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A HHETE H T JC T I B 2 11 T
A AN 38 T T e PR I D 2 1 o) o %) v 0 LA B AT H A R 1Y I D 2 iR

2 MEMESI A H

g1
I‘.l-'

TAN SRS T A SO N A2 e A el Ay, PLAETE H 695 S0Pk A0 H 09 MAS3E T AR 3¢
ML AN TE H IR 5| SO Hm o8t A CRLES Fir A3 /& 2lc ) 18 F T4 3.

GB/T 6682 43 ¥y = 45 a5 ] 7K MLA% F il 4% 77 %

GB/T 16886.1 EyrastE=iEM & 1 350 KRG M 72 vp i vE 4 5l 48

YY/T 0466.1 EEIFERM H TETEEERE frid S OUE B arS 55 1 3o .l =R
YY/T 0615.1 #p/m* o "Iy gy 2ok 85 1 8840 B 28 K By 25 1Y 22 0K

(e NRILFNE 25805 (2010 42RO 3P

ISO 11607-1:2006 HeZR KFEEIF MR 51850 MR IR RS 0% R0 E

(Packaging for terminally sterilized medical devices Part 1; Materials. sterile barrier systems and

packaging systems)

3 ARiBMEX

3.1

T AN AGE R E SGE T A SO

EIEEREY collagen sponge
Hh 2l B 21 20 H B A B TR 1 L R Al Al S CIN SR AT ) (V2 TR TR LT S L2 A B A ) v R

BURL.

4

4.1

4.2

23k

AR
H 3 W4 T It 2 178 49 10 R 13 60 Bk o 68, (IR A B TR 44

TREE

% 6.2 Syt ge i L GaURE Wl 2k Tt i AN KT 15.0% .

1) IS0 11607-1 & 57 938 E 65 i GB 19633 i A O 3t 3 20 s v % s i .
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4.3 ik A IR AT 1

¥t 6.3 AT B A L U EE M W K A AR DT B E R 20 65,

4.4 T E

6.4 ARG pH Rl 4.0~7.0,

4.5 Wilksh K5y

14 6.5 EFT i g I L B AR K3 LA R T 2.0

46 BEFRE

& 6.6 HEIT i ge R, E BN A KT 10 mg/kg.
F. W EAESES T AP ES AT EBCE W36 L AGWHEN S eSS . RExE. Hlb
W ATl RE S| ACRY F 5 m o 3= SR AU 4 8 OF 5 2B A DA R

47 EASE

bt or A AT R TN R DR IEEAES D EA S ENANT 902,
48 RIFEAEE=

Febt ok B AT RS B 4 T AR R R A s R R E R S RN AN T ERA SR 9X.
4.9 InhiiEsE

1% 6.7 AT ISR 1 em 8 AYEISUEE FH 2R BESS K52 0.5 N 42701 min AWTEL,
410 ZEFHEE

il 385 R 20 SR T b 2 R0 1 4 7 206k L 7 8 S A2 R o B B A SR Bl ik
411 TWLHAM

il 185 i AT #% 6.8 HEAT IR . HH A Y99 fh B 1a] )y 5 2R AT AR S T
412 M

e I 2 R R RN IR YY /T 0615.1 AU EER .

5 £WHEAFNE

A% GB/T 16886.1 ML X ¢ J5t 8 1176 48 ab 47 A2 <7 VP v, 45 21 i 38 B JC A v] 52 52 09 A 9
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6 WA IE

I8 LA A 110 B 20 250 A7 Bir A ke
AR oo A B BT P A AR g D o A L a8 R OK A AT 5 GB/T 6682 B RE B 2K iy 223K .

6.2 TFTHREXEIKRE
B FEZY 0.5 g 4P e NRIEFITE 25 1) (2010 47RO 3B B S W L 48 2 A il s 325 i A7 il g
6.3 WKW TS

AR 20 mg M BHERE.GCH m, . BABRA 20 °C21 CKRMBEN D HFIERER
T ARIR . BT A 2 SRR & AW R e K A e /N R A e A — A DK P R
B R A K FHEK 1 min J5 FRRERE 28 m, 38 R AUTREL REEHLENBGEE 5 L DOEEE
Az 15 e KA B

A e %@ T O B
iy
vl
A —— IR A 5L O
M | AR TR T A Y B E L B O e (g) Ao

i PR T A B B S e ()
6.4 BAWLAEIRIS Y 4

B 0.2 g BES BT RLZY 1T em® BEER . i Wl AR A 12 mL K FE 37 'C+1 °C T AP
=il 24 h.%%fﬂm&mﬂ@ﬂdfﬁ% DB VIRA) A RE I e AW pH..

6.5 FEHKARB O
1.0 g #Edh AL (P A N ] 24 ML (2010 4F MO 3P SEVT N 21746 .

6.6 BEBINE

He 6.5 FuEs 3 d e )R ME 250 32010 4ERD) 3P 5 H &8 kit ir 4 B3,
S TN 2 mL EEAEER SR M (pH 3.5) VA S B DLIE T . B EA L A,

6.7 ImHTHEEIRIE

HOE IR i 8 a1 em T8 AY SRR . — S [ 2 . 9 —Hhn 0.5 N AR 7 455 1 min. WE it
6.8 W[iH{MHiLLE

I 50 mg Bl B, 2 ABKEH P HFREREESERE. A sk L E
ANfindt. R HESE L2820 K 352N A 150 mL BE=fMEP.HPOEFH
100 mLFn#A %] 37 'C£1 CHEmsrESh 1 EERME G 1290 3 000 U/mg) BER R H W[ « (HCD =

0.1 mol/L], #F 37 'C4+1 C.2y 150 r/min BB RE A2 C2HEIL., EEHEEWY., 5 =IRELH
AR S SR
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i R A
(FSE MM F)
HEKERZEZEASENE

Al [RIE

8 ) R G R R R DL R B R U T T 2 B R o A9 A I8P RO R IR A T R TR
H

A2 UEFEHE

o R CE B ACHILIRIB AL E TR A o XU A =50 .

A3 EFERFH

a)  VRBLIE 40 B 4l A0 T 1,84,
by AL AR A (CuSO, « SH,O)10 g (BEEE 100 g, W FLE A L E0F 40 IR 25 .
¢) S0V HB I . WA 500 g B THERMANZEIE/AKE 1000 mL.FE2],
) REHRAM 020 TEI O BER S 05 01 Y W R 2 BE W 2 iR G RC Ak .
e) 20 ARSI . AU ER 20 g B A RN IR #E A 1 000 mL. 0 IR A 5 R 7
10 mL.FEZ],
) B E W [ c (H,S0,)=0.05 mol/L ] {2 3 mL .28 %% 1 Ak s K 3% 20 2 505 . K i
B2 1000 mL.FES ., BUFE 270 'C~300 C T 2EERIEELKIEENE 0.15 o. 5 % R
SE MK 50 mL {3 o F L2195 18 SUIR S 48 s 0 10 5 A WO 7 I IR AR S a5 2
HEEL AR EW 2 min 2 HEFR REFHEERRRHASKCL RO, 5 1 mL GG E
WAH > T 5.30 mg B O/ e R AN . AR 40 A 30 Y T A6 A 5 0 7K fil 198 69 A JBL R e O R AR Y IR
FE LS
g) MR W c (H,SO,)=0.005 mol/L | fi% o BUME B W £) 100 mL. & T 1 000 mL i
MoK R B 2 2 B RS
A4 BIE
A4l FEmBREWK

Ko FRECRE S 10 me A4 (NS T HAR 1.0 mg~2.0 m) IR E L. ich m, . 8Tk
B s e 0.3 g i RR 2.0 mL, BEAE FLOEE KN LR E B a 0, k81 1k
60 min, [ A F1IH 16 B8

A42 FEEBERBVEWK

i i FRECRE S 80 meg AF e m, MK 8 mL i 30 min. i . HUAM 2 mL. MK 14 mL.
10 Vo B ENIA W 2 mL B IA K (1.86—>100)2 mL,F£4) i 8 30 min i3 38 A EEIER 5 mL. & H

]
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R 4 A4 T A InE R R T IE AR,

A4.3 ME

W2 Dol e e WSO 10 mL & 150 mL HEJE I N 8 i B A0S 38E 4 R ey s AT T M ST 1Y . R AR
GFmIEE o Gn DA ERE N, D “ﬁ”“?ﬂ(fﬁtﬁ"ﬂl’ft 3~4 W MR IR AERETN.FIMA 504
AFAL 10 mLRFH 7200 FFRVOR SR BLY) 35 mL~50 mL . B %845 A v 18 i . 1L 78 0%
222y 1 min, Fﬁ&‘i‘i‘%’iﬁfﬂiw&?"‘%ﬁ F AR S e 45 1k 2 4R . WO T 0.005 mol/ L B 19 i 2 WA T i
FE + ZE T Th B S 0 7R R SR A T S P T RE I R R i E AR VL BRIE AR IR RE L Gn ) BB AE BUE
N DL ZE 0 L D B L Sk T T FE Y R T E ARV, ,|-‘? ERIER R ONEE: WNTEE =l I )
DL bz V8 0 0 A0 R 10 % B TH AR B R T RO A Vo AR R AT R E

A5 HRitE

& FFOTEMAES D B R S
_(V] _Vrju:l X{- >< 2>< ].’:]:‘.'Dl

W
] g A (1 —my )

vl L

W, —HmP BAS R,

v, i 7€ FE ah G ) T FE W B3 92 9 72 IR RR L B D 2 T (mL) 5
V, a5 T FE Y B a8 8 WO B L S 2 (mL)

¢ — WL PR IR o R MR L B O R IR B (mol /L)

iy —FFin T PPN Z W (mg) ;

m, ——FEm TR E, Y.

&€ FCIFREEMPIFEERE TR

(Ve = V) Xe X2 X 16 X 14,01
N e A A1 — )

A

W, FmhdEERN AT E=. 1

Vo, — 8 5 BT G, ) TH FE BY B3I 3 2 AR B, B0 O 22 FF (mL) 5
Vo 25 1 T R ) IR U E R AR B A 2= T (mL)

¢ T, 82 7 o WOV T, BN R BE R - (mol /L)

FE O T4 PP A2 (mg)

e TR E, 1,

e A RAES P ERA T

" s

1 g

W—(Wl — W.) X F X100
A
W T i = i =
F 5.55 . 7 R AL,
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Bt % B
(HLSE 1 M %O
AHEaBREEWNET R

B.1 R

2 I 2 1 B AR 5 A R g S X O s FEOR R e A A (0 A e ) TR TR S I el B &
G E e .

B..2 {Y3%

AT KA R AT W St EE T AR R TR AE

B.3 ikl

a)

b)

C)

d)

e)

0

h)
1)

F I 22 TR A v A 6% T - PR DO il 2 R 4 B S 20 20 mg KRR L FH 0,001 mol/L AY£h B8R % fit
TR 100 mLAGRHE LY 200 pg/ mL B 6.
RIHEMRERE . EBR ERES® 5.0 mL, KRB E 100 mL, 15 3| ik & 245 5
10 pg/ el I 2 1 s 1 3

S T AW FREL 0.7 ¢ SUBE T EF 10 ml A, B PR GO P I AR 77

B - Py A R N 9 P (pH 6,00 BRI 37.5 g K G rEM =81 ( Na,C,H. O; = 2H.0).,5.5¢g
—KEGFHERC,HO; « HoO)HI57.0 g = AKEGEEA(CH,COO Na » 3H,O) . b & A%
fift . PN A 385 mL SRR, HAKBEZR 1 000 mL,

AAL A I Wl AR e T KIS IR S R SR E R (V, H4VOIRG  BFE O
PRAT .

SERCCHR C ) AR 17,6 g 4F V& ZER A 21 mL @ S2IE % . 7N 74 mL 4
e Nl S T Lol W s R A AR P Y

HAEALEEW e (NaOH) =6 mol/L7TFRHL 24.0 g A E AL, HHAKBEM IR R 100 mL,
FRERIA W e (HCD =6 mol/L_ s Y 3hH8 54 mL K EE R 100 mL,

F LT3R 45 0.1 g FHELL, 0 0.05 mol/L R B LS H I 7.4 mL {5 kK wmBgE
200 mL. ZE@EH . pH 4.2~6.3(Z[—>H) .

B W c (HCD =0.001 mol/L]:H0 9 mL LM /KF#FE 2 100 mL. % 1 mol/L &5 f& % ik ;
HHC 1 mol/L @iz 1 mL, I /KFEESE 1 000 mL.

B.4 RWHE

B.4.1

1 o b 32

W2y 25 mg I H A A BURE BT % P . B T HL 28 U4 (a2 30 F . I 6 mol/L #9358 B 15 K
I mL, B HAFE 110 CHA K 24 h, GRS ST ITE O A 1 i R L5 i 2 40,

1)

T LA T B N S B 430 IS L O AT 7 kR ek

|
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6 mol/ LSS0 80 worh 1 2 5 i 2 s 0, KB B2 250 mL, ol i /B 0 RE W ki
B.4.2 E
B0 mL BES W Far g b b n 0.5 mL K AEREESER.HM 2 mL BB 1 mL &

bW R4 SEIRTEE 4 min fFH Sk, A 2 mL LG H IS8 4 6 A 60 “C ks F i i
20 min J5 ERE 1 h, W1 em AL, FE 560 nm 4052 WG EE , 3 AR #1725 FIFIE .,

B.5 #tr/EMLZ

A RTHC0 mL 0.2 mL.0.4 mL.0.6 mL.0.8 mL.1.0 mL $5#EH W INA 3] 6 A~ b 455 b GO R Y %5 B
A W A R O ng.2 pg.4 png. 6 pg.8 pg,l10 ;xg)f’ﬁfﬁuﬁﬂﬁfﬁ?jﬂ 1.O mL,0.8 mL.,0,6 mL.,0,2 mlL,
0.0 mL.4% B.4.2 B A2 58 . (1 FHI0 2 mL S5 P9 I RS a5 A 0 R MG O B 22 ol s o T 2
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