
UBND TiNH HA GIANG 
SOYTE 

S6: oAr IQD- SYT 

CONG HOA xA HOI CHU NGHiA VIETNAM . . 
l>()c l~p- Tl)· do- H~nh phuc 

Ha Giang, ngay OJ._ thcmg 8 nam 2019 

QUYETI>JNH 
V~ vi~c sifa dBi, bB sung hB so· m()'i thiu 

G6i thiu sfi 08: G6i thiu h6a chfit- sinh phAm y t~ khac. 

Thu()c d\f an: Cung frog thufic- v~t ttl' y t~ va h6a chfit cho cac co· so· y t~ cong 
l~p tren dja ban tinh Ha Giang nam 2019-2021 

GIAM DOC SOY TE HA GIANG 

Can cu Lu~t d~u th~u s6 43/2013/QH13 ngay 26/1112013 cua Qu6c h<)i; 

Can cu Nghj djnh s6 63/20 14/ND-CP ngay 26/6/2014 cua Chinh phu Quy 
djnh chi tiSt thi hanh m<)t s6 diSu cua Lu~t d~u th~u vS Iva chQn nha th~u; 

Can cu Thong tu s6 05/2015/TT-BKHBT ngay 16/6/2015 cua B9 KS ho~ch 
va D~u tu quy dinh chi tiSt l~p h6 so mai th~u mua s~m hang h6a; 

Can cu QuySt djnh s6 1375/QD-UBND ngay 15/7/2019 cua UBND tinh vS 
vi~c phe duy~t KS ho~ch Iva chQn nha th~u Dv an "Cung ung thu6c-v~t tu y tS va 
h6a ch~t cho cac co soy tS c6ng l~p tren dia ban tinh Ha Giang nam 2019-2021 "; 

Can cir dS nghi cua T6 th~m djnh t~i bien bfm hQp ngay 31/7/2019 vS vi~c sira 
d6i, b6 sung h6 sa mai th~u cac g6i th~u thu<)c dg an: Cung Ung thu6c - v~t tu y tS 
va h6a ch~t cho cac co say tS cong l~p tren dja ban tinh Ha Giang nam 2019-2021, 

QUYET I>JNH: 

l>i~u 1. Sua d6i, b6 sung m<)t s6 n<)i dung cua h6 sa mai th~u, G6i th~u s6 08: 
G6i th~u h6a ch~t - sinh ph~m y tS khac da duqc phe duy~t t~i QuySt dinh s6 
569/QD-SYT ngay 19/7/2019 ( c6 ph1,1 l1,1c sua d6i, b6 sung kem theo ). 

Ly do sua d6i, b6 sung: So su~t trong vi~c so~n thao, in ~n h6 so mai th~u. 

l>i~u 2. Can cu n<)i dung su·a d6i, b6 sung t~i DiSu 1, Dan vi mua thu6c t~p 
trung t6 chuc thgc hi~n theo dung cac guy djnh hi~n hanh. Nhfrng n<)i dung kh6ng 
sua d6i, b6 sung t~i QuySt d!nh nay duqc thvc hi~n theo h6 sa mai th~u da ban 
hanh t~i QuySt dinh s6 569/QD-SYT ngay 19/7/2019 cua Giam d6c SaY tS Ha 
Giang. 

l>i~u 3. Dan vi mua thuf>c t~p trung, T6 th~m djnh, cac ca nhan va dan vi c6 
lien quan can Clr QuySt dinh thi hanh./. 

No'i nhiin: 
- Nhu cli.~u 3; 
- Ban Giam d6c Sa; 
-Dang Website SYT; 
- Ltru: VT, NVD.UJY 



PHVLVCOl 

Sir A 1>01, BO SUNG N(>I DUNG HO SO MOl THAU 
GOI THAU SO 08: GOI THAU HOA CHAT- SINH PHAM Y TE KHAC 
( Kern thea Quyit ajnh s6 615/QD-SYT ngay 021812019 cua SaY ti Ha Giang) 

N<)i dung da ghi trong HSMT theo Quy~t 
djnh sB 569/QI>-SYT 

l>KC 

25.2 

Yeu c~u v€ bao hanh: __fneu yeu 
cdu vJ baa hcmh (niu co) tren CO' sa 
quy ajnh m9t s6 n9i dung sau: 
- Thai hc;m baa himh: Thai hc;zn baa 
hcmh au:9·c tinh ki tit khi himg h6a 
au:(JC bcm giaa, nghi¢m thu. Tily thea 
tinh chdt, yeu cdu cua himg h6a rna 
c6 thi quy ajnh thai hqn baa hanh 
cha taan b9 hang h6a hagc quy ajnh 
rieng cha tung lac;zi hang h6a. 
- Baa hanh: Tily thea tinh chdt va yeu 
cdu cua g6i thdu rna quy ajnh c~ thi. 
D6i vai cac lac;zi hang h6a aO'n gian 
thi yeu cdu nha thdu c6 phiiu baa 
himh kern thea, trang t16 neu ro thai 
gian va trach nhi¢m baa hanh cua 
nha thdu. D6i v&i cac lac;zi himg h6a 
phuc tc;zp thi ngaai vi¢c c6 phiiu baa 
hanh kern thea con phai quy ajnh chu 
t!du tu: giu· lc;zi m9t phdn gia trf cua 
h(Jp abng ai baa dam nghza v~ baa 
hi:mh ha¢c n9p du:ai dc;zng m9t baa 
liinh cua ngan hang. Trang tru:ang 
h9p nay, cdn quy ajnh c~ thi gia tri 
khaim tiJn giii· lc;zi va thai hqn haan 
tra cho nha thdu (vi d~ se hoim tra lc;zi 
cha nha thdu khi hai ben thanh ly h9'p 
tlbng). 
- CO' chi giai quyit cac hu: hong, 
khuyit t{lt phat sinh trang qua trinh su 
d~ng hang h6a trang thai hc;zn baa 
hanh: cdn neu thai gian chu t!du tu: 
thong baa cho nha thdu vJ cac hu: 
hong, khuyit t{lt phat sinh; thai hc;zn 
nha thdu phai tiin hanh khilc ph~c 
cac hu: hong, khuyit t{lt sau khi nh{ln 
aU'9'C thong baa CUQ chu adu tu:; chi 
phi cha vi¢c khlic ph~c cac hu: hong, 
khuyit t{lt va nha thdu phai chju taan 
b9 chi phi cho vi¢c khilc ph~c .. .}. 

N<)i dung sfra d8i, bB sung theo 
Quy~t djnh sB 615/QI>-SYT 

Yeu c~u v~ bao hfmh: 
+ Nha th~u c6 phi~u bao hfmh kern theo, 
trong d6 neu ro thai gian va tnich nhi~m 
bao hanh cua nha thfiu va dap ung tieu 
chuAn cua nha san xufrt. 
+ D6i v6i cac lo~i hfmg h6a phuc t~p thi 
ngoai vi~c c6 phi~u bao hanh kern theo 
thi chu d~u tu gifr l~i m()t ph~n gia tri cua 
hqp d6ng (Theo thoa thu~n v6i nha cung 
d p) d€ bao dam nghTa vt,J bao hanh ho~c 
n()p du6i d~ng m()t bao Hinh cua ngan 
hang. Ct,1 th€ gia tri khoan ti~n gifr l ~i va 
tha i h~n hoan tra cho nha th~u se dugc 
neu trong thoa thu~n thuang thao k~t qua 
Iva ch9n nha th~u. 
- Ca ch~ giai quy~t khuy~t t~t: Trong 
vong 10 ngay, n~u c6 vAn d€ v€ chfrt 
luqng hang h6a thi ca ch~ giai quy~t cac 
hu hong, khuy~t t~t phat sinh trong qua 
trinh su dl,mg hang h6a trong thai h~n 
bao hanh: Chu d~u tu se thong bao ngay 
khi phat hi~n c6 vAn d~ v~ chfrt luqng 
hang h6a cho nha thfiu v€ cac hu hong, 
khuy~t t~t phat sinh; trong vong 10 ngay 
nha thfiu phai ti~n hanh cac bi~n phap 
nh~m kh~c pht,JC cac hu hong, khuy~t t~t 
sau khi nh~n duqc thong bao cua chu d~u 
tu; chi phi cho vi~c kh~c pht,Jc cac hu 
hong, khuy~t t~t va nha thfiu phai chiu 
toan b() chi phi cho vi~c kh~c ph1,1c. 



Phl} ll}c 02- Goi 8 (trang 37 HSMT) 
( BA sung kern theo Quy~t djnh sa 615/Q:D-SYT ngay 02/8/2019 ciia Sir y t~ Ha 

Giang) 

ChtrO'ng III. TlEU CHUAN DANH GIA HSDT 

Ml)c 1. Ki~m tra va danh gia tinh hQ'p I~ ctia HSDXKT 

1. Ki~m tra tinh hQ'p I~ cua HSDXKT: 

a) KiSm tra s6 luqng bim ch\lp HSDXKT; 

b) KiSm tra cac thanh ph~n cua bim g6c HSDXKT, bao g6m: Don dv th~u thu9c 

HSDXKT, th6a thu~n lien danh (n~u co), gifiy uy quy€n ky dan dv th~u (n~u co); bao 

dam dl,I th~u; tai li~u chung minh tu each hqp I~; tai li~u chung minh nang ll,l'c va kinh 

nghi~m; d€ xufit v€ ky thu~t va cac thanh ph~n khac thu<)c HSDXKT theo quy dinh t~i 

HSMT; 

c) KiSm tra SlJ th6ng nhfit n9i dung gifra ban g6c va ban Ch\lp dS ph\}C V\1 qua trinh 

danh gia chi ti~t HSDXKT. 

2. Danh gia tinh hQ'p I~ cua HSDXKT: 

HSDXKT cua nha th~u duqc danh gia Ia hqp I~ khi dap ung d~y du cac n9i dung sau 

day: 

a) Co ban gfJc HSDXKT; 

b) Co dan dv th~u thu()c HSDXKT duqc d~i di~n hqp phap cua nha th~u ky ten, 

dong d~u. D6i v&i nha th~u lien danh, dan dl,I th~u phai do d~i di~n hqp phap cua rung 

thanh vien lien danh ky ten, dong d~u ho?c thanh vien dung d~u lien danh thay m?t lien 

danh kY dan dl,l' th~u theo phan cong trach nhi~m trong van ban th6a thu~n lien danh; 

c) Thai gian thvc hi~n hqp d6ng neu trong dan dv th~u phai phu hqp v&i d€ xu~t v€ 

ky thu~t va dap ung yeu c~u neu trong HSMT; 

d) Thai h~n hi~u Ivc cua HSDXKT dap ung yeu c~u theo quy djnh t~i Ml,lc 18.1 

CDNT; 

d) Co bao dam dlJ th~u v&i gia tri va thai h~n hi~u Ivc dap trng yeu du theo quy 

djnh t~i M\lc 19.2 CDNT. D6i v&i trucmg hqp quy dinh bao dam dv th~u theo hinh thuc 

n<)p thu bao lanh thi thu bao lanh phai duqc d~i di~n hqp phap cua t6 chuc tfn dl,lng ho?c 

chi nhanh ngan hang nu&c ngoai duqc thanh l~p theo phap lu~t Vi~t Nam kY ten v&i gia 

trj va thai h~n hi~u h,rc, ten cua Ben mai th~u (dan vj thl,l huang) theo quy djnht~i M\lc 

19.2 CDNT; d6i v&i tnrang hqp quy djnh bao dam dv th~u theo hinh thuc d?t cQc bi ng 

Sec thi Ben mai th~u se quan ly Sec do theo quy djnh t~i cac Ml,lc 19.4 CDNT va Ml,lc 

19.5 CDNT. 

e) Nha th~u khong co ten trong hai ho?c nhi€u HSDXKT v&i tu each Ia nha th~u 

chinh (nha th~u d(>c l~p ho?c thanh vien trong lien danh) d6i v6i cung m()t goi th~u . 

Truang hqp goi th~u chia thanh nhi€u ph~n d<)c l~p thi nha th~u khong co ten trong hai 



STT Ma hang 
trong h6a theo 

HSMT HSMT 

I G8.00 1 

2 G8.002 

3 G8.003 

4 G8.004 

5 G8.005 

6 G8.006 

7 G8.007 

8 G8.008 

9 G8.009 

17 G8.0 17 

18 G8.018 

19 G8.019 

PHT) LlJC SlJ'A DOl, BO SUNG BANG PH~M VI CUNG CAP VA YEU CAU vE KY THU~ T 
G6I THAU so s: G6I THAU H6A CHAT, s rNH PRAM v TE KHAc 

(Kern theo Quyit tljnh s6 615/QD-SYT ngay 021812019 cuaS& Y ti Ha Giang) 

Plu~ l~iC 3 

N{li dung da ban hanh trong HSMT theo Quy~t djnh sa 569/QD-SYT N{li dung sti·a dBi, bB sung theo Quy~t djnh sa 615/QD-SYT 

Ten h6a ch~t, sinh ph~m 
Tieu chu~n ky thu~t/thanh ph§n 

Tieu chulin, ch~t lu·Q·ng Ten h6a ch~t, sinh ph~m 
Tieu chu~n ky thu~t/thanh ph§n h6a 

Tieu chu~n, ch~t lu·Q·ng 
h6a ch~t ch~t 

C6n sat khuan tay nhanh d~tng C6n sat khu~n tay nhanh d~tng 
Gel TH.A GEL Gel 
Dung dich ni'a tay ph§u thu~t 

Dung djch nia tay ph§u thu~t 
TH.A4 
Dung djch rtra tay ph§u thu~t Dung djch rua tay ph§u thu~t 
TH.A4 
Dung djch rtra tay sat khuan Dung djch nia tay sat khu~n 
thucmg quy SAKURA thuemg quy 
Dung djch rtra tay sat khu~n Dung djch rua tay sat khuan 
thuemg quy SAKURA thuemg quy 
Dung djch rtra tay sat khu~n Dung djch rtra tay sat khu~n 
thuemg quy SAKURA thuemg quy 
Dung djch rtra tay sat khu~ Dung djch nra tay sat khu~n 
nhanh kh6ng c~ nu6c TH.A nhanh kh6ng dn nu6c 
hand rub 
Dung djch rtra tay sat khu~n Dung djch nra tay sat khu~n 
nhanh kh6ng d n mr6c TH.A nhanh kh6ng c~ nu6c 
hand rub 
Dung dich rua tay sat khu~n Dung djch rua tay sat khu~ 
nhanh kh6ng c~n nu6c TH.A nhanh kh6ng dn nu6c 
hand rub 
Dung djch Enzym lam s~tch · ISO 13485:2016 Dung djch Enzym lam s~tch 
dt;ng Clf y t~ bao g6m Ca dt;ng • ISO 900 I :2015 (UK.AS - dt;ng Clf y t~ bao g6m ca dt;ng · ISO 13485:2016 
cv n(>i soi, su dvng duqc cho ca Anh)/19000000 1/PCBA- Cl,l ni)i soi, sir dvng duqc cho • ISO 900 I :2015 
may rira khtr khu~ VP ca may rua khtr khu~ 
ALF A SEPT Z-3 
Dung djch Enzym lam s~tch 

• ISO 13485:2016 Dung djch Enzym lam s~tch 
dt;ng Cl,l y t~ bao g6m ca dt;ng • ISO 900 I :2015 (UK.AS - dt;ng Clf y t~ bao g6m Ca dl,lng · ISO 13485:2016 
cv ni)i soi, sir dl)ng duqc cho ca Anh)/190000001/PCBA- cv ni)i soi, sir dt;ng duqc cho · ISO 9001:20 15 
may rira khir khu~n VP ca may rira khir khu~n 
ALF A SEPT Z-3 

Dung djch Jam S~J.Ch va khtr Dung djch lam S~J.Ch va khtr 
khuan dt;ng cv y t~ c6: · ISO 13485:2016 khuan dl)ng cv y t~ co: 
poly(hexamethylenebiguanide) · ISO 9001:2015 (UK.AS - poly • ISO 13485:2016 
hydrochloride k~t hqp thanh Anh)/05/20 19/BYT-TB- (hexamethylenebiguanide) • ISO 9001:2015 
ph§n da enzym ALF ASEPT Z- CT hydrochloride ket hqp thanh 
3PLUS ph§n da enzym 

----
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STT Ma hang N9i dung ila ban hanh trong HSMT thco Quy~t iljnh s6 569/Qf>-SYT N9i dung su·a dBi, bB sung thco Quy~t iljnh s6 615/Qf>-SYT 
trong hoa theo 

Ten h6a chfi t, sinh ph!i m 
Ticu chu!in ky thu~t/thanh phft n 

Ticu chu iin, chfi t lu·qng Ten h6a chfit, sinh phiim 
Ticu chu!in ky thu~t/tha nh phfl n h6a 

Ticu chu iin, chfi t lu·q·ng HSMT HSMT h6a chfi t chfi t 

Dung djch lam SitCh va khli Dung djch lam SitCh va khli 
khucin dt.mg C\1 y te c6: · ISO 13485:2016 khucin d1,1ng C\1 y te c6: 
poly(h~ethylenebiguanide} - - • ISO 900 I :2&1-5-(UK.AS - poly ------ -~ ----tSe- tJ 485-:20t6-

20 G8.020 
hydrochloride ket hqp thanh Anh)/05/20 19/BYT-TB- (hexamethylenebiguanide) · ISO 9001:2015 
ph fin da enzym ALF ASEPT Z- CT hydrochloride ket hc;rp thanh 
3PLUS phcln da enzym 

Dung djch khli khucin dt.mg C\1, 
· ISO 13485:2016 

Dung djch khli khucin dt.mg 
21 G8.021 sli dt,mg cho khli nhi €m ban dciu 

• ISO 9001:2015 (UKAS -
C\1, sli d1,1ng cho khli nhi~m 

·ISO 13485:2016 

ALFASEPT D+P 
Anh)/05/20 19/BYT-TB-

ban dciu 
• ISO 9001 :2015 

CT 

Dung djch khli khuan d1,1ng C\J y Dung djch khli khucin d1,1ng 
ti\ bao g6m ca d1,1ng Cl,l nQi SOi ·ISO 13485:2016 c1,1 y te bao g6m cil d1,1ng c1,1 
khong chiu nhi~t. co chua OPA. • ISO 9001:2015 (UKAS- n(ii soi khong chju nhi~t. c6 • rso 13485:20 16 

22 G8.022 Thai gian ngam ng~p d1,1ng c1,1 Anh)/05/20 19/BYT-TB- chua OPA. Thai gian ngam · ISO 9001:2015 
t6i thil~u 5 phut. Su d1,1ng lien CT ng~p d1,1ng C\1 tbi thieu 5 phut. 
tvc 14 ngay. C6 test di kem. Sli d1,1ng lien t1,1c 14 ngay. C6 
AI FA SEPT OPA test di kem. 

Dung djch khli khucin d1,1ng C\1 y Dung djch khtr khucln d1,1ng 
te bao g6m ca d1,1ng Cl,l nQi SOi • ISO 13485:20 16 Cl,l y te bao g6m ca d1,1ng Cl,l 

23 G8.023 
khong chju nhi~t. c6 chua GTA. • ISO 9001:2015 (UKAS - n(ii soi khong chju nhi~t. c6 • ISO 13485:2016 
Khong ccin hoitt h6a. Ngiim Anh)/05/20 19/B YT-TB- chua GT A. Khong d n hoitt ·ISO 9001:2015 
ng~p d1,1ng C\.1 15 phut. C6 test CT h6a. Ngiim ng~p d11ng C\1 15 
di kern ALFASEPTGTA PLUS phut. C6 test di kem 

Dung djch xit !au lam SitCh va · ISO 13485:20 16 
Dung djch xit lau him S?Ch va 

24 G8.024 
khli khucin cac b~ m~t xe tiem, • ISO 900 I :2015 (UKAS -

khli khucin cac b~ m?t xe • ISO 13485:2016 
m~t ban, trang thiet bj Anh)NNDP-HC-1 03-05-

tiem, m~t ban, trang thi€t bi 
• ISO 9001:2015 

ALFASEPT SURFACE- RTU 17 

Dung djch xjtlau lam S:;lCh va ·ISO 13485:20 16 
Dung djch xjt !au lam S:;lCh va 

25 G8.025 
khli khucin cac b~ m(lt xe tiem, • ISO 9001:2015 (UKAS-

khli khucin cac b~ m~t xe 
· ISO 13485:2016 

m~t ban, trang thiet bj Anh)/VNDP-HC-1 03-05-
tiem, m(lt ban. trang thi€t bj • ISO 9001:20 15 

ALFASEPT SURFACE-RTU 17 

Dung djch phun khtr trung b~ 
Dung djch phun khli trung b~ 

m(H thong qua dl!crng khong khf ·ISO 13485:20 16 
c6 chua H202 + Ag Ion. Su ·ISO 9001:20 15 (UKAS-

m?t thOng qua dl!crng khong 
· ISO 13485:2016 

26 G8.026 dl,lng v6'i cac lo:;li may phun khtr Anh)NNDP-HC-219- 12-
khi c6 chua H202 + Ag Ion. 

• ISO 9001:2015 
khucin. C6 h6 trQ' mi!Q'Il may 17 

Str d1,1ng v6'i cac lo?i may 
phun khli khucin. 

neu trung thciu SANOSIL SO I 0 Page 2 
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STT Mli hang N()i d ung dli ban hanh trong HSMT theo Quy~t d!nh sii 569/QD-SYT N()i dung sii·a d6i, bfi sung theo Quy~t djnh sii 615/QD-SYT 
trong h6a theo 

Ten h6a ch~t, sinh ph~m 
Tieu chu iin ky thu~t/th ?1nh phan 

Tieu chu~n, ch§t lu·9·ng Ten h6a ch§t, sinh phftm 
Tieu chu iin ky thu~t/tha nh phAn h6a 

Tieu chu ~ n , chft t lu·9·ng HSMT HSMT h6a chftt chft t 

Dung dich lam s~ch va khu ·ISO 134"85:2016 Dung dich lam s~ch va khu 

27 G8.027 
khu! n be m~t (san nha) d~g • ISO 900 I :2015 (UK.AS - khu!n be m~t (san nha) d~g · ISO 13485:2016 
d~ d~c, pha loang 0,5% d~n Anh)NNDP-HC-1 02-05- d~m d~c, pha loilng 0,5% d~n · ISO 9001:20 I5 
1% ALFASEPT SURFACE-C 17 1% 

I 

Naphasept 2,5g (Vien nen khu Vien nen khu khu! n cac be ' 64 G8.064 
khu!n cac be m~t cfrng) m~t cfrng 

• ISO 13485:2016 

80 G8.080 
• ISO 900 I :20 I 5 (UK.AS - · ISO 13485:2016 
Anh)NNDP-HC-219- 12- • ISO 9001:2015 

17 
D~t chfrng chi xuat khau FDA-My D~t ch(rng chi xu!t kh~u FDA-My ho~c 

(M1,.1c 80 I ,802) tu<mg du<mg 
- Dinh tinh phat hi~n khtmg th~ TB - Dinh tinh phat hi¢n khang th~ TB Lao 

Lao IgG/IgM lgG/IgM 
Onsite TB lgG!IgM Combo -Thanh phdn test thu: Vung c(mg -Thanh ph!n test thu: Vung c(>ng hc,rp 

128 G8. 128 
Rapid Test hc,rp vang M.TB, khang th~ igY ga. Test thu nhanh phat hi~n 

vang M.TB, khang th~ igY ga. 
(Test thu nhanh phat hi~n - V~ch k<it quaM khang nguyen tai khangth~ lao 

- V~ch kch quaM khang nguyen tai t6 
khang th~ lao) tb hQ'P M.TB I hc,rp M.TBI 

- V~ch k~t qua G khimg nguyen tai - V~ch k~t qua G khang nguyen tai t6 hc,rp 
t6 hqp M.TB2. M.TB2. 

- V~ch chfrng khang th~ de khang - V~ch chfrng khang th~ de khang IhY giL 
lhY <!ll 

D~t chfrng chi xuc1t kh§u FDA-My D~t chung chi xuat kh§u FDA-My ho~c I 

(M1,.1c 80 I ,802) tucmg du<mg 
- D~t tieu chuin ISO 13485:2003 - D~t tieu chu~n ISO 13485:2003 

- Dinh tinh phat hi~n khang nguyen - Djnh tinh phat hi¢n khang nguyen virus 

OnSite HBsAg Rapid Test virus viem gan B viem gan B 

(Test thli nhanh phat hi~n - Nguang phat h i~n I ng/ml Test thti nhanh phat hi~n - Ngu<'Jng phat hi~n I ng!ml 
129 G8. 129 

kh<'mg nguyen virus viem gan -Thanh ph§n kit thti: vung c(>ng hqp khang nguyen virus viem gan - Thanh phdn kit thti: vung c(>ng hqp 

B) dtrQ'C phu c(>ng hqp vang khang th~ B dtrQ'C phu c(>ng hqp vang khang th~ 
chu(>t. chu(>t. 

- V~ch k~t qua duqc phu b6'i khang - V~ch k~t qua duqc phu b&i khang th~ 
th~ chu(>t khang HbsAg. chu(>t khang HbsAg. 

- V~ch chfrng phu s~n b6'i khang th~ - V~ch chfrng phu s~ b6'i khang th~ de 
r!(: lth~ no Tor. r hnAt lth>'i n o lor. rhnAt 
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STT Mli hang Ni} i dung dli ban hanh trong HSMT thco Quy~t djnh sa 569/QD-SYT Ni} i du ng sfra d6i, b6 sung theo Quy~t djnh s6 615/QI>-SYT 
trong h6a theo 

Ten h6a chAt, sinh phfim 
Tieu chuiin ky thu~t/thanh p hfi n 

Tieu chufi n, chft t luq·ng Ten h6a chftt, sinh phftm 
Ticu chuiin ky thu~t/thanh phan h6a 

Tieu chu iin, chftt Ju·q·ng 
HSMT HSMT h6a chft t chftt 

E>11t tieu chuful ISO 13485:2016, 
E>11t tieu chuful ISO 13485:2016, OMP 

OMP 
- M~u phfun huy€t thanh, huy€t tuO'Ilg, 

- M~u phfun huy€t th~_!my€t 
-~---- mau-toim ph§n 

One Step HBsAg Rapid Test tuO'Ilg, mau tol\n ph~n 
Test thfr nhanh phat hi~n - Th~ tich m~u 80Jll 

130 08.130 
(Test thfr nhanh phat hien - Th€ tich m~u 80Jll 

khang nguyen virus viem gan -Thanh ph§n kit thli: Vung c(lng hgp I gO 
khang nguyen virus viem gan - Thanh ph§n kit thli: Vung c(lng 

B chu(lt khang HBsAg-04 
B) hgp I gO chu()t khang HBs/\g-04 

- Y11ch ket qua IgO chu()t khftng HBsAg-
- Y11ch k€t qua I gO chu()t khang 

8 20 
HBsAg-820 

- Y11ch chfrng IgO cte khang chu()t 
- Y!!ch chung !gO de khang ch11 <)t 

131 08. 131 Quick Test HBsAg Stri p 4.0 
Test nhanh chan doan viem 

gan 8 -HBsAg 
Dl!t chfrng chi xuat khau FDA-My 

(M1,1c 80 I ,802) E>11t chlrng chi xu§.t khau FDA-My ho~c 
- M§u phfun: Huy€t thanh, huy€t tuO'Ilg duO'Ilg 

tuO'Ilg - M§u phfun : Huy€t thanh, huy€t tucrng 
- Sfr d1,1ng khang nguyen tfti t6 hgp: - Sir d1,1ng khftng nguyen tai t6 hgp: 

OnSite HCV Ab Plus Rapid Protin loi NS3, NS4( nguan DOA Protin loi NS3, NS4 
Test cua SP) Test thfr nhanh phflt hien - Thanh phful kit thli: 

132 08. 132 
(Test thli nhanh phat hi~n - Thanh phful kit thu: khang the virus viem gan c - Vung c()ng hgp dugc phu sful khang 
khang th~ virus viem gan C) - Vung c()ng hgp dugc phu s~n nguyen HCV tfti t6 hgp va IgO tho. -

khang nguyen HCV tai t6 hgp va Y11ch thfr dugc phu b6i HCV tai tB hgp. 
IgO tho. - Yl!ch thli dugc phu b6i - Y11ch chfrng dugc phu b6i khftng th~ de 

HCV tai t6 hgp. khang igO tho 
- Y11ch chling dugc phu b6i khang 

th~ de khang igO tho 

Rapid Anti-HCV Test Test Dinh tinh phat hien 
133 08. 133 (Dinh tinh phat hien khang the khang th~ khang virus viem 

khang virus viem gan C) lgan C 
SO Bioline HCV 

Test nhanh xet nghiem khang 
134 08. 134 (Test nhanh xet nghiem khang 

nguyen viem gan C 
nguyen viem gan C) 
SO Bioline HBsAg 

Test nhanh xet nghiem khang 
135 08. 135 (Test nhanh xet nghiem khang 

nguyen viem gan B 
nguyen viem gan B) 
Rapid Anti-HIV (1&2) Test Test E>jnh tinh phat hien 

136 08. 136 (Djnh tinh phat hi~n khang th~ khftng the khftng virus HIV 
khang virus HIV 1&2) 1&2 

Rapid Anti-HIV (1&2) Test Test E>jnh tinh phat hi~n 
137 08. 137 (Dinh tinh phat h i~n kha.ng the khang th€ khang virus HIV 

khftng virus HIV 1&2) 1&2 
' 

·~~ 



STT Mli hang Ni}i dung dli ban hanh trong HSMT theo Quy~t djnh sB569/QD-SYT Ni}i dung sii'a d&i, bB sung theo Quy~t djnh sB615/QD-SYT 
trong h6a theo 

Ten h6a chit, sinh ph iim 
Tieu chuan ky thu~t/thanh ph§n 

Tieu chuiin, chi t lu·9·ng Ten h6a chit, sinh phiim 
Tieu chuiin ky thu~t/th anh ph§n h6a 

Tieu chuii n, chit Ju·Q·ng HSMT HSMT h6a chit chi t 
SD Bioline HIV 1/2 3.0 

Test nhanh xet nghi~m khang 
138 G8. 138 (Test nhanh xet nghi~m khang 

the HIV 
th€ HJV) 

D(l.t chung chi xu~t khau FDA-My D(l.t chung chi xuat kh~u FDA-My ho\lc 
(Mvc 80 I ,802) tl!0'11 g du011 g 

- Dinh tinh phat hi~n khang th€ - Dinh Hnh phat hi~n khang the khang 

Onsite Syphilis Ab Rapid Test khang xo~ khu~ giang mai xo~ khu~n giang mai 

( f)jnh tinh phat hi ~n khang th€ - Thanh ph~n kit thir: C<)ng h<;rp Test Djnh tinh phat hi~n -Thanh ph~n kit thir: C<)ng h<;rp vang 
139 G8. 139 

khang TP(lgM,IgG,IgA) giang vang khang nguyen Treponema khang the khftng khang nguyen Treponema Pallidum tai t6 
Pallidum titi t6 h<;rp IgG tho. TP(lgM,lgG,IgA) giang mai. h<;rp IgG tho. mai. 

- V~ch ket qua Khang nguyen - V~ch k€t qua Khang nguyen Treponema 
Treponema Pallidum tai t6 hqp. Pallidum tai t6 h<;rp. 

- V~ch chung khang the de khang - V~ch chung khang the a~ khang IgG 
Ts>G tho thi\ 

- D~t tieu chu~n ISO 13485- - D~t tieu chu~n ISO 13485-
2012+AC:2012, GMP 2012+AC:2012, GMP 

- Sli dvng men que thli GDH-FAD - Sli dvng men que thu GDH-F AD c<)ng 
c(>ng 2 tin hi~u di~n. Xac djnh HCT 2 tin hi~u di~n. Xac djnh HCT bAng tin 

Test thu nhanh tieu dubng bAng tin hi~u di~n xoay chi~u AC va 
Test thir nhanh ti€u dubng 

hi~u di~n xoay chi~u AC va do luqng 
140 G8.140 

Uright-TD4279 do luQTig Gluco b~g tin hi~u di~n 1 Gluco bfmg tin hi~u di~n I chi~u DC 
chi~u DC - Khong bj anh huang ba i duimg 

- Khong bj anh huang bai ducrng maltose,glactose, n6ng d9 khi oxi 
maltose,glactose, n6ng d<) kh i oxi - Dai do tt! 0-33,3mml.l 

- Dai do tt! 0-33,3mml.l - The tich m~u 0,5111 
- Th~ t ir.h m~ 1 0 'i !I 

D~t chung chi xu§t khau FDA-My f)~t chung chi xu~t kh~u FDA-My ho\lc 
(Mvc 80 I ,802) 

ttr0'11 g du011g 
- Phat hi~n cac khimg the ( IgG, - Phat hi¢n cac khang the ( IgG, IgA, 

Onsite H.Py1ori Ab combo lgA, lgM .. IgM .. 
rapid test - Vung c<)ng h<;rp duqc phu c<)ng test djnh tinh phat hi¢n IgG - Vung c<)ng h<;rp duqc phu c<)ng h<;rp 

141 G8.141 
( djnh tinh phat hi¢n lgG khang h<;rp vang khang nguyen khang H.Pylori vang khang nguyen H.Pylori&lgG tho 
H.Pylori) H.Pylori&lgG tho - V~ch k€t qua khang th€ chu<)t khang 

- V~ch k€t qua khang the chu<)t lgG ngum 
khang IgG nguoi - V~ch chung: E>ugc phu bcri kMng th€ 

- V~ch chung: Dugc phu boi khang d~ khang lgG chu9t 
1·h .S rii' lch~no Tor. rhnAt 
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STT Ma hang N{li dung aa ban hanh trong HSMT theo Quy~t ajnh s<i 569/QE>-SYT Ni}i dung s ii·a a ii i, bii sung theo Quy~t ajnh s<i 615/QE>-SYT 
Ticu chu~n ky thuWthanh phan h6a trong h6a thco 

Ten h6a ch§t. sinh ph5m 
Tieu chu~n ky thu~t/than h phAn 

Tieu chu ft n, ch§t hrq·ng Ten h6a ch§t, sinh ph5m 
ch§t 

Tieu chuiln, ch§t lu·q·ng 
HSMT HSMT h6a ch§t 

f)~t chting chi xuat kh~u FDA-My E>~t chting chi xu~t kh~u FDA-My ho~c 
(Mvc 80 I ,802) ttrO'Ilg duang) 

- Thanh ph~n test thli: C(lng hqp - Thanh ph~n test thli: C_Qng hqp vang ------ -- -- -v!!ng J<hang th~ knang Vlrut cum A 1---
khang the khang virut cum A c(lng hqp 

Onsite lnOuenza AlB Rapid test cong hqp vang khang the khang 
Test thu nhanh phat hi¢n 

vang khang th~ khang vi rut cum B 
vi rut Ctlm B - V?ch T l kh{mg the khang khang 142 G8. 142 (Test thli nhanh phat hi~n 

- v 11ch Tl khang the kh1mg khang khang nguyen vi rut cum AlB 
nguyen vi rut cum A kh{mg nguyen vi rut cum AlB) 

nguyen virut cum A - v~ch T2 khang the khang khang 
- V?ch T2 khang the khang khang nguyen virut cum B 

nguyen vi rut cum B - V?ch chtrng kh!mg th~ d~ kh{mg lgG 
- V~ch chting khang th€ de khang chuot [Q("LChufu 
E>~tt chting chi xu§t khau FDA-My 

E>~tt chting chi xu~t kh~u FDA-My ho~c 
(Mvc 80 I ,802) 

ttrang dtrO'Ilg 
- Phat hi~n khang nguyen Rota vi ruts 

- Phat hi~n khang nguyen Rotaviruts 
trong m~u phan ngua i 

trong m~u phan nguoi 
Onsite Rotavirus Ag Rapid test - Thanh ph~ test thli: C<)ng hqp 

Test thli nhanh phat hi¢n - Thanh ph~n test thli: Cong hqp vang 
143 G8. 143 ( Test thli nhanh phat h i~n vang khang th~ khang virut Rota 

khang nguyen vi rut Rota khang the khang vi rut Rota khac I khang 
khang nguyen vi rut Rota) khac 1 khang lg Y ga 

IgY ga 
- v~ch ker qua khang rhe khang 

- v~ch ket qua khang th~ khang Virut 
Virut Rota kh;k 2 

Rota khac 2 
- V~ch chting khang the de khang 

- V?ch chting kh<ing the d~ khang IgG ga. 
IgG_g_a. 

SO Bioline MOP 
145 G8. 145 (Test nhanh xet nghi~m Test nhanh xet nghi¢m 

Mo~hin I chlln) Morphin I chan 
9~tt tieu chuan Iso 18485 f)~t tieu chu~ !so 18485 

Multi-Drug - E>6ng g6i d~tng khay, - E>6ng g6i d~ng khay, 
MOP/MDMAIMETffHC - SX t?i VN Test thli nhanh phat hi~n - Thli 4 thanh ph~n gay ngh i~n trong 

G8. 146 
Rapid Test - Thli 4 thanh ph~n gay ngh i~n trong MOP/MDMA/METffHC ntr6c tieu 146 
(Test thli nhanh phat hi ~n ntr6c ti~u trong nu6c tieu 4 chan - H?n sli dvng 24 thang 
MOP/MDMAIMETffi-JC trong - H~tn su dvng 24 thang 

- C6 ten nhiin phv cua nha may d~y du 
nu6c tieu 4 chan) - C6 tern nhan phv cua nha may d~y b~ng tieng Vi~t 

dtl h~nP tienQ Viet 
ISO 9001:2008; ISO ISO 900 I :2008; ISO 

13485:2003 Test nhanh phat hi~n khang 13485:2003 
149 G8. 149 VIKIA HIV 1/2 

267 J/Q9-BYT th~ khang I-I IV 

ISO 900 I :2008; ISO ISO 900 I :2008; ISO 
152 G8.152 13485:2003 13485:2003 

4238NK/BYT -TB-CT 
ISO 900 I :2008; ISO ISO 900 I :2008; ISO 

153 G8. 153 13485:2003 13485:2003 
4238NK/~~f-~B-CT 



STT Ma hang Ni}i dung dli ban hanh t rong HSMT theo Quy~t djnh sfi 569/QD-SYT Ni} i dung sii·a dfii, bfi sung theo Quy~t djnh sfi 615/QD-SYT 
trong h6a theo 

Ten h6a chAt, sinh phiim 
Tieu chuft n ky thu~t/thanh phftn 

Tieu ch u~n , chAt lu·Q·ng Ten h6a chAt, sinh ph~m 
Tieu chu~n ky thu~t/thanh phan h6a 

Tieu chu~n, chAt lu·gng 
HSMT HSMT h6a chAt chAt 

ISO 9001 :2008; ISO ISO 900 I :2008; ISO 
154 G8. 154 13485:2003 13485:2003 

4238NK/BYT-TB-CT 
ISO 900 I :2008; ISO ISO 9001 :2008; ISO 

155 G8. 155 13485:2003 13485:2003 
4238NKIBYT-TB-CT 
ISO 9001:2008; ISO ISO 9001 :2008; ISO 

156 G8. 156 13485:2003 13485:2003 
4238NK/BYT-TB-CT 

245 G8.245 Presept *2,5g 
Vien nen khtr khu:in cac be 

m?t cling 

248 G8.248 
1-!BsAg Elisa 3.0 Test SD 1-!BsAg ELISA 3.0 
rsD HBsAg ELISA 3.0) 

249 G8.249 
1-!CV Elisa 3.0 Test SD HCV ELISA 3.0 
rsD HCV ELISA 3.0) 

D11t chung chi xu~t kh~u FOA-My D11t chung chi xu~t kh~u FDA-My ho?c 
(Mvc 801 ,802) tuang duang ' 

OnSite Dengue Ag Rapid Test 
- Phat hi~n khang nguyen Vius - Phat hi~n khang nguyen Vius Dengue 

Dengue Ag( Ns I) Ag( Ns l) 
(DENGUE NSI) 

- Vung c(>ng hqp: Khang th~ chu(>t 
Test thtr nhanh phat hi~n 

- Vung c(>ng hqp: Khang th~ chu(>t khang 
254 G8.254 (Test thli nhanh phat hi~n khflng nguyen (NS I) virus sbt 

khang nguyen (NS I) virus sbt 
khang Dengue Ag. 

XU~! huy€t 
Dengue Ag. 

xuAt huy€t) 
- V1;1ch k€t qua Khflng th€ tho khang - V11ch k€t qua Khang th€ tho kMng 

Dengue Ag. Dengue Ag. 
- V11ch chung Khang th€ de khang - V11ch chung Khang th€ d~ khang lgG 

lgG chu(>t chu(>t 

D1;1t chung chi xu~t kh~u FDA-My 
D\lt chung chi xu~t kh~u FDA-My ho~c 

(Mvc 80 I ,802) 
tu<mg duang 

- Dinh tfnh phat hi~n phan bi~t 

OnSite Malaria Pf/Pv Ab khang nguyen sbt ret Pf/Pv 
- Dinh tinh phat hi~n phan bi~t khang 

nguyen s6t ret Pf/Pv 
Combo - Vung c(\ng hqp: Vung c(>ng hqp: 

Test thtr nhanh phat hi~n va - Vung c(\ng hqp: Vung c()ng hqp: c(>ng 

255 G8.255 
Rapid Test c(>ng hgp vang khang nguyen Pf tai 

phan bi~t kMng nguyen s6t hqp vang khang nguyen Pf tai t6 hqp, 
(Test thtr nhanh phat hi~n va t6 hqp, c()ng hqp vang khang 

ret chung Pf/Pv c()ng hqp vang khang nguyen Pv tai t6 
phan bi~t khang nguyen s6t ret nguyen Pv tai t6 hqp. 
chung Pf/Pv) - V11ch k€t qua khang nguyen Pftai 

hqp. 

tb hqp. 
- v 1;1ch k€t qua khang nguyen Pf tai tb 

- V1;1ch chung khang th€ de khang 
hqp. 

lgY-ga 
- V1;1ch chung khang th€ de khang lgY-ga 

256 G8.256 
SD Bioline Chlamydia (Test xet Test xet ngh i~m Chlamydia 
nghi~m Chlamydia) 

- - ---- - -- --- -
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STT Ma hang Nqi dung dii ba n hilnh trong HSMT theo Quy~t dinh sa 569/QD-SYT N(} i dung si:ra d6i, bB sun g theo Quy~t dinh sa 615/QD-SYT 
tr ong h6a theo 

Ten hoa chAt, sinh phAm 
Ticu chuiin ky thu~t/than h ph!in 

HSMT HSMT h6a chAt 
T icu chu~ n, chAt lu·Q'ng Ten h6a chAt, si nh ph~m 

Ticu chuiin ky thu ~t/th illl h ph~ n h6a 
Tieu ch u~n, chAt lu·q·ng 

chAt 

Test SDA ic dung v6'i may xet 

. 
nghi~m A I cCare (Hi111 Qu6c). danh 

-- - cho nhan vien-y t€ sli dvng-d~ki€m 
Test SOAic dung vcri may xet nghi~m 

f- --- - 1- -- ------ -
soil! gia tri HbA 1 c djnh ky 3 thang 1 

A I cCare l liln Qu6c ho~c ti!O'llg duO'llg, 

lftn v6'i nhii'ng b~nh nhan ti ~u 
danh cho nhan vien y te sli d\mg d~ k i~m 

du<mg. 
soat gia tri HbA 1 c djnh ky 3 thang 1 Ian 

H(lp 20 test, baa gam 20 tui que thli, 
v6'i nhung b~nh nhan ti~u du<mg. 

I thanh code chip d€ nh~n di~n s6 
H(lp 20 test, bao g6m 20 tui que thli, 1 

lot cua h(lp test, 20 6ng d~m d~ hOa 
thanh code chip d~ nh~ di¢n s6 lot cua 

281 G8.28 1 
SLJ AlcCare !'est Kit type H m~u. Test xet nghi¢m chi s6 

h(lp test. 20 6ng d~m d~ hoa m~u. 

(Test xet nghi~m chi s6 HbA 1 c) Moi tu i c6 I que thli d(lllg k.hay mau HbA ic 
M6i tui c6 I que thli d11ng khay mim den 

den vii I kim loly mau, tren que thli 
va I kim loly mau, tren que thli c6 cang 

c6 cbng nh~n m~u, c6 m~u chU'ng. 
_ nh~n mliu, c6 mliu chU'ng. 

M~u sli dvng: mau mao m11ch ho~c 
Mau Slr dl,mg: mau mao milCh ho?c mau 

mau fi'nh mi\Ch 
linh m11ch 

Doc k~t qua sau 3 phut. 
Doc kSt qua sau 3 phut. 

K€t qua di!Q'C hi~n thj tren may doc 
K€t qua di!Q'C hi€n thi tren may doc 

A I cCare (SO Biosensor) v6'i 2 
A I cCare (SO Biosensor) v6'i 2 thong s6: 

thong s6: Hb~ l c v~ Hemoglobin 
HbA I c va Hemoglobin t6ng s6. 

tong so. 
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