ICS 11.040
CCS C 30

e

S K R 0

T/CSBM 0058—2025

2 AT B 3 AL 28 T AR AR AH R A N
1K P B 3 R R PO A JR B3 AR MR RE VO 07 3E

Test method for evaluation of the biodegradation and collagen
regeneration of biodegradable particulate facial soft tissue fillers

2025-09-16 &7 2026-03-01 LT

HESWHREE %
tH

il
SN ES R i hR



T/CSBM 0058—2025
—r
B

[

RS IR GB/T 1.1—2020¢ b i 4k T4 5 0]

ASCPE i E AR A R 2R

5 1 ARy < AR SO B 5 R AR R RE U ) Y B E
T AR SR B A 28 N 2T BB S e M o AR SCPF Y 8 A HILAG AN RHH IR 1 B 52T
AT [ A bR R S E TAR R R IH .

AR SCAF A e BT - R AR R 2 B3 A PR R AL SR RIS Bt Uk T i 56~ (L 1) BRI R AT BR A D
T KB BRI JR SBeAnAT BRZS W] ORI 01 1 A i Bk A BR 2 W) RN T 24 A 56 B S e (ORI Tl B 7 i Ak

R s ) (R T B R A R KR ST (TR A BR 2> ) 1 25 4 A1 B 97 A ROT 5 B A7 PR Wl
JRAERR LI A T RRAE R T

ZN LR NS B 73N S L N TE N QO EPEANE B 1 1IN S B SN 770 I S 7 - NN SN WS NG 372 S



T/CSBM 0058—2025

51

[

BE B 28 0% & e M R BE 2D | BR YT 26 258 B 7 SR IR 1S hn , B2 F A= Wy o b i 2 . o, 2R C A B
(polycaprolactone, PCL) | Z£ i€ ¥ FL & (poly-1.-lactic acid, PLLA) F2F& 85 JK A (calcium hydroxyapatite,
CaHA) %5 BE % 5 5 J5¢ IR 2T 4 A 780 A £ A5 AT 38 At (O 52 5 T ST B 8 T i i PR N T O 228 T ot @500 5 ok
PSR o 3% ST W A SEL S0 00 TE 6 D H ~5 AE N RIS, DS B B R AR 2 A R ROR .
H = BRAT B AR HEAR 22 oy, 30 oA N7 1M 288 AR A P URE AT 1) A 80P R I i i 3 R A T DA 1 7 0
au

MR G

IS8 DY AR LR 5 B2 UK A IS D £ 5 A A0 R AR AL B T I B A A N B R A o B K P e R
BEINREZ — & 327 SCHE T D £ HE AR ) BT R 1A 90 45 25 A DR G2 S AN T RE o W5 8 D 21 4 T 245 1 22 L JRE 4%

AR T BE, AR SOAE R 9 BRLGe € A1D1G L BR 285 3 B T 142 1 i D 2T 4
P 265 25 R R AL o AR A VIR0 TE 700 L8 RORE A SR B8 Tt A 0 ) P s 2 e g, A ] B A A e 1) BRI I8 figp Y IF
AT o AR SO SR FTSEAR AR A 09 05 125, PPAR S T R P ) BRIORE 7 R DAY 694 3 A B 1]



T/CSBM 0058—2025

2 ) B A AL E T AR AR AH RAE N Y
EABEBERMERRBE R TN TR

1 el

AR SO A0 T AT A AWORE IS T 0 29 20 ZPUREL A TR0 7 ik i 2l 0 e ) e i T AR R D A P E O
WIrk.

AR SCAF I FH T A e S JC AL < T A ORE LT R AR e 23 1 A/ BK SR R 20 1 R e R TR AR 4 SR
A

2 HEMESIAXH

TRB A T N 2 S A R S I AS AR S AR R Ak, Herh T H R 51 A S
P AZ H IR A BAS 38 T AR SO s AR 1 H BT 5 1R SCPF, L S508 BOAS (L 46 BT A 08 e 38 ) 338 T A
A

GB/T 16886.1 EEJ7 sl A=W 2= PP 45 1 350 RUBS 45 L 72 o (9 PF M 5 30

GB/T 16886.6 EI7 &t LW =1 55 6 #0 A AT i B ik 5

YY/T 0511  ZL A= Wy Wi &5 4% v I At R 1 e P ¢ X 6 T vk

YY/T 1899  nI MR [ ¥ i WA A e 2 200 B 24 RE AR il 4 S5 PF 0 O vk

rh e N R 3 A 25 (2025 4R D

3 RIBIEX

TANARIE R E CiE H T A SO
3.1
HERR AL NF  facial soft tissue fillers
FOUA ] 0 00 B R 2 R AR/ SR BREAL DU FE R 20 A U H I B A R
3.2
f%#I microparticle
R EERIE RERIE SR FIIE /N T 1 000 pm 19 8 28 J0RE .
e - Crh A8 0 R RN ] 24 8L) (2025 48 b)) DU &R, A7 16 2k ]
3.3
B4 regeneration
SRR AL A E (S FLS5 #) R D G AH LAY 8T AR A2 AR E AR N IR it 2
PR YY/T 1445—2016, 3.6]

4 GERGIE

I B 2 s T T AR SO
GPC: Bt 1818 % {61 ( Gel Permeation Chromatography)



T/CSBM 0058—2025

Micro-CT : f# &) Ha 1+ B AL )2 F1 4 (Micro Computed Tomography )
PCL: % ) WiE (Polycaprolactone )

PLLA : /£ Jig B #Li& (Poly-L-Lactic Acid)

SHG : il I i 1% (Second-Harmonic Generation)

PBS: i g £h 2& #f £k 7K (Phosphate-Buffered Saline)

5 :%\ngz

A SO I N 4% B GB/T 16886.1 A 22K, 76 MHUAS SO T i i AR PN I i L 2647 A4 RE AN/ 55 258 B8 1
FHIC A2 0
SE 1 X TR S 7, AR SR eI S 86 7 v T R R 58 Al T INE AR R R K IR, 45 4 1 P A AH 4 7
FIA BT
SE 20 SRS IR — 5 B 58 A TR A AR FAS B, I L R L AR A T

6 RIEIEIt
6.1 RIEFN
6.1.1 EW(EZEXR)

A R i A Ak T A P B VT A T B A A6 A WS, AR 3 A VR B AR R R 50 R A
KA RE B % A B 18] L sl 75 i, LA KRR RS 1) 09 A2 W I v 22 S AF IRk R 56 sh 9 . #HR GB/T 16886.6 1Y
T B T
6.1.2 HmIAREE

5 RAE Y (s ) A EE , S A USRI B OB 207 . S AR B TR He NS B v 2 A I AL

R G0 B8 2 R B, OF L2 A0 o o7 L 0 o SR PR R B S T PR A AR W AR 2 1k A RHIBE O B A
Wy B A BT 16 45 o

6.1.3 BHRESR

JAK BRUF) 2 Bz ML Bz 3 7 TE R A B R PR JRE Y 1R =22 P, — e A B s DA R I 9 = R I 348 A 2 18 55 07
TR 5 AL, % )2 4540 5 N BOIRA A — B0, AN HB R JCTT e K BT 3l F AR R A B0 3B 0z

6.1.4 KB

W B IRy J2 A% )2 5 BE B2 M 3R B 3 12 05 3 L B AN R B v AR I o0 A ML AN B 4 HE S S A 3 5N
& B2 RARALL 5 4 B2 Ik v 22 Fh it Jst 55 N BT 0s AT 58 SRR, HLov Al 5 NS B IR o 3 B2 ik 5 N1 B
JOR A5 R R PR AR ARL 3 AR R A A A

6.2 HEAFK

A T3 A S B PR A, B 20 U AR 4 WL AR O 300 B AL o 2R PR 7™ it AL I
JZ AT R 8 Sy S 8 R B T R S T T S AR SE AR D R A I T R AR B R,
B L A1 RE B SR L, o T USRSl 4 7 3 i AR A A AR

G B AR Oy vk R AR T ARER , T AP AR — KR 2 em YOI O, 1 PN AR KR 4
T U4, B A IS B HE K IR UT E W 2 10 mm PAE, 5 36 A9 4% H CINBEET ) B i R A 848 h o e



T/CSBM 0058—2025

A — AW A A ) 2 (8] 7 AN B B AH 2 fih

AN (AN R B K B B8 A ) A5 AR g o b Rk 1Y) B — A A SR T 2 /0 3 3l W) R0 R 8 i AR AR A,
— A AW S HGEE] 10 KBRS A 10 X B4 .

KA B (CUs ) A5 70 5 b b4 L B — A AR 2 /0 2 s AR 68 B RE A BB, A — A 0 A B
IKE] 10 A RERFE A 10 A% iR .

6.3 X% A

X AT g A Rk a0 ] S0 T 5 11 AR SR AR A S A a6 7 it TS0 3 AR I DA O o — B 1N e fie 5 AR
Y 2 A AR R 5 04 e SR 0 U6 SR 300, vl AR A A e fige 4o 0 DAk 77 i 10 38 A T 1, LA WL 30
FOZE I 28 /DU B 3 AN I ) A%« B AT BT A0 B R A it 7 b 2L U R 3k B AR E R A AR AR AL
an JLF S8 2Tk

7 ERABRSITEMH

7.1 H#ENWH Y EFNER A B &

% YY/T 1899 R4E MM VEFRA o
FE TUB ST BRE R A S TR R S R A —

7.2 BREBEIEM
7.2.0 KEBLEHEMESHFFAIEN

7.2.0.0  ZH AU B 3 A B0 R R AS () G 60, 07 125 0k 3 0 A S SN BT AR I B A B D 4T 4
B35 R 43 A S 1E DL o

7.2.1.2 HEBYI R NE LY s et DUAE T PE Al 2 25 & R o A RO S OB A mCrE o TR U A
P ity , A A ) 5 T R 21 20 50 A A 3 A — RS, T DA A Bt ] DSBS o AN I 45 A 2 21 U0 R i
il 4 7k YY/T 0511,

7.21.3 AR EAR T Masson Je 8 LY RRMLLY 6 VG et (CEBRIR-Ah 2L YL £3) 1k
H Herovici i J5 s (655 .

7.2.0.4  PREECTT RORLRR VR BERERE R W AE o T IO A R 45 T IE AR A PE AR L DL R R A e e

(SR 7 e
7.2.0.5  ZF HEAR I AR P v R A% ) Sk B R D R L AR A K RS X e A R AR AL

1M AE ™ A2 A EYE SHG {55 . SHG {55 B9 iR MO nl LRI R ®F 58 20 U8 45 4 2 1 i R L) o ol id
JE BRI SHG R L3 87 158 i A4 1 25 A HES

7.2.2 HERIRTHENEEEI 53T

SR U3 1 TR 23 B 22 G %0 b1 4 Tl B st f) HE 90 BB o) £ 47 20 B o B R Jo] R 0 MG it 2 4 2 285 36 5 T LA
0 SHG B 5 i 9% 06 S 3 B sl At R R e €. 077 1 R AT o 0 S () R 90 14 i Bt AR 2 A7 23 M, 2R i Dt
LR YRR HES | B AR ST B ASSF S H TR ILHE S B

7.2.3 REBEHESITFNMIHT

7.2.3.0 G ERY tA 25 B K Ay A A A Al s R U T A
7.2.3.2 SHG &g 5 EHER 7 M s
7.2.3.3 ¥ YY/T 0511,k H 18 H K14 7 &2 8t (CurvAlignV5.0 Beta  Fiji image J.Image pro plus) , ¥



T/CSBM 0058—2025

K (D THE R AR
RNCF = l\i;fsv X 100% ( 1 )
K
RNCF R A%,
NCEV B 5 b SOk ) B 3 A i Jie 4t
OFS g FRAT) R oA A R A T AR

7.2.3.4  H—E A E D REHLIEBE RO EOR R %) 5 5k 008 517 AL Ao BT 5
7.3 BEfREZEM
731 —mWEXK

7.3 XEREMYEREM A L5 A BIWER PR E AR S0 B i DA K 4 ZURE A vh 4 I kR R
AT AR RERAE | H Ok, 505 SRR AR, 43 i o A 5

7.3.0.2 & YY/T 1899 1 YY/T 0511, [ figk bk i) 128 55 o] 09 7 5 1 AR A G AR A S i 3 350 7= it 0 10 5 e sl
[ AH G . W) 2 /D 8 3 S E) i T B D i B A G ik o R v (A R Ik 0 AR IR A
AEBOL = i L P58 A0k . AT S8 2 J8 4 JR (13 8] .26 J&] 52 JE B R e ] Sy U AR A

7.3.2 EEBFERN
7.3.2.1  HEi&

Micro-CT \CT FiI B i 45 AR £ AR ¥y 55 20 52 10 30 ¥ BE 47 BRI, (55 22 7% 5588 90 Hh 2E 3 )RR I 4
T, AN SO AR AT 5 R ) P 1] 5z 52 R T ARG N0 o 30 BByl 0 3 A7 T o ik 5 8 < iy A 3 19 07 5, A S ik 4
AKX BN Y B T AR S P BB FEAT RN o AR T BOR TR IS AR S AR R AR O AR S LR R R 1
Wo % YY/T 1899 iz & 1 KR /3 ZR GE A7 70 A, D i A A 0y 00 300 A A /T R/ 0 A o 2 B 2
TR A B i, UL AR 46 I (9 BLA /T AR/ i 2 S 0 ih i, #3228 50 (2) THEB AL TR B il

A (1£)><100A (2)
Ao,

7.3.2.2 =SB A R B A B AR

e BRI AR TE LU BT 2 RO S B0 o AR A0 Sl W B B DR/ FIABL A R ASZ , JE 95 1
AR AR 3 3k 3 BT MO B4 B IR 175 155, A W AR A 1) RS B 2578 A, 3207 0 X v S K B2 1 i 23 T LA
70 (75 ) J T ik 58 JC ) ) A0 AR R S R 6 v o

7.3.2.3  Micro-CT/CT 3 #1647 £} P& 2

Micro-CT/CT 14 AT A3 H A8 AR B R/ TS0 2 LA KR ) S8 B ) W 7 A R I ik A 155 0L
70 [ AT AR A5 sl P A R A AR A . — M, S EB 5 mm~8 mm SR )2 A Al A R R E 4 4
W T3 1 % TE AL AR 4 Ja B AR AR (58 R B R A ROk ) ) A0 o e PR AR



T/CSBM 0058—2025

7.3.3 HEESNERERESRITH

7.3.3.0 X ICUE HIRAAR S A DU S R A GRAE A O 25 B B RE AT SR A 27 0 F 5 1 RE 1 K DY o %
7.3.3.2 R R4S AR b RHE A R4S b SR B — A AW KR B R R T AR A AR
Mg . PEAY kT GB/T 16886.9 #il YY/T 1899,

7.3.3.3  UIHCEL AR A 20 2L, R B A 02, F A 2R i, B O R OB RL . # B sk A RIS NS L1 GPC
IR 7 QiR o I S 175 e = A (P U w1 R AR A v 2 i S

7.3.3.4  RPERZEHORL (41 PLLA (PCL) F R fiff io A5 008 A< 44 S8 1k / 3 A AL AL B, 15 M 50 00 2% 7 2] DL ROR
J s (3)

dz‘m =K'C_.C,C., N &=
Ao
Cona 2 IF 1] P AR 58 Afp AR T R AT )
t ——fHARE;

K' —— P fiff o R0
Coer —FEL AT FV TR J5 5 A o
C, — KM,

8 Zitoh

R & FL R ST 22 7 WA PR IR 46 2R OF X 25 A X IR AL 8 21 25 SR AT 25 5 0 M i A



T/CSBM 0058—2025

Mo A
(#et)
kL N B R BT ik

Al UEEE

IOl AE IR R R 2 B B B A e O L R T L LGPC .

A2 HEW®

PBS 2% i (0.01 mol/L,pH 7.2) ,\ Tris—HCL(10 mmol/L, pH 7.4) . JB & A i .

A3 FAETE

AT

a)

b)
c)
d)
e)
f)
g)
h)

e i i 2K 1 I 9 - EBOIBR B P B A Tris-HC1(10 mmol/L, pH 7.4) %, 8 Wi & 20 50k
3%6 1 SRR M B W TR 1R 35 7% B PR 1 min, A 4 CHE IR 8 IR i 4

VB A AR B U A PBS W R I TR 398

FHIR B AR BPE 21 2187 6%, K2 2 mm;

TEVKIE B 2 m A 0K, 55 30 s ## & 1 min;

FESRORE R A T AR I R . AE R A O R R S A, S5 R < 25 kHz, 250 W, 60 min;

B PR ICITVE | 25 85 F /K phik 338, F 1250 48 BUDTTE

P B0 B ILTE R R TR 2R B B A

P8 e € 15 0 ) £ Ky R 4



T/CSBM 0058—2025

Mt X B
(FetE)

B TR B R U R B AR AN T 4 W R B U G5 A o A

B.1 BRI R A%

B.11 7R H R R AR 4 4 AR TE Y Y RO R R AT AR R B N TR YO A . R
£ 4 790 nm~900 nm, SHG i# i FH &k (b5 , 322 IS0 K v B 388 nm~420 nm .,

B.1.2 T 0 40 5 IS kg 4 pum~40 pm, JB 8 B 35 35 0 H o 7 2 41 TT DL I

B.1.3  SHG X i J5 A5 ) S A e S5 vk i A v, iU fefi FH SHG PR A 72 22 B 407 o

B2 HAEREMNZENHNZSHST

K EGor Mr 22 G0, %R0 B D 64 HE B B 1) 12647 20 B o Rk S I 04 T D 27 48 01 255 T LA
F SHG A& B8 R i 40t 2 i B s A R iR e (0 07 6 3143 . 26T MATLABIR H ,CT-FIRE ¥ Je i Al ilh
LA (CT ) X 1B B ik A7 2% W RIS i 27 4 100 2%, SR )5 21 4 BR300 k (FIRE) JE JG 1> 47 4 10 2%, (0 4%
S 41 SRS 2T G bt TR AR T T A 2 5 R T A R A T A I 4% ) 2 D R AT RUXER
7] A 1 14 I i PG A7 0 A L A S I it 51 A B IR el FORS) B S 45 S 80



T/CSBM 0058—2025

2 % X M

] GB/T 16886.9 EESFa A=Y -#iFM 25 O W00 WAL W Afp )™ 1y 19 R A1 A1 i AfE 22
] GB/T 25140.1 AMRHEAYRECE 504 25 1oy Huh 54 2
I YY/T 1445—2016  HBUTFRERIF AW M AR

[4] ASTM F561-05 Standard Practice for Retrieval and Analysis of Medical Devices, and Associ-
ated Tissues and Fluids

[5] ASTM F981-99 Standard Practice for Assessment of Compatibility of Biomaterials for Surgical
Implants with Respect to Effect of Materials on Muscle and Bone

(6] 25 i PR AT 5 ot i A8 BRIV ] 28 £ o 24 ot M B A LR 2565 34 5)

(7] wp A R ] 52 56 30 W) 45 P 2% 0] ( 2017 4F 5 =R AB 1T hiv)

(8] MAERE, Z55:, VG, 5. By RAELM M EN HEMRPFM ] A TR S EEIR,
2023, 19 ,517-524.

(9] XUF, EB 2, A 40, 45 . BB X AR B 2 2L N HE 6 J8 S 19 2 A EL[T ). Journal of Practical
Orthopaedics , 2007, 13, 124-125.

[10] Moradi A, Shafiq F, Robison T, et al. Multicenter evaluation of a topical antioxidant serum [J].
Journal of Cosmetic Dermatology, 2024, 23, 145-153.

[11] Bredfeldt JS, Liu YM, et al. Computational segmentation of collagen fibers from second-har-
monic generation images of breast cancer [J]. Journal of Biomedical Optics, 2014, 19, 016007-1-016007-10.

[12] LiuYM, Keikhosravi A, Pehlke CA, et al. Fibrillar Collagen Quantification With Curvelet Trans-
form Based Computational Methods [J]. Frontiers in Bioengineering and Biotechnology, 2020, 198, 1-14.

(13] k7 —, EME, XER, 5. UGO8 P AW B2 A% a9 i T EOE 2020, 47,
0207008-1-0207008-12.

[14] Jan De Boer, Clemens A. Van Blitterswijk, Jorge Alfredo Uquillas, Nusrat Malki, Tissue Engi-
neering[M]. Third Edition. Elsevier, United Kingdom.

[15] sRakRR, U EL . R0 25 9 3 27 IM. JE 5t Bho R




