
UBND TINH HA GIANG 
SOYTE 

S6: 61J IQD - SYT 

CONG HOA xA H(>I CHU NGHiA VI~T NAM 
D()c l~p- Tlf do- H~nh phuc 

Ha Giang, ngay OJ.. thang 8 nam 2019 

QUYETDJNH 
V~ vi~c sti'a d&i, b& sung hA so· m(>'i thiu 

G6i thAu sA 05: G6i thAu V~t ttr y t~ tieu hao. 

Thu()c dlf an: Cung rrng thu&c- v~t tU' y t~ va h6a ch~t 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 thftu s6 43/2013/QH13 ngay 26/1112013 cua Qu6c h9i; 

Can Clr Nghi dinh s6 63/20141NB-CP ngay 26/6/2014 cua Chinh phil Quy 
d!nh chi tiSt thi hanh m9t s6 diSu cua Lu?t d~u thftu vS Iva ch9n nha thftu; 

Can ctr Thong tu s6 05/2015/TT-BKHDT ngay 16/6/2015 cua B9 KS ho~ch 
va B~u tu quy dinh chi ti€t l?p h6 sa mai th~u mua s~m hang h6a; 

Can Clr QuySt djnh s6 1375/QU-UBND ngay 15/7/2019 cua UBND tinh vS 
vi~c phe duy~t KS ho~ch h.ra chQn nha th~u Dv an "Cung ung thu6c-v?t tu y tS va 
h6a ch~t cho cac ca say t€ cong l?p tren dia ban tinh Ha Giang nam 2019-2021 "; 

Can Clr dS ngh! cua T 6 th~m djnh t~i bien b{m hQp ngay 3117/2019 vS vi~c sua 
d6i, b6 sung h6 sa mai th~u cac g6i th~u thu9c dv an: Cung ung thu6c- v?t tu y tS 
va h6a ch~t cho cac ca say tS cong l?p tren dja ban tinh Ha Giang nam 2019-2021, 

QUYET DJNH: 

Di~u 1. Sua d6i, b6 sung m9t s6 n9i dung cua h6 sa mai thftu, G6i thftu s6 05: 
G6i thftu V?t tu y t€ tieu hao da duqc phe duy~t t~i QuySt djnh s6 566/QD-SYT 
ngay 19/7/2019 ( c6 phvlvc sua d6i, b6 sung kern theo ). 

Ly do sua d6i, b6 sung: Sa su~t trong vi~c so~n thao, in ~n h6 sa mai thftu. 

Di~u 2. Can cu n9i dung sua d6i, b6 sung t~i DiSu 1, Dan vi mua thu6c t?p 
trung t6 chuc thvc hi~n theo dung cac quy djnh hi~n hanh. Nhfrng n9i dung khong 
sua d6i, b6 sung t~i Quy€t dinh nay duqc thvc hi~n theo h6 sa mai thftu aa ban 
hanh t~i QuySt djnh s6 566/QD-SYT ngay 19/7/2019 cua Giam d6c SaY tS Ha 
Giang. 

Di~u 3. Dan vi mua thufJc t?p trung, T6 th~m djnh, cac ca nhan va dan vi c6 
lien quan can Clr QuySt djnh thi hanh./. 

NO'i nlt~n: 
- Nhll' di€u 3; 

GIAMDOC 

- Ban Ghim ct6c Sa; 
-Dang Website SYT; 
- Lll'u: VT, NVD}olJv 



STT 
Mil hang 
h6a theo 

HSMT 
HSMT 

18 G5.0 18 

68 G5.068 

69 G5.069 

70 G5.070 

71 G5.07 1 

72 G5.072 

136 G5. 136 

137 G5. 137 

PHT) LTJC 
siJ'A DOl, BO SUNG PH~M VI CUNG CAP VA YEU CAU KY THU~ T 

G6I THA.u s6 os: G6I THA.u v~T Tu·y TE n.Eu HAO 
(Kern theo Quyit ajnh s6 61 2/QD-SY T ngi:ty 0218/2019 cua SaY ti Ha Giang) 

N9i dung da ghi trong HSMT theo Quy~t djn h sa 566/QD-SYT N9i d ung su·a d&i, b& sung theo QuyBt lljnh sa 612/QD-SYT 

Tieu chuftn 
Ten ha ng h6a f)~c tinh , t hong sa ky thu~t 

ch~t lu·Q·ng 
Ten hang h6a D~c tin h, t hong sa ky thu~t 

ISO 13485:2012 + 
AC: 20 12 (TUV S6 
Q2N 
160840726011 ); 
EC (TUV S6 G l 
160624213 125); 
FSC 

HuaiyinStar 

HuaiyinStar 

HuaiyinStar 

HuaiyinStar 

HuaiyinStar 

Kich thu6c dai 90cm,kim 40mm, tron 1/2 C. lo~i 

Chi ph~u thu~t tbng hqp da sqi n,r tieu ti~t trung c6 Kich thu6c dai 90cm,kim 40mm, tron 1/2 C. l o~ti Chi ph~u 

dung Polyglactin 910, thanh phin gbm 90% thu~t t6ng hqp da sqi tv tieu ti~t !rUng c6 dung Polyglactin 

Chi tieu t6ng hqp 
Glycol ide va 10% L-lactide. Be m~t SQ'i chi dl!Q'C 910, thanh phfuJ gbm 90% Glycolide va 10% L-lactide. B~ 

trang b6'i I 16p t6ng hqp ctia Polyglycolid-co-Lactide m~t sqi chi duqc trang b6'i I 16p t6ng hqp cua Polyglycolid-

Surgicryl 9 I 0 s6 va Calcium stearate. Chi m~t sue cang va tl,f tieu do Chi tieu t6ng hqp s6 co-Lactide va Calcium stearate. Chi m~t sue cang va tl,f tieu 

I -Kim tron 1/2, hi~n tuqng thuy phan. Chi se giam sue cang khoang 1 do hi~n ruqng thuy phan. Chi se giam sue cang khoang 50% 

kim 40mm 50% sau 21 ngay dy ghep va se tl,f tieu hoan toan sau 21 ngay c~y ghep va se w tieu hoan toan trong vong 56 

trong vong 56 d~n 70 ngay. Chi Surgicryl 910 dap d~n 70 ngay. Chi tieu t6ng hqp dap ung tieu chuin cua 

ung tieu chucln cua chuyen khoa Duqc phfun Chau chuyen khoa Duqc phfim Chau Au va My. Chi c6 mau tim 

~u v~ My. Chi c6 mau tim va kha nang gay d! t'mg va kha nang gay di ung r§t thfip. 

Kich thu6c 90cm, kim tron I/2C, kim 40mm. lo~ti 
Chi ph~u thu~t t6ng hqp da sqi tv tieu ti~t trung c6 Kich thu6c 90cm, kim tron I/2C, kim 40mm. l o~ti Chi ph~u 

dung Polyglactin 9 10, thanh ph~n gbm 90% thu~t t6ng hQ'p da sqi W tieu ti~t trung c6 dung Polyglactin 

G lycol ide va 10% L-lactide. Be mat SQ'i chi duqc 9 10, thanh phfuJ gbm 90% Glycolide va 10% L-lactide. B~ 
Chi tieu t6ng hqp trang b6'i 1 16p tbng hQ'p ctia Polyglycolid-co-Lactide mi;lt sqi chi duQ'c trang b6'i I 16p t6ng hqp ctia Polyglycolid-
Surgicryl 91 0 s6 va Calcium stearate. Chi m~t sue cang va tv tieu do Chi tieu t6ng hqp co-Lactide va Calcium stearate. Chi m~t sue cang va tt,r tieu 

2 - Kim tron 1/2, hi~n tuqng thuy phan. Chi se giam sue cang khoang sb 2 do hi~n tuqng thtiy phan. Chi se giam sue cang khoang 50% 

kim40mm 50% sau 2 1 ngay dy ghep va se tt,r tieu hoan toan sau 21 ngay cAy ghep va se n,r tieu hoan toan trong vong 56 

trong vong 56 d~n 70 ngay. Chi Surgicryl 910 dap d~n 70 ngay. Chi tieu t6ng hqp dap ung tieu chu~n ctia 

ung tieu chucln ctia chuyen khoa DuQ'c phfun Chau chuyen khoa DliQ'C phfim Chiiu Au va My. Chi c6 mau tim 

Au va My. Chi c6 mau tim va kha nang gay di ung Page 1 
va kha nang gay di trng r§t th§p. 

l r~t th~ n 

\(6UV 

Tieu chulin 
ch~t lu·Q·ng 

ISO 13485:20 I2 + 
AC: 2012 ; EC, 
FSC 

ISO;CE 

ISO; CE 

ISO;CE 

ISO; CE 

ISO; CE 



STT 
Mii hang N9i dung dii ghi trong HSMT theo Quy~t djnh s6 566/QD-SYT NQi dung stra d&i, b& sung theo Quy~t djnh s6 612/QD-SYT 

h6a thco 
HSMT 

HSMT Tieu chu~n Tieu chu~n 
Ten hang h6a D~c tinh, t hong s6 ky thu ~t 

chfit lu·Q·ng 
Ten hang h6a D~c tinh, thong s6 ky thu~t 

chiit lu·Q·ng 

Kich thu<Jc ?Scm, kim 26mm, tron I/2C. lo~i Chi 
Kich thu&c ?Scm, kim 26mm, tron 112C. lo~ i Chi ph~u thu~t 

ph~u thu~t t6ng hqp da sqi tt.r tieu ti~t trung c6 dung 
t6ng h<;1p_da s<;ri 1\f tieu__tict trimg c6 dimg.Eolyglactin-91 0, 

·---f---- Polyglactin 910, thanh-ph~ g6m 90%-6-lycolide va---- --
I 0% L-lactide. Be m~t sqi chi duqc trang b&i I lop 

thanh phfin g6m 90% Olycolide va 10% L-lactide. Be m~t 
Chi tieu t6ng hqp 

t6ng hqp cua Polyglycolid-co-Lactide va Calcium 
sqi chi duqc trang bai I l&p t6ng hqp cua Polyglycol id-co-

138 0 5. 138 
Surgicryl 910 sb 

stearate. Chi m~t sue cang va tt.r tieu do hicn tu<;rng 
Chi tieu tbng hqp Lactide va Calcium stearate. Chi m~t sue cling va tt.r ti eu do 

2/0- Kim tron 
thuy phan. Chi se giam sue cling khoang SO% sau 21 

s6 2/0 hi~n tu<;rng thuy phan. Chi se giam sue cang khoang SO% 
112, kim 26mm 

ngay dy ghep va se w tieu hoan toim trong vong 56 
sau 2 1 ngay d y ghep va se tt.r tieu hoan toan trong vong 56 

d~n 70 ngay. Chi Surgicryl 910 dap ung tieu chu~n 
d~n 70 ngay. Chi tieu tbng hqp dap ung tieu chu~n cua 

cua chuyen khoa Duqc ph~m Chiiu Au va My. Chi c6 
chuyen khoa Duqc phfun Chau Au va My. Chi c6 mim tim 

mau tim va kha nllng gay dj ung r~t th~p. 
va kha nang gay di ung ~t th~p. 

Kich thu&c dai ?Scm, kim 26mm, tron 1/2 C. lo11i 
Chi ph~u thu~t tbng hqp da sqi w tieu tict trung c6 Kich thu&c dai ?Scm, kim 26mm, tron 112 C. lo~i Chi ph~u 

dung Polyglactin 910, thimh phfut g6m 90% thu~t t6ng hqp da sqi tt.r tieu tict trung c6 dung Polyglactin 

Olycolide va 10% L-lactide. Be m~t sqi chi duqc 910, thanh phlin g6m 90% Olycolide va 10% L-lactide. B~ 
Chi tieu t6ng hqp trang ooi I l&p tbng hqp cua Polyglycolid-co-Lactide m~t sqi chi duqc trang b&i I l&p tbng hqp cua Polyglycolid-

139 05. 139 
Surgicryl 910 sb va Calcium stearate. Chi m~t sue cang va tt.r tieu do Chi tieu t6ng hqp sb co-Lactide va Calcium stearate. Chi m~t sue cang va tt.r tieu 
3/0- Kim tron hicn tuqng thuy phan. Chi se giam sue cl\ng khoang 310 do hicn tuqng th uy phan. Chi se giam sue cang khoang SO% 
1/2, kim 26mm SO% sau 21 ngay dy ghep va se w tieu hoan toan sau 21 ngay dy ghep va se lt.r tieu hoan toan trong vong 56 

trong vong 56 d~n 70 ngay. Chi Surgicryl 910 dap d~n 70 ngay. Chi tieu tbng hqp dap ung tieu chulin cua 
trng tieu chulin cua chuyen khoa Duqc ph~ Chau chuyen khoa Duqc ph~ Chau Au va My . Chi c6 mau tim 

I Au va My. Chi c6 mau tim va kha nang gay di ung va kha nang gay di trng ~~ th~p. 
lr~t th~ n 

Kich thu&c dai ?Scm, kim tron 1/2 C, kim 22 mm. 
lo~i Chi ph~u thu~t tbng hqp da sqi tt.r tieu tict trung Kich thu&c dai ?Scm, kim tron 112 C, kim 22 mm. lo~i Chi 

c6 dung Polyglactin 910, thanh phfut g6m 90% ph~u thu~t t6ng hqp da soi w tieu tict trl!ng c6 dung 
Olycolide va 10% L-lactide. B~ m~t sqi chi duqc Polyglactin 9 10, thimh phi n gflm 90% Olycolide va I 0% L-

Chi tieu t6ng hqp trang ba i I l&p t6ng hqp cua Polyglycolid-co-Lactide lactide. B~ m~t sqi chi duqc trang ba i I l&p t6ng hqp cua 

140 0 5.140 
Surgicryl 91 0 sd va Calcium stearate. Chi m~t sue cling va W tieu do Chi tieu t6ng hqp Polyglycolid-co-Lactide va Calcium stearate. Chi m~t sue 
4/0 - Kim tron hicn tu<;rng thuy phan. Chi se giam sue cang khoang s6 4/0 cang va W tieu do hicn tuc;mg thuy phan. Chi se giam sue 
1/2, kim 22mm 50% sau 21 ngay dy ghep va se w tieu hoan toan cang khoang 50% sau 21 ngay dy ghep va se llf tieu hoim 

trong vong 56 d~n 70 ngay. Chi Surgicryl 910 dap toftn trong vong 56 d~n 70 ngay. Chi tieu t6ng hqp dap ung 

ung tieu chulin cua chuyen khoa Duqc ph~ Chau tieu chu~n cua chuyen khoa Duqc ph~ Chau Au va My . 
Au va My. Chi c6 mau tim va kha nang gay dj ung Chi c6 mau tim va kha nang gay di ung r~t th~p. 
r~l th~~ 

Chi tieu nhanh Kich thu&c dai 90cm, kim tron 112C, kim 36mm. Chi 
t6ng hqp Surgicryl POA tieu nhanh, chi s~ m~t sue cang SO% 

Kich thu&c dai 90cm, kim tron 112C, kim 36mm. Chi tieu 

Polyglycolic acid sau 7 ngay cAy ghep va tt.r tieu hoan toan trong vong Chi tieu nhanh t6ng 
nhanh, chi se m~t sue cang SO% sau 7 ngay cfiy ghep va t\r 

141 05 .141 s6 2/0 Rapid 42 ngay. Thich hqp Slr dung d~ khau cho cac vung hqp Polyglycolic 
tieu hoan toan trong vong 42 ngay. Thich hqp Slr dung de 

(Surgicryl POA mo m~m a g§n b~ m~t da va niem m~c, bao gbm acid s6 2/0 Rapid 
khau cho cac vung mo m~m a gfut b~ m~t da va niem m~c, 

Rapid) - Kim lrong ph§u thu(lt mat. san khoa, ph\1 khoa, ti~ l nicu, 
bao g6m trong ph~u thu~t mat, san khoa, phl) khoa, tiet nicu, 

tron 112, kim ph~u thu~t va ll\0 hlnh va nhi khoa. Page 2 ph§u thu~t va l\10 hlnh va nhi khoa. 
h l1mm 

1£W'V 



i 

STT 
Ma hang Nqi dung da ghi trong H SMT theo Quy~t djnh sa 566/QD-SYT Nqi dung Stl'a d6i, b6 s ung theo Quy~t djnh sa 612/QD-SYT 

h6a theo 
HSMT 

HSMT D~c tfn h, thong sa ky thu~t Tieu chuiin Tieu chuii n 
Ten hang h6a 

ch iit lu·qng 
Ten ha ng h6a D~c tfn h, t hong sa ky thu~t 

ch~t lu·9·ng 

DemeSORB ™ EN ISO 13485: 
Chi ph~u thu~t 20 12+AC 2012 

Chi ph~u thu~t ax it 
EN ISO 13485: 

148 G5. 148 axit Polyglycolic 291660 MP20 12, 
Polyglycolic cac s6: 20 12 + AC 2012, 

cac sb: FDA 10330-9- FDA 
210,310,410 2016 

2/0,3/0,4/0 

DemeSORB ™ 
EN ISO 13485: 

Chi ph~u thu~t 
2012 + AC 2012 

Chi ph~u thu~t ax it 
EN ISO 13485: 

149 G5. 149 
axit Polyglycolic 

291660 MP20 12, 
Polyglycolic 

20 12 + AC 2012; 

(chi PGA) 
FDA 10330-9-

(chi PGA) 
FDA 

201 6 

DemeSORB ™ EN ISO 13485: 

Chi ph~u thu~t 2012 + AC 2012 Chi ph~u thu~t ax it 
EN ISO 13485: 

150 G5. 150 
ax it Polyglycolic 291660 MP20 12, Polyglycolic 

20 12 + AC 2012 , 

(chi PGA) FDA I 0330-9- (chi PGA) 
FDA 

1?0 11> 

DemeSORB TM 
EN ISO 13485: 

Chi ph~u thu~t 
2012 + AC 2012 EN ISO 13485 : 

151 G5. 151 291660 MP2012, Chi ph~u thu~t axit 20 12 + AC 2012; 
axit Polyglycolic 

FDA I 0330-9- Polyglycolic s6 I FDA s6 I 
2016 

DemeGUT TM 
EN ISO 13485: 

Chi ph~u thu~t 
2012 + AC 201 2 

Chi ph~u thu~t 
EN ISO 13485: 

152 G5. 152 
Chromic Cutgut 

291660 MP20 12, 
Chromic Cutgut cac 

20 12 + AC 20 12 ; 

cac sb FDA 10330-9-
sb 

FDA; 
2016 
EN ISO 13485: 

DemeLON™ 2012 + AC 2012 EN ISO 13485: 
153 G5. 153 Chi ph~u thu~t 291660 MP20 12, Chi ph~u thu~t 2012+AC20 12, 

Nylon don sgi FDA I 0330-9- Nylon don sgi FDA 
2016 

DemeLON ™ EN ISO 13485: 
Chi ph~u thu~t 201 2 + AC 2012 

Chi ph~u thu~t 
EN ISO 13485: 

154 G5. 154 Nylon don sgi 291660 MP2012, 
Nylon don sgi cac 

2012 + AC 
cac sb: FDA I 0330-9-

s6: 2/0,3/0,4/0 
2012;FDA 

2/0.3/0.4/0 2016 

Page 3 
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Ma hang Nqi dung dli ghi trong HSMT theo Quy~t din h sa 566/QD-SYT Nc}i dung sii·a dBi, bB sung theo Quy~t dinh sa 612/QD-SYT 
STT 

HSMT 
h6a theo 

Ticu c h u~n Ticu chu~n HSMT Ten hang h6a D~c tinh, thong sa ky thu~t 
chlit lu·Q·ng 

Ten hang h6a D~c tinh, thong sa ky thu~t 
chlit lu·Q'ng 

Gi§y chtrng nh~ 
EN ISO 

-- -- -- 1-348-5:20 12/-A€:-20 - - - - - - -
12 s6: 

EN ISO 
13485:2012/AC:20 

159 G5.159 Q1N 13122570105 12 
0 
GPNK: 6817/BYT-
TB-CT ngay 
14/9/2015 

C6 k~t n6i cao su d~ tiem khi dn thi~t. C6 k~t n6i cao sud~ tiem khi dn th i~t. 
0 C6 mfmg IQc djch, du6i khi b~ng tay, khoa 0 C6 mang IQc djch, du6i khi b~ng tay, khoa b~ng tay 

Day truy~n djch b~ng tay khi h~t djch 
Day truy~n djch 

khi h~t djch 

178 G5. 178 Hanaco canh • ChiSu dai cua day: 1800mm • Ch i~u dai cua day: 1800mm 
bucrm • Sfr dvng kim thucrng G2 1 xl ~ inch ( holEc kim 

canh bu6m 
• Sfr d1,1ng kim thucrng G2l x I ~ inch ( ho~c kim thuemg 

th-eng 22Gx I inch, ho~c kim canh bu6m 23G ). 22Gx 1 inch, ho~c kim canh bu6m 23G ). 
• Khfr trung b~ng khi EO • Khti trung b~ng khi EO 

EN ISO 
' 

13485:20 16, EC EN1SO ' 
' 

205 G5.205 ,TUV 13485:2016, EC, 
CF:Q50448773004 TUV;CF 
0 Rev 
E>l;lt tieu chuAn 

E>l;lt lieu chuful 
206 G5.206 

ISO 13485:2016, 
ISO 13485:20 16, 

EC G2S 17 04 
99261 003 

EC 

EN ISO 
13485:2016, EC EN ISO 

207 G5.207 ,TUV 13485:2016, 
CF:Q50448773004 EC.TUV;CF 
ORev 
E>l;lt tieu chu§n 

210 G5.210 
IS013485:20 16, E>l;lt lieu chuAn 
ECG2S 1704 ISO 13485:20 16, 

------ ---- -- -- -- -- - -
5)92§1 003 

------ -

Page 4 '}(jW 



Ma hang Nqi dung dli ghi trong HSMT theo Quy~t dinh sa 566/QD-SYT N(li dung stl'a d6i, bB sung theo Quy~t dinh s6 612/QD-SYT 
STT 

HSMT 
h6a thco 

Tieu chu~n Tieu chu~n HSMT Ten hang h6a D~c tinh, t hong sa ky thu~t 
chit lu·Qllg 

Ten hang h6a D~c tinh, thong s6 ky thu~t ch§t lu·Q·ng 

Kich ccr: Chieu dai tong the toi thieu tat ca cac so 
240mm; Ch i~u rong: ccr XS (76mm ± 3 ); S (84mm ± Tieu chuful chllt 

Kich ccr: Chi~u dai tllng th~ tfii thieu tlit ca cac sfi 240mm; Tieu chulin chllt 
3); M (94mm ± 3); L (105mm ± 3); XL ( 113mm ± 3) hr<;mg AQL: 1.5, 

Chi~u rqng: ccr XS (76mm ± 3); S (84mm ± 3); M (94mm ± lu<;mg AQL: 1.5, 
Do day d§u ng6n tay (0. 11 mm ± 0.02), do day long GMP; EC G2 15 

3); L (105mm ± 3); XL (113mm ± 3) Do day d§u ng6n tay GMP; EC; FDA, 
ban tay (0. I Omm ± 0.02); do gian dai t6i thi€u tru6'c 02 557 29 008, 

(0. 11 mm ± 0.02), do day long ban tay (0. 1 Omm ± 0.02); do ISO 900 I: 2008; I 

213 G5.213 lao h6a ( 650%) va do dan dai tbi thi€u sau lao h6a FDA. ISO 900 I: 
gian dai tbi thi€u tru6'c lao h6a ( 650%) va do dan dai tbi ISO 

(500%): Do dai tbi thi€u tru6'c khi dung 18MPa va do 2008; ISO 
thi€u sau lao h6a (500%); Do dai tb i thi€u tnr6'c khi dung 13485:20 12+AC:2 

dai t6i thi€u sau khi dung 14MPa. Ham lugng bot tbi 13485:20 12+AC:2 
18MPa va do dai t6i thi~u sau khi dung 14MPa. Ham lu<;mg 012; ISO 

da I Omg/dm2. Hi~u HP Glove, Nhan hi~u gang da 012: ISO 
bot tbi da 1 Omg/dm2. 14001:2004 

duqc dang ky v6i Bo Khoa Hoc va Cong NgM - Cvc 14001:2004 
:iY hih tri tllP 

Dugc san xu§t tu cao su thien nhien, dugc phu bot 
Duqc san xulit tu cao su thien nhien, duqc phu bot chfing chbng dinh (thanh phcin chinh Ia bot ngo bi~n tinh, ' 

215 G5.2 15 Io11i c6 th~ duqc dich co the hllp th\1 d11t ti eu chuin dinh (thanh phlin chinh Ia bot ngo bi~n tinh, Io11i c6 th~ duqc 
I 

dugc di~n My "USP"). Dung duqc cho ca tay trai va dich co th€ hap thv). Dung duqc cho ca tay trai va tay phai. 
I 

tav phai. 

2 16 G5.2 16 
Gang tay kham Gang tay kham b~nh 

I benh Max-Bold 
- Chi~u ngang long ban tay (± 3mm): Size XS: - Chi~u ngang long ban tay (± 3mm): Size XS: 76mm, S: 
76mm, S: 84mm, M: 94mm, L: 105mm, XL: 11 3 84mm, M: 94mm, L: 105mm, XL: 11 3 

Gang tay kham - Do day: Ng6n tay: 0, 1 Omm ± 0.02, long ban tay: 
Gang tay kham (c6 

- Do day: Ng6n tay: 0, 1 Omm ± 0.02, long ban tay: 0, 1 Omm 

G5.2 17 
TT-Medimax (c6 0. !Omm ± 0.02 

bot ch6ng dinh) size 
± O.o2 

217 
bot ch6ng dinh) - Lu<;mg bot: Max 10mg/dm2 - Lu<;mg bot: Max I Omg/dm2 
sizeS, M, L - Nguyen li~u : Cao su tt,r nhien, lo11i cao dp, c6 phu 

S,M,L 
-Nguyen li~u: Cao su tt,I' nhien, lo11i cao dp, c6 phu bot 

bot chllng dinh, bot ngo theo tieu chucin USPXX 1 chbng dinh, bot ngo. 
- Thi~t k~ thu~n cho ca 2 tay, min va c6 vi~n a ell tay. - Th i~t k~ thu~ cho ca 2 tay, min va c6 vi~n a ell tay. 

Gang tay y t~ v6'i chat li¢u lam tu cao su t\I nhien 
Gang tay y t~ vcri chat li~u lam ttr cao su t\I nhien chat lu<;mg 

chlit lu<;mg cao mang l11i cam giac ch~c ch~n, thoai 
cao mang l<).i cam giac ch~c ch~n. thoai mai, vua v~n va bam 

mai, Vtra v~n va bam dinh tbi I.IU nh(y vao tinh chclt 
dinh tbi uu nho vao tinh chat dan h6i cua n6. Gang thi€t ke 

218 G5.218 dan h6i cua n6. Gang thiet ke de c6 th~ deo dugc ca 2 
d~ C6 th€ deo diiQ'C ca 2 tay trai va phai, be m~t tran min, Str 

tay trai va phai, be m~t tran min, Str d1,mg m()t !lin. 
d\lng m0t tcin. Ben trong c6 bot ngo hap thv , khong vo 

Ben trong c6 bot ngo hllp thv (USPXX I), khong vo 
trung. 

trung. 

tieu chucin FDA 
KOIOII98, EC FDA, ISO 

219 G5.2 19 
MYI4/01387, ISO 900 I :2008; ISO 
9001:2008 13485:2003 
No.MY00/51149. 
ISO 13485:2001 ---- -------- -------
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STT 
Ma hang Nqi dung da ghi trong HSMT theo Quy~t d jnh sa 566/QD-SYT Nqi d ung SU'll dbi, bb sung theo Quy~t djnh sa 612/QD-SYT 

HSMT 
h6a theo 
HSMT Ten hang h6a D~c tinh, thong sa ky thu~t Ticu chu~n 

Ten hang h6a Di;ic tinh, thong sa ky thu~t Ticu chul'in 
ch~t lu·Q·ng ch§t lu·q·ng 

Tieu chwin FDA 
KOIOII 98, EC 

- - MYI4/013 87, ISO ~-- --- - FfM, EC, ISO -
220 G5.220 9001:2008 900 I :2008 ISO 

No.MY00/51149. 13485:2003 
ISO 13485:2003 
No.MY00/51448 
. Tieu chu§.n chat 
luqng AQL: 1.5, 

AQL: 1.5, GMP; 
GMP; EC G2 15 EC, FDA, ISO 
02 557 29 008, 

222 G5.222 FDA, ISO 900 I: 
9001: 2008; ISO 

2008; ISO 
13485:20 12+AC:2 

13485:20 I2+AC:2 
012; ISO 

OI2; ISO 
14001:2004 

14001·?004 
San xdt tu cao su thien nh ien. Gang tay duqc san 
xulit tu nguyen li¢u cao su 1\f nhien ly tam hai l~n San xulit tu cao su thien nhien. Gang tay dtrqc san xuat tir 

nh~m IO\\i tru cac t\\p chat, d(>c tO va cac tac nhan gay nguyen li¢u cao su t\l' nhien ly tam hai Jan nhiun lo11i tru cac 
di trng. Cong ngh~ l(>t mr6c dugc ap d1,mg tren h~ t11p chat, d(>c t6 va cac tac nhan gay di (rng. C6ng ngh~ l(>t 
thOng nhung gang l\f d(lng. Cac ch.it su d1,mg d~ ph a nu&c duqc ap d1,1ng tren h¢ thOng nhung gang t\l' d(>ng. Cac 

224 G5.224 ch~ latex nh?p tu cac c6ng ty nOi ti€ng th€ gi&i, d\\t chat su d1,1ng d~ pha ch€ latex nh?p ill cac c6ng ty nbi ti€ng 
tieu chuan dung cho nghanh y t€ va theo tieu chulln th€ gi6i, d\11 tieu chu~n dung cho nghanh y te va theo tieu 
FDA. Giing c6 phu bot ng6 bien tinh (lo~i c6 th~ chulln FDA. Giing c6 phi• b(>t ng6 bien tinh (lo~i c6 th~ 
duqc d!ch ca th~ hap th1,1 d~ttieu chuan Duqc di~n duqc djch ca th~ h.ip th1,1 d~t tieu chu§n ). Ham luqng 
My). Ham luqng Protein nh6 han 200J.lg/g; Che d(> Protein nho han 200flg/g; Ch€ do ki~m tra 100% tung chiec 
ki~m tra 100% tung chiec sau khi duqc d6ng ctliu ten sau khi duqc d6ng d.iu ten nguoi ki~m tra; 

' no~rhi lci~m tr~ · 
Phim XQ kh6 Phim XQ kh6 

227 G5.227 DT2B DMF 
8"x 10" 

8"x10" 

Phim X-Quang 
Phim X-Quang sO 

228 G5.228 s6 h6a DYE 
20x25 em 

h6a 20x25 em 

Phim X-Quang 
Phim X-Quang s6 

229 G5.229 sO h6a DYE 
25x30 em 

h6a 25x30 em 

Phim X-Quang Phim X-Quang s6 
230 G5.230 sO h6a DYE 

35x43 em 
h6a 35x43 em 

~----- ------- --
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Nqi dung a li ghi trong HSMT theo Quy~t d jnh sa 566/QD-SYT Nqi dung sii·a a6i, bB sung theo Quy~t d jn h sa 612/QD-SYT Ma hang 
STT 

h6a theo 
Tieu chu§n HSMT Tieu chu§n 

D~c tinh, thong sa ky thu~t HSMT Ten hang h6a D~c tinh, thong sa ky thu~t 
ch~t lu·Q·ng Ten hang h6a 

ch~t lu·Qng 

Phim kho Laser co 35x43 em tuang thich may in 
Phim kho Laser co 35x43 em tuang thfch may in phim kho 

Phim kho y t~ phim kho laser Fujifilm, lo{li phim nen xanh, nh{ly laser Fuji film ho~c tuang duang, lo{li phim nen xanh, nh{ly 
DI-HL co 35x43 sang, Dmax 3.6, hop I 00 ta sli dt,mg cong ngh~ Eco ISO 13485:2003; Phim kho y t~ co sang, Dmax 3.6, hop 100 tcr Slr dt,mg cong ngh~ Eco Dry ISO 13485:2003; 231 G5.23 1 em dung cho may Dry thiin thi~n moi trucrng, phim gbm 4 16p: 16p bao EC: 7691 OCEO I 35x43 em than thien moi trucrng, phim g6m 4 16p: lap bi10 v~, 16p nh{ly EC in phim kho v~, 16p nh{ly sang, 16p phim. 16p bao v~. ISO 13485, 

sang, 1~ phim, 16p bao v~. ISO 13485, EC. Gi~y phep ban 
Fujifilm EC, Gi~y phep ban himg thuoc ban quyen cua nha san hang thUQC ban quyen CUa nha san XU~\ 

xuiit 
Phim kho Laser co 25x30 em tuang thich may in Phim kho Laser co 25x30 em tuang thich may in phim kho 

Phim kho y te phim kho laser Fujifilm, lo{li phim n€n xanh, nh~y laser Fuji fi lm ho~c tuang duang, l o~ i phim n~n xanh, nh{ly 
01-HL co 25x30 sang, Dmax 3.6, hop I 50 tcr Slr dt,mg cong ngM Eco ISO I3485:2003; Phim kho y t€ co sang, Dmax 3 .6, hop 150 ta sli dt,mg cong ngh~ Eco Dry ISO I3485:2003; 232 G5.232 em dung cho may Dry than thi~n moi truang, phim gbm 4 16'p: 16p bao EC: 76910CEO I 25x30 em thiin th i~n moi truang, phim gbm 4 16p: 16p bao v~, 16p nh{ly EC in phim kho v~, 16p nh{ly sang, 16p phim, 16'p bao v~. ISO 13485, 

sang, 16p phim, 16p bao v~. ISO 13485, EC, Gi~y phep ban Fuji film EC, Gi~y phep ban himg thuoc ban quy~n cua nha san 
hang thuoc ban quy€n cua nha san xu~t. 

xuiit. 
Phim kho Laser co 20x25 em tuang thich may in Phim kho Laser co 20x25 em tuang thich may in phim kho 

Phim kho y t€ phim khO laser Fujifilm, lo~i phim nen xanh, nh~y laser Fujifilm ho~c tuang duang, lo{li phim n~n xanh, nh~y 
DI-HL co 20x25 sang, Dmax 3.6, hop 150 tcr Slr dt,mg cong ngh~ Eco ISO 13485:2003; Phim kho y te co sang, Dmax 3 .6, hop I 50 tcr Slr dt,mg cong ngh~ Eco Dry ISO I3485:2003 ; 233 G5.233 em dung cho may Dry thiin thi~n moi trucrng, phim gbm 4 16p: 16p bao EC: 7691 OCEO I 20x25 em thiin thi~n moi truang, phim gbm 4 16p: 16p bao v~, 16p nh~y EC in phim kho v~, 16p nh~y sang, 16p phim, 16p bao v¢. ISO 13485, 

sang, 16p phim, 16p bao v~. ISO 13485, EC, Gi~y phep ban 
Fujifi lm EC, Gi~y phep ban hang thuoc ban quy~n cua nha san hang thuoc ban quyen cua nha san xu~t. 

xuat. 

Phim kho y t€ Phim nhi¢t kho co 35x43 em \Liang thich may in Phim nhi~t kh6 co 35x43 em tuang thich may in phim nhi~t 
DI-HT co 35x43 phim nhi¢t Fujifilm, hop I 00 tcr sli dt,m? cong ngh~ 

ISO 13485:2003: Phim kho y t€ co 
Fuji film ho~c tuang duang, hop I 00 tcr sli dt,mg cong ngh¢ 

ISO 13485:2003; 234 G5.234 em dung cho may Eco Dry than thi¢n moi truang, phim gom 4 16p: 16p 
EC: 769 10CEOI 35x43 em 

Eco Dry thiin thi¢n moi truang, phim gbm 4 16p: 16p bao _v~, 
EC bi10 v¢, 16p phim, 16p nh~ty nhi¢1, 16p bao v¢. I~O 16p phim, 16p nh~y nhi~t, 16p bao v~. ISO 13485, EC, Giiiy in phim kho 

I3485, EC, G i~y phep ban hang thuoc ban quyen cua 
phep ban hang thuoc ban quyen cua nha san xu~t. Fujifilm 

nha san xu~t. 

Phim kho y t€ 
Phim nhi¢t kho co 26x36 em tuang thich may in 

Phim nhi¢1 kho co 26x36 em tuang thich may in phim nhi~t 
DI-HT co 26x36 phim nhi~t Fujifi lm, hQp I 00 ta sli dvn~ cong ngM 

ISO 13485:2003; Phim kho y t€co 
Fujifi lm ho~c tuang duang, hQp I 00 tb Slr dvng cong ngh¢ 

ISO 13485:2003; Eco Dry thiin thi¢n moi truang, phim gom 4 16p: 16p 
Eco Dry thiin thi~n moi trucrng, phim g6m 4 16p: 16p bao v~, 235 G5.235 em dung cho may 

bao v¢, 16p phim, 16p nh(ly nhi¢t, 16p bao v¢. ISO EC: 769 IOCEOI 26x36 em 
16p phim, 16p nh~y nhi~t, 16p bao v~. ISO 13485, EC, Gi~y 

EC 
in phim kho 

13485, EC, Gi~y phep ban hang thuoc ban quyen cua 
phep ban hang thuoc ban quy~n cua nha san xuk Fujifilm 

nha san xuk 

Phim kho y t~ Phim nhi~t kh6 co 20x25 em tuang thich may in Phim nhi¢t kho co 20x25 em tuang thich may in phim nhi¢t 
01-HT co 20x25 phim nhi~t Fujifilm, hop I 00 ta Slr d\ln? cong ngh~ _ 

Phim khO y t€ co Fujifilm ho~c tuang duang, hop I 00 ta Slr d\lng cong ngh~ 
ISO 13485:2003; Eco Dry than thi¢n moi tnrang, phim gom 4 16p: 16p ISO 1348):2003; 

Eco Dry thiin thi~n moi trucrng, phim g6m 4 16p: 16p bao v~. 236 G5.236 em dung cho may 
bao v¢, 16p phim, 16p nh~y nhi¢t, 16p bao v¢. 1~0 EC: 76910CEOI 20x25 em 

16p phim, 16p nh{ly nhi~t, 16p bao vi;. ISO 13485, EC, Gi§y EC in phim kho 
13485, EC, Gi~y phep ban hang thuoc ban quyen cua 

phep ban hang thuoc ban quyen cua nha san xu~t. Fuji film 
nha san xu~t. 

Phim khO Laser co 14x 17 inch tuang thich may in phim kho Phim kh6 Laser co 14x 17 inch \LIOng thich may in 
Phim kho y t€ Phim kho y t€ 

phim kho laser Konica. Duqc thili t k€ cac 16p d¢m tir ISO 13485, 900 I laser Konica ho~c tuang duang. DliQ'C thi€t k€ cac 16p d~m ISO 13485, 900 I 237 G5.237 
SD-Q 14x l7 inch 14xl 7 inch 

tir vung m~l do th~p d~n vung m~t do cao. vung m~l do th~p ct€n vung m~t do cao. 
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STT 
Ma hang NQi dung dli ghi trong HSMT theo Quy~t djnh s6 566/QD-SYT N(} i dung sfra abi, bb sung theo Quy~t djn h s6 612/QD-SYT 

h6a theo 
HSMT HSMT Ticu chuiin Tieu chu iin 

Ten hang h6a D~c tinh, thong s6 ky thu~t chiit lu·q·ng 
Ten hang h6a D~c tinh, thong s6 ky thu~t 

chi t lu·Q'ng 

Phim kho DIHL 20 x25 em - Phim MFS X-ray Phim kho 20.x25 em - Phim MFS X-ray Green c6 d(l tuang 

239 G5.239 
Phim XQ kh6 Green c6 d(l tuang phan va d(l s~c net cao Phim XQ kh6 phan va d(> sac net cao 
9-IHb-8''-x I 0" -~NhCi anh T-Grain mang l(li kha nang hi~n thj cao t&i -~- 8"xl0-"-- -~NhH:-anh T-Grain mang l11i kha nang--h i€n thi cao t&i-t-H"ng- ~-~ ~ -

tung chi tik chi tiet. I 

Phim XQ kh6 
ISO 13485:2003, 

Phim XQ kh6 ISO 13485:2003, 
240 G5.240 Phim kh6 DI-HT 20 x25 em EC: 76910CEO I, Phim kh6 20 x25 em 

DI-HT 8"x l0" 
CO, CQ 

8"xl0" EC,CO, CQ 

Phim in laser Trimax TXE ket h91J nhi!ng uu diem 
Phim in laser k~t h91J nhung uu diem cua phuang phap tia 

I 

cua phuang phap tia laser kha v&i hinh anh ch~t 
I 

i 

luqng cao tu phim xanh. Cung d p khil nang ch1,1p loser kh6 v&i hlnh O.nh chilt hrqng coo tl! phim xonh. Cung 

anh X quang chuyen man v6i yeu d u cao. E)(> nhi~u d p kha nang Chi,!p anh X quang chuyen man VOi yeu d.u 

th~p. m~t d(> d6ng nh~t cao, giup cho cac chftn doan cao. E>(> nh i~u th~p, m~t d(> d6ng nh~t cao, giup cho cac 

c6 d(> chinh xac cao. N(lp phim d€ dang - H(>p phim chftn doan c6 d(> chinh xac cao. N(lp phim d€ dang - H(lp 

Phim kh6 Laser 
Trim ax c6 the n(lp d~ dang b&ng cartridge du6i dibu phim Trimax c6 the n\lp de dang b~g cartridge du&i dieu 

ki~n anh sang thu<mg. ThiYi gian luu tru cho cac phim ki~n anh sang th u<mg. Tha i gian luu tri! cho cac phim da in 
246 G5.246 Trimax TXE co dii in len den tren I 00 nam. LI,Ia chQn cac kich co 

Phim kha Laser co 
len den tren 100 nam. LI,Ia chQn cac kich co phim v&i 7-mil 

8'x l0' phim v&i 7-mil polyester. C6 tinh nang ki6m soat 
8'x l0' 

polyester. C6 tinh nang ki€m soat ch~t luqng hlnh anh t1,I 

ch~t lu<;mg hinh anh n,r d(>ng (AIQC) hi~u chinh h~ d(>ng (AIQC) h i~u chinh h~ th6ng Trimax d€ t6i uu ch~t 

th6ng Trimax d€ t6i liU chfit ltrQ'ng va dam bao d(> luqng va diun bao d(> tuang ph an hlnh anh dung v&i cac yeu 

tuang phim hlnh anh dung v&i cac yeu d u ma nguiYi d u rna nguiYi d~ng dii cai d~t s~n. H~ th6ng nay ho11t d(lng 

dung dii cai d?t sfu1. H~ th6ng nay hO\Il d(>ng d(>c l~p d(lc l~p khong can S\f can thi~p cua con ngub'i giup nang cao 

khang dn S\f can thi~p cua con nguiYi giup nang cao nang su~t. Luu tril' ph im trach anh sang a nhi~t d(> tu 39 den 

nang su§t. Luu tru phim trach anh sang a nh i~t d(> tu 75 d(> F (4 den 24 do q t\li 30 den so% RH. 
: ~ - ~ : - ~- < • A• n n 

- 8 (> day bao gdm: 8 (> day IQc mau: 01 b(>, tranducer - B(> day bao g6m: B(> day IQc mau: 01 b(>, tranducer 
protector, tui xa va day truy~n djch 
- Du<mg kinh day bam: 8x 12mm, dai 330mm 

protector, tui xa va day truyen djch 

- Thiet ke Chamber bftu cheo, du<mg kinh bftu OD: 
- Du<mg kinh day bam: 8x l2mm, diii 330mm 

19-30mm, dai 130mm S6 GPLH: 
- Thiet ke Chamber bftu cheo, du<mg kinh bftu OD: 19-

- Du<mg kinh 6ng day chfnh: ID*OD: 4,5*6,8 
30mm, dai 130mm 

249 G5.249 
- San xufit tu ch~t li~u PVC 

05/2017/BYT-TB- - DuiYng kinh 6ng day chinh: ID*OD: 4,5*6,8 

- Thanh b(> day trong su6t, m~m deo, giup cho quan 
CT - San xufi t tu chfit li~u PVC 

sat t6t luu luqng mau di qua b(> day 
- Thanh b(> day trong su6t, mem deo, giup cho quan sat t6t 

- B(> day dan hbi h(ln che th~t nut ho?c bi xo~n 
luu luqng mau di qua b(l day 

- GPLH: 05/2017/BYT-TB-CT 
- 8 9 day dan h6i h11n che th~t nut ho~c bj xo~n 

_ T iPu "'" "~" · l ".n o l\1\ 1 ·?() 1 ~ 
- Tieu chu§n: ISO 900 I :20 I 5 

ISO 13485: 2003 
EN ISO 
13485:2012 

ISO 13485:2003 
250 G5.250 EN ISO 

31309 101 ; EC 
2195-MED-

13485:20 12 ; EC 

1309101 
PageS ~ 



Ma hang N(} i dung da ghi trong HSMT theo Quy€t din h sa 566/QD-SYT N(}i dung sii·a dBi, bB sung theo Quy€t dinh sa 612/QD-SYT 
STT 

HSMT 
hoa theo 

Tieu chu~n Tieu chu~ n HSMT Ten hang hoa D~c tfnh, thong sa ky thu~t 
ch~t IU'I;rng 

Ten hang hoa D~c tfnh, t hong sa ky thu~t 
chiit Ju·Q·ng 

~ 

ISO 13485: 2003 
EN ISO 

ISO 13485: 2003 
25I G5.251 

13485:20 I2 
EN ISO 

3 I309 IOI; EC 
I3485:20 I2 ; EC 

2 I95-MED-
I309IOI 
Tieu chu§n: ISO 

G5.252 
13485, CE - 0434 ( Tieu chu§n : ISO 

252 
5262-20 I 4-CE- I3485, CE 
IND-NA) 
EN ISO I 3485: 

Kim chQc do giiy 20I2 + AC 2012 
Kim chQc do giiy te EN ISO 13485: 

256 G5.256 
te tuy s6ng KD- Q 1N I5 OS 37875 

tiiy s6ng cac s6 I 8, 20 I2 + AC 20 I2, 
FINE cac s6 I8, 035 

20, 22, 25G,27G EC 20, 22, 25G,27G EC G I I4 03 
37875 032 
ISO I3485:201 6 
(TUV s6 QS 

257 G5.257 
0323 I700I 4 ISO 13485:20 I6; 
Rev.OO) EC ; 
EC (TUV S6 G I 
1606242 I3 I25) 
CE OI487,ISO CE ,ISO 
I3485 :2003, EN I3485:2003, EN 

259 G5.259 
ISO ISO 
13485:20 I2,UNE- 13485:20I2,UNE-
EN ISO I 3485: EN ISO 13485: 
2013 2013 

NS-EN ISO-
13485:20 12 (DNV 
s6 2480 19CC3-
20 17-AQ-IND- NS-EN ISO-

260 G5.260 NA-PS Rev.); 13485:2012 ; 
EC (DNV s6 EC ;CFS 
11322-2017-CE-
!NO-NA-PS Rev. 
1.0); CFS 
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STT 
Ma hang N(}i dung dli ghi trong HSMT theo Quy~t djnh sA 566/QD-SYT N(} i dung sti'a d6i, b6 sung theo Quy~t djn h s6 612/QD-SYT 

h6a theo 
HSMT 

HSMT Ticu c hu~n Tieu chu~ n 
Ten hang h6a D~c tinh, thong s6 ky thu ~t 

ch~t lu·q·ng 
Ten hang h6a D~c tinh, t hong s6 ky thu~t 

ch~t lu·q·ng 

Kim vat, d(lng bng, lam bang thep khong ri nen khi 
tiem vao tinh m(lch dS dang, khong dau bubt. Vcri Kim vat, d(lng bng, lam b~ng thep khong ri nen khi tiem vao 
hlnh d?ng cOn theot:hr~tit~ mm, gi1Ip-chcrvi~c chen - - tinh m(lch d~ dang, khong dau bu~t.,.....\lcri hinh d(lng con thco - -

268 G5.268 vao m(lch mau d~ dang va nhanh chong. C~u t(IO : thi ~t k~ m&i, giup cho vi~c chen vao m(lch mau d~ dang va 
chan kim va canh kim lam ttr PP, 6ng thong lam ttr nhanh ch6ng. C~u 1110: chan kim va canh kim lam ttr PP, 
FEP, Kim: SS304, cac sb G 18, 20, 22 - Hi~u 6ng thong lam tlJ' FEP, Kim: SS304, cac sb G 18, 20, 22. 
Primaflon 

NS-EN ISO-
13485:2012 (DNV 
sb 2480 19CC3-
20 17-AQ-IND- NS-EN ISO-

269 G5.269 NA-PS Rev.); 13485:2012 ; 
EC (DNV sb EC; CFS 
11322-2017-CE-
IND-NA-PS Rev. 
1.0); CFS 

EN ISO 
13485:2012 
CE - Chau Au, EN ISO 

270 G5.270 B~ng sang ch€: I- I3485:20 I2 
OOI6I23 ( Cvc sa CE - Chau Au, 
hO'u tri tu~ Vi~t 

I Nam\ 
- C6 dau bi10 v~ b11ng kim lo(li d(lng Io xo gbm 2 

cil.nh tay don b~t cheo nhau - C6 dfiu bao v~ b~ng kim lo(li d(lng lo xo gbm 2 canh tay 

- C6 vach ng11n ch6ng mau trao ngugc, Slr dvng don b~t cheo nhau 

nhi~u lfin - C6 vach ng11n ch6ng mau trao ngugc, Slr d\]ng nhi~u lftn 

- Dfiu kim vat 3 m?t (T?o do ben t6i uu) EN ISO 
- Dfiu kim vat 3 m~t (T?o do ben t6i uu) 

Kim luon tinh - Cathether nhva C6 4 du<mg can quang ngfim. v~t 13485:20 I2 
- Cathether nlwa C6 4 duong can quang ngfim. v~t l i~u 

mach an toan tre li~u PUR CE - Chau Au, 
PUR 

EN ISO 
27 1 G5.27I em ( -Do dai Trim Length < Imm theo ISO 10555, darn Bang sang ch~: I-

Kim luon tinh mach - Do dai Trim Length < lmm theo ISO 10555, dam bao Jvc 
13485:2012 

INTROCAN bao h,rc tac dong va giam dau cho nguoi b~nh 00161 23 ( Cvc sa 
an toil.n tre em tac dong va giam dau cho nguoi b~nh 

CE - Chau Au 
SAFETY) - Kim lubn c6 canh, khong clia, tbc do chay hii'u tri tu~ Vi ~t 

- Kim lubn c6 canh, khong clia, t6c do chay 22mllphut, 

22ml/phUt, I320 ml/gio Nam) 
I320 ml/gio 

- Duang kinh va do dai catheter: 0. 7mm X I9mm - Duong kinh va do dai catheter: 0. 7mm X 19mm 

- C6 chling nh~n EN ISO I3485 :20 I2 - C6 chung nh~n EN ISO I3485:20 I2 

- Chung nh~n CE - Chung nh~n CE 
- Bang sang ch~ : 1-00 I6123 (C\lc Sa hiiu tri tu~ 

lv;M 1\.l<.m) 
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Ma hang Ni}i dung da ghi trong HSMT th eo Quy~t d jnh sB 566/QD-SYT Ngi dung sii·a dBi, bB su ng theo Quy~t djnh sB 612/QD-SYT 
STT 

HSMT 
h6a theo 
HSMT D~c tin h, thong sa ky thu ~t Tieu chuftn Tieu chulin 

Ten hang h6a 
chlit hrg11g 

Ten hang h6a D~c tinh, thong sB ky thu~t 
chlit lu·g·ng 

ISO 13485:2016, 
DIN EN ISO 
13485-2016 (TUV 
S6Q5 ISO 13485:20 16, 

272 G5.272 
180 126056024); DIN EN ISO 
ISO 14001 (DNY 13485-2016 ; ISO 
sa 24064 1-2o I7- 14001, EC 
AE-ITA-
ACCREDlA), EC 
(S6 QPZ- 1899-17) 

ISO 
13485:2012+AC: 

ISO 
2012 (TUV) c6 s6 

273 G5.273 DK: 04221041335; 
13485:2012+AC: 

CE - Chau Au, 2012 (TUV); CE -

FSC s6 chung 
Chau Au 

nh~n: 20634 

Tieu chulin: ISO 
13485, CE - 0434 ( 

Kim Ju6n tinh 
5262-20 14-CE-

Tieu chulin: ISO 
274 G5.274 IN D-NA), Kim lu6n tinh m\ich 

m\ich TEFLO 
2460 (I I 168-2017-

13485, CE 

CE-IND-NA-PS 
Rev. 0.0) 

- -- ------ ---
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STT I Mii hang 
Nqi dung da ghi trong HSMT theo Quy~t djnh sA 566/QD-SYT N{l i dung sira d3i, b3 sung theo Quy~t djnh sA 612/QD-SYT 

HSMT h6atheo~---------.---------------------------------.----.,----.--_,-------------.-------------------------------------r----. ,-----~ --~ 

HSMT , ~ 6 £) • h 1• ~ k - h , T teu chuan T" h' 116 £)- • h 1, ~ k - h • Tteu chuan · T en h:.ng h a ac tm , t JOn!!: so y t uat h ~ 
1 

en ang a ac h n , t 10ng so y t uat h ~ 
1 · ~ · c at u·g·ng · · c at u·qng 

277 
Kim Ju6n tinh 

G5.277 lm~ch Primatlon 
cac ~6 

278 I G5.278 

292 I G5.292 

293 I G5.293 

- Ch~t l i~u Catheter: Poly Tetra Fluoro Ethylene 
- Kim: Thep khong gi cua Nh~t (AISI 304) 
- Kim trang bfmg silicon --1· - I~ ~--
- C6 4 dtrbng can quang ngfrm 
- c6 kha nang ltru kim den 96 gib 
- C6 canh, c6 cbng barn thu6c 
- Canh kim lu6n m~m deo dtrqc thi~t k~ vai g6c 6° 
- Size/ Ext. Oia. x Length mm: 
G I 6/ I, 7 x 45, t6c d(> dong chay: 200 ml/phut 
G 17/ 1,5 x 45, t6c d¢ dong chay: 140 ml/phut 
G 18/ 1,3 x 45, t6c d(> dong chay: 95 ml/phut 
G24/ 0, 7 x 19, t6c d(> dong chay: 20 ml/phut 
G26/ 0,6 x 19, t6c d(> dong chay: 15 ml/phut 
G20/ I, 1 x 32, t6c d(> dong chay: 62ml/phut 
G22/ 0,9 x 25, t6c d(> dong chay: 33 mllphut 
- Tieu chu§n: ISO 13485: 20 16/NS- EN ISO 

113485:2016 _ISO 134R'i· ?001/1~0 Q001 · ?OOR Fr 

* Kich thtr6c 12x75mm. Nap xanh dtrang. 
* H6a chAt ben trong Ia Ethylenediaminetetra Acid 
(EDT A) dung khang dong cho 2m!. 
* E>:;tt tieu chuAn ISO 13485 :2016 cua Italia cap. 
* C6 Phi~u Ti~p Nh~n Phiin Lo:;ti Trang Thi€t Bi Y 
T€ 
* C? chung nh~ S~c Ky I-lai £lang 
lnL!~ .. ...,....,.., T"'\ 11' r n - !'::. , ...,1'\Af\ t f\"''f\/n ron" TT f"""'\. 

* 6 ng nghi¢m nhva PP 5ml,kich th tr6c 12x75mm. 
trung tinh, N~p cao su v6i d(> dan h6i cao, phu bQc 
nhva mau xanh bi~n giup thu~n lqi trong qita trinh 
thao t<k, thi€t k~ phu hgp may tl,( d(>ng. 
* E>:;tt tieu chu§.n ISO 13485:2016 cua ltalia cAp. 
* C6 Phieu Ti~p Nh~n Phan Lo:;ti Trang Thiet Bi Y 
Te 
* C6 chung nh~ S~c Ky Hai E>ang 
* D:;tt Tieu chucin GOP, ISO 13485:20 16 
Phi~u TN DK PL s6: 170001939/PCBA-HCM 

EN ISO 13485: 
2012+AC2012 
CF: I249GB438160 
513 

Kim Iu6n tinh m:;tch 
cac s6 

Page12 ~ 

- Cb~t li~u Catheter: Poly Tetra Fluoro Ethylene 
- Kim: Thep khong gi. 
~~m tr{mg b~ng-stl·ieon 
- C6 4 dtrbng can quang ngfrm 
- c6 kha nang ltru kim den 96 gio 
- C6 canh, c6 c6ng barn thubc 
- Canh kim lu6n m~m deo dtrqc thi€t ke v6i g6c 6° 
- Size/ Ext. Oia. x Length mm: 
G 16/ 1, 7 x 45, t6c d(> dong chay: 200 mllphut 
G 1 71 1 ,.5 x 45, r6c d¢ dong chAy: 140 ml/phut 
G 18/ 1,3 x 45, tbc d(> dong chay: 95 mllphut 
G24/ 0, 7 x 19, t6c d(> dong chay: 20 ml/phut 
G26/ 0,6 x 19, t6c d(> dong chay: 15 mllphut 
G20/ 1, I x 32, t6c d(> dong chay: 62ml!phut 
G22/ 0,9 x 25, t6c d(> dong chay: 33 ml/phut 
- Tieu chuAn: ISO 13485: 2016/NS- EN ISO 13485:2016 , 

~~ ~() 114R'i · ?001/J~() QOO 1· ?OOR f:.C' 

* Kich thtr6c 12x75mm. N~p xanh dtrang. 
* H6a chAt ben trong Ia Ethylenediaminetetra Acid (EDT A) 
dung khang dong cho 2m!. 
* E>:;tt tieu chufin ISO 13485 :20 16. 
* C6 Phi~u Ti€p Nh~n Phiin Lo:;ti Trang ThiSt Bj Y T€ 

* 6ng ngh i~m nhva PP 5ml,kich thtr6c 12x75mm. trung 
tinh, N~p cao su v6i d(> dan h6i cao, phu bQc nhva mau xanh 
bi~n giup thu~n lqi trong qua trinh thao tac, thi~t k~ phil hgp 
maytl,(d(>ng. 
* C6 Phi~u Tiep Nh~n Phan Lo(ti Trang Thiet Bi Y T~ 
* D~tTieu chu§n GOP, ISO 13485 :2016 

EN ISO 13485: 
20 12 + AC 20 12 



Ma hang N{l i dung da ghi trong HSMT theo QuySt dinh s6 566/Qf>-SYT N{li dung stl'a aiii, bii sung theo QuySt dinh sfi 612/Qf>-SYT 
STT 

HSMT 
hoa theo 

Tieu chu:in Tieu chu:in HSMT Ten hang h6a D~c tinh, thOng sfi ky thu~t 
chit lu·Q·ng 

Ten hang h6a D~c tinh, thong s6 ky thu~t 
chit lu·Q·ng 

* Kich thu6c 12x75 mm. Nap mau do. 
* Giup tien trinh dong mau di€n tien nhanh chi ttr 3 -
5 phut. * Kich thu6c 12x75 mm. N~p mau do. 
* Dung tach huyet thanh Slr dt,mg trong xet nghi~m * Giup ti~n trinh dong mau dien ti€n nhanh chi tu 3 - 5 phut. 
sinh h6a, mien djch. * Dung tach huyet thanh sti dt,mg trong xet nghi~m sinh h6a, 

294 G5.294 * 8<:~t tieu chufin ISO 13485:2016 cua Italia cfip. mien d!ch. 
* C6 Phi€u Ti€p Nh?n Phan Lo<:~i Trang Thiet Bi Y * C6 Phi€u Tiep Nh?n Phan Lo<:~i Trang Thi€t Bi Y Te 
T€ * 811-t Tieu chufin GOP, ISO 13485:20 16 
* C6 chting nh?n Sac Ky Hai Dang 
* 8<:~t Tieu chufin GOP, ISO 13485:2016 
D l ·< T~ r.-v Dr <. , ..,(\(\(\ o1omro~ u,..,,. 
* Kich thu6c l2x75mm. Nap mau den. 
*Dung xet nghi~m Ion cta Na+, K+, Ca2+, Cl-... tru 
Li+. Ngoai ra con sti dt,mg cho cac xet nghi~m sinh * Kich thu6c 12x75mm. N~p mau den. 
h6a d~c bi~t Ia NH3 va djnh luqng Alcohol trong *Dung xet nghi~m Ion dfl Na+, K+, Ca2+, Cl-... tru Li+. 
mau. Ngoai ra con Slr dt,mg cho cac xet nghi~m sinh h6a d~c bi~t 
* H6a ch5.t ben trong Ia ch5.t khang dong Heparin Ia NH3 va djnh luqng Alcohol trong mau. 

295 G5.295 Lithium. * H6a chfit ben trong Ia ch§t khang dong Heparin Lithium. 
* 8<:~t tieu chufin ISO 13485:20 16 cua Italia dp. * C6 Phi€u Ti€p NMn Phan Lo<:~i Trang Thi€t Bi Y Te 
* C6 Phieu Ti€p Nh?n Pha.n Lo<:~i Trang Thi€t Bi Y *8<:~t Tieu chu5.n GOP, ISO 13485:20 16 
T€ 

- * C6 chung nh?n Sac Ky Hai Dang 
*Dat Tieu chufin GOP, ISO 13485:2016 

IPhi:S. , TN nv P r cA. 170001 ()1()/P('R t. _J:.:fri\A 

* Kich thu6c l2x75mm. Nap mau xanh Ia cay. 
* 1-16a ch5.t ben trong Ia Trisodium Citrate 3.8%. * Kich thu6c l2x75mm. Nap mau xanh Ia cay. 
* Dung xet nghi~m lien quan den y€u t6 dong mau va * 1-16a chih ben trong Ia Trisodium Citrate 3.8%. 
t6c d(l lang mau. * Dung xet nghi~m lien quan d€n y€u t6 dong mau va t6c d(i 

296 G5.296 * 8<:~t tieu chufin ISO 13485:2003 cua Italia dp. lang mau. 
* C6 Phi€u Ti€p Nh?n Phan Lo<:~i Trang Thi€t Bi Y * C6 Phi€u Ti€p Nh?n Phan Lo<:~i Trang Thi€t Bi Y T€ 
T€ D<:~t Tieu chufin ISO 13485:2016 
* C6 chung nh?n Sac Ky Hai 8fulg 
8at Tieu chu5.n ISO 13485:2016 

11>h i.S11 Thl 1:"\V P T ofi.. 1711001()1()/P('RA_T-Irii.A 
* Kich thu6c l2x75mm. Nhva PS trang trong khong 
n~p. * Kich thu6c 12x75mm. Nhva PS trfuJg trong khong n~p. * Su dt,mg nhva tinh khi~t trung tinh khong phan ung * Su dt,mg nlwa tinh khiet trung tinh khong phan frng v6i 
v6i ca.c lo(li h6a ch5.t chua ben trong. cac lo<:~i h6a chat chua ben trong. 

297 G5.297 * D<:~t tieu chu§n ISO 13485 :2016 cua !tali a dp. * C6 Phi€u Tiep NMn Phan Lo<:~ i Trang Thi€t Bj Y Te * C6 Phi€u Tiep Nh~n Phan Lo<:~i Trang Thi€t Bi Y * 811-t Tieu chufin GOP, ISO 13485:2016 
T€ 
* Dat Tieu chu§n GDP, ISO 13485:2016 
Phi~u TN FlK Pl. ~A· 170001919/PCBA -Hf'M . -

~ 



Mli hang Nqi dung da ghi trong HSMT theo Quy~t djnh sa 566/QD-SYT N{i i dung Sti'a d6i, b6 sung theo Quy~t djnh sa 612/QD-SYT 
STT 

HSMT 
h6a theo 

Tieu chuAn HSMT f)~c tinh, thong sa ky thu ~t f)~c tfnh, thong sa ky thu~t 
Tieu chufi n 

Ten hang h6a chllt lu·Q·ng 
Ten hang h6a 

chllt Ju·Q·ng 

* The tich 5ml. kich thu6'c 12x75mm. Nh\Ia PS trang 
trong, khong n~p, c6 nhiin dan tren 6ng d~ ghi chu • The tich 5ml. kich thu6'c 12x75mm. Nh\Ia PS tr~ng trong, 
thOnglin. khong n~p. c6 nhan dan tren 6ng de ghi chu thong tin. -- -
• Str d1,mg nh\l'a tinh khi~t trung tinh khong phan frng * Sli dvng nh\l'a tinh khi~t trung tinh khong phan ling v6'i 

298 G5.298 v6'i cac l o~i h6a chat chfra ben trong. cac lo~ i h6a chat chua ben trong. * E>~t tieu chu§n ISO 13485:2016 cua lt31ia dp. * C6 Phi~u Ti~p Nh~n Phan Lo~i Trang Thi~t Bj Y T~ * C6 Phi~u Ti~p Nh~n Phan Lo~i Trang Thi~t Bi Y * E>~t Tieu chu§n GOP 
T~ 
* F>M Tie1! ch 11~n Clf)P 
+ The tii.: IJ 51111. kit.:IJ thuoc &ng nghiem 12x75mm 
(cho th~ tich 5ml) • The tich Sml. kich thu6'c 6ng nghi~m 12x7Smm (cho the 
• Ong nghi~m duqc lam b~ng nh\1'3 PS tinh khiet tich 5ml) 
trung tinh khong phan ung v6'i cac lo;;ti h63 chat chua * 6ng nghi~m duqc lam b~ng nh\Ia PS tinh khi~t trung tinh 
ben trong. khong phan ung v6i cac lo\li h6a chat chua ben trong. 

299 G5.299 * N~p d~g An trong 2 t§ng mau tr~ng dvc c6 nhiin * N~p d11ng cln trong 2 t§ng mau tr~g dvc c6 nhan dan tren 
dan tren 6ng d~ ghi chu thong tin. 6ng d~ ghi chu thong tin. 
* E>\lt tieu chu§n ISO 13485:20 16 cua lt3lia dp. * C6 Phi~u Ti~p Nh~n Phan Lo~i Trang Thi~t Bi Y T~ 
* C6 Phi~u Ti~p Nh~n Phan Lo~i Trang Thi~t Bi Y * E>~t Tieu chu§n GOP, ISO 13485:20 16 
T~ 
* E>11t Tieu chu!n GOP, ISO 13485:2016 

IPh;,i, TN F'lK PT .;,. t ?ooo t<><<>IPrRA-1-lrM 
* LQ nh\1'3 PS tr~ng trong, c6 nhan mau tr~ng, n~p 
mau d6, dung t!ch 50ml. * LQ nh11a PS tr~ng trong, c6 nhiin mau tr~g, n~p mau d6, 
"' Sli dvng nh \l'a y t~ trung tinh, tinh khi~t I 00% dung t!ch 50ml. 
kh6ng phan ung v6'i h6a chat, b~nh ph§m ben trong. * Sli dvng nlwa y t~ trung tinh, tinh khi~t I 00% kh6ng phan 

300 G5.300 * E>~t tieu chw1n ISO I3485:20 I6 cua It3lia dp. frng v&i h6a chat, b~nh ph§m ben trong. 
* C6 Phi~u Ti~p Nh~n Phan Lo~i Trang Thi~t Bi Y * C6 Phi~u Ti~p Nh~n Phan Lo\li Trang Thi~t Bi Y T~ 
T~ * E>~t Tieu chu§n GOP, ISO 13485:20 16 
* 8 \lt Tieu chdn GOP, ISO 13485:20 16 
Phi~u TN f)K Pl s6: 170001938/PCBA-HCM 
* LQ nh\1'3 PS tr~ng trong, c6 nhan mau tr~ng, nap 
mau do, dung tich SOml. * LQ nhva PS tr~ng trong, c6 nhlin miiU tr!ng, n~p mau do, 
* Sli dvng nh\Ia y t~ trung tinh, tinh khiet 100% dung tich 50ml. 
khong phan ung v6i h6a chat, b~nh phk ben trong. * Sli d\lng nh\l'a y t~ trung tinh, tinh khi~t 100% khong phan 

301 G5.301 * Ti~t trung b~ng tia Gamma. ung v6'i h6a chat, benh ph§m ben trong. 
"'E>11t tieu chu§n ISO 13485:2016 cua lt3lia cAp. * Ti~t tning b~ng ti3 Gamma. 
• C6 Phiau Ti~p Nh§n Phan Lo11i Trang Thi~t Bi Y * C6 Phi~u Ti~p Nh~n Phan Lo\li Trang Thith Bi Y T~ 
T~ * E>~t Ticu chu§n GOP, ISO 13485:2016 
* O~t Ticu chu§n GOP, ISO 13485:20 16 
Phi~u TN f)K Pl s6: 170001Q'lR/PrRA-I-IrM 

Page 14 
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Ma ha ng N(}i dung dii ghi trong HSMT theo QuyBt d jnh sa 566/QD-SYT N(} i dung Sti'a d6i, b6 sung theo QuyBt djnh sa 612/QD-SYT 
STT 

HSMT 
h6a theo 

T ieu chu~n Tieu chu ii n HSMT Ten hang h6a D~c tinh , thong sa ky thu~t 
ch~t ltrQ·ng 

Ten ha ng h6a D~c tinh, thong sa ky thu~t 
chlit lu·Q·ng 

* Dia duqc lam bang nh\fa PS tinh khiet trung tinh 
* Dia duqc lam b~ng nh\fa PS tinh khi~t trung tinh khong khong phan (mg v6i h6a ch§t chua ben trong, duemg 

kinh 90mm va chi~u cao 15mm. phan ung v6i h6a ch~t chua ben trong, duemg kinh 90mm va 

* Duqc ti~t trung b~ng tia Gamma. chi~u cao 15mm. 

* D6ng G6i theo Quy Cach 10 caiffui PE * Duqc ti~t trung b~ng tia Gamma. 
302 G5.302 

* Dat ti eu chu~n ISO 13485:20 16 cua ltalia dp. * D6ng G6i theo Quy Cach 10 caiffui PE 

* c6 Phi~u Ti~p Nh~n Phan Lo~i Trang Thi€t Bi Y *Co Phi~u Ti~p Nh~n Phan Lo~i Trang Thi~t Bi Y T~ 

T~ * D~t Tieu chu~n GOP, ISO 13485:2016; 

* D~t Tieu chu§n GOP, ISO 13485:20 16; 
Inc ·~ .,..,. "" __ni_ ~ ! '"IIV\fl I ()1C\Jn/"'D ll"'1l 

Ch§t li~u cao su thien nhien trang silicon tron mem, Ch§t li~u cao su thien nhien trang silicon tron m~m, c6 sqi 
c6 sqi Chrom tling cung. Bong Silicon dai khong va, Chrom tang cung. B6ng Silicon dai khong va, dung tich ISO 13485:2003; 

305 G5.305 
Sonde Foley 2 dung tich b6ng tl.r 3m I -30m I, van nh1,ta, khong co bong tir 3ml -30ml, van nh\fa, kh6ng co DEHP, kh6ng di EN ISO 
nhanh cac sb DEHP, khong di ung, san xu§t theo c6ng ngh~ Chau ung, san xu§t theo cong ngh~ Chiiu Au. Ti~t trung b~ng kh i 13485:2012, EC 

Au. Ti~t trung b~ng kh i EO. Dong g6i 2 lap tui EO. Dong g6i 2 lap tui nilon/chik 

Ch§t li~u cao su thien nhien trang silicon tron mem, Ch§t li~u cao su thien nhien trang silicon trcm m~m. co sgi 
co sqi Chrom tang cung. Bong Silicon dai khong vcr, Chrom tang c(mg. Bong Silicon dai khong vo, dung tich ISO 13485:2003; 

306 G5.306 
Sonde Foley 3 dung tich bong tl.r 3m I -30m I, van nh\fa, khong c6 b6ng tl.r 3ml -30ml, van nh\fa, khong co DEHP, kh6ng di EN ISO 
nhanh cac sb DEHP, kh6ng di ung. san xu§t theo cong ngh~ Chiiu ung, san xu§t theo cong ngh~ Chau Au. Ti~t trung bfulg khi 13485:20 12, EC 

Au. Ti~t trung b~ng khi EO. D6ng g6i 2 16p tui EO. D6ng g6i 2 16p tui nilonlchik 
ilcn.L.c.h.i.&_ 

Catheter tinh 
m~ch trung tam 2 Catheter tinh m(lch 

373 G5.373 nong 
trung tam 2 nang 

NOVOCENT 
duo 
Catheter tinh 
m~ch trung tam 3 Catheter tinh m(lch 

374 G5.374 nong trung tam 3 nang 
NOVOCENT 
trio 

Chung chi EC sb 
EC,ISO 

38 1 G5.38 1 06 0492 QS/NB 
13485:2003 

lSO 13485:2003 

Chtmg chi EC sb 
EC, ISO 

383 G5.383 06 0492 QS/NB 
13485:2003 

lSO 13485:2003 

Chung chi EC sb 
EC, ISO 

384 G5.384 06 0492 QS/NB 
13485:2003 

ISO 13485:2003 
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Mit hitng Nqi dung dii ghi trong HSMT theo Quy~t djnh sa 566/QD-SYT N<Ji dung sii'a dBi, bB sung theo Quy~t djnh sa 612/QD-SYT 
STT 

h6a thco 
HSMT 

HSMT f)~c tinh , t hong sa ky thu~t Tieu chu~n Tieu ch u~n Ten hang h6a 
ch~t lu·Q·ng 

Ten hang h6a D~c tinh, thong sa ky thu~t 
ch~t lu·Q'ng 

Thuy tinh the 
Thuy tinh the nhiin 

388 05.388 nhan t(lo C-Fiex 
tiiO (lo(li mem) 

~{)(1.~-rnem}-

Chung chi EC s6 

389 05.389 
Ch.it nh~y II I 078 QSfNB 

Ch~t nh~y 2ml 
EC; EN ISO 

Catagel 2ml EN ISO 13485:2012 
13485:20 12 

390 05.390 
Ch.it nhu<)m bao 

Ch<it nhu<)m bao 
Mede Blu 
Thuy tinh the 

391 05.391 
nhiin t110 Thuy tinh the nhiin 
micropure 123 1110 (lOIIi mem) 
lrJoai mem) 
Thuy tinh the 

Thuy tinh the nhan 
392 05.392 nhan 1(1.0 mem lo(limem 

1110 m€m 
AS6025C 
Thuy tinh the 

393 05.393 nhiin 1110 mem lOIIi mem 
Thuy tinh the nhan 

Bioline Yellow t11omem 
Bluel ight 

394 05.394 
Thubc nhu<)m 

Thubc nhu<)m bao 
bao Omniblue 

395 05.395 
Dich nhiiy i-Yisc 

Dich nh~y 
2.0 

396 05.396 
Thuy tinh the 

Thuy tinh the 
Sensar I AABOO 
Thuy tinh the 

Thuy tinh the nhan 
397 05.397 

nhiin 1(1.0 mem 
t(lo m€m (kern d\lng 

SlimFlex kern 
dung cu di\t nhiin 

C\1 d~t nhiin) 

CE 263168 MR2 
ISO 13485: 263 168 Thuy tinh the nhiin CE; 

399 05.399 CT Lucia 611 PY MP2012 
l(l.O (lo(li mem) ISO 13485:263168 

Free sale MD 18-
' 

068 ! 

45 1 G5.451 
Oifty thl'r sinh hQc 

Oi§y thl'r sinh hQc 
C0 130 LF 

457 G5.457 
B<) rl'ra d(l dily CENo. QIN 13 04 

B<) rl'ra d(l day CE; ISO HTK 73283 015 

466 G5.466 
Huyet ap dong ho 

Huy€t ap dbng hb 
ALPK2 

467 05.467 
Ong nghe 

Ong nghe 
ALPK2 Page 16 
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Ma hang Nqi dung da ghi trong HSMT theo QuySt d!nh sA 566/QI>-SYT Ni]i dung stl-a d6i, b6 sung theo QuySt d!nh sA 612/QD-SYT 
STT 

HSMT 
hoa theo 

Ticu chu ~n Ticu ch u~n I HSMT Ten hang h6a D~c tinh, thong sA ky thu~t 
ch§t lu·Q·ng 

Ten hang h6a l>~c tinh, thong sA ky thu~t 
ch§t lu·Q·ng 

ISO 13485: 
ISO 13485: . 20 16/NS- EN ISO 
2016/NS- EN ISO 

482 05.482 
13485:2016, ISO 

13485:2016, ISO 
13485: 2003/ISO 

13485: 2003/ISO 
9001 : 2008, 

900 I: 2008, EC 
EC:4 106-2007 

ISO 13485: 
ISO 13485: 

2016/NS- EN ISO 
20 16/NS- EN ISO 

483 05.483 
13485:2016, ISO 

13485:2016, ISO 
13485: 2003/ISO 
900 1: 2008, 

13485: 2003/ISO 

EC:4106-2007 
900 I: 2008, EC 

ISO 9001:2015 ISO 900 I :2015 

501 05.501 
Bao cao su TCVN ISO 

Bao cao su TCVNISO 
Happy 13485:2004/13485: 13485:2004/ 13485: 

2003 2003 

Tui hilp t i~t trimg y t~ Tyvek hi bao bi y t~ chiit lu()'Tlg cao Tui h~p ti~t trung y t~ Ia bao bl y te ch~t luqng cao cung 
cung d p d(> ben, khii nang tuong th ich v&i m(>t lol!t cac d p dQ b~n. kha nllng tuang thich v6'i m(>t IO\Il cac phuong 
phuong phap khtr trung, va hang rao cua vi sinh v~t cao phap khir trung, va hang rao cua vi sinh v~t cao nhih ctia b~t 
nhiit cua bilt kY v?t li~u d6ng g6i vo trung nao. Giily y t~ ky v?t li~u d6ng g6i vo trung nao. Oi~y y t€ d~c bi~t. dtrQ'C 
d~C biet, dl!Q'C in cac ch§t chi th j khfr trung d6i mau phu 

in cac ch~t chi thi khir trung d6i mau phu hgp voi quy djnh 
hQP v6i quy dinh cua Chiiu Au 1907/2006. Tui hi\p ti~t 

cua Chiiu Au 190712006. Tui h~p ti~t trung y t€ cung dp trung y t~ Tyvek cung dp khang mon, d(> b~n cao, thoang 
va rao can vi khuiin tuy~t v6i d~ d6ng g6i vo trung, giup khang mon, d(> b€n cao, thoang vii rao can vi khui\n tuy~t 

dam bao cac thi€t bi y ~~ rna b~t di\u vo trung, ti~t trung i:J vai d~ dong g6i vo trung, giup dam bao cac th i€t b! y t€ rna 

l11i trong su6t v6ng dil'i ctia chting. Ttii h§p ti~t trung y t~ b~t d§u vo trung, ti~t trung i:J llli trong su6t vong doi ctia 
Tui h:ip t i~t Tyvek dtrQ'C san xui\t tren day truy€n cong ngh~ cao va chung. Tui h§p ti~t trung y te duqc san xu§t tren day truy~n 

537 G5.537 
trung nhi~t d9 hi~n d~i . Cac siin ph§m trai qua cac qua trinh ki~m soat cong ngh~ cao va hi~n d(li. Cac san ph§m trai qua cac qua 
th:ip 75 mm x chi\t lu()'Tlg nghiem ng(lt d~ diim bao siin phi\m d~Jt cac trlnh kiem soat chAt luqng nghiem ng~t de dam bao san 

70 m tieu chuiin Qu6c t~ lien quan trong linh VI!C bao g6i y t€ ph§m d(lt cac tieu Chu§n Qu6c te lien quan trong linh VIJC 
nhu: Tieu chdn Chiiu Au EN 868 , ISO 13485, ISO bao g6i y t€ nhu: Tieu chu§n Chiiu Au EN 868 , ISO 13485, 
11607, MDA. L6'p gii\y va phim duqc nh~p kh§u tir hang ISO I I 607, MDA. Lap gi§y vii phim duqc nMp kh§u ttr 
gii\y n6i ti~ng ctia My "Dupont ". Chi thi duQ'C in tren hang gii\y n6i ti€ng . Chi thi dl!Q'C in tren mep han dung cho 
mep han dung cho phuong phap ti~t khuiin: PLASMA. phuang phap ti~t khui\n: PLASMA. Tuang thich voi may 
Tuong thich v<i'i may Sterrad. Dung d~ di,J'Tlg y d\]ng C\l 

Sterrad ho(\c tuang duang. Dung d~ d\l'ng y d1,mg C\l ci\n 
din phiii h§p tiet !rUng. Chuyen mau ro r¢1 va chinh xac, 

phai h§p ti ~t trung. Chuy~n mau ro r~t va chinh xac, de sti' d€ sfr d1,1ng. Xac dinh g6i y d1,1ng c1,1 da qua hilp t i~l trung 
hay chua Bang cac v~ch chi thi chuy~n mau dl!Q'C in doc dt,mg. Xac d!nh g6i y d\lng q1 da qua h~p ti~t trung hay chua 

theo mep him ctia ttii Plasma: Chuyen tu mau Tim sang B~ng cac v~ch chi thj chuy~n mau dliQ'C in dQC theo mep 

1)6 ruQ'U. hiin ctia tti i Plasma: Chuy~n tir mau Tim sang 1)6 ruQ'U. 
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Nqi dung da gh i trong HSMT t heo Quy~t d inh s6 566/QD-SYT NQi dung st"i'a dB i, bB s ung theo Quy~t d jnh s6 6 12/QD-SYT Mi'i hang 
STT 

hoa theo 
Tieu chu~n HSMT 

D~c tinh, thong s6 ky thu~t 
Tieu chu5n 

Ten hang hoa D~c tinh, thong s6 ky thu~t 
chiit lu·q·ng 

HSMT Ten hang h6a 
ch:it lu·q·ng 

Tui h~p tiet trung y te Tyvek hi bao bi y te ch~t Iuong cao 
cung d p do b~n.--"M nang tu<mgJbich_v6i mot lo(ll cac -- --- Tui hiiPflet ffimg y t~ Ia bao 5i y t~ cll~tluQllg cao cung clp do 
phuong ph!\p khu trung, va hAng rao clia vi sinh v?t cao. 

b€n, kha nang tuong thich v6i mot lo(ll c~c phu<>;Jg phap khu 
nh~t cua b~t kY v~t l ieu d6ng g6i YO !rUng nao. Giay y te 

trung, Ya hang rao clia vi sinh Y~t cao nhat clia bat kY v~t lieu 
d~c biet, duqc in cac chat chi thi khu trung dbi m~u phu 

d6ng g6i vo tn:mg mio. Gi~y y t~ d~c biet, duqc in c~ chat chi th! 
hqp Y6i quy dinh clia Chau Au 1907/2006. :ui hap tiet 

khfr trung d6i mau phli hqp vcri quy djnh clia Chau Au . 
trung y t~ Tyvek cung d p khang mon, do ben cao, thoang 

1907/2006. Tui h§p tiet trung y t~ cung d p khang mon, do ben 
va rao can vi khuful tuyet vai d~ dong goi vo trung, gilip 

cao, thming va rao can vi khdn tuyet yiJi d~ d6ng g6i Yo trimg, 
dam bao cac thi~t b! y t~ mil bat d§u vo trung, tiet trung a 

giup dam bao c::\c thi~t bi y .~ m:l b~t ~au vo trung, ti~ t trung (] l(li 
l(li trong su6t vong dai clia chimg. Tui h~p tiet trling y t~ 

trono sudt vono dcri clia chling. Tui hap tiet trung y te duqc san 
Tui ep ti~t trung Tyvek duqc san xu~t tren day truy€n cong nghe ~ao Ya 

xuiittren day t~y€n cong nghe cao va hien d(li. Cac san phiim 
hi en d(li . Cac san phiim trai qua cac qua trinh kiem so at 

trai qua cac qua trinh ki~m soat chdt Iuong nghiem ng~t d~ dam 538 G5.538 nhi~t d<) th~p ch~l Iuong nghiem ng~lt d~ dam bao sim phdm d(lt cac . 
bao san phiim d(lt cac lieu chudn Qu6c ~~lien quan trong linh vvc 150 mm x 70 m tieu chudn Qu6c t~ lien quan trong linh vvc bao g6i y te 
bao g6i y te nhu: Tieu chuful Chau Au EN 868! ISO 1 3485,_ JS~ nhu: Tieu chuful Chau Au EN 868 • ISO 13485, ISO 
I 1607, MDA. Lap gidy va phim duqc nh~p khau tir hang giay noi 

11 607, MDA. Lap giiiy va phim duqc nh~p khdu tir hang 
rieng . Chi thi duqc in tren mep han dung cho phuong phap tiel 

giay n6i tieng clia My "Dupont ". Chi thi. duqc in tren 
khul1n: PLASMA. Ttrong thich v6i may Sterrad ho~c 1u011g 

mep him dimg cho phuo·ng phap tiet khuan: PLASMA. 
dtrO'ng. Dung d~ d\mg y d\tng cv din phai hdp 1ie1 trung. Chuy~n 

Tu011g lhich v6i may Sterrad. Dung d~ dvog y dl,lng Cl,l 
mau ro ret va chinh xac, d~ su dl,lng. Xac djnh g6i y dl,lng Cl,l dii 

din phai h§p 1iet trung. Chuy~n mau ro ret va. chinh xac, 
qua h.ip tiel trung hay chua Bang cac v11ch chi t~i chuy€n mau 

d~ sti dl,lng. Xac dinh g6i y dl,lng C\1 dil qua hap tiel trung 
duqc in doc theo mep han clia tui Plasma: Chuyen tir mau Tim 

hay chua B~ng cac VI!Ch chi lhi chuy€n mau duqc in doc 
sang E>6 nrgu. 

theo mep han clia tui Plasma: Chuy€n tir mau Tim sang 
E>6 nrqu. 
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Nl}i dung dii ghi trong HSMT theo Quy~t dinh sa 566/QD-SYT Nl}i dung sii·a dfi i, bfi sung theo Quy~t (Jinh sa 612/Qf>-SYT Ma hang 
STT 

h6a theo 
Tieu chu~n HSMT 

f)~c tinh, thong sa ky thu~t Tieu chu~n 
Ten ha ng h6a D~c tinh , thong sa ky thu~t 

ch~t lu·c;rng 
HSMT Ten ha ng h6a 

chh lu·Q·ng 

Tui h§p ti~t trung y t~ Tyvek Ia bao bi y t~ chc1t hrQ'llg cao 

Tui h§p ti~t trung y t~ Ia bao bi y t~ chc1t luQ'llg cao cung c§p do 
cung dp do b~n, kha nAng tuong thi ch v6i mot loi)t cac 
phuong phap khti trting, va hang rao cua vi sinh v~t cao. 

b~n, kha nang tuong thich v6'i mot loi)t cac phuong pMp khti 
nh5t cua b5t kY v~t li~u dong goi vo trung nao. Giay y te 

trting, va hang rao cua vi sinh v~t cao nh5t cua bfit kY v~t .li~u 
d~c bi~t, duQ"c in cac ch5t chi thi khti trung d6i m~u phil 

dong goi vo trung nao. Gi§y y t~ d~c bi~t , duqc in c~c chat chi thi 
ho-p v6i quy dinh cua Chau Au 1907/2006. Iui hap ti~t 

khti trung d6i mau phil ho-p v6i quy dinh ~ua Chau Au . truno y t~ Tyvek cung d p khang mon, do ben cao, thoang 
1907/2006. Tui h§p ti~t trung y t~ cung cap khang mon, do ben b • 

va rao can vi khu§n tuy~t v6i de dong goi vo !rung, giup 
cao, thoang va rao can vi khufin tuy~t vm de dong goi vo trung, 

dam bf10 cac thi~t bj y t~ rna b~t dfiu vo Lrung, t i ~t trung 6' 
giup dam bao cac thi~t bi y t~ rna b~t ~Au vo trung, t i~t trung a 1\li 

li!i trong suc:\t vong dai cua chung. Tui h§p ti~t trung y t~ 
trong suc:\t vong dai cua chung. Tui hap tiet trung y te duqc .san 

Tui ep ti ~t trung Tyvek duQ"c san xu!it tren day truyEn cong ngh~ ~ao va 
xu5t tren day truy~n cong ngh~ cao va hien di!i. Cac san ph.iim 

539 G5.539 nhi ~t d9 th~p hi~n dai . Cac san phfun trai qua cac qua trinh kiem soat 
trai qua cac qua trinh ki~m soat ch5t Iuong nghiem ng~t de dam 

ch5t I~Q'llg nghiem ng~t d~ dan1 bao san phk di!t cac . 
bflo San ph§m di)t cac lieu chufin Quc:\c (~ lien quan trong li'nh V\l'C 200 mm x 70 m tieu chuc1n Qu6c t~ lien quan trong linh vvc bao goi y te 
bao goi y t~ nlm: Tieu chu5n Chiiu Au EN 868 , ISO 13485, ,IS~ 

nhu: Tieu chufin Chau Au EN 868 , ISO 13485, ISO 
11607, MDA. L6'p gi§y va phim duQ"c nh~p khfiu tu hang giay noi 

11607, MDA. L6'p gi§y va phim duqc nh~p kh§u tu hang 
ti~ng . Chi thi dUQ'C in tren mep han dilng cho phuong phap ti~t 

gi§y n6i ti~ng cua My "Dupont ". Chi thi. duqc in tren 
khu§n: PLASMA. Tuong thich v6'i may Sterrad ho\lc tuong 

mep han dung cho phuong phap tiet J0uiin: PLASMA. 
duong. Dung d~ d\fllg y d11ng C\1 c§n phlii h§p ti ~t trung. Chuy~n 

Tuono thich v<i"i may Sterrad. Dung de d\f11g y d\lllg C\) 
miiU ro ret va chinh xac, d~ sti d\lng. Xac dinh goi y d\lllg C\1 da d n phai h§p ti~t trung. Chuy~n mau ro r~t va. chinh xac, 
qua hc1p ~i~t trung hay chua B~g cac ViJCh chi t~i chuy€n mau 

de sti d11ng. Xac djnh g6i y d11ng C\1 da qua hap ti~t trung 
duQ"c in doc theo mep han cua tui Plasma: Chuyen tir mau Tim 

hay chua B~g cac Vi)Ch chi thi chu~€n mau dUQ'C in doc 
sang Do ruQ"U. 

theo mep han cua tui Plasma: Chuyen tir mau Tim sang 
Do TliQ'U . 
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Ma hang Nqi dung dli ghi trong HSMT theo Quy~t djnh s& 566/QD-SYT N(}i dung sii·a dai, ba sung theo Quy~t d!nh s& 612/QD-SYT 
STT 

HSMT 
hoa theo 

Tieu chu~n Ticu chu~n HSMT Ten hang hoa D~c tinh, thong s& ky thu~t 
ch§t lu·q·ng 

Ten hang h6a D~c t inh , thong s& ky thu~t 
ch§t lu·q·ng 

Tui h§p ti~t trung y t€ Tyvek hi bao bi y t€ ch§t luQTJg cao Tui hftp ti~t I rung y t~ Ia bao bi y t~ chftt luQ'Ilg cao cung 
cung cAp dQJ>&l, kha nilllg_ruong thiclLvoimotloau:ac - clp-d¢ bSn, klui nang ltrO'llg th ich-v6i m¢t IO(Il cac phtrO'llg-
phuong phap kln:r lrimg, va hang rao cua vi sinh v?t cao phap khl'r trung, va hang nl.o cua vi s inh v~t cao nhftt cua bdt 
nh~l Cll3 b§l kY v~tlieu dong g6i YO trimg nao. Gi§y y t€ ky v~t li¢u d6ng g6i vo trung nao. Gidy y t~ d~c bi¢t, dtrqc 
d~c bi¢t, duo-c in cac ch§t ch i thi khu trung d6i mim phu 

in cac chdt chi th! khl'r trung dbi mau phu hqp v6'i quy dinh ho-p v6i quy djnh cua Chiiu Au 1907/2006. Tui h§p t i~l 
trung y t€ Tyvek cung d p khang mi>n, do b~n cao, thoang cua Chau Au 1907/2006. Tui hftp ti¢t trung y t~ cung dp 

va nio can vi khu~n tuy~t viri d~ dong g6i vo trung, giup khang mon, ct¢ bSn cao, thoang va rao can vi khuftn tuy¢t 

dam biJO cac thi~t bj y ~~ mil bAt dciu YO trung, ti~t trung (J vai d~ d6ng g6i v6 trung, giup dam baa cac th i~t bi y t~ rna 

l11i trong sutit vong dai cua chung. Tui h§p tiel trung y 1€ bat d~u vO trung, ti¢t 1rung alai trong su6t vong doi cua 
Tui ep t i~t trung Tyvek duo-c sim xufit 1ren day truy€n c6ng ngh~ cao va chung. Tui hftp ti~t trung y t~ duqc san xufit tren day truySn 

540 05.540 
nhi~t d(> thclp hi~n d11i. Cac san ph§m tnii qua cac qua trinh ki€m soat c6ng ngh¢ cao va hi¢n d11i. Cac san phftm trai qua cac qua 
350 mm x 700 chfit luQ'Ilg nghicm ng~t d~ dam bao san ph~ d\lt cac trinh kit m soat chftt ltrqng nghiem ng~t dt dam bao san 

mm lieu chufin Qu6c 1€ lien quan trong linh vvc bao g6i y 1e phfun dat cac tieu chUlln Qu6c t~ lien quan trong linh vvc 
nhu: Tieu chufin Chiiu Au EN 868 , ISO 13485, ISO bao g6i y t~ nhtr: Tieu chuftn Chau Au EN 868 , ISO 13485, 
11 607, MDA. Lap gi§y vii phim duo-c nh~p kh§u tir hang ISO 11607, MDA. Lap gifty va phim dtrqc nh~p khftu tir 
gifty n6i tieng cua My "Dupont". Chi thi duqc in tren hang gifty nbi ti~ng. Chi th i dtrqc in 1ren mep him dung cho 
mep han dung cho phucmg philp ti~t klm~n: PLASMA. 

phtrO'llg phap t i~t khuftn: PLASMA. Ttrang th ich v6'i may 
Tucmg thich v6i may Sterrad. Dung d~ d1,1'1lg y dl,lng Cl,l 

Sterrad ho\lc ttrO'llg dtrang. Dung d~ dvng y d1,1ng q .1 d n d n ph iii h~p ti~t trimg. Chuy€n mau ro r~t va chinh xac, 
d~ sfr d1,1ng. Xac dinh g6i y d\mg c1,1 da qua h§p ti~t trung phai hdp ti¢t trung. Chuyen mau ro r~t va chinh xac, d~ Slr 

hay chtra B~g cac V\)Ch chi thj chuy~n mau duqc in dQC dvng. Xac d!nh g6i y d1mg cv da qua hftp ti¢t trung hay chua 

theo mep han cua tui Plasma: Chuy~n tir mau Tim sang B~ng cac v~ch chi thi chuytn mau dtrqc in dQC theo mep 
E)6 riiQU. han cua tu i Plasma: Chuyen tir mau Tim sang B6 rtrqu. 

---- --~- ---l-.---- -- -~- ------
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