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General requirements of tissue-engineered medical products

(ISO/TS 21560:2020, IDT)
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AN E T BAEEST A RHR TIREST 75 (tissue—engineered medical products, TEMPs)
(P EEK o AR SO T X% T-TEMPsAH OGP RE . it it A% L 5T 42l A FRUA 1) AR 4 2 R0 5 22 A
JT TN ELSR o AR SCARANPE B I RAR G AN R I 223K

A EHTHT2W RSN SARINGTT (s FHTEMPAL 2» #E47 34T ) IZH S TRE ™ i,
[FIREANE F T2 A 6 0 S i . R 4R 20 B sl 28 B W JH B ERAH 2R (243D ITEMPs . BR
THNTABMEAT (B0 RKIKIE (GIashykIi) MBS AL, RS AEH T TEMPs 5 &
g2 DR

Er EBR, EREM T AR R, B BE T AR SO R R )RR E

2 HEMSIRAXH

N BUSTA e P A S RIS 5| TS AR ST A b AN AT A B S e, v H IR 51 SO,
AZ H 0 L RRCAR & B T A SO AN IR SIS, HoloshioA Caldsprf iz ) &M T4
A

ISO 13022, Medical products containing viable human cells—Application of risk
management and requirements for processing practices

ISO/TS 20399-1, Biotechnology-Ancillary materials present during the production of
cellular therapeutic products—Part 1: General requirements

ISO/TS 20399-2, Biotechnology-Ancillary materials present during the production of
cellular therapeutic product:-Part 2: Best practice guidance for ancillary material
suppliers

ISO/TS 20399-3, Biotechnology-Ancillary materials present during the production of
cellular therapeutic products—Part 3: Best practice guidance for ancillary material users

ISO 22442-1, Medical devices utilizing animal tissues and their derivatives —Part 1:
Application of risk management

ISO 22442-2, Medical devices utilizing animal tissues and their derivatives—Part 2:
Controls on sourcing, collection and handling

ISO 22442-3, Medical devices utilizing animal tissues and their derivatives —Part 3:
Validation of the elimination and/or inactivation of viruses and transmissible spongiform
encephalopathy (TSE) agents

ISO/TR 22442-4, Medical devices utilizing animal tissues and their derivatives—Part 4:
Principles for elimination and/or inactivation of  transmissible spongiform

encephalopathy (TSE) agents and validation assays for those processes
3 RNiFFEX
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3.1

JEMYIBR active substance
FH 8 TEMPH 22 N E I A . AR H S Am A R 2 e, A AR s 1 mT SBT3 FH 3
3.2
ElFE{&k allogenic
AR, ZHZABESE L R 52 F ARG B E— MM A R AR
[SRiF: ASTM F2312-11: 2020, 344k, CMHBREAARE. ]
3.3
B{ARY autologous
M. ZHZABERE I R 52 A — A
[Skifi: ASTM F2312-11: 2020, #4%, CMBEEBERARE. ]
3.4
S EMEMIE bioactive agent
HHORSRAFAE I B H ML L R4 R (B T -& BRI 724 R4tk B9 (1)
WK D BOX R R .
3.5
YMREE T AT cellular therapeutic product
HUMEE . Bimel A2 # Hgni . 22 sla8 5 B/ AE AT &5 39 A1 Dh R sl 5 e i A 2 R 4 A
[FERbRIUE: ASTM F2312-11: 2010, k4, ZBSIIAREN “4iflyTE”  SEsmik]
3.5.1
MENER cell line
JRACAH S TR 2 B AL AK: 57 J5 P S B A R R A
1 HEARTT LR RAETGIR .
3.6
Z5A%R excipient
S5 A ITEMP (3. 18) HHRRIEMEMI BN FL B S
w~fil: BRI
3.7
B TEMP finished TEMP
i3 i 1) R A B A 2 A (R TEMP
3.8
EE4REBHY genetically modified
BA R sAE R s AL P Y
[#ORRUE: ASTM F2312-11: 2020, #5414%]
3.9
S 45EHR lifespan
SRR .
[ZERRIE: TS0 19108:2002, 4. 1.21]

EJTE5H medical device

BENE MBS, BA el MReE 7A@ IAGES . & lds. B, A, K
Al PLIRAT S AR AR AL A DS 4 i o

HARERIT H 045

——izWr. PR, WL R ERGEAREN;
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——izWr. WL BT AR e B A
—— R S A B AR B R O AT . B e SR B
——SCRFEAE R s
—— IR
—— RS A B
—— B ARAME B AACRIEFEAR DR A5 B L&
—— AReE 2B G B T B AR P AR S S EEHUE A, (E AT DLd e 2R T B
AT RE .
[BRRIE: 1S0/IEC #5i 63:2019, 3. 7]
3.1
BEJr ==&k medical product
25, AP BT SR RECE AT S .
[BERIRUE: IS0 13022: 2012, 3. 4]
3.12
L ENF ancillary material (AM)
FE i I R S TEMPHE Ak A L, AR O B 27 AL — 5553
1 AVAETE STEMPEH A M- BeAd e P RE s (BIANALRE 7. 287, B BWE. 350 FH Ak H)
s (HESERA LSS BTERES (FIRE. B TFEERT) .
2. ACREIEAE (B, EFREMD .
SE3: ERRELEENLN, AMPEE IR A EM KL
[ZRIRIE: 1S0/TS 20399-1:2018, 3. 1]
3.13
HBHXEES regenerative medicine
B, BHaiAa AR, HE a8 T DL R B 7 IR D RE T 2
[ZRIRIE: PAS 84:2012, 2.266]
3.14
% 58 scaffold
HTEMS BE. sllFAEHRRCFY), BARMRITE. 46, ks, SR TR

an
o~

(BB} RYE: ASTM F2312-11:2020, 24%%]
3.15
&8l starting material
Y SR/ B AR BTAE, K R TEMP S AN RTZ BGER 73 BN SCBR AWtk AL YiE 1Y)
Jii .
3.16
ZB20 tissue
SRUSAHIE . Dy REAH 5 B A0 AL 4 8] 53 4% — x€ J7 NG5 G A — R I R AR E DI Re O 4r a4
[ZERRIE: ASTM F2312-11: 2020, k4]
3.17
4AZOTFE tissue engineering
WA Rl TR R S EORME S, KERAEYIEEDIR A T8, R a2
AEA (B HAAMMDEE R &RV EYIN A X R
3.18

AL TIEESTT =5 tissue—engineered medical product (TEMP)
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P28 N h S0 R 4 B4 TR 2 Ab BRI AV ), A BT A A B R SR SRR 1 S B (M e T
PR, AEEL B, B, RS AN, AT B e A 1S A ThRE

[RLkUs: ASTM F2312-11: 2020, k4]
3.19

2B xenogenic

Y. HLEEE N E S T A Y.

[FRlkUs: ASTM F2312-11: 2020, CMBRBEMMIBAARE. ]
3.20

I6F validation

I8 I B EOULUE SR B A I8 R T A & BN FH Y K

ST WAERT TR R RN B A B e R (st AT T TR i s B SO 14 5

2 “CIE” —i A TRFA MRS .

FE3: B HAE 254 TT DA B S B BRARAUL

[ZRRIE: IS0 9000: 2015, 3. 8. 13]

4 BATEETmBRAZEXR

TEMP A B8 L5 2 AONERE 4R B & TRE 2 A0 B 20 4L, 77 BN A 3. 145 LA B R SR8
SRR A ST HE o ATART A AR RS ot TEMP (10 5 428 1) 32 LB 75 7 il i FE AT RN R e N o BAR LA 5 THIE
& CTEMPIRI DG ER T B S HUN # N J, AR SO b 2 AT S VEGH 1) 1) 18«

—— R BB SR R R A AE

—— R R AEAE

——TEMP il it i #2815 21 78 70 458 il F G IE

—— L PPARAT AR D6 B () £ L 4 % 008 1 () 5

—— T G A FH 5| AT 2 i e I T X R 3 ™ B A B R AR

——4H . SRR R 2 i 1 R IE W  R ORUE 7 ol o R 2 A8 TEMP (1) 0%

——TEMP . BA TR 78R -

FHF-TEMP I & = 1, R FH 35 XU DA 1 7 7 6) 5 TEMP ) S 4% &2 VA 300 R R
SCR A IR i 1E S DR R ING PRI R 2R 47 0 7

WE: AREREEE BRI IRET (W) ol Fi ik s .

JARS BB RARYEISO 13022:2012, Z5K4iEAT, FFRLER 5 TEMP R RE/NF RO #E . BEH R AR R 3=
AFEEAIR TR CEAR SR Fgnium (ol AR4n sk g 2) R Hom TRERE, 4uiuisE
8. (FD 7B S, TEMPEBhEL (R 4iRe s R IRe /1, S Vg rEREl (D gkl ()
WIS ZEMEL BI456 s A8 77 SR A & DL IN TAF R SRIE RN & (Bl g gD o« HAh SRR TEMP
FOEMIZEE (e T SREUAEIG R FIIG R ) 1 ] AN XU 2 BT b AT 2 58 . Rt B ivvrmr AL
A N B AT SR AT W R A U o i B TEMP S L 0k, AfRLRTIN TEh, BdES
TS R BRI BT AV, AR dilid. 3. P FHs MRS — R R TR

FWEZHRIS0 13022:2012, PfF1. FETEMPRIAREEH, 8725 FE FEAR RS TEMP I P 7E RIS ME S YL 1) m]
AetE.
I VE 2 R TEMP (1) 44 2 AN BRI 5 Dh e R e LA R FL I 73 5 At SR 4t i F 2H 21 5 &5
FLAAE 22 BT AR AR P AIAR 250, DA X TEMPAITE 32 4 44 B A ELAE O AAR 2 1, RO AE YA 280k
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%, FERIFFATS0 13022F11S0 22442-2,

52 ER
5.2.1 ¢mRaFnzAZn

P TEMPHIZH i ] ARLAE AR B BB & X AR B ARIR A B 21, MR A oo fit
BORE (BIINTH AR | 8. IRE HIORIEAANMSERL, L TR % e W o A% 1 R B T35
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FH A 3 ) J TR A 2R B 5 A 45 5 T B B TEMP PR SR AR BT, Bl n A= i k7, A
NI
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