Phin 2. YEU CAU VE KY THUAT
Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuat
1.1. Gidi thiéu chung vé dy an/dy todn mua sdm, goi thau
Tén Chu dau tu: Bénh vién Dai hoc Y Ha Noi.
Tén goi thau: HC42G1 Cung cép hoa chit, sinh pham, thudc thir, vat tu y té tiéu hao
Thoi gian thuc hién hop dong: 24 thang ké tir ngay hop dong c6 hiéu luec.
Nguén von: Nguén thu dich vu kham bénh, chita bénh.
bia diém thyuc hién 201 thau: Bénh vién Pai hoc Y Ha Noi.
1.2. Yéu ciu vé ky thugt
a. Yéu ciu vé ky thuat chung:
- Toan bg hang héa madi 100%, chua qua st dung.
- Pong gbi, van chuyén theo tidu chudn clia nha san xuét.
- Chung nhan: Theo yéu cau tai Muc 3, Chuong III
b. Yéu ciu vé ky thuit cu thé:

- Tién do giao hang theo yéu cau tai Mau s6 01B Chuong IV.

- Trong Bdng dép vng tiéu chudn kj thudt hang héa dw thau Nha thau phai dién CODE hang héa khdp véi CODE hang hoa trong E-HSMT (la
mé tuong Umg cua ting hang hoa tai cot “Code HH” cta Bang yéu cau ky thudt cu thé hang héa moi thau).

- Trong E-HSDT Nha thau can cung cap cac files excel va ban Cam két nhu quy dinh tai Myc 10.8 E-BDL dé chting minh dap tmg ctia hang hoa
du thdu va nha thiu véi yéu cau cua E-HSMT.

- Thong sb k¥ thuat ctia hang hoa va cac dich vu lién quan phai tuan thi cac thong s6 ki thuat va cac tiéu chudn sau ddy:



BANG YEU CAU KY THUAT CU THE HANG HOA MOI THAU

STT TEN STT CODE Tén hang hod* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S$6 lwgng*
PHAN trong HH tinh*
phﬁn
1 Phan 1 P1.1 1 Hoa chat dinh nhom mau AB | Thuoc thir xét nghiém xac dinh nhém mau AB hé ABO. FDA (MJy) hoac MHLW / Lo 746
* Quy cach: >10ml PMDA (Nhat Ban) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
2 Phan 2 P2.1 2 Hoéa chat dinh nhdém mau A Thudc thir xét nghiém xac dinh nhém méau A h¢ ABO. FDA (My) hoic MHLW / Lo 710
* Quy cach: >10ml PMDA (Nhat Ban) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hoac ISO 13485 hodc
tuong duong
3 Phan 3 P3.1 3 Hoa chét dinh nhém mau B | Thudc thir xét nghiém xac dinh nhém mau B hé ABO. FDA (M§$) hoic MHLW / Lo 710
* Quy cach: >10ml PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hoac ISO 13485 hodc
tuong duong
4 Phan 4 P4.1 4 Kit tach chiét DNA/RNA - Kit tach chiét RNA/DNA tir mau huyét twong, huyét thanh twoi | FDA (M§) hoic MHLW / Test 1.440
hodc dong lanh hodc dugc xur ly béng EDTA/citrate PMDA (Nhat Ban) hodc
- Mang: mang silica ARTG (Uc) hoic CE (MDD/
- Luong miu: 150 pL MDR) hoic ISO 13485 hoic
- Kich thudc: 100 bp — xép xi. 50 kbp tuong duong
- Thé tich rtra giai: 50 pL
* Quy cach: >50 test/hop
5 Phén 5 P5.1 5 Phosphate buffered saline - Nong d6 Endotoxin = 1.0 EU/ml FDA (Mj) hoic MHLW / Chai 370
- V6 trung: Khong quan sat thay sy phat trién cua vi khudn hodc PMDA (Nhit Ban) hoic
nim sau 14 ngay 0 ARTG (Uc) hodc CE (MDD/
* Quy cach: >500ml MDR) hodc ISO 13485 hodc
tuong duong
6 Phén 6 P6.1 6 Hoa chit tach chiét DNA - Kit tich DNA tir nhiéu loai mau khéc nhau. FDA (M§) hoic MHLW / Test 7.200
- Loai mau chinh: mau, vi khuén, thuc vét, té bao dong vat, dich PMDA (Nhat Ban) hoac
phét ¢b tir cung, dich phét 4m dao, t& bao nudi céy. ARTG (Uc) hoic CE (MDD/
- Mang: glass microfiber MDR) hoac ISO 13485 hoac
- Luong DNA bam trén cdt: 20 ug DNA/cot tuong duong
- Bao gdm lysozyme dé tach vi khuén Gram duong
7 Phan 7 P7.1 7 Nudc cat tiét trung Nudc cat tiét trung; FDA (My) hoic MHLW / Lit 55.120

* Quy cach: >5 lit

PMDA ,(Nhét Ban) hodc
ARTG (Uc) hoiic CE (MDD/




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
MDR) hodc ISO 13485 hodc
tuong duong
8 Phan 8 P8.1 8 Khan lau khir khuan bé mat La loai khan khong dét dugc bao hoa véi hoa chat c6 thanh phan: FDA (MJy) hoac MHLW / Hop 1.314
- Didecyldimethylammonium chloride 0.76%. Ethanol 7.5%. PMDA (Nhat Ban) hoac
Isopropanol 15% ARTG (Uc) hoic CE (MDD/
Thoi gian diét khudn < 1 phiit d6i vé6i cac loai sau: MDR) hozc ISO 13485 hoic
- Vi khuén lao twong duong
- Tu clu vang, truc khuan mu xanh, Acinetobactoer baumannii...
- Vi khuén da khang thudc Acinetobacter baumannii, Tu ciu vang
khéng Methicillin; Lién ciu duong rudt khang khang sinh...
- Nam Cadiada albicans,..
- Virat: HIV, HBV, HCV, HSV, Human Coronavius...
Tuong thich vai cac bé mit cing, khong xép phd bién duoc sir
dung trong moi truong lam sang
* Quy cach: >hgp 160 khan
9 Phan 9 P9.1 9 Dung dich khtr khuan bé mat | Thanh phan: 0,053% Didecyldimethyl ammonium chloride + FDA (My) hodc MHLW / Chai 1.432
trang thiét bi y t& mirc d6 0,064 % Chlorhexidine digluconate két hop 22,6% Ethanol va chdt | PMDA (Nhat Ban) hoic
trung binh dung tich nho hoat dong bé mat ARTG (Uc) hoic CE (MDD/
Diét virus (PRV, BVDV, HSV 1..) tir 1 phut. MDR) hodc ISO 13485 hoac
* Quy cach: >1 lit tuong duong
10 Phan 10 | P10.1 10 Dung dich tay rira dung cu'y | Thanh phan: Enzyme Protease subtilisin 5,0 %(w/w), lipase 0,2 FDA (M¥) hoic MHLW / Can 914
té hoat tinh 5 enzyme %(w/w), amylase 0,15 %(w/w), mannanase 0,05 %(w/w), PMDA (Nhiat Ban) hodc
cellulase 0,05 %(w/w) ARTG (Uc) hoic CE (MDD/
* Quy cach: >5 it MDR) hodc ISO 13485 hoac
tuong duong
11 Phén 11 P11.1 11 Dung dich lam sach va khi Thanh phan: 14% N,N-Didecyl-N-Methyl- FDA (My) hoic MHLW / Can 1.000
khuén budc diu dung cu y t& | poly(oxyethyl)ammonium propionate + 0,3% Chlorhexidine PMDA (Nhat Ban) hoic
hoat tinh enzym (3 enzym) digluconate, hdn hop 3 enzym: protease, lipase va amylase ARTG (Uc) hozc CE (MDD/
* Quy cach: >5 it MDR) hodc ISO 13485 hoac
tuong duong
12 Phan 12 P12.1 12 Dung dich lam sach dung cu | Thanh phan: FDA (MJ) hodc MHLW / Can 3.000

y t& hoat tinh enzyme

Propylene glycol: 10- 35%,
Trisodium Citrate Dihydrate: 5-10%,
Proteinase subtilisin: 0.1-1%

Nuéc va cac thanh phin khac:50-60%
* Quy cach: >3,8 lit

PMDA (Nhat Ban) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hoac ISO 13485 hoac
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
13 | Phan13 | P13.1 13 Dung dich con sat khuan tay | Thanh phan: Ethanol 80%, Isopropanol 7.2%, Chlorhexidine FDA (M§) hoic MHLW / Chai 8.820
thé tich nho gluconat 0.5%, chét bao vé, dudng da va huong liéu. PMDA (Nhat Ban) hoic
* Quy cach: >500ml ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
14 Phan 14 P14.1 14 Dung dich xit tao bot giir am | Lam sach va kim khuén c6 hoat tinh enzyme kép, dang xit bot, FDA (My) hoic MHLW / Chai 670
dung cu khong can phai pha loang. PMDA (Nhat Ban) hoac
-Thanh phan: hdn hop enzyme protease kép, ARTG (Uc) hodc CE (MDD/
Diisobutylphenoxyethoxyethyldimethylbenzylammonium chloride | MDR) hodc ISO 13485 hodc
monohydrate, chét hoat dong bé mat ludng tinh, chét hoat dong bé tuong duong
mat Cation.
- pH trung tinh 6.5 - 8.6.
* Quy cach: >710ml
15 Phén 15 P15.1 15 Gel bdi tron Gel boi tron dung trong cac ky thuat ndi soi bang quang, da day... | FDA (M§) hoic MHLW / Tube 13.250
PMDA (Nhat Ban) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hoac ISO 13485 hodc
tuong duong
16 Phén 16 P16.1 16 Dung dich sat khuin da dung | Thanh phan: Ethanol 80%, Chlorhexidine gluconate 0.5% FDA (My) hoic MHLW / Chai 21.560
trong y té * Quy céch: >200ml PMDA (Nhat Ban) hoic
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
17 Phan 17 P17.1 17 Dung dich con sat khuan tay | Thanh phan: Ethanol 80%, Isopropanol 7.2%, Chlorhexidine FDA (M§y) hoic MHLW / Chai 20.300
thé tich 16n gluconat 0.5%, chét bio vé, dudng da va huong liéu. PMDA (Nhat Ban) hodc
* Quy cach: >1 it ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
18 Phan 18 P18.1 18 Cbn sat khudn tay nhanh - Thanh phan : 70 % Ethanol+ 1,74% Propanol-2-ol (mg/g), D- FDA (M§y) hoic MHLW / Chai 1.700

dang gel

alpha bisabolol. Diét virus HIV, Rotavirus, HIN1, SARS trong 30
giay.

- pH =5.25.

* Quy cach: > 500ml

PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hoic ISO 13485 hoic
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
19 Phén 19 P19.1 19 Dung dich liét tim - Thanh phan:sodium chloride (15.0 mmol), potassium chloride FDA (MJy) hoac MHLW / Tai 700
(9.0 mmol), magnesium chloride x 6 H20 (4.0 mmol), histidine PMDA (Nhat Ban) hodc
(180.0 mmol), histidine hydrochloride monohydrate (18.0 mmol), | ARTG (Uc) hodic CE (MDD/
tryptophane (2.0 mmol), mannitol (30.0 mmol), calcium chloride x | MDR) hoac ISO 13485 hodc
2 H20 (0.015 mmol), potassium hydrogen 2-ketoglutarate (1.0 tuong duong
mmol), potassium hydroxide
* Quy cach: >1 lit
20 Phan 20 P20.1 20 Dung dich tay rira dung cu y | Thanh phan: Enzyme Protease subtilisin 5,0% (w/w) FDA (My) hoac MHLW / Can 250
té hoat tinh enzyme * Quy cach: >5 lit PMDA (Nhat Ban) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hoac ISO 13485 hodc
tuong duong
21 Phan 21 P21.1 21 Dung dich khir khuan bé mat | - Thanh phan: 0.3% Didecyldimethyl ammonium chloride. FDA (M§) hoic MHLW / Chai 300
trang thiét bi y té an toan - Piu phun tao bot. PMDA (Nhat Ban) hodc
khong chira con - Diét virus (Adenovirus, Norovirus Murine ...). ARTG (Uc) hoic CE (MDD/
* Quy cach: > 750ml MDR) hodc ISO 13485 hodc
tuong duong
22 Phén 22 p22.1 22 Que thir dung dich khur Que test thir néng do hoat chat ortho-Phthalaldehyde. Nguong FDA (M¥y) hoac MHLW / Que 5.760
khuén mtrc d6 Cao ortho- kiém tra 0,3 % bang cach so mau trén dau chi thi véi bang mau PMDA (Nhat Ban) hoic
Phthalaldehyde 0.60% tiéu chuén trén nhan lo. ARTG (Uc) hoic CE (MDD/
Thoi gian nhiing < 5 gidy, thoi gian doc < 60 gidy. MDR) hodc ISO 13485 hodc
tuong duong
23 Phan 23 P23.1 23 Dung dich lam méi dung cu - Thanh phan: > 52,5% Acid Phosphoric FDA (MJy) hoic MHLW / Chai 30
thép khong ri - Lam m&i dung cu va trang thiét bi y t& c6 chit liéu thép khéng ri. | PMDA (Nhat Ban) hoic
Loai bo can sit oxide va cac vét oxy hoa khac. ARTG (Uc) hoic CE (MDD/
- Ndng db pha lodng tir 3% - 5% trong nudc 4m MDR) hoic ISO 13485 hoic
- Thoi gian ngdm: 1 gio tuong duong
- Thay mé6i dung dich ngam t5i thiéu 1 14n mot ngay.
24 | Phan24 | P24.1 24 Dung dich khir khuan bé mit | - Thanh phan: 0,053% Didecyldimethyl ammonium chloride, FDA (My) hoic MHLW / Chai 100

trang thiét bi y té murc do
trung binh dung tich 16n

0,064 % Chlorhexidine digluconate, 22,6% Ethanol.
- Khtt khuén nhanh céc bé mat

- Thoi gian tiép xuc: tir 5 pht.

- Diét virus (HINT1, Rotavirus...) tir 1 phut.

* Quy cach: >5 lit

PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
25 Phén 25 P25.1 25 Dung dich bo6i tron dung cu - Thanh phan: Chét hoat dong bé mit khong ion, Isopropanol. FDA (MJy) hoac MHLW / Can 500
- PBugc pha loang & néng d6 0.03-0.3% trong nudc 4m hodc nude PMDA (Nhat Ban) hodc
lanh. ARTG (Uc) hoic CE (MDD/
- Dung v6i may rira dung cu tu dong. MDR) hodc ISO 13485 hoac
- Phu hop véi tit ca cac loai nude twong duong
* Quy cach: >5 lit
26 Phan 26 P26.1 26 Dung dich rira tay phau - Thanh phan: Chlorhexidine digluconate 4% FDA (My) hoac MHLW / Chai 3.700
thuét, thu thuat - Dung dich xa phong diét khuin dung trong vé sinh tay ngoai PMDA (Nhat Ban) hodc
Chlorhexidine 4% khoa, virus HIV,Rotavius, HBV, HCV ARTG (Uc) hoic CE (MDD/
-pH=55 MDR) hodc ISO 13485 hoac
* Quy cach: >1 lit tuong duong
27 Phan 27 p27.1 27 Dung dich Xylene Thanh phan: Xylenes (o-, m-, p- isomers): 80-95%; Ethylbenzene: | FDA (M§) hoic MHLW / Can 300
5-20% PMDA (Nhat Ban) hoac
Qui cach: > 3.8 1t ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
28 Phan 28 P28.1 28 Acid Periodic 1% Dung dich acid Periodic 1%, dang long, trong, khong mau, khong | FDA (My) hoac MHLW / Chai 4
mui. PMDA (Nhiat Ban) hoac
* Quy cach: > 500ml ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
29 Phén 29 P29.1 29 Ho4 chit nhuém Giemsa - Dung dich nhuém cho cac mau mau/vi sinh/té bio hoc/mé hoc. FDA (M¥) hoic MHLW / Chai 200
-pH: 6,5-75. PMDA (Nhat Ban) hoac
* Quy cach: >1 it ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
30 Phan 30 P30.1 30 Dung dich nhuém - Khong c6 thanh phan muoi thuy ngan clorit, c6 mau tim dam FDA (My) hoic MHLW / Chai 1.000
hematoxyline - pH: 2.3-2.5. PMDA (Nhat Ban) hoac
- Thanh phin: Nuéc; Hematoxylin; Mudi nhom; Select Glycols; ARTG (Uc) hoiac CE (MDD/
Select Acid; Select Preservative MDR) hoac ISO 13485 hoac
* Quy cach: > 500ml tuong duong
31 Phan 31 P31.1 31 Héa chat nhu¢m Schiff - Thanh phan: Nude 98%; Hydrochloric Acid: <5%; Potassium FDA (My) hoac MHLW / Chai 4

Metabisulfite: < 4; C.I. Basic red 9 monohydrochloride <1%
* Quy cach: > 500ml

PMDA (Nhit Ban) hoic
ARTG (Uc) hoic CE (MDD/
MDR) hogc ISO 13485 hodc
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
32 Phan 32 pP32.1 32 Héa chat nhudém té bao mau - Dang long, mau cam, mui ¢oOn tu nhién, c6 thé hoa tan trong FDA (MJy) hoac MHLW / Chai 500
cam 0g6 nudec. PMDA (Nhat Ban) hodc
- Thanh phan: Ethyl Alcohol ~85%:; Nudc 5%; Isopropyl Alcohol | ARTG (Uc) hodc CE (MDD/
~4%; Methyl Alcohol ~4%;Phosphotungstic Acid <5%; Orange G | MDR) hodc ISO 13485 hoic
<2% tuong duong
* Quy cach: > 500ml
33 Phan 33 P33.1 33 Héa chat nhudém té bao mau - Dang long, mau Xanh, mui con tw nhién, c6 thé hoa tan trong FDA (My) hoic MHLW / Chai 500
xanh ea50 nudc. PMDA (Nhat Ban) hoac
- Thanh phan: Ethyl Alcohol ~85%; Nuéc 5%; Isopropyl Alcohol | ARTG (Uc) hoic CE (MDD/
~4%; Methyl Alcohol ~4%; Mubi Eosin Y disodium <3%; MDR) hodc ISO 13485 hodc
Phosphotungstic Acid <5%; Fast Green FCF <3%. tuong duong
* Quy cach: > 500ml
34 Phan 34 P34.1 34 Perls Stain Kit(Kit nhuém B6 nhudm st trén mo6 bénh hoc FDA (MJ) hoac MHLW / Test 300
st trén md bénh hoc) PMDA (Nhat Ban) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
35 | Phan35 | P35.1 35 B6 nhudm Trichrome - B6 Trichrome Stain Kit (Modified Masson's) dugc thiét ké dé st | FDA (M§) hoic MHLW / Test 500
Masson dung trong viéc hién thi mé hoc cua céc sgi mé lién két collagen PMDA (Nhat Ban) hodc
trong cac phan mé ¢b dinh bing formalin. ARTG (Uc) hodc CE (MDD/
-Két qua nhuo¢m: Collagen: Mau xanh; Soi co: Mau dé va nhan: MDR) hodc ISO 13485 hodc
Pen/Xanh tuong duong
36 Phan 36 P36.1 36 B0 nhuoém Grocott B6 nhuém Grocott FDA (My) hoic MHLW / Test 600
PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
37 Phén 37 pP37.1 37 Bo nhudm bac Jones/ B& nhuém bac Jones/ Gomori FDA (My) hoic MHLW / Test 500

Gomori

PMDA (Nhit Ban) hoic
ARTG (Uc) hoic CE (MDD/
MDR) hoic ISO 13485 hoic
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
38 | Phan38 | P38.1 38 Khang thé da dong mién Khang thé da dong mién dich huynh quang IgG FDA (M§) hoic MHLW / Lo 5
dich huynh quang 19G PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
39 Phan 39 P39.1 39 Khang thé da dong mién Khéng thé da dong mién dich huynh quang IgA FDA (My) hoac MHLW / Lo 5
dich huynh quang IgA PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hoac ISO 13485 hodc
tuong duong
40 | Phan40 | P40.1 40 Khang thé da dong mién Khéng thé da dong mién dich huynh quang IgM FDA (M§$) hoic MHLW / Lo 5
dich huynh quang IgM PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
41 Phan 41 P41.1 41 Khang thé da dong mién Khang thé da dong mién dich huynh quang C3 FDA (My) hoic MHLW / Lo 5
dich huynh quang C3 PMDA (Nhat Ban) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
42 | Phan42 | P42.1 42 Khéng thé da dong mién Khéng thé da dong mién dich huynh quang Clq FDA (M§$) hoic MHLW / Lo 5
dich huynh quang Clq PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
43 Phan 43 P43.1 43 Khang thé da dong mién Khang thé da dong mién dich huynh quang C4c FDA (My) hoic MHLW / Lo 5
dich huynh quang C4c PMDA (Nhat Ban) hodc

ARTG (Uc) hodc CE (MDD/
MDR) hoic ISO 13485 hoidc
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
44 | Phan44 | P44.1 44 Khang thé da dong mién Khang thé da dong mién dich huynh quang C4d FDA (M§) hoic MHLW / Lo 5
dich huynh quang C4d PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
45 Phan 45 P45.1 45 Khang thé da dong mién Khéng thé da dong mién dich huynh quang Albumin FDA (My) hoac MHLW / Lo 5
dich huynh quang Albumin PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hoac ISO 13485 hodc
tuong duong
46 Phan 46 P46.1 46 Khang thé da dong mién Khéang thé da dong mién dich huynh quang Fibrinogen FDA (My) hoac MHLW / Lo 5
dich huynh quang PMDA (Nhat Ban) hoac
Fibrinogen ARTG (Uc) hodc CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
47 Phan 47 P47.1 47 Khang thé da dong mién Khang thé da dong mién dich huynh quang Kappa FDA (MJy) hodc MHLW / Lo 5
dich huynh quang Kappa PMDA (Nhat Ban) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
48 Phén 48 P48.1 48 Khang thé da dong mién Khang thé da dong mién dich huynh quang Lambda FDA (My) hoic MHLW / Lo 5
dich huynh quang Lambda PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
49 Phan 49 P49.1 49 Keo gan huynh quang Keo gan huynh quang FDA (My) hoic MHLW / Lo 10

PMDA (Nhat Bén) hoic
ARTG (Uc) hodc CE (MDD/
MDR) hoic ISO 13485 hoidc
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
50 Phan 50 P50.1 50 Bo nhuém Reticulum B6 nhuém Reticulum FDA (MJy) hoac MHLW / Test 600
PMDA (Nhat Ban) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
51 Phan 51 P51.1 51 Bo nhudm Silver B6 nhuom Silver Methenamine - P.A.S.M FDA (My) hoic MHLW / Test 300
Methenamine - P.A.S.M PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hoac ISO 13485 hodc
tuong duong
52 Phan 52 pP52.1 52 Dung dich formol dém trung | Dung dich Formaldehyde trung tinh, trong sudt, khéng mau, co FDA (My) hoac MHLW / Lit 10.000
tinh 10% dic trung cia Formaldehyde (cay ndng), tan hoan toan trong nuéc. | PMDA (Nhat Béan) hodc
* Quy cach: >5 lit ARTG (Uc) hodc CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
53 Phan 53 P53.1 53 Dung dich méi trudng hé - Thanh phén toi thiéu: Alanine, Alanyl-glutamine, Asparagine, FDA (MJ) hoic MHLW / Lo 80
dém HEPES xtr ly noan, Aspartate, Glutamate, Glycine, Proline, Serine,Taurine, Calcium PMDA (Nhiat Ban) hoac
phoi va tinh tring dung trong | chloride, Magnesium sulphate, Potassium chloride, Sodium ARTG (Uc) hoic CE (MDD/
ky thuat IVF bicarbonate, Sodium chloride, Sodium dihydrogen phosphate, MDR) hodc ISO 13485 hoac
Sodium hydroxide, MOPS, Gentamicin, Albumin huyét thanh tuong duong
nguoi (HSA), Nudce tiém
* Quy cach: >30ml
54 Phan 54 P54.1 54 Dung dich moi trudong rira Mbi truong dung de rira tinh trung sau loc FDA (My) hoic MHLW / Lo 82

tinh trung dung trong k¥
thuat TUI

- Thanh phan: Nuéec siéu tinh khiét, Chét dién giai va mudi
khoang, HEPES, Glucose monohydrat; Natri lactate; Natri
pyruvate, Albumin huyét thanh nguoi (HSA), Gentamicin hodic
tuong duong

-PH7.3-76

- D6 thim thau [mOsm/kg]: 270 - 290;

- Sang loc nim, vi khuén: Am tinh;

- Kiém dinh: LAL va MEA test

* Quy cach: >100ml

PMDA (Nhit Bén) hoic
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoic
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
55 | Phans5 | P55.1 55 Dung dich khir khuén, ndim | Dung dé khir khuén, nim, VOC trén bé mit da tay trong Lab IVF. | FDA (M§) hoic MHLW / Chai 200
ding dé lau tay trong phong | Trong sudt, khéng mui, khong c6 con, khong phat tan cac hop chit | PMDA (Nhat Ban) hoic
IVF hiru co dé& bay hoi . Diét khuén, diét ndm, khéng lay nhidm HIV, ARTG (Uc) hodc CE (MDD/
viém gan B, viém gan C, cim A, Ebola, Herpes, virus cim (HIN1 [ MDR) hodc ISO 13485 hoic
/ H5N1), Corona tuong duong
* Quy cach: > 500ml
56 Phan 56 P56.1 56 Dung dich khir khuan, nam Dung dé khir tring bé mat kim loai nhu ti CO2, tu thao tac, cac FDA (MJy) hoac MHLW / Can 30
ding cho ti 4m CO2 trong thiét bi trong IVF Lab. Khong gay anh huong dén phéi trimg. PMDA (Nhat Ban) hoac
phong IVF Khong pha loang nudce ARTG (Uc) hoic CE (MDD/
* Quy cach: > 5 it MDR) hodc ISO 13485 hodc
tuong duong
57 Phan 57 P57.1 57 Dung dich mo6i trudng nudi - Méi truong nudi cay phoi tu khi thu tinh dén giai doan ti phoi. FDA (My) hoic MHLW / Lo 200
phoi lién tuc dung trong k¥ Méi truong dém bicarbonate chita Hyaluronan va Albumin huyét PMDA (Nhat Ban) hodc
thuat IVF thanh nguoi. ARTG (Uc) hodc CE (MDD/
- Thanh phin bao gdm: Alanine, Alanyl-glutamin, Arginin, MDR) hodc ISO 13485 hoac
Asparagie, Aspartate, CaCl2, Canxi pantothenat, Cystin, EDTA, tuong duong
Gentamicin, Glucose, Glutamate, Glycine, Histidine, Hyaluronan,
Isoleucin, Sodium citrat, Nudc tiém.
- M&i 16 duge kiém tra: Kiém dinh: LAL va MEA test
* Quy cach: >30 ml.
58 | Phin58 | P58.1 58 Maéi trudng nudi cdy phoi MBoi truong duoc thiét ké dé thy tinh va nudi cdy phéi dén ngay FDA (M§) hoic MHLW / Lo 2.600
lién tuc giau amino acid thir 5/6 trong qua trinh phat trién phoi PMDA (Nhat Ban) hoac
diing trong IVF - Thanh phén t6i thiéu chira: Bicarbonate, Albumin huyét thanh ARTG (Uc) hoic CE (MDD/
nguoi (HSA), Glucose; Histidine, Isoleucine, Leucine, Lysine, MDR) hodc ISO 13485 hodc
Methionine, Phenylalanine, Threonine, Tryptophan, Valine, tuong duong
Alanine, Arginine, Asparagine, Aspartic acid, Cystine, Glutamic
acid, Glycine, Proline, Serine, Tyrosine, Gentamicin
- M&i 16 duge kiém tra: - Kiém dinh: LAL va MEA test
* Quy cach: > hop 2 1o x 20 ml
59 Phén 59 P59.1 59 Dung dich mo6i truong loc - M6i truong ding dé phén loai tinh trung theo phuong phép FDA (M¥) hoic MHLW / Kit 850

rira tinh trung dung trong k¥
thuat IVF

gradient. Moi truong dém bicarbonate va dém HEPES chura cac
hat keo silica phu silane;

- Thanh ph'?m: Calcium chloride, Glucose, HEPES, Magnesium
sulphate, mono-Potassium hydrogen phosphate, Potassium
chloride, Hat keo silica phu silane, Sodium bicarbonate, Sodium
chloride, Sodium lactate, Sodium pyruvate, Nudc tiém.

* Quy cach: Kit 2 1o x 30 ml

PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hoac ISO 13485 hodc
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
60 | Phan60 | P60.1 60 Dung dich méi truong cb Méi truomng cb dinh va c6 13p tinh trung trudc khi lam ICSL X Iy | FDA (M§) hoic MHLW / Lo 4.000
dinh va c6 1ap tinh trung nhdt tinh tring c6 chira Albumin ngudi tai tb hop va PVP. PMDA (Nhat Ban) hoac
Thanh phin bao gdm: Calcium chloride, EDTA, Glucose, ARTG (Uc) hoic CE (MDD/
Magnesium sulphate, Polyvinylpyrrolidone (PVP), Potassium MDR) hodc ISO 13485 hoac
chloride, Potassium dihydrogen phosphate, Albumin ngudi tai to tuong duong
hop, Sodium bicarbonate, Sodium chloride, Sodium lactate,
Sodium pyruvate, Nudc tiém.
* Quy cach: B6 510 x 0,1 ml
61 Phan 61 P61.1 61 Dung dich moi truong dong - Thanh phan: Calcium chloride, Chemically Defined Lipid FDA (MJ) hoac MHLW / Lo 100
lanh tinh trung ¢6 dém Concentrate, Gentamicin, Glucose, Glycerol, Glycine, Albumin PMDA (Nhat Ban) hoac
MOPS va bicarbonate chira huyét thanh ngudi, Magnesium chloride, MOPS, Potassium ARTG (Uc) hoic CE (MDD/
Albumin huyét thanh nguoi chloride, Sodium bicarbonate, Sodium chloride, Sodium MDR) hodc ISO 13485 hoac
dihydrogen phosphate, Sodium hydroxide, Sodium lactate, tuong duong
Sucrose, Nudc tiém.
* Quy cach: Hop 4 o x 10ml
62 Phan 62 P62.1 62 Dung dich moi truong loc Maoi truong dung dé phan loai tinh tring theo phuong phap thang FDA (MJ) hoic MHLW / Kit 80
rira tinh tring ding trong k§ | ndng d6 ding trong hd trg sinh san. PMDA (Nhat Ban) hoac
thuat IUI Thanh phin chinh: Hat silica keo phu silane; HEPES-EBSS; ARTG (Uc) hoic CE (MDD/
Albumin huyét thanh nguoi (HSA); Gentamicin. MDR) hodc ISO 13485 hoac
* Quy cach: Kit 2 1o x 50ml tuong duong
63 Phén 63 P63.1 63 Déu Parafin ning phu dia - Dung dé phu 1én méi trudng trong sudt qua trinh thu tinh trong FDA (M¥) hoic MHLW / Lo 1.500
nudi cdy ding trong k¥ thuat | dng nghiém va cac qué trinh vi thao tac. PMDA (Nhit Ban) hoic
IVF - Thanh phan: Dau kho4ng parafin tinh khiét, d6 nhét (20 + 5)cP & | ARTG (Uc) hodc CE (MDD/
30°C, da loc tiét trang. Mirc do dam bao ti€t trung (loc ti€t trung): [ MDR) hodc ISO 13485 hodc
Khong c6 sy phat trién cua vi sinh vat, Noi doc t6 vi khuin tuong duong
* Quy cach: >100 ml
64 Phan 64 P64.1 64 Dau parafin d¢ nhét cao vo - Dung d¢ phu 1én moi truong trong sudt qua trinh thu tinh trong FDA (My) hoic MHLW / Lo 1.500

tring dung trong nudi cdy

phoi

ong nghiém va cac qua trinh vi thao tac.

- Thanh phén: Dau khoéng parafin, do nhét (40 + 6)cP & 30°C, dd
loc tiét trung.

- Mirc do ddm bao tiét trang (loc tiét trung): Khong c6 sw phat
trién ctia vi sinh vat, Noi doc t6 vi khuan

* Quy cach: >100 ml

PMDA (Nhat Ban) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hoac ISO 13485 hoac
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
65 | Phin65 | P65.1 65 Dau khoang nhe vo trung - Thanh phan: Petroleum distillates (Dau chung cit) FDA (M§) hoic MHLW / Lo 3.500
dung cho cong doan chudn bi | - Du khoang nhe v6 tring duoc loc qua b loc mang va dugc san | PMDA (Nhat Ban) hodc
nudi cdy phoi xudt trong diéu kién vé tring da duoc chung nhén dé dap img mirc | ARTG (Uc) hoic CE (MDD/
dam bao v trung (SAL) 1a 10-3 MDR) hoiic ISO 13485 hoic
* Quy cach: >100 ml tuong duong
66 | Phan66 | P66.1 66 Dung dich méi truong thy Thanh phan t4i thiéu bao gdm: Alanine, Alanyl-glutamate, FDA (M§) hoic MHLW / Lo 2.500
tinh chira HSA dung trong Asparagine, Aspartate, Calcium chloride, EDTA, Gentamicin, PMDA (Nhat Ban) hodc
ky thuat IVF Glucose, Glutamate, Glycine, Albumin, Potassium chloride, ARTG (Uc) hoic CE (MDD/
Proline, Serine, Sodium bicarbonate, Sodium chloride, Taurine, MDR) hodc ISO 13485 hoic
nudc tiém. tuong duong
- Kiém dinh: LAL va MEA test
* Quy cach: >60ml
67 Phén 67 P67.1 67 Dung dich méi trudng chira - Thanh phan: Alanine, Alanyl-glutamine, Asparagine, Aspartate, | FDA (M§) hoic MHLW / Lo 350
hé dém MOP thao tac voi Calcium chloride, EDTA, Gentamicin, Glucose, Glutamate, PMDA (Nhit Ban) hodc
nodn va phoi dung trong k¥ Glycine, Albumin huyét thanh ngudi, Lipoic acid, Magnesium ARTG (Uc) hodc CE (MDD/
thuat IVF sulphate, Methionine, MOPS, Potassium chloride, Proline, Serine, | MDR) hodc ISO 13485 hoic
Sodium bicarbonate, Sodium chloride, Sodium citrate, Sodium tuong duong
dihydrogen phosphate, Sodium lactate, Sodium pyruvate, Taurine,
Nudc tiém.
* Quy cach: >125ml
68 Phan 68 P68.1 68 Dung dich rira dung cy va Dung dich dung d¢ rira dung cu va lam sach co tir cung, khong FDA (My) hoic MHLW / Lo 2.000
lam sach ¢ tir cung ding dung dé nudi cdy. Thanh phan: Calcium Chloride, Gentamicin, PMDA (Nhit Ban) hoic
trong k¥ thuat IVF Magnesium sulphate, Potassium chloride, Sodium bicarbonate, ARTG (Uc) hoic CE (MDD/
Sodium chloride, Sodium pyruvate, Nudc tiém. MDR) hodc ISO 13485 hodc
* Quy cach: >125ml tuong duong
69 Phan 69 P69.1 69 Dung dich chira - Dung dich dung dé¢ loai bo t€ bao cumulus. Pém muoi sinh ly FDA (My) hoic MHLW / Hoép 1.200

Hyaluronidase dung trong k¥
thuat IVF

chira Hyaluronidase va Albumin huyét thanh ngudi.

- Thanh phin bao gdm: Calcium chloride, di-Sodium dihydrogen
phosphate, Albumin huyét thanh nguoi, Hyaluronidase,
Magnesium chloride, Potassium dihydrogen phosphate, Sodium
chloride, nudc tiém.

* Quy cach: BY 519 x 0,1ml

PMDA (Nhat Ban) hoic
ARTG (Uc) hoic CE (MDD/
MDR) hoic ISO 13485 hoidc
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
70 Phén 70 P70.1 70 Maoi truong dong phoi bao Thanh phan chira: Modified HEPES Buffered MEM; Hydroxy FDA (MJy) hoac MHLW / Kit 14.000
gdm dia déng phoi Propyl Cellulose; Ethylene Glycol; Dimethyl Sulfoxide; PMDA (Nhat Ban) hodc
Endotoxin free Trehalose. ARTG (Uc) hoic CE (MDD/
Kit dung cho 3 lan déng. Bao gdm t6i thiéu cac thanh phan: MDR) hodc ISO 13485 hoac
- 1 lo (t6i thiéu 1ml) ES (dung dich cin bang) tuong duong
- 2 lo (t6i thiéu 1ml/lo) VS (dung dich thay tinh hoa)
- > 2 vitri plates (dia dong phoi)
71 Phan 71 P71.1 71 Maoi truong ra dong Thanh phan chira: Modified HEPES Buffered MEM; Hydroxy FDA (My) hoac MHLW / Kit 3.000
phdi/nodn — hé¢ dung dich Propyl Cellulose; Endotoxin free Trehalose PMDA (Nhat Ban) hoac
dém trehalose tiéu chuin Kit ding cho >5 1an rd, bao gom: ARTG (Uc) hoic CE (MDD/
- 5 1o (x1.8ml) Warming Solution, TS - dung dich lam dm MDR) hoac ISO 13485 hodc
- 1 1o (x 1.8ml) Diluent Solution, DS - dung dich pha lodng tuong duong
- 2 1o (x 1.8ml) Washing Solution, WS - dung dich rua
72 | Phan72 | P721 72 Dung dich mdi trudng rira Méi truong ding dé chuan bi tinh tring. FDA (M§$) hoic MHLW / Lo 1.200
tinh trung dung trong k¥ Thanh phan: Calcium chloride, EDTA, Gentamicin, Glucose, PMDA (Nhat Ban) hodc
thuat IVF HEPES, Albumin huyét thanh nguoi, Magnesium sulphate, ARTG (Uc) hoic CE (MDD/
Potassium chloride, Potassium dihydrogen phosphate, sodium MDR) hodc ISO 13485 hoac
bicarbonate, sodium chloride... tuong duong
* Quy cach: >30ml
73 | Phan73 | P73.1 73 Dung dich Giemsa nhuém t¢ | Dung dich Giemsa nhudm té bao FDA (Mj) hoic MHLW / Chai 15
bao quy cach nho pH: 6.0 - 8.2 (H20, 20°C). PMDA (Nhat Ban) hodc
Ty trong: 0.99 g/cm3 (20°C). ARTG (Uc) hoic CE (MDD/
* Quy cach: >500ml MDR) hodc ISO 13485 hodc
tuong duong
74 Phan74 | P74.1 74 Thudc thir xét nghiém xéac Thubc thir xét nghiém xac dinh nhém mau D (IgM + IgG) hé Rh. | FDA (M§) hoic MHLW / Lo 50
dinh nhom mau D (IgM + * Quy cach: >10ml PMDA (Nhat Ban) hoac
IgG) hé Rh ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
75 Phan 75 P75.1 75 Dung dich Giemsa nhuéom té¢ | Dung dich Giemsa nhum té bao FDA (My) hoac MHLW / Chai 112

bao quy cach 16n

Gia tri pH: 6.0 - 8.2 (H20, 20°C).
Ty trong: 0.99 g/cm3 (20°C).
* Quy cach: >1 lit

PMDA (Nhat Bén) hoic
ARTG (Uc) hodc CE (MDD/
MDR) hoic ISO 13485 hoic
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
76 | Phan76 | P76.1 76 Dau soi kinh hién vi Dung dich déu, 1ong, nhét, trong sudt, dung soi kinh hién vi. FDA (M§) hoic MHLW / Chai 42
PMDA (Nhat Ban) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
77 Phan 77 pP77.1 77 Dung dich phun khir khuén - Thanh phan: Hydrogen peroxide 5 % (w/w), lon Ag 0,005 % FDA (My) hoac MHLW / Can 482
(w/w). PMDA (Nhat Ban) hoac
- Hidu qua diét vi sinh vét theo tiéu chudn: vi khudn, nim méc ARTG (Uc) hodc CE (MDD/
(EN 13697), Mycobacterium (EN 14348), Virus (EN 14476), Bao | MDR) hodc ISO 13485 hoac
tor (EN 13704). tuong duong
- Sir dung vé6i cac may phun swong khi khuén, dung dung dich
nguyén chit khong can pha loang.
* Quy cach: > 5 it
78 Phén 78 P78.1 78 Test nhanh phat hién mau an | - Phat hién dinh tinh Hemoglobin (hHb) ngudi trong mau phén. FDA (My) hoic MHLW / Test 2.400
trong phéan - Gi4 tri cut-off 14 50ng/ml (5.1 microgam hHb/g phéan) déi véi PMDA (Nhat Ban) hodc
hemoglobin nguoi. ARTG (Uc) hodc CE (MDD/
- B¢ nhay 1am sang >99%, d6 déc hiéu 1am sang >99%. MDR) hodc ISO 13485 hodc
tuong duong
79 | Phan79 | P79.1 79 Méi truong ciy ndm - Dia thach d6 sdn chita méi truong phén ldp chon loc cho nam FDA (M§) hoic MHLW / Pia 5.000
men, ndm méc, c6 bd sung khang sinh chon loc. Bia 90mm. PMDA (Nhat Ban) hodc
- Bao goi bang mang ban thdm Cellophane c6 tinh ning chéng dm | ARTG (Uc) hodc CE (MDD/
gitip dam bao chét lugng trong qué trinh bao quén, d& dang phan MDR) hodc ISO 13485 hodc
huy bao vé moi truong. tuong duong
- Thanh phin: Mycological peptone, Glucose (dextrose),
Chloramphenicol, Agar, pH 5.6 £ 0.2 6 25°C
* Quy cach: 10 dia/Hop
80 | Phan80 | P80.1 80 Méi truong chon loc dé nudi | Mai truong chon loc dé nudi ciy va phan 14p ndm gay bénh va FDA (M§) hoic MHLW / Hop 50

cAy va phan lap ndm

khong gdy bénh.

- Thanh phan (g/1): Enzymatic Digest of Casein 5.0; Enzymatic
Digest of Animal Tissue 5.0; Glucose 40.0; Chloramphenicol 0.5;
Agar 15.0; pH cudi cing 5.6 £ 0.2 & 25°C.

- Moi truong téng hop dang bot min, ddng nhit, mau be sang.

- Bao quan: 10-25°C

* Quy cach: Hop/500g

PMDA (Nhit Ban) hoic
ARTG (Uc) hoic CE (MDD/
MDR) hoic ISO 13485 hoic
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
81 Phén 81 P81.1 81 Khay khang nam do - Sir dung phuong phap vi pha lodng dé cung cp két qua ndbng d6 | FDA (M§) hoic MHLW / Khay 240
Sensititre trc ché tdi thiéu (MIC). PMDA (Nhat Ban) hoic
- Khay khang nim d6 Sensititre v6i anidulafungin va micafungin ARTG (Uc) hodc CE (MDD/
- Gia tri MIC thu dugc tir khay Sensititre 1a gia tri MIC thyc, MDR) hodc ISO 13485 hodc
khong phai két qua ngoai suy. tuong duong
- Khay khang nim d6 Sensititre sir dung chat chi thi mau
alamarBlue dé hd tro viée x4c dinh két qua.
- Thanh phan khang ndm (dai ndng d6 - pg/ml):
Micafungin (0.008-8), Caspofungin (0.008-8), 5-Flucytosine
(0.06-64), Posaconazole (0.008-8), Voriconazole (0.008-8),
Itraconazole (0.015-16), Fluconazole (0.12-256), Anidulafungin
(0.015-8), Amphotericin B (0.12-8).
82 | Phan81 | P81.2 82 Moi truong canh thang thye | - Mdi truong canh thang thyc hién khang nam d6 FDA (M§$) hoic MHLW / Ong 240
hién khang ndm d PMDA (Nhat Ban) hoic
ARTG (Uc) hoic CE (MDD/
MDR) hoac ISO 13485 hodc
tuong duong
83 Phan 81 P81.3 83 Nude khir khodng vo tring - Nudc khir khoang vo tring FDA (MJ) hoac MHLW / Ong 200
PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
84 Phén 82 P82.1 84 Test nhanh phat hién khang - Xét nghiém sic ky mién dich dé phat hién dinh tinh Aspergillus FDA (My) hoic MHLW / Test 150
nguyén Galactomanan galactomannan LFA trong cac mau huyét thanh va dich rira phé PMDA (Nhat Ban) hodc
quan phé nang (BAL). C6 thé doc truc quan hodc thiét bi hd tro st | ARTG (Uc) hoic CE (MDD/
dung dén LED & budc song 525nm dé doc két qua. MDR) hogc ISO 13485 hoic
- P6 nhay trén mau huyét thanh > 99% tuong duong
- P dic hiéu trén mau huyét thanh > 97%
85 Phan 83 P83.1 85 Test nhanh ding dé phat - Xét nghiém nhanh dya trén céng nghé sac ky mién dich (dong FDA (M¥) hoic MHLW / Test 600

hién nhanh khang thé IgG-
IgM chong lai Aspergillus

chay bén), cho phép phat hién ddng thoi ca khang thé khang
Aspergillus IgG va IgM trong huyét thanh ngudi. Cassete sin sang
sir dung duoc dong goi trong tui kin cling goi hut dm.

- b6 nhay > 90,9%

- Bg dac hiéu > 96,3%

PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hoic ISO 13485 hoic
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
86 Phan 84 P84.1 86 B¢ xét nghiém khang nguyén | Xét nghiém sic ky mién dich dé phat hién dinh tinh hodc ban dinh | FDA (My) hoac MHLW / Test 500
Cryptococcal luong cac khang nguyén polysaccharide dang nang cua phtrc hop PMDA (Nhat Ban) hoac
loai Cryptococcus (Cryptococcus neoformans va Cryptococcus ARTG (Uc) hoic CE (MDD/
gattii) trong huyét thanh, huyét twong, mau toan phéan (tinh mach MDR) hodc ISO 13485 hoac
va ngon tay) va dich ndo tiy (CSF). tuong duong
87 Phan 85 P85.1 87 Thanh dinh danh nam Thanh dinh danh nam Candida, gom 10 giéng nho chtra cac hoa FDA (My) hoac MHLW / Hop 50
Candida chét déng kho va 2ml méi truong NaCl 0.85% . PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hoac ISO 13485 hodc
tuong duong
88 Phan 86 P86.1 88 Thanh dinh danh nam men Thanh dinh danh nam men, gom 20 giéng chira cac hoa chat dong | FDA (M§y) hoic MHLW / Hop 125
kho va 7ml méi truong API C. PMDA (Nhat Ban) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
89 | Phan87 | P87.1 89 Dung dich Khir khuan Mitc | - Thanh phén: Ortho-phthalaldehyde 0,60% FDA (M§) hoic MHLW / Can 23.904
d6 Cao ortho-Phthalaldehyde | - Hiéu qua diét khuén, diét ndm, diét virus, diét truc khuén lao Lao | PMDA (Nhit Ban) hoic
0.6% 12 05 pht. ARTG (Uc) hoic CE (MDD/
- Cong thirc khong chira chét hoat dong bé mat - s& khong lam md | MDR) hodc ISO 13485 hoic
thiu kinh cta éng soi. tuong duong
- Tuong thich cac vat li¢u nhu: kim loai, nhya, cht dan hoi, chét
keo dinh
- C6 cung cép que thir kém theo
* Quy cach: >3,8 lit
90 Phan 88 P88.1 90 Mbi truong dé kiém tra sy c6 | - Mdi truong thach dung dé kiém tra nhanh sy hién dién cua vi FDA (My) hoic MHLW / Test 462.000
mit cta vi khudn HP khuén Helicobacter pylori trong miu bénh phdm hoic trén moi PMDA (Nhat Ban) hodc
truong nudi cy. ARTG (Uc) hodc CE (MDD/
- Thanh phan: Phenol red, Agar, Urea 40%, Na2HPO4, KH2PO4, MDR) hoac ISO 13485 hoac
pH 6.8 +£0.2 6 25°C. tuong duong
- Thoi gian doc két qua 2-30 phat
91 | Phan89 | P89.1 91 Dung dich khir khuan bé mit | - Thanh phan: Didecyldimethylammonium chloride 0.76%. FDA (M§) hoic MHLW / Chai 1.100

trang thiét bj y té

Ethanol 7.5%. Isopropanol 15%

- Thoi gian diét khudn < 01 phut déi véi cac loai sau:

+ Vi khudn lao, nim gy bénh Cadiada albicans

+ Tuy cAu vang (Staphyloccocus aureus), tryc khuén mi xanh
(Pseudomonas aeruginosa), Acinetobacter baumannii...

+ Vi khuan da khang thu6c Acinetobacter baumannii, Tu cdu vang
khéng Methicillin; Lién ciu duong rudt khéng khang sinh...

PMDA (Nhit Ban) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hoic ISO 13485 hoic
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn

+ Vi rit: SARS-COV-2 (COIVD-19), HIV, HBV, HCV, HSV,
- Tuong thich v&i cac bé mit cimg, khong xp thong thuong trong
moi truong lam sang:
+ B& mat ngoai: may ddt dién cao tan, thiét bi hdi st cép cuu,
may ndi nha, may loc mau, bom truyén dich, thiét bj hd trg su
séng, may thd, bom tiém di¢n, may siéu am, may MRL..
+ Bé mit cac thiét bi trong phong phiu thuat gdy mé hoi stc,
phong cham soc tré em déc biét, phong ICU, phong kham nha
khoa...
* Quy cach: >710ml

92 Phan 90 P90.1 92 Dung dich danh dau Dung dich ding mét 1an dé danh dau tam thoi duong tiéu hoa, hd FDA (MJ) hoac MHLW / Lo 1.150
trg quan st trong ndi soi, mau xanh tim, khong hp thu vao té PMDA (Nhat Ban) hoac
bao. ARTG (Uc) hoic CE (MDD/
Thanh phan: Indigo-5,5"-Disulfonate, Sodium Pyrosulfite, Water MDR) hodc ISO 13485 hoac
for Injection tuong duong

93 Phan 91 P91.1 93 Thang chuin Ladder 100bp - Thang chuan DNA 100bp ( tir 0,1-3kb) FDA (MJ) hoic MHLW / Ong 28
- Nong do: 150ng/ul PMDA (Nhat Ban) hodc
- D3 bao gdbm 6X Loading Dye ARTG (Uc) hodc CE (MDD/
- Thudc nhuém danh diu: Bromophenol Blue, Xylene Cyanol FF | MDR) hodc ISO 13485 hoic
- Bang tham chiéu: 500bp, 1kb, 3kb tuong duong
* Quy cach: 0.1ml x 5 éng/bd

94 Phan 92 P92.1 94 Mbi trudng nudi cy oi Méi truong bo sung day du cho s phat trién cua cac té bao 6i FDA (My) hoac MHLW / Chai 300
ngudi trong nudi cdy ngan han, phuc vu cho vide nghién ciru di PMDA (Nhat Ban) hoac
truyén té bao va cic quy trinh chén doan in vitro. ARTG (Uc) hoic CE (MDD/
- Loai té bao: Amniocytes MDR) hodc ISO 13485 hodc
- Bao gbm: Fetal Bovine Serum (FBS), gentamicin va L-glutamine | twong duong
- Béo quén: -5 dén -20°C

95 Phan 93 P93.1 95 Dung dich ngan chan sy hinh | Dung dich ngan chan sy hinh thanh truc chinh trong qué trinh FDA (My) hoic MHLW / Lo 50

thanh tryc chinh trong qua
trinh phén bao

phén bao

PMDA (Nhat Ban) hoic
ARTG (Uc) hodc CE (MDD/
MDR) hoic ISO 13485 hoidc
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
96 | Phan94 | P94.1 96 Méi truong nudi cdy mau Méi truong bé sung day du, giup cho sy pht trién cac té bao FDA (M§) hoic MHLW / Chai 400
lympho mau ngoai vi trong nuéi ciy ngén han, phuc vu cho cic PMDA (Nhat Ban) hoac
nghién ctru di truyén t& bao va trong cac quy trinh chin do4n in ARTG (Uc) hodc CE (MDD/
vitro. MDR) hodc ISO 13485 hoac
- Loai té bao: Lymphocytes tuong duong
- Thanh phén Glutamin: L-Glutamine, gentamicin sulfate, fetal
bovine serum (FBS), va phytohemagluttinin (PHA)
* Quy cach: >100ml
97 Phan 95 P95.1 97 Methanol Methanol > 99,5% FDA (My) hodc MHLW / Chai 50
CTHH: CH30H, khéi lwong phan tir: 32,04 g/mol PMDA (Nhat Ban) hoac
D=0.7918 g/cm3 (20 °C) ARTG (Uc) hoic CE (MDD/
Dong goi: 2,5 lit MDR) hodc ISO 13485 hoac
tuong duong
98 Phan 96 P96.1 98 Enzyme hot-start Taq trong Dang: Enzyme FDA (MJ) hoac MHLW / Bo 19
qué trinh PCR Ngudn: Thermus aquaticus PMDA (Nhat Ban) hoac
Co hoat tinh 5° — 3’ exonuclease. Kich thudc nhan ban: < 1 kb. ARTG (Uc) hoic CE (MDD/
Co6 hoat tinh hot start, A tailing MDR) hodc ISO 13485 hodc
* Quy cach: > 250 unit/ bo tuong duong
99 | Phan97 | P97.1 99 Thudc nhuém DNA/ RNA - Thudc nhuém DNA / RNA trén gel agarose FDA (M§$) hoic MHLW / Ong 10
trén gel agarose - Thay thé an toan cho EtBr (chét giy ung thu) PMDA (Nhat Ban) hoac
- b6 nhay cao ARTG (Uc) hoic CE (MDD/
- Khong doc hai, khong gy dot bién, khong gdy ung thu MDR) hodc ISO 13485 hodc
- C6 thé kiém tra tit ci dsDNA, ssDNA va RNA tuong duong
- C6 thé phat hién dudi dén LED hodc UV
* Quy cach: 500ul x 2 éng/bd
100 | Phan98 | P98.1 100 | Bo chudn bi miu dé phan 13p | - BO phan 1ap va tach chiét DNA bg gen tir c4c mau sinh hoc ¢d FDA (M§) hoic MHLW / Test 500

DNA b6 gen tir mau mo

dinh )béng formalin trong thé vui parafin (FFPE)
- Thé tich rira gidi: 20-200pl ) )
- Loai b cac chat giy 6 nhiém va chét wc ché

PMDA (Nhit Ban) hoic
ARTG (Uc) hoic CE (MDD/
MDR) hoic ISO 13485 hoic
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
101 | Phin99 | P99.1 101 | Hoa chit nhudm nhanh hinh | Thanh Phén: FDA (M§) hoic MHLW / Bo 6
thai té bao - Quick panoptic N 1: PMDA (Nhat Ban) hoic
+ Fast Green, Cl n° 42 053 <3 mg/L ARTG (Uc) hoic CE (MDD/
+ Methanol >99 % MDR) hodc ISO 13485 hoac
- Quick panoptic N° 2: tuong duong
+ Eosine, Cl n®45 380 <2 g/L
+ Ethanol 96° 2%
+ Phosphate Buffer, pH 6,8 0,1M
- Quick panoptic N° 3
+ Methylene Blue Dye, Cl n°52 015 <1.5 g/L
+ Azure B, CI n°52 010 <1.5 g/L
+ Phosphate Buffer, pH 6,8 0,1M
* Quy céch: Hop 3 1o x 500 ml
102 Phén P100.1 102 | Dung dich dém PBS Phosphate Buffered Saline (PBS), ddng truong, khéng doc ddi véi | FDA (M§) hoic MHLW / Chai 5
100 té bao séng. Dung dich trong sudt khong mau, vo khuén. PMDA (Nhat Ban) hodc
* Quy cach: >500ml ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
103 Phén P101.1 103 Hon hop mastermix 2X - Dang: Mastermix FDA (My) hoic MHLW / Bo 15
101 - Ngudn: Thermus aquaticus PMDA (Nhat Ban) hodc
- Co hoat tinh 5° — 3’ exonuclease ARTG (Uc) hoic CE (MDD/
- Kich thudc nhan ban: < 1 kb MDR) hoac ISO 13485 hodc
- C6 hoat tinh hot start, A tailing tuong duong
- Ti 18 16i: 12-13 bp 16i/10°6 bp
- Bao gém Band Helper 1X
* Quy cach: By 1 ml x 4ea
104 Phéan P102.1 104 Nude tinh khiét (nudc dung - Nudce dung trong cac ung dung sinh hoc phan tir, PCR FDA (M¥) hoic MHLW / Chai 10
102 cho phan tng PCR) - Khéng chira RNase, DNase va Protease yéu cau. PMDA (Nhat Ban) hodc
- Nuée cip sinh hoc phan tir dugc hap khtr trung dé dam bao vo ARTG (Uc) hoic CE (MDD/
trang, loc qua mang loc 0,2 micron, khong xtt 1y biang DEPC. MDR) hodc ISO 13485 hodc
* Quy cach: > 500ml tuong duong
105 Phan P103.1 105 Huyét thanh bo Huyét thanh bo bd sung vio mdi truong nudi ciy té bao FDA (My) hoac MHLW / Chai 5
103 PMDA (Nhat Ban) hoac

ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
106 Phan P104.1 106 | Giemsa Stain Thanh phan: Eosin-methylene blue according to Giemsa, FDA (M§) hoic MHLW / Chai 10
104 methanol; Glycerol PMDA (Nhat Ban) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
107 Phan P105.1 107 | Phytohemagglutinin La dung dich cho nuéi cay té bao FDA (M$) hoic MHLW / Lo 5
105 PMDA (Nhat Ban) hoic
ARTG (Uc) hodc CE (MDD/
MDR) hoac ISO 13485 hodc
tuong duong
108 Phén P106.1 108 Hank Dung dich ding trong nuéi cdy té bao co co sé 1a hdn hop tong FDA (M§) hoic MHLW / Chai 50
106 hop cac mubi vo co duoc bibt nhu dung dich sinh Iy hay mudi cdn | PMDA (Nhat Bén) hodc
bing ARTG (Uc) hodc CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
109 Phan P107.1 109 Trypsin Tripsin dung trong nudi cay, thu hoach té bao FDA (MJ) hoic MHLW / Chai 50
107 PMDA (Nhat Ban) hoic
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
110 Phéan P108.1 110 Kit nhudm tinh tring quan Kit nhudm tinh tring quan sat hinh thai FDA (My) hoic MHLW / Bo 6
108 sat hinh thai PMDA (Nhit Ban) hoic
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
111 Phan P109.1 111 Na2HPO4 Muoi Na2HPO4 khan. FDA (My) hoic MHLW / Lo 5
109 * Quy cach: >500g PMDA (Nhat Ban) hodc

ARTG (Uc) hodc CE (MDD/
MDR) hoic ISO 13485 hoidc
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
112 Phan P110.1 112 Dung dich khir nhiém DNA - Str dung cho pipet, hop gel, mat ban, may do nhiét hodc cac thiét | FDA (M§$) hoac MHLW / Chai 15
110 earse bi khac. PMDA (Nhat Ban) hodc
- Str dung trude khi thue hién PCR hodc lam viéc voi DNA cho ARTG (Uc) hoic CE (MDD/
khu vyce lam viéc khong c6 DNA. MDR) hodc ISO 13485 hodc
- Loai bo DNA va Dnase khong mong mudn khéi db thuy tinh va tuong duong
d6 nhya ma khong anh huong dén cac mau DNA tiép theo
* Quy cach: >250ml
113 Phén P111.1 113 Thang chudn DNA/RNA dé | - DNA bao gdm cac manh tir cc cip co so 250-25kb. FDA (M¥) hoic MHLW / Bo 10
111 udc tinh kich thudce phan tir - Céc dai 1kb va 3kb di ting cuong do diém tham chiéu. PMDA (Nhat Ban) hodc
DNA/RNA - Khéi lugng DNA gin ding trong mdi band duoc cung cép 1a ARTG (Uc) hodc CE (MDD/
0,52 pg mot tai dé xdp xi khdi lugng DNA trong cac mau tuong MDR) hogc ISO 13485 hoic
dbi 16n ¢6 kich thudc tuong tu. tuong duong
- Nhiét do bao quan: -20°C
* Quy cach: >50 lanes (250 pl)/bd
114 Phan P112.1 114 | Thang chuan Ladder 1Kb - Thang chuan DNA 1000bp ( tir 0,1-10kb) FDA (M§$) hoic MHLW / Ong 35
112 - Nong d6: 150ng/ul PMDA (Nhat Ban) hoac
- D3 bao gdbm 6X Loading Dye ARTG (Uc) hoic CE (MDD/
- Thubc nhudm dénh déu: Bromophenol Blue, Xylene Cyanol FF | MDR) hodc ISO 13485 hoic
* Quy cach: 0.1ml x 5 bng/bd tuong duong
115 Phén P113.1 115 Enzyme ly giai té bao Enzyme ly giai té bao Proteinase K, dong goi dang dong khé. FDA (M¥) hoic MHLW / Ong 15
113 Proteinase K * Quy cach: > 550ul/ éng PMDA (Nhat Ban) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
116 Phan P114.1 116 MBoi truong pha san nudi cay | - Dia thach d6 san chira méi trwong sir dung dé nudi cay va thi FDA (My) hoic MHLW / bia 170.000
114 cac loai vi sinh vat (Thach tinh chét tan méu cua céc loai vi sinh vat kho tinh va khong kho PMDA (Nhat Ban) hodc

moi trudng mau)

tinh, Dia 90mm.

- Bao g6i bing mang ban thdm Cellophane Pép tng: "Yéu cau
kiém soat chat luong t6i thidu cho nha san xuit d6i voi méi truong
nudi céy dd s&n", theo tiéu chuin cta CLSI.

- Thanh phin: Special peptone, Starch, Sodium chloride, pH:
7.3£0.2 & 25°C, Defibrinated Sheep blood, Agar.

ARTG (Uc) hoic CE (MDD/
MDR) hoic ISO 13485 hoic
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
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117 Phén P115.1 117 Méi truong pha san nudi cdy | - Dia thach dé sin c6 bd sung cac chét kich thich ting truong duoc | FDA (M) hoic MHLW / bia 80.000
115 cac loai vi sinh vt kho moc sir dung dé nuoi céy cac loai vi sinh vat kho moc, dac biét 1a PMDA (Nhat Ban) hodc
dac biét 1a Neisseria va Neisseria spp. va Haemophilus, khong chira cac chit phu gia hay ARTG (Uc) hodc CE (MDD/
Haemophilus (Thach moi chat bao quan. Dia 90mm. MDR) hodc ISO 13485 hoac
truong Chocolate) - Bao goi bang mang ban thim Cellophane c6 tinh nang chéng 4m | twong duong
gitip dam bao chét lwong trong qua trinh bdo quan, dé dang phan
huy bdo vé moi truong. Dap img: "Yéu cau kiém soat chat lu'o'ng
t6i thiéu cho nha san xuét d6i véi méi truong nudi cdy do sin",
theo tiéu chuén caa CLSI.
- Thanh phin: Special peptone, Starch, Sodium chloride,
Defibrinated sheep blood, Agar, Multivitox (bao gdm Vitamin
B12, L-glutamine, Adenine, Guanine, p-Aminobenzoic acid, L-
cystine, NAD (Coenzyme 1), Cocarboxylase, Ferric nitrate,
Thiamine, Cysteine hydrochloride), pH: 7.3 0.2 ¢ 25°C
118 Phén P116.1 118 | Méi truong kiém tra sy nhay | - Dia thach d6 sin duoc st dung dé kiém tra tinh nhay cam khang | FDA (M§) hoic MHLW / Pia 11.000
116 cam voi khang sinh cua vi sinh ctia vi sinh vat kho moc. Bia 90mm. PMDA (Nhat Ban) hodc
khuén khé moc. - Bao goi bang mang béan thim Cellophane baép img: "Yéu cau ARTG (Uc) hoic CE (MDD/
kiém soat chat luorng t6i thiéu cho nha san xuét d6i v6i méi truong | MDR) hoidc ISO 13485 hoic
nudi cdy dé sin", theo tidu chudn caa CLSI. tuong duong
- Thanh ph'?m: Acid Digest of Casein, Beef Extract, Starch, Agar,
Sodium chloride, Defibrinated Sheep Blood, pH: 7.3+0.2 ¢ 25°C
119 Phéan P117.1 119 | Mai truong chon loc dé phan | - Pia thach d6 sin dugc sir dung dé nudi cdy, phan lap cac mam FDA (Mj) hoic MHLW / Pia 5.000
117 1ap va phan biét Shigella va bénh vi khuén Gram 4m dudng rudt. bia 90mm. PMDA (Nhat Ban) hodc

Salmonella spp

- Bao gbi bang mang béan thim Cellophane. Daép tmg: "Yéu ciu
kiém soat chat luorng t6i thiéu cho nha sén xuét dbi v6i méi truong
nudi cdy dé sin", theo tidu chuén cia CLSI.

- Thanh ph'?m: Proteose peptone, Yeast extract, Lactose, Sucrose,
Salicin, Bile salts No.3, Sodium chloride, Sodium thiosulphate,
Ammonium ferric citrate, Acid fuchsin, Bromothymol blue, Agar,
pH: 7.5 £0.2 6 25°C

ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
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120 Phén P118.1 120 Méi truong kiém tra tinh - Dia thach db s&n duoc sit dung dé kiém tra tinh nhay cam khang | FDA (M§) hoic MHLW / bia 20.000
118 nhay cam khang sinh cua vi sinh cta vi sinh vat khong khé moc. Pia 90mm. PMDA (Nhat Ban) hodc
sinh vat khong khé moc - Bao goi bang mang ban thdm Cellophan. Dap ung: "Yéu cdu ARTG (Uc) hodc CE (MDD/
dang thach kiém soat chat lugng tdi thiéu cho nha san xuat déi véi méi truong | MDR) hodc ISO 13485 hoic
nudi cdy dé sin", theo tidu chuin ciia CLSI. tuong duong
- Thanh phén: Acid Digest of Casein, Beef Extract, Starch, Agar,
Sodium chloride; pH: 7.3+£0.2 ¢ 25°C
121 Phan P119.1 121 MBoi truong nudi cdy vi sinh | - Dia thach d6 san mau xam nhat chtra moi trudng tao mau chon FDA (MJ) hoac MHLW / bia 10.000
119 StrepB 5.000ml loc duoc st dung dé phén 1ap va phan biét Streptococcus nhom B. | PMDA  (Nhat Ban) hoic
Dia 90mm. ARTG (Uc) hoic CE (MDD/
- Bao goi bang mang ban thdm Cellophane. MDR) hodc ISO 13485 hoac
- Thanh phé”m: Peptone and yeast extract, Salts, Chromogenic mix, | tuwong duong
Growth factors mix, Selective mix, Agar; pH: 7.3+£0.2 ¢ 25°C;
122 Phan P120.1 122 Mai truong nudi cay, phan - Pia thach d6 san dugc sir dung dé nudi cay, phan lap vi sinh vt FDA (MJ) hoac MHLW / bia 5.000
120 1ap vi sinh vat thudce loai thudc loai Vibrio spp.déc biét 1a Vibrio cholerae, Vibrio PMDA (Nhat Ban) hodc
Vibrio spp parahaemolyticus tir cdc mau bénh pham. Dia 90mm. ARTG (Uc) hodc CE (MDD/
- Bao goi bang mang ban thdm Cellophane MDR) hodc ISO 13485 hoac
-Thanh phén: Yeast extract, Bacteriological peptone, Sodium tuong dwong
thiosulphate, Sodium citrate, Ox bile, Sucrose, Sodium chloride,
Ferric citrate, Bromothymol blue, Thymol Blue; Agar, pH:
8.6+0.2 ¢ 25°C
123 Phan P121.1 123 Moi truong phan biét cac vi - Pia thach d6 san mau trang duc chira méi trudng tao mau duoc FDA (My) hoic MHLW / bia 100.000
121 sinh vat gdy bénh nhiém sir dung dé dinh danh so bd va phan biét tit ca cac vi sinh vt PMDA (Nhat Ban) hoic
trung duong tiét niéu (UTI) | chinh la nguyén nhén gy nén bénh nhim trang dudng tiét niéu ARTG (Uc) hoic CE (MDD/
(UTI). bia 90mm. MDR) hodc ISO 13485 hoac
- Bao goi bang mang ban thdm Cellophane . tuong duong
- Thanh phan: Peptone, Chromogenic mix, tryptophane, Agar, pH:
6.8 +0.2 6 25°C;
124 Phén P122.1 124 Moi truong phat hién, phan MBoi truong chon loc phén biét déc biét giita coliforms va cac vi FDA (My) hoic MHLW / bia 100.000
122 1ap va dém sb lwong khuén khong 1én men lactose véi su tc ché cua vi PMDA (Nhat Ban) hodc
Coliforms va vi khuén duong | khuén Gram duong ARTG (Uc) hoic CE (MDD/
rudt khac MDR) hoac ISO 13485 hodc
tuong duong
125 Phén P123.1 125 Moi truong thuong ding dé - Mbi truong d6 san thudng ding dé thuc hién thao tic khang sinh | FDA (M§) hoic MHLW / bia 5.000
123 thuc hién thao tac khang sinh dd trong 1am sang, dugc d& xuét bai CLSI cho kiém tra su nhay PMDA (Nhat Ban) hoac

d cho kiém tra sy nhay cam

cam v6i khang sinh déi véi Haemophilus species. Dia 90mm.

ARTG (Uc) hodc CE (MDD/
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PHAN trong HH tinh*
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véi khang sinh doi voi - Bao goi bang mang ban tham Cellophane. Pap tng: "Yéu cau MDR) hodc ISO 13485 hoac
Haemophilus species kiém soat chat luong i thidu cho nha san xuat dbi voi moéi truong | tuong duong
nudi cdy dé sin", theo tidu chuén ciia CLSI.
- Thanh ph?in: Acid Digest of Casein, Beef Extract, Starch, Yeast
Extract, Hematin, NAD, Agar, pH: 7.3+ 0.2
126 Phan P124.1 126 MBOi trudng nudi cay cac lién | Ong trong sudt ¢d nut xody van chit chira 5 — 10 ml méi trudong FDA (My) hoac MHLW / Ong 10.000
124 céu nhom B dang long dung dé tang sinh lién cau phé cau, dic biét 1a lién cau PMDA (Nhat Ban) hoac
nhém B (GBS)-Streptococus agalactiae ARTG (Uc) hoic CE (MDD/
Thanh phan: Infusion from 450 g fat-free minced meat, Tryptone, | MDR) hodc ISO 13485 hoic
Glucose, Sodium bicarbonate, Sodium chloride, Disodium tuong duong
phosphate, nalidixic acid, colistin sulfate, pH: 7.8+0.2 ¢ 25°C
127 Phén P125.1 127 Moi truong lam khang sinh - Mbi trudng ¢6 5% mau ngwa va 20 mg/l B-NAD, pH7.3 dé lam FDA (My) hoic MHLW / bia 36.000
125 dd voi vi khudn kho moc khang sinh db véi cc vi khuén khé moc (pneumococci va cic PMDA (Nhat Ban) hodc
streptococci khac, Haemophilus va Moraxella). ARTG (Uc) hoic CE (MDD/
- Thanh phin chira: Potato starch (vegetal), Casein peptone MDR) hodc ISO 13485 hodc
(bovine), Agar (vegetal), Blood (horse) tuong duong
128 Phén P126.1 128 | Mai truong van chuyén mau | - Méi truong dé van chuyén mau sinh thiét da day cung véi moi FDA (M§) hoic MHLW / Ong 1.000
126 sinh thiét da day trueong nudi cay dé phat hién Helicobacter pylori tir sinh thiét da PMDA (Nhit Ban) hoic
day. ARTG (Uc) hoic CE (MDD/
- Thanh phan gdm: Casein peptone (bovine); Soy peptone; Starch; | MDR) hodc ISO 13485 hoic
Sodium chloride; Buffer; Agar; Selective mixture; Purified water; | tuwong duong
pH=6.3
129 Phén P127.1 129 Moi truong phan 1ap chon - Moi truong phan 1ap chon loc cho phat hién Helicobacter pylori FDA (M¥) hoic MHLW / bia 1.500
127 loc Helicobacteria pylori tir manh sinh thiét da day. PMDA (Nhat Ban) hodc
- Thanh phan: huyét twong ngua, chit bd sung (supplement) ARTG (Uc) hoic CE (MDD/
Polyvitaminic, hdn hop khang sinh e ché sy phat trién ciia cac vi | MDR) hodc ISO 13485 hoic
khuén tap nhidm trong duong
130 Phan | P128.1 130 | Mdi trudng nudi cdy Bottle | - Moi trudng ding dé lam giau Vibrio cholera va cac loai Vibrio | FDA (M§$) hoac MHLW / Hop 2
128 Peptone Water tir thue phadm, nude va cic miu 14m sang. PMDA (Nhat Ban) hodc

- Thanh phén: Peptone, Sodium Chloride
- Béo quan: 10-30°C

ARTG (Uc) hoic CE (MDD/
MDR) hoic ISO 13485 hoic
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
131 Phén P129.1 131 | Mai truong nudi cdy - Méi truong co ban ding cho nudi ciy phd rong cac loai vi sinh | FDA (M§) hoic MHLW / Hop 2
129 Tryptone Soya Agar vat. PMDA (Nhat Ban) hodc
- Mbi trudng nay phit hop ca nudi cy hiéu khi va nudi céy ki khi | ARTG (Uc) hodc CE (MDD/
- Moi trrong nay ciing c6 thé ding nhur thach mau khi bd sung 7% | MDR) hodc ISO 13485 hoic
méu vo tring. Tryptone Soya Agar ciing c6 thé duoc ding dé tuong duong
chuén bj thach chocolate.
- M6i truong dang bot min, mau rom
- Thanh phin (g/1): Pancreatic digest of casein 15, Enzymatic*
digest of soya bean 5, Sodium chloride 5, Agar 15
-pH: 7.3+ 0.2 tai 25°C
132 Phan P130.1 132 Moi treong nudi cay vi sinh | - Mo6i truong nudi cay dang bt tao mau dé dinh danh so bd va FDA (MJ) hoac MHLW / Hop 250
130 cho miu nudc tiéu dé xac phan biét/ xac dinh tat ca vi sinh vat chinh gdy ra nhiém tring PMDA (Nhit Ban) hoic
dinh cac vi sinh vat gay bénh | duong tiét niéu (UTIs). Chromogenic c6 chura 2 chét tao mau X- ARTG (Uc) hoic CE (MDD/
nhim tring dudng tiét niéu | Gluc va Red-Gal. MDR) hodc ISO 13485 hoac
- Thanh phan (g/1): Peptone, Chromogenic mix , Agar tuong duong
- Bao quan: 10-30°C
133 Phan P131.1 133 Maoi truong chon loc phan - M6i truong chon loc phan lap Vibrio gy bénh. Dang bot min, FDA (MJ) hoac MHLW / Hop 2
131 lap Vibrio spp. mau xanh 4. PMDA (Nhat Ban) hoac
- Thanh phin: Yeast extract, Bacteriological pepton, Sodium ARTG (Uc) hoic CE (MDD/
thiosulphat, Sodium citrat, Ferric citrate, Bromothymol blue, MDR) hodc ISO 13485 hoac
Thymol blue...pH: 8,6+ 0,2 tai 25°C tuong duong
134 Phan P132.1 134 Mbi truong bot chon loc va MBoi truong chon loc va phan biét Escherichia coli O157 do ching | FDA (My) hoic MHLW / Hop 2
132 phén bi¢t E.coli )157 khong 1én men sorbitol va tao khudn lac khéng mau PMDA (Nhat Ban) hodc
- Méi truong dang bot min, mau rom/héng ARTG (Uc) hoic CE (MDD/
- Thanh phin: Peptone , Sorbitol , Bile salts , Sodium chloride , MDR) hoac ISO 13485 hodc
Neutral red , Crystal violet , agar tuong duong
-pH: 7.1 £0.2 tai 25°C
135 Phén P133.1 135 Méi truong nudi cdy va phan | Mai truong da muc dich thich hop nuéi cdy cac sinh vat kho moc. | FDA (M§) hoic MHLW / Hop 300
133 1ap cac vi sinh vat kho moc - Méi truong dang bot, mau rom PMDA (Nhat Ban) hodc

- Thanh phén: Special peptone, Starch, Sodium chloride, Agar
- Béo quan: 10-30°C

ARTG (Uc) hoic CE (MDD/
MDR) hoic ISO 13485 hoic
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
136 Phén P134.1 136 Maoi truong chon loc phan - M6i truong dang bot min, mau rom FDA (MJ) hoac MHLW / Hop 200
134 biét dac biét giira coliforms - Thanh ph?in: Peptone, Lactose, Bile salts No.3, Sodium chloride, | PMDA (Nhat Ban) hoac
va céc vi khuén khéng 1én Neutral red, Crystal violet, Agar ARTG (Uc) hoic CE (MDD/
men lactose véi su rc ché - Bao quan: 10-30°C MDR) hodc ISO 13485 hodc
ctia vi khuan Gram dwong tuong duong
137 Phén P135.1 137 | Méu ciru B6 sung trong khi pha ché méi trudng nudi ciy vi sinh, pha ché FDA (M¥) hoic MHLW / Tai 500
135 moi truong thach mau. PMDA (Nhat Ban) hoac
* Quy cach: >250ml ARTG (Uc) hodc CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
138 Phan P136.1 138 Bot Hemoglobin bo sung dé | - Dang bot mau do/nau, tao thanh dung dich khi hoa tan trong FDA (MJy) hoac MHLW / Hop 10
136 nudi cdy vi khuén khé moc | nudc cét Am & 2% wiv. PMDA (Nhat Ban) hoic
- pH (dung dich 2%): 7,8 - 8,6 ¢ 25°C ARTG (Uc) hoic CE (MDD/
* Quy cach: > Hop 400g MDR) hodc ISO 13485 hodc
tuong duong
139 Phan P137.1 139 Chat bo sung Vitox kém - Chat dong kho dugc st dung dé chuan bi moi truong Thayer FDA (My) hoic MHLW / Lo 1.000
137 dung dich hoan nguyén Martin va méi truong New York City dé phan 1ap Neisseria spp. PMDA (Nhat Ban) hodc
- Thanh ph?m: Vitamin B12, L-glutamine, Adenine , Guanine, p- ARTG (Uc) hoic CE (MDD/
Aminobenzoic acid, L-cystine, NAD (Coenzyme 1), MDR) hodc ISO 13485 hoac
Cocarboxylase, Ferric nitrate, Thiamine, Cysteine hydrochloride tuong duong
140 Phan P138.1 140 Chat b sung méi truong dé Chat bo trg cho mdi truong chon loc Helicobacter Pylori dung dé FDA (My) hoic MHLW / Ong 100
138 phén 13p H.pylori tir mau phan 13p Helicobacter pylori tir bénh pham. PMDA (Nhat Ban) hodc

bénh pham

- Thanh phan cho méi lo (cho 500 mL méi trudng): Vancomycin 5
mg, Trimethoprim 2.5 mg, Cefsulodin 2.5 mg, Amphotericin B
2.5mg

ARTG (Uc) hoidc CE (MDD/
MDR) hogc ISO 13485 hodc
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
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141 Phén P139.1 141 Chat bd sung méi truong dé | Chat bd tro cho moéi truong chon loc Neisseria gdnrhoaea dung @& | FDA (M§) hoic MHLW / Ong 200
139 phan 1ap Neisseria phan 13p Neisseria gonrhoaea tir bénh phim. PMDA (Nhat Ban) hoac
gonrhoaea tir miu bénh - Thanh phin cho méi lo (cho 500 mL méi trudng): Vancomycin ARTG (Uc) hoic CE (MDD/
pham 1,5 mg, Trimethoprim 2,5mg, Colistin sulphate 3,75mg, Nystatin MDR) hodc ISO 13485 hoac
62501U tuong duong
142 Phan P140.1 142 Maoi truong dé phan 1ap - Chat bo trg chon loc Skirrow Campylobacter dua trén cong thiuc | FDA (M§) hodac MHLW / Ong 200
140 Campylobacter spp cuia Skirrow. Khang sinh b sung dugc thiét ké sir dung tai 42°C PMDA (Nhit Ban) hoic
cho hiéu qua chon loc t5i . ARTG (Uc) hoic CE (MDD/
- Thanh phan: Vancomycin 5.0 mg, Trimethoprim 2.5 mg, MDR) hodc ISO 13485 hoac
Polymyxin B 1250 1U tuong duong
143 Phén P141.1 143 | Méi truong duge s dung d& | Thanh phan: Special peptone, Corn starch, Sodium chloride, FDA (M¥) hoic MHLW / Hop 50
141 phén 14p cac loai Neisseria. Dipotassium hydrogen phosphate, Potassium dihydrogen PMDA (Nhat Ban) hoac
phosphate, Agar ARTG (Uc) hoic CE (MDD/
MDR) hoac ISO 13485 hodc
tuong duong
144 Phan P142.1 144 Moi truong phat hién dic Thanh phan: urea, L-tryptophan, Phenol red, 95% alcohol FDA (MJ) hoic MHLW / Hop 2
142 tinh Urease, Indole va TDA PMDA (Nhat Ban) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
145 Phén P143.1 145 Mbi truong phan biét - Dé phén biét Enterobacterales dya vao viéc san hydrogen FDA (My) hoic MHLW / Hoép 1
143 Enterobacteriaceae dya vao sulphide va 1én men duong doi. PMDA (Nhat Ban) hodc
su 1én men duong doi va tao | - Thanh phan (g/1): Lab-Lemco’ powder 3, Yeast extract 3, ARTG (Uc) hodc CE (MDD/
H2S Peptone 20, Sodium chloride 5, Lactose 10, Sucrose 10, Glucose MDR) hodc ISO 13485 hoac
1, Ferric citrate 0.3, Sodium thiosulphate 0.3, Phenol red 0.024, tuong duong
Agar 12.0
146 Phén P144.1 146 Méi truong kiém tra tinh - Méi truong thi nghiém nhay cam khang sinh FDA (My) hoic MHLW / Hoép 40
144 nhay cam khang sinh cia vi - Méi truong tiéu chun cho phuong phap Bauer-Kirby PMDA (Nhat Ban) hodc

sinh vat khong khé moc
dang bot

- Méi truong dang bot min, mau rom

- Thanh phan: Beef, dehydrated infusion from Casein hydrolysate,
Starch, Agar

- Bao quan: 10-30°C

ARTG (Uc) hoic CE (MDD/
MDR) hoic ISO 13485 hoic
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
147 Phan P145.1 147 | Nudc mubi 0.45% dé pha Nude mudi 0.45% dé pha huyén dich vi khuan cho mu xét FDA (M§) hoic MHLW / Chai 400
145 huyén dich vi khuén cho nghiém dung cho may dinh danh vi khuin va lam khang sinh d6 PMDA (Nhit Ban) hoic
mau xét nghiém Vitek ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
148 Phan P146.1 148 Mai truong long nudi cay - Moi truong 1ong da nang phu hop cho nudi cay streptococci, FDA (My) hoac MHLW / Hop 2
146 lién cdu, Neisseria va sinh Neisseria va nhitng vi khuin kho moc khac. PMDA (Nhat Ban) hodc
vat kho moc khac - Méi truong dang bot min, mau rom ARTG (Uc) hoic CE (MDD/
- Thanh ph?m: Brain infusion solids, Beef heart infusion solids, MDR) hoac ISO 13485 hodc
Proteose peptone, Glucose, Sodium chloride , Disodium phosphate | twong duong
- pH 7.4 £0.2 tai 25°C
149 Phan P147.1 149 | Khang huyét thanh Khéang huyét thanh Salmonella H-a As FDA (M$) hoic MHLW / Lo 1
147 Salmonella H-a As * Quy cach: >5ml PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
150 Phan P148.1 150 Khang huyét thanh Khang huyét thanh Salmonella H-b As FDA (My) hoic MHLW / Lo 1
148 Salmonella H-b As *Quy céach: >5ml PMDA (Nhat Béan) hodc
ARTG (Uc) hodc CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
151 Phan P149.1 151 | Khang huyét thanh Khéang huyét thanh Salmonella H-c As FDA (M§$) hoic MHLW / Lo 1
149 Salmonella H-c As * Quy cach: >5ml PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
152 Phan P150.1 152 Khang huyét thanh Khang huyet thanh Salmonella H-d As FDA (My) hoac MHLW / Lo 1
150 Salmonella H-d As * Quy cach: >5ml PMDA (Nhat Ban) hoac

ARTG (Uc) hoidc CE (MDD/
MDR) hoac ISO 13485 hoac
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
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153 Phén P151.1 153 | Khang huyét thanh Khang huyét thanh Salmonella H-i As FDA (M§) hoic MHLW / Lo 1
151 Salmonella H-i As * Quy cach: >5ml PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
154 Phan P152.1 154 Khang huyét thanh E.coli Khang huyét thanh E.coli O157 antiserum FDA (My) hoac MHLW / Lo 4
152 0157 antiserum * Quy cach: >2ml PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hoac ISO 13485 hodc
tuong duong
155 Phan P153.1 155 | Khang huyét thanh Khéang huyét thanh Salmonella As O4 (B) FDA (M§$) hoic MHLW / Lo 4
153 Salmonella As O4 (B) * Quy cach: >2ml PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
156 Phan P154.1 156 Khéng huyét thanh Khang huyét thanh Salmonella As O7 (C1-C2) FDA (MJ) hoic MHLW / Lo 4
154 Salmonella As O7 (C1-C2) | * Quy céch: >2ml PMDA (Nhat Ban) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
157 Phan P155.1 157 | Khang huyét thanh Khéang huyét thanh Salmonella As Vi FDA (M§$) hoic MHLW / Lo 4
155 Salmonella As Vi * Quy cach: >2ml PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
158 Phin P156.1 158 | Khang huyét thanh Khang huyét thanh Salmonella As 09 FDA (My) hoic MHLW / Lo 4
156 Salmonella As 09 * Quy cach: >2ml PMDA (Nhat Ban) hodc

ARTG (Uc) hodc CE (MDD/
MDR) hoic ISO 13485 hoidc
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
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159 Phén P157.1 159 | Khang huyét thanh Khang huyét thanh Salmonella As O 1,3,19 antiserum FDA (M§) hoic MHLW / Lo 4
157 Salmonella As O 1,3,19 * Quy cach: >2ml PMDA (Nhat Ban) hoac
antiserum ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
160 Phan P158.1 160 | Khang huyét thanh Khéng huyét thanh Salmonella As O8 (C1-C2) FDA (M$) hoic MHLW / Lo 4
158 Salmonella As 08 (C1-C2) | * Quy cach: >2ml PMDA (Nhat Ban) hoic
ARTG (Uc) hoic CE (MDD/
MDR) hoac ISO 13485 hodc
tuong duong
161 Phan P159.1 161 | Khang huyét thanh Khéang huyét thanh Salmonella As O 6,14 FDA (M§$) hoic MHLW / Lo 4
159 Salmonella As O 6,14 * Quy cach: >2ml PMDA (Nhat Ban) hoac
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
162 Phan P160.1 162 Khang huyét thanh E.coli H7 | Khang huyét thanh E.coli H7 antiserum FDA (MJ) hoac MHLW / Lo 2
160 antiserum * Quy cach: >5ml PMDA (Nhat Béan) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
163 Phéan P161.1 163 Hoa chit nhuém Ziehl B6 nhuém Ziehl Neelsen ding dé thuc hién xét nghiém nhuém FDA (M¥) hoic MHLW / Bo 400
161 Neelsen soi. Bao gbm 03 dung dich thubc nhudém thanh phan 14 Carbol PMDA (Nhat Ban) hodc
Fuchsin chai 250ml, Alcohol acid (Hydrochloric acid in ethanol) ARTG (Uc) hoic CE (MDD/
chai 250ml va Methylene Blue chai 250ml. MDR) hodc ISO 13485 hoac
- Béo quan: 15-25°C tuong duong
- Quy cach: B 3 chai x 250ml ¢6 voi bom tién dung
164 Phan P162.1 164 Hoa chat nhuém Gram B0 nhudém Gram dung dé thuc hién xét nghi¢m nhudm soi. Bao FDA (My) hoic MHLW / Chai 1.500
162 gbm 04 dung dich thuéc nhudm thanh phin 1a Crystal Violet chai | PMDA (Nhat Ban) hoic

250ml, Lugol chai 250ml, Decolor (alcohol-acetone) chai 250ml
va Safranin chai 250ml.

- Bao quan: 15-25°C

- Quy cach: B¢ 4 chai x 250ml

ARTG (Uc) hoic CE (MDD/
MDR) hogc ISO 13485 hodc
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
165 Phén P163.1 165 Khoanh gidy khang sinh Khoanh gidy c6 duong kinh 6 mm . Céc khoanh gidy duoc danh FDA (MJ) hoic MHLW / Khoanh 1.000
163 Cefoperazol/Sulbactam 105 déu trén ca hai mat bing ma chit va sb nhim xac dinh loai khang PMDA (Nhat Ban) hodc
g sinh va ndng do ARTG (Uc) hoic CE (MDD/
- Khoanh gidy dugc tim Cefoperazone/Sulbactam ¢6 nong do MDR) hodc ISO 13485 hoac
105pg tuong duong
- Mdi dng dugc han kin riéng, ciing vai tai hiit am
166 Phan P164.1 166 Khoanh giay khang sinh Khoanh giay c6 duong kinh 6 mm . Céac khoanh giay dugc danh FDA (MJ) hoac MHLW / Khoanh 2.500
164 Ciprofloxacin 5ug dAu trén ca hai mét bing ma chit va sb nham x4c dinh loai khang | PMDA (Nhat Ban) hoic
sinh va nc‘)ng do ARTG (Uc) hoic CE (MDD/
- Khoanh gidy dugc tdm Ciprofloxacin ¢ nong do Sug MDR) hodc ISO 13485 hodc
- Mbi éng dugc han kin riéng, ciing véi tai hiit 4m tuong duong
167 Phan P165.1 167 Khoanh giay khang sinh Khoanh gidy c6 duong kinh 6 mm . Céc khoanh giay dugc danh FDA (MJ) hoac MHLW / Khoanh 2.500
165 Ampicillin 10pg déu trén ca hai mét bing ma chit va sb nhim xac dinh loai khang PMDA (Nhit Ban) hoac
sinh va nong do ARTG (Uc) hodc CE (MDD/
- Khoanh gidy dugc tdm Ampicillin c6 ndng do 10pg MDR) hodc ISO 13485 hoac
- Mbi éng dugc han kin riéng, cing véi tai hiit Am tuong duong
168 Phan P166.1 168 | Khoanh gidy khang sinh Khoanh gidy c6 duong kinh 6 mm . Cac khoanh gidy dugc déanh FDA (M§$) hoic MHLW / Khoanh 1.000
166 Doxycycline 30ug dAu trén ca hai mit bang mi chit va sé nhim xéac dinh loai khang | PMDA (Nhat Ban) hoic
sinh va nong do ARTG (Uc) hoic CE (MDD/
- Khoanh gidy dugc tdm Doxycycline c6 ndng do 30pg MDR) hodc ISO 13485 hoac
- Méi éng duogc han kin riéng, cing voi tai hiit 4m tuong duong
169 Phén P167.1 169 Khoanh giay khang sinh Khoanh gidy c6 duong kinh 6 mm . Céc khoanh gidy dugc danh FDA (M§y) hoac MHLW / Khoanh 1.000
167 Chloramphenicol 30ug dAu trén ca hai mt bing mi chit va sé nhim xac dinh loai khang | PMDA (Nhat Ban) hoic

sinh va néng do
- Khoanh gidy dugc tAm Chloramphenicol c6 nong do 30ug
- Méi éng duogc han kin riéng, cing voi tai hit 4m

ARTG (Uc) hoic CE (MDD/
MDR) hoic ISO 13485 hoic
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN | trong HH tinh*
phﬁn
170 Phén P168.1 170 Khoanh gidy khang sinh Khoanh gidy co duong kinh 6 mm . Cac khoanh gidy duoc danh FDA (MJy) hoac MHLW / Khoanh 1.000
168 Clindamycin 2ug déu trén ca hai mat bing ma chit va sb nhim xac dinh loai khang PMDA (Nhat Ban) hodc
sinh va nong do ARTG (Uc) hoic CE (MDD/
- Khoanh gidy dugc tam Clindamycin c6 ndng do 2pg MDR) hodc ISO 13485 hoac
- Mdi éng dugc han kin riéng, ciing vai tai hiit am tuong duong
171 Phan P169.1 171 | Khoanh gidy khéng sinh Khoanh gidy c6 dudng kinh 6 mm . Céc khoanh gidy duoc danh | FDA (M§) hogc MHLW / [  Khoanh 1.000
169 Erythromycin 15ug dAu trén ca hai mit bang mi chit va sé nhim xéc dinh loai khang PMDA (Nhat Ban) hoac
sinh va nong do ARTG (Uc) hodc CE (MDD/
- Khoanh gidy dugc tdm Erythromycin ¢ nong do 15ug MDR) hodc ISO 13485 hoac
- Méi éng dugc han kin riéng, ciing vai tai hiit 4m tuong duong
172 Phan P170.1 172 Khoanh gidy khang sinh Khoanh gidy co dudng kinh 6 mm . Céc khoanh gidy duoc danh FDA (My) hoac MHLW / Khoanh 1.000
170 Levofloxacin 5ug déu trén ca hai mat bing ma chit va sb nham xac dinh loai khang PMDA (Nhat Ban) hoac
sinh va nong do ARTG (Uc) hodc CE (MDD/
- Khoanh gidy duoc tdm Levofloxacin ¢6 ndng do 5pg MDR) hodc ISO 13485 hodc
- Méi éng duogc han kin riéng, cing voi tai hit 4m tuong duong
173 Phén P171.1 173 | Khoanh gidy khang sinh Khoanh gidy c6 dudng kinh 6 mm . Cac khoanh gidy dwoc déanh FDA (M§) hoic MHLW / Khoanh 2.500
171 Sulphamethoxazole/trimetho | déu trén ca hai mat bing ma chit va s nhim x4c dinh loai khang | PMDA (Nhat Ban) hoic
prim 25ug sinh va ndng do ARTG (Uc) hoic CE (MDD/
- Khoanh gidy dugc tim Sulphamethoxazole/trimethoprim c6 MDR) hogc ISO 13485 hoic
ndng do 25pug tuong duong
- Méi éng dugc han kin riéng, ciing véi tai hat 4m
174 Phén P172.1 174 Khoanh giay khang sinh Khoanh gidy c6 duong kinh 6 mm . Céc khoanh gidy dugc danh FDA (M§y) hoac MHLW / Khoanh 2.500
172 Tetracycline 30pg dAu trén ca hai mét bing mi chit va sé nhim xac dinh loai khang | PMDA (Nhat Ban) hoic

sinh va néng do
- Khoanh gidy dugc tAm Tetracycline c6 ndng do 30pg
- Mdi éng duogc han kin riéng, cing véi tai hut 4m

ARTG (Uc) hoic CE (MDD/
MDR) hoic ISO 13485 hoic
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN | trong HH tinh*
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175 Phén P173.1 175 Khoanh gidy khang sinh Khoanh gidy co duong kinh 6 mm . Cac khoanh gidy duoc danh FDA (MJy) hoac MHLW / Khoanh 1.000
173 Vancomycin 30ug déu trén ca hai mat bing ma chit va sb nhim xac dinh loai khang PMDA (Nhat Ban) hodc
sinh va nong do ARTG (Uc) hoic CE (MDD/
- Khoanh gidy dugc tdm Vancomycin c6 ndng do 30ug MDR) hodc ISO 13485 hoac
- Mdi éng dugc han kin riéng, ciing vai tai hiit am tuong duong
176 Phan P174.1 176 | Khoanh gidy khang sinh Khoanh gidy co duong kinh 6 mm . Cac khoanh gidy dwoc déanh FDA (M§$) hoic MHLW / Khoanh 2.500
174 Moxifloxacin 5ug dAu trén ca hai mat bé’lng ma chit va sb nhim xac dinh loai khang PMDA (Nhat Ban) hodc
sinh va nong do ARTG (Uc) hodc CE (MDD/
- Khoanh gidy dugc tAm Moxifloxacin c6 nong do Spg MDR) hodc ISO 13485 hodc
- Méi éng dugc han kin riéng, ciing voi tai hiit 4m tuong duong
177 Phan P175.1 177 Khoanh gidy khang sinh Khoanh gidy co duong kinh 6 mm . Céc khoanh gidy duoc danh FDA (MJ) hoic MHLW / Khoanh 1.000
175 Linezolid 30ug déu trén ca hai mat bang mi chit va s6 nhim xac dinh loai khang PMDA (Nhat Ban) hoac
sinh va nong do ARTG (Uc) hodc CE (MDD/
- Khoanh gidy duoc tdm Linezolid c¢6 ndng do 30ug MDR) hodc ISO 13485 hodc
- Méi éng duogc han kin riéng, cing voi tai hit 4m tuong duong
178 Phan P176.1 178 Khoanh gidy khang sinh Khoanh gidy co duong kinh 6 mm . Cac khoanh gidy duoc danh FDA (My) hoac MHLW / Khoanh 500
176 Penicillin G 10ug déu trén ca hai mat bing ma chit va s§ nhdm x4c dinh loai khang PMDA (Nhiat Ban) hodc
sinh va nong do ARTG (Uc) hoic CE (MDD/
- Khoanh gidy duoc tam Penicillin G ¢6 ndng do 10pg MDR) hodc ISO 13485 hodc
- Méi éng duogc han kin riéng, cing voi tai hiit 4m tuong duong
179 Phan P177.1 179 Khoanh giay khang sinh Khoanh gidy c6 duong kinh 6 mm . Cac khoanh gidy dugc danh FDA (My) hoic MHLW / Khoanh 500
177 Nitrofurantoin 300pg déu trén ca hai mat bing ma chit va sb nham xac dinh loai khang PMDA (Nhiat Ban) hoac

sinh va ndng do
- Khoanh gidy dugc tam Nitrofurantoin c6 nong do 300ug
- Moi ong dugc han kin riéng, cung véi tii hit am

ARTG (Uc) hoic CE (MDD/
MDR) hogc ISO 13485 hodc
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
180 Phén P178.1 180 Khoanh gidy khang sinh Khoanh gidy co duong kinh 6 mm . Cac khoanh gidy duoc danh FDA (MJy) hoac MHLW / Khoanh 500
178 Cefoxitin 30ug déu trén ca hai mat bing ma chit va sb nhim xac dinh loai khang PMDA (Nhat Ban) hodc
sinh va nong do ARTG (Uc) hoic CE (MDD/
- Khoanh gidy dugc tam Cefoxitin c6 ndng d6 30ug MDR) hodc ISO 13485 hoac
- Mdi éng dugc han kin riéng, ciing véi tai hiit am tuong duong
181 Phan P179.1 181 | Khoanh gidy khang sinh Khoanh gidy co duong kinh 6 mm . Cac khoanh gidy dwoc déanh FDA (M§$) hoic MHLW / Khoanh 500
179 Gentamicin 10ug déu trén ca hai mit bang m chit va sé nhim xac dinh loai khang PMDA (Nhat Ban) hoac
sinh va nong do ARTG (Uc) hodc CE (MDD/
- Khoanh gidy duoc tdm Gentamicin c6 ndng do 10pug MDR) hodc ISO 13485 hodc
- Mdi éng dugc han kin riéng, cing véi tai hiit Am tuong duong
182 Phéan P180.1 182 Khoanh gidy khang sinh Khoanh gidy co duong kinh 6 mm . Cac khoanh gidy duoc danh FDA (MJ) hoac MHLW / Khoanh 500
180 Gentamicin 120ug déu trén ca hai mat bing ma chit va sb nhim xac dinh loai khang PMDA (Nhat Ban) hodc
sinh va nong do ARTG (Uc) hoic CE (MDD/
- Khoanh gidy duoc tAm Gentamicin ¢6 ndng dd 120pug MDR) hodc ISO 13485 hodc
- Méi éng duogc han kin riéng, cing véi tai hiit 4m tuong duong
183 Phan P181.1 183 Khoanh giay khang sinh Khoanh giay c6 duong kinh 6 mm . Céac khoanh giay dugc danh FDA (My) hoic MHLW / Khoanh 500
181 Amikacin 30ug déu trén ca hai mét bing m chit va sé nhim xé4c dinh loai khang | PMDA (Nhat Ban) hoic
sinh va ndng do ARTG (Uc) hodc CE (MDD/
- Khoanh gidy duoc tAim Amikacin c6 ndng d6 30ug MDR) hoic ISO 13485 hoic
- Méi éng dugc han kin riéng, ciing vé6i tai hat 4m tuong duong
184 Phan P182.1 184 Khoanh gidy khang sinh Khoanh gidy c¢6 duong kinh 6 mm . Cac khoanh gidy duoc danh FDA (M§y) hoic MHLW / Khoanh 500
182 Ceftazidime 30pug déu trén ca hai mat bing ma chit va sb nhim xac dinh loai khang PMDA (Nhat Ban) hoidc

sinh va nong do
- Khoanh gidy dugc tdm Ceftazidime c6 ndng do 30ug
- Méi éng dugc han kin riéng, ciing véi tai hat 4m

ARTG (Uc) hoic CE (MDD/
MDR) hoic ISO 13485 hoic
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
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185 Phén P183.1 185 Khoanh gidy khang sinh Khoanh gidy co duong kinh 6 mm . Céc khoanh gidy duoc danh FDA (MJ) hoic MHLW / Khoanh 2.500
183 Ceftriaxone 30ug déu trén ca hai mat bing ma chit va sb nhim xac dinh loai khang PMDA (Nhat Ban) hodc
sinh va nong do ARTG (Uc) hoic CE (MDD/
- Khoanh gidy dugc tam Ceftriaxone c6 ndng do 30ug MDR) hodc ISO 13485 hoac
- Mdi éng dugc han kin riéng, ciing véi tai hiit 4m tuong duong
186 Phan P184.1 186 | Khoanh gidy khang sinh Khoanh gidy co duong kinh 6 mm . Cac khoanh gidy dwoc déanh FDA (M§$) hoic MHLW / Khoanh 2.500
184 Cefotaxime 30ug déu trén ca hai mit bang m3 chir va sé nham xac dinh loai khang | PMDA (Nhat Béan) hodc
sinh va nong do ARTG (Uc) hodc CE (MDD/
- Khoanh gidy dugc tAm Cefotaxime co ndng dd 30ug MDR) hodc ISO 13485 hoac
- Mbi éng dugc han kin riéng, ciing véi tai hiit m tuong duong
187 Phan P185.1 187 Khoanh gidy khang sinh Khoanh gidy co dudng kinh 6 mm . Céc khoanh gidy duoc danh FDA (My) hoac MHLW / Khoanh 1.000
185 Cefepime 30ug déu trén ca hai mat bang mi chit va s6 nhim xac dinh loai khang PMDA (Nhat Ban) hodc
sinh va nong do ARTG (Uc) hodc CE (MDD/
- Khoanh gidy duoc tdm Cefepime c6 ndng do 30ug MDR) hodc ISO 13485 hodc
- Mdi éng dugc han kin riéng, cing véi i hiit Am tuong duong
188 Phén P186.1 188 | Khoanh gidy khang sinh Khoanh gidy c6 dudng kinh 6 mm . Cac khoanh gidy dwoc déanh FDA (M§) hoic MHLW / Khoanh 2.500
186 Imipenem 10ug déu trén ca hai mét bing m chit va sé nhim xé4c dinh loai khang | PMDA (Nhat Ban) hoic
sinh va ndng do ARTG (Uc) hodc CE (MDD/
- Khoanh gidy dugc tim Imipenem c6 ndng do 10pg MDR) hodc ISO 13485 hodc
- Méi éng duogc han kin riéng, cing voi tai hiit 4m tuong duong
189 Phan P187.1 189 Khoanh giay khang sinh Khoanh gidy c6 duong kinh 6 mm . Cac khoanh gidy duoc danh FDA (M§y) hoic MHLW / Khoanh 1.000
187 Piperacillin/tazobactam déu trén ca hai mat bang ma chit va sb nhim xac dinh loai khang PMDA (Nhiat Ban) hoac

110pg

sinh va ndng do

- Khoanh gidy dugc tim Piperacillin/tazobactam c6 ndng d¢
110pg

- Méi éng dugc han kin riéng, cing véi tai hiit Am

ARTG (Uc) hoic CE (MDD/
MDR) hogc ISO 13485 hoic
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN | trong HH tinh*
phﬁn
190 Phén P188.1 190 Khoanh gidy khang sinh Khoanh gidy co duong kinh 6 mm . Cac khoanh gidy duoc danh FDA (MJy) hoac MHLW / Khoanh 500
188 Aztreonam 30pg déu trén ca hai mat bing ma chit va sb nhim xac dinh loai khang PMDA (Nhat Ban) hodc
sinh va nong do ARTG (Uc) hoic CE (MDD/
- Khoanh gidy dugc tdm Aztreonam c6 nong do 30ug MDR) hodc ISO 13485 hoac
- Mdi dng dugc han kin riéng, ciing vai tai hiit am tuong duong
191 Phan P189.1 191 Khoanh giay khang sinh Khoanh gidy c6 dudng kinh 6 mm . Céc khoanh gidy dwoc danh FDA (MJy) hoac MHLW / Khoanh 1.500
189 Amoxicillin/ Clavulanic déu trén ca hai mat bang mi chit va s6 nhim xac dinh loai khang PMDA (Nhat Ban) hoac
Acid 20/10ug sinh va ndng do ARTG (Uc) hodc CE (MDD/
- Khoanh gisy dugc tim Amoxicillin/ Clavulanic Acid c6 ndng dd | MDR) hodc ISO 13485 hoic
20/10ug tuong duong
- Mdi éng dugce han kin riéng, clng véi tai hat am
192 Phan P190.1 192 | Khoanh gidy khang sinh - Khoanh gidy c6 duong kinh 6mm. Céc khoanh gidy duoc danh FDA (M§$) hoic MHLW / Khoanh 2.500
190 Amoxycillin/Clavulanic 3pg dAu trén ca hai mat bé’lng ma chit va sb nhim xac dinh loai khang PMDA (Nhat Ban) hodc
sinh va néng do ARTG (Uc) hoic CE (MDD/
- Khoanh gidy dugc tim Amoxycillin/Clavulanic ¢6 ndng d6 3pg | MDR) hodc ISO 13485 hoic
- Méi éng duogc han kin riéng, cing véi tai hat 4m dé duy tri do tuong duong
4m < 2%, nhim dam bao d6 6n dinh l4u dai ciia san pham va dé
dang luu trit
193 Phan P191.1 193 Khoanh gidy khang sinh Khoanh gidy co dudng kinh 6 mm . Cac khoanh gidy duoc danh FDA (My) hoac MHLW / Khoanh 2.500
191 Ampicillin/Sulbactam 20ug déu trén ca hai mat bang mi chit va s6 nhim xac dinh loai khang PMDA (Nhat Ban) hoac
sinh va ndng do ARTG (Uc) hozc CE (MDD/
- Khoanh gidy dwoc tim Ampicillin/Sulbactam c6 ndng d6 20pug MDR) hoic ISO 13485 hoic
- Méi éng duogc han kin riéng, cing voi tai hiit 4m tuong duong
194 Phan P192.1 194 Khoanh gidy khang sinh Khoanh gidy co duong kinh 6 mm . Cac khoanh gidy duoc danh FDA (My) hoac MHLW / Khoanh 5.000
192 Azithromycin 15ug déu trén ca hai mat bing ma chit va sb nhim xac dinh loai khang PMDA (Nhat Ban) hoac
sinh va nong do ARTG (Uc) hoiac CE (MDD/
- Khoanh giay dugc tdm Azithromycin ¢ nong do 15ug MDR) hoac ISO 13485 hoac
- Méi éng duoc han kin riéng, cing voi tai hit 4m tuong duong
195 Phén P193.1 195 Khoanh giay khang sinh Khoanh giay c6 duong kinh 6 mm . Céc khoanh gidy dugc danh FDA (M§y) hoac MHLW / Khoanh 2.500
193 Cefixime 5ug dAu trén ca hai mt bing mi chit va sé nhim xac dinh loai khang | PMDA (Nhat Ban) hoic

sinh va nOng d6

ARTG (Uc) hoic CE (MDD/




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
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- Khoanh gidly dugc tam Cefixime c6 nong do Sug MDR) hodc ISO 13485 hoac
- Méi éng duogc han kin riéng, cing voi tai hiit 4m tuong duong
196 Phan P194.1 196 Khoanh giay khang sinh Khoanh gidly c6 duong kinh 6 mm . Céc khoanh gidy dugc danh FDA (MJy) hoac MHLW / Khoanh 500
194 Cefotaxime/Clavulanic déu trén ca hai mat bing ma chit va sb nhim xac dinh loai khang PMDA (Nhat Ban) hodc
30/10ug sinh va ndng do ARTG (Uc) hodc CE (MDD/
- Khoanh giéy dugc tAm Cefotaxime/Clavulanic ¢6 n@)ng do MDR) hodc ISO 13485 hodc
30/10pug tuong duong
- Méi éng dugc han kin riéng, ciing voi tai hiit 4m
197 Phan P195.1 197 Khoanh giay khang sinh Khoanh giay c6 duong kinh 6 mm . Céac khoanh giay dugc danh FDA (MJ) hoac MHLW / Khoanh 500
195 Ceftazidime/Clavulanic dAu trén ca hai mét bing m chit va s6 nham x4c dinh loai khang | PMDA (Nhat Ban) hoic
30/10pg sinh va ndng do ARTG (Uc) hoic CE (MDD/
- Khoanh gifiy duoc thm Ceftazidime/Clavulanic cd néng do MDR) hodc ISO 13485 hodc
30/10pg tuong duong
- Méi éng dugc han kin riéng, ciing vai tai hiit 4m
198 Phan P196.1 198 | Khoanh gidy khang sinh Khoanh gidy c6 duong kinh 6 mm . Cac khoanh gidy dwoc déanh FDA (M§$) hoic MHLW / Khoanh 1.500
196 Cefuroxime 30ug déu trén ca hai mit bang ma chit va s nhim xac dinh loai khang | PMDA (Nhat Béan) hodc
sinh va nong do ARTG (Uc) hoic CE (MDD/
- Khoanh gidy duoc tam Cefuroxime c6 ndng do 30pg MDR) hodc ISO 13485 hodc
- Méi éng duogc han kin riéng, cing voi tai hiit 4m tuong duong
199 Phan P197.1 199 | Khoanh gidy khang sinh Khoanh gidy co duong kinh 6 mm . Cac khoanh gidy dwoc danh FDA (M§$) hoic MHLW / Khoanh 250
197 Colistin 10pg déu trén ca hai mit bang ma chir va s nhim xac dinh loai khang | PMDA (Nhat Ban) hodc
sinh va ndng do ARTG (Uc) hodc CE (MDD/
- Khoanh gidy dugc tdm Colistin c¢6 ndng do 10pg MDR) hodc ISO 13485 hodc
- M&i bng dugc han kin riéng, cing voi tai hiit am tuong duong
200 Phan P198.1 200 | Khoanh gidy khang sinh Khoanh gidy co duong kinh 6 mm . Cac khoanh gidy dwoc danh FDA (M$) hoic MHLW / Khoanh 500
198 Spectinomycin 100ug déu trén ca hai mit bang ma chir va s6 nhiam xac dinh loai khang | PMDA (Nhat Ban) hodc

sinh vanongdo ‘
- Khoanh gidy dugc tdm Spectinomycin c6 nong d6 100ug
- Moi 0ng duoc han kin riéng, cung véi thi hut am

ARTG (Uc) hoic CE (MDD/
MDR) hogc ISO 13485 hodc
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
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201 Phén P199.1 201 Khoanh gidy khang sinh Khoanh gidy co duong kinh 6 mm . Cac khoanh gidy duoc danh FDA (MJy) hoac MHLW / Khoanh 2.500
199 Ertapenem 10pg déu trén ca hai mat bing ma chit va sb nhim xac dinh loai khang PMDA (Nhat Ban) hodc
sinh va nong do ARTG (Uc) hoic CE (MDD/
- Khoanh gidy dugc tam Ertapenem c6 ndng do 10ug MDR) hodc ISO 13485 hoac
- Mdi éng dugc han kin riéng, ciing véi tai hiit am tuong duong
202 Phan P200.1 202 Khoanh giay khang sinh Khoanh giay c6 duong kinh 6 mm. Cac khoanh giay dugc danh FDA (My) hoac MHLW / bia 2.500
200 Imipenem 10ug déu trén ca hai mét bing mi chit va sé nhim x4c dinh loai khang | PMDA (Nhat Ban) hoic
sinh va ndng do ARTG (Uc) hodc CE (MDD/
- Khoanh gidy dugc tim Imipenem c6 ndng do 10ug MDR) hodc ISO 13485 hodc
- Méi éng duogc han kin riéng, cing voi tai hiit 4m tuong duong
203 Phan P201.1 203 Khoanh giay khang sinh Khoanh giay ¢6 duong kinh 6mm. Céc khoanh giay dugc danh FDA (MJ) hoac MHLW / Khoanh 2.500
201 Meropenem 10pg dAu trén ca hai mét bing m chit va sé nhim x4c dinh loai khang | PMDA (Nhat Ban) hoic
sinh va nong do ARTG (Uc) hodc CE (MDD/
- Khoanh gidy dugc tAm Meropenem c6 ndng do 10 pg. MDR) hodc ISO 13485 hodc
- Méi éng dugc han kin riéng, ciing voi tai hiit 4m tuong duong
204 Phan P202.1 204 Khoanh giay khang sinh Khoanh gidy c¢6 duong kinh 6 mm. Céc khoanh gidy dugc danh FDA (My) hoic MHLW / bia 500
202 Teicoplanin 30pg déu trén ca hai mét bing ma chit va sb nham xac dinh loai khang PMDA (Nhat Ban) hodc
sinh va nong do ARTG (Uc) hoic CE (MDD/
- Khoanh gidy dugc tdm Teicoplanin c6 ndng do 30pg MDR) hodc ISO 13485 hodc
- Méi éng dugc han kin riéng, ciing véi tai hat 4m tuong duong
205 Phan P203.1 205 Khoanh giay khang sinh Khoanh gidy c6 duong kinh 6 mm . Cac khoanh gidy dugc danh FDA (My) hoic MHLW / Khoanh 500
203 Minocycline 30pg déu trén ca hai mat bing ma chit va sb nham xac dinh loai khang PMDA (Nhiat Ban) hodc
sinh va nong do ARTG (Uc) hoic CE (MDD/
- Khoanh gidy dugc tdm Minocycline c6 ndng do 30pg MDR) hodc ISO 13485 hodc
- Méi éng dugc han kin riéng, ciing vé6i tai hat 4m tuong duong
206 Phén P204.1 206 | Khoanh giay khang sinh Khoanh gidy c6 duong kinh 6 mm. Céc khoanh gidy dugc danh FDA (M§$) hoic MHLW / Khoanh 500
204 Tigecycline 15 pg dAu trén ca hai mét bing mi chit va sé nhim xac dinh loai khang | PMDA (Nhat Ban) hoic

sinh va nf)ng do
- Khoanh gidy dugc t4m Tigecyclin c6 ndng do 15ug
- Méi éng duogc han kin riéng, cing voi tai hit 4m

ARTG (Uc) hoic CE (MDD/
MDR) hoic ISO 13485 hoic
tuong duong
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207 Phén P205.1 207 Khoanh gidy khang sinh Khoanh gidy co duong kinh 6 mm . Cac khoanh gidy duoc danh FDA (MJ) hoic MHLW / Khoanh 500
205 Oxacillin 1ug déu trén ca hai mat bing ma chit va sb nhim xac dinh loai khang PMDA (Nhat Ban) hodc
sinh va nong do ARTG (Uc) hoic CE (MDD/
- Khoanh gidy dugc tam Oxacillin c6 ndng do lpg MDR) hodc ISO 13485 hoac
- Mdi éng dugc han kin riéng, ciing vai tai hiit am tuong duong
208 Phan P206.1 208 Khoanh giay khang sinh Khoanh giay c6 duong kinh 6 mm . Céac khoanh giay dugc danh FDA (MJy) hoac MHLW / Khoanh 500
206 Fosfomycin/Trometamol déu trén ca hai mét bing m3 chit va sé nham xé4c dinh loai khang | PMDA (Nhat Ban) hoic
200pg sinh va ndng do ARTG (Uc) hoic CE (MDD/
- Khoanh gidy dugc tim Fosfomycin/Trometamol ¢6 ndng do MDR) hodc ISO 13485 hoac
2009 tuong duong
- M6i dng dugc han kin riéng, ciing vai tai hiit 4m
209 Phan P207.1 209 Khoanh giay khang sinh Khoanh gidly c6 duong kinh 6 mm . Cac khoanh giay dugc danh FDA (MJ) hoac MHLW / Khoanh 500
207 Tobramycin 10ug déu trén ca hai mat bing ma chit va sb nhim xac dinh loai khang PMDA (Nhat Ban) hodc
sinh va nong do ARTG (Uc) hodc CE (MDD/
- Khoanh gidy dugc tdm Tobramycin c6 nong do 10ug MDR) hodc ISO 13485 hoac
- Méi éng dugc han kin riéng, ciing vai tai hiit 4m tuong duong
210 Phan P208.1 210 | Khoanh gidy khang sinh - Khoanh gidy c6 duong kinh 6mm. Céc khoanh gidy dugc danh FDA (M§$) hoic MHLW / Khoanh 1.000
208 Ceftazidime/Avibactam déu trén ca hai mit bang ma chir va s nhim xac dinh loai khang | PMDA (Nhat Béan) hodc
30/20ug sinh va ndng do ARTG (Uc) hoic CE (MDD/
- Khoanh gidy dugc tim Ceftazidime/Avibactam c6 ndng do MDR) hodc ISO 13485 hodc
30/20pg tuong duong
- Méi éng duogc han kin riéng, cting v6i tui hut 4m dé duy tri do
4m < 2%, nhdm dam bao d6 6n dinh lau dai ctia san phim va d&
dang luu trit
211 Phan P209.1 211 | Khoanh gidy khang sinh Dia khang sinh 1 dia gidy véi cac tinh nang dac biét, dugc tim FDA (M§$) hoic MHLW / Khoanh 1.000
209 Cefiderocol 30ug thudc khang sinh va st dung cho cac thir nghiém d6 min cam theo | PMDA (Nhat Ban) hodc
cac thtr nghiém khang sinh Kirby-Bauer ARTG (Uc) hoic CE (MDD/
- Pat chuén CLS/EUCAST MDR) hodc ISO 13485 hodc
- Bédo quan ¢ -20 -8°C tuong duong
* Quy cach: >hop/250 khoanh
212 Phan P210.1 212 Hoéa chat dinh lugng CMV - B xét nghiém IVD dinh luong Cytomegalovirus (CMV) bang FDA (My) hoac MHLW / Hop 20
210 ky thuat Real-time PCR PMDA (Nhat Ban) hoac

- Dung 02 loai ching ndi: chirg ndi ndi sinh B-globin va chung
noi ngoai sinh IC.

+ D9 nhay:

Huyét tuwong, nudc bot, dich ndo tiy: 400 copies/ml;

Mau toan ph'?m, té bao bach cAu, sinh thiét: 5 copies/ 10"5 té bao.
+ Khoang tuyén tinh/ dinh lugng: 500 —10"7 copies/ml

ARTG (Uc) hoic CE (MDD/
MDR) hogc ISO 13485 hodc
tuong duong
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+ Gen muc tiéu: Pol gene
- Nguén mau: mau toan phé‘m, dich néo tuy, nudc bot, nude tiéu,
mau dich co thé, huyét twong mau ngoai vi, dich 6, dich rura phé
quan, t& bao bach cau va sinh thiét noi tang.
213 Phan P211.1 213 B0 xét nghiém phét hién - Bo xét nghiém VD phéat hién virus Herpes I va Il bang ky thuat | FDA (M§y) hoic MHLW / Hop 10
211 virus Herpes | va Il Real-time PCR. PMDA (Nhit Ban) hodc
- Ngudn mau: mau toan phan, dich ndo tiy, mé, dich tuyén tién ARTG (Uc) hoic CE (MDD/
liét, tinh dich, miu phét sinh duc MDR) hodc ISO 13485 hodc
- B6 thudce thir cung cip hdn hop hoa chit hoan chinh, cing ching | twong dwong
am, chimg dwong sin sang dé st dung cho phan ing RealtimePCR
- Thong s6 k¥ thut:
+ Do nhay: 500 GE/ml
+ C6 chung 4m tach chiét, chung 4m va chimng duong khuéch dai
kiém soat quy trinh
214 Phan P212.1 214 B0 xét nghiém dinh luong - Bo xét nghiém IVD dinh luong Epstein Barr Virus (EBV) bang FDA (M§y) hoic MHLW / Hop 10
212 Epstein Barr Virus (EBV) ky thuat Real-time PCR. PMDA (Nhat Ban) hoac
- Nguén mau: mau toan phﬁn, bach ciu, miu mé, nude tiéu, mau ARTG (Uc) hoédc CE (MDD/
phét, miu dam, huyét trong, dich néo tiy. MDR) hogc ISO 13485 hoic
- C6 chimg ndi kiém endogenous IC glob (B-globin) tuong duong
- Tinh nang k¥ thuat:
+ D0 nhay: 200 copies/ml hodc 5 copies/ 10"5 té bao;
+ Khoang tuyén tinh/ dinh luong: 500 — 10~7 copies/ml
+ Do dac hiéu: 100%.
+ Gen muc tiéu: LMP-gene
- Két qua duoc phan tich trén 3 kénh mau FAM, JOE/ HEX, ROX
215 Phan P213.1 215 Hoa chat phat hién da tac - B0 kit phat hién 12 tidc nhan nguy co cao lay bénh dudng sinh FDA (MJ) hoac MHLW / Test 15.000
213 nhan vi khuén va ky sinh duc gdm: Neisseria gonorrhea, Chlamydia trachomatis, PMDA (Nhat Ban) hodc

trang gy bénh lay truyén
qua duong tinh duc

Ureaplasma urealyticum, Mycoplasma genitalium, Treponema
pallidum, Ureaplasma parvum, Mycoplasma hominis,
Trichomonas vaginalis, Candida albicans, Gardnerella vaginalis,
Herpes Simplex Virus 1, Herpes Simplex Virus 2

- Khong c6 phan tng chéo voi cac tdc nhan gay bénh sinh duc
khac gém HPV16, HPV18, E.coli, Candida tropicallis,...

- B0 kit st dung dugc trén nhiéu may realtime PCR khac nhau nhu
CFX96, Rotor Gene Q, QuantStudio5 bang céng nghé Tagman
Probe

- B¢ nhay phan tich (LoD): 0.5 - 5 copies/ul

- Dd nhay 1am sang: 96.44% - 100%

ARTG (Uc) hoic CE (MDD/
MDR) hoic ISO 13485 hoic
tuong duong
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- Bo dac hiéu 1am sang: 98.20% - 100%
- C6 hé théng chéng ngoai nhiém Uracil-DNA Glycosylase
(UDG)
216 Phan P214.1 216 Test nhanh chan doan bénh Phat hién khang nguyén Rotavirus trong mau phan. FDA (MJy) hoac MHLW / Test 6.000
214 viém duong rudt do - D¢ nhay: > 94%; D¢ dac hi¢u: >98.3% va tuong quan 12 > 96.9% [ PMDA (Nhat Ban) hoac
Rotavirus Ag vol RT-PCR. Dang khay ARTG (Uc) hoic CE (MDD/
- Khong c6 phan tng chéo voi E. coli; lién cAu duong rudt, virus MDR) hodc ISO 13485 hodc
Adeno tuong duong
217 Phan P215.1 217 Khay thtr xét nghiém dinh Phat hi¢n dinh tinh sy c6 mat cua cac khang nguyén Norovirus FDA (M¥y) hoac MHLW / Test 5.000
215 tinh khang nguyén Norovirus | Genogroup I (GI) va Genogroup II (GII) trong miu phan nguoi. PMDA (Nhit Ban) hodc
Gl/Gll - Ngudng phét hién: 0,156 pg/ml déi véi GI-1 VLP; 0,156 pg/ml ARTG (Uc) hoic CE (MDD/
dbi véi GII-3 VLP; 0,039 pg/ml déi véi GII-4 VLP va 0,156 MDR) hodc ISO 13485 hoac
pg/ml d6i v6i nhimg miu phan dwong tinh véi Norovirus GII-4. tuong duong
- B¢ nhay: > 84,1% , d¢ dac hié¢u: > 96,1% so vdi RT-PCR.
218 Phéan P216.1 218 Test nhanh chan do4n bénh Dinh tinh phat hién su c6 mat cia khang nguyén Rotavirus nhom FDA (MJ) hoac MHLW / Test 5.000
216 viém duong rudt do A va Adenovirus trong mau phan ngudi PMDA (Nhat Ban) hodc
Rotavirus/Adreno virus - P6 nhay: Rotavirus > 99.3% , Adenovirus > 97% so véi RT-PCR | ARTG (Uc) hoic CE (MDD/
- B§ déc hiéu: Rotavirus > 99,5% , Adenovirus 100%.so vdi RT- MDR) hodc ISO 13485 hodc
PCR tuong duong
219 Phan p217.1 219 Test nhanh phat hién dinh Test nhanh phat hién dinh tinh khang nguyén virus hop bao ho hap | FDA (My) hoic MHLW / Test 16.000
217 tinh khang nguyén virus hop | (RSV) tir mau hit dich ty hdu (NPA). PMDA (Nhat Ban) hoac
bao ho hip (RSV) - Bg nhay: > 92.3%, D6 dac hiéu: > 93.3% so vdi phuong phéap ARTG (Uc) hoic CE (MDD/
nudi cdy va midn dich huynh quang. MDR) hodc ISO 13485 hoac
- Gi6i han phat hién: 0,41 — 0,5 pg/ml Virus hop bao hd hip. tuong duong
220 Phéan pP218.1 220 Test nhanh phat hién khang Phat hién khang nguyén NS1 trong huyét thanh, huyét tuong hoic | FDA (M§) hoic MHLW / Test 90.000
218 nguyén NS1 cia virus sbt méu toan phén ciia nguoi. PMDA (Nhit Ban) hoic
xuéit huyét - B§ nhay > 92,4% va d¢ dac hi¢u > 98,4% so vdi RT-PCR. ARTG (Uc) hoic CE (MDD/
- C6 nghién ctru d6 nhay dbi voi lay nhidm nguyén phét va lay MDR) hodc ISO 13485 hoac
nhiém thir phat va nghién ciru trén cac sero-type Dengue. tuong duong
- Khéng cin dung dich pha lodng.
- C4ac mau bénh phém huyét tan, nhi®m md, mat va nhiing mau co6
chra cac yéu t6 dang thdp khong gdy nhidu cho san pham.
- Gidi han phat hién trén Dengue Type 1: 1.95x1071.375
TCID50/ml
221 Phan P219.1 221 Test nhanh phat hién khang Phat hién va phan biét khang thé IgG va IgM khang cac type virus | FDA (M§y) hoac MHLW / Test 50.000
219 thé chdn doan st xuit huyét | Dengue 1,2,3 va 4. PMDA (Nhit Ban) hoic
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- Cac mau bénh pham huyét tin, nhiém m&, mat va nhitng mau c6 | ARTG (Uc) hoac CE (MDD/
chira cac yéu tb dang thdp khong gdy nhidu cho san pham. MDR) hodc ISO 13485 hoac
- Céc chét chéng dong: heparin, EDTA va natri citrat khong anh tuong duong
huéng dén két qua xét nghiém.
- B¢ nhay >94,6% , D déc hiéu >96,5% so vdi phuong phap
ELISA.
- Gi6i han phat hién & ndng do pha lodng 256 lan miu huyét thanh
¢6 khang thé IgG khang Dengue.
222 Phan P220.1 222 Test nhanh phat hién virus Test chan doan nhanh cim A, B trén mau phét miii hong/miii hdu | FDA (M§) hoic MHLW / Test 140.000
220 cum type A va type B hodc miu hat tir miii/mii hau; PMDA (Nhit Ban) hodc
- b6 nhay >91.8%, B¢ dac hi¢u: >99% so véi phuong phép nudi ARTG (Uc) hoic CE (MDD/
cAy vi rut va RT-PCR. Dang que. MDR) hodc ISO 13485 hodc
- San pham khong c6 phan tmg chéo v6i 32 chung virus va vi tuong duong
khuén nhu Adenovirus type 3, type 6, type 21, CMV, Mumps
Virus Ag, Klebsiella pneumoniae, Legionella pneumophila,
Neisseria meningitidis.
- Bao gbm chimg 4m va ching duong
- Thoi gian doc két qua: 10-15 phat
- Gi6i han phat hién trén ching com B ¢ ndng do pha lodng 2560
lan
223 Phén P221.1 223 Thanh xac dinh MIC ctia Thanh nhya mong chira khang sinh Amikacin nong d6 0,016-256 FDA (M¥) hoic MHLW / Thanh 240
221 Amikacin pg/mi PMDA (Nhat Ban) hoac
* Quy cach: >30 thanh/hop ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
224 Phén p222.1 224 Thanh x4c dinh MIC cua Thanh nhwa mong chira khang sinh Amoxicillin ndng d6 0,016- FDA (My) hoic MHLW / Thanh 450
222 Amoxicillin 256 pg/ml PMDA (Nhiat Ban) hoac
* Quy cach: >30 thanh/hop ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
225 Phén P223.1 225 Thanh xac dinh MIC ctia Thanh nhya moéng chira khang sinh Azithromycin ndng dé 0,016- FDA (M¥) hoic MHLW / Thanh 600
223 Azithromycin 256 pg/ml PMDA (Nhat Ban) hoac

* Quy cach: >30 thanh/hop

ARTG (Uc) hoic CE (MDD/
MDR) hoic ISO 13485 hoic
tuong duong
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226 Phan P224.1 226 Thanh x4c dinh MIC cua Thanh nhya mong chira khang sinh Ceftazidime néng d6 0,016- FDA (MJy) hoac MHLW / Thanh 150
224 Ceftazidime 256 pg/mi PMDA (Nhat Ban) hodc
* Quy cach: >30 thanh/hop ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
227 Phan P225.1 227 Thanh xac dinh MIC cta Thanh nhya mong chira khang sinh Ciprofloxacin nong d 0,002- | FDA (M§y) hoac MHLW / Thanh 90
225 Ciprofloxacin 32 pg/ml PMDA (Nhiat Ban) hodc
* Quy cach: >30 thanh/hop ARTG (Uc) hoic CE (MDD/
MDR) hoac ISO 13485 hodc
tuong duong
228 Phan P226.1 228 Thanh xac dinh MIC cua Thanh nhwa mong chira khang sinh Clindamycin nong d6 0,016- FDA (MJ) hoic MHLW / Thanh 90
226 Clindamycin 256 pg/ml PMDA (Nhat Ban) hoac
* Quy cach: >30 thanh/hop ARTG (Uc) hodc CE (MDD/
MDR) hoac ISO 13485 hodc
tuong duong
229 Phan p227.1 229 Thanh xac dinh MIC cua Thanh nhya mong chira khang sinh Doxycyline nong d6 0,016- FDA (M§) hoic MHLW / Thanh 90
227 Doxycyline 256 pg/ml PMDA (Nhat Ban) hoac
* Quy cach: >30 thanh/hop ARTG (Uc) hozc CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
230 Phén P228.1 230 Thanh x4c dinh MIC cua Thanh nhwa mong chtra khang sinh Gentamicin néng d6 0,016- FDA (My) hoic MHLW / Thanh 240
228 Gentamicin 256 pg/ml PMDA (Nhiat Ban) hodc
* Quy cach: >30 thanh/hop ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
231 Phéan P229.1 231 Thanh xac dinh MIC ctia Thanh nhya mong chira khang sinh Imipenem ndng d6 0,002-32 FDA (My) hoic MHLW / Thanh 200
229 Imipenem pg/mi PMDA (Nhat Ban) hoac

* Quy céch: >30 thanh/hop

ARTG (Uc) hodc CE (MDD/
MDR) hoic ISO 13485 hoic
tuong duong
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232 Phén P230.1 232 Thanh xac dinh MIC cta Thanh nhwa mong chira khang sinh Meropenem nong d6 0,002-32 | FDA (M§) hoic MHLW / Thanh 450
230 Meropenem pg/ml, PMDA (Nhat Ban) hodc
* Quy céach: >30 thanh/hdp ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
233 Phan pP231.1 233 Thanh xac dinh MIC cua Thanh nhya mong chura khang sinh Metronidazole nong 6 0,016- | FDA (My) hoac MHLW / Thanh 450
231 Metronidazole 256 pg/ml PMDA (Nhat Ban) hoac
* Quy céach: >30 thanh/hop ARTG (Uc) hoic CE (MDD/
MDR) hoac ISO 13485 hodc
tuong duong
234 Phan p232.1 234 Thanh xac dinh MIC cua Thanh nhya mong chira khang sinh Penicillin 0.016-256 pg/ml FDA (My) hoac MHLW / Thanh 90
232 Penicicllin * Quy cach: >30 thanh/hop PMDA (Nhat Ban) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
235 Phan p233.1 235 Thanh xac dinh MIC cua Thanh nhya mong chira khang sinh FDA (MJ) hoac MHLW / Thanh 90
233 Trimethoprim/Sulfamethoxa | Trimethoprim/sulphamethoxazole ndng d6 0,002-32 pug/ml PMDA (Nhiat Ban) hoac
zole * Quy cach: >30 thanh/hop ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
236 Phéan P234.1 236 Thanh xac dinh MIC cua Thanh nhya mong chira khang sinh Ceftazidime 0,016-256 pg/ml FDA (My) hoic MHLW / Thanh 300
234 Ceftazidime/Avibactam va Avibactam ndng d6 4 pg/ml PMDA (Nhat Ban) hoac
* Quy cach: >30 thanh/hop ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
237 Phan P235.1 237 Thanh x4c dinh MIC cua Thanh nhya mdéng chira khang sinh Ceftolozane/Tazobactam nong | FDA (My) hoic MHLW / Thanh 300
235 Ceftozolane/Tazobactam d6 Ceftolozane 0.016-256 pg/mL va Tazobactam ndng do 4 PMDA (Nhat Ban) hoac

pg/mL
* Quy cach: >30 thanh/hop

ARTG (Uc) hoic CE (MDD/
MDR) hoic ISO 13485 hoidc
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
238 Phén P236.1 238 Thanh xac dinh MIC cta Thanh nhwa mong chtra khang sinh Fosfomycin ndng d6 0.032- FDA (MJy) hoac MHLW / Thanh 60
236 Fosfomycin 512 pg/mi PMDA (Nhat Ban) hoac
* Quy cach: >30 thanh/hop ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
239 Phan p237.1 239 Thanh xac dinh MIC cua Thanh nhya mong chura khang sinh Ceftriaxone nong d¢ 0,016- FDA (MJ) hoic MHLW / Thanh 1.500
237 Ceftriaxone 256 pg/ml PMDA (Nhat Ban) hoac
* Quy céach: >30 thanh/hop ARTG (Uc) hoic CE (MDD/
MDR) hoac ISO 13485 hodc
tuong duong
240 Phén P238.1 240 Thanh xac dinh MIC ctia Thanh nhya mong chira khang sinh Levofloxacin ndng d6 0.002 - | FDA (M§) hoic MHLW / Thanh 450
238 Levofloxacin 32ug/ml PMDA (Nhat Ban) hodc
* Quy cach: >30 thanh/hop ARTG (Uc) hodc CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
241 Phan P239.1 241 Thanh xac dinh MIC cua Thanh nhya mong chira khang sinh Tetracyclin nong d6 0,016-256 | FDA (My) hoac MHLW / Thanh 450
239 Tetracyclin pg/ml PMDA (Nhiat Ban) hoac
* Quy cach: >30 thanh/hop ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
242 Phén P240.1 242 Thanh xac dinh MIC ctia Thanh nhya moéng chira khang sinh Vancomycin néng do 0,016- FDA (M¥) hoic MHLW / Thanh 450
240 Vancomycin 256 pg/ml PMDA (Nhat Ban) hoac
* Quy céch: >30 thanh/hop ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
243 Phén P241.1 243 Thanh xac dinh MIC ctia Thanh nhya mong chira khang sinh Amoxicillin/ Acid Clavulanic | FDA (My) hoac MHLW / Thanh 450
241 Amoxicillin/ Acid ndng d6 0,016-256 pg/ml PMDA (Nhat Ban) hoac
Clavulanic * Quy cach: >30 thanh/hop ARTG (Uc) hozc CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
244 Phan P242.1 244 Thanh x4c dinh MIC cua Thanh nhya mong chura khang sinh Cefixime nong d6 0,016-256 FDA (My) hoiac MHLW / Thanh 450
242 Cefixime pg/ml PMDA (Nhiat Ban) hoac

* Quy cach: >30 thanh/hop

ARTG (Uc) hodc CE (MDD/
MDR) hoic ISO 13485 hoidc
tuong duong
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245 Phan P243.1 245 Thanh x4c dinh MIC cua Thanh nhya mong chira khang sinh Cefuroxime néng d6 0,016- FDA (MJy) hoac MHLW / Thanh 120
243 Cefuroxime 256 pg/mi PMDA (Nhat Ban) hodc
* Quy cach: >30 thanh/hop ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
246 Phan P244.1 246 Thanh xac dinh MIC cua Thanh nhya mong chira khang sinh Moxifloxacin nong d6 0,002- FDA (My) hoac MHLW / Thanh 120
244 Moxifloxacin 32 pg/ml PMDA (Nhat Ban) hoac
* Quy céach: >30 thanh/hop ARTG (Uc) hoic CE (MDD/
MDR) hoac ISO 13485 hodc
tuong duong
247 Phan P245.1 247 Thanh xac dinh MIC cua Thanh nhwa mong chira khang sinh Imipenem/Relebactam nong FDA (My) hoac MHLW / Thanh 400
245 Imipenen/relebactam d6 Imipenem 0.002-32 pg/mL va ndng dd Relebactam 4 pg/mL PMDA (Nhat Ban) hoac
dong tung thanh riéng ré ARTG (Uc) hoic CE (MDD/
* Quy cach: >30 thanh/hop MDR) hoac ISO 13485 hoac
tuong duong
248 Phan P246.1 248 Thanh xac dinh MIC cua Thanh nhya mong chira khang sinh Clarithromycin nong d¢ FDA (MJ) hoac MHLW / Test 450
246 Clarithromycin 0.016-256 mg/L PMDA (Nhiat Ban) hoac
* Quy cach: >30 thanh/hop ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
249 Phéan P247.1 249 Dung dich dém TBE chay - Dang dung dich 10X, dung trong dién di gel agarose. FDA (M¥) hoac MHLW / Chai 110
247 dién di -pH (1X):8.2-84 PMDA (Nhat Ban) hoac
- Khéng chira: DNase va RNase ARTG (Uc) hoic CE (MDD/
* Quy cach: >500ml MDR) hodc ISO 13485 hodc
tuong duong
250 Phan P248.1 250 Nudc tinh khiét - Nudc dung trong cac ung dung sinh hoc phan tir FDA (My) hoic MHLW / Chai 250
248 - Khéng chira RNase, DNase va Protease yéu cau. PMDA (Nhat Ban) hodc

- Nudc cép sinh hoc phén tir dugc hip khir tring dé dam bao vo
trung, loc qua mang loc 0,2 micron, khong xur Iy bang DEPC.
* Quy cach: >500ml

ARTG (Uc) hodc CE (MDD/
MDR) hoic ISO 13485 hoidc
tuong duong
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251 Phén P249.1 251 Thach dién di Argarose - Dung trong dién di phan tich ADN/RNA FDA (MJy) hoac MHLW / Lo 3
249 - Khéng chira Dnase, Rnase - D6 bén gel (1% gel)> 1200 g /cm2 PMDA (Nhat Ban) hoidc
- Nhiét d¢ tao keo (1,5% gel): 36 °C + 1,5 °C ARTG (Uc) hoic CE (MDD/
- Nhiét d¢ nong chay (1,5% gel): 90 °C MDR) hodc ISO 13485 hoac
- EEO: i da. 0,13 tuong duong
- Sulfat; <0,15%
* Quy cach: >250g/1o
252 Phén P250.1 252 Thubc nhuém Redsafe - Thudc nhuém DNA / RNA trén gel agarose FDA (My) hoic MHLW / Lo 10
250 - Thay thé an toan cho EtBr (chat gay ung thur) PMDA (Nhat Ban) hoac
- B nhay cao ARTG (Uc) hodc CE (MDD/
- Khong doc hai, khong gay dot bién, khong gay ung thu MDR) hodc ISO 13485 hoac
- C6 thé kiém tra tit ca dsDNA, ssDNA va RNA twong duong
- C6 thé phat hién dudi den LED hodc UV
- Nong do: 10,0000X
* Quy cach: >500ul/ lo
253 Phan P251.1 253 | Khoanh gidy yéu t6 V Khoanh gidy yéu t6 V ding dé phan biét cac vi khuin FDA (M$) hoic MHLW / Khoanh 2.500
251 Haemophilus PMDA (Nhat Ban) hodc
- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh gidy duoc danh ARTG (Uc) hodc CE (MDD/
dAu trén ca hai mat bé’lng ma chit va sb nhdm x4c dinh loai khéang MDR) hodc ISO 13485 hodc
sinh va ndng do tuong duong
- Méi éng duogc han kin riéng, cing voi tai hit 4m
254 Phan P252.1 254 | Khoanh gidy yéu t6 X Khoanh gify yéu t6 X ding dé phan biét cic vi khuan FDA (My) hoic MHLW / Khoanh 2.500
252 Haemophilus PMDA (Nhat Ban) hodc
- Khoanh gidy c6 dudng kinh 6mm. Céc khoanh gidy dugc danh ARTG (Uc) hoic CE (MDD/
déu trén ca hai mét bing m chit va sé nhim xéac dinh loai khang | MDR) hodc ISO 13485 hoic
sinh va ndng do tuong duong
- Méi éng duogc han kin riéng, cing voi tai hiit 4m
255 Phan P253.1 255 | Khoanh gidy yéu t6 X +V Khoanh gidy yéu t6 X +V dung dé phan biét cic vi khuén FDA (M§) hoic MHLW / Khoanh 2.500
253 Haemophilus PMDA (Nhat Ban) hoac

- Khoanh gify co duong kinh 6mm. Céc khoanh gidy dugc danh
dAu trén ca hai mét bing mi chit va sé nhim xéc dinh loai khang
sinh va ndng do

- Méi éng duogc han kin riéng, cing voi tai hit 4m

ARTG (Uc) hodc CE (MDD/
MDR) hoic ISO 13485 hoidc
tuong duong
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256 Phén P254.1 256 | Khoanh gidy PYR PYR Disk w/ Reagent dugc sir dung dé xéc dinh cac loai FDA (M§) hoic MHLW / Khoanh 2.500
254 enterococci, Lancefield group A streptococci va E. coli dua trén PMDA (Nhat Ban) hodc
san xuat PYRase ARTG (Uc) hodc CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
257 Phan P255.1 257 Khoanh giay Optochin 5 pg | Dia chan doan xac dinh phé cau. FDA (MJy) hoac MHLW / Hop 2.500
255 - Thanh phin: Mdi dia chira 5 pg Optochin PMDA (Nhat Ban) hoac
- Bao quan: 2-8°C ARTG (Uc) hodc CE (MDD/
* Quy cach: > Hop/100 dia MDR) hodc ISO 13485 hodc
tuong duong
258 Phéan P256.1 258 | Khoanh gidy Oxidase 5 pg Dia chan doan xéc dinh phé cau. FDA (M§) hoic MHLW / Hop 3.000
256 - Thanh phin: Mdi dia chira 5 pg Oxidase PMDA (Nhat Ban) hoac
- Bao quan: 2-8°C ARTG (Uc) hoic CE (MDD/
* Quy cach: > Hop/100 dia MDR) hoac ISO 13485 hodc
tuong duong
259 Phan P257.1 259 | Bo thudc thu BD PYR dang | - Diing dé phat hién sy thuy phin ctia PYR trong dinh danh FDA (M$) hoic MHLW / Hop 200
257 tAm thudc thir streptocooci nhém A va nhém D. PMDA (Nhat Ban) hoic
- Thuéc thir bao gdm 15 miéng, mdi miéng c6 4 6 phan tmg trén ARTG (Uc) hoic CE (MDD/
gidy loc co chira L-pyrrolidonyl-b-naphthylamide. 15 ong chat MDR) hodc ISO 13485 hoac
phat trién mau, mdi ong chira 0,5 mL p- tuong duong
dimethylaminocinamaldehyde 0,015%. Nhiét d¢ bao quan 15-
30°C.
260 Phan P258.1 260 Khoanh giay dinh danh vi Hop gom 5 cartridge, mdi cartridge gom 50 khoanh Bacitracin 0.1 | FDA (M§) hoic MHLW / Khoanh 1.000
258 khuén Streptococcus hodc 0.04 units dé dinh danh Lancefield Group A streptococci PMDA (Nhat Ban) hodc
pyogenes (Streptococcus pyogenes). ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
261 Phan P259.1 261 Chung chuan Escherichia Que cay chung chuan Escherichia coli ATCC® 35218™ dau vong | FDA (My) hoic MHLW / Que 3
259 coli ATCC® 35218™* tron, duoc dung mot lan chura dung mot lugng vi sinh vat c6 kha PMDA (Nhat Ban) hodc
nang song va phat trién 6n dinh ARTG (Uc) hoic CE (MDD/
- Méi que cdy dugc dong goi doc 1ap trong gidy bac Bao quan: 2— | MDR) hodc ISO 13485 hoic
8°C tuong duong
262 Phan P260.1 262 | Chung chuan Que cdy chung chuan Staphylococcus aureus subsp. aureus FDA (M¥) hoic MHLW / Que 3
260 Staphylococcus aureus ATCC® 25923™ diu vong tron, dugc dung mot lén chira dung PMDA (Nhiat Ban) hoac

subsp. aureus ATCC®
25923T™*

mdt luong vi sinh vét 6 kha néng song va phat trién 6n dinh
- Mdi que cdy duge dong goi doc 1ap trong gidy bac
- Bao quan: 2-8°C

ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
263 Phén P261.1 263 Chung chuan vi sinh vét Que cdy chiing chudn Elkenella corrodens ATCC® BAA-1152™ | FDA (M$) hoic MHLW / Que 3
261 Elkenella corrodens ATCC® | diu vong tron, dugc dung mot lan chira dyng mét lugng vi sinh PMDA (Nhat Ban) hodc
BAA-1152™ vat c6 kha ning séng va phat trién 6n dinh ARTG (Uc) hodc CE (MDD/
- Mdi que cdy dugc dong goi doc 1ap trong gidy bac Bao quan: 2— | MDR) hodc ISO 13485 hoic
8°C tuong duong
264 Phan P262.1 264 Chung chuan vi sinh vét Que cay ching chuan Enterobacter aerogenes ATCC® 13048™* FDA (My) hoac MHLW / Que 3
262 Enterobacter aerogenes dau vong tron, dugc dung mot lan, chira dung mot luong vi sinh PMDA (Nhat Ban) hodc
ATCC® 13048™* vat c6 kha ning séng va phat trién 6n dinh ARTG (Uc) hodc CE (MDD/
- Méi que cdy dugc dong goi doc 1ap trong gidy bac MDR) hodc ISO 13485 hodc
- Bao quan: 2-8°C tuong duong
265 Phén P263.1 265 Chung chun vi sinh vét Que ciy chung chuin Enterobacter aerogenes ATCC® 700323™%* | FDA (M§) hoic MHLW / Que 3
263 Enterobacter hormaecbei déu vong tron, dugc dung mot 1an chita dung mot lugng vi sinh PMDA (Nhat Ban) hoac
ATCC® 700323™ vat c6 kha ning séng va phat trién 6n dinh ARTG (Uc) hoic CE (MDD/
- Mai que cdy dugc dong goi doc 1ap trong gidy bac MDR) hodc ISO 13485 hoac
- Bao quan: 2-8°C tuong duong
266 Phéan P264.1 266 Chung chuan vi sinh vét Que céy ching chuén Enterococcus casseiflavus ATCC® FDA (My) hoic MHLW / Que 3
264 Enterococcus casseiflavus 700327™ diu vong tron, duge dung mot lan, chira dung mot PMDA (Nhat Ban) hoac
ATCC® 700327™ luong vi sinh vat c6 kha nang song va phat trlen 6n dinh ARTG (Uc) hoic CE (MDD/
- Mdi que cdy dugc dong goi doc 1ap trong gidy bac MDR) hoédc ISO 13485 hoac
- Bao quan: 2-8°C tuong duong
267 Phén P265.1 267 Chung chun vi sinh vét Que céy ching chuén Enterococcus faecalis ATCC® 29212™ dau | FDA (M§) hoic MHLW / Que 3
265 Enterococcus faecalis vong tron, duge ding mot lén chira dung mot lugng vi sinh vat c6 | PMDA (Nhat Ban) hoac
ATCC® 29212™ kha nang song va phat trién 6n dinh ARTG (Uc) hoic CE (MDD/
- Mdi que cdy dugc dong goi doc 1ap trong gidy bac MDR) hodc ISO 13485 hodc
- Bao quan: 2-8°C tuong duong
268 Phan P266.1 268 Chung chuan vi sinh vt Que cay chung chuan Escherichia coli ATCC® 25922™ dau vong | FDA (M§y) hoac MHLW / Que 3
266 Escherichia coli ATCC® tron, dugc dung mot 14n, chtta dung mot lwgng vi sinh vat ¢6 kha PMDA (Nhat Ban) hoac

25922™

nang song va phat trién 6n dinh
- Moi que cay dugc dong goi doc 1ap trong giay bac Béo quan: 2—
8°C

ARTG (Uc) hoic CE (MDD/
MDR) hogc ISO 13485 hodc
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
269 Phén P267.1 269 Chung chuan vi sinh vét Que cdy chung chuan Klebsiella pneumoniae subsp pneumoniae FDA (MJy) hoac MHLW / Que 3
267 Klebsiella pneumoniae subsp | ATCC® 13883™ déu vong tron, dugce ding mét lan, chira dung PMDA (Nhat Ban) hodc
pneumoniae ATCC® mdt lugng vi sinh vét co kha ning séng va phat trién n dinh ARTG (Uc) hodc CE (MDD/
13883™ - Mdi que cdy duoc dong goi doc lap trong gidy bac Bao quan: 2— | MDR) hodc ISO 13485 hoic
8°C tuong duong
270 Phan P268.1 270 Ching chuan vi sinh vét Que cay ching chuan Klebsiella pneumoniae subsp pneumoniae FDA (My) hoac MHLW / Que 3
268 Klebsiella pneumoniae subsp | ATCC® 700603™ dau vong tron, dugc dung mot léln chitadung | PMDA (Nhat Ban) hodc
pneumoniae ATCC® mot luong vi sinh vat c6 kha néng song va phat trién 6n dinh ARTG (Uc) hodc CE (MDD/
700603™ - Méi que cdy dugc dong goi doc 1ap trong gidy bac MDR) hodc ISO 13485 hodc
- Bao quan: 2-8°C tuong duong
271 Phan P269.1 271 Chung chuan vi sinh vt Que cay chung chuan Proteus mirabilis ATCC® 12453™ dau FDA (My) hodc MHLW / Que 3
269 Proteus mirabilis ATCC® vong tron, ducc dung mot lén chira dung mét lugng vi sinh vat c6 | PMDA (Nhat Ban) hoac
12453™ khd nang song va phat trién 6n dinh ARTG (Uc) hoic CE (MDD/
- Mbi que cdy dugc dong goi doc lap trong gidy bac MDR) hodc ISO 13485 hodc
- Bao quan: 2-8°C tuong duong
272 Phan p270.1 272 Chung chuan vi sinh vat Que cay chung chuan Proteus vulgaris ATCC® 6380™ dau vong | FDA (My) hoac MHLW / Que 3
270 Proteus vulgaris ATCC® tron, dugce dung mot 14n, chta dung mot luong vi sinh vat ¢6 kha PMDA (Nhat Ban) hodc
6380™ nang sdng va phat trién én dinh ARTG (Uc) hoic CE (MDD/
- Mdi que cdy dugc dong goi doc 1ap trong gidy bac MDR) hodc ISO 13485 hodc
- Bao quan: 2-8°C tuong duong
273 Phan pP271.1 273 Chung chuan vi sinh vat Que cay chung chuan Pseudomonas aeruginosa ATCC® 27853™ | FDA (My) hoic MHLW / Que 3
271 Pseudomonas aeruginosa dau vong tron, dugc dung mot 14n, chtra dung mot luwong vi sinh PMDA (Nhat Ban) hodc
ATCC® 27853™ vét co kha ning séng va phat trién én dinh ARTG (Uc) hoic CE (MDD/
- Mbi que ciy dugc dong goi doc 1ap trong gidy bac MDR) hodc ISO 13485 hodc
- Bao quan: 2-8°C tuong duong
274 Phén p272.1 274 Chung chuan vi sinh vét Que cdy chiing chuan Shigella sonnei group D ATCC® 25931™ FDA (My) hoic MHLW / Que 3
272 Shigella sonnei group D déu vong tron, dugc dung mot lan chira dung mot lugng vi sinh PMDA (Nhiat Ban) hoac
ATCC® 25931™ vt ¢6 kha ning sdng va phat trién én dinh ARTG (Uc) hoic CE (MDD/
- M3i que cy duoc dong goi doc lap trong gidy bac MDR) hodc ISO 13485 hoac
- Bao quan: 2-8°C tuong duong
275 Phan p273.1 275 Chung chuan vi sinh vt - Que cay chung chuan Staphylococcus aureus ATCC BAA-1026 FDA (M§y) hoic MHLW / Que 5
273 Staphylococcus aureus déu vong tron, duge ding mot 1an, chira dyng mét lugng vi sinh PMDA (Nhit Ban) hoic

ATCC® BAA-1026™

vit c6 khd ning séng va phat trién dn dinh trong mét nén gel duy

ARTG (Uc) hoic CE (MDD/




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
nhat bang gelatin MDR) hodc ISO 13485 hoac
- Méi que cdy dugc dong goi doc 1ap trong gidy bac tuong duong
- Bao quan: 2-8°C
276 Phan pP274.1 276 Ching chuan vi sinh vét Que cdy ching chuan Staphylococcus aureus subsp aureus FDA (My) hoac MHLW / Que 3
274 Staphylococcus aureus subsp | ATCC® 29213™ dau vong tron, duge ding mét lan, chira dung PMDA (Nhat Ban) hoic
aureus ATCC® 29213™ mot lugng vi sinh vat co kha ning séng va phat trién 6n dinh ARTG (Uc) hoic CE (MDD/
- Mdi que cdy dugc dong goi doc 1ap trong gidy bac Bao quan: 2— | MDR) hodc ISO 13485 hoic
8°C tuong duong
277 Phén P275.1 277 Chung chuan vi sinh vét Que céy ching chuén Staphylococcus aureus subsp aureus FDA (My) hoac MHLW / Que 5
275 Staphylococcus aureus subsp | ATCC® BAA-976™ dau vong tron, duge ding mét lan, chira PMDA (Nhit Ban) hoic
aureus ATCC® BAA-976™ | dung mot luong vi sinh vat c6 kha nang song va phat trién én dinh | ARTG (Uc) hodic CE (MDD/
- Mai que cdy duge dong goi doc 1ap trong gidy bac Bao quan: 2— | MDR) hodc ISO 13485 hoic
8°C tuong duong
278 Phén P276.1 278 Chung chuan vi sinh vét Que céy ching chuén Staphylococcus aureus subsp aureus FDA (My) hoic MHLW / Que 3
276 Staphylococcus aureus subsp | ATCC® BAA-977™ diu vong tron, duoc dung mot 1an, chua PMDA (Nhit Ban) hoic
aureus ATCC® BAA-977™ | dung mot lwong vi sinh vat c6 kha nang sdng va phat trién én dinh | ARTG (Uc) hoic CE (MDD/
- Méi que cdy duge dong goi doc 1ap trong gidy bac Bao quan: 2— | MDR) hodc ISO 13485 hoic
8°C tuong duong
279 Phan p277.1 279 Chung chuan vi sinh vat Que cay chung chuan Staphylococcus saprophyticus ATCC® FDA (My) hodac MHLW / Que 3
277 Staphylococcus BAA-750™ du vong tron, duoc dung mét 1an, chira dung mot PMDA (Nhat Ban) hoac
saprophyticus ATCC® lwong vi sinh vat c6 kha nang séng va phat trién én dinh ARTG (Uc) hozc CE (MDD/
BAA-750™ - Mdi que cdy duoc dong goi doc lap trong gidy bac Bao quan: 2— | MDR) hodc ISO 13485 hoic
8°C tuong duong
280 Phan pP278.1 280 Chung chuan vi sinh vat Que cély chung chuén Stenotrophomonas maltophilra ATCC® FDA (My) hoic MHLW / Que 5
278 Stenotrophomonas 17666™ diu vong tron, dugc dung mot lan chua dung mot lugng | PMDA (Nhat Ban) hodc
maltophilra ATCC® vi sinh vat ¢ kha néng song va phat trién én dinh ARTG (Uc) hoic CE (MDD/
17666™ - Mdi que cdy duoc dong goi doc lap trong gidy bac Bao quan: 2— | MDR) hodc ISO 13485 hoic

8°C

tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
281 Phan P279.1 281 | Chung chuan vi sinh vat Que cdy chung chuin Enterococcus facealis ATCC® 51299™ dau | FDA (M§) hoic MHLW / Que 3
279 Enterococcus faeealis vong tron, duge ding mot 1an, chita dung mét luong vi sinh vat c6 | PMDA (Nhat Ban) hoic
ATCC® 51299™ khé ning séng va phat trién én dinh ARTG (Uc) hodc CE (MDD/
- Mdi que cdy dugc dong goi doc 1ap trong gidy bac Bao quan: 2— | MDR) hodc ISO 13485 hoic
8°C tuong duong
282 Phén P280.1 282 | Chung chuan vi sinh vat Que cdy chung chuan Streptococcus pneumoniae ATCC 49619 FDA (M%) hoic MHLW / Que 5
280 Streptococcus pneumoniae dau vong tron, dugc dung mot l4n, chta dung mot luong vi sinh PMDA (Nhat Ban) hodc
ATCC 49619 vat c6 kha ning séng va phat trién én dinh ARTG (Uc) hodc CE (MDD/
- Méi que cdy dugc dong goi doc 1ap trong gidy bac MDR) hodc ISO 13485 hodc
- Bao quan: 2-8°C tuong duong
283 Phan p281.1 283 Chung chuan vi sinh vt Que cay chung chuan Streptococcus pneumoniae ATCC 49619 FDA (MJy) hoac MHLW / Que 5
281 Neisseria gonorrhoeae déu vong tron, duoc ding mot 14n, chira dung mot lugng vi sinh PMDA (Nhit Ban) hoac
ATCC 43069 vat c6 kha ning séng va phat trién on dinh ARTG (Uc) hoic CE (MDD/
- Mai que cdy dugc dong goi doc 1ap trong gidy bac MDR) hodc ISO 13485 hoac
- Bao quan: 2-8°C tuong duong
284 Phéan P282.1 284 Chung chuan vi sinh vét Que céy ching chuan Haemophilus influenzae ATCC 49247 dau | FDA (M§$) hoic MHLW / Que 5
282 Haemophilus influenzae vong tron, duge ding mét 14n, chira dung mot luong vi sinh vat c6 | PMDA  (Nhat Béan) hodc
ATCC 49247 kha ning séng va phat trién n dinh ARTG (Uc) hoic CE (MDD/
- Mdi que cdy dugc dong goi doc 1ap trong gidy bac MDR) hogc ISO 13485 hoic
- Béo quan: 2-8°C tuong duong
285 Phan P283.1 285 Ong mdi trudng bao quan Ong mbi trudng bao quan ching vi sinh vat. Hop 64 6ng, moi ong | FDA (M§) hoic MHLW / Ong 256
283 chung vi sinh vat chtra 25 hat c6 thé két dinh céc vi sinh vét va dung dich bao quan PMDA (Nhat Ban) hodc
lanh wu truong ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
286 Phan P284.1 286 Stra bot tach béo dé chuan bi | Sitta bdt tach kem dang bot, khong chira chat wa nhiét bd sung vao FDA (My) hoic MHLW / Hoép 2
284 mdi trudng nudi cdy vi sinh. | mdi truong nudi ciy PMDA (Nhit Ban) hoic

Thanh phan: Skim Milk ‘ ) o
Moi truong tong hop dang bot, dong nhat, mau trang dén trang
nhat.

ARTG (Uc) hoic CE (MDD/
MDR) hogc ISO 13485 hodc
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
287 Phén P285.1 287 Test nhanh phat hién va phan | - B6 dung cu dua trén cong nghé mang véi cac hat nano vang dang | FDA (M§) hodc MHLW / Test 1.500
285 biét 5 loai enzyme khang keo bao gdm céc hoa chét va 2 bing cassette dong chay ngang dé PMDA (Nhat Ban) hoac
Carbapenem (KPC, OXA- phat hién va xac dinh carbapenemases (i) OXA- 48, KPC, NDM va | ARTG (Uc) hoic CE (MDD/
48-like, VIM, IMP, NDM (i1) VIM va IMP tur khuén lac vi khuén Enterobacterlaceae hoac MDR) hodc ISO 13485 hodc
NFGNB phén 14p trén dia thach. Hiéu suét ciing dugc xac nhan tuong duong
v6i mau gac tryc trang va méiu cay mau.
- b6 nhay > 98.2%
- D6 dic hiéu > 99%
* Quy cach: 220 test/hdp
288 Phan P286.1 288 Khay colistin vi pha loang Bao gom FDA (MJ) hoic MHLW / Hop 50
286 - Dia chira hoa chét chinh PMDA (Nhat Ban) hoic
- Mdi dia chira 8 dai c6 12 giéng mdi dai ARTG (Uc) hoic CE (MDD/
- Niép dédy va khung (khu6n) MDR) hodc ISO 13485 hoac
* Quy cach: > 40 test/hop tuong duong
289 Phan p287.1 289 Maoi truong Chromogenic - Mbi trudng nudi cdy chuan bi san phat hién chon loc va dinh FDA (MJ) hoac MHLW / Bo 5
287 chon loc va phat hién Shiga- | danh E. coli cac nhom nhu 0157, 026, 045, 0103, O111, O121, PMDA (Nhat Ban) hodc
Toxin producing E.coli tir 0145 trong miu bénh phim. D6 nhay:86,7% ( dit liéu lam sang). ARTG (Uc) hoic CE (MDD/
phén -Téng g/L: 30.8 g MDR) hodc ISO 13485 hoac
- Thanh phan pha 1 lit méi truong nudi ciy co: Agar 15.0 tuong duong
Peptone and yeast extract 8.0 g Salts 5.2g
Chromogenic mix 2.6g, chit bd sung .
- Bao quan: 15°C - 30°C
* Quy cach: Bo bao gdm bot thach co ban va chit bd sung pha
thanh 5.000ml twong duong 250 mau/bd
290 Phén P288.1 290 Moi truong Chromogenic - M6i trudng nudi cdy chuén bi sin, dang bot min khd. FDA (M¥) hoic MHLW / Bo 5
288 phat hién Campylobacter - Méi truong phén 14p dugc khudn lac sinh mau, giup phat hién PMDA (Nhat Ban) hoac
Campylobacter chiu nhiét bao gdm: Campylobacter coli, ARTG (Uc) hoic CE (MDD/
Campylobacter jejuni, Campylobacter lari. MDR) hodc ISO 13485 hoac
- Béo quan ¢ nhiét d6 tir 20°C - 30°C tuong duong
* Quy cach: Bo bao gdm thach co ban va chét bd sung pha thanh
5.000ml/25 lit trong dwong 250/1250 mau/bd
291 Phén P289.1 291 Moi truong nudi cdy vi sinh- | Mai truong nudi cdy chuan bi san, dang bot kho. FDA (M§y) hoac MHLW / Bo 200
289 CHROMagar Orientation * Moi truong phén 1ép dugc khuén lac sinh mau giup phan biét, PMDA (Nhat Ban) hoac

xdc dinh dugc dic diém vi khudn gram am, gram duong va nim
bao gém: E.coli, KESC (Klebsiella, Enterobacter, Citrobacter,
Serratia) Proteus, Morganella, Providencia, Pseudomonas,
Acinetobacter, Stenotrophomonas; Enterococus, S. aureus, S.
epidermidis, S, agalatiae, S.saprophyticus, Streptococcus
agalactiae; Candida albicans.

+ D6 nhay 100% (thir nghiém mau nude tidu trén 1am sang)

ARTG (Uc) hoic CE (MDD/
MDR) hoic ISO 13485 hoic
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
* D¢ ddc hiéu >98% (E.coli >299.3%)
« Thanh phén pha 1 lit méi trudng nudi ciy phai co:
Agar 15.0 g, Peptone and yeast extract 17.0 g, Chromogenic mix
1.09.pH:7.0£0.2
* Quy cach: Bot thach pha thanh 25 lit twong dwong 1250 mau/bd
292 Phan P290.1 292 Moi treong nudi cay sinh- Moi trrong nudi cay chuan bi sin, dang bot kho. FDA (MJ) hoac MHLW / Bo 40
290 CHROMagar™ StrepB « Méi truong tao khuén lac sinh mau gitp phat hién, sang loc vi PMDA (Nhat Ban) hodc
khuén bao gom: Streptococcus agalactiae (group B)— hoa ca ARTG (Uc) hodc CE (MDD/
Enterococcus species — xanh thép Mot sb Streptococcus nhéom A | MDR) hodc ISO 13485 hoic
va Staphylococcus —hoa ca c6 thé phat trién, dé dang phan biét tuong duong
béng test PYR va catalase.
* D6 nhay: 94% (dir liéu 1am sang)
* B¢ dac hi¢u: 100% (di li¢u 1am sang)
« Tong g/L: 44.7 g
« Thanh phin pha 1 lit méi trudng nudi ciy co: Agar 15.0 g, Salts
7.5 g, Peptones and yeast extract 20.0 g, Chromogenic mix 2.2 g.
B sung Growth factors mix 8mL, Selective mix 0.25 g. pH 7.3 +
0.2
* Quy cach: Bo bao gdm thach co ban va chét bd sung pha thanh
25 lit twong duong 1250 mau/bd
293 Phén P291.1 293 | Ti tao vi truong vi hidu khi | Thanh phan gdm than hoat, sodium ascorbat (natri ascorbate), chat | FDA (M§) hoic MHLW / Hop 500
291 hitu co va vo co khac PMDA (Nhat Ban) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong
294 Phén P292.1 294 Tai tao vi truong vi ky khi Tai tao khi trudong ky khi dung véi hop 1, thanh phan gdm than FDA (M¥) hoic MHLW / Hop 200
292 hoat, sodium ascorbat (natri ascorbate), chit hitu co va vé co khac | PMDA (Nhat Ban) hodc
ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hoac
tuong duong
295 Phan P293.1 295 Mo6i truong ban long van - Méi truong ban 1ong bao quan va chuyén chd bénh phim. Ong FDA (M§y) hoic MHLW / Hop 30
293 chuyén nhya chtra 3mL moi truong PMDA (Nhat Ban) hoac

- Thanh phin: Disodium hydrogen phosphate, Sodium
thioglycollate, Sodium chloride, Calcium chloride, Agar, pH 8.4 +
0.2 625°C

* Quy cach: >hop 20 dng

ARTG (Uc) hoic CE (MDD/
MDR) hogc ISO 13485 hodc
tuong duong




STT TEN STT CODE Tén hang hoa* Tinh ning, thong s6 ky thuat* Chirng nhan* Pon vi S6 lwgng*
PHAN trong HH tinh*
phﬁn
296 Phén P294.1 296 Méi truong 10ng Pepton nuéi | - Ong nhua chira 5-10 ml méi truong dang long dung dé ting sinh | FDA (M§) hoic MHLW / Hop 100
294 ¢y cho vi sinh vét cho vi khudn Vibrio spp trong nudc, thuc phim va bénh pham. PMDA (Nhat Ban) hoac
- Thanh phin: peptone, sodium chloride, pH 8.6 + 0.2 tai 25°C ARTG (Uc) hodc CE (MDD/
Quy cach: > Hop 10 ng MDR) hodc ISO 13485 hoac
tuong duong
297 Phan P295.1 297 Mai truong bao quan ching - Moi truong bao quéan lanh séu cho vi khuan .Moéi truong dung FDA (My) hoac MHLW / Hop 30
295 vi khudn trong dng nhya . Thoi gian bao quan ching vi khun phy thudc vao | PMDA (Nhat Ban) hoic
ngudng nhiét d¢ bao quéan: -20°C (1 nam), -30°C (2 ndm), -70°C ARTG (Uc) hodc CE (MDD/
(10 ndm), pH 7.4 £ 0.2 6 25°C MDR) hodc ISO 13485 hoac
- Thanh phan:Brain infusion solids, Beef heart infusion solids, tuong duong
Proteose peptone, Glucose, Sodium chloride, Disodium phosphate,
Glycerol
* Quy cach: >hop 10 dng
298 Phén P296.1 298 Moi truong tang sinh chon - Ong nhwa chira 3-5ml méi trudng 1ong dung dé ting sinh FDA (My) hoic MHLW / Hop 30
296 loc vi khuén Samonella va Salmonella tir miu phan PMDA (Nhat Ban) hoac
Shigella - Thanh phan: Tryptone, Lactose, Disodium phosphate, L-Cystine, | ARTG (Uc) hodc CE (MDD/
Sodium biselenite, pH 7.0 £ 0.2 ¢ 25°C MDR) hoac ISO 13485 hodc
Quy céach: >hop 10 éng tuong duong
299 Phan P297.1 299 Test phét hién 5 loai ma tay: | Xét nghiém chan doan in-vitro dinh tinh phét hién: Amphetamin, FDA (My) hoac MHLW / Test 20.000
297 Amphetamin, Marijuana, Marijuana, Morphin, Codein, Heroin trong nuéc tiéu ctia nguoi PMDA (Nhat Ban) hoac

Morphin, Codein, Heroin

khi ndng d6 hodc chat chuyén hoa cua ching vuot ngudng phat
hién trong ung.

ARTG (Uc) hoic CE (MDD/
MDR) hodc ISO 13485 hodc
tuong duong




1.3. Cdc yéu cau khdc

Khéng c6

Muc 2. Ban vé

Khong c6 ban vé

Muc 3. Kiém tra va thir nghiém

Vi cac hang héa du thau thude loai c6 yéu cau cua phap ludt phai kiém tra va thir nghiém.
Nha thau phai cam két va chiu trach nhiém trudc phap luat vé viéc hang hoa dy thdu d3 tudn thu va
dap Gmg day du cac kiém tra, thir nghiém theo yéu cau.



