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Cold Chain Insulated Container Verification Report
is suitable for
CP23(II')B cold chain insulated container manufactured after November 15, 2022
RIRFERAER &
EHT 2022 £ 11 A 1 HZ /5471 CP23(11)B W HERIRFE

REPORT NUMBER:
PRODUCT MODEL:

TEMPERATURE ZONE:
VERIFY CONDITION:
VERIFICATION TIME:

= TREN
FE i A

mIX:
BoIE 2% A
LRl

RUHR-VR-202211008
CP23(11)B

2~8C
High temperature at 35C
2022.11.11-2022.11.16

RUHR-VR-202211008
CP23(11)B

2~8C
=R 35°C
2022.11.11-2022.11.16

Hangzhou Ruhr New Material Technology Co.,Ltd. #M & Rt RIRHEFBR/A 5 *Confidential/4] %*
Page/T1%1 1 of 12



o,
gR
RuhrTech

OBJECTIVE: / BE##

This Operational Qualification report details the testing results that the actual time for
CP23(1I)B Cold Chain Insulated Container manufactured after November 1t | 2022 to
maintain in the range of 2~8 'C under the high temperature ambient of 35 ‘C ,which
meet the duration requirement of 96-hour.

ARIRBAEIAE R & AN T 2022 £ 11 H 1 HZ 547210 CP23(11)B A 45 (R IR 46 75
FERIAESEE (+35°C) F, MWIEEL4ERE 2°C~8°CHIMRIRA K, 155 96 /N R iR i
ROER

Hangzhou Ruhr New Material Technology Co.,Ltd. #M & Rt RIRHEFBR/A 5 *Confidential/4] %*
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1.0

TERMS AND DEFINITIONS / RiEFIE X

1.1 COMPONENT

Any individual piece of the packaging system including the Insulated shipper, corrugate
subassemblies, individual Insulated layers and ice packs.

1.1 #pt
FLEE R G AT AN, BIERIEAR. EALE. RN ER S A .

1.2 PACK-OUT

The detailed instructions on how to precondition and assemble the packaging system with
the product load to be shipped.

1.2
AR AL 2H 2% 003 F 48 DL KCRRAZ 7 i 7 A PR PR AR B

1.3 CASE

The largest assembly of product: typically a corrugate box containing sub units of cartons of
product.

1.3 7
BRI iR I H R LA ARAT, BRI (R, WEZ AT

1.4 CARTON — SECONDARY PACKAGING

The smallest assembly of multiple product units: typically a small paperboard box filled with
product.

1.4 4556 - — ke
AT B TCA S B/ NS B R TS I NAR A -

1.5 PRODUCT - PRIMARY PACKAGING

The smallest unit for which packaging is designed to protect thermally and physically.
Typically this is a vial, syringe or other end user container in some sort of simple packaging.
1.5 il - M1 Ae

7 S AT R AN BRORAP ) B N BT R, IR — ORI R SR ML TS

o ol HoAth 2 FH P 5 8%

1.6 PRODUCT LOAD

The combination of cases, cartons and product assembled to be packed inside the
packaging system.

1.6 FEa A

HEAEOR RGN T AN~ A S .

Hangzhou Ruhr New Material Technology Co.,Ltd it/ € R H A B RN # A 7
*Confidential/fl%* Page/T1 %50f12



€

b= Rard

=4 A
RuhrTech

1.7  MAX PRODUCT LOAD

The combination of cases, cartons and product, assembled to be packed inside the
packaging system that contains the maximum amount of product that will be used with the
packaging system.

1.7 R T

My AN RAE, AR RGN RN RS R

1.8 MIN PRODUCT LOAD

The combination of cases, cartons and product assembled to be packed inside the
packaging system that contains the minimum amount of product that will be used with the
packaging system.

1.8 BN A

T AAEA S, HBEAEOR RGN RV IR .

1.9 COLD CHAIN INSULATED CONTAINER

A combination of parts, that when assembled according to the pack-out provides thermal and
physical protection for the product load.

1.9  AEERIEA
BB A G, AR IRIRA 97 b SR PR RE ORI A B R Y

1.10 TEST SAMPLE
A packaging system assembled with a specific product load.

1.10  JAFEA
e s T AR R RS

1.11  EXTREME POSITION

The extreme position is to define the worst position inside the case during test process. As
products have the specific temperature range limit, temperature at any position inside the
case should endure the required duration. In the report, the positions of maximum
temperature and minimum temperature were described to define the risk. For high ambient
temperature, the worst position means the point of maximum temperature. For low ambient
temperature, the worst position means the point of minimum temperature. The temperature
recorder is suggested to be placed at the corresponding worst position during practical
delivery.

111 RAEHE

WAE AL B RFE M AL A, R A BURE RS I E . BT 25 #0648 € W Z IR
il PR e A AT A A B R S ) BB A 5 i AR oK AR, FRA T Rk AE RN
SE IR A HH L) g v il B2 BN e IR A B AE s A D, e A I o
NEGESNE: MR, RAURE S I B RS S A E . ELhrizfd,
FRA T IR P A% IR AR BB A X L e 55 L
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2.0 REFERENCED DOCUMENTS / &% it

2.1 The 2016 edition of ‘China Good Supply Practice
2.1 2016 Jix (g e ) SO
2.2 RUHRTECH standard OQ thermal report template
2.2 E/RbRiE OQ MK

3.0 PRODUCT DESCRIPTION / /= i#hiR

The product loads are defined in Table 1. / 34 % &7 L% 1.

Table 1 - Definitions of product loads to be tested
- i B AT 8

Load Quantity to be Case Configuration
Description/ZH## | Tested/ iR E Geometry/3E56 &

See APPENDIX 1:

Minimum/Z 1 Pack-out Diagrams/

KT ALE

4.0 AMBIENT PROFILES / MiAFFE

4.1 See Table 2 for the simulated ambient temperature of the insulation performance test.
A1 DRI A RE PN I RE ORIt R BEADL A B i B2 L3R 2.

4.2 Each test sample will be disassembled and reconditioned as necessary to meet pack-out
requirements before testing against each temperature profile.

4.2 FEXAERANIR S i 2 AT I /T, AR TIARE AR AR Y ZOR AL 2, DU Al ZK

Table 2 - SIMULATED THERMAL AMBIENT TEMPERATURE PROFILE
R 2 AR SEIR

Step Type Temperature/{Z &
Steplﬁg?‘ié /ﬂ;%%ﬁ! b (oc)
1 Soak/fE i +35

Hangzhou Ruhr New Material Technology Co.,Ltd. 0 & /< ikt kHRHS A TR A =
*Confidential/#l.%* Page/Ti %1 70f12
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5.0 ACCEPTANCE CRITERIA / #5323t

5.1 The maximum product temperature shall be 8C.
5.1 FihifEmmAET 8T,
5.2 The minimum product temperature shall be 2°C.
5.2 77 i E R ARAMIK T 2°C.

5.3 Test samples shall not exceed the maximum or minimum temperature in the simulated
temperature profile.

5.3 AR 2k, 7 IR AN I R e B IR

il

6.0 TESTING PROCESS / MRt

6.1 Testing Preparing
All product components should be right preconditioning before testing.
The corresponding temperature and duration were shown in Table 3 .
The assembly process of the Insulated shipper was shown in APPENDIX T .
During the test, the ice pack is operated with the turnover basket as the unit.
6.1 s
FITA 7 it AT AR 0 1) 75 B AT A R TAL B
Xof L PR T Ak PR B ARG AR 3.
ARG AR WA T
DAl R o 8 v R DL e BE N B S AT R A
6.2 Testing Process
The record of testing process was described in APPENDIX III.
6.2 Mt 7%

IR R AT S I BRI

Hangzhou Ruhr New Material Technology Co.,Ltd. 0 & /< ikt kHRHS A TR A =
*Confidential/#l.%* Page/Ti %1 80f12
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Table 3- Pre-conditioning of Product Components

&3 - AN E

Temp. Profile Component Description Co?(:::c;nmg Conditioning Duration
M350 3E 4] j ol i
1R I8 R 1481k I EER IS B
=72 hours
-25 ~-15C
Ice pack/& ¥ & AMETF 72 /N
High 2~87C 64~144 hours//Nf
Temp. Integral moulding insulated body 2 ~8C =1 hour
[ R AR AMET 1 /NS
Disposable cardboard box between ice
. =1 hour
packs and drug 2~8C FAET 1
1245 5 FH 8 Vo 5 2 1R) 1) B 25 4

Hangzhou Ruhr New Material Technology Co.,Ltd. i/ & /R #iA4 kHRH A PR A =
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7.0 CONCLUSION / &#

7.1.Result Analysis / Z£E2 547

Test Results / BiF &R

Start/FF45 Stop/45 R
X 20221111/12:19 X 20221116/12:19
Data time/H 1. B} [H] Data time/ H 8. B [A]
36 - —
v AN M A Vi VA A T2
I — 13
32 — T4
J —T5
O 28 &
= ] — 18
£ 247 — il
3 7
£ 20-
% o
S 16-
‘gg T T7 104h
o=
0 1 I 1 4 1 | 1 H 1 L I $ 1 £ 1 . 1 L 1 L 1 H
0 10 20 30 40 50 60 70 80 90 100 110 120
B4 (Duration) /2NEf (h)
Range of thermal insulated . . .
(53 5 2~8°C 3~8°C 4~-8°C
Duration of thermal insulated
EI K 104h 96.5h 82h
Data Analysis / #3854
Testing Point/3 5 AVG/EYE Max/& K{E Min/S/ME
Tl 4.8 6.0 2.4
T2 5.1 6.6 2.9
13 4.6 5.8 22
T4 4.7 5.9 2.3
TS5 4.5 5.7 2.0
To6 4.9 6.6 25
17 5.1 8.0 25
T8 5.1 7.2 2.7

Hangzhou Ruhr New Material Technology Co.,Ltd. i/ & /R #iA4 kHRH A PR A =
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PS #1E:

1) The intercept time of data analysis in the above table is 2022.11.11 12:19 ~
2022.11.15 20:19

1) _FIRF A EERE 7 RN TR] /2 2022.11.11 12:19 ~ 2022.11.15 20:19

2) The difference in the temperature conditions of different cold storage and
the difference in the pre-treatment time of the ice pack will affect the initial
temperature of the shipper after packing, resulting in a certain degree of
difference in the insulation time.

2) FRABERBEREIESES, RES AL KARNER, 5§23
AR IR R I, IATE SRR I A7 15— S R PE 0 % 57,

7.1.1 Under the high temperature ambient at 35°C, the temperature in the cold
chain incubator is maintained at 2~8C for 104 hours;the temperature in the
cold chain incubator is maintained at 3~8°C for 96.5 hours; the temperature
in the cold chain incubator is maintained at 4~8°C for 82 hours.

7 fEER 35 CHEL T, iZAFERIEA A IR R FRE 2~8 CINLRIER K 104
ANISE s R N IR FE AR R AE 3~8°C AR KA 96.5 /N A8 N T B AR R AE
4~8°C HIRIRI KRy 82 /N

7.1.2 According to the whole-life data, the point of maximum temperature
appeared at T7 which was 8.0°C. In addition, the point of minimum
temperature appeared at T5 which was 2.0°C.

7.1.2 WRAERENAEYE, i s AL E N T7, 2 8.0°C; HARIRE A
HILAL BN TS5, 72 2.0C,

7.1.3 As the testing temperature profile is high ambient temperature mode, the
extreme position was analyzed at T7 which the temperature recorder
should be right placed during practical delivery.

7.1.3 AWML R, RIEATIR E SREAL BN T7, fEscbrizi
i A SRAN R E A I B

7.1.4 Base on the analysis of AVG data, the maximum difference of all testing 8
positions was 0.6°C which was between T5 and T2/T7/T8 as well as the

minimum difference was 0°C.

7.1.4 BTSRRI M, AT 8 NI B AP R KRR N
0.6°C, & T5M T2, T7. T8 L[RIMZEM; [N, H/IZEERZO0T,

Hangzhou Ruhr New Material Technology Co.,Ltd. AL & /R #i A BB A FRA 7
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8.0

7.2. Testing Results / iR 456

7.2.1 According to the test results of thermal insulation performance.The heat
preservation data of CP23( 1l )B cold chain insulation container is stable in
high temperature ambient,and meets the test requirements.

7.2.1 WRHECRIRETEREMNASE H T A1, CP23(11)B ¥ HE R A 75 5 IR A 52 il B2 AR
PR T A, TA S ER

7.2.2 According to the result analysis of thermal insulation performance.The
temperature recorder of the cold chain insulated container is recommended
to be placed at the extreme position T7.

7.2.2 dE IR PEREIR AP S5 B AT T A0, %A EE R IR A IR 0 S A A SURE AR
fEAIE T7 /&

7.2.3 According to the test results of thermal insulation performance.In the
ambient temperature of +35°C, the longest limited time of the temperature in
the cold chain insulated container is 104 hours when the temperature in the
box is kept at 2~8°C .

7.2.3 B PRIREREIGA RIS RO eI k0, E+35 CHBGIR T, A BE ORI AR AT
PR DR 2~8°C R Kzt By 104 /N

APPENDIX / i

APPENDIX I : Pack-out Diagrams / it I . fu2t[

APPENDIX II: Temperature Recorder Location Worksheets / Ffif411: I FAXNLE
TAER

APPENDIX III: Testing Information Worksheet / Ff4111: MR A5 %
APPENDIX 1V: Testing Product Shipping Information / F#:1V: MR~ 5iE B
APPENDIX V: Temperature Recorder Calibration Report / fft 4V : 510 AR HEHR 55

APPENDIX VI: Raw Data Record / fi##4:VI: Jit&5dE10 5%

Hangzhou Ruhr New Material Technology Co.,Ltd. AL & /R #i A BB A FRA 7
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APPENDIX I : Pack-Out Diagrams

B T A

Item Number of Pages
BT T
Pack-out Diagrams & Instructions / Bill of Material
LA AT B /YD RHTE 5 4

Hangzhou Ruhr New Material Technology Co.,Ltd. i/ & /R B4 kHRL 4 B2 71 *Confidential/ A1 2%*
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Table 1/Pack-out Diagram of CP23 (1) B
< 1/CP23 (1I) B wiymfE

Step 2:Insert the cardboard

. Step 4: Position the top ice
Step 1: place the bottomice | box with temperature recorder | Step 3: Insert the top ice p " P!

pack, then seal the cover and

pack. and then place the side ice | pack . 2ok it
pack. P -

AR RERHER . APR 3 E R &R & ST 4. R A . 2
IR 2. O IR R Eg;%ﬁihﬁgﬁmﬁ’m
8% 120 R s L N T B v mt °

Hangzhou Ruhr New Material Technology Co.,Ltd. i/ & /R B4 kHRL 4 B2 71 *Confidential/ A1 2%*
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Table 2 Product configuration table
*x2 FmBLER

Configuration/fic. & %
No.J5¥5 | Model %i{5 Name % & Quantity &
1 CP23(11)B | Insulated body {54 4 1
Cover for sealing
2 CP23(1I)B - 1
PR AR o5
Disposable cardboard box
3 CP23(1I)B | between ice packs and drug 1
K B A
The ice pack at the long side A
AT B 8 &
A The ice pack at the short side A
GT5-D03 5 s
R0 T A
The ice pack at the top and bottom
) By i i 1
T, & &
— 5 / Plastic bag PE i£4s 1

Hangzhou Ruhr New Material Technology Co.,Ltd. i/ & /R B4 kHRL 4 B2 71 *Confidential/ A1 2%*
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Table 3 Product Information
=3 FmiEE

INITIAL CONDITIONING AT PACK OUT
(SUMMER MODE WITH PCM MELTING POINT AT +5°C)

AR (BFHEX, RABEE SN 5CH PCM)

% B EINELE-25.0C~-15.0CH I TE A

Frozen:lce pack was preconditioned at -25.0°C~-15.0C

B4 BHAGMELE +2°C~+8°C B h (T [A%

Refrigerated: Ice pack was preconditioned at +2°C ~ +8°C

s HARET AR fE+2°C~+8°CIAE Hh kAT Tilvd

Refrigerated: All other packaging: Pre-Conditioned at +2°C ~ +8°C

PRODUCT LOAD/f 44 /= 5

SHIPPINGSYSTEM O.D. (mm) LENGTH/& | WIDTH/%E | HEIGHT/& | VOLUME/f % 5
AEESNR S (mm) 575 455 515 N/A
PAYLOAD AREA I.D. (mm)
@l R (mm) 355 235 290 24L
SHIPPING SYSTEM WEIGHT W/O 29kg

Note:// &

a) The size deviation in the above table is: =2cm, and the weight deviation is =+ 3kg.

a) LRFER PR mZEN: £2cm, HEEWZEN+3Kg.

Hangzhou Ruhr New Material Technology Co.,Ltd. i/ & /R B4 kHRL 4 B2 71 *Confidential/ A1 2%*
Page/T1 ¥ 40f4
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APPENDIX II: Temperature Recorder Location Worksheets

PR IL . RIS RANAL B TAER

CP23(11)B(2~8°C) Shippers Insulation Performance Test
ICP23(11)B(2~8°C )i Ae Ik

Hangzhou Ruhr New Material Technology Co.,Ltd. Fi & /R Fikt R RHE A BR A =
*Confidential/ff1 % I* Page/Ti%X 1 of 2
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Temperature Recorder Locations
CP23(11)B Shippers Insulation Performance Test

CP23(11)B FARE M MR E I F I B

.......

Location of temperature recorder/if a1 B &
. _ Serial No. of
Lc;{c;:\%pn Descrp;c;g //&S%mple L Temperature Recorders/
' iR BT AR 5
T1 Front Face Left Bottom Corner/
BT A T A B70%2,5%%3
Right Face Right Top Corner/
T2 ki Bro5282)
T3 Back Face Center/i5 [ H (s BTo203 )7
T4 Left Face Center//c i 0> B7232820
T5 | Bottom Face Center/J& i L» Prioyr8%}
6 Geometric Center/JL{a] 1.0 B7e32 84y
T7 Top Face Center/Til {1 H 4> B70328%0
T8 Center Point Above The Front _
Face/fl i _F 77 0 b70528%¢6
Chamber Ambient TRs/¥ 35 /5 & B7¢387S
Recorder/it FE A \433%@
Date/H # 2032 1/.4)

Hangzhou Ruhr New Material Technology Co.,Ltd /i & /R %M L E B G PR A 7]
*Confidential/flL % * Page/T $720f2
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APPENDIX IlI: Test Information Worksheet

PRI P31 B TAER

Test Information Worksheet/Jll {5 & T/E% 4

Hangzhou Ruhr New Material Technology Co.,Ltd. i/ /R Hi# R4 BR 24 5 *Confidential /11255 *
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Test Information Worksheet/#l]l i T/E{E B3F%

1. Test Description/ill izt i} BH

Project Engineer/Ii B T2/ Profile Name/ 3 % s - TR Set points/{BE L FAUX BN E -
Z= 4 CP23(1)B2~8 C)A B i M mim A NS LR & Check the appendix 11/ 1T
Test Ambient/ill iR 3115 .

Mode/fE = : /Highlf%?n‘?l OLow/{iE DOAlternating H - L/AZ B (HiR £ 1Ki8) OAlternating L - H/AZ (IR EE18) OOthers/HE

P& E: O Maximum/ 5L & Minimum /258 | TR Verif AR E iR R EYESHE O NO/E

2. Equipment/i%%&

Sample Number/F58 455 : CP23(11)B(2~87C)

Chamber Number/M 545 : | Artificial chamber/ A TS &=
TR No B EIEF RS - T B4 11

TR Setup/IBEiIC R KE : { i ///,,,\

Hangzhou Ruhr New Material Technology Co.,Ltd. i & /R #i #1 ¥4 51 5.4 (R 2 51 *Confidential/ 1. &>
Page/T1 #20f4




3. Pre-Conditioning/¥i4b 38

Sample Number/ gy . Temperature/ Start Time/ Stop Time/ Duration(Hours)
A2 Component Description 4 | o o) T4 TA] BIERTI | AR CRE
CP23(11)B(2~8°C) Shipper/ _
CP23(11)B(2~8'C) {RIBHE Y8 20020100 (T 2y )y 2o ']
-25 ~-15
: Ice pack/&E ¥ & 2022 1/ 0¥ 1):0d 2022,11 .08 1700 9b
CP23(11)B(2~8C) . 12~ +8
2022.//.08 4]0 2022.)/.1) (#2300 67
Disposable cardboard box between
ice packs and drug +2~ +8 Jo2l. ,/,/o 1 7:0d - = /
125 BB B W R B4 F#q 20300001 1250 ]

4. Packing/fl3#

Sample Number/kE 5 472

Temperature/i&f& (°C)

Start Time/, 3 T 4415 [8)

Stop Time/fA,3 {2 1| f [g]

CP23(11)B(2~8C)

+2 ~+8

2022 /1.1]

12: 00

202210 /31

5. Validation/Z&iiF

Sample Number/#f 4 4 2

Temperature/iRE (C)

Start Time/ 15 |5

Stop Time/{£: 11} 5]

CP23(11)B(2~8C)

+35

2022,/ 1]

12:19

2022 (11l 12:1)

Hangzhou Ruhr New Material Technology Co.,Ltd. bi M £/ Ji b4 &l 45 1B 2y &@*Confidential/125*

Page/Ti $30f4
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Signature Log/%&:4 H &

Name/% 5 Initials/48 5 Position/BR 5%
T WY ML
JE 1% AY AR TR
FHEA WHJ WA AL
W75 R YXC TR T AR
Ea LSS & T
LS PHR s Eas il

Hangzhou Ruhr New Material Technology Co.,Ltd. i/ &/ Hi# R4 BR 24 5 *Confidential /41255 *
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APPENDIX IV: Test Product Shipping Information

B IV B S B

Test Product Shipping Information/illi = i {5 & 3

Hangzhou Ruhr New Material Technology Co.,Ltd {7/ /R B4 R RN IR 2 7
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TEST PRODUCT SHIPPING INFORMATION Ship all test materials to the following:
FT A A R 12 21 DT sl

Hangzhou Ruhr New Material Technology Co.,Ltd.

Attention: Thermal Test Laboratory/ (RuhrTech)

Building 1#, No.35 Xiucai Bridge,Tiaoxi Village,Yuhang District, Hangzhou City, Zhejiang Province, P.R.China
Haojie, Wei +86 571 8860-6090

BUHE KPR IR A 7

LB R TREMSER % (B R

Hh E AL A BN T AR BUIX Z A 75 4 #r 35 5 1

A +86 571 8860-6090

Quantity/# & | Units/®#.47 Description/35 7

Hangzhou Ruhr New Material Technology Co.,Ltd.fi/H &/ 84 R R A PR A 7]
*Confidential/f/l.%* Page/Ti #120f3
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Material Return Instructions/#4 %138 £ iji BH

Name/4 #1 N/A
Company//A 7] N/A
Address/Hihl N/A
State/Hh[X N/A
Zip Code/ il H 2w s N/A
Carrier/izit \ N/A
Carrier Account Number/izit A\ K 5 N/A
Shipment Instructions/#itiz i B N/A

Hangzhou Ruhr New Material Technology Co.,Ltd {7/ /R B4 R RN IR 2 7
*Confidential/f/l.%* Page/Ti #130f3
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Hangzhou Ruhr New Material Technology Co., Ltd.
PN E R R B A BRA A

Cold Chain Insulated Container Verification Report
is suitable for
CP23(II')B cold chain insulated container manufactured after November 15, 2022
PRI AR &
EHT 2022 £ 11 A 1 HZ /5471 CP23(11)B W HERIRFE

REPORT NUMBER:
PRODUCT MODEL:

TEMPERATURE ZONE:
VERIFY CONDITION:
VERIFICATION TIME:

= TREN
FE i A

mIX:
Bk 2% A
B0E B [A):

RUHR-VR-202302009
CP23(11)B

2~8C
Low temperature at -20°C
2023.02.10 ~ 2023.02.16

RUHR-VR-202302009
CP23(11)B

2~8°C
{KiE-20°C
2023.02.10 ~ 2023.02.16

Hangzhou Ruhr New Material Technology Co., Ltd. HT/H & /R iR RH% B R/ 5] *Confidential/#1%*
Page/T1%1 1 of 12
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OBJECTIVE: / BE##

This Operational Qualification report details the testing results that the actual time for
CP23(1I)B Cold Chain Insulated Container manufactured after November 1t | 2022 to
maintain the temperatures between 2°C and 8°C under the low temperature ambient of
-20°C,which meet the duration requirement of 96-hour.

RREEAFIAER S VEAHE IR T 2022 £ 11 H 1 HZ J54 721 CP23(11)B ¥ 8 (R IR 46 1E
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1.0

TERMS AND DEFINITIONS / RiEFIE X

1.1 COMPONENT

Any individual piece of the packaging system including the Insulated shipper, corrugate
subassemblies, individual Insulated layers and ice packs.

1.1 #pt
FLEE R G AT AN, BIERIEAR. EALE. RN ER S A .

1.2 PACK-OUT

The detailed instructions on how to precondition and assemble the packaging system with
the product load to be shipped.

1.2
AR AL 2H 2% 003 F 48 DL KCRRAZ 7 i 7 A PR PR AR B

1.3 CASE

The largest assembly of product: typically a corrugate box containing sub units of cartons of
product.

1.3 7
BRI iR I H R LA ARAT, BRI (R, WEZ AT

1.4 CARTON — SECONDARY PACKAGING

The smallest assembly of multiple product units: typically a small paperboard box filled with
product.

1.4 4556 - — ke
AT B TCA S B/ NS B R TS I NAR A -

1.5 PRODUCT - PRIMARY PACKAGING

The smallest unit for which packaging is designed to protect thermally and physically.
Typically this is a vial, syringe or other end user container in some sort of simple packaging.
1.5 il - M1 Ae

7 S AT R AN BRORAP ) B N BT R, IR — ORI R SR ML TS

o ol HoAth 2 FH P 5 8%

1.6 PRODUCT LOAD

The combination of cases, cartons and product assembled to be packed inside the
packaging system.

1.6 FEa A

HEAEOR RGN T AN~ A S .
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1.7  MAX PRODUCT LOAD

The combination of cases, cartons and product, assembled to be packed inside the
packaging system that contains the maximum amount of product that will be used with the
packaging system.

1.7 R T

My AN RAE, AR RGN RN RS R

1.8 MIN PRODUCT LOAD

The combination of cases, cartons and product assembled to be packed inside the
packaging system that contains the minimum amount of product that will be used with the
packaging system.

1.8 BN A

T AAEA S, HBEAEOR RGN RV IR .

1.9 COLD CHAIN INSULATED CONTAINER

A combination of parts, that when assembled according to the pack-out provides thermal and
physical protection for the product load.

1.9  AEERIEA
BB A G, AR IRIRA 97 b SR PR RE ORI A B R Y

1.10 TEST SAMPLE
A packaging system assembled with a specific product load.

1.10  JAFEA
e s T AR R RS

1.11  EXTREME POSITION

The extreme position is to define the worst position inside the case during test process. As
products have the specific temperature range limit, temperature at any position inside the
case should endure the required duration. In the report, the positions of maximum
temperature and minimum temperature were described to define the risk. For high ambient
temperature, the worst position means the point of maximum temperature. For low ambient
temperature, the worst position means the point of minimum temperature. The temperature
recorder is suggested to be placed at the corresponding worst position during practical
delivery.

111 RAEHE

WAE AL B RFE M AL A, R A BURE RS I E . BT 25 #0648 € W Z IR
il PR e A AT A A B R S ) BB A 5 i AR oK AR, FRA T Rk AE RN
SE IR A HH L) g v il B2 BN e IR A B AE s A D, e A I o
NEGESNE: MR, RAURE S I B RS S A E . ELhrizfd,
FRA T IR P A% IR AR BB A X L e 55 L
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2.0 REFERENCED DOCUMENTS / &% it

2.1 The 2016 edition of ‘China Good Supply Practice

2.1 2016 ik (ZidhaE i EEHEME) KL

2.2 RUHRTECH standard OQ thermal report template

2.2  E/RFrifE OQ MR

3.0 PRODUCT DESCRIPTION / =5 ##3R

The product loads are defined in Table 1. / 34 % &7 L% 1.

Table 1 - Definitions of product loads to be tested
- i B AT 8 X

Load
Description/Z £ k%

Quantity to be
Tested/ TR &

Case Configuration
Geometry/Z: 56 &

Minimum/Z#;

See APPENDIX 1:

Pack-out Diagrams/

KT ALE

4.0 AMBIENT PROFILES / MiAFFE

4.1 See Table 2 for the simulated ambient temperature of the insulation performance test.

4.1 DR AR R PR P ORR DI Bl P REIDL A B T 5 R 2.

4.2 Each test sample will be disassembled and reconditioned as necessary to meet pack-out

requirements before testing against each temperature profile.

4.2 FEXAERANIR S i 2 AT I /T, AR TIARE AR AR Y ZOR AL 2, DU Al ZK

Table 2 - SIMULATED THERMAL AMBIENT TEMPERATURE PROFILE

R 2 BRI SEIR

Step Type Temperature/{E &
Steplﬁg?‘ié /ﬂ;%%ﬁ! b (oc)
1 Soak/fE i -20
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5.0 ACCEPTANCE CRITERIA / #5323t

5.1 The maximum product temperature shall be 8C.
5.1 FihifEmmAET 8T,
5.2 The minimum product temperature shall be 2°C.
5.2 77 i E R ARAMIK T 2°C.

5.3 Test samples shall not exceed the maximum or minimum temperature in the simulated
temperature profile.

5.3 AR 2k, 7 IR AN I R e B IR

il

6.0 TESTING PROCESS / MRt

6.1 Testing Preparing
All product components should be right preconditioning before testing.
The corresponding temperature and duration were shown in Table 3 .
The assembly process of the Insulated shipper was shown in APPENDIX I .
During the test, the ice packs are stacked on the rack in a single layer for operation.
6.1 s
FITA 7 it AT AR 0 1) 75 B AT A R TAL B
Xof L PR T Ak PR B ARG AR 3.
ARG AR WA T
MR T & e B 2P Al T B 28 BT A
6.2 Testing Process
The record of testing process was described in APPENDIX III.
6.2 Mt 7%

IR R AT S I BRI
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Table 3- Pre-conditioning of Product Components

&3 - AN E

Temp. Profile Component Description Co?(:::onmg Conditioning Duration
BB IR I 1A AT K
Ice pack/E¥4 & 2~8T 44?3?
Low Integral moulding insulated body 2~ 8C =1 hour
Temp. JATSITRIERLN TAETF 1 /N
NI Disposable cardboard box between ice =1 hour
packs and drug 2~8C —
124 it FV 85 ¥4 1 2 A P G 29 4 AMET 1 /N
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7.0 CONCLUSION / &#

7.1.Result Analysis / 45543 #7

Test Results / BiF &R

Start/JF46 Stop/45 R
X 20230210/14:00 X 20230216/10:00
Data time/H 1. B} [H] Data time/ H 1. B [A]
: —
a1 —T3
v = T4
gl - ——15
—T6
g — 17
2 & — 18
g —— SR
o -12 4
=
i 16 -
P%E 20 f—— E—— A MLA-O‘E_FLM
24
-28 4
0 20 0 60 80 100 120 140
i (Duration) /7B (h)
Range of thermal insulated o o o o
A ~ 2C~6C
PRIV 2C-8C 6
Duration of thermal insulated
. 128.5h
(K 133h
Data Analysis / #3E 2
Testing Point/3l 5 AVG/EYE Max/& K{E Min/S/ME
Tl 4.6 7.9 2.7
T2 4.2 7.5 2.0
T3 4.7 8.0 35
T4 4.6 7.6 2.6
TS5 4.9 8.0 3.7
To6 4.5 7.7 2.8
T7 4.6 75 22
T8 4.6 7.9 2.9
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PS &JE:

1) The intercept time of data analysis in the above table is 2023.02.10 14:00 ~
2023.02.16 03:22

1) IR R 7 A U [R] /2 2023.02.10 14:00 ~ 2023.02.16 03:22

2) The difference in the temperature conditions of different cold storage and
the difference in the pre-treatment time of the ice pack will affect the initial
temperature of the shipper after packing, resulting in a certain degree of
difference in the insulation time.

2) TRABERBREIESES, RES AR KARNER, 52304
AR IR R I, WATE SRR I A7 75— S B PE ) %2 57,

7.1.1 Under the low temperature ambient at -20°C, the temperature in the cold
chain incubator is maintained at 2~8C for 133 hours;the temperature in the
cold chain incubator is maintained at 2~6°C for 128.5 hours.

711 fEARIR-20°CHEE T, 1274 B CRIAR A8 P IR PRFFTE 2~8°C AR 133
ANIS s B PR AR ERE 2~6C AR IR I Ky 128.5 /N,

7.1.2 According to the whole-life data, the point of maximum temperature
appeared at T3 and T5 which was 8.0°C. In addition, the point of minimum
temperature appeared at T2 which was 2.0°C.

7.1.2 WRAEERRNAEYE, &R s AL E N T3 T5, 2 8.0C: &K
IR R AL BN T2, 2 2.0C,

7.1.3 As the testing temperature profile is low ambient temperature mode, the
extreme position was analyzed at T2 which the temperature recorder
should be right placed during practical delivery.

7.1.3 AU 2 AR I, HR I TR E SRR E N T2, fESEbrisfi i
T M AT SR A TR B AL
7.1.4 Base on the analysis of AVG data, the maximum difference of all testing 8

positions was 0.7°C which was between T2 and T5 as well as the minimum
difference was 0C.

714 ST ER AR T, EIA 8 NS E A K NIR S E
0.7°C, & T2 M TS £ [N, s/ ZEEE 0T,
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7.2. Testing Results / iR 456

7.2.1 According to the result analysis of thermal insulation performance.The
temperature recorder of the cold chain insulated container is
recommended to be placed at the extreme position T2.

7.2 @ CRIRVEREINA A SR TRl R, 120 BE ORIR AR R P 1D S S VUL
FERAEALE T2 53

7.2.2 According to the test results of thermal insulation performance.In the
ambient temperature of -20°C, the temperature in the cold chain insulated
container is maintained 2~8°C for 133 hours, which meet the requirement of
96-hour and the test is qualified.

7.2.2 GEAREMERENNR AL BT AT A, E-20° CERERIR E T, iZA IR A
IR P R R 2~8°C RIS Ko 133 /NS, 1A 3 96 /N AR IR I 508 SR, IR
EH o

8.0 APPENDIX / M

APPENDIX [ : Pack-out Diagrams / FfHf4: 1 : fut[&]

APPENDIX II: Temperature Recorder Location Worksheets / Ffif411: & EEiC RN E
TAEF

APPENDIX III: Testing Information Worksheet / Bt#111: ik TAEE B £
APPENDIX 1V: Testing Product Shipping Information / F£IV: MR 5is B
APPENDIX V: Temperature Recorder Calibration Report / Ffff: V= I8 B0 AU AR 15

APPENDIX VI: Raw Data Record / ffit#4:VI: JFi&53R 105
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APPENDIX I : Pack-Out Diagrams

B T A

Item Number of Pages
BT T
Pack-out Diagrams & Instructions / Bill of Material
LA AT B /YD EHTE 5 4
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Table 1/Pack-out Diagram of CP23 (1) B
< 1/CP23 (1I) B wiymfE

Step 2:Insert the cardboard

. Step 4: Position the top ice
Step 1: place the bottomice | box with temperature recorder | Step 3: Insert the top ice p " P!

pack, then seal the cover and

pack. and then place the side ice | pack . 2ok it
pack. P -

AR RERHER . APR 3 E R &R & LT 4. R A . 2
IR 2. O IR R Eg;%ﬁihﬁgﬁmﬁ’m
8% 120 R T L N T B mt °
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Table 2 Product configuration table
*x2 FmBLER

Configuration/fic. & %
No.J¥5 | Model {5 Name % & Quantity &
1 CP23(11)B | Insulated body {54 4 1
Cover for sealing
2 CP23(1I)B - 1
PR AR o5
Disposable cardboard box
3 CP23(1I)B | between ice packs and drug 1
K B A
The ice pack at the long side A
AT B 8 &
A The ice pack at the short side A
GT5-D03 B s
LU0 T
The ice pack at the top and bottom
) By i i 1
T, & &
— 5 / Plastic bag PE £ 1
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Table 3 Product Information
=3 FmiEE

INITIAL CONDITIONING AT PACK OUT
(WINTER MODE WITH PCM MELTING POINT AT +5°C)

AR (XFEK, RAEBE RN 5CH PCM)

Refrigerated: Ice pack was preconditioned at +2°C ~ +8°C
Tis: BREEA +2°C~+8°C IE Tl

Refrigerated: All other packaging: Pre-Conditioned at +2°C ~ +8°C
% HAFTA R fE+2°C~+8 CH BT HEAT TV

AR (mm) 575 455 515 N/A

PAYLOAD AREA I.D. (mm)
AN RS (mm)

355 235 290 24L

SHIPPING SYSTEM WEIGHT W/O

PRODUCT LOAD/5-E 4 24 T 29kg

Note://E&
a) The size deviation in the above table is: +=2cm, and the weight deviation is =+ 3kg.

a) EIRE PR HRZEAN: £2cm, HElwmZE N +3kg.
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APPENDIX II: Temperature Recorder Location Worksheets

PR IL . RIS RANAL B TAER

CP23(11)B(2~8°C) Shippers Insulation Performance Test
ICP23(11)B(2~8°C )i Ae Ik
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Temperature Recorder Locations
CP23(11)B Shippers Insulation Performance Test

CP23(11)B AR E L BE R IBE IR R B

2 ; Locatlonoftemperature recorderll&}ﬁﬁi{x{jﬁﬁ
. _y Serial No. of
L?ﬁ;g : Descrlpi%c;)r% //gémple D Temperature Recorders/
= ®EILFA RS
T2 T Front Face Left Bottom Corner/ _
AT ZE F A8 BTo3282]
Right Face Right Top Corner/
R BTo32454
T3 Back Face Center/% i H1:[» PTo31473
" TD ____________ T4 | Left Face Center// T -0y B7od4br
_ T5 | Bottom Face Center//& Il H > BTviv4 7o
/ T6 Geometric Center/J1{a] #1.0» RBTos 444
T7 Top Face Center/Tii [ 4> To3v 520
T8 Center Point Above The Front _
__________________ Face/fi T 177 Hrts £ BTe32511
/ Chamber Ambient TRs/BF 5L BTo32 583
Recorder/ic & A %3 'kﬁ(
Date/H #A 2924.02. /0
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APPENDIX IlI: Test Information Worksheet

PRI P31 B TAER

Test Information Worksheet/Jll {5 & T/E% 4
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Test Information Worksheet/MiX T/E{E BR%E

1. Test Description/jlil iz 3% B4

Project Engineer/Ti § T2 fi: Profile Name/ S {4+ & %R TR Set points/{EE 1L FAUHE AL E -
ZE i CP23(11)B~8 C)A BRI MERRRIERE Check the appendix 11 /JLF 4 11
Test Ambient/IiA I 15 .

Mode/#=: OHigh/&Eig MLow/ &R DAlternating H - U (FEZEKIE) OAlternating L - HAZ B ((RIEE&IR) OOthers/HE

=8 %4E: OMaximum/#2  & Minimum /2385 | TR Verif AR RFZAGRE: M YES/E O NO/S

2. Equipment/i%%

Sample Number/# 56 4m5 : CP23(11)B(2~8C)

Chamber Number/H #8475 : | Artificial chamber/ A TS &=
TR No. AR IR RN S - LB IO

TR Setup/iREiCF{RE [ Myn /ﬁ

Hangzhou Ruhr New Material Technology Co., Ltd. ¥t/ & /R Frkt & BLE& i 4 8 *Confidential Bl 5*
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3. Pre-Conditioning/Tsb 32

Sample Number/ T g Temperature/ Start Time/ Stop Time/ Duration(Hours)
RERS Component Description/ #3845 " ¢ ) FEAE 0 A BabatE | IREHE UMD
CP23(11)B(2~8°C) Shipper/ o 48
CP23(11)B(2~8°C) fRiE4H 2024921 0F:¢0|202 0\ 10 B 4
Ao -
CP23(11)B(2~8°C) Ice pack/& 1 & Y248 12033 0200 0f:do|2003 0209 13:4g 4
Disposable cardboard box between
ice packs and drug +2~ +8 2633.0L./0 : ol /o |
ERMEA B2 FHBEA ’ of4ni2025- b 4
4. Packing/fi&
Sample Number/# i 4m 5 Temperature/ig& (°C) Start Time/EL3E T 4R A 8] Stop Time/&.35 15 1L 8]
B CP23(11)B(2~8C) *2~+8 20250200  13:40 2000, 02./0  1¥*0

5. Validation/3& 1k

Sample Number/# i 4i 5

Temperature/iB & (°C)

Start Time/JF 4B 18]

Stop Time/{Z 1LY 8]

CP23(11)B(2~8°C)

-20

202502 (O

14 so0

/O>’ov

2,2, 0016
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Signature Log/%&:4 H &

Name/% 5 Initials/48 5 Position/BR 5%
T WY ML
JE 1% AY AR TR
FHEA WHJ WA AL
W75 R YXC TR T AR
Ea LSS & T
LS PHR s Eas il
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APPENDIX IV: Test Product Shipping Information

B IV B S B

Test Product Shipping Information/illi = i {5 & 3
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TEST PRODUCT SHIPPING INFORMATION Ship all test materials to the following:
FT A A R 12 21 DT sl

Hangzhou Ruhr New Material Technology Co., Ltd.

Attention: Thermal Test Laboratory/ (RuhrTech)

Building 1#, No.35 Xiucai Bridge,Tiaoxi Village,Yuhang District, Hangzhou City, Zhejiang Province, P.R.China
Haojie, Wei +86 571 8860-6090

BUHE KPR IR A 7

LB R TREMSER % (B R

Hh E AL A BN T AR BUIX Z A 75 4 #r 35 5 1

A +86 571 8860-6090

Quantity/# & | Units/®#.47 Description/35 7
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Material Return Instructions/#4 %138 £ iji BH

Name/4 #1 N/A
Company//A 7] N/A
Address/Hihl N/A
State/Hh[X N/A
Zip Code/ il H 2w s N/A
Carrier/izit \ N/A
Carrier Account Number/izit A\ K 5 N/A
Shipment Instructions/#itiz i B N/A
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