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D B AT 95 CTARDT 3 hy

2) EEHENREENT AMET 140 CF . A4 T 8 min SiSFH .
c) 7E 200 CzELE.

C.6 #¥x

S s R A E Z RS A A LR T 800 CryiR B s bl .
FE B S 2R TR 78 B 3 4 sk RN TSE R AT 232, TC 7 5 18 2 21 B4 i 2 5fe 0 791 4 i

C7 HEFM4IMTEY

3 FURETE P B — S PR MR 7 7 it FLJ FRES R R P P R IR BRI
R R £ (CPMP) UK

FﬁTﬁJﬂuI%#%ﬁ%E@ﬁ%E&Tﬂ\% TSE ELI?_H%&'

R KA R AR M B R pH 1~2, ﬁifx pH>11 @y #2, 2R 5 7 300 kPa T
140 CE AL 30 min;

Tl A A L R R T

—— R A i LR G O W AT AT L 1 A A R B SR R R A F AR IR LE AT A AR PR A .

VORI E R EG i B A R A EOR TARAEEAT T — 0UR 4 BEFL A A 7 FLEE 0 B 5 8 HT 2, % KU TF
AR T SR IR SR B B U1 BR LR 4 B BT AR IE AR IR L B T8 R4S B0 1 18 B0 T4 30 4 RDBH RO LR R
RHEEE.
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B SR 2 2 15 4 1 g 45 IR IR CTSED o A0 15 B (45 5 A0 10 28 ) 18 1k I 8 b e g (OB 2 8 R JRED A
2 ¥ 20 1R R s (BSED LA B A5 J 595 0 5k FC s (CID) o B 7R 448 JA G 00 5 2 B008 1R - bb e R o, 3k o
B E FERNBREGEEA LK, BASBEIET, BRTM A BIT .

LRI Tk S B R T T TE A5 B B . 3 T R 2 B St K I 3 S BE I kA R B
i R LA WARMHEI T A S SRR A R R 2 . FUE I K SR B S PR A% 45 1 B - 7E U A] 59
R EEEENIE TR XEH XAFTRR TS A2 EHREEANMERER. L8E Yt
9% 3 A IR N F FIOR BB AU IR i s AR

D.2 ANFEXE

ARG 20 I HE SR, A28 CID #28 RJB 50 (vCI V) & i BSE 512 i, B #i % A [7] BSE A
F AT REEHR A AW s MRS . Wik, A T -8R, LIFE(E ] TSE 5 @ sh ¥
JBZE Yy b e o B T AR AN B AR 2 S KU . A B SR 4 Y T BT e B R R R AR
AW e T AT A A IE 2R A A R SR AR R AR B TR 2R AR R ELAR B B BU M LA R

D.3 TSE EFREEIE

D.3.1 Em

BT AR RAEEER) TSE W TR M E 2R TREEE, BAEENA TH 84~ HH, H
FEAT 8T R A
—— FHsRE . & D.3.2;
— MR YE, S W, D.3.3;
—RIRE R, S W D.3.4;
—— 7 1A IS Y RE SE AN AR & W D.3.5;
— BT KRGS ER TSE BT E. 50 D.3.6;
il it — A~ BE 47 SR AR AT T B9 s IR IR A RHEE . 2 L D375
—— L5 R 3 n A B Ak A B U A B 2 0 D325
— B\ AER .50 D3.7.3,
UNAT L BE R A, ) 3 T S R Sl I T AR TSE AH & sh 4 Fh B A A1 4 SR sh i TR 0 b R .

D.3.2 EHEBEHME (R YY/T 0771.2—2020)

TSE KU Bk Fsh Bl g I ab & 7R R 4L A 9 P .
1T TSE et 2 2 B04F 10 55 & 20 B 0T A0, A1 okt o 0 R ok 5T 0K o {3l ) A 0 22 R AR X
I 01 1K1 2%, ol P 2 % B 9 R KU SR IR 6 D T LUT B 30 4 AT R XU R Ak . i R B BN
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(fallen stock) B & & A TSE SELI31H 2 B FHMAK BONE A . SR W BAT X KR 2 &
4 YY/T 0771.2—2020 Fft 5% A FER.

D.3.3 ihIEEFE(R YY/T 0771.2—2020)

il B A~ B B %2 09 SR BA B R £ 2R R AT Ak e L A5 B[R 2 4558 BSE BRI A R KU RS . s sE B RO
HiE T BSE, {8 i T HA AR B TSE KU .

W R E LD & R A 5% BSE KU B M PEE, ), it R sh W 44 (OIE) Bk 3 T4 8 5t
(Terrestrial Code) BSE #f 3¢ {5 B £ B : http://www, oie. int/international-standard-setting/terrestrial-
code/) . E LT AAT T 1] FARVF T 24 I8 H K (i shAE 9 DA R s KA A5 st CIITE 5 /9
sk, HAZE) DAMMBEER TIFTARLFTHEZE B R, 5054 3CH47].,

D.3.4 FRBAANREM

il 7 B E R RIS SER (WD /2. S ELCREER A EH A S ERE KGR, BE
PR ESEREST AR AR REMT Y I A . S A ERARET 4208 TSE
YR S AR, R M B LA R G A8 E X B A KT 32 35 i A 0l 4l 4h

H il B 25l 37 A W] 26 B 3h 8 i8R A4 R B9 FE BG (R 20 28 3R 18 21 T i 5 T A 4 U (WHO)D 1 it o
# D.1~3% D.3 2R WHO % 2006 “EXF 404028 .3+ H WHO 7£ 2010 £ F#H7 T TSE H 415 etk
Sk, ETYTMEFEZMIOE . TR X 8E B8 IEKEITA . 3 5% B0 A 8IS P17 E N A
EHE .

F D.1.3 D.2 #13 D.3 KH T HIFF 5 FALHE

+ AU PPt

—  TAR A e PrP TR

NT FifE;

NA A& A

7 BRI RATE

O B2 M e 25 Bl

[ ] ESrfEidFik PrP mid ik H A9 2 F (Te) /D BUR A M 4 9743 A s PrP™ 3 5 5 s 5l Y
& Ye Pk 5 PrP™ %4 ;

PrP™ % 1 (TSE (&8s i[RI A ED |

St P 0 e AT R £ 4 2 B M AT R AR S BB PR Y L O ELER T F A A J A B0 08 0HE B B R
XA EFFAT BT . SEPR b AT AR G SR H A 0k 5 /D B ot BE 8 3R 6 ) b 4% I e 25 1 4R T A B ek e
PR R A — e & 4 B O R 5 PrP ™", Lh B A T Ak N AE S AL R UF oY B AT U L (X kR AT
5 P Y B ARG B A R

T AR oy 28 5 R 23 25 FE A Rt R T, XU 2 28 R oR A (0 B2 25 FR 4 R A e K O L iR
AR Z W A A, DA BB HRAE  00, 4 0 A R e e v {1 R IR e e B A i R )
RETFHE T AP NS R 5EESIFD B FHME LB RERWERAENEEENEREZ., BT
A4 I, 3 o ) A% e XU R 9T o el T R BRI R e et LB AL AR 2R ofim 80 e 2t A R T AR AL
B HEZ —. 1 h 2 DR Y s m A Y U B RE 2 B8 . BT S U 59 IS 5 B 0 4 B G ek e
HERIELERK.
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XD AX.BREEAR
TSE G SRR BE#) CNS AALIAR % £ 5 CNS 2R f 4 g4
A 4 HWEMILE
HE vCID HAth TSE BSE RS
R PP S Prp™* e PrpTs® T Y Prp™sE
fitg + + + + + + + +
i + + + + + + + +
0 NT + + + + NT NT 4
£ NT + NT + + NT NT +
B + -+ NT 4 + NT + +
=X HE PR 3 ok NT + + + NT +
o 7 ¢ NT + + + — + + +
i f e NT + + — NT NT NT NT
" REERKBEHY DR EFAERALT T ARBLGURE YN, 4 AR R E e B S
B/NR R EMERFEFT, AR a2/ d A ARG A ENE. T8 EREHH
B 2R R R B A, B R 2R S SR ) W] B A B R BSE,
" TSE LHAL A B RMH AR — AR ARSI 5 F 85 R,
© S LA A A T S 5 S A R T B e R M A T T 4R T B 4 M ARG R
905 0 1T 33 o B O OE 4388 O 7o KL 4L 4
= D2 BHE.REFHEARD
fE e/ B 2 A —F B R B PrP™ 08 & s 4 R
A% % ETESHITES
48 vCID H Al TSE BSE FERE
gt PrpTs® SR PrptsE R PrpTsE il PrpTsE
SEMERSE
SR E + + = + (+> + + +
T A NT ee NT (=) NT + NT +
HERKEAS
e + + - + - - + +
Wy + + + - - - + +
i Bk AR + + NT - + - + +
Wi it NA NA NA NA + = (+) +
Hi g NT 1 NT - — NT + +
HiLE®
=i NT | - NT - - NT (+) +
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£ D.2 (8D
/R E A —FERY PP R R HEERN S ER
NE 4 ERLE
H vCID HAlh TSE BSE PR

R Prp™sE YA PrpTsE Ik PrpPTSF &Yt PrpTSE
HoH WREAHTH) NA NA NA NA — NT + +
/% E NT - NT = - NT (+> +
+ =1 NT — NT - - — (+ +
= NT + NT — = = (+) +
I8 ¢ NT + NT — + + + +
H (=) + NT - NA NA NA NA
P NT + NT - - - + +
B (+) + NT NT NT NT NT +
EEEAR
g NT - (+) - — NT + +
5 4t NT {3 NT - - NT - —
Fy' NT —(+) NT - = NT —
HiA g
IR /3L G NT - NT = = NT - A
BRR NT —(+) NT — - NT — +
i 15 26 41 NT = (=) - = NT NT NT
Lo JUE /A NT - - - — NT — -
fiti NT = + = — NT + -
JiF NT —(+> + — — NT + NT
i NT —(+3 + == — — (+) +
B LR NT + - - > + - -
e R NT =3 NT - - NT + NT
it — — (—) — ) NT + NT
L NT + (—) + (+> NT + +
&' NT - NT — = NT (+ +
i % NT 4 NT + - NT NT +
B NT NT NT + — NT 4 g
RE R NT = NT = = NT + NT
= NT = + = NT NT NT NT
¥
CSF — - + — = NT + -
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Rt #1/ B2 D —FIE M PrP™ 4 50 2 PR B9 SF R LR

A% & MAEMLE
4 vCID HAfth TSE BSE FEFR
R s PrpTsE ARt PrPTs L PrpTsE B Pypase
i #47° + ? = ? - ? + ?
I 3 NT - = NT NT NT — NT
e NT NT (—) NT — = + (+>
bR NT — — — = NT e =
L NT NT - NT — NT s NT

s

4

k

B CR &R  PrP™ R AN A L E # 4 A
FE A RO REECHT Hf , PrP ™ (W B 3 18 A0 3% 0 K B2 45 1 3 e R SR R BE L L R A IS R BHAE )

* PP (R A RS L A o (R R SR S R I AR 03— “FEME % BSE S I 0 K 2

CEABEE R RAsYE (R EH REMERB B ZEH. FENAE MYE R R
) — R .

HERAH G BSE M AR R e 4 SL B MBI B, 7E 1 Fe 2k PrP i3 5 [ /] B 53 6 70 B i 2 4k A 0 0 2t
. [EREWHEHHA T PrP™ 0 R E I AN E NERRR D, F RSBk A PR SRR,

© RT AR CID BRI EEE — S ARB TN, S RHIES,

P SR 958 D 38 3 3 A AL 54 4 B V66 R 4 A 56 S M G BE 1B B KR R LA TGt T PrP™E (LA I
PEARZR . BRI TR BRGNS FED . (B —IR AR X e SRR TR R LB K B R B B A AN R A

NEATERY

PrPTsE 2 IR 18 YE 3LAR 58 MR A R 40 2 ch R U 1 A0 TSR AR FLIR R R R R PR A

PR OBRY R O RTICER  PrPT R VAR TE B RN R R AT A
VB REHA R RERM N E R TR G T PP,

TE (i ) BSE St 3 R 2H 41 28 11 1% 2 4 45 8 B0 22 o 22 36 o 2R B — B3 PR 42 B
A sCID FIEG 3 2 1) RAC K B4 4B IR0 , s 4 BSE &4k, HE, —k BSE 4= f L AL 3 (R sg
220 1 0 L ) R P e 1 A 2 PR/ R (PP B R ) % S R L R A B e S U R K . L,
UL e AN AR o R B IF S8 2 B PR A vCTD b o 30 4 SC I 480 B LA 7 PrP™s8 fE SEIR Y B AR L 4
R O BSE 45 [ Andreoletti, & RS $4E IR A sCID.ICID Fil vCID # W FF 7 PrP™, &
PrP™E R 5 20 ek o [ AR B M A5 48 B R E R AR T E R P
A R e A M R PR B S B R AE PeP™E R T E RS A A T R AR R E SR R, H
NTEREN TR SRR MAE. £ ARBEERNM LT F T2 LOHEFLPEE PrP™,

"R T R
CHTEILT A AR Y R E B A PSR CID, B AR R R RS 2. KA AT B A

A 8.

AR K ST D A5 vCID AL A TSE 3845 58 0 B4k, s 41 5 R IR P05 15 18 2 1) B9 I R

FIRAT A F LS
* 9% H AR A B R A A L IR IR 11 0 A T AR BSE = i IR il B A 4R 26 A9 T 9T LR O B IRAT AR S A A M

IR L 9 £ 240 B AR 4 (A R Tk Y L3R 0 B9 4 M) A S Y TG B AT vCID BRI M BT C Y R T TSE &%
WG o S PR T BRI R R . MR VIF FEHNCEENABEEPERIETERKRER. 85 KM
R TSE B & M ML BSE 4 M (AR F DR EAEHEER. BR, LELREFHRER & EEE
7 IE RS RS AN TSE I 3% A/ Sl 10 6% 38 J2 B 98 P RO A il PrP ™, {H R84 L3 EARME M M3 R 3K
B EE LRI AR AR EE il T EAAR M PrP™ BB A HAE M4, P45 R A fE 5 5
ARG RIEROBGE. BT RELB(NANER BRBROARIWHER N T RER) . WHO e R4
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AR TL T b R AT ik PR, (H R 730 £ 9L, 3 o 2 R T A P B9 g/ L~ ng/ L) TE %
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2 WA FLH G A L1 e B4 A 4B 0
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[1] 1ISO 10993-2 Biological evaluation of medical devices Part 2: Animal welfare require-
ments

[2] IS0 10993-3 Biological evaluation of medical devices—Part 3 Tests for genotoxicity, car-
cinogenicity and reproductive toxicity

[3] IS0 10993-4 Biological evaluation of medical devices—Part 4 ;:Selection of tests for interac-
tions with blood

[1] IS0 10993-5 Biological evaluation of medical devices—Part 5: Tests {or in vitro cytotoxici-
ty

[5] IS0 10993-6 Biological evaluation of medical devices—Part §; Tests [or local eflfects
alter implantation

[6] IS0 10993-7 Biological evaluation of medical devices—Part 7 ; Ethylene oxide sterilization residu-
als

[7] IS0 10993-9 Biological evaluation of medical devices— Part 9:Framework [or identification
and quantification ol potential degradation products

[8] IS0 10993-10 Biological cvaluation of medical devices— Part 10 Tests [or irritation and
skin sensitization

[9] ISO 10993-11 Biological evaluation of medical devices—Part 11; Tests for systemic toxici-
ty

[10] IS0 10993-12 Biological evaluation of medical devices —Part 12;Sample preparation and
reference materials

[11] IS0 10993-13 Biological evaluation of medical devices— Part 13 :Identification and quanti-
[ication ol degradation products [rom polymeric medical devices

[12] IS0 10993-14 Biological evaluation of medical devices—Part 14 ; Identification and quanti-
fication of degradation products from ceramics

[13] IS0 10993-15 Biological evaluation of medical devices— Part 15:Identification and quanti-
fication of degradation products {rom metals and alloys

[14] 1ISO 10993-16 Biological evaluation of medical devices—Part 16; Toxicokinetic study
design [or degradation products and leachables

[15] IS0 10993-17 Biological evaluation of medical devices—Part 17 : Establishment of allowa-
ble limits for leachable substances

[16] ISO 1099318 Biological evaluation of medical devices — Part 18;Chemical characterization of mate-
rials

[17] ISO 10993-19 Biological evaluation of medical devices— Part 19: Physico-chemical, mor-
phological and topographical characterization of materials

[18] IS0 10993-20 Biological evaluation of medical devices—Part 20: Principles and methods
for immunotoxicology testing of medical devices

[19] 1ISO 11135 (all parts) Sterilization of health-care products—Ethylene oxide—Require-
ments [or the development, validation and routine control of a sterilization process [or medical devices

[20] IS0 11137 (all parts) Sterilization of health care products-Radiation

[21] 1ISO 11737 (all parts) Sterilization of medical devices-Microbiological methods
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[22] 1ISO 13408-1 Aseptic processing of health care products—Part 1: General requirements

[23] ISO 134082 Aseptic processing of health care products—Part 2: Filtration

(247 1ISO 13408-3 Aseptic processing ol health care products—Part 3: Lyophilization

[25] ISO 13408-4 Aseptic processing of health care products—Part 4 ; Clean-in-place technolo-
gies

[26] ISO 13408-5 Aseptic processing of health care products—Part 5; Sterilization in place

[27]7 ISO 13408-6 Aseptic processing of health care products—Part 6. Isolator systems

[28] ISO 13408-7 Aseptic processing of health care products —Part 7. Alternative processes
for medical devices and combination products

[29]7 ISO 13485 Medical devices Quality management systems Requirements for regulatory purposes

[307 ISO 14160 Sterilization ol health care products-Liquid chemical sterilizing agents for single-use
medical devices utilizing animal tissues and their derivatives-Requirements {or characterization, development,
validation and routine control of a sterilization process [or medical devices

[31] ISO 14937 Sterilization of health care products-General requirements for characterization of a steri-
lizing agent and the development, validation and routine control of a sterilization process for medical devices

[32] 1ISO 17664 Sterilization of medical devices-Information to be provided by the manufacturer for
the processing of resterilizable medical devices

[337 ISO 17665-1 Sterilization of health care products-Moist heat—Part 1: Requirements [or
the development, validation and routine control ol a sterilization process for medical devices

[34] European Pharmacopoeia, 2.6.8 Pyrogens

[35] European Pharmacopoeia, 2.6.14 Bacterial endotoxins

[36] European Pharmacopoeia, 5.2.8 Minimizing the risk ol transmitting animal spongiform en-
cephalopathy agents via human and veterinary medicinal products

[37] US Pharmacopeia </85> Bacterial Endotoxins Test

[38] US Pharmacopeia < 151>> Pyrogen Test

[39] Supplement 1, Japanese Pharmacopoeia XIV, 17. Basic Requirements for Viral Safety of
Biotechnological/Biological Products, listed in Japanese pharmacopoeia, pp. 1618-1631, 2003

[40] Global Harmonization Task Force (GHTF)-Study Group 1. (SG1l) Document No.
NO029R13, Stage PD dated December 2003 (http://www.ghtf.org)

[41] WHO Guidelines on Transmissible Spongiform Encephalopathies in relation to Biological
and Pharmaceutical Products, 2003 (www.who.int/bloodproducts/publications/en/WHO_TSE_2003.
pdD)

[42] WHO Guidelines on Tissue Infectivity Distribution in Transmissible Spongiform Encepha-
lopathies. 2006 (http://www.who.int/bloodproducts/ TSEPUBLISHEDREPORT.pdf)

[43] WHO Tables on Tissue Infectivity Distribution in Transmissible Spongiform Encephalopa-
thies. Updated 2010 Chttp://www.who.int/bloodproducts/tablestissucinfectivity.pdf)

[44] EMEA/410/01 Rev.3-June 2011, Note [or guidance on minimising the risk of transmitting
animal spongiform encephalopathy agents via human and veterinary medicinal products adopted by the
Committee for Proprietary Medicinal Products (CPMP) and by the Committee

[45] EMEA/CPMP/571/02-Fcbruary 2002, Public statement on Lactose prepared using calf
rennet of the European Agency for the Evaluation of Medicinal Products

[46] Terrestrial Animal Health Code from OIE— Office International des Epizooties/ World Or-
ganisation {or Animal Health. http://www.oie.int/
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[47] No N. 177 of the Ministry of Health, Labour and Welfarc on the standard [or biclogical in-
gredients, 31 March 2005 on Standards for Raw Materials Originating [rom Living Organisms (ht-
tp://www.nihs.go.jp/cgtp/cgtp/guidline/03052001,pdf) (in Japanese)

[48] MEDDEV 2.11/1, rev 2, January 2008, Guidelines on Medical Devices, Application of
Counci Directive 93/42/EEC taking into account the Commission Directive 2003/32/EC [or medical
devices utilising tissues or derivatives originating from animals for which a TSE risk is suspected, A
guide for manufacturers and notified bodies (http://ec. europa. eu/health/medical-devices/liles/med-
dev/2_11_1_rev2_bsetse_january2008_en.pdD)

[49] Assessment of Risk of Bovine Spongiform Encephalopathy in Pharmaccutical Products,
Part 1 Pharmaceutical Research and Manufacturers of America (PhRMA) BSE Committee, BioP-
harm.,11, Number 1, pp 20-31, 56, January, 1998

[50] Assessment of Risk of Bovine Spongilorm Encephalopathy in Pharmaceutical Products,
Part 2
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