
DO YTE CQNG HOA xA HQI CHi] NGHiA VIET NAM
DQcI~p - TV do - H~nh phuc

Ha Ne}i,ngay 28 thang 10 ruim 2016S6:39/2016/TT -BYT

THONGTU
Quy dinh chi ti~t vi~c phan lo~i trang thi~t hi y t~

Can cu Nght dinh.s6 63120121NfJ-CPngay 31 thang 8 ndm 2012 cua Chinh
phu quy dinh v~ chtec nang, nhiem v¥, quyen han va co cdu t6 chtrc cua Be}Y d;

Can cu Khoan 5 fJi~u 5 Nghi dtnh s6 36120161NfJ-CPngay 15 thdng 5 ndm
2016 cua Chinh phu v~ quan If;trang thiit bi y d;

Theo d~ nghi cua V¥ truang V¥ Trang thiit bi va Cong trinh y d,
Be}truong Be}Y d ban hanh Thong tu quy dinh chi nit viec phdn loai trang

thiit bi y d.
J)i~u 1. Quy djnh vi~c phan loai trang thi~t hi Y t~
1. Trang thiSt bi y tS diroc phan loai lam 4 loai A, B, C, D thea cac quy t~c

diroc quy dinh tai Phu luc I ban hanh kern thea Thong tu nay.
2. Trang thiSt bi y tS duoc phan loai lam 4 loai A, B, C, D cho mot hoac mot

nhom chung lo?i trang thiSt bi y tS thea cac quy t~c phan nhom dang kY s6 luu
h~mhquy dinh t?i Ph\ll\lc II ban hanh kern thea Thong tu nay.

J)i~u 2. HieD hrc va trach nhiem thi himh.. ....
1. Thong tu nay co hi~u h,rcthi hanh k~ tu ngay 15 thang 12 nam 2016.
2. T6 chuc du diSu ki~n th\Ic hi~n vi~c phan lo?i trang thiSt bi y tS thlJc

hi~n vi~c phan lo?i trang thiSt bi y tS phai ap d\lng thea cac quy t~c duqc quy
dinh t?i DiSu 1 Thong tu nay.

Trong qua trinh th\Ic hi~n nSu co kho khan, vuOng m~c, dS nghi cac co quan,
t6 chuc, ca nhan phan anh vSB9 Y tS (Vv Trang thiSt bi va Cong trinh y tS) d~ duqc
xem xet, giai quySt.!.

NO'inh~n:
_Van phong Chinh phil (Phong Cong bao, C6ng TTDTCP);
- BQTu phap (CI,lCKTVBQPPL);
- BQtruang (dS bac cao);
- Cac Th(r tnrang BQY tS (dS ph6i hqp chi d?o);
_Uy ban nhan dan cac tinh, thfmh ph5 tf\rc thuQc Trung uang;
- So' Y tS cac Hnh, thfmh ph5 tn,rc thuQc Trung uang;
- Cac dan vi tnJc thuQc BQ,Y tS cac BQ, ngfmh;
_Oic VI,l,CI,lC,T6ng CI,lC,Thanh tra BQ,Van phong BQ- BYT;
- C6ng TTDT BYT; .
- Luu: VT, PC, TB-CT.



· Phu luc I
, QUY TAC PHA~ Lo~iTRANG THIET BI Y TE

(Kem thea Thong tu so 3?12BO!6IT!-BYTnga;: 28 thOang10 ndm 2016
cua 9 truong Bo Y te)

QUY TAe PHAN LO~I TRANG THIET BJ Y TE
Ph§n I

cAe DJNH NGHiA

Trong quy t~c nay, cac til ngfr diroi day diroc hieu nhu sau:

:. ? 1. Tran~ t~~it ': ~ ti ~hit dong la trang thiet bi y tS hoat dong thea nguyen
tac"su d\l~~ ~a ble~ do~ nguon nan~ luong dien hoac cac nguon nang Iuong khac
khong P~aI la nguon nang hrong smh ra til co the con nguoi hoac thS nang. Cac
trang thiet ?i y tS su dung dS truyen nang hrong, cac ch~t hoac nhfrng yeu t6 khac
nr tra?g t?iet bi y tS chu d9ng dSn co thS con nguoi rna khong gay biSn d6i Ian dSn
cac yeu to nay khong duoc dinh nghia la trang thiSt bi y tS chu dQng.

Luu y: Phdn mem arc ldp trong pham vi dinh nghia trang thiit bi y ti aU(Jc
coi la mrt trang thiit bi y ti chit arng.

2. Trang thiit hi y ti ai~u tri chit a9ng la trang thiSt bi y tS duqc su d\lng dQc
l~p ho~c kSt hqp v6i nhfrng thiSt bi y tS khac, dS h6 trq, sua d6i, thay thS ho~c ph\lc
h6i cac chuc nang ho~c c~u truc sinh hQcv6i m\lCdich diSu tri ho~c giam nh~ b~nh
t~t, ch~n thuang ho~c tan t~t.

3. Trang thiit bi y ti chdn aoan chit a9ng la trang thiSt bi y tS duqc su d\lng
dQc l~p ho~c kSt hqp v6i cac thiSt bi y tS khac, dS cung c~p thong tin cho vi~c phat
hi~n, chftn doan, thea d5i ho~c d@h6 trq trong diSu tri sinh ly, tinh tr<;1ngsuc khoe,

b~nh t~t ho~c di t~t bftm sinh.
4. L6 tren C(/ thi la nhfrng 16 t\}'nhien tren co th@,bao g6m ca bS m~t ben

ngoai nhan c~u, ho~c b~t ky 16nhan t<;10c6 dinh lau dai nhu 16rna khi quan ho~c 16

d@d~t n9i khi quan.
5. H¢ th6ng tudn hoan trung tam la cac m<;1chmau chinh ben trong, bao g6m:

a) D9ng m<;1chph6i (Arteriae pulmonales)
b) DQng m<;1chchu len (Aorta ascendens)
c) D9ng m<;1chvanh (Arteriae cora nariae)
d) D9ng m<;1chdmh chung (Arteria carotis communis)
e) D9ng m<;1chcanh ngoai (Arteria carotis extema)
f) D9ng m<;1chcanh trong (Arteria carotis intema)
g) D9ng m<;1chti@unao (Arteriae cerebrates)
h) D9ng m<;1chthan canh tay d~u (Truncus brachiocephalicus)

1



i)j) D?ng mach chu nguc (Thoracica aorta)
D:ng mach chu bung (Abdominalis aorta)

k) D9~g m~"chchau chung (Arteriae ilica communis)
1) Nga ba dong mach hi' h" (Am) Q . d" . . c u c au orta descendens to the bifurcatio aortae)

uai ong mach chu (Arcus aorta)
n) Tinh mach tim (Venae cordis)
0) Tinh mach ph6i (Venae pulmonales)
p) Tinh mach chu tren (Venae cava superior)
q) Tinh mach chu duoi (Venae cava inferior)

6. H~ thimg thein kinh trung uong g6m nao, mang nao va tuy s6ng.

? S~ dung lien tuc trang thiet bi y te la viec sir dung trang thiet bi y tS khd
bao g b"t k' . , . ongom a Y SlJ gran doan tam thai nao trong sU6t qua trinh hoac b~t ky sir t
di ? d " . amirng sir ung trang thiet bi y te do nham muc dich lam sach hoac khir tn .h .-

? d ." . " . . rung oac
s~ vn~he~;.he~ ~Qt tra~g thiet bi y te ~~ng each thay the thiet bi do ngay l~p U:Cc
bang mot thiet bi cung 10~I,thea nhu chi dan cua chu so hfiu sim phAm.

8. Sit d'?lngt~m thai la su dl,lnglien tl,lCtrong khoimg thai gian it hon 60 philt.

9. ~it d'?lngtrang thai gian ngcin la su dl,lnglien tl,lCtrong khoimg thai gian tir
60 philt den 30 ngay.

10. Sit d'?lngtrang thOigian did la su dl,lnglien tl,lctrong thai gian tren 30 ngay.

11. Nguy hidm tuc thai la tinh hu6ng rna cac b~nh nhan g~p nguy hiSm dSn
tinh m~ng ho~c nguy hiSm den mQt chuc nang sinh ly quan tr9ng nSu khong co
nhfrng bi~n phap phang ngira ngay l~p tuc.

12. Trang thiit bi y ti xam nhg,p la trang thiet bi y te xam nh~p mQt ph§.n
ho~c toan bQvao ben trong cO'thS thong qua 16tren cO'thS ho~c thong qua bS m~t
cO'thS, bao g6m: trang thiSt bi y tS c~y ghep, trang thiSt bi y tS xam nh~p cO'thS
qua ph~u thu~t, trang thiSt bi y tS xam nh~p cO'thS qua 16tv nhien va trang thiSt bi
y tS xam nh~p qua bS m~t cO'thS.

13. Trang thiit hi y ti cdy ghep la trang thiSt bi y tS duQ'c c~y, ghep thong
qua ph~u thu~t vao cO'thS nguai ho~c dS thay thS mQt ph§.n bS m~t biSu mo ho~c
cac bS m~t cua m~t v6i m\lc dich duy tri chuc nang cua cO'quan sau ph~u thu~t c~y,
ghep, bao g6m ccltrang thiSt bi y tS duQ'cdung dS dua mQt ph§.n vao cO'thS thong
qua S1,1' can thi~p cua ph~u thu~t v6i m\lc dich duy tri chuc nang cua cO'quan sau

ph~u thu~t c~y, ghep trong vang it nh~t 30 ngay.
14. Trang thiit hi y ti xam nhg,pqua phdu thug,t la trang thiSt bi y tS xam nh~p

duQ'cdua vao cO'thS thong qua bS m~t cua cO'thS v6i S\l' h6 trQ'cua ph§.u thu~t, bao
g6m cclcac trang thiSt bi xam nh~p vao cO'thS khong qua cac 16tv nhien.
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15 Trang thiet bi .: h:chan d ,.. . te !y te c an doan in vitro tl! xet nghiem la trang thiet bi y tS
oan III vitro duoc chu sa hem chi dinh r d .

dao tao vS linh vue 1'''' ! sir ung cho nhirng ngiroi chua duoc. . len quan. .

. 16. Xi! nghiem tai ch6 la xet nghiem duoc thirc hien ngoa h' ,
nghiem ct , kha _" . . . I pong xet
." .~ c~a,co sa" am chua benh hoac trung tam chuyen nghiep, co thS duoc thirc

hien tai gnrong benh hoac tai noi sinh song cua benh nhan, . .

~ 1~. T~U6cthit la cac chelt hoa hoc, sinh hoc, mien dich hoc, cac dung dich
~o~~ che pham diroc chu sa hfru chi dinh su dung nhir trang thiet bi y tS chfi do
III vitro. . n oan

~ 1~. Vdt chua mdu la trang thiet bi y tS chfin doan in vitro, lo~i chan khong
ho~c kh?ng, dUQ'cchu sa hfiu chi dinh chi dung dS dlJl1gm~u ph&m co ngu6n g6c
tir cO'the nguai.

19. Tac ~han co thi lay truy~n la mQt tac nhan co kha nang truySn cho nguai
nhu b~nh co the lay, nhiSm.

20. SI! lay truy~n la truySn b~nh cho nguai.

, 21. Trang thiit bi h6 tr9' hoijc duy tri SI!s6ng la mQt trang thiSt bi y tS c~n
thiS! ho~c t~o ra thong tin c~n thiSt cho vi~c ph\lc h6i va duy tri mQt chilc nang
quan trQng cua cO'thS d6i vai vi~c duy tri cUQcs6ng cua con nguai.

).Phan II
QUY TAc PHAN LOAI DOl vm TRANG THIET BI Y TE

KHONG PHAI TRANG THIET BI Y TE CHAN DoAN iN VITRO

A. QUY TAc PHAN LO~I DOl ven TRANG THlET BI Y TE

KHONG xAM NH~P
Quy t~c 1. Phan lo~i cho trang thi~t bi Yt~ ti~p xuc VOl da t8n thU'O'Dg
1. Tftt ca cac trang thiSt bi y tS khong xam nh~p tiSp xuc vai cac vSt thuang

ngoai da thuQc lo~i A nSu duQ'c su d\lllg nhu mQt rao ch~n cO'hQc, chi vai chilc
nang lam co dQng ho~c thcimhut dich vai m\lc dich lam lanh ban d~u vSt thuang.

2. Trang thiSt bi y tS khong xam nh~p duQ'c su d\lng chu ySu vai cac vSt
thuO'llgxuyen qua lap h~ bi, bao g6m cac trang thiSt bi y tS duQ'c su d\lng vai m\lc
dich chu ySu dS kiSm soat vi moi truang cua vSt thuang thuQc lo~i B.

3. Trang thiSt bi y tS khong xam nh~p duQ'c su d\mg chu ySu vai cac vSt
thuang xuyen qua lap h~ bi va chi duQ'cchua lanh b~ng bi~n phap khac thuQc lo~i C.
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Quy tic 2. Phan loai cho tran th'~t bi ~
t

A • g re I y te khong" h"" .,ruyen ho~c bao quan . xam n ~p su dvng de

Tfit ca cac trang thiSt bi y tS khon x" "?
chua cac loai dich co theAmd . h;'t I? hg ¥ am nh?P sir dung cho viec truyen hoac'. ,c a ong oac khi , . ,
uong hoac dtra vao co thS dug~phan vao loai A : VkhaI"mvc di~h c~oi cung la truyen,

1 C
' . " . neu ong thuoc cac tnrong hon sau:
ac trang th "t b' '" ? , , y 1"'

1 . B In ¥ ie !y te co the ket noi voi trang thiSt bi y tS chu don th "
O?I O?Ccao han thuoc loai B '. g U9C. . .
, .2. Ca~ tra~g thiet ~i y tS diroc su dung dS truyen mau, bao quan hay tru Sn

ca~ dich ~hac cua co the hoac bao quan cac b<)phan, cac phan cua bo pha ho ¥

mo co the thuoc loai B . .n O?C. . .
3. Tui mau thuoc loai C. . .

I Quy .,t~e 3. Phan lo~i eho trang thi~t bi Y t~ khong xam nhap co eh'
... h" A • O'C

nang e uyen doi hoa - sinh

Cac trang thiSt bi y tS khong xam nh~p dugc dung dS thay d6i thanh ph~n
h6a h?c ho~c sinh h9C cua mau, dich co thS ho~c cac lo?i dich khac dS truySn vao
co the thu<)c lo?i C. Trir khi vi~c diSu tri bao g6m 19c, ly tam ho~c trao d6i khi
ho~c nhi~t, truemg hgp nay thu<)clo?i B.

Quy t~e 4. Phan lo~i eho trang thi~t bi Yt~ khong xam nh~p khac

Tfit ca cac trang thiSt bi y tS khong xam nh~P khac thu<)clo?i A.

B. QUY TAc PHAN LOAI DOl v6ITRANG TIIIET BI Y TE xAM NHAP. ..
Quy t~e 5. Phan lo~i trang thi~t bi Y t~ xam nh~p thong qua 18 eua CO'

th~ khong qua phiu thu~t
1. Cac trang thiSt bi y tS xam nh~p thong qua cac 16 cua co thS khong qua

ph~u thu~t, khong dugc su dVng dS kSt nbi v&i cac lo?i trang thiSt bi y tS chu d<)ng
ho~c chi kSt nbi v&i trang thiSt bi y tS lo?i A thu<)clo?i A nSu cac trang thiSt bi y tS
nay dugc su dVng t?m thai Trong truemg hqp trang thiSt bi y tS thu<)c lo?i nay
du<)'csu dVng tren bS m~t co thS, nhan c~u ho~c co kha nang hfip thv boi niem m?c

thu<)clo?i B.
2. Cac trang thiSt bi y tS xam nh~p thong qua cac 16 cua co thS khong qua

ph~u thu~t, khong dugc su dVng dS kSt nbi v6i cac lo?i trang thiSt bi y tS chu d<)ng
ho~c chi kSt nbi v6i trang thiSt bi y tS lo?i A thu<)clo?i B nSu cac trang thiSt bi y tS
llllY du<)'csu dVng trong thai gian ng~n. Trong truang hgp trang thiSt bi y tS nay
du<)'csu d\lng trong v-ung co thS tu khoang mi~ng dSn h~u, tu bc tai dSn mang nhl

ho~c trong khoang mlii thi du<)'cxSp vao lo?i A.
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~ 3. :ac t~ang thiet bi y tS xa~ ~~~ thong qua cac 16 cua co thS khong qua
phau thu~t: kh?ng diroc su dung de ket noi voi cac loai trang thiet bi y tS chu dong
h~~c chi ke: noi voi trang thiSt bi y tS loai A thuoc loai C neu cac trang thiet bi y tS
nay diroc su dung trong thai gian dai. Trong tnrong hop trang thiet bi y tS nay
diroc str dung trong vung co thS tir khoang mieng dSn hau, tir 6c tai dSn mang nhi
hoac trong khoang rnfii va khong co kha nang h&pthu boi niem mac thi diroc xSp
vao Ioai B.

4. T&tca cac trang thiSt bi y tS xam nhap thong qua cac 16 cua co thS (tnr
nhfmg xam nhap bang phftu thuat) duoc dung dS kSt n6i v6i m9t thiSt bi y tS chu
d9ng thu9C lo~i B ho~c cao han duQ'cxSp vao lo~i B.

Quy tic 6. Phan lo~i trang thi~t bi Yt~ xam nh~p qua phfiu thu~t Stf d\lng
t~mtho;

T&t ca cac trang thiSt bi y tS xam nh~p qua phftu thu~t su d\lng t~m thai
thuQc lo~i B, nSu khong thu9C cac truang hqp du6i day:

1. Cac trang thiSt bi y tS Ia cac d\lng C\lphftu thu~t tai su d\lng thu9c Io~iA.

2. Cac trang thiSt bi y tS dung dS cung c&pnang luqng du6i d~ng buc x~ ion
hoa thuQc lo~i C.

3. Cac trang thiSt bi y tS dung dS t~o ra tac d\lng sinh hQc ho~c dS h&pth\l
hoan toan hay ph~n Ian thuQc lo~i C.

4. Cac trang thiSt bi y tS dung dS dua cac san ph~m thu6c vao co thS bAngh~
th6ng v~ chuySn rna cach th\fc hi~n nay co kha nang gay nguy hiSm khi ap d\lllg
duQ'cxSp vao lo~i C.

5. Cac trang thiSt bi y tS duQ'c chi dinh C\lthS su d\lng co tiSp xuc tnJc tiSp
v6i h~ th~n kinh trung uang thu9C lo~i D.

6. Cac trang thiSt bi y tS duQ'c chi dinh C\lthS dS ch~n doan, thea do} ho~c
sua chua khuySt t~t cua tim ho~c cua h~ tu~n hoan trung tam bAng cach tiep xuc
truc tiSp v6i cac bQph~n nay cua co thS thu9C Io~i D.
. Quy tic 7. Phan lo~i trang thi~t bi Y t~ xam nh~p qua phfiu thu~t Stf

d\lng trong tho; gian ngin ,
T~t ca cac thiSt bi y tS phftu thu~t xam nh~p su d\lng trong thai gian ngan

thuoc Ioai B nSu khong thuQc cac truang hqp sau:
. 1..Cac trang thiSt bi y tS duQ'csu d\lllg dS cung c~p cac san phb thu6c thu9C

Ioai C. ? ?

. 2. Cac trang thiSt bi y tS duQ'csu d\lng phai trai qua nhfrng ch~yen ~oi hoa hQc
trong co thS nguai (tm truang hqp thiSt bi dUQ'cd~t trong rang) thuQc IO~lC.
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. h ,3. hC~Ctran~ thiet bi y tS su dung dS cung c~p nang luong diroi dang birc xa
IOn oa t uoc loai C . .. . .
. ' 4. Cac trang thiet bi y tS diroc sir dung dS tao ra mot hieu irng sinh h h ~

bi hap thu hoan toan hay ph&n Ian thuoc Ioai D " 9C O?C. . .
5. Cac trang thiStbi y tStiSpxuc true tiSpvoi h~ th§n kinh trung irong thuoc loaiD.

6. Cac trang thiet bi y tS diroc chi dinh cu thS dS ch~n doan theo' dO-I·'h~. h -" ' , oac
s.~ac ,ua mot .~huy~: t~t c~a ti~ ho,?c cua h~ th.6ng tuan hoan trung tam bang ca~h
tiep xuc tnrc tiep Val cac b9 phan nay cua co the thuoc Ioai D.

Quy t~c 8. Phan loai trang thiet bi y tS xam nhap qua phftu thuat su dun
trong thai gian dai va trang thiSt bi y tS c~y ghep " g

. ~.~t~acac tra~g thiSt ~i ~ tS xam nh~p qua phftu thu~t su d\lllg trong thai
gIan da! va trang thiet bi y te cay ghep thuQCIo?i C nSu khong thuQc cac truang
hqp sau:

1. Cac trang thiSt bi y tS duqc su d\lng dS d?t vao rang thuQc lo?i B.

2. Cac trang thiSt bi y tS khi su d\lllg tiSp xuc tI'\l'CtiSp v6i tim, h~ tuk hoan
trung tam ho?c h~ th&nkinh trung uang thuQc Io?i D.

3. Cac trang thiSt bi y tS su d\lng dSh6 trq ho?c duy tri S\I s6ng thuQc Io?i D.

4. Cac trang thiSt bi y tS d6ng thai la trang thiSt bi y tS chu dQng thuQc
lo?i D.

5. Cac trang thiSt bi y tS duqc su d\lng co tac d\lng sinh h9C ho?c hllp th\l
hoan toan hay ph&n Ian thuQc lo?i D.

6. Cac trang thiSt bi y tS duqc su d\lng dS cung cllp cac san phk thu6c thuQc

lo?i D.
7. Cac trang thiSt bi y tS khi duqc su d\lng phai trai qua nhCingchuySn d6i hoa

h9Ctrong co thS nguai (tm truang hqp thiSt bi duqc d?t trong rang) thuQc lo?i D.

8. Cac trang thiSt bi y tS thuQc quy t~c nay duqc su d\lng dS clly ghep ng\Ic

thuQc lo?i D.

c. QUY TAc PHANLO~ DOl ven TRANGTHIET BI Y TE cHiJ DONG
Quy tic 9. Philn lo~i trang thi~t bi Yt~ di~u tr! chii dQng
Tllt ca cac trang thi@tbi y t@di@utri chu dQng nh~m mlfc dich phan ph6i

ho?c trao d6i nang luqng thuQc lo?i B n@ukhong thuQc cac truang hqp sau:

1. Cac trang thi@tbi y t@di@utri chu dQng co chuc nang phan ph6i ho?c t~ao
d6i nang luqng tm ho?c til' co thS con nguai thea cach co thS gay rui fO bao gom
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phat b~c x~ ion ~oa co tinh dSn tinh chat, mat dQ va vi tri ap dung cua nang luang
diroc xep van loai C. .

.}. Sac ~~g :hiSt ~i y tS chu ?Qng~A~ kiem soat, thea d5i hoac co anh huang
true tiep den hieu nang cua trang thiet bi y tS dieu tri chu dong loai C thuoc loai C.

Quy tic 10. Phfin lo~i trang thi~t b] Yt~ chii dQngdung d~ chin doan
1. Cac trang thiet bi y tS diroc sir dung dS chieu sang co thS benh nhan voi

anh ~ang thu?c vung quang pho nhin th~y diroc hoac g~n vung quang ph6 hong
ngoai dtroc xep van loai A.

2. Cac trang thiet bi y tS chu dQng dung dS chan doan la loai B nSu thuoc cac
tnrong hop sau: . .

a) Bu~c su d~ng dS cung c~p nang lugng h~p thv van cO'thS con nguai (trir
cac trang thiSt bi y tS dugc quy dinh a mvc a);

? b) Bugc su dVng dS chVP SV'phan ph6i cac thu6c co chua phong x~ trong
cO'thS nguai;

c) Bugc su dVng dS ch~n doan trV'c tiSp ho?c giam sat qua trinh sinh ly
h9C cua SV's6ng.

3. Cac trang thiSt bi y tS chu dQng dung dS ch~n doan dugc xSp van lo~i C
nSu thuQc cac truOng hgp sau:

a) Bugc su dVng dS giam sat cac thong s6 sinh ly h9C cua SV's6ng khi rna SV'
thay d6i cac thong s6 nay co thS dfuI dSn tinh tr~g nguy hiSm cho b~nh nhan, vi dv
nhu ho~t dQngcua tim, ho h~p, ho~t dQngcua h~ th~n kinh trung uang, ho?c

b) Bugc su d\mg dS ch~n doan trong cac tinh hu6ng lam sang khi b~nh nhan
dang trong tinh tr~ng nguy hiSm.

4. Trang thiSt bi y tS chu dQng dugc su dVng dS phat buc x~ ion hoa va dugc
su dVng dS ch~n doan valho?c can thi~p b~ng X quang, bao g6m ca cac trang thiSt
bi y tS kiSm soat, thea d5i cac trang thiSt bi y tS nhu V?y ho?c nhling thiSt bi tf\fc
tiSp anh huang dSn ho~t dQng cua chung dugc xSp van lo~i C.

Quy tic 11. Phan lo~i trang thi~t bi Y t~ chii dQng co chrrc nang cun~
c§p, lo~i be)thu8c, dich cO'th~ va cac chit khac vao cO'th~ ho~c drra tir cO'the

ra ngoai
T§.tca cac trang thiSt bi y tS thuQc quy t~c nay duqc xSp van lo~i B. Truang

hgp cac trang thiSt bi y t@nay co nguy cO'gay nguy hiSm cho b~nh nhan do ban
ch§.t cua cac ch§.t duqc su dVng, ph~n cO'thS liSn quan cling nhu cach t~uc va
duang cung c§.pho?c lo~i b6 thu6c, dich cO'thS, cac truang hgp nay dugc xSp van

lo~i C.
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Q~y t~c 12. Phan Ioai trang thi~t hi Yt~ chu d<)ng khac
Tat ca cac trang thiet bi y tS chu d9ng khac duoc xSp vao loai A.

D. cAe QUY TAc PHAN LO~I KHAc
Quy t~c 13. Phfin lo~i trang thi~t hi Yt~ k~t hQ'p dU'Q'cch~t
C~c trang thiet bi y tS nSu diroc kSt hop voi diroc ch~t nhfun rnuc dich h6 tro cho

trang thiet bi y ts do hoat d9ng tren hoac trong co th@ngiroi thi duoc x~p van loai D.
Quy t~c 14. Phfin lo~i trang thi~t hi Yt~ co nguc1ngBc til' d<)ngvit, vi ~uin
1. Cac trang thiSt bi y tS duoc xSp van loai D neu co thanh phan thuoc mot

trong cac tnrong hop sau:

, a) TS bao, mo cua d9ng v~t va cac dfin xu~t cua chung rna khong th@phat
trien d9c l~p;

b) TS bao, rno, cac dfin xu~t co ngu6n g6c vi khu~n ho~c tai t6 hgp.

2. Truemg hgp cac trang thiSt bi y tS nSu co thanh ph~ ill rno d9ng v~t ho~c
d~n xufit rno d9ng v~t va khong th@phat tri@nd9c l~p nSu chi duQ'c sir dVng b~ng
cach tiSp xuc vai da khong bi thuO'llgthi duQ'cxSp van lo~i A.

Quy t~c 15. Phan lo~i trang thi~t hi Yt~ khif khuin, ti~t khuin
Trang thiSt bi y tS sir d\lng d@ti~t khuk trang thiSt bi y tS duQ'cxSp van lo~i C.

Trang thiSt bi y tS sir d\lng d@khir khu~n trang thiSt bi y ts rna vi~c khir khu~n
do la giai do~n cU6i cung cua quy trinh khir khu~n thi duQ'cxSp van lo~i C.

Trang thiSt bi y tS duQ'csir d\lng d@khir khu~n trang thiSt bi y tS rna vi~c khir
khuk do duQ'cth\fc hi~n truac khi ti~t khu~n thi duQ'cxSp van lo~i B.

Trang thiSt bi y tS duQ'c sir d\lllg d@khir khuk rna vi~c khir khu~n do duQ'c
th\fc hi~n truac khi khir khu~n a giai do~n cU6i cung thi duQ'cxSp van lo~i B.

Trang thiSt bi y tS duQ'c chi dinh d@khir khu~n, lam s~ch, ngarn, rna ho~c
duang ~rnkinh ap trong dUQ'cxSp van lo~i C.

Quy t~c 16. Phan lo~i trang thi~t bi Y t~ dung d~ tranh thai hay phong
chBng cac b~nh lay nhi~m qua dU'O'ngtinh dl}.c _

Trang thiSt bi y tS dung d@tranh thai hay phong ch6ng cac b~nh lay nhiern

qua duemg tinh d\lc duQ'cxSp van lo~i C. ,
Truemg hgp trang thiSt bi y t@dung d@tranh ;hai hay phong chong cac b~~

lay nhiSrn qua duemg. tinh d\lc la trang thi@tbi y te xarn nh~p sir d\lng trong thm

gian dai ho~c cfiy ghep duQ'cxSp van lo~i D.
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Ph~n III
QUY ..TAc PHAN LO~ DOl v6I

TRANG THIET BJ Y TE CHAN DoAN IN VITRO

, Quy t~c 1. Trang thi~t hi t~ ch~ , 0 0 .,

cac muc dich sau thi dugc x~p ~ro loai ,; doan In vitro su dung cho mQt trong

1. Si'r dung dS phat hO" hien 0" 0~ 0 H;n S\l len dien h ~ h 0 0~ ,0
lay nhiem trong mau thanh ph~ ,0 d~o oac su P (JI nhiem V(JI mot tac nhan

'" " an mau an xuat m ' t~ b' " .C? the nguoi nham danh gia sir ph' h' ? h' au :e ao, mo hoac cac bo phan
cay ghep, . u 9'P cua c ung de thuc hien truyen ma~ ho~c

2. Si'r dung dS phat hien su hien d·" h ~ .-
lay nhiSm rna tac nhan do gay ra·benh del~n ~~c sy phoi nhiem voi m9t tac nhan
nang chua tri voi nguy co lay t ~. oa en tinh mang, tlnrong khong co kha~ ruyen cao.

Quy tilc 2

h
~ Thrangthi~t bi ~ t~ chfrn dmln in vitro duac si'r dung de'"xa'c dl°nhnh' ,

oac p an 1 . "d" b? d? ~. om mau,. ~ , O~lmo e ao am tuang thich mien dich cua mau th~nh ~ ,
cac te ~ao, mo ho?c b9 ph~n ca thS dS thuc hien truySn mau hoac c~phan ,mau~
d~9'c xep vao lo~i C, trir trang thiSt bi y tS sir dvn"gdii xac djnh nh6~ miu ~~eXa~
[ (ABOI), B ~AB02), AB (AB03)], h~ rhesus [RHI (D), Rh2 (C), Rh3 (E), RH4
(c), RH5(e)], h~ Kell [KelJ (K)], h~ Kidd [JKI (Jka), JK2 (Jkb)] va he Duffy [FYI
(Fya), FY2 (Fyb)] duqc xep vao lo~i D. .

Quy t~c 3. Trang thi~t hi Y t~ ch~n doan in vitro sir dung cho mot trong
cac m1}.cdich sau thi dugc x~p VaG lo~i C ..
, 1. Phat hi~n S\l hi~n di~n ho?~ phai nhiSm v6i tac nhan lay truySn qua duang
tInh d\lc (vi d\l nhUng b~nh lay truyen qua duang tinh d\lc, Chlamydia trachomatis,
Neisseria gonorrhoeae).

20Phat hi~n S\l hi~n di~n,cua tac nh~n truySn nhiSm trong dich nao tuy ho?c
mau v6i kha nang lay truyen h~n che (vi d\l Neisseria meningitidis ho?c
Cryptococcus neoformans).

3. Phat hi~n S\l hi~n di~n cua tac nhan truySn nhiSm rna khi kSt qua xet
nghi~m sai co nguy ca r~t Ian d~n d~n tu vong ho?c khuySt t~t nghiem tr<;>ngcho ca
nhan ho?c thai nhi duqc xet nghi~m (vi d\l xet nghi~m ch~n doan CMV, Chlamydia
pneumoniae, Staphylococcus aureus khang Methycillin).

4. Sang l<;>ctru6c sinh dS xac dinh tinh tr~ng miSn dich d6i v6i cac tac nhan
gay b~nh truy@nnhiSm (vi d\l kiSm tra tinh tr~ng miSn dich d6i v6i Rubella ho?c
Toxoplasmosis).

5. Xac dinh tinh tr~ng b~nh truy@nnhiSm ho?c tinh tr~ng miSn dich rna kSt
qua xet nghi~m sai co thS d~n d~n nguy ca de d<;>atinh m~ng b~nh nhan tr?ng thai
gian grm do quy~t dinh di@utri khong phil ~9'P (vi d\l xet nghi~m chan doan
Enterovirus, CMV va HSV 0 b~nh nhan duqc cay ghep).

6. Sang l<;>cIva ch<;>nb~nh nhan dS ap d\lng bi~n phap q~uinly va li~u phap
di@utri phil hqp ho?c dS xac dinh giai do~n cua b~nh ho?c chan doan ung thu (vi

d\l y h<;>cca thS hoa).
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Cac trang thi~t bi y tS chfin doan in vitro rna quyet dinh dieu tri thirong chi
duoc d;ra ra sal! khi co danh gia sau hon va nhttng thiet bi y tS chan doan in vitro
diroc sir dung de theo doi se thuoc loai B theo quy t~c 6 - Ph~n III.

7. Xet nghi~m ?en di truyen a ngiroi (vi du nhtr benh Huntington, xo nang).
, ,8. Th~? doi. no?g ~Q thuoc, cac ch~t hoac cac thanh phk sinh hoc rna kSt

q~a xet ng~IYm_sal c.~ the .dan den nguy co de doa tinh mang benh nhan' ngay tire
thi do qu?,et djnh dieu tri khong phu hop (vi du nhu cac d~u hieu tim mach
cyclosponn, xet nghiem thai gian dong mau). '. ,

,~. Theo d?i, diSu tri b~~ nhan b~benh truy~n ~iS~ de doa tinh mang (vi du
n?,? tal hrong VIruSHCV, tal hrong VIruSHIV va xac dinh kieu gen, phan nhom
kieu gen HIV, HCV).

10. Sang Ioc r6i lo~n bfim sinh a thai nhi (vi d\l nhu t~t nUt d6t s6ng ho4ichQi
chUng Down).

Quy t~c 4

Trang thiSt bi y tS chin doan in vitro tv xet nghi~m dugc phan vao lo~i C.
TruOng hgp kSt qua xet nghi~m cua trang thiSt bi y tS chin doan in vitro khong
ph\lc V\l quySt dinh diSu tri ho4ic chi co gia tri tham khao va c~n thvc hi~n xet
nghi~m b6 sung phu hgp t~i phong xet nghi~m thi trang thiSt bi nay thuQc lo~i B.

Trang thiSt bi y tS chin doan in vitro dung dS xet nghi~m t~i ch6 thong s6
khi mau va dUOnghuySt thuQc lo~i C. Cac trang thiSt bi y tS chin doan in vitro xet
nghi~m t~i ch6 khac dugc phan lo~i dva tren cac quy t~c phan lo~i tuong (mg.

Quy t~c 5. Cac trang thi~t bi Y t~ chin doan in vitro dU'Q'cphan vitO lo~i
A n~u thuQc mQt trong cac trU'O'nghQ'psau:

1. La thu6c thu ho4ic cac san phim khac co tinh ch~t d4ic th~ dugc chu sa
hilu chi dinh dung cho cac quy trinh chin doan in vitro lien quan den xet nghi~m
cu thS.
. 2. La trang thiSt bi dugc chu sa hilu chi dinh su d\lng trong cac quy trinh

chin doan in vitro.
3. Vat chua m~u. ,
Quy' t~c 6. Trang thi~t bi Y t~ chin doan in vitro khong thuQc quy tilc 1

d~n quy t~c 5 dU'Q'cphan vao lo~i B. ? , , " .".A ,
Quy tic 7. Trang thi~t bi Y t~ chyan~oan !n vitro" la ca~ v~t h~u kiem soat

khong dU'Q'cgan gia tri dinh IU'Q'ngho~c d!nh tmh thuQc IO~1B.
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Phl}. luc II
QUY TAc PHAN NHOM DANG KY so LUU HANH

TRANG THIET BI Y TE
(Kern thea Thong t14s6 120161TT-BYTngay thdng ndm 2016

cua B(J truong B(J Y ti)

QUY TAc PHAN NHOM DANG KY s6 LUU HANH
TRANG THIET BI Y TE

Trang thiet bi y tS co thS phan theo chung loai trang thiet bi y tS don le hoac
phan theo nhom chung loai trang thiet bi y tS nhu sau:

a) HQtrang thiet bi y tS (sau day goi tAtla ho);
b) Be?trang thiStbi y tSch§n doan invitro (sau day goi tAtla bQ xet nghiem IVD);
c) H~ thong trang thiSt bi y tS (sau day goi tAtla h~ th6ng);
d) Cum trang thiSt bi y tS IVD (sau day goi tAtIa cum IVD);
d) Cum trang thiSt bi y tS khac (sau day goi tAtIa cum),

1.Nguyen t~c phan theo chimg loai trang thi~t b] y t~ don Ie
Trang thiSt bi y tS duoc phan theo chung loai trang thiet bi y tS don Ie neu

trang thiet bi y tS do da duoc chu s6 hfru xac dinh ten, m\lc dich su d\lng C\lthS va
du<)'ccung c~p du6i d?ng dong goi rieng bi~t ho~c trang thiSt bi y tS do khong dap
ling cac tieu chi phan theo hQtrang thiSt bi y tS, be?xet nghi~m IVD, h~ th6ng trang
thiSt bi y tS, c\lm trang thiSt bi y tS IVD ho~c c\lm trang thiSt bi y tS khac.

Vi d\l:
- Bao cao su v6i cac quy cach dong goi 3, 12 va 14 co thS du<),cge?PI?i dang

ky nhu me?ttrang thiSt bi y tS Elan Ie.
- Me?tcong ty s~mxu~t me?tchuong trinh phfin m@mco thS su d\lng du<),cv6i

me?ts6 May ch\lp c~t lap vi tinh CT-Scanner s~mxu~t b6i cac chu s6 hfru san phAm
khac, chuong trinh phfin m@mde?cI~p nhu v~y du<),ccoi Ia trang thiSt bi y tS va co
thS su d\lng du<),ctren cac may ch\lp khac nhau, do do phfin m@mnay co thS du<),c
dang ky Ia me?ttrang thiSt bi y tS don Ie.

2. HQtrang thi~t bi y t~
HQtrang thiSt bi y tS Ia me?tt~p hQ'Pcac trang thiSt bi y tS rna m6i trang thiSt

bi y tS trong hQd@uco chung cac thong tin sau:
- Chung me?tchu s6 hfru san phAm;
- Cling me?tIo?i phan Io?i rui ro;
- Co cling m\lc dich su d\lng;
- Co thiSt kS va quy trinh san xu~t gi6ng nhau;
- Co nhung thay d6i thue?cph?m vi cac biSn thS cho phep theo danh m\lc t?i

Bang 1.
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Bang 1. Danh muc cac bi~n th~ cho phep trong mQt trang thi~t b] Y t~
theo ho:

San pham cu thS Cac bi@nthS cho phep

Tru cfty ghep nha Phftn giit (vi du: xi mang hoac 6c vit)
khoa

Trang thi@tbi cfty Sir dung diroc voi thi@tbi cong huang til hoac khong
ghep chu dong

Xet nghiem chftt N6ng dQ
khang sinh (rVD)

Kim sinh thi@t Dang c6 dinh hoac khong c6 dinh

Tui mau (i) Chat chong dong mau cung thanh phan nhung co thS
khac nong dQ
(ii) Cac chftt phu gia (Khac thanh phdn va khac ncng dQ)

Ong thong (i) S6 hrong lumen trong 6ng thong

(ii) Chat lieu cua 6ng thong: PVC (polyvinylchloride), PU
(polyurethane), nylon va silicone

(iii) DQcong

(iv) Chftt phu dung dS boi tron

Bao cao su (i) K@tcftu

(ii) Mui

Kinh ap trong (i) Di-6p
(ii) Chong tia eire tim
(iii) Phu mau
(iv) Mau s~c.
(v) Thai gian su dl,lng(deo ban ngay hay deo keo dai)
(vi) Thai gian thay kinh (hang ngay, tuftn hay thang)

May khu rung Tl,l'dQng ho~c ban tl,l'dQng

NiSng rang Chftt li~u cua niSng rang

Tay khoan nha khoa (i) T6c dQquay

(ii) Chftt li~u cua tay khoan

Chftt lam dfty da Cung thanh phftn nhung khac n6ng dQ/m~t dQ

H~ th6ng chl,lpchAn (i) S6 1M c~t
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doan dung birc xa ion- (ii) Ky thuat so hoac tuong tu (thuong quy)
hoa (iii) Hai binh dien hay mot binh dien

(iv) Sir dung bQthu nhan phang hay Cassette
(v) Kich thuoc vong thu nhan (d6i voi PET)

Ong thong tham do (i) Khoang each gitra cac dien cue
di~n sinh ly (ii) S6 hrong dien ClJC

Gang tay Co bQt hoac khong

Camera Gamma S6 d~u thu

Day d~n Co hoac khong co v~t li~u phil tro
,

(i) C6 dinh bang xi mang hoac khongCay ghep chinh hinhl
nhakhoa (ii) Vong dai

Thuy tinh thS nhan (i) Don tieu ClJhoac da tieu ClJ
tao (ii) NhiSu manh hoac don manh

(iii) Hinh c~u hoac phi c~u

May phat sung c~y S6 buong tim (tim mach)
ghep

Ong thong IV (i) Co buong tiem

(ii) Co canh an toan

Xet nghiem nhanh Dinh dang t6 hop khac nhau: bang, thanh, the
IVD

Que thir mroc tiSu Test thir co kSt hop nhiSu thong s6
trong 6ng nghiem

San phftm polymer Co hoac khong co ch~t him deo hoa (vi d\l: diethylhexyl
phtalat)

(i) H~ th6ng dua stent, d~t qua day d~n ho~c d~t qua 6ng
nQi soi
(ii) V~t (m6 dS ghep) ho~c 6ngngoai

Chi khau (i) S6 luqng sQ'i

(ii) G~c

(iii) Vong

(iv) NhuQm

D\lng C\lxau chi khau ThiSt kS ham kyp, tay c~m va kim
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Ong khi quan Co ho~c khong co bong

(6ng nQikhi quan,
6ng rna khi quan)

Bang vSt thuong Cac dang khac nhau (vi du: dung dich, kern, gel, phu tren
cac mieng lot. .. )

D~uthu su dung tia X V~t lieu phat tia X (trong b~u tang quang)

Danh muc cac bien thS chung khac cho phep trong mot trang thiSt bi y tS theo HQ:

Ch~t phu chi dung dS boi tron

M~lUsAc

Duong kinh, chiSu dai, chiSu rong, cO'

N6ng dQvoi cling mot chi dinh va co chS (co cling thanh phan, hrong ySu t6 c~u
thanh khac nhau)

Khac biet vS thiSt kS kich thuoc do sir dung cho tre em so voi cho ngiroi Ian
(Nhfmg khac biet nay la do khac biet vS nhom benh nhan diroc phep sir dung, vi
du, thS tich va chien dai)

DQlinh heat

Lire c~rn nArn

Mire hoat dQphong x~ cua d6ng vi

Luu tru bQnh6

Phuong phap khu trling (dS d~t dUQ'ccling rnQtkSt qua va trung)

Kha nang in

Tinh chAnbuc x~

Hinh d~ng, kich thu6c, thS tich

DQ nhat (Sv thay d6i dQ nhat dan thu~n chi la do sv thay d6i trong n6ng dQ cua
ch~t c~u thanh)

Hinh thuc treo (vi d\l: treo tr~n, treo tUOngho~c chan dUng)

Tr~ng thai va trung (ti~t trung, khong ti~t trung)
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SO'dB phan nhom cac trang thi~t b] y t~ theo hQ

Khong

Cling thiSt kS va
quytrinh
san xu~t?

Khong

Khong

Khong

Diem khac nhau
nam trong danh
muc biSn th@
cho phep?

Co

Co th@dang ky chung mQt s6 hru hanh
theo ho (cac thanh phan trong ho co th@
li~t ke rieng theo ten sa htru san pham)

Khong
Khong dang ky
chung mQt s6 hru
hanh theo ho
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Trang thiet bi y tS duoc them san pham moi van ho da:duoc dang Icy nSu dap
img cac diSu kien quy dinh tai nguyen t~c nay, tnr tnrong hQ'Psan pham dap img
cac yeu cfiu cling ho voi san pham da: duoc dang ky nhung khong cling ten
chungvoi san pham thuoc ho da:dang Icy.

Ten chung cua san pham la ten do chu sa hiru d~t cho mot loai, nhom, dong
san pham, Vi du: Dimension la ten chung cua mot dong san pham xet nghiem do
Siemens san xuat,

Dimension® LOCI® FT3/Free Triiodothyronine Flex®

Dimension® LOCI® Thyroid Calibrator
Dimension® LOCI® FT4L/Free Thyroxine Flex®

Dimension® LOCI® TSHL/TSH Flex®

Vi du:
- Bao cao su khac nhau vS mau s~c, kich thuoc va kSt c§.unhung co cling

nguyen vat lieu, sir dung quy trinh san xu§.t chung va co cling muc dich sir dung co
thS nhom thea mot ho,

- B9 truyen tinh mach khac nhau vS cac d~c tinh nhir canh an toan va d9 dai
6ng day nhung co cling nguyen vat lieu, sir dung quy trinh san xuat chung va co
cling m\lc dich su d\lng co thS nhom l~i thea m9t he;>.

- Day d~n t\1'lai duQ'Ccung c§.pvai nhiSu d9 dai khac nhau, co hinh d~ng va
d9 mSm deo dfiu 6ng khac nhau co thS nhom l~i thea m9t he;>nSu n&mtrong ph~m
vi cac biSn thS cho phep.

- Ong thong tim co s6 luqng 6ng thong khac nhau, chiSu dai hay duang
kinh khac nhau co thS nhom l~i thea m9t he;>.

- Kinh ap trong co them chuc nang ch6ng tia UV co thS duQ'c nhom van
thea m9t he;>do chuc nang nay khong anh huang dSn thiSt kS va cac buac san xu§.t
co ban cua kinh.

- Kinh ap trong co kinh lo~i hinh xuySn ho~c hinh cfiu, nhung lo~i nay co
m\lc dich su d\lng va hi~u nang khac nhau, thiSt kS va san xu§.t khac nhau, do V?y
khong thS duQ'cnhom van cling m9t he;>.

3. BQ trang thi~t hi Yt~ ch~n c10an in vitro

B9 trang thiSt bi y tS chk doan in vitro la m9t t?P hQ'Pcac trang thiSt bi y tS
chAnin vitro bao g6m thu6c thu ho~c nhfrng san phAm co chung cac thong tin sau:

- DuQ'ccung c§.ptil cling m9t chu sa hfru san phAm;

- DuQ'csu d\lng kSt hQ'Pvai nhau dShoan thanh m9t m\lc dich su d\lllg C\lthS;
- DuQ'c cung c§.pduai m9t ten la b9 xet nghi~m IVD ho~c tren nhan, tai li~u

huang d~n su d\lng, tai li~u quang cao ho~c catalogue cua m6i lo~i thu6c thu ho~c
san phAm chi ro thanh phfin do duQ'csu d\lng cling vai b9 xet nghi~m IVD;

- Tuang thich khi duQ'csu d\lng nhu m9t b9 xet nghi~m IVD.
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MQt bQ xet nghiem IVD khong bao gom thiSt bi nhu may phan tich cftn cho
viec thirc hien xet nghiem, h~ thong trang thiSt bi y tS chilil doan in vitro co thS bao
g6m cac bQ xet nghiem IVD va thiet bi (vi du: May xet nghiem diroc thiet kS dS
dung voi bQxet nghiem),

SO"dB phfin nh6m cac trang thi~t b] Yt~ theo b9 xet nghi~m IVD

Khong

Cac thuoc thir va v~t
pham tuong thich khi

duoc str dung nhu m(>tb(>
xet nghiem IVD, nhung
khong bao g6m thiet bi?

Duoc sir dung kSt
hQ'PdS hoan thanh
mot muc dich du

dinh cu thS?

Khong

Khong nop h6 sa theo
b(>xet nghiem IVD

Khong

Khong Tren nhan ghi ro cac
thu6c thu va v~t
phfrm nay dugc su
d\mg cling v6i

b6 xet nghiem IVD?

Bugc ban theo ten Clla
m(>tb(>xet nghi~m IVD

duynhftt?

Co
Co

N(>pcling m(>th6 sa
dang ky b(>xet nghi~m IVD
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M6i loai thu6c tlnr hoac san pham co th@ duoc cung c~p rieng cho b9 xet
nghiem IVD d@thay the. NSu thuoc thir hoac san pham trong mot b9 xet nghiem
IVD diroc cung c~p d@sir dung cho nhieu b9 xet nghiem IVD khac thi cac thuoc
thir hoac san pham do phai duoc dang ky cling voi m6i b9 xet nghiem IVD khac
nhau hoac co th@diroc dang ky rieng le.

Cac thuoc thir hoac san pham duoc cung c~p boi cac chu sa hfru khac nhau
co th@nhom vao cling mot b9 xet nghiem IVD nSu dan vi dang ky co th@cung c~p
du cac thong tin theo yeu c~u cua thuoc thir va san pham nay nhu gi~y uy quyen
cho phep dang ky til chu sa hfru va dfr li~u chirng minh hieu nang sir dung cua cac
thuoc thir nay khi duQ'c sir d\mg trong b9 xet nghi~m IVD.

Vi dv:
M9t b9 xet nghi~m miSn dich Enzyme (ELISA) cho virus suy giam miSn

dich a nguai (HIV) co th@co ch~t chUng, ch~t hi~u chu~n va cac dung dich d~m
rira. T~t ca thu6c thir va v~t ph~m nay duQ'c sir dVng cling nhau d@phat hi~n HIV
va vi v~y co th@duQ'c dang kY nhu m9t b9 xet nghi~m IVD. Cac thu6c thir va v~t
ph~m nay co th@duQ'ccung c~p tach rai d@thay thS cho b9 xet nghi~m IVD do.

4. H~ th8ng

H~ th6ng trang thiSt bi y tS bao gam m9t s6 trang thiSt bi y ts va phv ki~n
ho~c cac phv ki~n kSt hQ'Pvai nhau thanh m9t h~ th6ng, cac thanh ph~n trong h~
th6ng dap Ung cac yeu c~u sau:

- Til m9t chu sa hfru;
- DlJ dinh duQ'csir dVng kSt hQ'Pd@d~t duQ'cm9t mvc dich sir dVng chung;
- Tuang thich khi duQ'csir dVng nhu m9t h~ th6ng;
- La cac thanh ph~n c~u thanh m9t h~ th6ng co ten gQi rieng. Truang hQ'Ph~

th6ng do khong co ten gQi rieng thi m6i thanh ph~n c~u thanh h~ th6ng phai duQ'c
th@hi~n tren nhan, huang dfin sir dVng ho~c tai li~u ky thu?t (catalogue) trong do
co chi dinh cac b9 ph~n c~u thanh nay se duQ'c sir dVng cling vai nhau thanh m9t
h~ th6ng.

Cac thiSt bi duQ'cdang kY nhu la m9t b9 ph~n cua h~ th6ng se chi duQ'ccung
c~p d@sir dVng cho h~ th6ng do.Truang hQ'Pm9t thiSt bi co th@duQ'c cung c~p d@
sir d\lllg cho nhiSu h~ th6ng thi thiSt bi do phai duQ'c dang kY cling vai tUng h~
th6ng rieng bi~t ho~c co th@duQ'cdang kY rieng Ie.

Chu sa hfru cua h~ th6ng co th@kSt hQ'Pcac thiSt bi va phv ki~ll til cac chu sa
hfru khac tra thanh m9t b9 ph?ll cua h~ th6ng d@d~t duQ'cmvc dich sir dVllg cua h~
th6ng.
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Vi du: H~ thong theo d5i benh nhan cua Chu so hiru A diroc dir dinh sir
dung voi cac cam biSn dau hieu sinh t6n va dau do (probes) cua Chu so htru B. Cac
phu kien nay duoc su dung kSt hop dS dat duoc mot muc dich su dung chung theo
tieu chuftn cua Chu so hiru A, va co thS duoc dang ky cling voi h~ thong theo d5i
benh nhan trong mot h6 sa.

Ngoai ra, nSu mot s6 h~ thong dap irng diroc cac diSu kien sau dS diroc phan
nhom la mot dong, cac h~ thong do co thS diroc dang ky nhu mot dong (cua cac H~
thong):

- Cac h~ thong diroc cung cap tir cling mot chu so htru san pham;
- Cac h~ thong thuoc cling mot loai phan lo~i rui ro;
- Cac h~ th6ng co cling m\lc dich su d\lng;
- Cac h~ th6ng co cling thiSt kS va quy trinh sim xuat;
- Cac bQ ph~ cau thanh quan tn;mg cua cac h~ th6ng co nhUng thay d6i

thuQc ph~m vi cho phep.

Ten cua tUng h~ th6ng co thS chua cac c\lm tu mo ta them.
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SO'd8 phfin nhom cac trang thi~t hi Y t~ theo h~ th8ng

Khong

E>uQ'C sir dung kSt
hQ'PdS dat duoc met
muc dich chung?

Khong

Tirong thich khi sir
dung nhu mQt h~

thong?

Khong

Khong
Duoc ban diroi
mot ten h~ thong

duy nhftt?

Co

Khong duoc nQPhB sa
nhu met h~ thong

Khong

Tren nhan cua m6i
bQphan cftu thanh
ghi ro dtroc su dung
nhu mQth~ thong?

NQPtrong cung hB sa dang ky
cho mot h~ thong
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Vi du cua nhom theo ho bao g6m nhiSu h~ thong:

HQ: h~ thong chinh hinh DMECCH

I
H~thong: H~ thong: H~ thong:
H~thong chinh H~ thong chinh H~ thong chinh
hinh DMEC CHI hinh DMEC CH2 hinh DMEC CH3
- PhiSn - PhiSn - PhiSn
- Que - Que - Que
- Oc vit - Oc vit -o, vit
- ThiSthi - ThiSthi - ThiSthi

LUll y: Cac thanh ph~n cau thanh chinh nhu que cay ghep, phien va 6c vit trong
cac h~ thong la cac bi@nthS diroc cho phep. S\!, khac nhau vS d(>dai cua cac 6c vit
cay ghep cling diroc coi la cac bien thS cho phep,

- M(Jt h¢ thong thay thi xuong hong bao g6m cac b(>phan xirong dui va 6
c6i co thS diroc dang ky nhu mot h~ thong. Cac b(>phan nay phai diroc su dung k@t
hop dS dat dtroc muc dich su dung chung la thay th@toan b(>xirong hong, kich
thuoc cac b(>ph~n co thS khac nhau.

- M(Jt may phdu thu(lt di¢n va phI!-ki¢n bao g6m k~p, di~n c\!'c, gia di~n c\!'c,
day d~n chinh, d~u c~m ph6i hgp, khi dugc su d\lng cling nhau cho m(>tm\lc dich
su d\lng chung, co thS dugc dang ky nhu m(>th~ th6ng.

- M(Jt b(J d'?mgCI!-di;it catheter bao g6m dao, syringe, kim, gang tay ph~u
thu~t, g~c, man va dung dich rua, da dugc danh gia tinh tuang thich va dugc l~p
rap bai m(>tchu So' hfru du6i m(>tten duy nhat dS su d\lng k@thgp trong quy trinh
d~t catheter ph~u thu~t, co thS dugc nhom thanh m(>th~ th6ng.

- Cac may do huyit ap tv d(Jng co cac tinh nang tliy chQn nhu b(>nh6 va kha
nang in dfr li~u v6i nhiSu model khac nhau co thS dugc xem la m(>tdong h~ th6ng.

5. C\lm trang thi~t bi y t~ IVD
C\lm trang thi@tbi y t@IVD bao g6m m(>ts6 thu6c thu va san phfim dS chfin

doan trong 6ng nghi~m co cling cac thong tin sau:

- Bugc cung cap til cling m(>tchu So' hfru;
- Co cling phan lo~i rui ro (thu(>clo~i A ho~c lo~i B);

- Thu(>c cling m(>t lo~i c\lm IVD va m(>t phuang phap xet nghi~m thong
thuemg dugc li~t ke t~i Bang 2;

C\lm IVD co thS bao g6m cac may phan tich dugc thi@tk@dS su d\lng v6i
thu6c thu trong c\lm IVD.
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Trang thiet bi y tS in vitro co thS phan theo cling mot loai cum IVD nhu Bang
2 neu trong nhan hoac huang dfu! sir dung co chi dinh sir dung theo cling mot loai
cum b§.t kS trang thiet bi y tS do duoc sir dung rieng le hay kSt hop.

Bang 2. Danh sach cac phurrng phap xet nghi~m thmrng g~p va cac loai
cum IVD

STT Phuong phap Loai cum Vi du v~ chAt dllQ'c phan tich
(danh sach dong)

1 Sinh hoa Enzymes (i) Acid Phosphatase
(ii) Alpha-Amylase
(iii) Creatine Kinase
(iv) Gamma-Glutamyl Transferase
(v) Lactate Dehydrogenase
(vi) Lipase

2 Chat nen (i) Albumin
(Substrates) (ii) Bilirubin

(iii) UreaIBlood Urea Nitrogen
(iv) Cholesterol
(v) Creatinine
(vi) Glucose

3 Thuoc thir Dien giai (i) Ammonia
(ii) Bicarbonate
(iii) Calcium
(iv) Chloride
(v) Magnesium
(vi) Phosphate InorganiclPhosphorus

4 Dien C\IC Dien giai (i) Dien C\IC Ammonia
(ii)Di~n C\IC Carbon Dioxide
(Bicarbonate)
(iii) Di~n C\IC Calcium
(iv) Dien C\IC Chloride
(vjDien C\IC Magnesium
(vi) Dien C\IC Potassium

5 Dien C\IC Chat nen/ (i) Dien C\IC Creatinine
B9 cam bien sinh (ii)Di~n C\IC Glucose
hQc (iii) Dien C\IC Glycated Hemoglobin

(iv) Dien C\IC Lactate
(vj Dien C\IC Urea
(vi) Dien C\IC Bilirubin
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STT Phuong phap Loai cum Vi dl} v~ chAt dU'C}'cph an tich
(danh sach dong)

6 Mi~n dich Globulin mi~n dich (i) Globulin mi~n dich A
(khong co 19E) (ii) Globulin mi~n dich D

(iii) Globulin mi~n dich G
(iv) Globulin mi~n dich M
(v)B9 xet nghiem c6 dinh mi~n dich

7 Thanh phan B6 sung (i) Thanh phan B6 sung Clq
(ii) Thanh phan B6 sung ch~t b~t
hoat Cl
(iii) Thanh phan B6 sung C3/C3c
(iv) Thanh pheinB6 sung cho Bb
(v) Thanh phein B6 sung C4
(vi) Thanh phan B6 sung C5a

8 Protein V~n chuyen (i) Albumin
(ii) Ceruloplasmin
(iii) Haptoglobin
(iv) Hemopixin
(v) Lactoferrin
(vi) Pre-albumin/Transthyretin

9 Lipoprotein (i) Apolipoprotein A I
(ii) Apolipoprotein A II
(iii) Apolipoprotein B
(iv) Apolipoprotein E Sub-typing
(v)Lipoprotein (a)

10 Cac Protein D~c thu (i) a l-Acid Glycoprotein
khac (ii) a l-Antitrypsin

(iii) al-Microglobulin
(iv) Fibronectin
(v) Immuno Reactive Trypsin

11 Di img (i) Globulin mi~n dich E - T6ng th~
(ii) Globulin mi~n dich E - Sang 19C
(iii) Globulin mi~n dich E ".D~c
hieu, mot thi nghiem/rnot ket qua
(iv) Ch~t gay di img d~c hieu IgA
(v) Chat gay di irng d~c hieu IgG

12 Cac d~u ~n Ung thir (i) Dau ~n GI CA242
(ii)p53
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STT Phuong phap Loai cum Vi du v~ ch§t dU'Q'cphan tich
(danh sach dong)

13 Dfru frnchirc nang (i) Triiodothyronine TlJ do
tuyen giap (ii) Thyroxine TlJ do

(iii) Hormone Kich thich Tuyen giap
(iv) T - Uptake
(v) Thyroglobulin
(vi) Neonatal Thyroxine

14 Kha nang sinh san! (i) Androstenedione
Hormone thai ky/ (ii) Estradiol
Protein

(iii) Prolactin
(iv) Placental Lactogen a ngtroi
(v)Estriol

15 Xet nghiem dai thao (i) C-Peptide
duong (Hormone) (ii) Glucagon

(iii) Insulin
(iv) Glycosylated/Glycated
Haemoglobin
(v) Islet Cell Ab
(vi) Proinsulin

16 Xet nghiem chuyen (i) Aldosterone
h6ath~n (ii)Angiotensin I / II

(iii) Enzyme chuyen Angiotensin
(iv) Cortisol
(v)Renine

17 Xet nghiem chuyen (i) Alkaline Phosphatase a xuong
h6a xirong va (ii) Calcitonin
khoang chfrt (iii) Cross-linked C-Telopeptides

(iv) Cross-linkded N-Telopeptides
(v) Cyclic Adenosin Monophosphate

"-
(vi) Hydroxyproline

18 Hormone n9i ti~t va (i) Adrenocorticotropic Hormone
Peptide (ii)Hormone tang twang a ngiroi

(iii) Yeu t6 tang twang I gi6ng
Insulin
(iv) Y~u t6 tang tnrong giong Insulin
g~n voi Protein 1
(v) Vasointestinal Peptide
(vi) Vasopressin
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STT Phiroug phap Loai cum Vi du v~ ch§t dU'Q'cph an tich
(danh sach dong)

19 Xet nghiem chirc (i) Bombesin
nang thfuJ kinh n<)i (ii) 17-Hydroxy-Ketosterone
ti€t (iii) f3-Endorphin

(iv) Neurotensin
(v) Somatostatin
(vi) Substance P

20 Cac Hormone rieng (i) Gastrin
va cu th€ khac (ii)Hormone giai ph6ng

Gonadotropin
(iii) Melatonin
(iv) Pepsinogen
(v) Adrenalin
(vi) Dopamine

21 Benh thieu mau (i) Erythropoietin
(ii) Ferritin
(iii) Folate
(iv) S~t
(v) Kha nang mang S~t
(vi) Thu th€ Transferrin hoa tan

22 Vitamin (i) Vitamin B 1
(ii) Vitamin B2
(iii) Vitamin B6
(iv) Vitamin B 12
(v) Vitamin D (Cholecalciferol)
(vi) Y€u t6 Noi tai (Chan khang the)

23 Theo doi thuoc (i) Caffeine
(ii) Benzodiazepines
(iii) Penicillins
(iv) Tetracyclines

24 DQc chfrt hoc (i) Amphetamines
(ii) Cocaine
(iii) Morphines
(iv) Phencyclidine
(v) Acetaminophen
(vi) Catecholamines
(vii) Ethanol
(viii) Salicylate
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STT Phuong phap Lo~i cum Vi du v~ chAt dlfQ'c phan tich
(danh sach dong)

25 Cac benh tv' mi~n (i) Khang th~ khang nhan (ANA)
dich (ii) Anti- topoisomerase

(iii) Khang the tir dong cua co quan
cu th~
(iv) Phirc chdt mi~n dich luu thong
(vj Khang th~ thu th~ TSH
(vi) Khang th~ khang Cardiolipin

26 Ddu dn benh viem (i) Anti-Streptococcal
kh6p Hyaluronidase

(ii) Anti-Streptokinase
(iii) Anti-Streptolysin 0
(iv) C-Reactive Protein
(v) Anti-Staphylolysin
(vi) Anti-Streptococcal Screening

27 Clurc nang Gan (i) MEGX
(ii) Carbohydrate Deficient
Transferrin

28 Ddu dn Tim (i) Homocysteine
(ii) ST2
(iii) Galectin-3
(iv) Myelop_eroxidase (MPO)

29 Nhiem khuan - Mi~n (i) Bacillus subtilis
dich (ii) Pseudomonas Aeruginosa

(iii) Helicobacter Pylori
(iv) Lactobacillus casei

30 Nhiem virus - Mi~n (i) Norovirus
dich (ii) Rotavirus

(iii) Hantavirus

31 Nhi~m ky sinh trung (i) Leishmania
- Mi~n dich

32 Nhi~m nam - Mi~n (i) Candida albicans
dich (ii)Aspergillus

33 Huy~t h9C/Mo Xet nghiem (i) Xac dinh Hemoglobin (Hb t6ng
h9C/T~ bao h9C Hemoglobin the)
(Khong bao g6m (ii) Oxyhemoglobin phan doan
xet nghiem mau (F02Hb)
d~truyen mau) (iii) Carboxyhemoglobin phan doan

(FCOHb)
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STT Phuong phap Loai cum Vi du v~ chAt dU'Q'cphan tich
(danh sach dong)

(iv) Methemoglobin phan doan
(FMetHb)
(v) Deoxyhemoglobinphan doan
(FHHb)

34 Xet nghiem Dong (i) Thai gian Prothrombin
mau T6ng quat (ii) Thai gian Thrombin

(iv) Thai gian Dong mau Hoat h6a
(v) Thai gian Thromboplastin MQt
phan Hoat hoa

35 Cam mau (Dong (i) Fibrinogen
mau) (ii) Thuoc tlnr Protein C va Protein S

(iii) ChAt ire che C1
(iv) Alpha-Antiplasmin
(v) Fibrin
(vi) y~u t6 XIII
(vi) y~u t6 Ti~u cftu 4
(vii) Plasmino_g_en

36 Cac xet nghiem (i) Cong thirc mau t6ng the
huyet h9C khac (ii) Ty l~ H6ng cftu

(iii) Ty l~ Lang Hong cftu

37 Cytokine (i) Interferons
(Lymphokine)( ChAt (ii) Khang nguyen/Thu th~ hoa tan
tang cuong mien (iii) y~u t6 gay hoai illkh6i u
dich \

(iv) y~u t6 thuc dfty cum khuan
(vi) Thu th~cac y~u t6 hoai illkhoi u

38 Thuoc tlnr Mo h9C/ (i) Nhuom H6a t~ bao
T~ bao h9C (iijPhuong tien nhung, c6 dinh, g~n

(iii) Dung dich Nhuom
(iv) BQ dung cu h6a mo mi~n dich

39 Moi truang Nuoi cAy (i) Moi truang nuoi cay khu nu6c
(DCM)
(ii) ChAtph\l gia cho DCM
(iii) Moi truang chuftn bi s~n (Ong,
chai, phi~n)
(iv) T~ bao, moi truang, huy~t thanh
d~ nuoi cAyvirus

40 Xet nghi~m Tinh (i) Xet nghi~m mfrn cam v6i
man cam Erythromycin cho Staphylococcus

aureus
(ii)Xet n_g_hi~mmfrn cam v6i

27



STT Phuong phap Loat cum Vi du v~ ch~t dU'Q'cph an tich
(danh sach dong)

Xet nghiem tinh mftn Tobramycin cho Pseudomonas
cam cua vi khuan aeruginosa
voi mot s6 thuoc (iii) Xet nghiem mftn cam voi voi
khang sinh. nam

41 Dlnh danh moi (i) ID Thu cong Gram am
tnrong sinh hoa (ii)ID Thu cong Gram duong
(lD)

(iii) Cac bQID Thu cong khac - Vi
khuan ky khi, kho tinh

42 Dinh danh moi (i) Xet nghiem Tnrot Phan nhom
tnrong mi€n dich Khuan lien d.u

(iijXac dinh ki€u huyet thanh
(E.coli, Salmonella, Shigella vv.)

43 Dinh danh moi (i) Streptococci
tnrong (ID) dira tren (ii) Shigella
Nucleic Acid (NA)

44 Dinh danh (ID) (i) Dung cho Ky sinh trung hoc va
huyet thanh Ndm hoc (Ndm va Ndm men)

45 Nhi€mkhuAn (i) Streptococci
(Phat hien bang each (ii) Shigella
thuoc tlnr NA)

(i) Thu6c thir NA cho Cum va A46 Nhiem virus
(Phat hien boi Thu6c cum
thuNA)

(i) Thu6c thir NA cho Nam47 Nhiem nam
(ii)Ndm Candida albicans
(iiii) Ndm Aspergillus
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SO'dB phan nh6m cac trang thi~t b] y t~ theo cum IVD

Khong

Thuoc thir va v~t
pham co chung
phuong phap xet

nghiem va loai cum
nhu li~tke a
bang tren?

Khong

Khong

Khong duoc dang ky
thea mot cum IVD

Co

Dang ky thea mot
cum IVD
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, ~NS~ thu,6c th~ hoac v~t pham duoc su dung voi nhieu nhom khac nhau thi
co the nhom vao nhieu cum IVD khac nhau.

, Sa d6 vi du vS nhom thuoc cum IVD nhorn B co 4 san pham n~m trong
nhom Cum Enzyme

Vi du: Chu sa hfru la "DMEC"

1 Cum IVD nh6m B
(Vi du: Enzymes)

I I I I
BOxet nghi$m BOxet nghi$m BOxet nghi$m BOxetenzyme A enzyme B enzyme BDMECABC DMEC ABC DMECENZ

enzy
DME

nghi$m
meB
CENZ

Dira tren vi du nay, 04 san pham IVD dap ling yeu c~u dS n9P h6 sa la cum
IVD (Cum Enzyme) va ten cac san pham diroc li~t ke tren s6 dang ky luu hanh nhu
sau:

1. B9 xet nghiem enzyme A* DMEC ABC
2. B9 xet nghiem enzyme B** DMEC ABC
3. B9 xet nghiem enzyme B*** DMEC ENZ
4. B9 xet nghiem enzyme C**** DMEC ENZ

* B<)xet nghiem enzyme A DMEC ABC trong d6 DMEC la chit sa hftu san pham va ABC la ten sa huu.
* * B<)xet nghiem enzyme B DMEC ABC trong do DMEC la chit sa htru san pham va ABC la ten sa htru,
*** B<)xet nghiem enzyme B DMEC ENZ trong d6 DMEC la chit sa hiru sanpham va ENZ la ten sa hfru.
**** B<)xet nghiem enzyme C DMEC ENZ trong d6 DMEC la chit sa hfru san phfun va ENZ la ten sa hfru.

6. C\lm trang thi~t bi Yt~ khac
C\lm trang thiSt bi y tS khac la m9t t~p hqp g6m hai hay nhiSu trang thiSt bi

y tS khong thuQc lO'ilitrang thiSt bi y tS chc1ndoan in vitro duqc dan nhan va cung
cftp trong mQt dan vi dong goi duy nhftt bai mQt chu sa hfru,c\lm duqc xac dinh:

- Co mQt ten rieng cua C\lm;
_Buqc dan nhan va cung cftp trong m9t dan vi dong goi duy nhftt theo quy

dinh cuachu sa hfru san phc1m;
- Co mQt m\lc dich su d\lng chung.
Danh m\lc cac trang thiSt bi y tS trong c\lm co thS khac nhau vS s6 luqng va

s\!,kSt hqp cac san phc1mt'ilOthanh c\lrn da dang ky d6i vai rnQt dan vi dong goi rna
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van gift nguyen ten chu sa hfru cua cum va muc dich sir dung cua cum,

, ,C~u sa hfru ~\l~ ph,ai chiu trach nhiem ,vS cum va rnuc dich sir dung cua no,
chu sa htru cum co the ket hop cac trang thiet bi y ts tir cac chu sa htru khac tro
tha~ m~t b9 phan cua cum dS dat diroc met muc dich sir dung chung. Trong san
xuat va !~p rap cum, ca,c b~ng ch~g dam bao tinh an toan, ch~t hrong, hieu qua cua
C\l~ phai ,duqc cung cap trong ho sa dang ky, Cac thong tin lien quan phai n9P co
the bao gom sir ti~t trung, tu6i tho, bang chirng vS viec sir dung va tinh nrong thich
khi sir dung la mot cum, h~ thong quan ly chat hrong, '" Nhan mac, cu thS la tai lieu
huang d~n su d\lng, nSu co phai neu ra m\lc dich su d\lng chung cua c~m. .

Cac thiSt bi y tS duqc dang ky thu9C m9t c\lm phai duqc dang ky trang thiSt
bi y tS dan Ie truac khi lUll hanh nhu m9t trang thiSt bi y tS rieng Ie vai m\lc dich
su d\lng rieng cua no ho?c dS thay thS.

NSu m9t trang thiSt bi y tS trong m9t c\lm duqc cung c~p dS su d\lng cho
m9t c\lm khac, trang thiSt bi y tS do phai duqc dua vao h6 sa dang ky luu hanh cua
c\lm khac do.

Ten c\lm phai xu~t hi~n tren nhan san ph~m g~n tren bao bi ben ngoai cua
c\lm, danh m\lc cac trang thiSt bi y tS co trong c\lm phai duqc ghi tren bao bi ngoai
cua c\lm ho?c tai li~u di kem.Khong yeu c~u phaighi ten cua c\lm tren nhan cua
tung trang thiSt bi y tS trong c\lm.

Vi d\l:
- M9t b9 Clmthuang bao g6m cac thiSt bi y tS nhu bang, g?C,man va nhi~t kS,

khi duqc dong goi cling nhau trong m9t dan vi dong goi duy nh~t cho m9t m\lc dich y
khoa chung bai m9t chu sa hfru san ph~m, co thS duqc dang kY nhu m9t c\lm.

- Mot chu sa hfru cung c~p khay d6 bang bo tuy chinh vai s6 luqng va lo?i
g?Cva chi 'khau khac nhau cho cac b~nh vi~n khac nhau. Khi t~t ca cac trang :hiSt
bi y tS trong c\lm da duqc dang ky, chu sa hfru co thS tuy chinh cac trang thiet bi
trong c\lm cho cac b~nh vi~n khac, trong khi v~n gift nguyen ten c\lm va.r:1l,lc.dic~
sir d\lng da dang kyo Nhan cua khay phai li~t ke danh m\lc cac trang ,thIet bI y te
duO'ccung c~p trong khay. M9t s6 trang thiSt bi y tS trong c\lm co the duqc dong
goi' va dan nhan rieng, trong khi cac thiSt bi khac a d?ng khong duqc dong goi va

co thS khong duqc dan nhan.
_D?ng dong goi khuy@nmai ho~c do?g g~i ti~n d\lng, rna kho~g c~ ten. ~\l~

va khong co muc dich y khoa chung, bao gom so luqng khac nhau cua cac thIet bI
y t@.Vi d\l: du~g dich da d\lng, dung dich nuac mu6i sinh ly, va h9P kinh.~P t:ong;
se khong du di@uki~n dS dang ky la m9t c\lm, phai dang ky tUng trang thiet bI y te

trong do nhu cac trang thi@tbi y t@dan Ie.
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SO'dB phan nh6m cac trang thi~t bi y t~ theo cum

T~p hop cua
hai hay nhieu
trang thiet bi?

Co

Khong
Co mot ten rieng

cua cum?

Duoc dan nhan va
cung c~p trong m9t
bao bi dong goi boi

chu sa hiru ?

Khong

Khong Khong duoc
n9P dang ky
nhucum

Co thS diroc
dang ky
nhu cum
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