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TCVN 9855-4:2013

L&i néi diu

TCVN 9855-4:2013 hoan toan twong duong véi ISO 11138-4:2006;

TCVN 9855-4:2013 do Vién Trang thiét bj va Cong trinh y té bién soan,
Bo Y té d nghi, Tdng cyc Tiéu chuln Do lwémg Chét Iu’o'ng thdm dinh,
B& Khoa hoc va Céng nghé cdng bb.

Bd TCVN 9855:2013 Tiét khudn sdn phdm chdm séc strc khoé -
Chét chi thj sinh hoc gdm céc tiéu chuén sau:

TCVN 9855-1:2013 (ISO 11138-1:2006) - PhAn 1: Yéu cAu chung.

TCVN 9856-2:2013 (ISO 11138-2:2006) - Phin 2: Chét chi thi
sinh hoc cho qua trinh tiét khuén bing etylen oxit.

TCVN 9855-3:2013 (ISO 11138-3:2006) - Phan 3: Chét chi thi
sinh hoc cho qué trinh tiét khuin béng nhiét &m.

TCVN 9855-4:2013 (ISO 11138-4:2006) - Phan 4: Chét chi thi
sinh hoc cho qua trinh tiét khuin béng nhiét kho.

TCVN 9855-5:2013 (ISO 11138-5:2006) - Phin 5: Chét chi thj
sinh hoc cho qué trinh tiét khuin bing hoi nude nhigt @ thap va
qua trinh tiét khuan bing formaldehyd.
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L&i gi¢i thigu
TCVN 9855-4 (ISO 11138-4) dwa ra céc yéu ciu chung déi v6i viéc san xuét, ghi nhan, phwong phap
thir va c4c yéu cau tinh ndng déi véi cac hoat dong san xuét chat chi thi sinh hoc bao gdm ca cac chit

mang va dich treo diing d& danh gia va gidm sat qua trinh tiét khudn. Tiéu chudn nay dwa ra cac yéu
chu cy thé ddi vai cac chét chi thi sinh hoc danh cho c4c qua trinh tiét khuén bing nhiét kho.

Muc dich clia viéc dwa ra cac yéu cu trong bd TCVN 9855 (ISO 11138) 1a d& cung cAp céc yéu ciu
chung va yéu cu cy thé cho tirng phurong phép thir nghiém. B§ tiéu chudn nay thé hign thic trang ky
thudt méi nhét theo cac chuyén gia dai dién cho cic nha san xuét, ngudi sl dung va cic co quan
quan ly lién quan dén viéc soan thio tiéu chudn nay. Tiéu chuén nay khéng nhim myc dich quang cdo
cho viéc sir dung cac chét chi thj sinh hoc trong céc trwdng hep khong dwec khuyén céo sir dung, ma
nhdm cung cép céc yéu clu chung cho viéc san xuét cac chét chi thj sinh hoc d3 dwoc si¥ dung cho
dénnay.

Céc tidu chudin hién c6 dwa ra cac ydu cdu v& xac nhan va kiém soat qua trinh tiét khuln chung (xem
TCVN 8582 (1SO 14937)1.

CHU THICH Mot s quéc gia hosic khu virc c6 thé ban hanh cac tiéu chuin bao gdm c4c yéu cAu vé tiét khudn
ho#ic cac chét chi thj sinh hoc.

Loi khuyén v& viéc la chon, sir dung va dién gidi két qua khi str dung céc chét chi thj sinh hoc dugc
néu trong TCVN 8583 (ISO 14161).

1) Mac dii Gy ban ky thuat ISO/TC 198 83 ddng y 4p dung cho céc qué trinh tiét khudn nhigt kho, tidu chudn d6 chua cb d&
tham kho tai théi didm soan thao van ban nay.



TIEU CHUAN QUOC GIA TCVN 9855-4:2013

Tiét khudn san pham chim séc sirc khoé - Chét chi thi sinh hoc -
Phan 4: Chét chi thi sinh hoc cho qué trinh tiét khudn bang
nhiét kho

Sterilization of health care products — Biological indicators —

Part 4: Biological indicators for dry heat sterilization processes

1 Pham vi ap dung

Tiéu chudn nay cung cip céac yéu clu cy thé dé thir nghiém vi sinh vat, dich treo, chit mang ding
d& cAy, chét chi thj sinh hoc va cac phwong phap thir nghiém duec sir dung dé danh gia tinh ning
clia cac qué trinh tiét khudn st dyng nhiét khd nhw Ia chét tiét khudn & nhiét @6 trong khoing
120 °C dén 180 °C. |

CHUTHICH 1  Yéu clu v& déanh gia xac nhan va kié__m S04t ca¢ qud trinh tiét khudn biing nhiét khd duwoc néu
trong TCVN 8582 (ISO 14937).

CHU THICH 2 Céc quy dinh qudc gia hosic khu vizc c6 thé cung clp cac yéu chu vé an toan tai noi lam viéc.

2 Tailigu vién din

CA4c tai liéu vién din sau day I cin thiét d& 4p dyng tiéu chudn nay. D6i véi c4c tai ligu vién din ghi
nam céng bé thi 4p dung ban dwgc néu. Di véi cac tai liéu vién din khéng ghi ndm cong bb thi ap
dyng phién ban m&i nhét, bao gdm ca cac stra ddi, bd sung (néu co).

TCVN 9855-1:2013 (ISO 11138-1:2008), Tiét khudn céc sén phdm chdm s6c sirc khde — Chét chi
thi sinh hoc — Phén 1: Yéu c4u chung

ISO 18472, Sterilization of heathcare products - Br'ofogfc.af and chemical indicators - Test equipment
(Tiét khuén céc sdn phdm chdm sbc sikc khoé - Céc chét chi thj sinh hoc va hod hoc — Wétbfﬂn}')

3 Thuéat ngir va dinh nghia
Trong tiéu chudn nay, 4p dung céc thuat ngl va dinh nghia néu trong TCVN 9855-1 (ISO 11138-1).

4 Yéu cau chung

Ap dung yéu cAu ctia TCVN 9855-1 (ISO 11138-1).
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S Visinh vat thie nghiém

5.1  C4c vi sinh vat thir nghiém phai 1a cac bao tl clia Bacillus atrophaeus hodc cac ching vi sinh
vét khac c6 tinh n3ing twong dwong da dugc chimg minh theo yéu cAu clia tiéu chuén nay.

CHUTHICH1 Mot sé ching Bacillus subltilis dugc phan loai lai 14 Bacillus atrophaeus.

CHUTHICH2 Céc chiing phit hgp khac 13 Bacillus atrophaeus CIP 77.18, NCIMB 8058, DSM 675,
NRRL B-4418 va ATCC 9372 hoic Bacillus subtilis, DSM 13019.

5.2 Néu vi sinh vat dwgc str dung trong phép thir khdng phai 1& Bacillus atrophaeus hodc Bacillus
subtilis ATCC 35021 (5230), s\ phit hgp v& kha nang d& khang ctia vi sinh vat phdi dwoc xéc dinh.

6 Dijch treo
Ap dung yéu cAu ctia TCVN 98565-1 (ISO 11138-1).

7 Chét mang va bao géi ban diu

7.1 Tinh phii hop clia.chat mang va vat ligu bao géi ban d3u cho chét chi thj sinh hoc duing trong qua
trinh tiét khudn bing nhiét khd phdi dwgc chirng minh phu hop véi cdc yéu cdu cla
TCVN 9855-1:2013 (ISO 11138-1:2006), Didu 5.2 va Phy lyc B.

7.2 Didu kién tiép xuc dé thiét lap sy phll hgp phai la:
a) Nhiét 9 tiép xtc tdi thidu: =5 °C trén mirc nhiét do ti da do san xuét cong bb.
b) Chét tiét khuin: nhiét kho trong khong khi thong thuémg;

c) Nhiét d9 tiép xdc tdi da: theo cong bb ctia nha san xuét; néu nha san xuét khong cong b, nhiét
a6 ti da phai 2180 °C;

d) Thei gian tiép xuc = 30 min.

CHU THICH Cac didu kién dwoc Ia chon dai dién cho thir thach thire té @i v6i chit mang trong khi vAn ndm
trong gi61i han thiee ti&n cla qua trinh tigt khuin bang nhiét khd.

8 Chét mang da cdy va cac chat chi thj sinh hoc
Ap dung yéu cAu ctia TCVN 9855-1 (ISO 11138-1).

9 Mat do va sirc dé khang

9.1 Dic trung v& sirc d& khang do nha san xuét céng bd phdi tuan theo TCVN 9855-1:2013
(1SO 11138-1:2006), Didu 6.4.

9.2 Sblugng c6 kha niing séng phai dugc cong bb véi sé gia < 0,1 x 10” trén méi don vj (vi du mdi
ml dich treo, m3i chat mang da cdy, hosc m&i chit chi thj sinh hoc).
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9.3  Déi v6i chlt mang Ga cly hodic cac chét chi thj sinh hoc, sé lugng c6 kha ning sbng phii Ia
21,0 x 105

9.4  Sirc @& khang dugc bidu thj bing gi4 trj D theo phit & nhiét @ 160 °C. Gi4 tri D ciia m3i 16 chét chi
thj sinh hoc hoiic chat mang @4 cAy phai dwgc cong bd theo phit dén mét chir sb thap phan & nhiét @
160 °C.

9.5 Dijch treo, chAt mang da ciy hodic chét chi thj sinh hoc chira cic bao tr Bacillus atrophaeus phai
co gia trj D,,, 22,5 min khi dugc thtr nghiém theo cac didu kién néu trong Phy lyc A. C4c vi sinh vat
khac phai ¢6 gia tri D hd tre cho (rng dung. Gia tri z clia vi sinh vt trong dich treo, trén chit mang a4
cAy hodc trong chit chi thj sinh hgc phai dugc xac dinh & khdng dwéi ba mirc nhiét dd, trong pham vi
150 °C dén 180 °C. Cac sb liéu ndy phai dwoc st dung @ tinh toan gi4 trj z, gia trj ndy phai 2 20 °C
(xem Phy lyc B).

9.6 Surc d& khang clia mdt chét chi thj sinh hoc cé thé cling dwgc chi rd biing thut ngl gia trj Feo
(xem TCVN 9855-1:2013 (ISO 11138-1:2006), Didu 3.7).

Pic trung sirc d& khang dugc quy dinh trong tiéu chuén ndy va bAt ky phdn nao clia TCVN 9855 (ISO
11138) ap dyng cho cac didu kién thir nghiém cuy thé trong c4c tiéu chuin.

9.7 Giad trj D dwgc xdc dinh theo cac phwong phap néu trong cidc Phy lyc C va D cla
TCVN 9855-1:2013 (ISO 11138-1:2006). '

9.8 Vigc x4c dinh gi4 tri D va c4c diic trung dap (g thn tai-tidu diét cAn sir dung thiét bj do cic td
hop déi chirng 4p dung cac théng sé cho qui trinh st dyng thiét bj do cac t& hop déi chirng (xem Phy
‘lyc A). '

CHU THICH Céc gi4 trj néu trén s& thich hgp v6i thiét bj tiet khudn bing nhiét khd véi sy tac ddng phan bd
khéng khi, chay chu ky & 160 °C véi thdi gian 2h.

9.9 Cira sb tdn tai-titu diét c6 thd dugc tinh toan bing céng thirc trong TCVN 9855-1:2013
(I1SO 11138-1:2006), Phy lyc E.

CHUTHICH  Thong tin nay cé thd b gia trj dbi v&i ngurdi sir dung khi so sénh cac 16 khac nhau clia cling mot
nha san xuét.

vioy

Stir dyng cac cdng thirc trong TCVN 9855-1:2013 (ISO 11138-1:2006), Phy lyc E véi cac yéu cAu v& mat d téi
" thidu va gi4 trj D tdi thidu néu trong phin nay clia TCVN 9855 (ISO 11138), d3ic trung d4p (rng tdn tai - tidu diét
la:

- & nhiétd 54°C: thoi gian tén tai = 10 min va théi gian tiéu diét < 25 min;

- & nhigt do 30°C: thdi gian tdn tai = 50 min va théi gian tiéu diét < 125 min;
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Phu luc A

(quy dinh)

Phwong phép xéc dinh sirc d& khang v&i tigt khudn bing nhigt kho

A1 Téng quan

Phuong phap ndy cin st dyng mdt méy thir nghiém goi 1 thiét bj do cac t& hgp dbi chirng. Céac
quy dinh k§ thuat cho c4c théng sé qué trinh ctia thiét bj do cac td hop dbi chirng d6i véi cac qua
trinh tiét khudn bing nhiét khd dugc trinh bay trong tiéu chuén ISO 18742.

C4c yéu cAu cy thé lién quan dén phwong phép thir degc néu trong Didu A.2.
A.2 Phwong phap
A.21 Cho miu thir vao céc khay chira miu thir phi hep.

A2.2 Lam néng truée budng chira thiét bj do cac td hep déi chirng téi nhiét d van hanh yéu clu,
vidy: 160°C 1 °C.

A.2.3 Dit cac khay chira mAu thir vao trong budng chira, déng budng chira va bét dau chu ky
XU ly.

A.2.4 Tién hanh van hanh theo thir ty sau:

— Buwéc 1: Duy trl didu kién trén trong khoding thdi gian gite theo yéu cdu £ 5 s.

~ Buéc 2: Khi két thic giai doan tiép xdc nhiét, Iy cdc mAu ra khéi budng va lam mat nhanh.
Chuy8n c4c mAu vao mdi trwdrng nudi cy rdi i (xem TCVN 9855-1:2013 (ISO 11138-1:2006, Didu 7)).

A.25 Giai doan chuydn miu cn dugc ghi chép, khodng thei gian trong tw cAn &p dung cho tht ca
cac phép thir.

A.3 Xac dinh sirc d& khang

Dic trung strc d& khang phéi dwgc xac dinh theo céc phwrong phéap néu trong Phuy lyc C, D va E cla
TCVN 9855-1:2013 (ISO 11138-1:2006).
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Phu luc B

(quy dinh)

Tinh gia trj z

B.1  Swr dyng tAt ca céc sé ligu tlr Phy lyc C hodc D clia TCVN 9855-1:2013 (ISO 11138-1:2006), vé
dad thi log,, ca gia trj D (rng véi nhigt @5 tiép xuc tinh bng dd C. Gi4 tri z bdng nghich ddo &m clia 49

déc db thi tuyén tinh phu hgp nhét, xac dinh bing phan tich hdi quy.

CHU THICH Xem Didu 9.5 v& c4c yéu cAu lién quan dén vige tinh gid tri z va he sé tvong quan, r2.

B.2 D dbc clia @8 thj tuyén tinh phi hgp nhat duwgc tinh todn theo ¢dng thirc sau:
(nG)-(4B)

(nc)-4?
Trong dé
m 1a 46 déc ctia @8 thj tuyén tinh phi hop nhét;
n 14 s6 c3p gia trj D/Nhiét do;

G =3 [ilog,, »)]

A=3()
B=3(log,y)

c=%)

Céc sé lidu cAn thiét d8 tinh toan dugc trinh bay trong Bang B.1
Bang B.1 — Vi dy cac sb ligu dwge thu thap cho phén tich hdi quy

Gi&triD | Thdigian
(min)=y tiép xic logroy 3 Ylogtay) (logyoy*
(C)=t
¥1 t log1oys &y 009,07 (log ¥
Y2 t2 log1oy2 (&) 4109,%,) (9932
Y3 ty log1oys (&) 4109,%) (logyoy:)?
Yo t log1oya &) (09,07 (logypy.?
i=n i=n i=n - fea :
A= Zf.- B= Zlngm i C= Z(‘:)z' &= E[‘Iﬁogm y‘)] £ Z(!ngw y')
= i=1 = ) =
Bién b A | B c G E
| quy djnh

11
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B.3 BangB.2 trinh bay cac vi dy tinh todn 6 déc clia dd thj tuyén tinh phl hop nhét.
Bang B.2 — Céc vi dy vé tinh todn 49 déc

GiatiD | Thoigian ! # -
(min)=y | tiép xdc G t(log, ) (l0g,y)2
(C)=t :
y1=4,2 t,=150 lognoys=0,6232 | (t)?=22500 | t,(109,sy,)=93,4800
, (log,v1)%=0,388 4
y:=2,1 =160 | logioyz=0,3222 | (t)’=25600 [ 4(109,0,)=51,5520

(togmy,)?= 0,103 8

=1, =1 =0, 2I t;)° =289 00 (log,,v,)=13,464 0
ys=1,2 =170 10g10y3=0,079 (&) 4009,% (o3, 2=0006 3

2

A= Zt, B= f:]og,o Y C= i(t,)z G';_‘ E[t,(logm' J’:)] E= g(logw y,)

=1 R =l I=l f=1

Bién sé A=480 B=1,024 6 C=77 000 =158,496 0 E=0,498 5
quy djnh.
(nG)-(4B
m=
(nC)-(4?
- () 58,4960)] - [(480)- (1,0246)]

[3X77000)] - (480?)

_ (475,4880)—(491,8080) _ 16,3200

= = =-0,0272
"= R31000)—(230400) 600

B.4 Gia trj z bing nghjch ddo am clia d§ déc va dugec tinh toan theo cong thirc sau:
o 1
giatrj z=-1—
m

Ap dung cdng thirc tinh @3 déc trén, két qua gia tri z tinh duwoc la:

z= -1( L =36,7647° C |am tron dén 1 chir sb thap phan
-0,0272

z=368°C

B.5 Hé sétwong quan, r, cho sy tuyén tinh clia @b thij gia trj z dwoc tinh toén theo céng thirc sau:

2 NG)-[(aXB/n)}
(€©)-(4?1n)|(E)-(B? /n

Trong d6 tht ca c4c bién dugc x4c dinh nhw trong phin B.2va E = Y (log,, »)’

12.



B.6  Céc vi dy tinh hé sé twong quan tuyén tinh clia biéu db gia tri z nhu sau:

Str dung céc gia trj trong Bang B.2,

. [(58,4960)~[(480)1,0246/3)]}
" = [(77000) - (a80? 13)](0,4985) - (1,02467 /3)]

2 {(158,4960)-[(163,9360)}* (-5,4400] 29,5936

- - = =0,9957
" = [(77000) - (76800)](0,4985)— (0,3499)] ~ (200)(0,1486) 29,7200

TCVN 9855-4:2013
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Thw muc tai liéu tham khao

[11  TCVN 8583:2010 (ISO 14161:2000), Tiét khudn sdn phadm cham séc strc khde — Chat thi thi
sinh hoc — Huéng dén lira chon, st dung va trinh bay két qua

[2] TCVN 8582:2010 (ISO 14937:2000), Tiét khudn sén phdm cham séc sirc khée — Yéu ciu
chung déi v6i dic tinh cda tac nhan tigt khuén, trién khai, danh gia xdc nhan va kidm soat
thudng quy quaé trinh tigt khuén th:'ét biyté

14



	001.jpg
	003.jpg
	004.jpg
	005.jpg
	007.jpg
	008.jpg
	009.jpg
	010.jpg
	011.jpg
	012.jpg
	013.jpg
	014.jpg

