Phin 2. YEU CAU VE KY THUAT

Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé k§ thuét

1.1. Gi6i thiéu chung vé du toian mua siam, géi thau:

- Chu dau tu: Bénh vién Pa khoa s6 2 tinh Lao Cai

- Tén ké hoach lya chon nha thau: Mua Hoa chat xét nghi¢m dong mau, khi mau, vi

sinh, sinh phém va vat tu xét nghi¢m nam 2026

- Tén g6i thau: G6i 9: Mua Hoa chét xét nghiém dong mau, khi mau, vi sinh, sinh

pham va vat tu xét nghiém nam 2026

- Tém tat cong viée chinh cua géi thiu: Gom 10 phan, cu thé:

Gia wéc tinh
STT| Mai phan/lo Tén phan/1s tirng 16
(VND)
Phan 1: Ho4 chat May do do dan hoi dong
1 |PP2 i 1.282.220.
600067077 mau ty dong Haema TX (14 mat hang) 8 0.000
Phan 2: Hoa chat may khi mau dién giai
2 | PP2600067078 |[ESCHWEILER Modular Pro| 323.104.000
BGA+ISE+META (8 méat hang)
3 | PP2600067079 Phanv3: Hoa chat may khi mau GEM3000 5 253.550.000
(3 mat hang)
4 | PP2600067080 |Phan 4: Sinh pham, vat tw khac (4 mathang)|  53.500.000
5 | PP2600067081 P%lan 5: Hoéa chat xét nghiém vi sinh (3 mat 623.700.000
hang)
Phan 6: Thé dinh danh vi khudn va khang
6 | PP2600067082 |sinh d6 tu dong cho may Vitek 2 (10 mat|1.515.150.000
hang)
7 | PP2600067083 thln 7: Tfl&l’l%l dinh danh thti cong kém hoa 45.399.590
chat (8 mat hang)
8 | PP2600067084 |/ 1an 8: Vat t, Hoa chatkhac dung trong |, 0 o6 36,
xét nghi¢m Vi sinh (6 mat hang)
9 | PP2600067085 |Phan 9: Test khang sinh d6 (24 mat hang) | 151.833.800
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Phan 10: Héa chit nhuém va méi trudng
10 | PP2600067086 |nudi cdy, phan ldp, moi truong nudi cdy|1.019.177.500
dong kho (30 mat hang)

- Gia gbi thau: 8.036.163.250 VND

- Nguén von: Nguén thu ttr dich vu kham, chita bénh cua don vi
- Thoi gian t6 chire Iyra chon nha thau: 90 ngay

- Thoi gian bat dau t6 chirc lwa chon nha thau: Quy I ndm 2026

- Hinh thtrc lya chon nha thiu: PAu thau rong rii trong nude, lya chon nha thau qua
mang

- Phuong thirc lya chon nha thau: Mot giai doan, mot tai hd so

- Loai hop dong: Hop ddng theo don gia ¢ dinh

- Thoi gian thyc hién go6i thau: 12 thang ké tir ngay hop dong c6 hiéu luc

- Ty chon mua thém: Khong vuot qua 30% s luong

1.2. Yéu cau vé k¥ thuat

1.2.1. Tai liéu chitng minh tinh dap @ng ciia nha thiu dé kinh doanh hang hoéa
1a thiét bi y té:

- Hb so cong bd du didu kién mua ban trang thiét bi y té hoic Hd so cong bd du diéu
kién san xudt trang thiét bi y t& chimg minh nha thiu dap tng yéu cau du diéu kién mua
ban/san xuat trang thiét bi y té theo quy dinh tai Nghi dinh sé 98/2021/NP-CP ngay
08/11/2021.

- Ban phén loai thiét bi y té.

- S6 luu hanh cua trang thiét bi y té:

+ 86 cong b tiéu chudn ap dung ddi véi thiét bi y té thudc loai A, B;
+ 86 gidy chimg nhan dang ky luu hanh dbi voi thiét bi y té thudc loai C, D.

1.2.2. Yéu cau vé Ky thuit chung

- Hang hoa méi 100%, nguyén dai nguyén kién, khong bi v, hong, bién dang hoic
6 bat loi trong qua trinh st dung, dugc bao quan, van chuyén theo dung tiéu chuan ctia nha
san xuét va duoc phép luu hanh theo quy dinh phép luat hién hanh, c6 xuét x rd rang, hop
phap.

- Han st dung hang hoa (Theo céng bo ciia nha san xudt): > 24 thang ddi v6i hang
hoa co han sir dung > 36 thang; > 12 thang d6i véi cac hang hoa c6 han st dung tir 18 dén
36 thang; > 06 thang dbi voi hang héa ¢ han str dung < 18 thang. Déi v6i hang hoa khong
c6 han str dung phai san xuat tir nim 2025 trd vé sau.

- Hang hoa c6 thé co quy cach dong goi khac so véi yéu cau ciia E-HSMT nhung dam
bao tong khéi lugng hang héa bang hodc 16n hon so véi khdi lugng yéu cau va dap tmg véi
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cac yéu cau k¥ thuat, tinh chat ctia hang hoa so véi yéu ciu ctia E-HSMT.

- Hang hoa dap ting céc tiéu chi ki thuat tai Muc 2, Chuong V. Yéu cau vé ki thuat,
pht hop, twong thich, van hanh dugc trén cac thiét bi hién c6 dang sir dung va yéu cau chuyén
mon ctia Chu dau tu.

1.2.3. Yéu cau vé ky thuit chi tiét:

- E-HSDT c6 Bang so sanh dap tng yéu ciu ky thé hién cu thé cac thong sb ki thuat
ctia hang héa chao thu so voi yéu cau ky thuat va tai liéu ching minh su phil hop cua cac
thong s ki thuat da chao do, co thé 1a: hd so, gidy to, ban v&, catalogue, tai liéu k¥ thuat
chtrng nhan vé dic tinh, thong ) k¥ thuat tiéu chuin chét luong. .. thé hién cu thé, chi tiét
cac thong sb k¥ thuat cta hang hoa chao thau dap tng yéu cau ki thuat sau day (Truong
hop tai liéu chisng minh la cdc tai liéu nwée ngodi cé: con dau, chit ky, chike danh trén gidy
10, tai liéu dé thi phai c6 Hop phdp héa lanh sw theo quy dinh tai Nghi dinh so 111/2011/NP-
CP ngay 5/12/2021):
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. . Yéu cau Ky thuit tdi thiéu Quy cich
TT | Danh hang h \ X : .
S anh mue hang 104 (Nha théu cé thé chao twong dwong hodc tét hon) dong goi
I |Phin 16: PP2600067077: Phan 1: Hoa chit May do dd dan hdi dong mau tw dong Haema TX (14 mit hang)
Thanh phan t6i thiéu:
+ Kaolin activator (Kaolin): Kaolin, mixed phospholipids, anti- microbial preservative, and buffer
Thude thir xét nghiém + Trigger' solution ‘(ATrigger): CaCl2, Anti-microbial preservative, and buffer
Kich hoat con dudne|” Pham vi tham chiéu:
|l Roat con QUONEI L p (min): 5~10 120 Tests
dong mau ndi sinh bang )
Kaolin + K (min): 1~3
+ Angle (deg): 53~72
+ MA (mm): 50~70
Dat Pat tiéu chuan chat luong ISO 13485:2016 hoic twong duong
Thanh phan t6i thiéu:
+ Rapid Kaolin activator (R-Kaolin): Buffer agent, anti-microbial agent, Kaolin, tissue factor,
phospholipids
Thude thir xét nghiém + Trigger f(?lutif)n (Tri%ger): CaC12: 'Buffer’ ager}t,' anti-microbial agent
, .|t Dung méi hoan nguyén (Dung moi): Nudc khir ion
kich hoat con duodng ) .
2 d6ne mau neoai sinh|” Pham vi tham chiéu: 10 Tests
béng o 88 + ACT (sec): 86~118
g + K (sec): 34~138
+ Angle(deg): 64~80
+ MA(mm): 52~71
Dat Pat tiéu chuan chat luong ISO 13485:2016 hoic twong duong
Thubc thir xét nghiém | Thanh phén t6i thiéu:
. . . N + A ” . . . I
3 dinh tinh Heparin bang |+ Thuoc thir Heparinase: Heparinase 10 Tests

phuong phap dan hoi
huyét khoi

+ Kaolin activator (Kaolin): Kaolin
+ Trigger solution (Trigger): CaCl2
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+ Cbc phan tng: PMMA

- Khoang tham chiéu: RO-R1<2.0 min.

- Gi6i han phat hién: Gidi han phat hién dbi vai heparin trong mau nguai 1a 0.05 TU/mL
Dat Pat tiéu chuan chat luong ISO 13485:2016 hoic twong duong

Thudc thtr xét nghiém

Thanh phan t6i thiéu:

+ Fibrinogen (FIB): Cac yéu t6 dong mau, Chat ddi khang cua thu thé GPIIb/IIIa trén tiéu cau
+ Trigger solution (Trigger): CaCl2, Chét bao quan khang vi sinh vat, va dung dich dém

- Pham vi tham chiéu:

10 Test:
dinh lugng Fibrinogen |+ MA (mm): 11~24.4 ests
+ FLEV (mg/dL): 200~444.9
- Bo tuyén tinh: Déi véi fibrinogen trong khoang ndng do tir 100~900 mg/dL.
Pat Pat tiéu chuan chat luong ISO 13485:2016 hoic twong duong
- Thanh phan tbi thiéu:
+ Kaolin activator (Kaolin): Kaolin
Thubc thir xét nghiém |+ Trigger solution (Trigger): CaCI2
chic niang tiéu cau|+ Reconstitution solvent (Solvent): nudc khir ion
S e . k C A X an , (AA&ADP)
bang phuong phap dan|+ Activator F (F): Enzym giong thrombin va yéu t6 dong méu 10 Tests
hdi huyét khdi (TEG) |+ Activator AA (AA): AA
+ Activator ADP (ADP): ADP
Pat tiéu chuan chat luong ISO 13485:2016 hoic tuong duong
Vit licu kidm sodt xét Vat 1‘1¢u klim sgat )‘glet nghiém bén dinh lugng do dan hoi huyét khoi trong qué trinh dong mau
nehiém ban dinh luone|” Thanh phan t6i thiéu:
% PRV A’g‘ + Control I: Fibrinogen dong vat, cac yéu to dong mau, dung dich dém va céac chét 6n dinh Control I,
dd dan hoi huyét khoi .. ol . .
+ Dung moi pha ché lai: nudc khir ion 10x1.6ml

trong quéd trinh dong
mau

+ Trigger solution (Trigger): CaCl2
Dat tiéu chuan chét luong ISO 13485:2016 hodc tuong duong
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Vit liéu kiém soat xét
nghiém ban dinh lugong

Vat liéu kiém soat xét nghiém ban dinh luong d¢ dan hoi huyét khéi trong qua trinh dong mau
- Thanh phan tbi thiéu:

7 |do dan héi huy it khéi + Control {I Fibrin?gep d(f)r,lg Vé.t: ?éc yéu tb dong mau, dung dich dém va cac chét 6n dinh Control II,
trong qua trinh dong + Dung moi pha ché lai: nudc khir ion 10x1.6ml
méu + Trigger solution (Trigger): CaCl2

Dat tiéu chuan chét luong ISO 13485:2016 hodc tuong duong

8 |Dung dich rua Dung dé rira thuong. Pat tiéu chuan chat lugng ISO 13485:2016 hoic twong duong 30 ml

9 |Dung dich rtra ddm dac | Dung dich rita dam déc. Dat tiéu chuén chét luong ISO 13485:2016 hoac tuong duong 150 ml
C)ng kiém soat chat| - 2 L1k . 2 z -

10 lrong Ong kiém soat chat luong. Pat ti€éu chuan chat luong ISO 13485:2016 hoac tuong duong 30 pcs

11 |Céc phan tmg Cdc phan tmg. Dat tiéu chuan chat lugng ISO 13485:2016 hoic twrong dwong 30 Tests
Vit liéu kiém soét chat : .

12 lui’n letét 1zrr;liséori ;131 Vit liéu ki€m soat chat luong xét nghiém dinh lugng D-Dimer Ix1ml

ne ‘g ' " |Pat tidu chuan chat luong ISO 13485:2016 hoic tuong duong
luong D-Dimer
Chat hi¢u chuan cho| :
13 xétan hizlrln (Ciilllllﬁu;no Chat hi¢u chuan xét nghiém dinh lugng D-Dimer 6x1ml
.g j ’ e Dat tiéu chuan chét luong ISO 13485:2016 hodc tuong duong
D-Dimer

14 Cong phan tng dung|Cuvette dung cho may dong mau 5000 cii
cho may dong méu Pat tiéu chuan chat luong ISO 13485:2016 hoic twong duong

II |Phin 16: PP2600067078: Phén 2: Hoa chit may khi m4u di¢n gidii ESCHWEILER Modular Pro BGA+ISE+META (8 miit hang)

) . .. | Thanh phan chinh téi thiéu:
Hoa chat xét nghiém i ) . . . . .
Khi méu 9 thone sb + Solution A: Organic Buffers 1.065%; Sodium Chloride 0.505%; Potassium Chloride 0.013%; Calcium

1 02/0COpH /Na/g Chloride 0.007%; Lithium Chloride 0.002%. 500ml
pLop P + Solution B: Organic Buffers 1.401%; Sodium Chloride 0.690%; Potassium Chloride 0.041%; Calcium
K/Cl/Glu/Lac/tHb

Chloride 0.022 %; Lithium Chloride 0.008%.
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+ Solution C: Organic Buffers 1.065%; Calcium Chloride 0.007%; Lithium Chloride 0.002%.
+ Solution D: Organic Buffers 1.401%; Sodium Chloride 0.690%; Potassium Chloride 0.041%.
Pat tiéu chuan chat luong ISO 13485:2016 hoic twong duong

Hoa chat rira va chuan

Thanh phan chinh t6i thiéu:
+ Organic Buffers 1.401 %

may Sodium Chloride 0.690 % 4x500ml
+ + Potassium Chloride 0.041 %
Dat tiéu chuan chét luong ISO 13485:2016 hoidc tuong duong
Thanh phan chinh t6i thiéu:
+ Organic Buffers 0.605 %
+ Hydrochloric Acid 0.617 %
Hoéa chit rira va chuan |+ Sodium Chloride 0.643 %
, . ) 4x500ml
may + Potassium Chloride 0.013 %
+ Calcium Chloride 0.007 %
+ Lithium Chloride 0.002 %
Dat tiéu chuan chét luong ISO 13485:2016 hodc tuong duong
.+ +n + | Thanh phan chinh to1i thi€u:Hypochlorites: 5.00%; H20: 95.00%
Dung dich rua dam dgc Dat tiéu chuan chét luong ISO 13485:2016 hodc tuwong duong 100ml
Dung dich rira dién cyre Thanh phan f:hinh’téi thiéu: Acoholic: 86%; H20: 14% 50ml
’ © 7 |Dat ti€u chuan chat luong ISO 13485:2016 hoac tuong duong
Hoa chét kiém tra xét nghiém khi mau (level 1)
i Lz ., | Thanh ph:?m chinh t4i thiéu: Organic Buffers 1.081%; Sodium Chloride 0.542%; Potassium Chloride
Hoéa chat kiém tra xét ) ) r . o .
0.015%; Calcium Chloride 0.027%; Lithium Chloride 0.002%; Gas stabilizing anorganic reagents 30x2ml

nghi¢m khi méu muc 1

0.132%.
Pat tiéu chuan chat luong ISO 13485:2016 hoic twong duong
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Hoa chit kiém tra xét

Hoa chat kiém tra xét nghiém khi mau (level 2)
Thanh phan chinh tdi thiéu: Organic Buffers 1.093%; Sodium Chloride 0.643%; Potassium Chloride

7 o L, , 0.032%; Calcium Chloride 0.015%; Lithium Chloride 0.005%; Gas stabilizing anorganic reagents 30x2ml
nghiém khi mau muc 2
0.118%.
Dat tiéu chuan chét luong ISO 13485:2016 hodc tuong duong
Hoa chét kiém tra xét nghiém khi mau (level 3)
i Lz . | Thanh ph:?m chinh t4i thiéu: Organic Buffers 1.127%; Sodium Chloride 0.735%; Potassium Chloride
Hoa chat kiém tra xét ) ) o . S .
8 . ., , 0.049%; Calcium Chloride 0.007%; Lithium Chloride 0.011%; Gas stabilizing anorganic reagents 30x2ml
nghi¢m khi méu muc 3
0.103%.
Pat tiéu chuan chat luong ISO 13485:2016 hoic twong duong
III |Phén 16: PP2600067079: Phin 3: Héa chit may khi mau GEM3000 (3 mit hang)
Hoba chit xét nghi¢m khi méu, phan tich tdi thiéu cac chi so: pH, pCO2, pO2, Na+, K+, Ca++, Glucose,
Thubc thir xét nghiém | Lactate, Het.

| dinh lugng 9 théng sb | Thanh phan Cartridge ti thiéu bao gdm: 3 tiii dung dich kiém soat quy trinh, 1 tii dung dich tham chiéu va 150
dién giai, khi mau va|thi dung nudce thai, thé cam bién, van phan phéi, éng bom, kin hat mau tat ca duge dong goi trong mot khéi, test/hop
chuyén hoa c6 tich hop chuong trinh quan 1y chat luong théng minh (IQM).

Dat tiéu chuan chét luong ISO 13485:2016 hodc tuong duong
Hoa chat xét nghiém khi mau, phén tich tbi thiéu cac chi sb: pH, pCO2, pO2, Na+, K+, Ca++, Glucose,
Thubc tht xét nghi¢m | Lactate, Hct.

) dinh luong 9 théng s6 | Thanh phan Cartridge tdi thiéu bao gém: 3 ti dung dich kiém soat quy trinh, 1 tai dung dich tham chiéu va 300
dién gidi, khi mau va|tdi dung nudc thai, thé cam bién, van phan phéi, 6ng bom, kin hit mau tat ca duoc dong goi trong mot khdi, test/Hop
chuyén hoa c6 tich hop chuong trinh quan 1y chat luong thong minh (IQM). Pat tiéu chuan chit luong ISO 13485:2016

hodc twong duong
. Hop 101
Vit lidu kiém soat xét ni’gc ? ©
. . X

3 |nghiém dién giai, khi|Contril 9 ControlMultipak. Pat ti€u chuan chat lugng ISO 13485:2016 hoac tuwong duong >ml: 10 Io

mau ’9 y
muc 2 x
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2ml; 10 lo

muc 3 x
2ml
IV |Phin 16: PP2600067080: Phan 4: Sinh pham, vat tw khac (4 mit hang)
Str dung cho viéc 14y miu va van chuyén cac miu té bao cd tir cung dé xét nghiém HPV.
B6 dung cy thu mau xét Gom:
1 ? CUng - Que thu mau HPV: Pau ldy mau dugc lam bang PE, tay cam mau va dng day duoc 1am bang PP. 20 test/ Bo
nghiém HPV N A % % A \ .
- Méi truong van chuyén mau trong suot, khong mau, pH dung dich 6.8 + 0.2.
Dat tiéu chuan chét luong ISO 13485:2016 hoic tuwong duong
- Pau c6n c6 loc 100ul
2 | Diu con e6 loc 100u1 |° Ch:?;lt lidu t’éi thiéu: Polypropylene (PP) 96 C}liéc/
- Khong chtra Pyrogen, Dnase, Rnase hop
- Pat tiéu chudn ISO 13485 hoic twong duong
- Péu con ¢6 loc 10001
3 | Diu con 6 loc 100041 | Ché}t lidu tréi thiéu: Polypropylene (PP) 96 cAhiéc/
- Khong chtra Pyrogen, Dnase, Rnase hop
- Pat tiéu chudn ISO 13485 hoic twong duong
_ .. |-Dingdélay miu bénh pham
Tam boéng lay mau T .A . . s A I . . , e
4 R N PR - Than lam tir tre ty nhién hodc nhya, tron, nhan, 1 dau dugc quan bong gon, dudong kinh Smm 100 cai/ thi
bénh pham (nap do) A e , Al 1A
- Puoc tiét trung, str dung mot lan.
V | Phan 16: PP2600067081: Phin 5: Héa chét xét nghiém vi sinh (3 méit hang)
Chai méi truong phat hién vi khudn hiéu khi va ki khi tiy tién (vi khuan va nAm men) tir mau va dich vo
. , _.|khuén cua co thé, (30 ml/chai
Chai cay mau nguoi 2 5
1 16n - Cau tao bang polycarbonate x100
- Chira 30ml méi truong va > 1.6g hat polyme hap phu chai)/hop

- Thanh phan t6i thiéu: t6 hop peptones/biological extracts (>1.85% w/v), anticoagulant (>0.083% w/v),
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vitamins va amino acids (>0.00145% w/v) ngudn carbon (>0.45% w/v), trace elements (>0.0005% w/v)
va amino acid phirc hop va cac chit carbohydrate trong nudc tinh khiét. Cac chai chira khi truong N2, 02,
va CO2, trong chan khong.

- C6 kha nang trung hoa céac khang sinh.

- Str dung v6i hé thdng cdy méu BacT/ALERT,

- Pat tiéu chuén chét lugng ISO 9001, ISO 13485, CE-IVD, FDA M5J... hoac twong duong

Chai méi trudng phat hién vi sinh vét ky khi va ky khi tuy tién tir mau va cac dich vo khuédn khéc cua co
thé.

- Céu tao t6i thiéu bang polycarbonate nip mau cam

- Chtra 40ml moi trudng va > 1.6g hat polyme hap phu

-Thanh phan téi thiéu: : td hop peptones/biological extracts (>1.85% w/v), anticoagulant (>0.083% w/v), | (40 ml/chai
2 |Chai cdy mau ky khi |vitamins va amino acids (>0.00145% w/v), ngudn cacbon (>0.45% w/v), trace elements (>0.0005% w/v) x100
va acid amin phirc hop khéc va co chat carbonhydrate trong nudc tinh khiét. Cac chai chira khi truong N2, | chai)/hop
va CO2 trong diéu kién chan khong.
- Co6 kha nang trung hoa cac khang sinh.
- Str dung v6i hé thong cdy mau BacT/ALERT
- Pat tiéu chuén chét lugng ISO 9001, ISO 13485, CE-IVD, FDA M5... hoac twong duong
Chai méi trudng phat hién vi sinh vat hiéu khi va ky khi tuy tién (vi khuan va nAm men) tir mau
- Chai céu tao tdi thiéu bang polycarbonate, nip mau vang
Chai ciy mau chira hat|- Chtra 30ml mai trudng va >1.6g hat polyme hip phu
polymer hdp phu phat |- Thanh phan t6i thiéu: t6 hop ciia peptones/biological extracts (>1.85% w/v), anticoagulant (>0.083% | (30 ml/chai
3 |hién vi khudn va ndm tir| w/v), vitamins va amino acids (>0.00145% w/v) ngudn carbon (>0.45% w/v), trace elements (>0.0005% x100
mau dung cho bénh|w/v). Chai chira khi truong N2, 02, va CO2, trong chan khong chai)/hop
nhan la tré em - Co6 kha nang trung hoa cac khang sinh.
- Str dung v6i hé thong cdy méu BacT/ALERT
- Pat tiéu chuén chét lugng ISO 9001, ISO 13485, CE-IVD, FDA M5J... hoac twong duong
VI |Phén 16: PP2600067082: Phin 6: Thé dinh danh vi khuén va khéang sinh d6 tw dong cho may Vitek 2 (10 m:t hang)
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Thé dinh danh Gram am sir dung v6i may VITEK 2 d dinh danh tryc khuan Gram 4m 1én men va khong

Thé dinh danh vi khuan |1én men 5 q
A LA , A . Hop 20 thé
Gram am Thé gom > 47 thtr nghiém sinh hoa
Pat tiéu chudn ISO: 13485 hoic trong duong
Thé dinh danh vi khudn Th? dinh danh C%ram dlAIO’ng su d}mg v6i mdy VITEK 2 dé dinh danh céc vi sinh vat Gram duong ) 7
Gram duon Thé gom >43 thir nghiém sinh hoéa Hop 20 the
& Pat tiéu chuan ISO: 13485 hoic twrong duong
Thé dinh danh cho Tile dinh danh nam men st dung v61 may VITEK 2 dé dinh danh nam men va cac vi sinh vat tuong tu ) 7
Nim nam men Hop 20 the
Pat tiéu chuan ISO: 13485 hoic twrong duong
Thé dinh danh cho|Thé dinh danh Neisseria-Haemophilus str dung voi may VITEK 2 dé dinh danh vi khuan kho moc
Neisseria/ Thé gdm > 30 thir nghiém sinh hoa Hop 20 the
Haemophilus Pat tiéu chudn ISO: 13485 hoic trong duong
Thé dinh danh vi khu in Th’e d‘m}} dan‘h. vi khuan ky @1 va Corynebacteria st dung voi may VITEK 2 dé dinh danh vi sinh vat ky
] . | khi va céc loai Corynebacterium R .
ky khi val s A Hop 20 thé
Corvnebateria Thé gom > 36 thir nghiém sinh hoa
2 Pat tidu chuin ISO: 13485 hodc tuong duong
Thé lam khang sinh dd Gram duong dung v6i may VITEK 2
Thé khang sinh do vi|MJbi thé chtra cac khang sinh chon loc ¢ cic ndng d6 khac nhau, duoc siy kho véi moi truong nudi cy vi . \
2 . Hop 20 the
khuan Gram duong sinh
Pat tiéu chuan ISO: 13485 hoic twrong duong
Thé khine sinh dd vi Thé khang sinh dd Gram am duoc su dung voi HE théng VITEK® 2 dé x4c dinh tinh nhay cam cua truc
2 £ . khuan Gram am hiéu khi thuong gap. Mdi thé AST chtra cac khang sinh duoc chon ¢6 ndng d6 khac nhau. | Hop 20 thé
khuan Gram am A 2 <
Pat ti€u chuan ISO: 13485 hoac twong duong
s+ -« | Thé lam kha inh 46 nim dt 51 may VITEK 2
Thé khang sinh dd Ném | v, 0 < ag SIMA €O N GURS VO may Hop 20 thé

Moi thé chira cac khang nam chon loc ¢ cac nong do khac nhau, dugc say kho véi moi truong nudi cay vi
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sinh
Pat tiéu chudn ISO: 13485 hoic trong duong

Thé lam khang sinh d6 Streptococcus ding véi may VITEK 2

9 Thé khang sinh 6 Lién | MJbi thé chtra cac khang sinh chon loc ¢ cic ndng d6 khac nhau, duoc siy kho véi moi truong nudi cy vi Hop 20 the
ciu sinh P
Pat tiéu chuan ISO: 13485 hoic twrong duong
Nud 6i 0.45% dé : :
uge mudl 0.45% €1\ o mudi 0.45% dimg voi may VITEK 2, pH: 4.5 - 7, dat tiéu chudn CE-IVD (in vitro diagnostic) Hop 20 chai
10 |pha huyén dich wvi A 2 <
2 Pat ti€u chuan ISO: 13485 hoac twong duong x 500 ml
khuan
VII | Phén 16: PP2600067083: Phan 7: Thanh dinh danh thi cong kém hoéa chit (8 mit hang)
Hoa chét phat hién phan tng enzyme oxy hoa cytochrom. Hop gém 50 ng mdi dng 0.75ml chira N, N, N, 50 dne x
1 |Oxidase N-tetramethyl-1,4-phenylenediamine, Axit ascorbic. 0.7 5mlngé
Pat tiéu chuan ISO: 13485 hoic twrong duong ' P
Moi truong phat hién dac tinh Urease, Indole va TDA. Moi trudong chira urea, L-tryptophan, Phenol red, Hon 10 én
2 |Moi truong Urea indol |95% alcohol, Monopotassium phosphate, Dipotassium phosphate, Sodium chloride P L0ml g
11 X
Dat tiéu chuan ISO: 13485 hodc twong duong
; |Hod chat dung cho dinh | Hoa chét dinh danh 20E gdm 6 hoa chat JAMES, NIT1, NIT2, VP1, VP2, TDA. Hoo 6 &
danh Pat tiéu chudn ISO: 13485 hoic trong duong P 8
. . 2 \soa s A, g% A - A r 1 Ay A Ay Hop 25
Thanh dinh danh tryc|Thanh dinh danh tryc khuan ngoai duong rudt, d€ moc, gdom 20 giéng chira cac hda chat dong kho va 7ml thanh + 25
4 |khuin ngoai dudng|mdi truong AUX. éne hoa
ruot Dat tiéu chuan ISO: 13485 hoic tuong duong Ciét
Thanh dinh danh tryc khuan du¢ ot va cac tryc khua am khéc, gom 20 giéng chira cic ho
Thanh dinh danh truc fln Adm dfl ruc khuan duong rudt va cac truc khuan Gram am khac, gom 20 giéng chtra cac hoa Hop 25
5 R . R chat dong kho.
khuan duong rudt thanh

Pat tiéu chuan ISO: 13485 hoic twrong duong
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Hoba chét phat hién su

Hoa chat phat hién su c6 mit cia enzym catalase. Hop 2 x 5ml lo nhé giot chtra 3% dung dich hydrogen

6 |c6O mit cuia enzym | peroxide va Xanh Evans. 2x5ml/Hop
catalase Pat tiéu chudn ISO: 13485 hoic trong duong
5 5 11ox 125
7 |Dau khoang Dau khoéng (mg /Xhép
8 |Botkem Bot kém Hop 2x
10g
VIII | Phin 16: PP2600067084: Phan 8: Vat tw , Héa chit khic ding trong xét nghiém Vi sinh (6 mit hang)
R B g , |B6 dung cu chuén may céy mau BacT/ALERT. R R
1 |Boch T o Hop 01 b
© chudll May cay Mat| ¢ tiéu chudn 1SO: 13485 hodc twong dwong opHR e
. e .| Ong méi truong bao quan chung vi sinh vét. Hop 64 6ng, mdi dng chira 25 hat c6 thé két dinh cac vi sinh
Ong luu gitt ching vi| , =~ . \ \ n %
2 sinh vat vat va dung dich bao quan lanh wu truong Hop 64 6ng
’ Pat tiéu chuan ISO: 13485 hoic twrong duong
3 Tui tao khi trudng dung | Bo kit tao khi trudng cho vi khuan ky khi, gdm: 20 tGi nhura, 20 tdi tao khi trudng ky khi Hon 20 test
cho vi khuan ky khi Pat tiéu chuan ISO: 9001 hoic trong dwong P
Tui tao khi truong dt . . 5 .
U1 8O KILITUONS CUNS T by 15t tao khi truomg cho vi khudn vi hiéu khi gdm: 20 tai nhya, 20 tdi khi trwong vi hiéu khi .
4 |cho vi khuan vi hiéu n 2 . Hop 20 test
Khi Pat ti€u chuan ISO: 9001 hodc tuong duong
5 Ong tuyp pha huyén|Ong nghiém bang nhuya trong (polystyrene) 12 mm x 75 mm dung mét lan str dung v6i may VITEK 2. Hop 2000
dich vi khuan Pat tiéu chuin ISO: 13485 hoic tuong duong éng
L , Thanh chi thi ky khi c6 1 diu mau xanh tim thuéc nhudém xanh methylen va chat khir Héop 50
Thanh chi thi ky kh iy i i
6 | Thanh chithikykhi 10 il chuin ISO: 9001 hodic twong duong thanh
IX |Phin 16: PP2600067085: Phan 9: Test khang sinh d6 (24 mit hang)
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) Thanh nhira mong chira khang sinh Levofloxacin nong d6 0.002 -32 pg/ml, dong ting thanh riéng r& Héop 30
1 |Etest Levofloxacin n 2 9
Dat tiéu chuan ISO: 13485 hodc twong duong thanh
2 | Btest Tetracycline Than.hﬂ nhua Xrn(")ng chura khéngv sinh Tetracycline ndng d¢ 0,016-256 pg/ml, dong timg thanh riéng r& Hop 30
Dat tiéu chuan ISO: 13485 hodc twong duong thanh
3 | Btest Amikacin Than.hﬂ nhua Xrnong chura khangv sinh Amikacin nong d¢ 0,016-256 ng/ml, dong ting thanh riéng ré& Hop 30
Dat tiéu chuan ISO: 13485 hodc twong duong thanh
ot Amoxicillin/ "ljlﬂlanh ~nhl_Ia modng chtra khang sinh Amoxicillin/clavulanic nong d6 0,016-256 pg/ml, dong tung thanh Hop 30
4 clavulanic acid rieng fe thanh
Pat tiéu chuan ISO: 13485 hoic twrong duong
I rest Ampicillin/ leanh flhua mong chira khang sinh Ampicillin/sulbactam nong d6 0,016-256 ug/ml, dong tirng thanh Hop 30
. sulbactam eng I thanh
Pat tiéu chuan ISO: 13485 hoic twrong duong
6 |Etest Ampicillin Than'hA nhya Xmong chtra khangu sinh Ampicillin nong d6 0,016-256 pg/ml, dong tirng thanh riéng ré Hop 30
Pat ti€u chuan ISO: 13485 hoac twong duong thanh
7 | Btest ceftazidime Than'hA nhya Xmong chtra khangu sinh Ceftazidime nong do 0,016-256 pg/ml, dong tung thanh riéng ré Hop 30
Pat ti€u chuan ISO: 13485 hoac twong duong thanh
8 | Btest Ceftriaxone Than'hA nhya Xmong chtra khangu sinh Ceftriaxone nong d6 0,002-32 ug/ml, dong tung thanh riéng ré Hop 30
Pat ti€u chuan ISO: 13485 hoac twong duong thanh
. Thanh nhia mong chira khang sinh Chloramphenicol nong d6 0,016-256 pg/ml, dong timg thanh riéng r& Hop 30
Etest Chl h 1 .
9 | Etest Chloramphenicol | ey hudn 1S0: 13485 hogc tong durong thanh
. ) Thanh nhira mong chira khang sinh Ciprofloxacin néng d6 0,002-32 pg/ml, dong ting thanh riéng r& Héop 30
1 Etest fl .
0| Btest Ciprofloxacin | i chudn ISO: 13485 hodic trong duong thanh
11 | Btest Doxyeycline Than.hﬂ nhua Xrn(")ng chura khéngv sinh Doxycyline ndng d 0,016-256 pg/ml, dong timg thanh riéng ré Hop 30
DPat tiéu chuan ISO: 13485 hodc twong duong thanh
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12 | Etest Gentamvein Thanh nhya mong chira khéng sinh Gentamicin nong d 0,016-256 pg/ml, dong timg thanh riéng ré Hop 30
4 Pat tiéu chuin ISO: 13485 hodc tuong duong thanh
13 | Btest Imipenem Than.hﬂ nhua Xrnong chura khangv sinh Imipenem nong d6 0,002-32 pg/ml, dong ting thanh riéng ré Hop 30
Dat tiéu chuan ISO: 13485 hodc twong duong thanh
Thanh nhya mong chira khéng sinh Meropenem ndng d6 0,002-32 pg/ml, 30 thanh/ hop Hop 30
14 |Etest M .
est Metopenem Pat tiéu chudn ISO: 13485 hodc twong duong thanh
Etest  Trimethoprim/ Thanh ¥1Ahua I}léng chira khang sinh Trimethoprim/sulphamethoxazole ndng d6 0,002-32 pg/ml, dong timg Hop 30
15 Sulfamethoxazole thanh riéng re thanh
u Xaz .
Pat ti€u chuan ISO: 13485 hoac twong duong
. Thanh nhia mong chira khang sinh Vancomycin ndng d6 0,016-256 pg/ml, dong timg thanh riéng ré Hop 30
16 Etest Vancomycin Pat tiéu chuan ISO: 13485 hoic twong duong thanh
I rest Piperacillin/ Tilanh IAlhua mong f:hua‘khang smh‘ {’1perflc1llm/Tazobactam nong dg 0.016 -256pug/ml va Tazobactam Hop 30
17 Tazobactam nong do 4ug/ml, dong tung thanh riéng ré thanh
Pat tiéu chuan ISO: 13485 hoic twrong duong
18 | Etest Ceftriaxone Than'hA nhya Xmong chtra khangu sinh Ceftriaxone nong do 0,016-256 pg/ml, dong ting thanh riéng ré Hop 30
Pat ti€u chuan ISO: 13485 hoac twong duong thanh
19 Etest Khang sinh|Thanh nhya mong chtra khang sinh Cefepime nong d6 0,016-256 pg/ml, dong timg thanh riéng r& Hop 30
Cefepime Pat tiéu chuan ISO: 13485 hoic twong duong thanh
Thanh tam khéang sinh :
, an ) am ., an‘g S Thanh nhya méng chira khang sinh Ceftolozane/Tazobactam nong o Ceftolozane 0.016-256 ng/mL va .
xac dinh gid tri MIC N . , Lo n . Héop 30
20 A A, : .z.| Tazobactam nong d¢ 4 pg/mL. dong gobi tung thanh riéng ré
(nong do uc ché toi N 2 . thanh
2 Dat tiéu chuan ISO: 13485 hodc twong duong
thiéu)
) Thanh thm khang sinh glaglhl nélui nr;(")ér‘lg Ciﬁi ?zilng t:rrllh tI}rlnilfl)leilieirrrll/I?itlebactam nong d6 Imipenem 0.002-32 pg/mL va ndng Hop 30
xdc dinh gig tri MIC| 0 o coactamm @ HE/mL Tong s tan Hehg fe thanh

Pat tiéu chudn ISO: 13485 hoic trong duong
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(ndng do Gc ché tdi
thiéu)

Thanh tdm khang sinh

” xac dinh gia tri MIC|Thanh nhya méng chira khang sinh Ceftazidime ndng d6 0,016-256 pg/ml, dong ting thanh riéng r& Hép 30
(ndng d6 e ché tdi|Pat tiéu chudn ISO: 13485 hoic trong duong thanh
thiéu)

Thanh tim khang sinh ‘
, a . am ., an‘g - Thanh nhya méng chira khang sinh Ceftazidime 0,016-256 pg/ml va Avibactam nong do 4 pg/ml, dong .
xac dinh gid tri MIC| | o Hop 30
23 (néng d6 twc ché tbi timg thanh riéng re thanh
2 8 & Pat tiéu chuan ISO: 13485 hoic turong duong
thiéu)
Thanh tdm khang sinh

24 xac dinh gid tri MIC |Thanh nhya mong chtra khang sinh Fosfomycin nong d6 0.032-512 pg/ml, dong ting thanh riéng ré Hop 30

(ndng d6 e ché tdi|Pat tiéu chuan ISO: 13485 hoic trong duong thanh

thiéu)

Phin 16: PP260006708

6: Phan 10: Hoéa chat nhuém va méi truwong nudi cdy, phan Iap, méi truong nudi ciy dong kho (30 mit hang)

Moi truong canh thang
nudi cdy vi khuan ky
khi

MBoi truong nudi cay vi khuan ky khi. Chira Casein peptone (bovine), Mixture of peptones (bovine,
porcine) (vegetal), Growth factors, Sodium chloride, Buffer, Dextrose (vegetal), Hemin (porcine),
Vitamin K3. pH7.6. Pat tiéu chuin ISO: 13485 hoic twong duong

Hop 20 ong

Moi truong phan lap vi
khuén ky khi

MBoi truong phén 14p vi khuan ky khi. M6i truong chira cac yéu td ting trudng: yeast extract (cao ndm
men), hemin va vitamin K3 va thém mau ciru, Chét khir (L-cystine) va dextrose, pH 7.3
Pat tiéu chuan ISO: 13485 hoic twrong duong

Hop 20 dia

Moi truong khang sinh
d vi khuan ky khi

MBoi truong phén 1ap vi khuan ky khi va xac dinh MIC str dung phuong phéap Etest, chira cac yéu t6 phat
trién nhu dich chiét nAm men, hemin va vitamin K1 va thém 5% mau ctru, Sodium bisulfite va glucose,
pH 7.2

Pat tiéu chuan ISO: 13485 hoic twrong duong

Hop 20 dia
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B6 nhudm Ziehl Neelsen dung dé thuc hién xét nghiém nhudm soi. Bao gém 03 dung dich thuéc nhudm

B0 thuoe nhu¢m Zichl- thanh phén 1a Carbol Fuchsin, Alcohol acid (Hydrochloric acid in ethanol) va Methylene Blue. B0 3 chai
neelsen o 2 B 250ml
Dat tiéu chuan ISO: 13485 hodc twong duong
Bo nhuém ding dé thuc hiép xét nghiém nhudm vi sinh vat theo phuong phap Gram. Bao gém 04 dung B5 4 chai
B0 nhuom Gram dich thuoc n%lu(f)m thanh phan 1a Crystal Violet, Lugol , Decolor (alcohol-acetone) va Safranin. 2 s0ml
Pat ti€u chuan ISO: 13485 hoac twong duong
Dia thach do sin chira moi truong s dung dé nuoi céy va thir tinh chit tan mau cta cac loai vi sinh vat
kho tinh va khong kho tinh, dap tmg theo tiéu chuan ciia CLSI. Pia 90mm.
Thach méu Ba? g61 bf“mgir'nén% ban thém Cellophane. ‘ ‘ . Hop 10 dia
Thanh phan t6i thiéu: Special peptone, Starch, Sodium chloride, Defibrinated Sheep blood, Agar, pH:
7.3+£0.2 ¢ 25°C
Pat tiéu chudn ISO: 13485 hoic trong duong
Dia thach d6 sin c6 bd sung cac chat kich thich ting truong duoc sir dung dé nudi ciy cac loai vi sinh vat
khé moc, dic biét 1a Neisseria spp. va Haemophilus, khong chtra cac chat phu gia hay chat bao quan.
Dap tng: "Yéu cau kiém soat chat luong tdi thiéu cho nha san xuat d6i véi moi trudng nudi cdy do san",
theo tiéu chuan cua CLSL
bia 90mm.
Thach Chocolate BjclO géj bé“m:g n‘léng baiin théqm flellc:phiu‘qe cc:> tinh nang chdng 4m giup dam bao chit luvong trong qua trinh Hop 10 dia
bao quan, dé dang phan huy bao vé€ moi truong.
Thanh phan tdi thiéu: Special peptone, Starch, Sodium chloride, Defibrinated sheep blood, Agar,
Multivitox (bao gém 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
Dong goi: 10 dia/Hop. Pat tiéu chuan ISO: 13485 hodc tuong duong
Pia thach d6 s&n mau tréng duc chira méi truong tao mau dugce st dung dé dinh danh so bo va phan biét
Thach UTI tat ca cac vi sinh vat chinh 1a nguyén nhan gy nén bénh nhiém tring dudng tiét niéu (UTI). Bia 90mm. | Hop 10 dia

Bao goi bang mang ban thim Cellophane.
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Thanh phan tdi thiéu: Peptone, Chromogenic mix, tryptophane, Agar, pH: 6.8 0.2 & 25°C;
Pat tiéu chudn ISO: 13485 hoic trong duong

Dia thach d6 sin chira méi truong phan 1ap va phéan biét cho phat hién cac vi khudn Enterobacteriaceae
trong cac mau bénh pham c6 ngudn gbc 1am sang. Péap tg tiéu chudn ciia CLSI. Dia 90mm.

9 Thach MacConkey | Bao goi bang mang ban thdm Cellophane . Héo 10 dia
Agar Thanh ph:?m tdi thiéu: Peptone, lactose, Bile salts, Sodium chloride, Neutral red, Crystal Violet, Agar, pH: P
7.1£0.2 6 25°C
Pat tiéu chuan ISO: 13485 hoic twrong duong
Dia thach d6 sin duoc sir dung dé phan 1ap mot s6 Shigella va Salmonella tir cac mau bénh pham. Pap
g tiéu chuan cia CLSI. Pia 90mm.
Bao goi bang mang ban thim Cellophane. .
10 [Thach SS A L g - Hop 1
0 ach S5 Agar Thanh phan t6i thi€u: Beef extract, Peptone, Lactose, Sodium thiosulphate, Amonium ferric citrate, Bile op 10 dia
salts, Trisodium citrate, Neutral red, Agar, pH: 7.0+0.2 ¢ 25°C
Pat tiéu chudn ISO: 13485 hoic trong duong
Dia thach d6 sin dugc st dung dé nuoi céy, phan 1ap cac mam bénh vi khuin Gram am duong rudt. Pap
{ng tiéu chuan ciia CLSI. Dia 90mm.
Thach Hektoen Enteric Ba? g61 bfmgir'nan% ban tham Cellophane. N ‘ ' )
11 Acar Thanh phan t6i thiéu: Proteose peptone, Yeast extract, Lactose, Sucrose, Salicin, Bile salts No.3, Sodium | Hop 10 dia
£ chloride, Sodium thiosulphate, Ammonium ferric citrate, Acid fuchsin, Bromothymol blue, Agar, pH: 7.5
+0.2 § 25°C
Pat tiéu chudn ISO: 13485 hoic trong duong
Dia thach: méi truong d6 sin chira méi truong sinh mau duge sir dung dé phan lap va phan biét
. . : . .| Streptococcus nhom B. Pia 90mm. Bao goi béng mang ban thdm Cellophane.
B6 méi truong dé phan . N .. ) )
R . i ... | Thanh phan t6i thi€u: Peptone and yeast extract, Salts, Chromogenic mix, Growth factors mix, Selective R R
12 |lap va phan Dbiét Hop 10 bo

Streptococcus nhém B

mix, Agar; pH: 7.3£0.2 ¢ 25°C.
Ong: Ong nhya chira 5Sml méi trudng dang 16ng c6 khang sinh dung dé tang sinh chon loc cho lién cau,
dic biét 1a lién cau nhom B (GBS)
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Thanh phén tdi thiéu: Infusion from 450 g fat-free minced meat, Tryptone, Glucose, Sodium bicarbonate,
Sodium chloride, Disodium phosphate, Nalidixic acid, Colistin sulfate, pH: 7.84+0.2 ¢ 25°C.
Pat tiéu chudn ISO: 13485 hoic trong duong

Moi trudong van chuyén

Ong diia nhya chtra 3ml méi trudng thach dung duogc cai tién dé kéo dai thoi gian van chuyén cac mau
bénh phém, dic biét 1a mau bénh phém cho sang loc lién clu B.
Thanh phan tdi thiéu: Charcoal pharmaceutical, Sodium chloride, Sodium hydrogen phosphate, Potassium

13 lién cau B dihydrogen phosphate, Potassium chloride, Sodium thioglycollate, Calcium chloride, Magnesium Hop 50 ong
chloride, Agar, pH 7.2 £ 0.2 6 25°C
Pat tiéu chuan ISO: 13485 hoic twrong duong
Moi truong db sin thuong dung dé thuc hién thao tac khang sinh do trong 1am sang, dwoc dé xuit boi
CLSI cho kiém tra si nhay cam véi khang sinh dbi voi Haemophilus species. Dia 90mm.
Bao go6i bang mang ban thim Cellophane.
Thach  Haemophilus |Kiém tra chit lugng bang cac ching chuan dap Gmg yéu cau kiém soat chat lugng t6i thiéu theo khuyén .
14 ) ., Hop 10 dia
Test Medium Agar cao cua CLSIL
Thanh phén t6i thiéu: Acid Digest of Casein, Beef Extract, Starch, Yeast Extract, Hematin, NAD, Agar,
pH7.3+0.2
Pat tiéu chuan ISO: 13485 hoic twrong duong
Pia thach d6 sin dugce st dung dé kiém tra tinh nhay cam khang sinh ctia vi sinh vat khong kh6é moc. Pia
90mm.
Bao goi bang mang ban thim Cellophane. Kiém tra chit luong bing cac ching chuin dap tng yéu cau
15 | Thach Mueller Hinton |kiém soat chat lugng t6i thiéu theo khuyén cao cta CLSI. Hop 10 dia
Thanh phén tbi thiéu: Acid Digest of Casein, Beef Extract, Starch, Agar, Sodium chloride; pH: 7.3+0.2 &
25°C
Pat tiéu chudn ISO: 13485 hoic trong duong
Thach Mueller Hinton bia th?l.ch fié sacuT du’(yc:‘ s cil_mg dé kiém tra tinh nhay cam khang sinh ctia vi sinh vat kho moc. Pia 90mm. )
16 Bao goi bang mang ban tham Cellophane. Hop 10 dia

+ 5% mau ctru

Kiém tra chat lugng bang cac chung chuan dap tng yéu cau kiém soat chat luong tdi thiéu theo khuyén
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céo cua CLSI.

Thanh phén t6i thiéu: Acid Digest of Casein, Beef Extract, Starch, Agar, Sodium chloride, Defibrinated
Sheep Blood, pH: 7.3+0.2 ¢ 25°C

Pat tiéu chudn ISO: 13485 hoic trong duong

Pia thach db sin chua
moi truong dung cho

Dia thach d6 sin chira méi truong dung cho kiém tra sy nhay cam vé6i khang sinh ciia vi khuan khé moc.
bia 90mm.

Bao goi bang mang ban thim Cellophane.

Kiém tra chat lugng bang cac chung chuan dap tng yéu cau kiém soat chat luong tdi thiéu theo khuyén

Khuin kh§ moc Thanh phan ti thiéu: Casein hydrolysate, Beef, dehydrated infusion from 300g, Starch, Agar;
4 il Defibrinated Horse Blood; NAD; Agar; pH 7.3 £ 0.2 6 25°C;
Pat tiéu chudn ISO: 13485 hoic trong duong
Pia thach d6 sin chira méi truong gidu dinh dudng thich hop dé nudi cay hau hét cac loai vi khuan
ma khong co su yéu cAu dic biét ndo t6i sinh truong cua chung. Pia 90mm.
18 | Thach Nutrient Agar | Bao géi bang mang ban tham Cellophane. Hop 10 dia
Thanh phan tdi thiéu: Peptone, Beef Extract, Yeast Extract, Sodium chloride, Agar, pH 7.3 + 0.2 & 25°C
Pat tiéu chuan ISO: 13485 hoic twrong duong
Dia thach d6 sin chira méi truong c6 pH thap thuong dung dé nudi cy va phan biét cac loai nam khac
nhau, nAm méc, ndm men. Pia 90mm.
19 Thach Sabouraud | Bao goi bang mang ban thim Cellophane c6 tinh ning chéng 4m gitp dam bao chat lugng trong qué trinh Hoo 10 dia
Dextrose Agar bao quan, dé dang phan huy bao vé moi trudng. P
Thanh phan ti thiéu: Mycological peptone, Glucose (dextrose), Agar, pH: 5.6+0.2 &25°C
Dong goi: 10 dia/Hop. Pat tiéu chuan ISO: 13485 hodc tuong duong
Moi trudong phan 1ap |Pia thach dd sén chira moi truong phan 1ap chon loc cho ndm men, ndm moc, c6 bd sung khang sinh chon
20 chon loc cho nim men, |loc. Pia 90mm. Hop 10 dia

nam moc, c6 bo sung
khang sinh chon Ilgc.

Bao go6i bang mang ban thim Cellophane c6 tinh ning chéng 4m gitp dam bao chét lugng trong qué trinh
bao quan, dé dang phan huy bao vé méi trudng.
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Thanh phan ti thiéu: Mycological peptone, Glucose (dextrose), Chloramphenicol, Agar, pH 5.6 + 0.2 &
25°C
Dong goi: 10 dia/Hop. Pat tiéu chuan ISO: 13485 hodc tuong duong

21

Mobi truong sinh mau
dung dé phat hién E.
coli sinh doc t6 Shiga-
Toxin

Dia thach d6 sin chira moi truong sinh mau ding dé phat hién E. coli sinh doc td Shiga-Toxin. Dia
90mm.

Bao goi bang mang ban thim Cellophane.

Thanh phan tdi thiéu: Peptones and yeast extract, Salts, Chromogenic mix, Selective mix, Agar, pH 6.9 +
0.2 6 25°C.

Pat tiéu chuan ISO: 13485 hoic twrong duong

Hop 10 dia

22

Moi truong giau dinh
dudng dung dé nudi
cdy cac loai vi sinh vét
ké ca vi sinh vat kho
tinh

Ong nhya chtra 5Sml moéi truong giau dinh dudng dung dé nudi ciy cac loai vi sinh vat ké ca vi sinh vat
kho tinh. Pap tmg tiéu chuan caa CLSL.

Thanh phan t6i thiéu: Brain infusion solids, Beef heart infusion solids, Proteose peptone, Sodium
chloride, Glucose, Disodium phosphate, pH 7.4 = 0.2 & 25°

Pat tiéu chuan ISO: 13485 hoic twong duong

Hop 10 ong

23

Ong nghiém 2 ml co
nap

- Thé tich 2 mL véi déy tron, ren ngoai

- C6 vach chia thé tich va khoang ghi chu

- Vat liéu tdi thiéu: polypropylene, chiu dugc nhiét do dén -196°C
- Vong dém silicon giap niém phong an toan

- Khong chat gay sbt va khong chira DNase/RNase

- Tiét trung

- Pép tng tiéu chuan ISO 13485 hoic tuong duong

Thung 500
cai

24

Bot thach Mau (Blood
agar)

Moi truong da nang khong chon loc duoc dung dé ting sinh cac vi khuan gay bénh va khong gay bénh.
Moi truong dang bot, mau rom

Thanh phan (g/1): Lab-lemco' powder 10.0, Peptone Neutralised 10.0, Sodium chloride 5.0, agar 15.0,
pH: 7.3£0.2

Béo quan: 10-30°C

Dép tmg tiéu chuan ISO 13485 hoic twong duong

Hop 500¢g
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25

B6t Thach Macconkey

Mot moi trudong chon loc phan biét dac biét gitra coliforms va céc vi khuén khong 1én men lactose voi sy
tic ché cua vi khuan Gram duong.

Moi truong dang bdt min, mau rom

Thanh phan (g/1): Peptone 20.0, Lactose 10.0, Bile salts No.3 1.5, Sodium chloride 5.0, Neutral red 0.03,
Crystal violet 0.001, Agar 15.0

pH: 7.1 £0.2 tai 25°C

Bao quan: 10-30°C

Dép tmg tiéu chuan ISO 13485 hoic twong duong

Hop 500g

26

Bot thach Uti

Moi trudng nudi cay sinh mau dé dinh danh va phan biét tit ca cac vi sinh vat chinh gay nhiém tring
duong tiét niéu (UTIs).

Moi truong dang bot, mau rom

Thanh phan (g/1): Peptone 15.0, Chromogenic mix 26.3 , Agar 15.0

pH: 6.8 £0.2 tai 25°C

Bao quan: 10-30°C

Dép tmg tiéu chuan ISO 13485 hoic twong duong

Hop 400g

27

Bot thach Sabouraud

- Mbi trudng pH axit dé phan 1ap nim da, cac loai ndm va ndm men khéc

- Méi truong dang bot min, mau rom

- Thanh phan (g/1): Mycological peptone 10.0, Glucose (dextrose) 40.0, Agar 15.0
-pH 5.6 £ 0.2 tai 25°C

- Pép tng tiéu chuan ISO 13485 hoic tuong duong

Hop 500g

28

Bot thach Mueller
Hinton

Moi truong thir nghiém nhay cam khéang sinh.

MBoi truong tiéu chuan cho phuong phap Bauer-Kirby.

Moi truong dang bot min, mau rom.

Thanh phan (g/1): Beef, dehydrated infusion from 300.0, Casein hydrolysate 17.5, Starch 1.5, Agar 17.0,
pH: 7.3 £0.1 tai 25°C

Bao quan: 10-30°C

Dép tmg tiéu chuan ISO 13485 hoic twong duong

Hop 500¢g
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Maéi trudng dinh dudng cao ding cho nudi cdy streptococci, Neisseria va nhiing vi khuan khé moc khac.
Moi truong dang bdt min, mau rom

Thanh phan (g/1): Brain infusion solids 12.5, Beef heart infusion solids 5.0, Proteose peptone 10.0,
Glucose 2.0, Sodium chloride 5.0, Disodium phosphate 2.5 Hop 500¢g
pH: 7.4 +£0.2 tai 25°C

Bao quan: 10 - 30°C

Dép tmg tiéu chuan ISO 13485 hoic twong duong

Bot thach canh thang

2
? BHI

Sita bot tach kem dang bot kho, khong wa nhiét bd sung vao méi trudng nudi cy.
B6t thach Skinmilk | Dang bdt, mau kem sang

(moi trudng gitt chung) |pH: 6.0 — 7.0

Pat tiéu chudn ISO 13485 hodc twong duong

30 Hop 500g

* Ghi chu:
- Tén hang hda, yéu cau ky thudt, quy cdch chi mang tinh tham khdo, nha thau cé thé chao twong dwong hodc tét hon.

- Yéu cau thong sé ky thudt trén la t6i thiéu, chi nham muc dich mé ta va khéng nham muc dich han ché nha thau. Bat ky thuwong hiéu,
ky ma hiéu, nhan hiéu, catald ciia mét san pham cu thé, danh tir riéng (néu cé) trong bang yéu cau kj thudt chi tiét chi mang tinh tham khdo,
minh hoa cho cdc tiéu chudn chat lwong, tinh ndng ky thudt ciia hang héa, nha thau cé thé lya chon dir thau hang héa cé nguon goc, xudt xit,
nha san xudt, thuwong hiéu, md hiéu phit hop véi diéu kién cung cdp ciia nha thau nhung phai dam bdo yéu cdu tiéu chudn ky thudt, dic tinh kj
thudt, tinh nang sir dung “twong dwong” hodc “wu viét” hon han so véi yéu cau toi thiéu.

Nbi ham “twong dwong” duoc quy dinh trong yéu cau ki thuat duoc hiéu 1a:
(1) Puge co quan c6 tham quyén chimg nhdn tirong dwong tiéu chudn

(2) Twong dwong vé mdt ky thudt, tinh nang sir dung, tiéu chudn céng nghé
(3) Twong dwong vé chat lwong hinh dnh, d chinh xdc mau scc va goc nhin.
(4) Tuong tuong vé tinh chat co khi va thudc tinh vt ly cua vat liéu.

(5) Twong dwong vé tinh nang co ban, do tin cdy, pham vi ting dung
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(6) Twong dieong vé cong sudt; hiéu sudt, yéu cau théng sé dau vao, danh muc, dé chinh xdc két qud dau ra.
(7) Twong dwong vé gid tri do; d chinh xdc két qua do

(8) Twong dweong vé ham lwong, nong do, tinh chdt

(9) Cdc yéu té tuong dwong khdc

Nha thau cé thé chdo hang héa dwoe néu trén hodc loai hang héa khdc nhung phdi chirng minh s twong dwong hodc wu viét so véi hang
héa dwoc néu trén. Pé chirng minh sw twong dwong nha thau phdi cé bang so sanh chi tiét vé thong sé ky thudt, ddc tinh sik dung ciing cdc tai
lidu ky thudt kém theo dé chirng minh.

1.3. Cac yéu cau khac:

- E-HSDT dinh kém file Excel/file Word Bang so sanh dap tmg yéu cau k¥ thuét thé hién cac ndi dung dap Gng k§ thuat cia E-HSDT
s0 v6i yéu cau ctia E-HSMT va tdi thiéu cac thong tin sau cua hang hoa chao thau (Nha thau chiu trach nhiém vé tinh chinh xdc giita file
Excel/file Word va file scan nha thau cung cdp):

Yéu ciu ciia E-HSMT Dip tng ciia nha thiu Cac tiéu|. Ma
- chuin | VIYT | __
Danh Thong Hang sin xuat va dép tng | dung Tén thuong
STT s sb ky Hing chii s hiru S6 lwru 1SO | ch mai theo
MY | yeuchuky | Quy | Tén thwong > | Model/ky X o s | Quy | VT ( CHIE - op 5086
hang héa . i R thuat e (truwdmg hgp chi sé¢ Xuat xwr i hanh caa 13485: theo g
g thuat cach mai . ma hi¢u N N R cach . j ’ Néu cé
chao hiru khong phai hang hang hoa CE: 5086 (Néu ¢6)
thau san xuat) FDA...) (néu c6)

Muc 2. Ban vé:Khong c6 ban vé
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Muc 3. Kiém tra va thir nghi¢ém
- Viéc kiém tra, thir nghiém hang hoa trudce khi ban giao dugce tién hanh tai dia diém ban giao hang hoa.

- Chu dau tu c6 thé yéu cau Nha thau tién hanh kiém tra ngoai hgp dong nhung can thiét dé khang dinh hang héa d6 c6 dic tinh ky
thuat, hiéu suat dap ung yéu cu ctia hgp dong, véi diéu kién 1a cac chi phi hop 1y dé tién hanh thir nghiém, kiém tra d6 duoc cong thém vio
gia hop déng. Truong hop thur nghi€ém, kiém tra 1am cham tién d6 san xuit va/hodc tién do thuc hién cac nghia vu khac cua Nha thau theo
hop dong, Chi dau tu s& xem xét didu chinh ngdy giao hang, ngay hoan thanh dich vu lién quan va cac nghia vu khéac bi anh huéng.

- Chu dau tu c6 quyén tir chdi bat ky hang hoa, bd phan hang héa nao khong dap tng yéu cau trong cac budi kiém tra, thir nghiém
hoic khong phu hop véi dic tinh k§ thuét theo hop ddng. Nha thau phai thay thé bang hang hoa, bd phan hang hoa khac hoic tién hanh nhitng
diéu chinh can thiét dé pht hop véi cac ddc tinh ky thuat theo hgp dong va phai chiu tat ca chi phi lién quan dén viéc thay thé hodc diéu chinh
nay. Sau d6 Nha thau phai tién hanh kiém tra, thir nghiém lai va chiju tat ca chi phi phat sinh, dong thoi thong bao cho Chu dau tu theo quy
dinh.

- Chu dau tu s& tién hanh kiém tra giam sat, tdi thiéu theo cac ndi dung sau:

1. Kiém tra cac ching tir ciia hang hoa: (trong truong hop ban giao hang héa lan dau; nhitng lan tiép theo nha thau cé thé khéng can
cung cdp néu hang héa ban giao van thudc 16 hang héa da giao), cu thé:

+ Céc chimg tir nhip khiu bao gdm: T khai hai quan, Bill vén tai, Packing list hang hoa, invoice: 02 ban sao ctia don vi nhap khau.

+ Gidy chung nhan xuit xtt (CO) do Phong thuong mai va cong nghiép hodc co quan c6 tham quyén cua nude san xuat hodc nudce
xuét khau cép: 02 ban sao c6 chung thyc va dich thuét c6 chiing thuc. Néu 1a nude xuat khau cép phai ghi rd nudc san Xuét

+ Gidy chung nhan chat luong hang hoa cua nha san xuét hodc dai 1y Gy quyén hop phap cho 16 hang giao cho bén mua (CQ) hoic
Gidy chung nhan phan tich (COA C/A): Ban gbc hodc 02 ban sao ¢ ching thuc va dich thuat ¢6 ching thuc.

+ Néu hang hoa san xuét trong nude hodc gia cong trong nude hodc hang thwong mai xuat xt tai Viét Nam: Nha thau cung cip phiéu
xudt xuong hodc gidy chimg nhan ngudn gbc xuit x&t va chirng nhan chét lwong hang hoa cua nha san xuat: (ban gc hodc ban sao y cong
ching).
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* Poi v6i trang thiét bi y té thudc loai A, B phai c6 S6 cong bd tiéu chuan ap dung d6i véi thiét bi y té con hiéu luc do co quan ¢
thim quyén cap.

* Pbi voi trang thiét bi y té thudc loai C, D phai c6 SO luu hanh dbi véi thiét bi y té con hiéu luc do Bd Y té cap va Ban phan loai
Trang thiét bi y té.

+ Céac ching tur khac c6 lién quan...

Céc vin ban trén (néu 1a tiéng nudc ngoai) phai kém ban dich cong ching sang tiéng Viét;

2. Kiém tra tinh trang van chuyén, dong géi nguyén ven, dong bo cua hang hoa tai dia diém giao hang. Néu phat hién hu hong thi 1ap
bién ban hién truong bao cdo chu dau tu.

3. Kiém tra chat lwong va sb luong hang hoa trude khi ban giao

4. Kiém tra va ban giao cho bén sir dung: catalog, hudng din sir dung, ho so k¥ thudt, ching tir lién quan.
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