
BOYTE
VI~N SOT RET - KY SINH TRUNG

CON TRUNG TRUNG UONG

s6: M(;TB- VSR

CONG HoA xA HOI CHU NGHiA VIET NAM. . .
DQc l~p - TlJ do - Hanh phuc

Ha N(Ji, ngay '()tthcmg .3..nam 2025

YEU cAu BAo GIA
Kinh gUi: Cac cong ty, don vi, nha cung c~p hang hoa tai Vi~t Nam

Hien nay, Vien S6t ret - Ky sinh trung - Con trung Trung uong co nhu cau tiep
nhan bao gia d~ tham khao, xay dung gia goi thau, linn co So' t6 chirc hra chon nha
thau cung c~p hang hoa phuc vu cac hoat dong cua Vien giai doan nam 2025-2026 voi
n<)idung cu th~ nhu sau:

I. Thong tin cua don vi yeu cAu bao gia:
1. Dan vi yeu cau bao gia: Vien S6t ret - Ky sinh trung - Con trung Trung irong
2. Cach thirc tiep nhan bao gia:
- Ban cirng (co chtr ky, dong dau hQ'Pphap) giri true ti~p hoac qua dirong biru

dien.
- Dja di~m nhan bao gia: Van thu Vien S6t ret - Ky sinh trung - Con trung Trung

uO'ng, d·ia chi: s6 34, ducmg Trung Van, Phuang Trung Van, Qu~n Nam Til Liem,
Thanh ph?>Ha N<)L

3. ,Thai gian nh~n bao gia til .~ggia ..on.phlit, ngay .~ thang .j..nam 2025 d~n
tru6c. A?rgia ..00 .. phut, ngay .lhhang .. .3... nam 2025.

4. Thai hl;1n co hi~u IlJc Clla bao gia: T6i thi~u 90 ngay k~ til
ngay4.:r..thangJ ...nam 2025.

II. NQi dung yeu cAu bao gia:
1. H6 sa bao gia hQ'Pl~: Bao gia phai co day du thong tin dan vi bao gia, ngay,

thang, 'nam kY phat hanh bao gia va thai gian hi~u IlJc Clla bao gia, d6ng thai phai co
kY xac nh~n va dong d~u thea quy dinh. Bao gia da bao g6m thu~, phi giao hang, bao
hanh, bao tri, hu6ng d~n su d\lng tl;1iVi~n S6t ret - Ky sinh trung- Con trung Trung

uang. ,2. M~u bao gia: Ph\ll\lc 01 kem theo. ~
3. Danh m\lChang hoa: Ph\ll\lc 02 kem theo.
4, Dia di~m cung c~p hang hoa, dich V\l:Vi~n S6t ret - Ky sinh trung - Con trung .~

Trung uang; Dia chi: s6 34, duang Trung Van, Phuang Trung Van, Qu~n Nam Til
Liem, Thanh ph6 Ha N<)i.

5. Thai gian: giao hang dlJ ki~n: Nh~n hang thanh. cac dqt thea nhu cau su d\lng
tl;1iB~nh vi~n, thlJc hi~n trong vang 24 thang tinh til OJ. 7.2025.

6. N<)idung khac (n~u co): Dan vi bao gia gui kem thea cac tai li~u chung minh
v€ tieu chuAn ky thu~t, can cu d€ xu~t gia chao va cac tai li~u lien quan khac Clla hang
hoa nhu: K~t qua trung thau m~t hang tuang tIJ thea hinh thuc d~u thau r<)ngrai trong
vang 11 thang tru6c thai di~m bao gia; hgp d6ng trung thau ho~c to' khai hai quan co
gia hang hoa ....

Xin tFaritr<)llgcam an.!.
NO'inh{in:
- Nhu tien;
- Website eua Vi~n, B~nh vi~n (d~ eong khai);
-'Luu: VT, KHTC.

EN TRUONG
·-N TRUONG



BOYTE
VI~N SOT RET - KY SINH TRUNG

CON TRUNG TRUNG UONG

C~ONGHoA XA HOI CHU NGHiA VIET NAM. . .
DQc l~p - TV do - Hanh phuc

PHU LUC 01: MMJ BAo GIA
(Kem thea Thong baa s6~JjVSR-iB ngay 05... thang .~ .. nam 2025 cua Vien S6t ret

Ky sinh trung - Con trung Trung U'071g)

MiD bao gia:

CQNG HOA XA HQI CHU NGHiA VI~T NAM
DQc l~p - TV do - H~nh phuc

Ten dan vi bao gia: .
Dia chi: .
Ma s6 thue: .
se di¢n thoai lien h¢: .
Email: .

BAo GIA
Kinh gifi: Vi~n Sat ret-Ky sinh trung-Con trung Trungirong.
Dia chi: 34 Trung Van - P. Trung Van- Quan Nam Tir Liem- Ha Noi.

Tren co sa yeu du bao gia cua Vien s6t ret-Ky sinh trung-Con trung Trung uong
tai Thong bao s6 ..... /VSR-KHTH ngay .... thang .... nam 2025, chung toi ....[ghi ten,
~ia chi ~~lahang san xuat, nha cung cftp] bao gia cho hang hoa nhu sau:
1. Bao gia hang boa va djch VI} lien quan:

T Danh Ky, rna, Ma Niim Xu§t DO'nvi S6 Don Chi Thu~, Thanh
T muc nhan hi~u, HS san xu' Hnh hl'Q'ngl gia phicho phi, I~ ti~n

hang model, (n~u xu§t kh6i (VND) cac phi (VND)
hQa hang san co) IU'Q'ng djch vI} (n~u

xuftt lien co)
quan (VND)
(VND)

1 2 3 4 5 6 7 8 9 10 11 12
1
2
...
.. ,

" "

Tong
2. Bao gia nay co hieu lire trong vong: .... ngay (Ghi cu thi s6 ngay nhung

khong nh6 han 90 ngay), k~ tir ngiy A:}thang .J. nam 2025.
3. Chung toi cam k~t:

Khong dang trong qua trinh thl,Ic hi¢n thu t\IC giai th~ ho~c bi thu h6i
Gifty chung nh~n dang ky doanh nghi~p ho~c Gifty ch(rng nh~n dang ky
h('>kinh doanh ho~c cac tii li~u tuang dudng khac; khong thu('>ctnrang
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hop melt kha nang thanh toan thea guy dinh cua phap lu~t v~ doanh
nghiep.

- Gia tri cua hang hoa neu trong bao gia la phil hop, khong vi pham guy
dinh cua phap luat v~ canh tranh, ban pha gia,

- Nhtrng thong tin neu trong bao gia la trung thuc .
.. .., ngay .... thang ....nam ....

Dai di~n hop phap ella hang san xu§t, nha eung e§p<*)
(Ky ten, dong delu(neu eo))

Ghi chu:
(*) Nguoi dai dien thea phap luat hoac nguoi duoc nguoi dai dien thea phap

luat uy quyen phai ky ten, dong delu(neu eo). Truong hop uy quyen, phai giri kern theo
giely uy quyen ky bao gia. Truong hop lien danh tham gia bao gia, dai dien hop phap
cua teltca cac thanh vien lien danh phai ky ten, dong delu (neu eo) vao bao gia.

r-
Hil N9i, ngily.~.thcing ...} ..nam 2025

KT. VI~N TRUONG
-NTRUONG

Tr§n Quang Pht,Ie
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BOYTE
VI:¢NSOT RET - KY SINH TRUNG

CON TRUNG TRUNG U'ONG

CONG HoA XA HOI CHU NGHiA VIET NAM.. .. .
DQc I~p - TI}'do - H~nh phuc

PHU LUC 02: DANH MUC HANG HOA
(Kern thea Thong bao s6:J.1YvSR-TB ngay .C?r.ihang3..nam 2025 cua Vien S6t ret

Ky sinh trung - Con trung Trung uong)

TT Danh muc Mo ta yeu du Don se luong d~
v~ tieu chuan ky vi xu~t giai doan

thu~t tinh narn 2025-2026
I Boa ch~t, v~t tu nrong thich vo; may

xet nghi~m huy~t hoc Nihon Kohden
Celltac F

1 H6a ch§.t pha loang dung cho may phan Bang 01: Yeu Thung 41
tich huyet hoc du tieu chu§.n ky

2 H6a ch§.t ly giai hong dou dung cho thuat cua hang Chai 30
may phan tich huyet h9C h6a thuoc phan I:

3 H6a chat ly giai hong du dung cho
H6a chat, v~t tu

Chai 30nrong thich voi
may phan tich huyet h9C d~ bach phan may xet nghiern
bach c§.u huyet h9C Nihon-

H6a chat nra dung cho may phan tich4 Kohden Celltac F Thung 7
huyet h9C 10<,1id~m d~c

5 H6a ch§.t nra dung cho may phan tich Thung 9
huyet h9C

6 H6a chat dung cho may phan tich huyet L9 18
h9C dung d~ n9i ki~m milc thuang

7 H6a ch§.t dung cho may phan tich huy~t L9 18
h9c dung d~ n9i ki~m milc cao

8 H6a ch§.t dung cho may phan tich huy~t L9 18
h9C dung d~ n9i ki~m milc th§.p

9 Day bam may Nihon Kohden Celltac F Chi~c 4

10 Phin 19Cmay Nihon kohden Celltac F Chi~c 20

11 H6a ch§.t dung cho may phan tich huy~t L9 4
h9c d~ hi~u chu§.n may huy~t h9CNihon
Kohden Celltac F..

II Hoa ch~t tU'O'Ilgthich v6'i may xet
nghi~m huy~t hQcSiemens ADVIA
2120i

1 H6a ch§.t t<,10dong cho phan tich t~ bao Bang 02: Yeu Can 60
mau c§.u tieu chu§.n ky

2 H6a ch§.t t<,1odong cho phan ttch cac thu~t cua hang H9P 4
thanh ph§.n b<,1chc§.u hoa thu9c ph§.n
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TT Danh muc Mo ta yeu c~u Don sa Imyng d~
V~ tieu chuan ky VI xu~t giai doan

thuat tinh nam 2025-2026
3 H6a chat nra h~ thong II: H6a chat H9P 12

4 H6a ch~t phan tich thanh phan bach du tucmg thich voi
H9P 20

may xet nghiern
huyet hQc
Siemens ADVIA
2120i

5 H6a ~h~~phan tfch hong cau, bach du H9P 22
va tieu cau

6 H6a chat kiern chuan cho xet nghiern LQ 57
huyet hoc mire binh thirong

7 H6a chat kiem chuan cho xet nghiern LQ 57
huyet hoc mire cao

8 H6a ch~t kiem chuan cho xet nghiem LQ 57
huyet hoc mire thap

III Boa ch~t, v~t nr nrong thich v6'i may
xet nghiem sinh hoa Beckman
Coulter AU680

1 Day d~n Roller tubing Bang 03: Yeu Chi~c 6
2 Den doc photometer lamp c~u tieu chuan ky Chi~c 6

H6a ch~t nra
thuat cua hang

3 h6a thuoc ph~n Can 20
4 Dinh IU9'11gBilirubin toan phan III: Hoa chat, v~t H9P 3

5 Dinh IU9'11gCholesterol toan phan
tu nrong thich

H9P 13voi may xet

6 Dinh hr9'11gGlucose nghi~m sinh h6a
H9P 27Beckman Coulter

7 Dinh luqng Protein toan ph~n AU680 H9P 4

8 Dinh IU9'11gAlbumin trong huy~t thanh H9P 3
va huy~t tuang

9 V~t li~u ki~m soM xet nghi~m h6a sinh LQ 40
muc 2

10 V~t li~u ki~m soM xet nghi~m h6a sinh LQ 40
muc 3

11 Dinh luqng Acid Uric H9P 8

12 Dinh IU9'11gCreatinin H9P 28

13 H6a ch~t dinh IU9'11gUre H9P 41
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TT Danh muc Mo ta yeu du Don s6 lueng d~
v~ tieu chuan ky V! xu§t giai doan

thu~t tinh narn 2025-2026
14 Do hoat d(>GGT (Gamma Glutamyl H(>p 36

transferase)

15 Dinh hrong Triglyceride H(>p 18

16 H6a chfrt hieu chuan cho cac xet L9 22
nghiem sinh h6a thuong guy

17 Dinh luong Bilirubin tnrc ti~p H(>p 3

18 £)0 hoat d(>AL T H(>p 129

19 Do hoat d(>AST H(>p 256

IV Hoa ch§t, v~t tu tuong thich vo; may
xet nghi~m mi~n djch Cobas e411

1 H6a chfrt xet nghiem IgE Bang 04: Yeu H(>p 536
2 H6a chat hieu chuan xet nghiem IgE du tieu chuan ky H(>p 4

thuat cua hang
h6a thuoc phan
IV: H6a chfrt, V?t
tu nrong thich
voi may xet
nghiem • Amien

3 Chfrt nra dung cho cac xet nghiern mi~n
dich Cobas e411

Thung 71
dich

4 Dung dich h~ thong kich hoat tin hieu Thung 74
dien h6a phat quang

5 Dung dich lam sach h~ thong L9 21
6 D~u con hut m~u Chi~c 115.200
7 C6ng xet nghi~m mi~n djch Chi~c 46.800
8 H6a chfrt ki~m tra xet nghi~m: FT3, H(>p 10

FT4, TSH, T3, T4, AFP, CEA, HCG +
~ ...

9 H6a chfrt dung d~ pha loang m~u xet H(>p 10
nghi~m mi~n dich (Troponin T, CEA,
AFP, ...)

10 H6a chfrt xet nghi~m AFP H(>p 40
11 H6a chfrt t~o duemg chuAn cho xet H(>p 4

nghi~mAFP
12 Dung dich v~ sinh may phan tich mi€n Hop 4

dich

V Kit ELISA
1 ELISA khang th~ san la gan Ian Bang 05: Yeu H(>p 140

6



TT Danh muc Mo hi yeu cAu Don sa luong d~
v~ tieu chuan ky vi xu§t giai doan

thuat tinh narn 2025-2026
..

du tieu chuan ky2 ELISA khang the giun diia eh6 H(>p 1.170

3 ELISA khang the ~u trung san lQ11 thuat eua hang H(>p 53
h6a thuoc ph~n

4 ELISA khang the giun hron V: KftELISA H(>p 605

5 ELISA khang the giun chi H(>p 10

6 ELISA khang the amip (Entamoeba H(>p 40
histolitiea)

7 Elisa khang the san day eh6 H(>p 645

8 ELISA khang the giun d~u gai H(>p 275

9 ELISA khang the san la phoi H(>p 26

10 ELISA khang the giun diia H(>p 21

11 ELISA khang the san mang H(>p 28

12 ELISA khang the giun xoan H(>p 32

13 ELISA khang the san la gan nho H(>p 155

14 ELISA khang the giun hron nao H(>p 18

Test chin doan nhanh
..

VI

1 Test chan doan nhanh benh viern gan B- Bang 06: Yeu Test 8.500
HbsAg e~u tieu chuan ky

2 Test nhanh phat hien khang nguyen thuat eua hang Test 22.500
H.Pylori Ag trong phan h6a thuoc phan

. VI: Test eh~n
3 Que thir mroc tieu 10 thong tuong thich dean nhanh Test 4.000

voi may siemens

4 V?t lieu kiem soat xet nghiem mroc tieu Test 100
tuong thich voi may xet nghiern mroc
ti€u Cobas u411

5 Que thu nuae tieu 10 thong s6 tuang Test 10.000
thfeh vai may xet nghi~m nuae ti€u
eobas u411

6 Gi~y in tuang thfch vai may eobas u411 Cu(>n 40

7 Test nhanh Crypto Test 200

8 Test nhanh Giardia Test 200

9 Test nhanh Entamoeba Test 200

10 Test nhanh s6txu~t huy~t Test 200

VII Boa ch~t, v~t tll' tieu hao
Bang 07: Yeu Chai

1 Nuae mu6i sinh ly e~u tieu ehu~n ky 500 114
thu?t eua hang ml
h6a thu(>e ph~n Dng 5 2002 Nuae c~t tiem VII: H6a eh~t, ml
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TT Dauh muc M6 ta yeu du DO-It sa 1U'Q'Ilgd~
v~ tieu chuan ky vi xu§t giai doan

thu~t tiuh nam 2025-2026

3 Clm 70 d9
v~t tu tieu hao Chai 445

500ml
4 Dung dich sat khuan nhanh Lit 130
5 Lamkinh Chiec 100.800
6 G<;lCvai Met 600
7 H9P an toan dung bam kim tiern H9P 850
8 Bang dinh vet thuong Mieng 147.900
9 Bam tiem 5 ml dung mot l~n Chiec 114.000
10 Bong y tS G6i 7.000
11 Lamen Chiec 140.000

--
12 Gang tay khong bot Doi 9.000
13 Gang tay c6 bot Doi 9.000
14 L9 dung phan ChiSc 83-.500
15 Kh~u trang y tS 4 lap Chiec 45.650
16 Niroc ccit2 l~n Lit 2.000
17 Pipette nhira ChiSc 2.000
18 Ong nghiern (lclymroc tieu) Ong 15.000
19 Ong nghiem chan khong EDTA K2 Ong 100.000
20 D~u tip 2).!l- 200).!l Chiec 430.000
21 Tube nhua vo khuan 1,5 ml day nhon Chiec 530.000
22 D~u tip 0,1-1O).!l ChiSc 310.000
23 D~u tip 20-300 ul Chiec 1.000
24 D~u tip 50-1000 ul Chiec 1.000
25 Ong nghiem nhua n~p trang Ong 100.000
26 Ong nghiem Heparin (Lithium) chan Ong 55.000

khong
27 Ong n~hi~m Heparin Lithium 2ml Ong 55.000
28 C6c thot day ChiSc 20

29 H9P dung bong c6n H9P 6

30 Day garo ChiSc 10

31 Khay chfr nhat ChiSc 5

32 Gel sieu am Lit 200

33 Ong lclymau chan khong chtra chcltkfch Cai 65.000
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TT Danb muc Mo ta yeu du Don sa luong d~
v~ tieu chuan ky vi xu§t giai doan

tbu~t Hnb nam 2025-2026
hoat dong mau

34 Kim l~y rnau chan khong hai dfiu d6c Cai 65.000d\lc
35 Gia dO'kim chan khong dung mot l~n Ong 65.000
VIII V~t to' khac
1 Tui nilong vang Bang 08: Yeu Kg 50
2 Tui nilong xanh cau tieu chuan ky Kg 30
3 Tui nilong trang

thuat cua hang
h6a thuoc phan Kg 15

4 Tui nilong den VIII: V~t tu khac Kg 10
5 Khan gifryda nang Cuon 1.400
6 D6ng h6 dern ngiroc di~n ttl Chi~c 10
7 Gifry1auda hang Kg 1.500
8 GifrYin nhiet Cuon 1.500
9 C6c gifrydung 1 l~n Cai 100.000
10 Niroc nra tay Chai 300
11 Tui zip dung thuoc kg 30
12 Gang tay cao su Doi 100
13 Nuoc t§.yJaven Lit 200r----
14 Khan m~t Chi~c 500
15 Khan !11~tvuong trang Chi~c 500

-
.,'

16 Tui nilon dung rae rnau xanh (KT:40 x Kg 96060 em)
17 Tui nilon dung rae mau xanh (KT: 90 x Kg 400

110 ern)
18 B(>tgiat Kg 370

Ha N9i, ngay.e;s..thang ~ ..nam 2025
~~~YIEN TRUONG

o-NTRUONG
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Bang 01: Yeu c§u tieu chuan ky thu~t cua hang hoa thuQc ph§n I: Hoa ch§t, v~t to'
tuong thich vOimay xet n~hiem huyet hoc Nihon Kohden Celltac F.
TT Danh muc Tieu chuan ky thu~t
1

2

3

Hoa chat ly giai
h6ng c~u dung cho
may phan tich
huySt hQc

Hoa chat ly giai
h6ng c~u dung cho

Quy dinh han dung:
+Han dung t6i thieu con 45 ngay k~ tir khi nhan hang d6i voi
hang hoa co tuoi tho nr :'S 03 thang,
+Han dung t6i thieu con 04 thang k~ til khi nhan hang d6i voi
hang hoa co tu6i tho :'S 12 thang,
+Han dung t6i thieu con 06 thang k~ tir khi nhan hang 06i voi
hang hoa co tuoi tho til > 12 thang dSn 18 thang.
1. Tieu chuan chung:
- Hang moi chua qua S11 dung.
- Dat chirng nhan ISO 13485 hoac tuong duong
2. Tieu chuan ky thuat cu the:
- Dung lam chcitpha loang cho may phan tich huyet hoc.
- Trang thai v~t li: Chat long.
- DQpH: 7,35 dSn 7,55.
- Tinh tan: Tan trong mroc.
- Thanh phan hoat chat: Sodium cloride, sodium sulphate.
- Thung ~ 181ft.
3. Yeu cfrukhac:
- Cam kSt khi giao hang co chUngnh~n phan tich (CoA), co tai
li~u chUngminh ngu6n g6c, xucitXlI cua hang hoa.
Quy dinh h<;lndung:
+H<;lndung t6i thi~u con 45 ngay k~ til khi nh~n hang d6i v&i
hang hoa co tu6i thQtu :'S 03 thang.
+H<;lndung t6i thi~u con 04 thang k~ tu khi nh~n hang d6i vai
hang hoa co tu6i thQ :'S 12 thang.
+H<;lndung t6i thi~u con 06 thang k~ tu khi nh~n hang d6i vai
hang hoa co tu6i thQtu > 12 thang dSn 18 thang.
1. Tieu chufrnchung:
- Hang mai chua qua S11 d\lng.
- D<;ltchUngnh~n ISO 13485 ho~c tuang duang.
2. Tieu chufrnky thu~t C\lth~:
- Dung lam chcitly giai cho may phan tich huySt hQc.
- Tr<;lngthai v~t Ii:Chcitlong
- DQpH: 4 dSn 7.
- Tinh tan: Tan trong nuac.
- Thanh ph~n hO<;ltchcit:ChcithO<;ltdQngbSm~t mang di~n tich
duang: Mu6i amoni b~c 4.
- Chai ~500 ml.
3. Yeu c~u khac:
- Cam kSt khi giao hang co chung nh~n phan tfch (COA), co tai
li~u chung minh ngu6n g6c, xuAtxu cua hang hoa.
Quy dinh h<;lndung:
+H<;lndung t6i thi~u con 45 ngay k~ tu khi nh~n hang d6i vai
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TT Danh muc Tieu chuan ky thu~t
may phan tich hang hoa co tuoi tho tir :S 03 thang.
huyet h9Cd~ bach +Han dung t6i thieu con 04 thang k~ tir khi nhan hang d6i voi
phan bach du hang hoa co tuoi tho :S 12 thang.

+Han dung t6i thi~u con 06 thang k~ tir khi nhan hang d6i voi
hang h6a c6 tuoi tho ill> 12 thang d~n 18 thang.
1. Tieu chuan chung:
- Hang moi chua qua sil dung,
- Dat chtrng nhan ISO 13485 hoac tirong duong.
2. Tieu chuan ky thuat cu the:
- Dung lam chat ly giai cho may phan tich huyet h9C.
- Trang thai v~t li: Ch~t long.
- D9 pH: 7,5 d~n 9,5.
- Tinh tan: Tan trong mroc.
- Thanh phan hoat chat: Ch~t hoat dong bSmat mang dien tich
am: Sodium alkyl ether sulphate.
- Chai 2:500ml.
3. Yeu du khac:
- Cam k~t khi giao hang co clurng nhan phan tich (CoA), co tai
lieu chirng minh nguon g6c, xuat xu ella hang h6a.

4 H6a chat nra dung Quy dinh han dung:
cho may phan tich +Han dung t6i thi~u con 45 ngay k~ tu khi nh~n hang d6i vai
huy~t h9ClOl;li hang h6a c6 tu6i th9 til :S 03 thang.
d~m di;tc +Hl;lndung t6i thi~u con 04 thang k~ til khi nh~n hang d6i vai

hang hoa co tu6i th9 :S 12 thang.
+Hl;lndung t6i thi~u con 06 thang k~ tu khi nh~n hang d6i vai
hang h6a co tu6i th9 til > 12 thang d~n 18 thang.
1. Tieu chu§.nchung:
- Hang mai chua qua sil d\lng.
- Dl;ltchUngnh~n ISO 13485 hoi;tctuang duO'ng.
2. Tieu chu§.nky thu~t C\lth~:
..Dung lam ch~t rila cho may phan tich huy~t h9C.
- Trl;lngthai v~t If: Ch~t long.
- D9 pH: 10 d~n 13.
- Tinh tan: Tan trong nuac.
- Thanh ph~n hOl;ltch~t: Sodium hypoclorit.
- Thung2: 5 1ft.
3. Yeu du khac:
- Cam k~t khi giao hang c6 chUngnh~n phan tich (CoA), co tai
li~u chUngminh ngu6n g6c, xu~t xu cua hang h6a.

5 Hoa chat rila dung Quy dinh hl;lndung:
cho may phan tich +Hl;lndung t6i thi~u con 45 ngay k~ til khi nh~n hang d6i vai
huy~t h9C hang h6a co tu6i th9 til :S 03 thang.

+Hl;lndung t6i thi~u con 04 thang k~ til khi nh~n hang d6i vai
hang hoa co tu6i th9 :S 12 thang.
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TT Danh muc Tieu chuan ky thu~t
+Han dung t6i thieu con 06 thang k~ til khi nhan hang d6i voi
hang h6a c6 tu6i tho til > 12 thang d~n 18 thang,
1. Tieu chuan chung:
- Hang moi chua qua su dung,
- Dat chirng nhan ISO 13485 hoac nrong dirong.
2. Tieu chuan ky thuat cu the:
- Dung lam ch~t nra cho may phan tich huyet hoc,
- Trang thai v~t li: Ch~t long.
- D<)pH: 7,7 d~n 8,3.
- Tinh tan: Tan trong rnroc.
- Thanh phan: Polyoxyethylene tridecylether.
- Thung 2:5 lit.
3. Yeu cfrukhac:
- Cam k~t khi giao hang c6 clurng nhan phan tich (CoA), c6 tai
lieu chirng minh nguon goc, xuat xu cua hang h6a.

6 H6a chat dung cho Quy dinh han dung:
may phan tich +Han dung t6i thieu con 45 ngay k~ til khi nhan hang d6i voi
huyet hoc dung d~ hang h6a c6 tu6i tho til ::s 03 thang,
noi kiem rmrc +Han dung t6i thieu con 04 thang k~ til khi nhan hang d6i voi
thuOng hang h6a c6 tuoi tho ::s 12 thang.

+ H<;lndung t6i thi~u con 06 thang k~ til khi nh~n hang d6i vai
hang h6a c6 tu6i thQtil > 12 thang d~n 18 thang.
1. Tieu chu~n chung:
- Hang mai chua qua su d\lng.
- D<;ltchUng nh~n ISO 13485 hOZlctuang duang.
2. Tieu chu~n ky thu~t C\lth~:
- Dung d~ ki~m chu~n may phan tich huy~t hQc.
- Tr<;lngthai v~t Ii:Ch~t long.
- Mau: Do sfrm.
- D<)pH: Trung tinh.
- Tinh tan: Tan trong nuac.
- Thanh phfrn:H6ng cfrunguai, b<;lchcfrubi kich thich va ti~u
cfrucua d<)ngv~t c6 vU.
- LQ2:3 ml.
3. Yeu cfrukhac:
- Cam k~t khi giao hang c6 chung nh~n phan tich (CoA), c6 tai
li~u chUngminh ngu6n g6c, xu~t xu cua hang h6a.

7 H6a chat dung cho Quy dinh h<;llldung:
may phan tich +H<;lndung t6i thi~u con 45 ngay k~ tu khi nh~n hang d6i vai
huy~t hQcdung d~ hang h6a c6 tu6i thQtil ::s 03 thang.
n<)iki~m muc cao +H<;lndung t6i thi~u con 04 thang k~ til khi nh~n hang d6i vai

hang h6a c6 tu6i thQs: 12 thang.
+H<;lndung t6i thi~u con 06 thang k~ til khi nh~n hang d6i vai
hang h6a c6 tu6i thQtil > 12 thang d~n 18 thang.
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TT Danh muc Tieu chuan ky thu~t
1. Tieu chuan chung:
- Hang moi chua qua su dung,
- D<;1tchirng nhan ISO 13485 hoac tirong dirong
2. Tieu chuan ky thuat cu the:
- Dung d~ kiem chuan may phan tich huyet hoc.
- Trang thai vat li: Chat long.
- Mau: Do s~m.
- D(,>pH: Trung tinh,
- Tinh tan: Tan trong mroc.
- Thanh phan: H6ng cfru nguoi, bach cfru bi kich thich va ti~u
cfru cua dong v.;itco vu.
- LQ ~ 3 ml.
3. Yeu cc1ukhac:
- Cam k~t khi giao hang co chirng nhan phan tich (CoA), co tai
lieu clnrng minh nguon goc, xuAt xu cua hang hoa,

8 Hoa chat dung cho Quy dinh han dung:
may phan tich +H<;1ndung t6i thieu con 45 ngay k~ tir khi nhan hang d6i voi
huyet hoc dung d~ hang hoa co tuoi tho tir :S 03 thang.
n('>ikiem rnuc thAp +H<;1ndung t6i thieu con 04 thang k~ tir khi nhan hang d6i voi

hang hoa co tu6i thQ :S 12 thang.
+ H<;1ndung t6i thi~u con 06 thang k~ tiI khi nh.;in hang d6i vai
hang hoa co tu6i thQ tiI > 12 thang d~n 18 thang.
1. Tieu chu:ln chung:
- Hang mai chua qua su dl,lng.
- D<;1tchUng nh.;in ISO 13485 ho~c tuang duang.
2. Tieu chu:ln ky thu.;it Cl,lth~:
- Dung d~ ki~m chu:ln may phan Hch huy~t hQc.
- Tr<;1ngthai v.;it If: ChAt long.
- Mau: Do s~m.
- D('>pH: Trung Hnh.
- Tinh tan: Tan trong nuac.
- Thanh phfrn: H6ng cfru nguai, b<;1chcfru bi kfch thfch va ti~u
cfru eua d('>ngv.;itco vu.
- LQ ~ 3 ml.
3. Yeu cfru khac:
- Cam k~t khi giao hang co chung nh.;in phan tich (CoA), co tai
li~u chUng minh ngu6n g6c, xuAt xu cua hang hoa.

9 Day barn - Dc,mgv.;it1i~u: TPE.
- D('>cUng: ~ 64 Shore A.
- Day bam duQ'c ti~t trung thea tieu ehuftn nha san xuAt.
- Day bam co th~ hO<;1td('>nga di~u ki~n nhi~t d('>:
- Nhi~t d('>t6i thi~u 1a: -40°C.
- Nhi~t d('>t6i da la: 13YC.
- Dong goi thea tieu ehuftn nha san xuAt.
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TT Danh muc Tieu chu~n ky thu~t
- Dat chirng nhan ISO 13485 hoac urong dirong,
- Cam k~t khi giao hang co tai lieu chirng minh nguon g6c, xuat
xu cua hang hoa (CO hoac h6 sa hai quan hoac gifry to chirng
minh khac),

10 Phin loc - Ti trong: ::s 0,9 g/cm3.
- Dan h6i keo: 2: 1400 Mpa.
- De)ben keo: 2: 33 Mpa.
- H~ s6 uon: 2: 1400 MPa.
- De) b~n uon: 2: 40 Mpa.
- Nhiet de)bien dang: 2: 85°C.
- Dong goi thea tieu chuan nha san xuat.
- Dat chirng nhan ISO 13485 hoac tuong duong,
- Cam k~t khi giao hang co tai lieu clnrng minh nguon g6c, xufrt
xu cua hang hoa (CO hoac h6 So' hai quan hoac giay to chirng
minh khac).

11 Hoa chat dung cho - Dung de hieu chuan may phan tich huyet hoc cho may Nihon
may phan tich Kohden Celltac F.
huyet hoc dS hieu - Thanh phan: H6ng celu nguoi, bach cclu mo phong va tiSu celu
chuan may huyet cua dong v~t co vu
h<)cNihon - Nhiet de)bao quan: 2 d~n 8°C.
Kohden Celltac F - De) 6n diM sau khi rna n~p: 2: 7 ngay.

- Dong goi thea tieu chu~n nha san xufrt.
- DC;ltchUng nh~n ISO 13485 hoZictuang duang.
- Cam k~t khi giao hang c6 chung nh~n phan tich (CoA), c6 tai
li~u chUng minh ngu6n g6c, xufrt xu cua hang h6a.
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Bang 02: Yeu du tieu chuan ky thu,t cua hang hoa thuQc phin II: Hoa chat turmg
thich vo; may xet nghiern huy~t hec Siemens ADVIA 2120i.

TT Danh muc Tieu chuan ky thu,t
1 H6a chat tao dong Quy dinh han dung:

cho phan tich t~ + Han dung t6i thieu con 45 ngay k~ tir khi nhan hang d6i voi
baomau hang h6a c6 tuoi tho tu :s 03 thing.

+Han dung t6i thi~u con 04 thing k~ tir khi nhan hang d6i voi
hang h6a c6 tuoi tho :s 12 thing.
+Han dung t6i thieu con 06 thing k~ tir khi nhan hang d6i voi
hang h6a c6 tu6i tho tir > 12 thing d~n 18 thing.
1. Tieu chuan chung:
- Hang moi chua qua sir dung.
- Dat clurng nhan ISO 13485; Chung nhan FDAICE hoac nrong
duong.
2. Tieu chuan ky thuat cu th~:
- Thanh phan: Ch§.tbao quan, dern, chat hoat dong b~ mat.
- Can ~ 20 lit.
3. Yeu du khac:
- Cam k~t khi giao hang c6 chUng nh~n phan tich (CoA), c6 tai
li~u chUngminh ngu6n g6c, xu§.txu cua hang h6a.

2 H6a chat t:;todong Quy dinh h:;tndung:
cho phan tich cic +H:;tndung t6i thi~u con 45 ngay k~ tir khi nh~n hang d6i vai
thanh ph~n b:;tch hang h6a c6 tu6i th9 tiI :s 03 thing.,

+H:;tndung t6i thi~u con 04 thing k~ tir khi nh~n hang d6i vaicau
hang h6a c6 tu6i th9 :s 12 thing.
+H:;tndung t6i thi~u con 06 thing k~ til khi nh~n hang d6i vai
hang h6a c6 tu6i th9 tiI > 12 thing d~n 18 thing.
1. Tieu chu~n chung:
- Hang mai chua qua su dl,lng.
- D:;ttchUngnh~n ISO 13485; ChUngnh~n FDAICE hoi[lctuang
duO'ng.
2. Tieu chu~n ky thu~t Cl,lth~:
- Thanh ph~n: Propyl en glycol 4,06 moUl, ch§.thO;;1td<)ngb~
mi[lt.
- 01 h<)pg6m: ~ 419, m6i 19~ 2.725 ml.
3. Yeu du khic:
- Cam k~t khi giao hang c6 chUngnh~n phan tich (CoA), c6 tai
li~u chung minh ngu6n g6c, xu§.txu cua hang h6a.

3 H6a chat rua h~ Quy dinh h:;tndung:
th6ng + H:;tndung t6i thi~u con 45 ngay k~ tiI khi nh~n hang d6i vai

hang h6a c6 tu6i th9 tir :s 03 thing.
+H:;tndung t6i thi~u con 04 thing k~ tir khi nh~n hang d6i vai
hang h6a c6 tu6i th9 :s 12 thing.
+H:;tndung t6i thi~u con 06 thing k~ tiI khi nh~n hang d6i vai
hang h6a c6 tu6i th9 tir > 12 thing d~n 18 thing .

. .

15

- - - ---------'------



TT Danh muc Tieu chu§n ky thu~t
1. Tieu chuan chung:
- Hang moi chua qua Slr dung.
- Dat clnrng nhan ISO 13485; Chung nhan FDAICE hoac tuong
ducmg.
2. Tieu chuan ky thuat cu the:
- Thanh phan: Natri hydroxide, 2-(2-ethoxyethoxy) ethanol,
ch~t hoat dong bS mat.
- 01 hop gorn: ~ 2 IQ,m6i lo ~ 1.620 ml.
3. Yeu du khac:
- Cam kSt khi giao hang c6 chimg nhan phan tich (CoA), co tai
lieu chirng minh nguon goc, xu~t xu cua hang h6a.

4 H6a chat phan tich Quy dinh han dung:
thanh phan bach + Han dung t6i thieu con 45 ngay k~ nr khi nhan hang d6i voi
cau hang h6a c6 tu6i tho ill:S03 thang,

+ Han dung t6i thieu con 04 thang k~ tir khi nhan hang d6i voi
hang h6a c6 tu6i thQ:S 12 thang.
+ Han dung t6i thieu con 06 thang k~ nr khi nhan hang d6i voi
hang h6a c6 tu6i tho nr > 12 thang dSn 18 thang.
1. Tieu chufrn chung:
- Hang mai chua qua Slr dl)ng.
- D<;ltchUng nh~n ISO 13485; Chung nh~n FDAICE ho~c tucmg
ducmg.
2. Tieu chufrn ky thu~t Cl)th~:
- Thanh ph~n:
+ H6a ch~t 1: Natri dodecyl sulfate, sorbitol, natri clorid,
formaldehyde, BRIJ-35, d~m.
+ H6a ch~t 2: 4-cloro-l-naphthol, diethylene glycol.
+ H6a ch~t 3: ch~t 6n dinh, hydrogen peroxide.
+ H6a ch~t 4: Propylene glycol, ch~t hO<;ltd<)ng bS m~t.
- 01 h<)pbao gbm:
+ Hoa ch~t 1 ~ 2 lQ, m6i lQh6a ch~t 1 ~ 650ml
+ Hoa ch~t 2 ~ 2 lQ, m6i IQh6a ch~t 2 ~ 575ml
+ Hoa ch~t 3 ~ 2 lQ, m6i IQh6a ch~t 3 ~ 585ml
+ Hoa ch~t 4 ~ 21Q, m6i IQh6a ch~t 4 ~ 2.725ml
Yeu du khac:
- Cam kSt khi giao hang c6 chung nh~n phan tich (CoA), c6 tM
li~u chUng minh ngubn g6c, xu~t xu cua hang h6a.

5 H6a chat phan dch Quy dinh h<;lndung:
hbng du, b<;lch + H<;lndung t6i thi~u con 45 ngay k~ tu khi nh~n hang d6i vai
, "

hang h6a c6 tu6i thQ tu :S03 thang.cau va tieu cau
+ H<;lndung t6i thi~u con 04 thang k~ tu khi nh~n hang d6i vai
hang h6a c6 tu6i thQ :S 12 thang.
+ H<;lndung t6i thi~u con 06 thang k~ tu khi nh~n hang d6i vai
hang h6a c6 tu6i thQ tu > 12 thang dSn 18 thang.

16



TT Danh muc Tieu chuan ky thu~t
1. Tieu chuan chung:

--

- Hang moi chua qua su dung.
- Dat chirng nhan ISO 13485; Chung nhan FDA/CE hoac urong
duong.
2. Tieu chuan ky thuat cu thS:
- Thanh phan:
+Hoa chat 1: Dung dich silicone.
+Hoa ch~t 2: Natri dodecyl sulfate, dinatri EDTA dihydrate,
tetranatri EDTA dihydrate, natri clorid, glutaraldehyde, dem.
+Hoa chat 3: acid hydroclorid, Phthalic acid, ch~t bao quan,
ch~t hoat dong bSmat.
+Hoa chat 4: Dimethyllaurylamide oxide.
- 01 h9P bao gorn:
+Hoa chat 1 ::::1 19,m6i 19hoa ch~t 1 ::::75ml
+Hoa chat 2 ::::2 19,m6i 19hoa ch~t 2 ::::2.700ml
+Hoa chat 3 ::::2 19,m6i 19hoa chat 3 ::::1.100ml
+Hoa chat 4 ::::2 19,m6i 19hoa chat 4 ::::1.1001111
3. Yeu du khac:

. .

- Cam kSt khi giao hang co clurng nhan phan tich (CoA), co tai
li~u chimg minh nguon g6c, xu~t xu cua hang hoa.

6 Hoa chat kiem Quy dinh han dung:
chuan cho xet +Han dung t6i thieu con 45 ngay kS til khi nhan hang d6i v6i
nghi9m huySt h9C hang hoa co tu6i th9 ti! :S03 thang.
muc binh thuOng +Hi;lndung t6i thiSu con 04 thang kS til khi nh~n hang d6i v6i

hang hoa co tu6i th9 :S12 thang.
+Hi;lndung t6i thiSu con 06 thang kS til khi nh~n hang d6i v6i
hang hoa co tu6i th9 til > 12 thang dSn 18 thang.
1. Tieu chu~n chung:
- Hang m6i chua qua su dl)ng.
- £>i;ltchUng nh~n ISO 13485; Chung nh~n FDA/CE ho~c tuang
duang.
2. Tieu chu~n ky thu~t Cl)thS:
- Thanh ph~n: H6ng du, bi;lChdu, tiSu du rna phong va ch~t
bao quan.
- £>96n dinh sau khi 1110' n~p: 10 ngay.
- L9::::4ml.
3. Yeu du khac:
- Cam kSt khi giao hang co chUng nh~n phan tfch (CoA), co tai
li9u chUngminh ngu6n g6c, xu~t xu cua hang hoa.

7 Hoa chat kiem Quy dinh hi;lndung:
chu~n cho xet +Hi;lndung t6i thiSu con 45 ngay kS til khi nh~n hang d6i v6i
nghi9m huySt h9C hang hoa co tu6i th9 til:S 03 thang.
muc cao +Hi;lndung t6i thiSu con 04 thang kS til khi nh~n hang d6i v6i

hang hoa co tu6i th9 :S12 thang.
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TT Danh muc Tieu chuan ky thu~t
+Han dung t6i thieu con 06 thing ke tir khi nhan hang dai voi
hang h6a c6 tuoi tho tir > 12 thing d~n 18 thing.
1. Tieu chuan chung:
- Hang moi chua qua su dung,
- Dat chirng nhan ISO 13485; Chung nhan FDA/CE hoac tuong
duong.
2. Tieu chuan ky thuat cu the:
- Thanh phan: H6ng cau, bach cau, ti~u c~u rna phong va chat
bao quan,
- DQ6n dinh sau khi rna nap: 10 ngay.
- L9 2: 4rnl.
3. Yeu cftukhac:
- Cam k~t khi giao hang co clurng nhan phan tich (CoA), co tai
lieu chirng rninh nguon g6c, xuat xu cua hang h6a.

8 H6a chat kiern Quy dinh han dung:
chuan cho xet +Han dung t6i thieu con 45 ngay k~ nr khi nhan hang d6i voi
nghiem huyet h9C hang h6a co tu6i tho tir :S 03 thing.
rnuc th~p +Han dung t6i thieu con 04 thing k~ tir khi nhan hang d6i voi

hang h6a c6 tu6i th9 :S 12 thing.
+Hl;lndung t6i thi~u con 06 thing k~ tll' khi nh~n hang d6i v6'i
hang h6a c6 tu6i th9 tll'> 12 thing d~n 18 thing.
1. Tieu chufin chung:
- Hang rn6'i chua qua su d\lng.
- Dl;ltchUngnh~n ISO 13485; ChUngnh~n FDA/CE ho~c tuang
duang.
2. Tieu chufin ky thu~t C\lth~:
- Thanh ph~n: H6ng du, bl;lChdu, ti~u cftu rna phong va ch~t
bao quan.
- D9 6n dinh sau khi rna n~p: 10 ngay.
- L9 2: 4rnl.
3. Yeu cftukhic:
- Cam k~t khi giao hang c6 chung nh~n phan ttch (CoA), c6 tai
li~u chUng rninh ngu6n g6c, xu~t xu cua hang h6a.
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Bang 03: Yeu du tieu chu§n ky thu~t cua bang boa thuQc ph§n III: Hoa chat, v~t tu
turrng thich vOimay xet nghiem sinb hoa Beckman Coulter AU680.

TT Danb muc Tieu chuan kY tbu~t
1 Day d§n Roller - Chat lieu: cao su va nhira, chieu dai tong 10,7 ern, (+1- 2mm),

tubing chieu dai phan cao su 8,8 ern (+1- 2mm), duong kinh 5 mm (+1-
1mm).
- Dat clnrng nhan ISO 13485.
- Cam k~t khi giao hang c6 tai lieu chung minh nguon g6c, xuat
xu cua hang h6a (CO hoac h6 sa hai quan hoac gi~y to chirng
minh khac).

- - -
2 Den d9C - B6ng den Halogen, 12V, 20W.

photometer lamp - Dat clurng nhan ISO 13485.
- Cam k~t khi giao hang co tai lieu chung minh nguon goc, xu~t
xu cua hang h6a (CO hoac h6 sa hai quan hoac gi~y to chung
minh khac).

3 Dung dich nra Quy dinh ve han dung:
+Han dung t6i thi~u con 3 thang k~ tir khi nhan hang d6i voi
hang h6a c6 tu6i tho tir :'S12 thang.
+ Han dung t6i thieu con 06 thing k~ til khi nhan hang d6i voi
hang h6a c6 tuoi th9 til tren 12 thang d~n 24 thing.
+ H<;lndung t6i thi~u con 12 thing k~ til khi nh~n hang d6i v6i
hang h6a c6 tu6i th9 > 24 thing.
1. Tieu chuAnchung:
- Hang m6i chua qua su dl,lng.
- D<;ltchung nh~n ISO 13485 ho?c tuO'ngduO'ng.
2. Tieu chuAnky thu~t Cl,lth~:
- Dung dich rua h~ th6ng.
- Thanh phfrnbao g6m: Baypur CX 100; Sodium Hydroxide 1 -
2%; Genapol X080 1 - 2%; Sulfonic acids, C14-17-sec-alkane,
mu6i natri 1 - 5%.
- Can ~ 5 lit.
3. Yeu cfrukhac:
Cam k~t khi giao hang c6 chung nh~n phan Hch (CoA), c6 tai
li~u chUngminh ngu6n g6c, xu~t xu cua hang h6a.

4 Dinh luqng Quy dinh ve h<;lndung:
Bilirubin toan +H<;lndung t6i thi~u con 3 thing k~ til khi nh~ hang d6i v6i
phfrn hang h6a c6 tu6i th9 til:'S 12 thing.

+H<;lndung t6i thi~u con 06 thing k~ til khi nh~n hang d6i v6i
hang h6a c6 tu6i th9 til tren 12 thing d~n 24 thing.
+ H<;lndung t6i thi~u con 12 thing k~ til khi nh~n hang d6i v6i
hang h6a c6 tu6i th9 > 24 thing.
1. Tieu chuAnchung:
- Hang m6i chua qua su dl,lng.
- D<;ltchung nh~n ISO 13485 ho~c tuO'ngduO'ng.
2. Tieu chuAnky thu~t Cl,lth~:
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TT Danh muc Tteu chuan ky thu~t
- Hoa chat dung cho xet nghiem total Bilirubin; Dai do: 0-513
umol/I; phuong phap: DPD, biroc song 540 nM.
- Thanh phan: Caffeine 2,1 mmol/l; 3,5-
dichlorophenyldiazonium tetrafluoroborate 0,31 mmol/I.
- 01 hop bao gom:
+Hoi chat 1 2': 4 lo, m6i lo hoa chat 1 2': 40ml
+Hoi ch§.t2 2': 4 lo, m6i lo hoa ch§.t2 2': 40ml
3. Yeu c§.ukhac:
Cam kSt khi giao hang co clnrng nhan phan tich (CoA), co tai
li~u clnrng minh nguon g6c, xuat xu cua hang hoa,

5 Dinh IUQ'Ilg Quy dinh ve han dung:
Cholesterol toan +Han dung t6i thiSu con 3 thing kS tir khi nhan hang d6i voi
phan hang hoa co tuoi tho tu:::; 12 thing.

+Han dung t6i thi~u con 06 thing kS nr khi nhan hang d6i voi
hang hoa co tuoi tho tir tren 12 thing dSn 24 thing.
+Han dung t6i thieu con 12 thing kS tir khi nhan hang d6i voi
hang hoa co tuoi tho > 24 thing.
1. Tieu chuan chung:
- Hang moi chua qua str dung.
- Dat chirng nhan ISO 13485 hoac tirong dirong.
2. Tieu chuk kg thu~t C\lthS:
- Hoa ch§.tdung cho xet nghi~m Cholesterol; dai do: 0,5-18
mmol/l; phuang phip: Enzymatic: CHO-POD; bu6c song
540/600 nM.
- Thanh ph§.n:4-Aminoantipyrine 0,31 mmol/l; Phenol 5,2
mmol/l; Cholesterol esterase 2': 0,2 kU/l (3,3 Ilkat/l); Cholesterol
oxidase 2': 0,2 kU/1(3,3 Ilkat/l).
- 01 h<)pbao g6m: 2': 4 lQ,m6i lQ2': 22,5 mi.
3. Yeu c§.ukhic:
Cam kSt khi giao hang co chUng nh~n philn tich (CoA), co tai
li~u chung minh ngu6n g6c, xu§.txu cua hang hoa.

6 Dinh lugng Quy dinh ve hC;lndung:
Glucose +HC;lndung t6i thiSu con 3 thing kS tu khi nh~n hang d6i v6i

hang hoa co tu6i thQtu :::;12 thing.
+HC;lndung t6i thiSu con 06 thing k~ tu khi nh~n hang d6i v6i
hang hoa co tu6i thQtu tren 12 thing dSn 24 thing.
+HC;lndung t6i thiSu con 12 thing kS tu khi nh~n hang d6i v6i
hang hoa co tu6i thQ> 24 thing.
1. Tieu chu§.nchung:
- Hang m6i chua qua Slr d\lng.
- DC;ltchUng nh~n ISO 13485 ho~c tuang duO'ng.
2. Tieu chu§.nkg thu~t Cl) thS:
- Hoa ch§.tdung cho xet nghi~m Glucose; dai do: 0,6-45
mmol/l; phuang phip: Hexokinase, bu6c song 340 nM.
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TT Danb muc Tieu chuan ky tbu~t
- Thanh phan: D~m PIPES (pH 7,6) 24,0 mmol/l, ATP :c 2,0
mmolll, Hexokinase > 0,59 kU/l, G6P-DH:C 1,58 kU/l.
- 01 h9P bao gom:
+Hoa chat 1 :c 4 19,m6i 19h6a chat 1 :c 25 ml.
+ Hoa ch§.t2 :c 4 19,m6i 19h6a ch§.t2 :c 12,5 ml.
3. Yeu cau khac:
Cam kSt khi giao hang c6 chirng nhan phan tich (CoA), c6 tai
lieu chirng minh nguon g6c, xu§.txu cua hang h6a.

7 Djnh hrong Quy dinh ve han dung:
Protein toan phan +Han dung t6i thieu con 3 thang k~ tir khi nhan hang d6i voi

hang h6a c6 tuoi tho tir :S 12 thang.
+Han dung t6i thieu con 06 thang k~ nr khi nhan hang d6i voi
hang h6a c6 tuoi tho tir tren 12 thang den 24 thang.
+Han dung t6i thieu con 12 thang k~ tir khi nhan hang d6i voi
hang h6a co tuci tho > 24 thang,
1. Tieu chuan chung:
- Hang moi chua qua sir dung.
- Dat clnrng nh~n ISO 13485 ho~c tuang duang.
2. Tieu chucinky thu~t C\l th~:
- H6a ch§.tdung cho xet nghi~m Protein toan phAn;dai do: 30-
120gil; phuang phap Photometric: Biuret.
- Thanh phAn:Sodium hydroxide 200 mmol/l; Potassium
sodium tartrate 32 mmol/l; Copper sulphate 18,8 mmol/I;
Potassium iodide 30 mmol/I.
- 01 h9P bao g6m:
+Hoa ch§.t1 :c 4 19,m6i 19h6a ch§.t1 :c 25 ml.
+Hoa ch§.t2 :c 4 19,m6i 19h6a ch§.t2 :c 25 ml.
3. Yeu c~u khac:
Cam kSt khi giao hang c6 chUng nh~n phan tich (CoA), c6 tai
li~u chUngminh ngu6n g6c, xu§.txu cua hang h6a.

8 Dinh luqng Quy dinh ve h(:lndung:
Albumin trong +H(:lndung t6i thi~u con 3 thang k~ tir khi nh~n hang d6i v6i
huySt thanh va hang h6a c6 tu6i th9 tir :S 12 thang.
huySt tuang +H(:lndung t6i thi~u con 06 thang k~ tir khi nh~n hang d6i v6i

hang h6a c6 tu6i th9 tir tren 12 thang dSn 24 thang.
+H(:lndung t6i thi~u con 12 thang k~ tir khi nh~n hang d6i v6i
hang h6a c6 tu6i th9 > 24 thang.
1. Tieu chufrnchung:
- Hang m6i chua qua su d\mg.
- D(:ltchung nh~n ISO 13485 ho~c tuang duang.
2. Tieu chufrnky thu~t C\l th~:
- H6a ch§.tdung cho xet nghi~m Albumin; dai do: 15-60 gil;
phuang phap: Bromocresol Green (BCG), bu6c s6ng 600/800
nM.
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TT Danh D11}c Tieu chuan ky thu~t
- Thanh phan: Succinate buffer (pH 4,2) 100 mmol/l;
Bromocresol green 0,2 mmol/I.
- 01 hop bao gom: :::4 lo, rn6i Io > 29 ml.
3. Yeu du khac:
earn k~t khi giao hang c6 chirng nhan phan tich (Co.A), c6 tai
lieu clnrng rninh nguon g6c, xuat xu cua hang h6a.

9 V~t lieu kiem soat Quy dinh ve han dung:
xet nghiern h6a +Han dung t6i thieu con 3 thang k~ tir khi nhan hang d6i voi
sinh mire 2 hang h6a c6 tuoi tho til :::;12 thang,

+Han dung t6i thieu con 06 thang k~ tir khi nhan hang d6i voi
hang h6a c6 tuoi tho tir tren 12 thang d~n 24 thang,
+Han dung t6i thieu con 12 thang k~ tir khi nhan hang d6i voi
hang h6a c6 tuoi tho > 24 thang.
1. Tieu chuan chung:
- Hang moi chua qua sir dung.
- Dat clnrng nhan ISO 13485 hoac tuong duong.
2. Tieu chuan ky thuat cu the:
- D~ ki~rn scat d<)chinh xac cua xet nghi~rn.
- Thanh phfin: huy~t thanh nguai.
- D<)6n dinh sau rna n~p: 28 ngay khi baa quan dong l<;lnhrn<)t
lfina -20De.
- Quy cach: LQ:::5 rni.
3. Yeu du khac:
earn kSt khi giaa hang c6 chUng nh~n phan tfch (eaA), co tai
li~u chUngminh ngu6n g6c, xu~t xu eua hang h6a.

10 V~t li~u kiern saM Quy dinh ve h<;lndung:
xet nghi~m h6a + H<;lndung t6i thi~u con 3 thang k~ til khi nh~n hang d6i vai
sinh muc 3 hang h6a c6 tu6i thQtu' ::;12 thang.

+H<;lndung t6i thi~u con 06 thang k~ til khi nh~n hang d6i vai
hang h6a c6 tu6i thQtu tren 12 thang dSn 24 thang.
+H<;lndung t6i thi~u con 12 thang k~ tu khi nh~n hang d6i vai
hang h6a c6 tU6i thQ> 24 thang.
1. Tieu chu~n chung:
- Hang rnai chua qua Slr dl)ng.
- D<;ltchUng nh~n ISO 13485 ha~c tuang duang.
2. Tieu chu~n ky thu~t Cl)thS:
- D~ ki~m soMd<)chinh xac cua xet nghi~rn.
- Thanh phfin: huyst thanh nguai.
- D<)6n dinh sau rna n~p: 28 ngay khi baa quan dong l<;lnhrn<)t
IAna-2oDe.
- Quy cach: LQ:::5 rnl
3. Yeu du khac:
earn kSt khi giaa hang c6 chung nh~n phan tfch (eaA), c6 tai
li~u chUng rninh ngu6n g6c, xu~t xu cua hang h6a.
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TT Danb muc Tieu cbu§n ky tbu~t
I-

Quy dinh v~ han dung:11 Dinh hrong Acid
Uric + H<;1ndung t6i thieu can 3 thang k~ tir khi nhan hang d6i voi

hang h6a c6 tuoi tho tir :S 12 thang,
+H<;1ndung t6i thi~u can 06 thang k~ nr khi nhan hang d6i voi
hang h6a c6 tuoi tho tir tren 12 thang d~n 24 thang,
+ H<;1ndung t6i thieu can 12 thang k~ tir khi nhan hang d6i voi
hang h6a c6 tuoi tho > 24 thang,
1. Tieu chuan chung:
- Hang moi chua qua sir dung.
- D<;1tclurng nhan ISO 13485 hoac tuong duong,
2. Tieu chuan kg thuat cu the:
- H6a chat dung cho xet nghiem Uric Acid; dai do: 89-1.785
umol/l; phirong phap: Enzymatic colour: Uricase.
- Thanh phan: Phosphate Buffer (pH 7,5) 42 mmol/1; MADB
0,15 mmol/1; 4-Aminophenazone 0,30 mmol/1; Uricase 2: 0,25
kU/l (4,15 ukat/l).
- 01 hop bao gom:
+Hoa ch~t 1 2: 4 19,m6i 19h6a ch~t 1 2: 30 ml.
+ Hoa chat 2 2: 4 19,m6i 19h6a chat 2 2: 12,5 ml.
3. Yeu du khac:
Cam k~t khi giao hang c6 chirng nhan phan tich (CoA), c6 tai
lieu chirng minh nguon g6c, xu~t xu cua hang h6a.

12 Dinh 1ugng Quy dinh ve h<;1ndung:
Creatinin + H<;1ndung t6i thi~u can 3 thang k~ tu khi nh~n hang d6i vai

himg h6a c6 tu6i th9 ill :S 12 thang.
+H<;1ndung t6i thi~u can 06 thang k~ tu khi nh~n hang d6i vai
hang h6a c6 tu6i th9 tu tren 12 thang d~n 24 thang.
+ H<;1ndung t6i thi~u can 12 thang k~ tu khi nh~n hang d6i vai
hang h6a c6 tu6i th9 > 24 thang.
1. Tieu chu~n chung:
- Hang mai chua qua su d\lng.
- D<;1tchUng nh~n ISO 13485 ho~c tuang duang.
2. Tieu chu~n kg thu~t C\l th~:
- H6a ch~t dung cho xet nghi~m Creatinine; dai do: 5-2.200
Ilmo1/I; phuoog phap: Kinetic Jaffe, buac s6ng 520/800 nM.
- Thanh phAn: Natri hydroxide 120 mmol/I; Axit picric 2,9
mmol/I.
- 01 h<)pbao g6m:
+ Hoa ch~t 1 2: 4 19,m6i 19h6a ch~t 1 2: 51 mI.
+ Hoa ch~t 2 2: 4 19,m6i 19h6a ch~t 2 2: 51 ml.
3. Yeu du khac:
Cam k~t khi giao hang c6 chUng nh~n phan Hch (CoA), c6 tai
li~u chung minh ngu6n g6c, xu~t xu cua hang h6a.

13 H6a ch~t dinh Quy dinh ve h<;1ndung:
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TT Danh rnuc Tieu chu§n ky thu~t
hrong Ure +Han dung toi thieu con 3 thang ke tir khi nhan hang doi voi

hang hoa co tuoi tho tir S 12 thang,
+H<;1ndung t6i thiSu con 06 thang kS tir khi nhan hang d6i voi
hang hoa co tuoi tho tir tren 12 thang d~n 24 thang.
+H<;1ndung t6i thieu con 12 thang kS tu khi nhan hang d6i voi
hang hoa co tu6i tho > 24 thang.
1. Tieu chuan chung:
- Hang moi chua qua su dung.
- D<;1tclurng nhan ISO 13485 hoac urong dirong.
2. Tieu chuan ky thuat cu the:
- Hoa chfrt dung cho xet nghiem Urea/Urea nitrogen; dai do:
0,8-50 mmol/1; phuong phap: Urease/GLDH.
- Thanh phan: NADH 2: 0,26 mmo1/1; 2-0xog1utarate 2: 9,8
mmol/1; Urease 2: 17,76 kU/1; GLDH 2: 0,16 kU/I.
- 01 hop bao gom:

. +Hoa chat 1 2: 4 19,m6i 19hoa chfrt 1 2: 25 ml.
+ Hoa chat 2 2: 4 19,m6i 19hoa chat 2 2: 25 ml,
3. Yeu ciu khac:
Cam k8t khi giao hang co chirng nhan phan tich (CoA), co tai
lieu clnrng minh nguon goc, xufrt xu cua hang hoa.

14 Do hO<;1tdo GGT Quy dinh ve h<;1ndung:
(Gamma G1utamy1 + H<;1ndung t6i thiSu con 3 thang kS tu khi nh~n hang d6i v6i
transferase) hang hoa co tu6i th9 tu S 12 thang.

+ H<;1ndung t6i thiSu con 06 thang kS tu khi nh~n hang d6i v6i
hang hoa co tu6i th9 tlr tren 12 thang d8n 24 thang.
+ H<;1ndung t6i thiSu con 12 thang kS tu khi nh~n hang d6i v6i
hang hoa co tu6i th9 > 24 thang.
1. Tieu chu~n chung:
- Hang m6i chua qua Slr d\lng.
- D<;1tchUng nh~ ISO 13485 ho~c tucmg ducmg.
2. Tieu chu~n ky thu~t C\l thS:
- Hoa chfrt dung cho xet nghi~m GGT; dlii do: 5-1200 U/1;
phucmg phap dva tren khuy8n nghi cua IFCC.
- Thanh ph~n: G1ycylg1ycine pH 7,7 (37°C) 150 mmol/1; L-y-
glutamyl-3-carboxy-4-nitroanilide 6 mmol/I.
:. 01 hop bao g6m:
+ Hoa chfrt 1 2: 4 19,m6i 19hoa chfrt I2: 40 mI.
+ Hoa chfrt 2 2: 4 19, m6i 19hoa chfrt 2 2: 40 mI.
3. Yeu c~u khac:
Cam k8t khi giao hang co chung nh~n phan tfch (CoA), co tai
li~u chUng minh ngu6n g6c, xufrt xu cua hang hoa.

15 Dinh lugng Quy dinh ve h<;1ndung:
Triglyceride +H<;1ndung t6i thiSu con 3 thang kS tu khi nh~n hang d6i v6i

h<'mghoa co tu6i th9 tu :::;12 thang.
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TT Tieu chuan ky tbu~t
,.

Danb muc
+ Han dung toi thieu con 06 thang ke til' khi nhan hang d6i voi
hang hoa co tu6i tho til' tren 12 thang d~n 24 thang.
+ Han dung t6i thi~u con 12 thang k~ til' khi nhan hang d6i voi
hang hoa co tu6i tho > 24 thang.
1. Tieu chuan chung:
- Hang moi chua qua sir dung.
- Dat chirng nhan ISO 13485 hoac tuong duong.
2. Tieu chuan ky thuat cu th~:
- Hoa chat dung cho xet nghiern Triglyceride; dai do: 0,1-11,3
mmol/l; Phuong phap Enzymatic: GPO-POD; buoc song
660/800 nM.
- Thanh phan: 4-Aminoantipyrine 0,5 mmol/l; Lipases 1.5 kU/l
(25 ukat/l); Glycerol kinase 0,5 kU/L (8,3 ukat/l); Peroxidase
0,98 kU/l (16,3 ukat/l); Ascorbate oxidase 1,48 kU/l (24,6
ukat/l); Glycerol-3-phosphate oxidase 1,48 kU/l (24,6 ukat/l).
- 01 h9P bao g6m:
+ Hoa chat 1 2 4 lo, m6i lo hoa chat 12 50 ml.
+ Hoa chat 2 2 4 lo, m6i lo hoa chat 2 2 12,5 ml.
3. Yeu cfrukhac:
Cam k~t khi giao hang co clnrng nhan phan tich (CoA), co tai
lieu chirng minh nguon g6c, xuat xu cua hang hoa.

16 Hoa chat hieu Quy dinh ve h<;lndung
chu~n cho cac xet + H<;lndung t6i thi~u con 3 thang k~ til' khi nh~n hang d6i v6i
nghi~m sinh hoa hang hoa co tu6i thQ til' :S 12 thang.
thucmg quy + H<;lndung t6i thi~u con 06 thang k~ til' khi nh~n hang d6i v6i

hang hoa co tu6i thQ til' tren 12 thang d~n 24 thang.
+ H<;llldung t6i thi~u con 12 thang k~ til' khi nh~n hang d6i v6i
hang hoa co tu6i tI1Q > 24 thang.
1. Tieu chu~n chung:
- Hang m6i chua qua su d\lng.
- D<;ltchung nh~n ISO 13485 ho~c tuang duang.
2. Tieu chu~n ky thu~t C\lth~:
- Huy~t thanh hi~u chu~n.
- Thanh ph~n: Huy~t thanh nguai co hoa chAtph\l gia va enzym
thich hQ'pillnguai, d9ng v~t va thl)'cv~t: Alkaline Phosphatase,
ALT, AST, Amylase, Cholinesterase, CK-NAC, GGT, HBDH,
LDH, Albumin, Creatinine, Cholesterol, Glucose, Lactate,
Lipase, Total Protein, Triglyceride, UIBC, Urea, Uric Acid,
Bilirubin, Inorganic Phosphorous, Calcium, Iron, Magnesium
- 01 h9P bao g6m: 2: 1 lQ,m6i lQ2: 5 ml.
3. Yeu cfrUkhac:
Cam kSt khi giao hang co chUng nh~n phan tich (CoA), co tai
li~u chung minh ngu6n g6c, xuAtxu cua hang hoa.

17 Dinh lUQ'ng Quy dinh v~ h<;lndung:
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TT Uanh muc Tieu chuan ky thu~t
Bilirubin tnrc tiSp +Han dung toi thieu con 3 thang ke til khi nhan hang d6i voi

hang hoa co tuoi tho til :::;12 thang.
+Han dung t6i thieu con 06 thang kS til khi nhan hang d6i voi
hang hoa co tuoi tho til tren 12 thang dSn 24 thang,
+Han dung t6i thieu con 12 thang kS til khi nhan hang d6i voi
hang hoa co tu6i tho > 24 thang.
1. Tieu chuan chung:
- Hang moi chua qua S11 dung.
- Dat chirng nhan ISO 13485 hoac tuong duong,
2. Tieu chuan ky thuat cu the:
- Hoa ch~t dung cho xet nghiern Bilirubin true tiSp; dai do: 0-
171 umol/l; phuong phap: DPD, buoc song 570 nM.
- Thanh phan: 3,5 Dichlorophenyl diazonium tetrafluoroborate
0,08 mmolll.
- 01 hop bao g6m:
+Hoa chat 1 ::::4 19,m6i 19hoa chat 1 ::::20 ml.
+Hoa ch~t 2 ::::4 19,m6i 19hoa chat 2 ::::20 ml.
3. Yeu cfrukhac:
Cam kSt khi giao hang co clurng nhan phan tich (CoA), co tai
1i~uchUngminh ngu6n g6c, xu~t xu cua hang hoa.

18 Do ho?t d<)ALT Quy dinh ve h?n dung:
+ HC:lndung t6i thiSu con 3 thang kS til khi nh~n hang d6i vai
hang hoa co tl,16ith9 ru :::;12 thang.
+HC:lndung t6i thiSu con 06 thang kS til khi nh~n hang d6i vai
hang hoa co tu6i th9 til tren 12 thang dSn 24 thang.
+HC:lndung t6i thiSu con 12 thang kS til khi nh~n hang d6i vai
hang hoa co tu6i th9 > 24 thang.
1. Tieu chu~n chung:
- Hang mai chua qua S11 d\lng.
- DC:ltchUngnh~n ISO 13485 ho4ictuang duO'ng.
2. Tieu chu~n ky thu~t C\lthS:
- Hoa ch~t dung cho xet nghi~m ALT; dai do: 3-500U/1; phuO'ng
phap dva tren khuySn nghi cua IFCC.
- Thanh ph~n: L-A1anine 500 mmo1l1;2-0xog1utarate 12
mmo1l1;LDH:::: 1,8 kU/1; NADH 0,20 mmolll.
- 01 h<)pbao g6m:
+ Hoa ch~t 1 2: 419, m6i 19hoa ch~t 1 ::::12ml.
+ Hoa ch~t 2 ::::4 19,m6i 19hoa ch~t 2 2: 6 ml.
3. Yeu cfrukhac:
Cam kSt khi giao hang co chung nh~n phan tich (CoA), co tai
li~u chUngminh ngu6n g6c, xu~t xu cua hang hoa.

19 Do hOC:ltd<)AST Quy dinh ve hC:lndung:
+HC:lndung t6i thiSu con 3 thang kS til khi nh~n hang d6i vai
hang hoa co tu6i th9 til :::;12 thang.
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TT Danh muc Tieu chuan ky thu~t
+Han dung toi thieu con 06 thang k~ til khi nhan hang d6i voi
hang h6a co tuoi tho til tren 12 thang d~n 24 thang.
+Han dung t6i thi~u con 12 thang k~ til khi nhan hang d6i voi
hang h6a c6 tuoi tho > 24 thang,
1. Tieu chuan chung:
- Hang moi chua qua sir dung.
- Dat clurng nhan ISO 13485 hoac tuong dirong,
2. Tieu chuan ky thuat cu the:
- H6a chat dung cho xet nghiern AST; dai do: 3-1.000 U/L;
Phuong phap dira tren khuyen nghi cua IFCC.
- Thanh phan: L-aspartate 240 mmol/I; 2-0xoglutarate 12
rnmol/l; LDH ~ 0,9 kU/l; MDH ~ 0,6 kU/l; NADH 0,20 mmol/I.
- 01 h<)pbao g6m:
+ Hoa ch~t 1~ 4 IQ, m6i IQ h6a ch~t 1~ 6 ml.
+Hoa ch~t 2 ~ 4 lo, m6i lo h6a ch~t 2 ~ 6 ml.
3. Yeu cfrukhac:
Cam kSt khi giao hang co chirng nhan phan tich (CoA), c6 tai
lieu chimg minh nguon goc, xu~t xu cua hang h6a.

27



Bang 04: Yeu ciu tieu chuan ky thu~t cua hang hoa thuQc ph in IV: Boa chit, v~t tu
nrong thich vo; may xet nghiem mi~n djch Cobas e411.

TT Danh muc Tieu chuan ky thu~t
1 Hoa chat xet Quy dinh v~ han dung:

nghiern IgE + T6i thieu con 12 thang d6i voi nhimg mat hang co tong thai
han sir dung nr 36 thang tro len.
+ T6i thieu con 08 thang d6i voi nhirng mat hang co tong thai
han str dung tir 24 thang dSn duoi 36 thang.
+ T6i thieu con 06 thang d6i voi nhtrng mat hang co tong thai
han sir dung nr 18 thang den duoi 24 thang.
+ T6i thi~u con 05 thang d6i voi nhtrng mat hang co tong thai
han sir dung ill 12 thang dSn diroi 18 thang.
+ T6i thieu con 03 thang d6i voi nhtrng mat hang co tong thai
han sir dung duoi 12 thang.
a) Tieu chuan chung
- Hang m6i chua gua su d\lng
- D<,ltchung chi ISO 13485; CE ho~c tuang duang.
b) Tieu chu~n ky thu~t C\lth~
Thanh ph~n cua h(>pthu6c thu dong goi g6m 03 chai:
- 01 chai: Dung tich 2:6,5ml, thanh ph~n vi h<,ltphu Streptavidin
n6ng d(>0,72 mg/mL, ch~t bao guano
- 01 chai: Dung tlch 2:10ml, thanh ph~n khang th~ dan dong
khang IgE danh d~u biotin (chu(>t)2,5 mg/I, d~m phosphate 85
mmol/l, pH 6,5, ch~t bao guano
- 01 chai: Dung tich 2:10ml, thanh ph~n khang th~ dan dong
khang IgE (chu(>t)danh d~u phuc hgp ruthenium 5,5 mg/l; d~m
phosphate 85 mmol/l, pH 6,5; ch~t bao guano
- Quy cach: 3 chai/h(>p.
c) Yeu du khac
- Cam k~t khi giao hang co chung nh~n phan tlch (CoA), co tai
li~u chUngminh ngu6n g6c, xu~t xu cua hang hoa.

2 Hoa chat hi~u Quy dinh ve h<,lndung:
chudn xet nghi~m + T6i thi~u con 12 thang d6i v6i nhfrng m~t hang co t6ng thai
IgE h<,lnsu d\lng tu 36 thang tra len.

+ T6i thi~u con 08 thang d6i v6i nhfrng m~t hang co t6ng thai
h<,lnsu d\lng tu 24 thang d~n du6i 36 th'ing.
+ T6i thi~u con 06 thang d6i v6i nhfrng m~t hang co t6ng thai
h<,lnsu d\lng tu 18 thang dSn du6i 24 thang.
+ T6i thi~u con 05 thang d6i v6i nhfrng m~t hang co t6ng thai
h<,lnsu d\lng tu 12 thang dSn du6i 18 thang.
+ T6i thi~u con 03 thang d6i v6i nhfrng m~t hang co t6ng thai
h<,lnsu d\lng du6i 12 thang.
a) Tieu chu~n chung
- Hang m6i chua gua su d\lng
- D<,ltchUng chi ISO 13485; CE ho~c tuang duang.
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TT Danh muc Tieu chuan ky thu~t--
b) Tieu chuan ky thuat cu the
Thanh phan la huyet thanh ngua chua IgE nguoi.
B(>g6m 419:
- 2 19IGE Call, m6i 19 chua ~ 1,0 ml m~u chuan 1 huyet thanh
ngira chua IgE nguoi nong d(>1 Il.l/ml hoac 2,4 ng/ml va ch~t
bao quan.
- 219 IGE Ca12, m6i 19 chua ~1,0 ml m~u chuan 2 huyet thanh
ngira chua IgE ngiroi nong d(>100 Il.l/rnl hoac 240 ng/ml va
chat bao quan.
- Quy each: 4 19/h(>P.
c) Yeu cfru khac
- Cam kSt khi giao hang co chirng nhan phan tich (CoA), co tai
lieu chirng minh nguon goc, xu~t xu cua hang hoa -_

3 Chat nra dung cho Quy dinh ve han dung:
cac xet nghiem + T6i thieu con 12 thang d6i voi nhirng mat hang co tong thai
mien dich han str dung tir 36 thang tro len.

+ T6i thieu con 08 thang d6i voi nhimg mat hang co tong thai
han sir dung nr 24 thang den diroi 36 thang.
+ T6i thi~u con 06 thang d6i vai nhung m~t hang co t6ng thai
h~n su dVng tiI 18 thang dSn duai 24 thang.
+ T6i thi~u con 05 thang d6i vai nhfrng m~t hang co t6ng thai
h~n su dVng ill 12 thang dSn duai 18 thang.
+ T6i thi~u con 03 thang d6i vai nhung m~t hang co t6ng thai
h~n su dVng duai 12 thang.
a) Tieu chu§.n chung
- Hang mai chua qua su dVng
- D~t chUng chi ISO 13485; CE ho~c tuang duang.
b) Tieu chufrn ky thu~t cv th~
Thanh ph~n: Dung dich mu6i KOH n6ng d(>176 mmol/l (tuang
ung vai pH 13,2); ch<ltt§.y:s 1%.
- Quy cach: Thung ~ 2.280 ml
c) Yeu cfru khac
- Cam kSt khi giao hang co chung nh~n phan tich (CoA), co tai
li~u chUng minh ngu6n g6c, xu~t xu cua hang hoa.

4 Dung dich h~ Quy dinh ve h~n dung:
th6ng kich ho~t tin + T6i thi€u con 12 thang d6i vai nhung m~t hang co t6ng thai
hi~u di~n hoa phcit h~n su dVng tiI 36 thang tra len.
quang + T6i thi~u con 08 thing d6i vai nhung m~t hang co t6ng thai

h~n su dVng til 24 thang dSn duai 36 thang.
+ T6i thiSu con 06 thing d6i vai nhfrng m~t hang co t6ng thai
h~n su dVng tiI 18 thing dSn duai 24 thing.
+ T6i thiSu con 05 thing d6i vai nhung m~t hang co t6ng thai
h~n su dVng tiI 12 thang dSn duai 18 thing.
+ T6i thi~u con 03 thing d6i vai nhfrng m~t hang co t6ng thai
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TT Danb muc Tieu chuan ky tbu~t
han su dung duoi 12 thang,
a) Tieu chuan chung
- Hang moi chua qua su dung
- Dat clurng chi ISO 13485; CE hoac tuong duong.
b) Tieu chuan ky thuat cu th~
Thanh phan: Dern phosphate 300 mmol/I; tripropylamine 180
mmol/I; chat tfry :S 0,1 %; chat bao quan; pH 6,8 .
..Quy each: Thung ~ 2.280 ml.
c) Yeu cfru khac
- Cam kSt khi giao hang co chirng nhan phan tich (CoA), co tai
lieu clnrng minh nguon g6c, xuat xu cua hang hoa

5 Dung dich lam Quy dinh ve han dung:
sach h~ thong + T6i thieu con 12 thang d6i voi nhtrng mat hang co tong thai

han sir dung tir 36 thang tro len.
+ T6i thieu con 08 thang d6i voi nhirng mat hang co tong thai
han su dung tir 24 thang dSn diroi 36 thang.
+ T6i thieu con 06 thang d6i voi nhtrng mat hang co tong thai
han sir dung tir 18 thang dSn duoi 24 thang.
+ T6i thi~u con 05 thang d6i v6i nhung m~t hang co t6ng thai
hC;lnsu dVng tll' 12 thang dSn du6i 18 thang.
+ T6i thi~u con 03 thang d6i v6i nhung m~t hang co t6ng thai
hC;lnsu dVng du6i 12 thang.
a) Tieu chufrn chung
- Hang m6i chua qua su dVng
- DC;ltchUng chi ISO 13485; CE ho~c tuang duang.
b) Tieu chufrri ky thu~t cv th~
- Dung dich nla.
- Quy cach: L9 2: 500 ml.
c) Yeu cfrUkhac
- Cam kSt khi giao hang co chUng nh~n phan tich (CoA), co tai
1i~u chUng minh ngu6n g6c, xu~t xu cua hang hoa.

6 Dau con hut m~u Quy dinh ve hC;lndung:
+ T6i thi~u con 12 thang d6i v6i nhUng m~t hang co t6ng thai
hC;lnSlr dVng tll' 36 thang tra len.
+ T6i thi~u con 08 thang d6i v6i nhUng m~t hang co t6ng thai
hC;lnSlr dVng tll' 24 thang dSn du6i 36 thang.
+ T6i thi~u con 06 thang d6i v6i nhung m~t hang co t6ng thai
hC;lnSlr dVng tll' 18 thang dSn du6i 24 thang.
+ T6i thi~u con 05 thang d6i v6i nhUng m~t hang co t6ng thai
hC;lnSlr dvng tll' 12 thang dSn du6i 18 thang.
+ T6i thi~u con 03 thang d6i v6i nhUng m~t hang co t6ng thai
hC;lnSlr dVng du6i 12 thang.
a) Tieu chufrn chung
- Hang m6i chua qua Slr dVng
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TT Danb muc Tieu cbu§n ky tbu~t
- Dat clurng chi ISO 13485; CE hoac tirong duong.
b) Tieu chuan ky thuat cu th~
- f)~u hut m~u dung tren h~ thong Cobas e 411.
- Ch~t lieu: Nhira.
- Quy each: Theo quy each dong goi cua nha san xu~t (nha thau
chao thau ra quy each dong goi d6i voi hang hoa dir thau),
c) Yeu du khac
- Cam k~t khi giao hang co clurng nhan phan tich (CoA), co tai
lieu clnrng minh nguon g6c, xu~t xu cua hang hoa.

7 Cong xet nghiem Quy dinh ve han dung:
mi~n dich + T6i thieu con 12 thang d6i voi nhirng mat hang co t6ng thai

han sir dung til 36 thang tro len.
+ T6i thieu con 08 thang d6i voi nhtrng mat hang co t6ng thai
han sir dung til 24 thang d~n diroi 36 thang,
+ T6i thieu con 06 thang d6i voi nhtrng mat hang co tong thai
han su dung til 18 thang d~n duai 24 thang.
+ T6i thiSu con 05 thang d6i vai nhung mi;ithang co t6ng thai
h~n su dl,lng til 12 thang d~n duai 18 thang.
+ T6i thiSu con 03 thang d6i vai nhung mi;ithang co t6ng thai
h~n su dl,lng duai 12 thang.
a) Tieu chu.1n chung
- Hang mai chua qua su dl,lng
- f)~t chUng chi ISO 13485; CE hoi;ic tuang duang.
b) Tieu chu.1n ky thu~t Cl,lthS: C6c dlJllg m~u dung tren h~
th6ng Cobas e411
- Ch~t li~u: NhVa.
- Quy cach: Theo quy each dong goi cua nha san xu~t (nha th~u
chao th~u ra quy cach dong goi d6i vai hang hoa dv thclu).
c) Yeu du khac
- Cam k~t khi giao hang co chUng nh~n phan Hch (CoA), co tai
li~u chUng minh ngu6n g6c, xu~t xu cua hfmg hoa.

8 Hoa chat kiem tra Quy dinh ve h~n dung:
xet nghi~m: FT3, + T6i thi~u con 12 thang d6i vai nhung mi;ithang co t6ng thai
FT4, TSH, T3, T4, h~n su dl,lng til 36 thang trO' len.
AFP, CEA, HCG + T6i thiSu con 08 thang d6i vai nhung mi;ithang co t6ng thai

+ B··· h~n su dl,lng til 24 thang d~n duai 36 thang.
+ T6i thi~u con 06 thang d6i vai nhung mi;ithang co t6ng thai
h~n su dl,lng til 18 thang d~n duai 24 thang.
+ T6i thiSu con 05 thang d6i vai nhilng mi;ithang co t6ng thai
h~n su dl,lng til 12 thang d~n duai 18 thang.
+ T6i thi~u con 03 thang d6i vai nhilng mi;ithang co t6ng thai
h~n su dl,lng duai 12 thang.
a) Tieu chu.1n chung
- Hang mai chua qua su dl,lng
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- Dat clnrng chi ISO 13485; CE hoac tuong dirong.
b) Tieu chuan ky thuat cu the
- Thanh phan la huyet thanh clurng dong kho dua tren nen huyet
thanh nguoi chia thanh hai khoang nong dO.M~u clurng ducc
dung d8 kiem tra dOdung va do chinh xac cua cac xet nghiern
mien dich.
- Bo thuoc thir gom:
+ 2 IQhoa chat 1: 2 chai d8 pha, m6i chai 2:3,0 ml huyet thanh
clnrng (nguoi)
+ 2 lo hoa chat 2: 2 chai d8 pha, m6i chai 2:3,0 ml huyet thanh
chirng (nguoi)
- Kern thea: 2 the rna vach, to rna vach m~u chirng.
- Quy each: 4 lo/hop.
c) Yeu cfrukhac
- Cam k~t khi giao hang co chirng nhan phan tich (CoA), <;0tai
lieu chimg minh nguon g6c, xu~t xu cua hang hoa,

9 Hoa chat dung de Quy dinh ve han dung:
pha loang m~u xet + T6i thieu con 12 thang d6i voi nhirng mat hang co tong thai
nghiern mi~n dich h?n su dl,lngtil 36 thang tra len.
(Troponin T, + T6i thi~u con 08 thang d6i v6'i nhung mijt hang co t6ng thai
CEA, AFP, ...) h?n su d\mg til 24 thang d~n du6'i 36 thang.

+ T6i thi~u con 06 thang d6i v6'i nhung mijt hang co t6ng thai
h?n su d\mg til 18 thang d~n du6'i 24 thang.
+ T6i thi~u con 05 thang d6i v6'i nhfrng mijt hang co t6ng thai
h?n su d\mg til 12 thang d~n du6'i 18 thang.
+ T6i thi~u con 03 thang d6i v6'i nhfrng mijt hang co t6ng thai
Iwn su d\ing du6'i 12 thang.
a) Tieu chu<lnchung
- Hang m6'i chua qua su dl)ng
- D?t chUng chi ISO 13485; CE hoijc tuO'ngduong.
b) Tieu chuk ky thu~t Cl,lth~
- Thanh phfrn:H6n hQ'Pprotein; Ch~t bao quan :s 0,1 %.
- Quy each: Hop 2:2 IQ,m6i IQ2:16ml.
c) Yeu cfrUkhac
- Cam k~t khi giao hang co chung nh~n phan tich (CoA), co tai
li~u chung minh ngu6n g6c, xu~t xu cua hang hoa.

10 Hoa chat xet Quy dinh ve h?n dung:
nghi~m AFP + T6i thi~u con 12 thang d6i v6'i nhung mijt hang co t6ng thai

h?n su dl,lngtil 36 thing tra len.
+ T6i thi8u con 08 thang d6i v6'i nhung mijt hang co t6ng thai
h?n su dl,lngtu 24 thang d~n du6'i 36 thang.
+ T6i thi~u con 06 thang d6i v6'i nhfrng mi;ithang co t6ng thai
h?n su dl,lngtil 18 thang d~n du6'i 24 thang.
+ T6i thi8u con 05 thang d6i v6'i nhung mi;ithang co t6ng thai

I
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TT Danh muc Tieu chuan ky thu~t
han sir dung tir 12 thang den diroi 18 thang,
+ T6i thieu con 03 thang d6i voi nhfrng mat hang c6 t6ng thai
han su dung diroi 12 thang.
a) Tieu chuan chung
- Hang moi chua qua su dung
- D<,1tchirng chi ISO 13485; CE hoac nrong duong.
b) Tieu chuan ky thuat cu thS
HQp thuoc thir bao gom:
- 01 chai: Dung tich > 6,5 m1, thanh phan vi hat phu
Streptavidin nong dQ 0,72 mg/ml, chat bao quan,
- 01 chai: Dung tich ::::10ml, thanh phan: Khang thS don dong
khang AFP danh dAu biotin (chuot) 4.5 mg/I; dem phosphate
100 mmol/I, pH 6,0; chAt bao quan.
- 01 chai: Dung tich ::::10ml, thanh phan: Khang thS dan dong
khang AFP (chuot) danh dAu phirc hop ruthenium 12,0 mg/I;
d~m phosphate 100 mmolll, pH 6,0; chat bao quart
- Quy each: 3 chat/hop.
c) Yeu cau khac
- Cam kSt khi giao hang c6 clurng nhan phan tich (CoA), c6 tai
lieu chirng minh nguon g6c, xuAt xu cua hang h6a.

11 H6a chat tao Quy djnh ve han dung:
duang chmln cho + T6i thieu con 12 thang d6i vai nhung m~t hang c6 t6ng thai
xet nghi~m AFP h<,1nsu d\lng ill 36 thang tra len.

+ T6i thiSu con 08 thang d6i vai nhUng m~t hang c6 t6ng thai
h<,1nsu d\lng tu 24 thang dSn duai 36 thang.
+ T6i thiSu con 06 thang d6i vai nhUng m~t hang c6 t6ng thai
h<,1nsu d\lng til 18 thang dSn duai 24 thang.
+ T6i thiSu con 05 thang d6i vai nhUng m~t hang c6 t6ng thai
h<,1nsu d\lng til 12 thang dSn duai 18 thang.
+ T6i thiSu con 03 thang d6i vai nhUng m~t hang c6 t6ng thai
h<,1nsu d\lng duai 12 thang.
a) Tieu chucln chung
- Hang mai chua qua su d\lng
- H<,1nsu d\lng con t6i thiSu kS til khi giao hang:
- D<,1tchUng chi ISO 13485; CE ho~c tUO'llgdUO'llg.
b) Tieu chucln ky thu~t C\lthS
Thanh phfrn la huySt thanh ngl,l'achua IgE nguai.
BQ g6m 41Q:
- 2 19AFP Call, m6i 19chua:::: 1,0 m1miu chucln 1 la huySt
thanh nguai dong kho chua AFP nguai (til canh dy tS bao)
n6ng dQ khoang 5 IU/ml ho~c 6 ng/m!.
- 219 AFP Ca12, m6i IQchua ::::1,0ml miu chucln 2 la huySt
thanh nguai dong kho chua AFP nguai (til canh cAy tS b~lO)
n6ng dQkhoang 50 IU/ml ho~c 60 ng/m!.
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TT Danh muc Tieu chuan ky thu~t
- Quy each: 4 19/h<)P.
c) Yeu du khac
- Cam k~t khi giao hang c6 chirng nhan phan tich (CoA), c6 Vii
li~u chirng minh nguon g6c, xuat xu cua hang h6a.

12 Dung dich v~ sinh Quy djnh ve han dung:
may phan tich + T6i thieu con 12 thang d6i voi nhtrng mat hang c6 tong thai
miSn dich han sir dung til 36 thang tro len.

+ T6i thi~u con 08 thang d6i voi nhirng mat hang c6 tong thai
han su dung til 24 thang d~n diroi 36 thang.
+ T6i thieu con 06 thang d6i voi nhtrng mat hang c6 tong thai
han su dung til 18 thang d~n diroi 24 thang.
+ T6i thieu con 05 thang d6i voi nhirng mat hang c6 tong thai
han su dung til 12 thang d~n diroi 18 thang.
+ T6i thieu con 03 thang d6i voi nhirng m~t hang c6 tong thai
han su dung diroi 12 thang,
a) Tieu chuan chung
- Hang moi chua qua sir d\lng
- D~t chUng chi ISO 13485; CE ho~c tuong duong.
b) Tieu chu~n ky thu~t C\lth~
- Dung dich v~ sinh c6 tinh kiSm, c6 tinh ch~t khang khu~n.
- Thanh ph~n:
Natri hydroxide 3 mol/I; Dung dich natri hypochlorite « 2 %
cIo ho~t tinh); Ph\l gia.
- Quy cach: H<)p2:5chai, m6i chai 2:100 ml.
c) Yeu du khac
- Cam k~t khi giao hang c6 chung nh~n phan tich (CoA), c6 tai
li~u chung minh ngu6n g6c, xu~t xu eua hang h6a.
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Bang 05: Yeu ciu tieu chuan ky thu~t cua hang hoa thuQc phin V: Kit ELISA

TT Danh muc Tieu chuan ky thu~t
1 ELISA khang thS a) Tieu chuan chung

san la gan Ian - Hang moi chua qua su dung
- Han sir dung: Con t6i thieu 112 han str dung kS tir khi giao
hang.
- Dat tieu chuan chat lUQTIg:ISO 13485; FDA hoac CE hoac
tuong duong.
- Nguyen v~t lieu (kit) phai co chimg nhan hop phap la san
pham thirong mai, va diroc phep dung cho ch~n doan lam sang
(IVD kit).
b) Tieu chuan ky thuat cu thS
- Ban dinh IUQTIgkhang thS hoac dinh tinh khang thS IgG khang
Fasciola trong huyet thanh ngiroi bang phuong phap ELISA.
- Sinh pham dap irng tong thai gian thirc hien xet nghiem ::;60
phut.
- D9 nhay: 2: 95%.
- D9 d:rtchieu: 2: 95%.
- Thanh phan 1 b9 bao gom:
+Dia 96 gieng phu khang nguyen Fasciola va cac thanh phfrn
phan (mg thea tieu chu~n cua nha san xufrt.
- Quy cach: H9P 96 gi~ng c6 thS be rai.
c) Yeu cfiukhac
- Cam k~t khi giao hang c6 tai li~u chung minh vS ch~t IUQ'ng,
ngu6n g6c, xu~t xu cua hang h6a.

2 ELISA khang the a) Tieu chuan chung
giun dfia ch6 - Hang mai chua qua Slr d\lllg

- H?n su d\lng: Con t6i thiSu 1/2 h?n su d\lllg kS tu khi giao
hang
- D?t tieu chu~n ch~t IUQTIg:ISO 13485; FDA ho:rtcCE ho:rtc
tuang duang.
- Nguyen v~t li~u (kit) phai c6 chung nh~n hqp phap la san
ph~m thuang m?i, va duQ'Cphep dung cho ch~n doan lam sang
(IVD kit).
b) Tieu chu~n ky thu~t C\lth~
- Ban dinh IUQ'ngkhang thS ho:rtcdinh tinh khang th~ IgG khang
Toxocara trong huy~t thanh nguai bftng phuang phap ELISA.
- Sinh ph~m dap ung t6ng thai gian u xet nghi~m::; 75 phut (y

nhi~t d9 ::;370C.
- D9 nhlilY:2: 85%.
- D9 d:rtchi~u: 2: 90%.
- Thanh phfrn 1 b9 bao g6m:
+Dia 96 gi~ng phu khang nguyen Toxocara va cac thanh phfrn
phan (mg thea tieu chu~n cua nha san xufrt.
- Quy cach: H9P 96 gi~ng c6 th~ be rai.
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3 ELISA khang the
~u trung san 19n

4 ELISA khang the a) Tieu chuan chung
giun luon - Hang mai chua qua Slr dl,lng

- H:;mSlr dl,lng: Con t6i thi~u 1/2 h~n Slr dl,lng k~ tu khi giao
hang
- D~t tieu chuAn ch~t lugng: ISO 13485; FDA ho~c CE ho~c
tuO'ng dUO'r~g.
- Nguyen v~t li~u (kit) phai c6 chung nh~ hqp phap la san
phAm thuong m~i, va dugc phep dung cho chAn doan lam sang
(IVD kit).
b) Tieu chuAn ky thu~t Cl,lth~
- Ban dinh lugng khang th~ ho~c dinh tinh khang th~ IgG khang
Strongyloides trong huySt thanh nguai b~ng phuO'ng phap
ELISA.
- Sinh phAm dap ung t6ng thai gian th\fc hi~n xet nghi~m :s 60
phut.
- D(>nh~y: 2: 95%.

1
c) Yeu cau khac
- Cam kSt khi giao hang c6 tai lieu chirng minh v~ chat hrong,
nguon g6c, xu~t xu cua hang h6a.
a) Tieu chuan chung
- Hang moi chua qua Slr dung
- Han sir dung: Con t6i thieu 1/2 han sir dung kS tir khi giao
hang
- Dat tieu chuan chat luong: ISO 13485; FDA hoac CE hoac
tuong dirong.
- Nguyen v~t lieu (kit) phai c6 chirng nhan hop phap la san
pham thuong mai, va diroc phep dung cho chan doan lam sang
(IVD kit).
b) Tieu chuan ky thuat cu th~
- Ban dinh hrong khang th~ hoac dinh tinh khang th~ IgG khang
Cysticercosis (Taenia Solium) trong huyet thanh nguoi bang
phtrong phap ELISA.
- Sinh pham dap irng tong thai gian thuc hien xet nghiern :s 30,
phut.
- D(>nhay: 2: 85%.
- D(>d~c hieu: 2: 95%.
- Thanh ph~n 1 b(>bao g6m:
+ Dia 96 gieng phu khang nguyen Cysticercosis (Taenia
Solium) va cac thanh ph~ phan ung thea tieu chuAn cua nha
san xu~t.
- Quy cach: H(>p96 giSng c6 th~ be rai.
c) Yeu c~u khac
- Cam kSt khi giao hang c6 tai li~u chUng minh v@ch~t lugng,
ngu6n g6c, xu~t xu cua hang h6a.
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- B(>d~c hieu: 2: 95%.
- Thanh phan 1 be>bao gorn:
+ BIa 96 gieng phu khang nguyen Strongyloides Stercoral is va
cac thanh phan phan irng thea tieu chuan cua nha san xu:1t.
- Quy each: Hop 96 gieng c6 the be roi.
c) Yeu du khac
- Cam kSt khi giao hang c6 tai lieu chirng minh vS chit hrong,
nguon goc, xuit xu cua hang h6a.

5 ELISA khang the a) Tieu chuan chung
giun chi - Hang moi chua qua sir dung

- Han su dung: Con t6i thieu 1/2 han str dung ke tir khi giao
hang
- Dat tieu chuan chit hrong: ISO 13485; FDA hoac CE hoac
tuong duong,
- Nguyen v~t lieu (kit) phai c6 clurng nhan hop phap la san
pham thirong mai, va diroc phep dung cho chan doan lam sang
(IVD kit).
b) Tieu chuan ky thuat cu the
- Ban dinh hrong khang the hoac dinh tinh khang thS IgG khang
Filaria trong huyet thanh hoac huyet tuong nguoi bang phuang
phap ELISA.
- Sinh ph~m dap Ungt6ng thai gian thlJc hi~n xet nghi~m :S 60
philt.
- Thanh ph~n 1 b(>bao g6m:
+ BIa 96 giSng phu khang nguyen Filaria va cac thanh ph~n
phan ung thea tieu chu~n cua nha san xu:1t.
- Quy each: H(>p96 giSng c6 the be rai.
c) Yeu du khac
- Cam kSt khi giao hang c6 tai li~u chUngminh vS chit lUQ'ng,
ngu6n g6c, xuit xu cua hang h6a.

6 ELISA khang the a) Tieu chuan chung
amip (Entamoeba - Hang m6i chua qua su dl,lng
histolitica) - H~n su dl,lng:Con t6i thiSu 112 h~n su dl,lngke tu khi giao

hang
- B~t tieu chu~n chit lUQl1g:ISO 13485; FDA ho~c CE ho~c
tuang duang.
- Nguyen v~t li~u (kit) phai c6 chung nh~n hqp phap la san
ph~m thuang m~i, va duQ'Cphep dung cho ch~n doan lam sang
(IVD kit).
b) Tieu chu~n ky thu~t Cl,lthe
- Ban dinh lUQl1gkhang the ho~c dinh tinh khang the IgG khang
Entamoeba histolytica trong huySt thanh nguai b&ngphuang
phap ELISA.
- Sinh ph~m oap Ungt6ng thai gian thlJChi~n xet nghi~m :S 30
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philt.
- D(>nhay: 2: 95%.
- D(>d~c hieu: 2: 95%.
- Thanh phan 1 b(>bao gem:
+DTa96 gieng phu khang nguyen Entamoeba histolytica va cac
thanh phan phan img thea tieu chu~n cua nha san xuat,
- Quy each: Hop 96 gieng c6 th~ be roi.
c) Yeu du khac
- Cam k~t khi giao hang c6 tai lieu chimg minh v~ chAtIUQ'ng,
nguon g6c, xuat xu cua hang h6a.

7 Elisa khang the a) Tieu chuan chung
san day ch6 - Hang moi chua qua sir dung

- Han sir dung: Con t6i thieu 112han sir dung k~ til khi giao
hang
- Dat tieu chuan chAtIUQ'ng:ISO 13485; FDA hoac CE hoac
tuong dirong.
- Nguyen v~t lieu (kit) phai c6 clnrng nhan hop phap la san
pham thirong rnai, va duoc phep dung cho chan doan lam sang
(lVD kit).
b) Tieu chuan ky thuat cu th~
- Ban dinh IUQ'ngkhang th~ hoac dinh tinh khang th~ IgG khang
Echinococcus trong huyet thanh ngiroi b~ng phuO'llgphap
ELISA.
- Sinh ph~m dap ll'ngt6ng thai gian u xet nghi~m:::;75 philt a
nhi~t d(>:::;37°C.
- D(>nh~y: 2: 90%.
- D(>d~c hi~u: 2: 90%.
- Thanh ph§.n 1 b(>bao g6m:
+DTa96 giSng phu khang nguyen Echinococcus va cac thanh
ph§.nphan ll'ngthea tieu chu~n cua nha san xufrt.
- Quy cach: H(>p96 giSng c6 th~ be rai.
c) Yeu du khac
- Cam k~t khi giao hang c6 tai li~u chung minh v~ chAtIuqng,
ngu6n g6c, xuAtxu cua hang h6a.

8 ELISA khang the a) Tieu chuan chung
giun d§.ugai - Hang m6i chua qua Slr dl)ng

- H~n Slr dl)ng: Con t6i thi~u 112 h~n Slr dl)ng k~ til khi giao
hang
- D~t tieu chu~n chAtlUQ'ng:ISO 17025-9001 ho~c tuang
dUO'llg.
- Nguyen v~t li~u (kit) phai c6 chung nh~n hqp phap la san
ph~m thuang m~i, va duQ'cphep dung cho ch~n doan lam sang
(lVD kit).
b) Tieu chu~n ky thu~t Cl)th~
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TT Danh muc Tieu chuan ky thu~t
- Ban dinh lU911gkhang the hoac dinh tinh khang the IgG khang
Gnathostoma trong huyet thanh nguoi bang ky thuat ELISA.
- Sinh pham dap (rug tong thai gian u xet nghiem x 60 phut 6
nhiet d<):S37oC.
- D<)nhay: 2: 90%.
- D<)d~c hieu: 2: 95%.
- Thanh phan 1 b<)bao gom:
+Dia 96 gieng phu khang nguyen Gnathostoma va cac thanh
phan phan trng thea tieu chuan cua nha san xu~t.
- Quy each: Hop 96 gieng co the be roi,
c) Yeu c:1ukhac
- Cam k~t khi giao hang co tai lieu chirng minh v~ chat 1u911g,
nguon g6c, xu~t xu cua hang hoa.

9 ELISA khang the a) Tieu chuan chung
san la phoi - Hang moi chua qua sir dung

- Han su dung: Con t6i thieu 112 han sir dung kS nr khi giao
hang
- Dat tieu chuan chat lU911g:ISO 13485; FDA hoac CE hoac
nrong dirong.
- Nguyen v~t lieu (kit) phai co chirng nhan hop phap la san
ph~m thuang m:;ti,va dugc phep dung cho ch~n doan lam sang
(IVD kit).
b) Tieu chu~n ky thu~t cv thS
- Ban dinh lugng khang thS ho~c dinh tinh khang thS IgG khang
Paragonimus trong huy~t thanh ho~c huy~t tuang nguai b~ng
phuang phap ELISA.
- Sinh ph~m dap ung t6ng thai gian th\l'c hi~n xet nghi~m :S60
phut.
- D<)nh:;ty: 2: 95%.
- D<)d~c hi~u: 2: 95%.
- Thanh phfrn 1 b<)bao g6m:
+ Dra 96 gi~ng phu khang nguyen Paragonimus va cac thanh
phfrn phan Ung thea tieu chu~n cua nha san xuk
- Quy cach: H<)p96 gi~ng co thS be rai.
c) Yeu c:1ukhac
- Cam k~t khi giao hang co tai li~u chUng minh v~ ch~t lU911g,
ngu6n g6c, xu~t xu cua hang hoa.

ELISA khang th~
- .

10 - Hang m6i chua qua su dVng
giun dlia - H:;tn su dVng: Con t6i thiSu 112 h:;tnsu dVng kS tu khi giao

hang
- D:;tt tieu chu~n ch~t lugng: ISO 13485; FDA ho~c CE ho~c
tuang duang.
- Nguyen v~t li~u (kit) phai co chung nh~n hgp phap la san

'--
ph~m thuang m(;li,va dugc phep dung cho ch~n doan Him sang
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TT Danb muc Tieu cbu§n ky tbu~t
(IVD kit).
b) Tieu chuan ky thuat cu th~
- Ban dinh hrong khang the hoac dinh tinh khang th~ IgG khang
Ascaris trong huyet thanh hoac huyet tirong nguoi bang phuong
phap ELISA.
- Sinh pham dap irng tong thai gian u xet nghiern :S75 phut a
nhiet d(>:S37 d(>C.
- D(>nhay: 2: 90%.
- D(>d~c hieu: 2: 90%.
- Thanh phan 1 b(>bao gom:
+DIa 96 gieng phu khang nguyen Ascaris va cac thanh phan
phan irng thea tieu chuan cua nha san xuat,
- Quy each: Hop 96 gieng c6 th~ be roi.
c) Yeu du khac
- Cam kSt khi giao hang c6 tai lieu clurng minh v~ chat hrong,
nguon goc, xuat xu cua hang h6a.

11 ELISA khang the a) Tieu chuan chung
san mang - Hang rnoi chua qua su dung

- Han str dung: Con t6i thieu 1/2 han str dung k~ tir khi giao
hang
- Dat tieu chuan chat lugng: ISO 13485; FDA ho~c CE ho~c
tuang duang.
- Nguyen v~t li~u (kit) phai c6 chung nh~n hqp phap la san
ph~m thuang mi;li,va duQ'Cphcp dung cho ch~n doan lam sang
CIVDkit).
b) Tieu chu~n ky thu~t Cl}th~
- Ban dinh IUQ'ngkhang th~ ho~c dinh tinh khang th~ IgG khang
Schistosoma trong huy€t thanh nguai b~ng phuang phap
ELISA.
- Sinh ph~m dap ung t6ng thai gian th\Xchi~n xct nghi~rn :S30
phut.
- D(>nhi;ly:2: 95%.
- D(>d~c hi~u: 2: 85%.
- Thanh ph~n 1 b(>bao g6m:
+DIa 96 gi~ng phu khang nguyen Schistosoma va cac thanh
ph~n phan ung thea tieu chu~n cua nha san xuclt.
- Quy cach: H(>p96 giSng c6 th~ be rai.
c) Yeu du khac
- Cam kSt khi giao hang c6 tai li~u chUngminh v~ cheltlugng,
ngu6n g6c, xueltxUcua hang h6a.

12 ELISA khang the a) Tieu chuan chung
giun xo~n - Hang m6i chua qua su dl}ng

- Hi;lnsu dl}ng:Con t6i thi~u 112hi;lnsu dl}ngk~ tir khi giao
hang

,
1

G
".

40



-
•• ,~- >!.

TT Danh muc Tieu chu§n ky thu~t
- Dat tieu chuan chat hrong: ISO 13485; FDA hoac CE hoac
tuong dirong,
- Nguyen v~t lieu (kit) phai c6 chirng nhan hop phap hi san
pham thuong mai, va dUQ'Cphep dung cho chan doan Himsang
(IVD kit).
b) Tieu chuan ky thuat cu thS
- Ban dinh hrong khang th€ hoac dinh tinh khang th€ IgG khang
Trichinella trong huyet thanh ngiroi bang phuong phap ELISA.
- Sinh pham dap ling tong thai gian uxet nghiern :S75 phut a
nhiet dQ:S37°C.
- I)Qnhay: ~ 95%.
- I)Q d~c hieu: ~ 95%.
- Thanh phan 1 bQbao gom:
+ I)Ia 96 gieng phu khang nguyen Trichinella va cac thanh ph§.n
phan ling thea tieu chuan cua nha san xuat.
- Quy each: HQP96 gieng c6 th€ be roi,
c) Yeu cfrukhac
- Cam kSt khi giao hang c6 tai lieu chirng minh v~ chat Iuong,
nguon goc, xuat XlT cua hang h6a.

13 ELISA khang the a) Tieu chuan chung
san la gan nho - Hang moi chua qua su dVng

- H~n su dvng: Con t6i thi€u 112 h~n Slr dVngk€ tu khi giao
hang
-I)~t tieu chu:1nchAtluqng: ISO 13485; FDA ho~c CE ho~c
tuong duang.
- Nguyen v~t li~u (kit) phai c6 chung nh~n hQ'Pphap hI san
ph:1mthuong m~i, va duQ'Cphep dung cho ch:1ndoan Himsang
(IVD kit).
b) Tieu chu:1nky thu~t cv th€
- Ban dinh luqng khang th€ ho~c dinh tinh khang th€ IgG khang
Clonorchis trong huy~t thanh ho~c huy~t tuang nguai b~ng
phuang phap ELISA.
- Sinh ph:1mdap ling t6ng thai gian thgc hi~n xet nghi~m :S55
phUt.
- I)Qnh~y: ~ 95%.
- I)Qd~c hi~u: ~ 90%.
- Thanh ph§.n 1 bQbao g6m:
+ I)Ia 96 gi~ng phll khang nguyen Clonorchis va cac thanh ph§.n
phan ung thea tieu chu:1nclla nha san xufrt.
- Quy cach: H9P 96 gi~ng c6 th€ be rai.
c) Yeu c§.ukhac
- Cam kSt khi giao hang c6 tai li~u chung minh v~ chAtIUQ'ng,
ngu6n g6c, xuAtxu clla hang h6a.

14 ELISA khang th~ a) Tieu chu:1nchung
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TT Danb muc Tieu chuan ky tbu~t
giun hron nao - Hang moi chua qua sir dung

- Han sir dung: Con t6i thieu 112 han sir dung k~ tir khi giao
hang
- Dat tieu chuan chat lUQ11g:ISO 13485; FDA hoac CE hoac
tuong duong.
- Nguyen v~t lieu (kit) phai co clnrng nhan hop phap la san
pham thirong mai, va duoc phep dung cho chan dean Him sang
(IVD kit).
b) Tieu chu~n ky thuat cu th~
- Bin dinh IUQ11gkhang th~ hoac dinh tinh khang th~ IgG khang
Angiostrongylus trong huyet thanh hoac huyet nrong ngiroi
bang phirong phap ELISA.
- Sinh pham dip (rug tong thai gian thuc hien xet nghiem S 60
phut.

, - D(,>nhay: 2: 90%.
- D('>dac hieu: 2: 90%.
- Thanh phan 1 b('>bao gem:
+ Dia 96 gieng phu khang nguyen Angiostrongylus va cac thanh
ph~n phan ling thea tieu chuan cua nha san xuat.
- Quy each: Hop 96 gieng c6 th~ be roi.
c) Yeu du khic .
- Cam k~t khi giao h~mg co tai li~u ch(rug minh v~ ch~t IUQ11g,
ngu6n g6c, xu~t xu cua hang h6a
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Bang 06: Yeu ciu tieu chusn ky thu~t cua hang hoa thuQc phin VI: Test chin doan
nhanh

TT Danh muc Tieu chu§n ky thu~t
1 Test chan doan a) Tieu chuan chung

nhanh benh viem - Hang moi chua qua sir dung,
gan B- HbsAg - Dat tieu chu~n ch~t hrong: ISO 13485.

- Co clurng nhan CFS hoac nrong duong
- Han sir dung: Con t6i thieu 2/3 han str dung kS tir khi giao
hang.
b) Tieu chuan cu thS:
- Phat hien dinh tinh khang nguyen HBV trong m~u huyet
thanh, huyet tirong ngiroi
- Gioi han phat hien :s 1 ng/ml.
- De) nhay: 2: 95%.
- De) d~c hieu: 2: 95%.
- Dang khay.
- Thanh phan: Khang thS khang HbsAg.
- Quy each dong goi: Theo quy each dong goi cua nha san xu~t
(nha thau chao thfru r5 quy each dong goi cua hang hoa chao
thau)
c) Yeu cfru khac
- Cam kSt khi giao hang co tai lieu clnrng minh vS chat hrong,
nguon g6c, xuat xu cua hang hoa.

2 Test nhanh ph<it a) Tieu chuan chung
hi~n khang - Hang m6i chua qua su dl,lng
nguyen H.Pylori - D~t chUng chi ISO 13485.
Ag trong phan - Co chUng nh~n FDA ho~c CE ho~c tuang duang.

- H~n su dl,lng: Con t6i thiSu 2/3 h~n su dl,lng kS tir khi giao
hang
b) Tieu chu~n ky thu~t C\l thS
- Ph<ithi~n khang nguyen H. Pylori trong phan.
- Mfru thu: Mfru phan.
- De) nh~y: 2: 98%.
- De) d~c hi~u: 2: 98%.
- Sinh ph~m dap ung t6ng thai gian dQCkSt qua: :s 20 phUt.
- Thanh phfrn 1 be)bao g6m:
+ Khay thu dong goi rieng tUng khay.
+ Ong thu th~p mfru co que l~y mfru va dung dich tach chi~t.
- Quy cach dong goi: Theo quy cach dong goi cua nha san xu~t
(nha thfru chao thfru r5 quy cach dong goi cua hang hoa chao
thfru).
c) Yeu cfru khac
- Cam kSt khi giao hang co tai li~u chUng minh vS ch~t lw;mg,
ngu6n g6c, xu~t xu cua hang hoa.

3 Que thu nu6c tieu a) Tieu chuan chung
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TT Danh muc Tieu chu~n ky thu~t

a)-Tl~u-chuan chung - .-. -.

- Hang moi chua gua sir dung
- Dat tieu chuan chat luqng: ISO 13485.
- Co chUng nh~n CE hoi;ic tuang duang.
- Hc~msu d\mg: Con t6i thi~u 6 thang h~n su dVng k~ tu khi giao
hang.
b) Tieu chucln Cl,l th€:
Que m~u chucln duqc su dVng d€ hi~n chucln dinh cho may phan
tich nu6c ti€u
- Quy cach dong goi: Theo guy cach dong goi cua nha. san xuk
c) Yeu du khac
- Cam kSt khi giao hang co tai li~u chUng minh v~ ch~t luqng,
ngu6n g6c, xu~t xu cua hang hoa.

4

5

10 thong tuong - Hang moi chua qua sir dung,
thich voi may - Dat tieu chuan chat hrong: ISO 13485.
Siemens - Co clurng nhan FDA hoac tuong dirong,

- Han su dung: Con t6i thieu 06 thang han su dung k~ tir khi
giao hang.
b) Tieu chucln cu th€:
- SU dung cho may phan tich nuoc tieu Clinitek Statuseo"
Siemens.
- Cac chi s6 do: Glucose, Bilirubin, Ketone, pH, Blood, Protein,
Nitrite, Urobilinogen, LeukoCytes, SG.
- Dai do cua cac chi s6:
Protein: 15 - 30 mg/dl albumin
Blood: 0,015 - 0,062 mg/dl hemoglobin
LeukoCytes: 5 - 15 tS bao bach du
Nitrite: 0,06 - 0,1 mg/dl nitrite ion.
Glucose: 75 - 125 mg/dl glucose.
Ketone: 5 - 10 mg/dl acetoacetic acid.
pH: 4,6 - 8,0.
SG: 1,001 - 1,035.
Bilirubin: 0,4 - 0,8 mg/dl bilirubin.
Urobilinogen: 0,2 EU/dl.
Quy each dong goi: Theo guy each dong goi cua nha san xu~t
(nha thau chao thau r5 guy each dong goi cua hang hoa chao
thau)
c) Yeu du khac
- Cam kSt khi giao hang co tai lieu chimg minh v~ chat luong,
nguon g6c, xuat xu cua hang hoa.

V~t lieu kiem soar
xet nghiem mroc
tieu tuong thich
v6i may xet
nghi~m nu6c ti~u
Cobas u411

Que thu nu6c tieu
10 thong s6 tuang
thich v6i may xet
nghi~m nu6c ti€u

a) Tieu chuan chung
- Hang m6i chua gua su dVng
- f)~t tieu chucln ch~t luqng: ISO 13485.
- Co chUng nh~n CE hoi;ic tuang duang.

44



TT Danb muc Tieu cbu§n ky tbu~t
Cobas u411 - Han sir dung: Con toi thieu 6 thang han sir dung ke tir khi giao

hang.
b) Tieu chuan cu thS:
- Que thir dung dS dinh tinh hoac ban dinh IUQ'ngin vitro pH,
bach du, nitrite, protein, glucose, ketone, urobilinogen,
bilirubin, hong du va trong hrong rieng trong nuoc tieu voi
may phan tich nuoc tieu.
- Quy each dong goi: Theo guy each dong g6i ella nha san xuat,
c) Yeu du khac
- Cam k~t khi giao hang co tai lieu clurng minh v~ chat IUQ'ng,
nguon g6c, xu~t xu cua hang h6a.

6 Giay in tuong - Giay in chuyen dung cho may cobas u411
thich voi may - Dong g6i: 5 cuon/hop,
cobas u411 - Cam k~t khi giao hang co tai lieu chirng minh v~ nguon g6c,

xuat xu cua hang h6a.
7 Test nhanh Crypto a) Tieu chuan chung

- Hang moi chua qua str dung.
- Dat tieu chuan chat hrong: ISO 13485.
- C6 clnrng nhan FDA hoac CE hoac nrong dirong,
- Han str dung: Con t6i thiSu 112 h<;lnsu d\lng kS tu khi giao
hang.
b) Tieu chu~n C\lth~:
Khay thu xet nghi~m miSn dich s~c ky nhanh dS phat hi~n dinh
tinh khang nguyen Cryptosporidium trong miu pharr nguai.
DQ nh<;ly:2: 95%.
DQ d~c hi~u: 2: 95%.
Quy cach d6ng g6i: Theo guy cach d6ng g6i clla nha san xu~t
(nha th~u chao th~u ro guy cach d6ng g6i clla hang h6a chao
th~u).
c) Yeu du khac
- Cam k~t khi giao hang c6 tai li~u ch(mg minh v~ ch~t luqng,
ngu6n g6c, xu~t xu clla hang h6a.

8 Test nhanh a) Tieu chuan chung
Giardia - Hang mai chua gua su d\lng.

- D<;lttieu chu~n ch~t IUQ'ng:ISO 13485.
- C6 chUng nh~n FDA ho~c CE ho~c tuang duang.
- H<;lnsu d\lng: Con t6i thiSu 112 h<;lnsu d\lng kS tu khi giao
hang.
b) Tieu chu§n C\lthS:
Khay thu xet nghi~m miSn dich s~c ky nhanh dS phat hi~n dinh
tinh khang nguyen Giardia trong miu phan nguai.
DQ nh<;ly:2: 95%.
DQ di;ichi~u: 2: 95%.
Quy cach d6ng g6i: Theo guy each d6ng g6i clla nhil. san xu~t
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TT Danh muc . Tieu chuan ky thu~t
(nha th~u chao thau r5 quy each d6ng g6i cua hang h6a chao

- .

thau),
c) Yeu cftukhac
- Cam kSt khi giao hang c6 tai lieu chirng minh v~ ch~t hrong,
nguon g6c, xu~t xu cua hang h6a.

9 Test nhanh a) Tieu chufrnchung
Entamoeba - Hang moi chua qua S11 dung.

- D~t tieu chuan chat hrong: ISO 13485.
- C6 chirng nhan FDA hoac CE hoac tuong dirong,
- Han str dung: Con t6i thiSu 1/2 han sir dung kS tir khi giao
hang.
b) Tieu chuan cu the:
Khay thir xet nghiem mi~n dich s~c ky nhanh d~ phat hien dinh
tinh Entamoeba trong m~u phan ngiroi,
D('>nhay: ~ 70%.
D('>dac hieu: ~ 95%.
Quy each d6ng g6i: Theo quy each d6ng goi cua nha san xu~t
(nha thau chao thau r5 quy each d6ng g6i cua hang h6a chao
thau)
c) Yeu cftukhac
- Cam kSt khi giao hang c6 tai lieu clurng minh v~ chat hrong,
nguon g6c, xuat xu cua hang h6a.

10 Test nhanh s6t a) Tieu chuan chung
xu~t huySt - Hang m6i chua qua S11 d\lng.

- D~t tieu chufrn ch~t lugng: ISO 13485.
- C6 ch(rng nh~n FDA ho~c CE ho~c tuong duong.
- H~n su d\lng: Con t6i thi~u 112h~n su d\lng k~ tiTkhi giao
hang.
b) Tieu chufrnC\lth~:
Khay thu xet nghi~m mi~n dich s~c ky nhanh dS phat hi~n dinh
tinh khang nguyen NSI cua virut s6t xu~t huySt trong m~u mau
toan ph~n, huy€t thanh ho~c huySt tuong.
D(,>nh~y ~ 95%.
D(,>d~c hi~u: ~ 96%.
D(,>chinh xac ~ 96%.
Quy cach d6ng g6i: Theo quy each d6ng g6i cua nha san xu~t
(nha th~u chao th~u r5 quy each d6ng g6i cua hang h6a chao
th~u).
c) Yeu cftukhac
- Cam kSt khi giao hang c6 tai li~u chung minh v~ ch~t luqng,
ngu6n g6c, xu~t xu cua hang h6a.
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Bang 07: Yeu du tieu chuAn ky thu,t cua hang hoa thuQc phAn VII: Hoa ch§t, v,t tir
tieu hao "-.
TT Danh muc Tieu chuan ky thu,t
1 Nuoc mu6i sinh 1;' - Natri Clorid 0,9%

- Chai 500 ml.
2 Niroc cat tiem - Thanh phan: Nurre cat pha tiern.

- Dong goi: 6ng 5ml.
- Han dung: Con t6i thieu 112han sir dung k~ tir khi giao hang.
- Hang moi chua qua su dung.

3 C6n 70 d<) a) Tieu chuan chung
- Hang moi chua qua sir dung,
- H<;1nsir dung: Con t6i thieu 112han sir dung k~ tir khi giao
hang.
b) Tieu chuan cu the:
- Dung dich ethanol 70%.
- Dong goi: Chai 500 ml.

4 Dung dich sat - Thanh phan: Ethanol 50%, Isopropanol 28%, Chlorhexidine
khuan nhanh digluconate 0,5%.

- Mui: Diu nhe,
- Dang dung dich.
- PH: 7-8.
- Quy each: Dong goi thea tieu chuan nha san xuat,

5 Lam kinh - Chieu dai cua lam kinh tir 76 mm ± 0,2 mm
- Chien rong cua lam kinh tir 25,4 mm d~n 25,6 mm
- D<)day cua lam kinh: tir 1mm d~n 1,2 mm
- Cac canh, cac goc cua m6i lam kinh d8u phai diroc mai nh£n
- Toan b<)16hang (lam kinh) la m<)tlO<;1ilam d6ng nhdt
- Lam kinh kh6ng bi 6, kh6ng bi m6c
- M(lt cua lam kinh kh6ng co ngu s~c
- Lam duQ'cdong trong h9P carton
- Dong goi: 72 chi~c lam trong m<)th<)pcarton nh6, 50 h<)p
dong trong m<)tki~n (b~ng g6 ho(lc b~ng gidy), tren m6i ki~n
ghi dfrydu: S6 lugng, nai san xudt, ngay san xudt.
- Chung chi ISO 9001 ho(lc ISO 13485 ho(lc tuang duang.
- H<;1nsu dVng:Con t6i thi~u 112h<;1nsu dvng k~ tu khi giao
hang
- Hang mai chua qua su dVng.

6 G<;1Cvai .- Kich thuac: R<)ng2: 0,75m.
- Thanh phfrn: 100% cotton.
- Hang mai chua qua su dVng.
- ChUng chi ISO 9001 hoi:icISO 13485 ho(lc tuang duang.

7 H<)pan toan dvng - Chat li~u: Giay Duplex khang thung.
bam kim tiem - Ten in tren h<)p:H<)pan toan dvng bam va kim tiem dll su

dVng.
- Tren h<)pin bi~u tuqng canh bao nguy hi~m sinh hQc.
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TT Danh ID\lC Tieu chu§n ky thu~t
- MElli sac: Yang.
- Kich thuoc 2: 150 x120 x 270 mm.
- Hang moi chua qua sir dung.

8 Bang dinh vet a) Tieu chuan chung:
thuong - Hang moi chua qua sir dung,

- Han su dung: Con t6i thieu 112han sir dung ke tir khi giao
hang.
- Dat chtrng nhan ISO 13485 hoac tirong duong.
b) Tieu chuan cu the:
- Dang mieng dan, kich tlnroc: 2cm x 6cm, diroc dung trong
tung bao rieng,
- Bang: Vai co gian.
- Gac: Mau trang, phu lap hroi polyethylene khong gay dinh.
- Quy each dong g6i: Theo tieu chuan cua nha san xuat.

9 Bam tiem 5 ml - Hang moi chua qua su dung,
dung mQt lc1n - Han sir dung: Con t6i thieu 112han sir dung ke nr khi giao

hang.
- Dat tieu chuan chat hrong: ISO 13485 hoac 900 1 hoac tuong
duong.
b) Tieu chuan cu the:
- Dong g6i vo khu~n 1cai/ tui,
- Dung tich: 5ml.
- Khong dQc, khong gay s6t, khir trung bang khi EO, vo trung.
- C5'kim 23Gx1".

10 Bong y tS a) Tieu chuan chung
- Hang mai chua qua su d\lng.
- H<,lnsir dVng: Con t6i thieu 1/2 h<,lnsir d\lng ke tu khi giao
hang.
- Tieu chu~n ch<1tlugng: ISO 13485.
b) Tieu chu~n cv the:
- Bong vo trung, th<1mnuac, d6ng g6i 10graml g6i, dt s~n
mi8ng vuong, kich thuac: 2 x 2 cm.

11 Lamen - Kich thuac: 22mm x 22mm.
- DQ day: 0,13-0,19 mm ..
- Ch<1tli~u: Thuy tinh, trong su6t.
- Khong m6c, khong xuac, khong dvc, khong c6 mau ngu s~c,
rbi nhau, khong bSt dinh thanh kh6i.
- Hang mai chua qua sir d\lng, t6i thieu Yz h<,lndung ke tir khi
giao hang.
- San xu<1tt<,licac m,rac G7.
- Tieu chu~n: ISO 9001.
- Hang mai chua qua su dVng.
- Quy cach d6ng g6i: Theo tieu chu~n nha san xu<1t.

12 Gang tay khong - H<,lnsu dVng: Con toi thieu 112h<,lnsu d\lng ke tir khi giao
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TT Danh muc Tieu chuan ky thu~t
bQt hang.

- Ch~t lieu: cao su tv nhien.
- Loai khong bot - phu Polymer hoac Clorin: dung cho ca 2 tay;
mau trang hoac vang nga,
- Ham hrong chiet xu~t protein trong gang tay ::; 50 ug/g hoac ::;
100 ug/dnr',
- Luong nQi dQc t6 khong vuot qua gioi han 10 dan vi noi doc
t6/ 1 chiec gang tay.
- Luong bot::; 2 mg bot min tan deu khong von. Khong gay
ngira, khong gay kich irng da, khong mun buc, mau trang due.
- Tieu chuan chat luong: ISO 13485 hoac ISO 900 1 hoac tuang
duang.
- Hang moi chua qua sir dung.
- Size: S, M, L.
- Dong goi thea quy each cua nha san xuat,

13 Gang tay co bot - Han su dung: Can toi thieu 112han str dung ke tir khi giao
hang.
- Dat tieu chuan chat hrong: ISO 13485 hoac ISO 9001 hoac
tuang duang
- Vat lieu: Latex.
- Ham hrong chiet xuat protein trong gang tay ::; 50 ug/g hoac ::;
100 ug/dm",
- Luong noi doc t6 khong virot qua gioi h~n 10 dan vi noi doc
t6/1 chiSc gang tay.
- 2 mg bot < luqng bot::;5 mg bot.
- Co bot talc, it bot, bot min tan d~u khong von. Khong gay
ngua, khong gay kich ung da, khong mun b\lc, mau tr~ng d\lc.
- Size: S, M, L.
- Dong goi thea quy each cua nha san xu~t.

14 L9 dl,fllg phan - Hang mc'Yichua qua su d\lng.
- H~n Stf d\lng: Can t6i thiSu 1/2 h~n su d\lng kS tu khi giao
hang.
- D~t tieu chucln: ISO 13485 ho~c 9001 ho~c tuang duang.
- Ch.lt li~u: Nhva PS (nhva trung tinh, tinh khiSt 100%) tr~ng
trong, n~p xoay, co thia l~y phan ben trong, thia cling va g~n
ch~t vao n~p.
- Kich thuc'Yc:duang kinh khoang 35-40mm, chi~u cao khoang
50-70mm.
- Tren than 19 co dan nhan ghi thong tin: ten, tu6i, gi6i tinh,
khoalphong, s6, ngay, gia.

15 Khau trang y te 4 - Hang mc'Yichua qua su d\mg.
lap - H~n su d\lng: Can t6i thiSu 112h~n su d\mg kS tu khi giao

hang.
- D~t tieu chucln: ISO 13485 ho~c 900 1 ho~c tuang duang.
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Tieu chuan ky thu~t
-~

TT Danh muc
- Kh<lutrang 4 lap; Thanh nep miii nho gon, tien 19igiup dinh
hinh khau jrang.
- Day deo tai chac chan, co gian,
- Ch~t lieu: 3 lap Vai khong det, 1 lap vai loc
- Kich thuoc: 17,5em x 9,5em.
- Dong goi: Theo tieu chuan cua nha san xuat.

16 Nuoc cat 2 Ian - Hang moi chua qua sir dung.
- Han sir dung: Can t6i thieu 1/2 han su dung k~ til khi giao
hang.
- Ch~t long, khong rnau, khong mui, khong chay.
- Nuoc chung dt 2 l~n.
- Tinh khiet.
- Niroc e~t phai dam bao cac tieu chuan sau:

• Si02 :S 0,02 mg/l.
• Amoniae, muoi (NH4) Amoni (S 0,00 mg/l).
• S04: :S 0,4 mg/l.
• Clorua: S 0,02 mg/l.
• Fe: :S 0,01 mg/l.., Cu:;::;0,0001 mg/l
• AI: S 0,001 mg/l.
• D<)cirng - (Ca +Mg): S 0,00 mg/l
• D<)pH 5,5 - 6,5.
• D<)d~n dien S 1 p's/em.
• T6ng luong chat r~n hoa tan (TDS) S 0,5.

- Dong goi: Can :S 20 lit.
17 Pipette nhua - Diroc san xuat bang chat lieu Polyethylene deo, mern, trong

suet.
- Th~ tich: 3ml.
- Kich thuoc: chieu dai pipette ~ 183mm, ehia 3 phan:
+ Ph~n b~u hut: dirong kinh khoang 12mm.
+ Ph~n than co 6 vach ehia r5 rang til 0,5 dSn 3ml.
+ Ph~n d~u hut: duemg kinh til 3mm d€n 4mm.
- D<)day phan b6 d6ng d~u dam bao d<)hut d6ng d~u.
- Kh6ng ti~t trung.
- HSD: Can t6i thi~u 112h~n Slr dVngk~ til khi giao hang.
- Hangmai chua qua st'rdl,mg.
- ChUng chi ISO 900 1 ho~c ISO 13485 ho~c tuang dUO'l1g.

18 Ong nghi~m (lay - chat li~u: Nhva trung tiuh, kh6ng phan Ungvai cae lo~i hoa
nuac ti~u) ch~t ben trong, tinh khi€t 100%, co n~p nh~n mau tr~ng.

- Thanh 6ng tmn, lang, ch6ng Sl,!bam dinh m~u b~nh ph<im.
- Kich thuac: 16mmxl00mm.
- ChUngnh~n tieu chu<ln:ISO 13485 ho~c ISO 9001 ho~c tucmg
dUO'l1g.
- H~n Slr dVng:Can t6i thi~u 1/2 h~n su dVngk~ til khi giao
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TT Danh muc Tieu chuan ky thu~t
hang.
- Dong g6i thea quy each cua nha san xuat
- Hang moi chua qua str dung

19 Ong nghiem chan - Ong lay mau chan khong dang vacutainer vo trung.
khong EDTA K2 - Chfrt lieu PET.

- Chat b6 sung: 3,6mg K2 EDTA.
- ThS tich 2ml, 13x75mm.
- C6 ky hieu V giup h6 tro dinh huang vi tri dan nhan phu,
- N~p thiSt kS hai lap, khong c6 latex.
- V0 khuan bang phirong phap chiSu xa.
- Tieu chuan chat luong FDA hoac tirong duong, ISO 13485.
- San xuat tai cac mroc G7.
- Quy each d6ng g6i: Theo tieu chuan cua nha san xuat,
- Hang moi chua qua sir dung.
- Cam kSt khi giao hang c6 chirng nhan chfrt luong, c6 tai lieu
clnrng minh nguon goc, xufrt xu cua hang h6a.

20 Dau tip 21-11- - Vat lieu: Nhira y te PP, ti~t trung,
2001-11 - D~u tip phai nrong thich voi Micropipette hang Eppendorf voi

th~ tich tuong irng.
- Khong nhiem RNase, DNase.
- Chung nhan ISO 900 1 hoac tirong dirong.
- Dai: ~53mm.
- D~u tip c6 cac nfrc chia th~ tich dS dang thao tac, chia 3 V9.ch.
- D~u tip th~ng, khong cong venh.
- Dung tich: 21-11- 2OOI-.d.
- H9.n su d\lng: Con t6i thi~u 1/2 h9.n su d\lng k~ tu khi giao
hang.
- Hang mai chua,qua su d\lng.
- D6ng g6i: Theo tieu chu~n clla nha san xufrt.

21 Tube nhga vo - V~t li~u: Nhva y te PP.
khu~n 1,5 ml day - Khong'nhiSm RNase, DNase.
nhc;m - Dung tich: 1,5 m1.

- C6 V9.chchia dinh muc.
- Ti~t trung, khong ro ri, n~p ch~t.
- ChUng nh~n ISO 900 1 ho~c tuang duang.
- H9.n su d\lng: Con t6i thi~u 112h9.n su d\lng kS tu khi giab
hang.
- Hang mai chua qua su d\lng.
- D6ng g6i: Theo tieu chu~n clla nha san xufrt

22 Dau tip 0,1 - 101-11 - V~t li~u: Nhga y te PP, ti~t trung.
- D~u tip phai tuang thich vai Micropipette hang Eppendorf vai
th~ tich tuang ung.
- Khong nhiSm RNase, DNase.
- Th~ Uch: 0,1 1-11-10 1-11.
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TT Danh muc Tieu chuan Icy thu~t
- Chi~u dai: ~34mm.
- D~u tip c6 cac vach chia thS tich, s6 vach chia: 3
- D~u tip thang, kh6ng cong venh.
- Chung nhan ISO 900 1 hoac tuong dirong.
- Dong g6i: Theo tieu chuan cua nha san xuat.

23 Dau tip 20-300 III - V~t lieu: Nhua nguyen sinh.
- D~u tip phai tirong thich voi Micropipette hang Eppendorf voi
thS tich tirong irng.
- D~u thang.
- Th~ tich chua: 20 III - 300 Ill.
- Dai ~55mm, mau trang, trong suot, tro voi acid, bazo, chiu
h6a chat, nhiet dC),
-Chirng nhan kh6ng c6 chat th6i nhua (slip agents, plasticizers,
biocide, mineral oil ... ).
- Kh6ng nhiem ADN, ARN.
- Kh6ng cong venh khi hfrpkhir trung.
- Dong g6i: Theo tieu chuan cua nha san xuat,
- Chung nhan: ISO 9001; ISO 13485.

24 Dau tip 50-1000 - Mau trang trong.
III - Chien dai: ~71mm

- Lam tir nhua nguyen sinh.
- Chung nhan kh6ng c6 cac chfrtth6i nhira.

. , - Hfrpkhir trung 121"C .
- D~u tip phai tuang thich v6i Micropipette hang Eppendorfv6i
thS tich tuang Ung.
- D6ng goi: Theo tieu chu~n cua nha Sanxufrt.
- D~t chung nh~n: ISO 9001; ISO 13485.

25 Ong nghi~m nhva - Ong xet nghi~m c6 nap, kich thu6c: duang kinh khoang 12
n~p tr~ng mm, chi~u dai khoang 75mm

- Chfrt li~u: b~ng nhva PS kh6ng l~n t~p chfrt,dam bao cac 6ng
d6ng nhfrtv~ kich thu6c va chfrt luqng. Chfrt li~u nhva trung
tinh khong phan ung v6i cac lo~i h6a chfrtchua ben trong, tinh
khi€t 100%.
- Thanh 6ng tran lang ch6ng sg bam dfnh m~u b~nh ph~m.
- Thanh 6ng day dam bao chiu duQ'cIvc quay ly tam d€n 5000
RPM.
- H~n Slrd\.mg:Dap ung t6i thiSu lf2 h~n dung kS tll'thai di~m
giao hang.
- Quy cach: Theo tieu chu~n nha san xufrt.
- Hang m6i chua qua SLr dl,mg.

26 Ong nghi~m - Hang m6i chua qua su dvng.
Heparin (Lithium) - H~n su dVng:Con t6i thiSu 1/2 h~n su dl,mgkS tu khi giao
chan kh6ng hang.

- D~t tieu chu~n chfrt IUQ'ng:ISO 13485, CE ho~c tuang duang.
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TT Danh muc Tieu chuAn ky thu~t
- X\lc1txu: tai cac mrocG 7.
- Nguyen lieu: nhua PET, trong suet, khong mau, khong c6 anh
rna, nip mau xanh la cay.
- Kich tlnroc: dirong kinh khoang 13mm, chieu dai khoang 75
mm.
- Dung tich: 4 ml
- Ph1)gia: Lithium Heparin.
- Nip cao su cho phep kim choc m~u xuyen qua.
- Ong kin chan khong,
- Nut cao su chat, khong bi b~t ra khi rna nip. Ch~t chong dong
duoi dang phun strong phun d~u len toan b<)mat trong 6ng.
- Day tron, sach khong bam ban.
- Dong g6i: thea tieu chuan cua nha san xu~t
c) Yeu du khac
- Cam k~t khi giao hang c6 tai li~u chirng minh v~ chat IU911g,
nguon goc, xu~t xu cua hang h6a.

27 Ong nghiem a) Tieu chuan chung:
Heparin Lithium - Hang moi 100% chua qua sir dung.
2ml - Han sir dung: Con t6i thieu 112han sir dung k€ tir khi giao

hang.
- Dat tieu chuan chdt luong: ISO 13485 hoac nrong duong.
- Nguyen lieu: nhua PP, co nip nhira (LDPE), nip ~n chat c6
th€ thao rai, kin khong ro ri mfrukhi dao nguqc. B~ m~t ben
trong 6ng khong c6 tac nhan gay hOC;lthoa dong mau do ti~p
xuc.
- Kich thuac: duang kfnh khoang 13mm, chi~u dai khoang 75
mm
- Dung tich: 2 ml, c6 vC;lchdinh muc
- Ph1)gia: Lithium Heparin vai n6ng d<)tuang thich 6ng 2mI.
- Ch~t ch6ng dong duai dC;lngphun suang phun d~u len toan b<)
m~t trong ong.
- Day tron, sC;lchkhong bam b~n.
- D6ng g6i thea tieu chu~n clla nha san xu~t.
- Chiu Ivc quay ly tam2: 6000 vong! phut.
c) Yeu du khac:
- Cam k~t khi giao hang c6 tai li~u chUngminh v~ ch~t luqng,
ngu6n g6c, xu~t xu clla hang h6a.

28 Coc th6t day Chat li~u thlly tinh, th6t day, c6 chan.
- Dung tich: 1.000mi.
- Chia vC;lchcho cac th€ tich: IOOml,200ml, 400ml, 600 ml, 800
ml, I.OOOmi.
- Hang mai chua qua su d1)ng.

29 H9P d\fllg bong - Chat li~u: Inox SUS 304.
con - Tr9ng IU911g:2: 100 g.
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TT Danh muc Tieu chuan ky thu~t
- Nap c6 quai a dinh.
- Duong kinh 2:8cm; cao 2:7cm.
- Hang moi chua qua su dung.

30 Day garo - Chat lieu: Vai thun co gian.
- C6 kh6a nhua.

31 Khay chir nhat - Kich thuoc: 22cm x 32cm x 2 ern
- Chit lieu inox.
- Hang moi chua qua Slr dung.

32 Gel sieu am - Khong gay bcln quan ao, khong gay hai d~u do.
- Khong c6 Formaldehyde.
- V0 khuan, khong gay man cam hoac rat da.
- Mau s~c: Xanh hoac trong suot,
- Dung tich: Can :s 5 lit.
- Quy each: Thung :s 4 can.
- Dat tieu chuan ISO 13485 hoac 9001 hoac tirong duong.
- Han dung: Con t6i thieu Yz han dung k~ til khi giao hang.
- Hang moi chua qua sir dung.

33 Ong lay mau chan - Ong lay mau chan khong dang vacutainer vo trung.
khong chua chit - Chit lieu PET.
kich hoat dong - Chit b6 sung: cac hat silica.
mau - Thanh 6ng c6 phu silicone, giam bam dinh t~ bao.

- Kich thuoc: duong kinh khoang 13 mm, chieu dai khoang 75
mm.
- Dung tich: 4 ml.
- C6 ky hieu giup h6 tro dinh hirong vi tri dan nhan phv.
- N~p thi~t k~ hai lap, khong c6 latex.
- V0 khu~n b~ng phuang phap chi~u x~.
- Xuit xu t~i cac nu6c G7.
- Quy each d6ng g6i: Theo tieu chucln cua nha san xuit.
- Tieu chu~n chit lugng FDA hoi;ic tuang duang, ISO 13485.
- Cam k~t khi giao hang c6 chung nh~n chit lugng, c6 tai li~u
chUng minh ngu6n g6c, xuit xu cua hang h6a.

34 Kim lay mau chan - Kim lay mau chan khong doc dvc d~ng PrecisionGlide.
khong hai d~u d6c - Chit li~u: thep khong gi.
dvc - Kim phu silicone.

- Kich thu6c 22G.
- VO khu~n.
- Tieu chucln chit lugng CE hoi;ic tuang duang, ISO 13485.
- Xuit xu: t~i cae nu6c G7.
- Quy cach d6ng g6i: Theo tieu chucln cua nha san xuk
- Cam k~t khi giao hang c6 chung nh~n chit lugng, c6 tai li~u
chUng minh ngu6n g6c, xuit xu cua hang h6a.

35 Gia do kim chan - Holder kH noi gifra ong nghi~m chan kh6ng va cae lo~i kim
kh6ng dung I l~n liy mau chan kh6ng.
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TT Danh muc Tieu chuan ky thuit
- Tuong thich voi tat ca cac loai kim/kim buom lay mau chan
khong va cac loai 6ng chan khong.
- Mau trang.
- Tieu chuan chat hrong CE hoac tuong duong, ISO 13485.
- Quy each dong goi: Theo tieu chuan cua nha san xuat.
- XUcltxu: tai cac mroc G7.
- Cam kSt khi giao hang co clurng nhan chclthrong, co tai lieu
chirng minh nguon g6c, xuat xu cua hang hoa.. .
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Bang 08: Yeu cAu tieu chu§n ky thu~t cua hang hoa thuQc ph§n VIII: V~t tu khac
TT Danh muc Tieu chu§1l ky thuat
1 Tui nilong yang - Chat lieu nilong PP, mau yang, hap ti~t trung khong bi co rum,

khong bi ro ri, khong rach, khong buc trong qua trinh thu gom,
van chuyen, c6 vach canh bao.
- C6 in logo rieng thea quy dinh an toan sinh hoc (Bi~u nrong
logo thea quy dinh).
- C6 in nhan rieng tung rnau thea quy dinh. C6 vach gioi han
"KHONG DVQC Dl)NG QuA VACH NAy".
- Kich thuoc R45 x D70 ern.

2 Tui nilong xanh - Chat lieu nilong PP, mau xanh, hap tiet trung khong bi co rum,
khong bi ro ri, khong rach, khong buc trong qua trinh thu gom,
v~n chuyen, c6 vach canh bao.
- C6 in logo rieng thea quy dinh an toan sinh hoc (BiSu nrong
logo thea quy dinh).
- C6 in nhan rieng tung mau thea quy dinh. C6 vach gioi han
"KHONG DVQC Dl)NG QuA VACH NAy".
- Kich thuoc 45 x 70cm.

3 Tui nilong trang - Chat lieu nilong PP, mau trang, hap tiet trung khong bi co rum,
khong bi ro ri, khong rach, khong bl,lctrong qua trinh thu gom,
v~n chuySn, c6 v1;lchcanh bao.
- C6 in logo rieng thea quy dinh an toan sinh hQc(BiSu tUQ'ng
logo thea quy dinh). C6 in nhan rieng tung mau thea quy dinh.
C6 v1;lchgi6i h1;ln"KHONG DVQC Dl)NG QuA VACH
NAy".
- Kich thu6c R45 x D70 cm.

4 Tui nilong den - Chat li~u nilong PP, mau den, hap ti~t trung khong bi co rum,
khong bi ro ri, khong rach, khong bl,lctrong qua trinh thu gom,
v~n chuySn, c6 v1;lchcanh bao.
- C6 in logo rieng thea quy dinh an toan sinh hQc (BiSu tUQ'ng
logo thea quy dinh). C6 in nhan rieng tung mau thea quy dinh.
C6 v1;lchgi6i h1;ln"KHONG DVQC Dl)NG QuA VACH
NAy".
- Kich thu6c R45 x D70 cm.

5 Khan giay da nang - Quy cach: 22 ± 2 gsm, 2 cUQnx 2 lap, 205 ta, kich thu6c ta:
228mm x 200mm.
- Dai, th~m hut nhanh, s1;lch.Khong c6 hoa ch~t t~y tr~ng dQC
h1;li.
- D6ng tui, 2 cUQndai/tui.

6 Dong ho dem Dong ho bam gia c6 tinh nang bao thuc; h~n gia; c6 man hinh
nguQ'cdi~n tu hiSn thi; nut b~m.

7 Giay lau da nang - Thanh phan: bQtgiay 100%.
- Kich thuac: 210 x 210 ± 5mm.
-DinhluQ'llg: 17g± Ig/m2.
- Kh6i IUQ'ng:1kg ± 20g.

8 Giay in nhi~t Kich thu6c: 80 x 80 mm.
Gi~y day: 68 gsm.
Chi~u dai x~p xi cua gi~y: 55-60 met.
Duang kinh 15i: 19mm
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TT Danb mue Tieu chuan k_ithuat
Kich thuoc 15inhua: 17 x 19mm

cee gifiy dung 1
- - -

9 Dung tich: 180 den 200ml.
l~n Chat lieu: Gifiy trang PE 1mat.

Dinh hrong: ~ 21Ogsm/m.
10 Nuoc nra tay Dang san pham: Nurre nra tay, khir mui, diet vi khuan.

Thanh phan: Water, sodium laureth sulfate, sodium chloride,
gly~ol distearate, ......
The tich: khoang 170ml d~n 200 ml.

11 Tui zip dung Tui co rniet nhira a mieng, co dirong chi mau trang hoac do
thuoc chay doc mieng tui.

Chat lieu: nhua trong.
KT: 8,5 x12 em.

12 Gang tay cao su Chat lieu: 100% cao su thien nhien.
Trong hrong: 110-116 gram.
De>dai: 40 em (± 5 mm).
Mau s~c: H6ng, Kern.
De>day: 45 - 55 (± O,OImm).
Co: L.

13 Niroc tay Javen - Tay v~t moe, vet 0 quan £10, khan, ga giuong, chan g6i.
- Dung tich ::;20 lit.
- Huong thorn dS chiu.

14 Khan m~t Kich thuoc: 28x42cm.
Chat lieu: 100% cotton.

15 Khan mat vuong Kfch thuoc: 25x25cm.
trang Chat lieu: 100% cotton.

Mau s~c: trang.
16 Tui nilon dung rae Chat lieu: Nhua HDPE 1\1' huy,

mau xanh (KT:40 Kich thiroc: 40 x 60 cm.
x 60 cm) Mau s~c: xanh duong.

Tui co in logo rieng theo quy dinh ATSH (biSu tuqng logo theo
quy dinh) cua Be>Y t~, co day rut ti~n d\mg.

17 Tui nilon d\l'llgrac Chat li~u: Nh\1'aHDPE t\1'huy.
mau xanh (KT: 90 Kich thu6c: 90 x 110 cm.
x 110 em) M~lUs~c: xanh duang.

Tui co in logo rieng theo quy dinh ATSH (biSu tu<;mglogo theo
quy dinh) cua Be>Y t~, co day rut ti~n d\mg.

18 Be>tgi~t Dung cho may gi~t cua tren.
Dong g6i: Theo tieu chu~n nha san xu<1t.

)
Ha N(Ji, ngay thang niim 2025

.--::::=~~. VIEN TRUONG
~NTRUONG

57


