UBND TINH LANG SON CONG HOA XA HQI CHU NGHIA VIET NAM

SOY TE Péoc lap - Tw do - Hanh phiic
S6: 2371SYT-KHTC Lang Son, ngay 22 thang 4 nam 2021
VIV cung cap béo gia
sinh pham y té

Kinh giri: Cac Cong ty cung cap sinh pham vy té.

Cin ctr Cong vin s6 5888/BYT-TC-CT ngay 29/10/2020 ciia B Y té vé
viéc hudng dan triéen khai dau thau trang thiét bi y t€ theo Thong tu so
14/2020/TT-BYT;

Can cir Cong van sO 1446/VP-KGVX ngay 18/4/2021 cia Van phong
UBND tinh Lang Son vé viéc mua sam sinh pham y té cho cac co so y t€ trén
dia ban tinh Lang Son.

~ Hiénnay So Y té dang thyc hién cac buéc mua sam tap trung sinh pham y
te cho cac co so 'y té trén dia ban tinh Lang Son nam 2021 (Chi tiét danh muc tai
phu luc kem theo)

SO Y té Lang Son kinh moi cac Cong ty quan tam ¢ kha nang cung cap
danh muc sinh pham y té néu trén gui ban bao gia vé S Y té Lang Son, s6 50
Pinh Tién Hoang, phuong Chi Ling, thanh phd Lang Son trwéc 17 gio ngay
26/4/2021;d6ng thoi giri file mém vao dia chi email dtvui@langson.gov.vn hoac
dothivuils@gmail.com

Trong qua trinh to chirc thyc hién, néu can trao doi xin lién h¢ Ba b6 Thi
Vui, Pho Truong phong Ké hoach tai chinh S¢ Y té, dién thoai 0205.3812 347
hoac 0986146252.

KT. GIAM bDOC
Not nhén: O GIAM POC
- Nhu trén; N
- Gb S¢ (b/c);
- Tr/P phong KHTC;
- Website S6' Y té;
- Luu VT, KHTC®T1V).




Phu luc 1. Danh muc sinh pham y té

(Kém theo Céng vin sé

/SYT-KHTC ngay

1412021 cua Sé Y té Lang Son)

Phan
2 nhém .
R , L b uy cach | Tiéu chuan - Sé
STT | Danh muc hang héa meoi thau | | (m Q,y e £ 2 theo TT Yéu cau ky thuat (hoac twong duong) 0
vitinh | déng goi | chatlwong lwong
14/2020/
TT-BYT
| | Sinh pham y té
B0 Urease
test gom 2
lo dung ISO 13485 5 .
x ' . B¢ test gom 2 1 h A 10ml va dun
1 | Bo kit chin doan H. Pylori Bo | dich A hodic tuong | Nhem 6 | Do Urease test gom 2o dung dich A 10ml va dung 47
. dich B 3ml
10ml va duong
dung dich
B 3ml
D0 nhay: 93.1% va Bg dac hi¢u: 98.8% so véi nudi
cdy, do lap lai 100%.
. , ) 1SO 13485 DaAng bao ché: Khay nhya c6 giéng nho mau, tii
5 Test nhanh chan  doan Test Hop 25 hodc tuon Nh6m 6 nhom 200
Chlamydia test oap tuong B9 san pham: Test thir, Dung dich chiét, dung dich
dlIO’l’lg \ o ~ ~ 2 X C A X ,
trung hoa, tam bong vo khuan, ong nghiém, 6ng nho
giot dung 1 1an. Han st dung > 18 thang bao quan &
2-30°C.
1SO 13485 Phat hién ca HIV1 va HIV 2
Test thir chan doan HIV ( HIV Hop 100 . , Do nhay: 100%; D§ dac hi¢u: 99.8% 19.10
3 Test hoac tuong | Nhom 6 . ) .t SR
1/2 3.0) test duong Dang bao ché: Khay nhya co giéng nho mau, tui 0

nhom




Pugc danh gia boi WHO, USAID, dugc ban hanh
trong Hudng dan Quan Ly, Diéu tri va cham soc
HIV/AIDS cia BYT nam 2015. Han st dung > 24
thang, bao quan ¢ 2-30°C.

Xét nghiém FOB 14 xét nghiém nhanh, phat hién dinh
tinh hemoglobin mau trong mau phan ngudi.

« Sang loc mau an trong phan

» Khong phan tng chéo voi mau dong vat, vitamin C

; ; ISO 13485 va Sucrose
FOB hir ho a Ho ; x :
r(m)é\ ) (test thur hong cau trong |- o, i’;’sts O | hoge trong | Nh6m 2 | » Mau thir: phan nguoi 320
P duong  Gi6i han phét hién: 50 ng/ml hemoglobin méu
nguoi
« Két qua xét nghiém trong 10 phut
« Tudi tho va nhiét d6 bao quéan: > 24 thang & 2-30°C
* Béc tinh: D) nhay: 98%, Do dac hiéu: 98.5%
Hop 30 ISO 13485 Phat hién dinh tinh HbeAg trong mau huyét thanh,
Test nhanh chan doan HBeAg | Test ifst hodc twong | Nhém 6 | huyét twong ngudi. Do nhay: 95,5%, Do dic hiéu: 360
duong 98,6%. Han dung > 14 thang ké tir ngay san xuét.
. ISO 13485 Phat hién dinh tinh HBsAg t au huyét thanh
Test nhanh chdn dodn viém Hop 100 | > , At hicn dinh tinh HBsAg trong mau huy@ thanh, | 5 5,
an B (HBsAg Fast) Test Test hodc twong | Nhom 6 | huyét tuong nguoi. DG nhay : 99%, Do dac hi¢u: 0
g g duong 100%. Han sir dung > 24 thang, bio quan & 2-30°C.
: ISO 13485 Phat hién dinh tinh HCG trong nudc tiéu. Gidi han
HCG Kit thir nhanh cha A Hop 2 T .
CG Kit thur nhanh chan dodn | o, P25 |} actuong | Nh6m 4 | phat hién 25mIU/ml. Han sit dung > 24 thang ké tir | 900
thai sém test N z
duong ngay san xuat.
SO 13485 Xét nghiém HCV 14 thir nghiém mién dich sac ky
Test nhanh chan doan viém Hop 100 Ny . phat hién dinh tinh khang thé dic hiéu khang HCV 21.40
Test hoac tuong | Nhom 6 P A . A
gan C (HCV) test duong trong huyét thanh, huyét twrong va mau toan phan 0

ngudi. « Téi t6 hop 161 HCV, NS3, NS4, NS5 Ag




duoc st dung 1am nguyén li¢u bt budc. Tudi tho va
nhiét d6 bao quan: > 24 thang ¢ 1-30°Ce Dac tinh:
Do nhay 99.3%, Do dac hi¢u 98.1% . 1) Dung cu xét
nghiém HCV dong trong tii nhom riéng r€, cd goi
hat 4m. Dung mai thir nghiém.

Phat hién phan bi¢t khang nguyén P.f va P.v trong
mAu mau toan phan (thé tich mau mau 5p). Do nhay:

. 2 . ISO 13485 99.7% (P.f), 95.5% (P.v). Bd dac hi¢u: 99.5%. Bao
9 gﬁ’;‘?ﬁt fé“f) P.A/ Py (test chan |- p H‘t-’epstzs hofic tuong | Nh6m 2 | quin & nhiét o 1-40°C. Buge dénh gid boi WHO. | 850
duong Do nhay phat hién Pf v&i nong d6 >50 ky sinh
triung/pl 12 100%. Do nhay phat hién Pv v6i nong do
>50 ky sinh trung/pl 16n hon 98%.
Xét nghiém Dengue NS1 14 1 xét nghiém mién dich
sic ky 1 budc invitro phat hién khang nguyén
Test nhanh phit hign KN Hopas | 15013485 i ok i gt - Kt qui < nehibm: 15.20
10 Depgue ,N81, chan doan sot| Test t.est hoac tuong | Nhom 4 ohiit ' o 590
xuat huyet duong « Tudi tho va nhiét do bao quan: > 24 thang & 1-300C
* bBéc tinh ky thuat: D6 nhay 92.4%, D6 dac hi¢u
98.4%
Xét nghiém Rotavirus 1a 1 xét nghiém mién dich séc
ky phat hién nhanh Rotavirus nhém A trong mau
2 , . . ISO 13485 bénh pham phan. ¢ Tuoi tho va nhiét d6 bao quan: >
11 zfes; ;}3222 rlj(})lfzo mﬁﬁgh Test H‘t-’é’stzo hoiic trong | Nhom 4 | 18 thang & 1-300C 2.100
i duong * Dac tinh ky thuat: Do nhay 94%, Do dac hi¢u

98.3% ( So voi PP RT-PCR). Han st dung > 18
thang ké tir ngay san xuét.

12 Test nhanh chan doan cim | Test Hop 25 ISO 13485 | Nhom 2 | Xét nghiém Influenza Ag chan doan phéan biét cim 5.400




tayp A, tayp B test hoac tuong typ A &B. » Mau thir: tim bong dich miii, tim bong
duong dich hong, tdm bong dich miii héu, hodc dich hat
mili, dich hut miii hau
« Tudi tho va nhiét d6 bao quan: > 24 thang & 1-30°C
* bBéc tinh: D) nhay 91.8%, d6 dac hiéu 98.9% (so
v6i phuong phép nhan gidng, RT-PCR hay tiéu
chuan vang). Han str dung > 24 thang .
Xét nghiém Siphilis 3.0 1a thir nghiém mién dich sac
ky pha ran phat hién dinh tinh tat ca khang thé IgG,
o 100 1SO 13485 IllgM: IghA I;hé}\lng Treponema Pallidumh(TP).Trong
. . e op . , uyet thanh, huy€t twrong, mau toan phan cua nguoi.
13 Test thir giang mai (Syphilis) Test test hoéac twong | Nhom 4 D6 nhay: 99.3% va Do dac hiéu: 99.5% so véi 5.650
uong TPHA .Dang bao ché: Khay nhwa c6 giéng nhé mau,
thi nhdm Pugc danh gia boi WHO nam 2003. Han
sir dung > 24 thang bao quan ¢ 2-30°C.
7 SO 13485 Phét hién dinh tinh virus hop bao ho hap (RSV) tir
14 Test nhanh chan doan viém Test Hop 25 hoge twong | Nhom 4 bénh pham trong vom miii hong. B nhay: 92.3%. 1.100
duong ho hap do RSV test j bg dac hiéu: 93.3% DO chinh x4c 100%; Han dung >
duong ,
21 thang
Phat hién khang thé IgM khang Entervirus 71 1a mot
trong cac nguyén nhan giy bénh tay-chn-miéng.
. = Hop 25 IS?]3485 , Thé tich mau sir dung: 5p huyét thanh hodc huyét
15 Test thtr chan tay miéng EV71 Test test hoéac tuong | Nhom 4 twong. Do nhay: 98.1%. Do dic hidu: 99.1% so voi 1.000
wong RT-PCR. Han sir dung > 18 thang ké tir ngdy san
Xuat.
16 CRP Test Hop 100 Illigc 1tl?;:?)’1815g Nh6m 6 Khang thé khang Protein phan tmg(3-5%); Hat 1,600
Test Polystyrene

duong




ISO 13485 Phat hién CEA trong mau huyét thanh, huyét twong
17 Test nhanh CEA Test 30 tests hoac twong | Nhém 4 | nguoi. D6 nhay: 100%, D6 dac hiéu: 99,6%. Khoang 800
duong ndng d6 phat hién tir 5 ng/ml - 100,000 ng/ml.
H.Pylori 1a test nhanh phat hién dinh tinh tat ca
khang thé ddc hiéu (IgG, IgM, IgA, etc. trong huyét
Hop 100 ISO 13485 thanh, huyét twong. Phat hién tat ca typ khang thé
18 | Test tha H.P Test .test hoac twong | Nhém 4 | (IgG, IgM, IgA) khang H.pylori. « Tu6i tho va nhiét 800
duong dd bao quan > 24 thang ¢ 2-30°C
* Bac tinh: Do nhay: 95,9%, d6 dac hi¢u: 89,6%
« Mau huyét thanh huyét twong
Phat hién phéan biét khang thé IgG va IgM khang
Hop 25 ISO 13485 virus viém gan A. BJ nhay: 97.6%, DJ dac hiéu:
19 | Test thur viém gan A (HAV) Test t'es ¢ hodc twong | Nhom 4 | 98%. Gi(’yi~ han phat hién 5 IU/ml. Khong tuong tac 450
duong v&i cdc mau m& mau, vang da, ly giai mau, mau chura
yéu t6 dang thap.
H.Pylori 14 test nhanh phat hién dinh tinh tat ca
khang thé dic hiéu (IgG, IgM, IgA, etc. trong huyét
H.Pylori Ab Combo Rapid A |s€) 13485 , thanh, huyét twong. ’Phét hién tét ca tyB khéng thé‘ A
20 Test (huyét thanh) Test | 30 test/hdp | hodc twong | Nhom 2 | (IgG, IgM, IgA) khang H.pylori. * Tudi tho va nhiét 510
duong do bao quan > 24 thang ¢ 2-30°C
* bBéc tinh: D) nhay: 95,9%, d6 dac hi¢u: 89,6%
« Mau huyét thanh huyét tuong
- C6 Gidy phép luu hanh cua Bo Y té- La hon hop
ISO 13485 ctia khang thé don dong 16p IgM (dong P3 x 61) va
21 | Anti-D (IgM+IgG) Lo Lo 10ml | hodc twong | Nhom 3 | 16p IgG (dong MCADG6)- Hi¢u gia > 1:256- B§ dac 294
duong hiéu: 100%- Bdo quan 2 - 8 do C; khong dé dong
lanh- Han sir dung: > 24 thang
22 | Anti D (RH1) IgG Lo Lo 10ml | 1SO 13485 | Nhém 6 |- Co Gidy phép luu hanh san phdm cia Bo y té 43




hodc tuong - Khang theé don dong Anti D IgG
duong - Hi¢u gia > 1:32
- b6 dac hiéu: 100%
- Bao quan 2 - 8 d6 C; khong dé dong lanh.
- Han sir dung: > 24 thang
B6 03 1o (10 ml/ 19):
- Lo Anti A chtra khang thé don dong Anti A (dong
11H5)
Anti A +Anti B+ anti AB ) Bo 3 lox IS? 13485 , - Lo Anti B chira khang thé don dong Anti B (dong
23 | (huyét thanh miu dinh ABO) | 30 jomi | Podctuong | Nhom3 | 6F9) , 716
’ duong - Lo Anti A,B Khang thé don dong Anti AB (dong
11H5 + 6F9)
Hi¢u gia > 1:256; B§ dac hi¢u: 100%
Han str dung: > 24 thang
o B33 lox | 1SO13485 B9 3 lo: h(‘311~g cau n}éu Ay
24 | Hong cau mau Bo 1 Omi hoac twong | Nhém 6 h()‘ng cau mau B; héng‘céu rpﬁu 0. 194
duong Nong do: Dung dich hong cau 5%
- C6 Gidy phép luu hanh san pham ctia Bo y té
- La mot hdn hop can bang ctia Globulin ¢6 do tinh
ISO 13485 {&I’{l.ef o /.*_llm('}l ZGI 5. 2”:'9?23 o 1
25 | Anti Human globulin Lo Lo 10ml | hodc twong | Nhom 6 1A¢uvg1a.w nt-'g L > , nd oo, 6
duong -Po dac ‘hlcuq: Da} dac hiéu voi IgG nguoi va cac
thanh phan bo the C3b va C3d
- Bdo quan ¢ 2 - 8 d§ C, khong lam dong.
- Han str dung: > 24 thang
o | T Advance qulity repid | | Hopd0 | S ahom O) vilhod HIV gp 2 trong miy | 50
Anti HIV 1/2 (Intec) test : )

duong

toan phan, huyét thanh hodc huyét twong ctia nguoi.




Sinh pham chin doan chat giy nghién

Hop 25 ISO 13485 Tf:st AMVI MULTI-DRUGS CARD dugc str dung
1 Ma tdy 5 chan Test t‘es N hodc twong | Nhom 6 | d€ phat hién nam loai Chat Gay Nghién: 400
duong THC,MOP,MDMA MET,KET
Test nudc tiéu phit hién ma tly | - Test | Hop 50 1 15013485 | Phat hién dinh tinh nhanh Methaphetamin v cc chét
2 da (Methafetamin) test hodc twong | Nhom 6 AR , x L2 .. 100
chuyén hoa cia chung trong mau nudce ti€éu nguoi
duong
Test thir Multi Drug MOP /MDMA/ /MET/THC
(Hay con goi la test thr ma tiy 4 chan) la xét nghiém
. 1SO 13485 sac ky mién dich dya trén n‘guyén 1y lién két canh
3 Ma tdy  (Quik  Check | Test Hop 25 hoic twong | Nhém 6 tranh, dinh tinh phat hién dong thoi va phan biét 5 350
MET/THC/MDM /MOP) test éuong Morphine (MOP), Methylenedioxy-
methamphetamine (MDMA), Methamphetamine
(MET), Marijuana (THC) trong nudc tiéu, hd tro
sang loc dbi tuong da lam dung mot hodc vai chat do
Test Hop 25 MOP 1a thtr nghiém mién dich siac ky mot bude, phat
test I1SO 13485 hién dinh tinh nhanh morphin trong mau nudc tiéu
4 Test nhanh chan doan Morphin hodc twong | Nhoém 4 | nguoi & ndng do gia tri cut-off ctia morphin 1a 300 8.400
duong ng/ml. bado quan thanh thir & 2~30°C. Han s dung >
24 thang ké tir ngay san xuat.
N , . ISO 13485 Mau pham Nudc tieu, P nhay >99.9%. Do dac hi¢u
5 I\z‘;srghinnhanh chan dodn | oo Ht("eztso hodc tuong | Nh6m 6 | 99.9%. D6 chinh xéc >99.9%. Ngudng phat hién 3.000
duong 300NG/ML

Téng cong: 31 mit hang




