk A/S (Dja chi: Novo Allé, DK-2880 Bagsvaerd - Pan Mach)
Tén thude/ Hoat chét chinh - Ham ' Tigu | Quy cich
STT| Tsc dung chinh lrgmg Dang bio ché | Tudi the chuin| déng goi 56 ging by
22| Novorapid ®FlexPen®| Insulin aspart 100 U/ml | dung dich tiém. | 30 théng |NSX | Hép 05 bit tiém | QLSP-0674-13
nap san-3.0ml—
7. Cong ty Eléng ky: Céng ty TNHH Hoang Huwong (Pia chi: $6 6 - Ngd 111 - Léng Ha - Péng Pa -
Ha N§i - Viét Nam)
7.1 Nha sin xuit: AIDE Diagnostic Co., Ltd (Dia chi: No. 141 Zhuzhou Road, Quingdao High-tech
Industrial Park, Shandong - China)
Tén thudc/  |Hoat chét chinh - Ham 2. Titu | Quycach |« ;
2 3 So da
STT Téc dung chinh lwrgng Dang bio ché | Tudi the chuin dong gbi 0 Sling ky
23| QUEEN TEST (HCG |Céng hgp vang: khéng thé Que thir 24 thang [NSX Hop 1 test. | QLSP-0675-13
Urine Pregnancy Test) | don dong chuft khang
(Que thir phat hién thai |hCG; Vach thir- khing thé
sém) khang hCG tir dé&; Vach
chimg: khéng thé khéng
IgG chudt tir dé

8. Céng ty diing ky: Céng ty TNHH Sanofi- Aventis Viét Nam (Pia chi: 123 Nguyén Khoai, Quan

4, TP. Hd Chi Minh

- Viét Nam)

8.1 Nha san xuét: Sanofi- Aventis Deutschland GmbH (Dia chi: Industriepark Héchst,
Bruningstrasse 50, D-65926 Frankfurt am Main - Dic)
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Hoat chit chinh - Ham|

VienP

Tén thude/ ] Tiéu | Quychich |.c,. =,
p So dangy
STT| T4c dyng chinh lwrgng Dang bao ché | Tudi the | puky | aéng goi =
24 Insuman Basal Insulin ngudi 100 IU/ml | H&n dich tiém. | 24 thang [NSX Hop 05 ong x OLSP-0ET6-13
3.0ml i =
25 Insuman Basal Insulin ngudi 100 IU/ml | Hén dich tiém. | 24 thang [NSX Hop 01 lgx 5.0 QLS;,_O,E;-_H
ml
26| Insuman Comb 25 Insulin ngudi 100 IU/ml | Hén dich tiém. | 24 thing |[NSX HopOllgx 5.0 | )Lﬂl‘-UE:ZQ- 13
ml i uI-L
- T —
27| Insuman Comb 25 Insulin ngudi 100 [U/m! | Hén dich tiém. | 24 thang [NSX Hép 05 dng x| ¢ ";L_n-,}':,{&‘iw}_ﬂ
3.0ml
28 Insuman Comb30 | Insulin nguei 100 IU/ml | Hén dich tiém. | 24 théng [NSX | Hép 01 1o x 5.0 QL ‘i[’-iﬁ(}-lj
ml =
29 Insuman Comb30 | Insulin ngudi 100 IU/ml | Hén dich tiém. | 24 théng |NSX Hop 05 ng x QLSPA[}ﬁl -13
3.0ml ;
30| Insuman Rapid Insulin ngudi 100 TU/ml | dung dich tiém. | 24 thang [NSX | HopO1lox 5.0 | o s5p.oFk2-13
ml +
31 Insuman Rapid Insulin ngudi 100 1U/ml | dung djch tiém. | 24 thang |[NSX Hop 05 ong x QLSP-0&83-13
3.0ml SP0g>
—
9. Céng ty ding ky: Eli Lilly Asia, Inc - Thailand Branch (Bja chi: Thanapoom Tower, 14th I~'1ogr

1550 New Petchburi Road, Makasan, Rachtavee, Bangkok 10400 - Thailand)

9.1 Nha san xuét: Eli Lilly and Company. Co s& déng géi: Lilly Pharma Fertigung und
Distribution GmbH & Co. KG (Pia chi: Nha san xuét Eli Lilly and Company: Lilly Corporate

oft

Center, Drop Code 2200, 46285 Indianapolis, Indiana, USA. Co s& déng géi: Lilly Pharma Fenigw%g‘

und Distribution GmbH & Co. KG: Teichweg 3, 35396 Giessen - Germany)

Tén thube/ Hoat chét chinh - Him 7 , Titu | Quyecdch |.z ..
i Téc dyng chinh Irgng Dyag bio che Tubi th chuéin dong goi BOSEN
32  Humulin 70/30 Insulin ngudi H3n dich tiém. | 36 thang [NSX | Hép 1 lo x 10ml [QLSP-0684-13

10. Cong ty diing ky: FHOFFMANN-LA ROCHE LTD (bia chi: Grenzacherstrasse, CH-4070,

Basel - Thuy S¥%)

10.1 Nha sin xuit: ROCHE DIAGNOSTICS GMBH (Pja chi: Sandhofer 116 68305 Mannheim -

Dirc)

STT

Tén thube/
Téc dung chinh

Hoat chit chinh - Ham|
lrgng

Dang bao ché

Tudi the

Tién
chuén

Quy cich
déng géi

§6 diang ky

33

ALTL, Alanine
Aminotransferase
(Pinh lrgng alanine
Aminotransferase
(ALT) trong huyét
thanh va huyét tuong
ngudi)

LDH (vi sinh vit) >= 45
mckat/l

Dang long

12 théng

NSX

Hop 500 tests

QLSP-0685-13

34

AMY-P, alpha Amylase|
EPS Pancreatic
(Dinh lugng alpha
amylase trong huyét
thanh, huyét tuong va
nuée tidu ngudi)

alpha glucosidase (vi
khuén) >= 67 mckat/l

Dang ldng

14 thang

NSX

Hop 200 tests

QLSP-0686-13

35

C4-2, Tina-quant [a]
Complement C4 ver.2
(Binh lrgng C4 trong
huyét thanh va huyét
tuong ngudri)

khéng thé khang C4 ngubi
(tir d&)

Dang léng

20 thang

INSX

Hép 100 tests

QLSP-0687-13
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enP]

36 C}RP T Control N khéang nguyén CRP ngudi Dang long 14 thang |NSX Hép 5 chai x 0.¢ 1 R
(Kiem tra dé ding, 4§ 2.85 mg/ mli “1[-51’33843
chinh xac ctia xét
nghi¢m) _E
37| D-DI2, Tina-quant D- |khéng thé don dong khéng] Dang long 7 thdng |NSX Haop 100 tests g
Dimer Gen.2 D-Dimer ngudi (tir chudt) QLS :_Egg_ 13
(Pinh lugng mién dich 0.12% 5
cdc san phdm phan hiy
cuia sgi fibrin trong -
huyét tuong ngudi) -r:r
b,
38| DIGIT, Digitoxin  |khéng thé khing digitoxin| Dang long 12 thang |NSX Hép 200 tests OLSP ﬂbf‘? 0-13
(Pinh lugng digitoxin | don dong (tir chudt) < 1.0 QLS e
trong huyét thanh va % =
huyét tuong ngudi) e
39| Elecsys HIV Ag Huyét thanh ngudi duong|  Dang long 14 théng [NSX | Hfp 2 x 20 tests b
Confirmatory Test | tinh véi khéng thé khing QLS P-gq 1-13
(Dinh tinh khing HIV 0.075 ml 5
" | nguyén HIV-p24 trong 2
huyét thanh va huyét =
tuong ngudi) i
40| Elecsys PreciControl | khdng thé khdng HSV-1 | bot dongkhé | 15 thing |[NSX Hgp 04 chai x &
_ Hsv IgG va HSV-2 1gG 3.0ml QLSP-0692-13
(Kiém tra chat lugng ﬁ
clia xét nghiém mién - . =
dich HSV-1 va HSV-2) s 4
=
41| GLUC3, Glucose HK | HK (nim meg) ¥=300 Dang léng 18 thang [NSX Hép 800 tests =
Gen3 “mekay] - QLSP-#993-13
(Bjnh ltrcm_gGlucose ,‘;':-;- i ]
trong huyét twong, i
huyét thanh, dich néio
iy VA nuéc tigu ngudi)
42 LIPC, Lipase Colipase (tir tyy heo) >= Dang léng 12 thang |NSX Hgp 200 test
calosirc Yy ¢ P RLEP-0004-19
(Pinh lugng lipase
trong huyét thanh va
huyét trong ngudi)
43| NH3L, Ammonia |GLDH (vikhuin)>=234| Dangléng | 20thing [NSX | Hop 150 tests QLSP-0695-13
(Pinh ]ucrn,% Amonia mckat/l
trong huyét tuong
ngudi)
44| TRIGL, Triglycerides | lipoprotein lipase >= 83 Dang long 14 thang [NSX Hdp 250 tests
(Dinh lugng mckat/] QLSP-0696-13
triglyceride trong huyét
thanh va huyét tuong
nguiri)

11. Céng ty ding ky: PT. KALBE FARMA Tbk (Pia chi: Kawasan Industri Delta Silicon JI. M.H
Thamrin Blok A3-1, Lippo Cikarang, Bekasi - Indonesia)

11.1 Nha sin xuét: Sedico Pharmaceutical Co. (Pja chi: 1st Industrial Zone, 6th October City - Ai Céap,

Tén thuoe/ . 2. Tiéu | Quy cach P 5
STT| e gny ok Hoat chét chinh - Ham| Dang bao chél Tudithof 2 | & ong goi $6 dang ky
lwong
li i ngubn goc o .
45 | Insulin HMix 100 1U | "33 1o 30 S B | HBn dich tiém. | 30 thang [NSX | Hap o lox 10 OLSP-0697-13
Insulin Protamine ngudi ml
ti 16 hop 70 TU/ml
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12. Cong ty ding ky: Sanofi Pasteur S.A (BPia chi: 2 avenue Pont Pasteur, 69007 Lyon - Phap)
12.1 Nha san xudt: Sanofi Pasteur S.A (Pja chi: Campus Mérieux 1541, avenue Marcel Mérieux

69280 Marcy I'Etoile, Phap/ Parc Industriel d'Incarville 27100Val de Reuil - Phip)

www. ThuVienPl

Tén thude/ Hoat chit chinh - Him ; Titu| Quycéch |z ,. 7

STT | T4c dyng chinh bagig Dang bio ché | Tudi tho| cpyzn|  donggoi | Wng

46| AVAXIM 160U Virus Viém gan A bt |Hén dich tiém. | 36 thang [NSX | Hp 01 bom tiém| _‘“I'
(Vic xin phong bénh hoat 160 IU/0.5 ml nap sin 01 litu lQLVX-0658:13

Viém gan A) (0.5 ml) véc xin =

oy

47 _PNEUMO 23 Polysaccharide ciia vo vi |dung dich tiém. | 24 thang [NSX |Hgp 01 bom tién it
(vée xin phong bgnh khun Streptococeus nap sin 01 lidu QLVX-0688-13

viém phoi v nhim | pneumoniae da typ 25 (0.5 ml) véc xin -+

khuén toan thin do phé meg/ typ oW

cAu Streptococcus) +

=

f =

. &=

CHC TRU QNG ] -

J =|—l

i _uC:'

v ¥ )
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