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1. JE[H Scope

ASAFE TN ARE s R B IR A =] (RIFRR S ) S 03 20ml FE 477 A
Wl B (fRIFK COP PEMIID

This document applies to 20ml Cyclic Olefin Polymer vial for injection (referred to as COP vials) in

nests manufactured by Sichuan Tofflon Pharmaceutical Packaging Co., Ltd.

TEN R AR AR — AR . Rl K AR BRI BT 5750 P R b

BT ISR E ST, IRERSYIHAA SAGMAER R . iR A2 0mesEt

#e

Cyclic Olefin Polymer vials for injection are single-use, Ready to Use, and biocompatible packaging

materials for injection. Compared with injection vials made of middle borosilicate glass tubing, Cyclic

Olefin Polymer vials have the advantages such as good compatibility with drugs, resistance to low

temperatures, and being less prone to breakage.
TS 7R AN e 5 6 O P VRE 2B A 2 o R E ) Al e i, A SRAIT 98 E 7R A VAT

The filling and closure of the vials is not completed by Tofflon and is not Tofflon’s responsibility.

2. = iR Components Description

At Rt IR I HERT
Component Material Description Regulatory Reference

‘ WHBEEAEY) (COP) : ZEONEX® 690R USP<661.1>
COP Pk .
COP vial FDA DMF = DMF Number: 14084 USP<g87>

via
LW 7 Supplier: Zeon Corporation USP<88>
SR Nest R (PP ISO 10993
EN71-3:2013 + A1:2014 +
" vk ER A2:2017 + A3:2018 +
ﬁ Tub [%T)T/qjgélliztﬁﬁ (HIPS) A4:2019
21 CFR 177.1640
22 Tyvek®: PE-HD -4
Tyvek®ifitf | Tyve T 1SO 10993-5
Tyvek® Sheet | Tyvek®: PE-HD fibbers
B Tyvek®: PE-HD £F4EiRfi
Tyvek®ﬂ',fﬁ yve THERIL _ 1SO 10993-5
Tyvek® Lid Tyvek®: PE-HD fibbers and adhesive
KR WS AR E R LM(LDPE) S Tyvek® 1S0 109935
Steribag Double bags: LDPE bag with Tyvek® window
K R KK GB 18279
Sterilization EtO Sterilization ISO 11135
A PS-C-05-03 TS0 FH BRI 0 B R it B 2 /11
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3. A 3EHVE Packing Specifications
3.1. ¥]Zf.%¢ Primary Packaging

B & B Nest & Tub

75 ID | f#ii& Description | %73 Note
1 HE Nest UL = Drawing 3
2 HAR Tub JLBH A — Drawing 2
; COP 74 # i SRR
COP vial Drawing 1
4 Tyvek®#i A4
Tyvek® Sheet
5 Tyvek®:E 4K
Tyvek® Lid
Hi RS Technical Parameters
G REE (D ”
Vials/ Nest
RGN EE (g 661
Gross weight (g)
Mz K e 4840 3% Double Steribags packaging
J7*5 ID | f#ii& Description | 73 Note
6 KR
Ist Steribag
- AR
/7 2nd Steribag
6
YHRE  pgc0s.03 VA FIER I R £ .
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3.2, R4 Secondary Packaging

4R 13 Box packaging

Hi RS % Technical parameters

HKFRST (K*FE*m (mm) )

Overall dimension (Length*width*heigh
t) (mm)

780 * 245 * 535

RRFEGEE (B

3
Tubs per layer (pcs)
BHZES 2 5
Layers per box (pcs
HESH (8D)) s
Tubs per box (pcs)
TS D 360
Total quantity of vials per box (pcs)
fEE (kg 113
Gross weight (kg) ‘
BARZH

Technical Parameters

BT (K*JEx s (mm) )
Pallet dimension (Length*width*height)
(mm)

1300 * 800 * 1800

B2 ERAMEE (B

5
Boxes per layer (pcs)
FHERER (2 ;
Layers per pallet (pcs)
AR ARAR B (D s
Boxes per pallet (pcs)
PR (D
}‘L- i g (A 5400
Vials per pallet (pcs)
HERERE (kg 10
Gross Weight (kg)

77 b A AR 7 i B L PR E D L B

The drawings of product box packaging and pallet packaging are shown in Drawing 4 and Drawing 5.

A G
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4. =A%, RIS Packaging, Labelling, Storage

ORI b G525 G, A fcR R G SRR KRR B3, JIFHE CHRHR T A
RFEFA RS WAL, B, HAMUZKERIEHRLRHFERERS . NERTERE,
PN TR LB AR, BRI A B, P AR HER e S, AL R T PR SR R
I, AT SE A M DR it A3 S R A7 AR T AN R A E RO A5 G

To protect the product from contamination and damage, this product is packaged in nests, tubs and
double steribags, and the process of injecting, blowing and primary packaging are carried out in Class A
clean environment in Class C background. Tub, Tyvek Lid, and steribag form the sterile barrier system.
After the primary packaging, the product is loaded into a five-layer corrugated box, and after the product
pallet is stacked, all corners are protected by stretch film, so as to better ensure that the product is not
damaged and polluted during transportation and storage.

A= ARIRAE B4R Packaging identification may include the following information:

triR{= B Identification Information K 4% steribag 2848 Box
HERN; P 44 8% Supplier Name + +
= i 44 FR Product Name + +
7= it S Batch Number + +
7= i U Quantity + T
A 7 H | Manufacturing Date + +
HRUHAZA Expiry Date + i
K% 772 Type of sterilization + +

O RoRtriRizfE R, ORRARIRRIZER.

Note: "+" indicates that the information is identified, and "-" means that the information is not
identified.

AR E R T (10°C-30°C) i /7.

This product should be stored at room temperature (10°C-30°C).

A FHZIE T/CNPPA 3017-2021 CHERATR A2 M B S REVEDETUIR R ) XA i AT K
FRRIG AT,  PAPPAG ™  E SR, EEA A RO 3 4.

Tofflon conducts long-term tests and accelerated tests on this product in accordance with T/CNPPA
3017-2021 "Guidelines for Self-Stability Research of Plastic and Rubber Pharmaceutical Packaging
Materials" to evaluate the self-stability of the product. The shelf life of this product is tentatively set at 3

years.

IR ps.cl05.03 VSN PR AR R T R )
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5. P2 fF & 1% Product Conformity

TR Fl b b [ 24 A 55 0] 9624, YBB00022002-2015 (SR A MEHIIOM) A1 USP<661.1>%#;
B AT i AR AT AL I AT

Tofflon sets the product quality standards and inspects and releases the product in accordance with the
guideline of the Chinese Pharmacopoeia 9624, YBB00022002-2015 "PP Infusion Bottles" and USP<661>.

AP AP VR4 IR USP<87>. USP<88>FIrh [ 258 9651 (Zj M LM =i 5 ik a0 ik £
TR 55453 B AFR AT .

The biological evaluation of this product is carried out in accordance with USP<87>, USP<88> and
Chinese Pharmacopoeia 9651 "Guiding Principles for Biological Evaluation and Test Selection of
Pharmaceutical Packaging Materials" and other guiding principles and standards.

A7 i B B VERE TR P E 25 00 9650 (24 A R B EERT IR ) o (AbiEgyE
SR R G BRI FUBORTE R (BlAT) ) AT USP<1207>344T -

The container—closure integrity test of this product is carried out in accordance with the Chinese
Pharmacopoeia 9650 "Guiding Principles for the Tightness Research of Drug Packaging Systems",
"Technical Guidelines for the Tightness Research of Chemical Injection Packaging Systems (Trial)" and
USP<1207>.

A7 A B VERT ORI (A2 2 R S 70 5 R R AT R AT LR TR S JE GAT) )
J2 ICH Q3D $14T»

The compatibility study of this product is carried out in accordance with the "Technical Guidelines for
the Study of the Compatibility of Chemical Injections and Plastic Packaging Materials (Trial)" and ICH
Q3D.

6. JAEARIE Quality Assurance

WAFHZM (A REEHEME) - (GGEMAFREEEMTE) M ISO 15378 585
BB REOREGFRE ST IRFF IS A I TR E IR R, DA CRRRSHR AT &
s€ HBTRAGE 7 b AR 55

Tofflon establishes, maintains and continuously improves our quality management system in
accordance with regulations and standards such as "Good Manufacturing Practice for Pharmaceutical
Manufacturing”, "Good Manufacturing Practice for Pharmaceutical Packaging Materials" and ISO 15378
Primary packaging materials for medicinal products-Particular requirements for the application of 1ISO
9001:2015, with reference to good manufacturing practice(GMP) to ensure that we continue to provide
products and services that meet the requirements and have controllable quality.

A7 AT LA IE R AR HE K

This product complies with the following regulations and standards:

> P E 25 9624 24 i B ISR RL AN 25 2545 5 I U

TS ps.c.05.03 VSN PR AR R T R )
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YV V V V V V VY

» ChP 9624 Guideline for plastic packaging system and components for pharmaceutical
packaging

USP<661.1> Plastic Materials of Construction

YBB00022002-2015 5 1A 4 i i

YBB00022002-2015 PP Infusion Bottles

USP<87> Biological Reactivity, In Vitro

USP<88> Biological Reactivity, In Vivo

25 9651 (25 EY AT 51k 5 = )

ChP 9651 Guiding Principles for Biological Evaluation and Test Selection of Pharmaceutical
Packaging Materials

TR 57t A BETE 2 A i i

Toftlon takes the following measures to control the quality of this product from the design:

>
>

>
>

PRI T, SRR i RO A e s

The product adopts the molding process to ensure the dimensional stability of the product as
much as possible;

PRI RN TFE C R R T A B F IR Pt AT, s KRR 2
PR TR TR N B A A AE S G

The process from injecting, blowing to primary packaging process are carried out in a Class A
clean environment in Class C background to maximize the control of product particles,
bacterial endotoxins and microbial contamination;

Ak FICE T2 NMELINIAT IR E , 5 — IR BRAS R i

The production line is equipped with multiple appearance inspection devices to reject
defective products at the first time;

KM aAzhiagk, HENNERE.

Automatic transportation line is adopted to eliminate human error.

WA A TR E 25 8 (R AEIERIN R TR IY A1 GB/T 2828 (idt. : 1SO 2859) il E A7 iy
656 350 H BRI 56 B DU AN R B K, IR R

Tofflon

formulate the inspection rules and Acceptance Quality Limit of the product inspection items

in accordance with the ChP "Guiding Principles for the Inspection Rules of Pharmaceutical Packaging

Materials" and GB/T 2828 (idt. :ISO 2859), as shown in the following table.

BREER T | BB | BE | pxms
RITH | B * B% | AF | @ cao
Items Acceptance criteria Defect grade ¢ | Batchins | Inspecti L)
lassification pection? | on level
RETCRLGEMBLIR, AR SRR %mﬁﬂ% 3
et fil RIS Bk, ER | AR e I 15
Appearance | ¥ Bl Bl B, #4%, 4F | RandomDe | Yes
RN V5 BIR. X fect A
T ps.c-05-03 TS 7 R I J 3R 5 e ™ ot 1 )
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RS | Al | KK
RWWH | B e g | RO B T ao
Items Acceptance criteria Defect grade ¢ | Batch ins | Inspecti
lassificati . L)
assification pection? | on level
o
There should be no cracks or cracks.
The surface of this product in contact
with the injection should be clean, fr
ee of particles, foreign objects, burrs,
plastic flow, and defects. The outer s
urface should be free of spots, stains,
scratches, and scratches, with sufficie
nt transparency and without printing
defects that affect use.
R TJ‘ N E % 1
i pte i Y HHLIEBREE
MNAR | BGE S E AR RS |
Dimension, w | It should be in accordance with Quali S-3 1.5
. >, Random De Yes
eight and brim | ty Standard
. fect A
ful capacity
. IS5 A it SR R BB RGP |
Identification It should be basically consistent with | Systemic De N N/A N/A
entriicatio the typical pattern of this product fect ©
. P AL A R
RIRE | R s BE | R | | .
ErOp resistanc | y, should not break or leak Random De Yes '
fect B
‘ P AL R
. A5 508 HEURR X 73 S
It should be able to distinguish from t S-3 L5
Transparency Random De Yes
he control bottle
fect A
K ZERE D | BN TR G E R A 0. | BEPLIESGREE
& 1% AR & S3 s
Water vapor p | The weight reduction of each vial sha | Random De Yes '
ermeability 1l not exceed 0.1% fect A
yAVALs ics RGEHRE o
Ignition resid | <0-05% Systemic De N/A N/A
No
ue fect
. . HR L H B DA
SR S W I 2 |
Metal element . . . | Systemic De N/A N/A
Copper, cadmium, chromium, lead, ti No
S . fect
n, and barium shall not exceed 3ppm
iletle B L
HE <Sug/ 1™ A% £
Residual amo . N/A N/A
<Spg/vial Random De Yes
unt of ethylen
) fect A
e oxide
T ps.c-05-03 TS0 FH BRI 0 B R it B /11
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BREESES Sy | REH | B | pgme
U TE
0 BT % Bk | KT | g (ij
Items Acceptance criteria Defect grade ¢ | Batch ins | Inspecti L)
lassification pection? | on level
| Z10um MBRL: AL 60 KA | i g
ANERERR | s ook, it 6 KA. A% R
Insoluble parti . N/A N/A
cles >10pum: NMT 60/vial; Random De Yes
>25um: NMT6/vial fect A
" LTSS
; <<0.25EU/ml N/A N/A
Bacj‘terlal endo Random De Yes
tox1in
fect A
BEATL A R
e e A . A% e
JCI Sterile | BT E#LE Be compliance N/A N/A
Random De Yes
fect A
% )5S Extractables test (ChP)
REESESy | REH | BB | pgms
I iy=:}
RIGTIH | B2 % B% | AT | | caQ
Items Acceptance criteria Defect grade ¢ | Batch ins | Inspecti L)
lassification pection? | on level
PN TS, EER, 5 0.5
- SRR, AT,
IR LS P R
& The solution should be clear and colo
Clarity and co | rless; The test solution should be clea
lor r, any turbidity produced should be n
ot more intense than turbidity standar
d solution No.0.5
pH 5.0~7.0
220~240nm [A]F KRUE AT 1
0.08; 241~350nm [A] & KIIE | RGETEGRIG 7
S A3t 0.05. Systemic D No N/A N/A
- The maximum absorption value betw efect
Absorbance een 220 and 240nm shall not exceed
0.08; The maximum absorption value
between 241-350nm shall not excee
d 0.05.
PRI -5 0t BB AR A QR R B i
L SE (0.01mol/L) R Z ZEAS
RN i 1.5mL
Oxidizable su | The difference in volume between th
bstance e consumed sodium thiosulfate titrant
(0.01mol/L) of the test solution and t
he control solution should not exceed
A VRS T BRI 05 SR A = i U B

PS-C-05-03
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BREESEH Sy | A | BB | pwme
I =
K315 H PR % Bk | KT | g (XQ
Items Acceptance criteria Defect grade ¢ | Batch ins | Inspecti L)
lassification pection? | on level
1.5mL
B 7 BGE B B 2 AT
AR it 2.5mg
Nonvolatile m | The difference between the residue le
atter ft by the test solution and the blank s
olution should not exceed 2.5mg
HER AFEE L
Heavy metals | <lppm
xR HALELE, AEEER (.
HET 00008%)
Ammonium io | Compared with the control solution v
n isually, it should not be darker (0.000
08%)
T, ST, BET. B8
T AHEESZ WE T
BET AMIE T B
BEET T AMIL T E AT
Metal ions Barium ions, Copper ions, Lead ions,
Chromium ions: NMT 1ppm; cadmi
um ions, Tin ions: NMT 0.1 ppm;
Aluminium ions: NMT 0.05 ppm
PR S 7 BT TOC && %
SRSV IR % <5mg/L
Total organic | The difference in TOC content betwe
carbon en the test solution and the blank solu
tion should be < Smg/L
AL PERE (USP) Physicochemical Tests (USP)
SREER T | RER | BR | pxme
RWTE | BEZbr % B% | AF | m cag
Items Acceptance criteria Defect grade ¢ | Batch ins | Inspecti L)
lassification pection? | on level
HE s AMFE AT —
Heavy metals | <lppm
Bl S 2 BRI B R . ZE AN
AT W) i 15mg N/A N/A N/A N/A
Nonvolatile m | The difference between the residue le
atter ft by the test solution and the blank s
olution should not exceed 15mg

1k PERE (EP) Physicochemical Tests (EP)

A

Document Code
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L 3] BAAAS | A6
o =]
RITIH | B i | REME ) R g
- s I Tl EE A
Items Acceptance criteria Defect grade ¢ | Batch inspe | Inspectio
lassificati . QL)
assification ction? n level
N 8 [
AR I A0 'f/\lit/ﬁ&/ﬂlﬁ Tofh
The test solution should be clear and
Appearance
colorless
B | R R AR
¢c1d1ty/ alkalinit See Test method
220~360nm (7] f% KW UE AT i
T Oﬁ b lue b
The maximum absorption value betw
Absorbance een 220 and 360nm shall not exceed N/A N/A N/A N/A
0.2
MR 0 HE RV FE IR AR R
SEW (0.01mol/L) Rz A%
sgdey | 1wl
Oxidizable su The difference ip Volume betwe@ th
bstance e consumed sodium thiosulfate titrant
(0.01mol/L) of the test solution and t
he control solution should not exceed
1.5mL
7. &V 7 58 History
W A5 Version &7 H A Date AR HE iR Description
01 2024.05.03 B At New document
02 2024.10.28 #)in USP. EP Wi H Add USP and EP items
03 2025.08.05 B INYESCRRA Add English translation
8. fit#F Drawing
8.1. P —: COP P 20ml Drawing 1: Cyclic Olefin Polymer vial for injection 20ml
8.2. M —: PEMIMEAR Drawing 2: Nest 20ml
83. M =: #H& Drawing 3: Tub
8.4, FHAHIY: =i A n = Drawing 4: Box packaging
8.5. Pt T =i HERD R = Drawing 5: Pallet stacking
A PS-C-05-03 VES 7 IR 1 SR A e Ut B /11
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