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1. Purpose BHY

A

J‘TJ' i‘:‘ -I"ll 1E R

Through technical review, to confirm the most difficult product of Silicone Drainage Product

Family , and use this product to build the IPCD for the EO sterilization process assessment.
2. Reference &%
1.1.1SO 11135:2014 [EfTeEMiNE-TH

ISO11135:2014 Sterilization of health care products-Ethylene oxide - Requirements for

development, validation and routine control of a sterilization process for medical devices”

1.2.AAMI TIR 28 =iE JEFAE

AAMI TIR28:2016Product adoption and process equivalence for ethylene oxide sterilization

2. E{h%rfE Evaluation Criteria

HEG T, AR RNER G, LUHIE IPCD BT/~ mixs KET 2 {E .

The evaluation criteria is based on the product weight, construction, volume , loading density,

total length of the product, EO penetration catheter inner diameter, catheter outside diameter,

catheter wall thickness, total surface area, the product design and function, manufacturing

method, packaging pattern and materials, production environment of Silicone Drainage

Product Family.Through technical review and data statistics, to confirm the most difficult

product so as to build IPCD for the EO sterilization process assessment.
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This technical review report applies to the listed below products,
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BIBRIFEF R [2]): <sp>Ning bo Luke

BRI R [20): TRER N

5 R MAIRA R )
' IES | e B
g ‘ %t B A% 20 Administrator]:
Fe e 7= SR PR ATR R i ] B Mz ﬁy@ N A
\ trator]:
No. Code description Name Volume cm? Density Materials Total length Inner diameter Ou? de ‘ = AlAdministrator]
glem® mm mm dia n% {er‘ % B [ Administrator]:
{3 s .
HEEEMAEE 10Fr A5 55 il 4 drain. ful ‘ B % A [Administrator]:
ilicone round drain, fu
_ e + A5 Qili Vs ..
1| JP-2186 1; ,ii ;%F L LiPFf::;SNEL L 8.239 1.216 EEB% Silicone 1025 1.3 3 | WE R Administator
HREFRFEE 10Fr w51 S8 | . N % B 1% 2 [Administrator]:
Silicone round drain, full BER+&RE a
2 | JP-2187 (#54%) JP CHAN DRN SIL RND . 8.384 2.250 - 1043 1.3 3B . .
10FR FULL W/TRO channels with trocar Silicone+metal 7 B Administrator]:
HERERFEE 15Fr 55158 | . 1 B 4% 7 [Administrator]:
Silicone round drain, full N
3 JP-2188 ($53%) JP CHANNEL DRAIN ] 23.415 0.707 #£8% Silicone 1129 3 5 o
15FR. FULL FLUTES channels without trocar l ‘ B #% X[ Administrator]:
BERERFEE 15Fr H5| S5 _ ‘ i Administrator]:
= == T Silicone round drain, full HEE+ER Vi B Hs A [Administrator]
4 JP-2189 (#53) JP CHAN DRN SIL RND h Is with t 23.74 1.745 sili tal 1147 3 5 1
channels with trocar ilicone+meta i ini .
15ER FULL W/TRO ‘ % # 1% 2\ [Administrator]:
HEREFFEE 19Fr 55| 54t vr ini .
IXL/ == " Silicone round drain, full N | B A [Administrator]:
5 JP-2190 (#53%) JP CHANNEL DRAIN ) 27.246 0.715 #£8% Silicone 1129 3 5400
19FR, FULL FLUTES channels without trocar | 4B ks R [Administrator]:
e Z & 19Fr 7% 5| . .
EIHX!%;JHE = rw SISt Silicone round drain, full HR+ER ‘ B B % A [Administrator]:
6 JP-2191 (#4#E) JP CHAN DRN SIL RND 27.571 1.609 1147 3 51
channels with trocar Silicone+metal . ..
19FR FULL W/TRO | BUE K A[Administrator]:
LR LI B Tmm 3154t i )
= n = N Silicone flat drain without R o BB S [Administrator]:
7 JP-2210 3/4JP CHANNEL DRAIN 7MM, ¢ 21.717 0.905 #£8% Silicone 1100 3 5.
rocar
3/4 FLUTES L ¥ E A% U [Administrator]:
3 f ‘G‘w“‘:“ 1% B 4% 7L [Administrator]:

B A% A [Administrator]:

} ““ 1% B 4% 7 [Administrator]:
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JP-2211

ERREFEE 7Tmm #3554t
4 JF # JP CHANNEL DRAIN
7MM, FULL FLUTES

Silicone flat drain without

trocar

22.042

1.904

HER+ER
Silicone+metal

1118

‘ MRS R [2]]: <sp>Ning bo Luke

BIERIFR T R [2): TR

JP-2212

HERRFIFEE Tmm FH5| S
£ FF#& JP CHAN DRN SIL FLT
7MM FULL W/TRO

Silicone flat drain with

trocar

20.012

0.759

FERZ Silicone

1015

10

JP-2213

ERREFEE 10mm 1A 5355
&t 3/4JP CHANNEL DRAIN
10MM, 3/4 FLUTES

Silicone flat drain without

trocar

20.337

1.950

HR+ER
Silicone+metal

1033

11

JP-2214

HERREFEE 10mm 15315
¢ £ 74 JP CHANNEL DRAIN
10MM, FULL FLUTES

Silicone flat drain without

trocar

24917

0.892

FERZ Silicone

1100

12

JP-2215

HE R T IEE 10mm H5 S5
£ FF# JP CHAN DRN SIL FLT
10MM FULL W/TRO

Silicone flat drain with

trocar

25.242

1.727

HiR+ &R

1118

13

JP-2216

ERBTHFEE Tmm &3S
3/4 JP CHAN DRN SIL FLT 7MM
3/4 W/TRO

Silicone flat drain with

trocar

22.306

0.898

f£R% Silicone

1015

14

JP-2217

HER R EE 10mm 5| S
3/4 JP CHAN DRN SIL FLT
10MM 3/4 W/TRO

Silicone flat drain with

trocar

22.631

1.838

HiR+ER

Silicone+metal

1033

15

JP-2221

ERERFEE 10Fr B3| 54t
3/4 (#%#E) JP CHAN DRN SIL
RND 10FR 3/4 W/TRO

Silicone round drain, 3/4

channels with trocar

10.236

1.942

HiR+ER

Silicone+metal

1128

1.3

3.3

16

JP-2223

HRERFEE 15Fr 75| S8
3/4 ($53%) JP CHAN DRN SIL
RND 15FR 3/4 W/TRO

Silicone round drain, 3/4

channels with trocar

26.051

1.656

HIR+ &R

Silicone+metal

1230

| BRI R

51
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ERERFEE 19Fr F35l S5

Silicone round drain, 3/4

HiR+&R

‘ MRS R [2]]: <sp>Ning bo Luke

BIERIFR T R [2): TR

17 JP-2225 3/4 (#53E) JP CHAN DRN SIL ] 26.974 1.680 - 1129 3 5.1
channels with trocar Silicone+metal
RND 19FR 3/4 W/TRO
BERCEIFTTAE S 10Fr F4531S4t -
Hubless silicone round L
18 JP-2226 JP CHANNEL DRAIN 10FR o 10.578 0.849 #£8% Silicone 1110 2 3.6
drain without trocar
HUBLESS
FER B FTAEE 10Fr %531 S5 JP - i
Hubless silicone round ER+EE
19 JP-2227 CHANNEL DRAIN 10FR 10.723 1.760 - 1128 2 3.6
drain with trocar Silicone+metal
HUBLESS
BERCEIF TTAB S 15Fr A3 S5t -
Hubless silicone round L
20 JP-2228 JP CHANNEL DRAIN 15FR o 22.617 0.901 #£8% Silicone 1200 2.9 5
drain without trocar
HUBLESS
HERERFEE 15Fr w5154t JP y N
Hubless silicone round ER+EE
21 JP-2229 CHAN DRN SIL HUBLESS 15FR o 22.942 1.833 - 1218 2.9 5
drain with trocar Silicone+metal
W/TRO
HERERFEE 19Fr 55| 54t -
Hubless silicone round L
22 JP-2230 JP CHANNEL DRAIN, 19FR o 39.677 0.778 #£R%Z Silicone 1200 4.1 6.5
drain without trocar
HUBLESS
HERERFEE 19Fr w5 55 JP . £ g
Hubless silicone round HER+ERE
23 JP-2231 CHAN DRN SIL HUBLESS 19FR o 40.272 1.637 - 1218 4.1 6.5
drain with trocar Silicone+metal
W/TRO
ERERFEE 19Fr T S| .
Hubless silicone round ER+&E
24 JP-2232 & % JP CHAN DRN SIL o 40.237 1.573 - 1216 4.1 6.5
drain with bendable trocar Silicone+metal
HUBLES 19FR BND TRO
ERERFFEE 15Fr T Zeh 5| .
Hubless silicone round ER+&E
25 JP-2233 & % JP CHAN DRN SIL 22.906 1.722 1216 2.9 5

HUBLES 15FR BND TRO

drain with bendable trocar

Silicone+metal
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+ = e e . |
TR BT 24Fr #5554t JP | Hubless silicone round HER+ERE ‘ MERIFRT* R [2]]: <sp>Ning bo Luke
26 JP-2234 CHANNEL DRAIN, 24FR | drain with trocar, 43" total 62.731 1.709 1217 55 8.1
Silicone+metal e
HUBLESS length ‘ MIBRIFRF R [2]]: TR E& AN
ERERFEE 28Fr 175154t | Hubless silicone round o R
ey
27 JP-2290 CHANNEL DRAIN, 28FR, | drain without trocar, 43" 83.235 0.686 = 1200 6.4 9.4
Silicone+metal
HUBLESS total length
ERERFEE 32Fr 77551 54$t | Hubless silicone round e
oy
28 JP-2292 CHANNEL DRAIN, 32FR, | drain without trocar, 43" 98.862 0.767 e 1100 6.8 10.8
Silicone+metal
HUBLESS total length
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‘ MIBR[FRF K] Fam#Ek Load Configuration =)

| bR R
4. kﬁi@ Conclusion L | BB R b T
ET U ST, THI@MM~am EO flttbss, (BT & E, FEWMT N

Based on upon analysis, listed two product have the strong EO resistance, but not sure ‘ b ST [

¥ B % U [Administrator]: FAZIE: B3 E

which one is most difficult - to - sterilize products, the reason is as listed:

| mEERE R

EREFEFEE 10Fr 55| 55t (k438 PEsA. NEEH/)
JP CHAN DRN SIL RND 10FR FULL | Highest density, narrowest inner diameter
W/TRO

L ‘ At SN TN AR

| BB SIBET R PIsRE, ATHE: AT

| BE MR K] PR, AT AETEE

B FHHEE 15Fr 5155t 3/4 (#61%) | RRKESK
JP CHAN DRN SIL RND 15FR 3/4 W/TRO | The longest catheter

| BB SRIBRIN]: 0 CBRIAD Arial, JAnfL, R o

B A S T IPCD BT 38 EHARIA, WA R &858 IPCD BT KE I i121F{E.

So these two products will be built as IPCDs involved in the fractional cycle qualification to

\i&ﬁ%ﬁ[%?ﬁ]: FAE (BN Aral, (hC =)

\ WEKR[FE]: TG0, e
confirm the appropriate IPCD for EO process assessment.
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PR IR B
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R[FEFR]: Pt 57
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Mo, Pater
要增加产品生物负载测试， 以确定产品生物负载是不是符合要求或基于数据定义一个控制要求。

Mo, Pater
根据你的技术评估报告， 你打算是做三款IPCD吗？ 如果是，那也需要在这个说明一下。另外如果是三种IPCD， 那么需要在接受标准里描述一下， 如何确定一款用于半周期的IPCD. 

Mo, Pater
关于IPCD， 具体的准备可以参考SOP， 但是具体使用什么产品和理由还是需要在这里描述清楚。

Mo, Pater
请增加一张图， 显示BI 的位置。

Mo, Pater
这是产品无菌测试？ 如果是， 说明一下为什么选下面三款。

Mo, Pater
这个描述不准确，这个方案本身就是短周期， 怎么基于单周期IPCD 的结果？ 

Mo, Pater
整个灭菌过程需要有记录， 记录装载的温度测试结果， PCD 的取放， 以及无菌测试样品的取放等信息

Mo, Pater
根据药典要求为40个， 每两个一组， 供20组， 分别用两种培养基培养）

Mo, Pater
需要说明测试要求， 比如培养温度， 时间和培养基， 具体可参考哪个SOP

Mo, Pater
关键的要求请在本方案中描述。

Mo, Pater
需要说明具体的测似要求， 比如温度， 时间和和培养基， 具体可参考无菌测试方法验证报告。

Mo, Pater



Mo, Pater
关键的要求请在方案中描述。

Mo, Pater
请备注一下， 哪些参数是与日常参数不一致的？原则上短周期的参数与半周期的参数保持一致， 除了暴露时间和进入灭菌柜前的产品温度。

Mo, Pater
我没有看到备注呀。

Mo, Pater
没有要求吗？
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