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1. JE[H Scope

AAEER TR E G HAEMBE R AT (FRARE B FLEAREN 2ml 57 G
JERAEYI (HIFR COP FEAIR)

This document applies to 2ml Cyclic Olefin Polymer vial for injection (referred to as COP vial) in

TRAYs manufactured by Sichuan Tofflon Pharmaceutical Packaging Co., Ltd.
TSI IE Sy — MR - Sl e KIE AR A D0 S R 5 700 P 0 2B R
BT TS E IV E N A, MR REYIREA SRR . TR A 5 s

#He

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 O P VR S5 A 2 o R E ) ) Aol e i, AR AT 98 E 7R AR VAT

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

2. = iR Components Description

At MR R I HERT
Component Material Description Regulatory Reference

‘ IR IEEY) (COP) : ZEONEX® 690R USP<661.1>
COP Pk 5
COP vial FDA DMF 5 DMF Number: 14084 USP<g7>

via
{7 Supplier: Zeon Corporation USP<88>
B4 TRAY | )0 (PP) ISO 10993
= Tyvek®: PE-HD 4} 4
Tyvek®sit | Tyve T 1SO 10993-5
Tyvek® Sheet | Tyvek®: PE-HD fibbers
4 Tyvek®: PE-HD £F4ER K%
Tyvek®HA | Tyve PR 1SO 10993-5
Tyvek® Lid Tyvek®: PE-HD fibbers and adhesive
K% WA K% 5 L JH(LDPE) S Tyvek®
JZI. W[ ARE R LI ' )5 Tyve . 1SO 10993.5
Steribag Double bags: LDPE bag with Tyvek® window
K W LIe KiF GB 18279
Sterilization EtO Sterilization ISO 11135
A TR 7R R I A B 5 L i 5
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3. A 3EHVE Packing Specifications

3.1. ¥4 1% Primary Packaging

Fohit TRAY
5 ID | ik Description | #7E Note
1 o4 TRAY JLBH A~ Drawing 2
- 5 COP P # ) HHEE—
COP vial Drawing 1
3 Tyvek®##1
Tyvek® Sheet
A Tyvek®3}H 4%
Tyvek® Lid
Hi RS Technical Parameters
FHER = E () 278
Vials/ TRAY
FHEf T mEE (g) 973
Gross weight (g)
X ZE K %% Double Steribags packaging
5 ID | ik Description | #7E Note
s FAKER
/// ”’\é‘\\\\\\ 1st Steribag
<7 T AN A
FaRe AR
NG\ 2nd Steribag
P I
£ s
YO
NN

ARG
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3.2, R4 Secondary Packaging

4RFE B 2% Box packaging

Hi RS % Technical parameters

AR (KR*BE* & (mm) )
Overall dimension (Length*width*heigh
t) (mm)

780 * 245 * 280

RZHIEIEE (D

2
TRAYs per layer (pcs)
BHZES 2 5
Layers per box (pcs
Tubs per box (pcs)
j l‘:[; l%‘\ % ( D )
T RE D o
Total quantity of vials per box (pcs)
fEE (kg 116
Gross weight (kg) ‘
BARZH

Technical Parameters

RN (K% E (mm) D P
allet dimension (Length*width*height)
(mm)

1300 * 800 * 1800

B2 ERAMEE (FD

5
Boxes per layer (pcs)
FHERER 2 ‘
Layers per pallet (pcs)
AR ARAR B (D 20
Boxes per pallet (pcs)
PR D
S R 68400
Vials per pallet (pcs)
HERERE (kg 364
Gross Weight (kg)

77 b AR AR 7 e B LB = BRI

The drawings of product box packaging and pallet packaging are shown in Drawing 3 and Drawing 4.

SAFHS ps.c.04-03

SR I Ja2 SR R i i
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4. =A%, RIS Packaging, Labelling, Storage

NORAF P i R 325 YA T, AP iR IR O K AR e, IFE C R 5= NI A B
IR B AR, . BRANRUE KERE R R G . AERER)E, 7
PNTLZ LARARA, BR3P i C RS e BG4 A SR S (R 3,
NI BB 2 M fe R i AE 38 S AN i A7 S AR AN S AR R AN 5 Bt

To protect the product from contamination and damage, this product is packaged in TRAYs and
double steribags, and the process of injecting, blowing and primary packaging are carried out in Class A
clean environment in Class C background. TRAY, 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= ARRAE 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.

TGS pe.c.04.03 VS PR R TR A R B )
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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

TGS pe.c.04.03 VS PR R TR A R B )
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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:

>
>

>
>

PR I T, S ORI i RO AR e 1

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

PRI RN T C R R T A B F IR AT, s KRR 2
PR TORE L R P R R A AR TS

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;

APk FICE T2 NERINATIREE , 5 — IR BRAS R i

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

KHAAZhEL, AN NZE.

Automatic transportation line is adopted to eliminate human error.

WA A TR E 25 (R AEIEHIN RS TR IY A1 GB/T 2828 (idt. : 1SO 2859) il E A7 iy
656 350 H KRG 56 B DA R B K, R 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.

— B EGG | ait | Rk
RHE | B * i | Akw | BKER
ltems Acceptance criteria Defect grade ¢ | Batchins | Inspecti | F& (AQL)
lassification pection? | on level

BIAMGERB, A et | PSR |
I MR R . MR, R | AR & L5
Appearance Y. B, BRI R, BUR, 4 | Random Def Yes

RPN TCBE S V58 BIR. ect A

S

PS.C.04.03 VS PR R TR A R B ) i
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— BBy | malt | Kk
56 35T H 2 hRitE % B | Kk | ElRE
ltems Acceptance criteria Defect grade ¢ | Batchins | Inspecti | F& (AQL)
lassification pection? | on level
ﬁo
There should be no cracks or cracks.
The surface of this product in contac
t with the injection should be clean, f
ree of particles, foreign objects, burr
s, plastic flow, and defects. The oute
r surface should be free of spots, stai
ns, scratches, and scratches, with suf
ficient transparency and without prin
ting defects that affect use.
R~b. #®H&E
e . , Lk
RCIZR | B AR R el
o8
Dimension, w | It should be in accordance with Quali S-3 15
. . Random Def Yes
eight and bri | ty Standard
. ectA
mful capacity
s N5 A% i i R PR R A — B R G PEBk A 7
e . It should be basically consistent with | Systemic De N/A N/A
Identification . . No
the typical pattern of this product fect
S BE LR
BRI , 0 S I ,
REE | s B % B i,
cDerop resistan It should not break or leak Random Def Yes '
ectB
. RS RN
. N B 5 % BRI X 49 ,
Transparency | 't should be able to distinguish from Random Def | Yes S-3 15
P ¥ the control bottle andom e
ectA
KZEAED | BAEE DR M E R 0. | BENLMEGRE
&= 1% A K & o3 L
Water vapor p | The weight reduction of each vial sha | Random Def Yes '
ermeability Il not exceed 0.1% ectA
VAL Ricy R G PEBk A 7
lgnition residu | <0.05% Systemic De No N/A N/A
e fect
. 4R, B 8N B S
TGER NZ= AA &
EETTR HABZ R MR 7
Metal elemen | Copper, cadmium, chromium, lead, t | Systemic De No N/A N/A
ts in, and barium shall not exceed 3pp fect
m
N & I > T ’ 47
IR | o BALMESRE | o
& . A K N/A N/A
<5ug/vial Yes
Residual amo Random Def
rgmS PS-C-04-03 TSR B 2 S A U B /12
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R BRIGEN D | 2hH | K
56 35T H 2 hRitE % B | Kk | ElRE
ltems Acceptance criteria Defect grade ¢ | Batchins | Inspecti | F& (AQL)
lassification pection? | on level
unt of ethylen ect A
e oxide
Rk 210um FIRCRE: AMRIL 60 KL/ | b v by
AR Sosum BBk AR 6 KA A% AL
Insoluble part i N/A N/A
icles >10um: NMT 60/vial; Random Def Yes
>25um: NMT6/vial ectA
L. LY B
Bacterial end | <<0.25EU/mlI N/A N/A
. Random Def Yes
otoxin
ectA
8 AL B
e ‘ A K &
o Sterile N5 S FLE Be compliance o~ N/A N/A
Random Def Yes
ectA
% )36 Extractables test (ChP)
,4‘ BIEESS | BOMT | ik
RIBH | R % Wk | Acp | Bl
ltems Acceptance criteria Defect grade ¢ | Batchins | Inspecti | FR (AQL)
lassification pection? | on level
POV, R, 5 0.5
SRR L, SRk, fE
EIEE S B RN TG
t The solution should be clear and colo
Clarity and col | rless; The test solution should be cle
or ar, any turbidity produced should be
not more intense than turbidity stan
dard solution No.0.5
pH 5.0~7.0
N R zp fas
220~240nm [a] 5 KR E AT T EES &
0.08; 241~350nm [A/FE KLU | SystemicDe | N/A N/A
Zf?f 0.05. fect
W The maximum absorption value betw
Absorbance een 220 and 240nm shall not exceed
0.08; The maximum absorption valu
e between 241-350nm shall not exce
ed 0.05.
584 P -5 X6 R T FE AR AR R v
irable sub SEVR (0.01mol/L) fAFZ ZAE
Oxidizable su 3 1.5mL
stance
The difference in volume between th
A PS-C-04-03 T S R P P 045 0 B L= i 15 9/12
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S BREESERy | &AM | iR
g 1 H it % B | ok | BBRE
ltems Acceptance criteria Defect grade ¢ | Batchins | Inspecti | F& (AQL)
lassification pection? | on level
e consumed sodium thiosulfate titra
nt (0.01mol/L) of the test solution an
d the control solution should not exc
eed 1.5mL
BRI S T O iS22 EANS
ANERY) id 2.5mg
Nonvolatile m | The difference between the residue |
atter eft by the test solution and the blank
solution should not exceed 2.5mg
HE)R AMIEHE B —
Heavy metals | <lppm
X H A, AREER (0.
T 00008% )
Ammonium io | Compared with the control solution
n visually, it should not be darker (0.00
008%)
BT WS BET. B
T AMELEH A Z—; ST
BT T?%ii?ﬁﬁj‘Z* B
CEET T AMILT 2 E AT
Metal ions Barium ions, Copper ions, Lead ions,
Chromium ions: NMT 1ppm; cadmiu
m ions, Tin ions: NMT 0.1 ppm;
Aluminium ions: NMT 0.05 ppm
XS T B TOC SR E R
FSERIN <5mg/L
Total organic c | The difference in TOC content betwe
arbon en the test solution and the blank sol
ution should be < 5mg/L
b PERE (USP) Physicochemical Tests (USP)
o BREESER | 2T |
56 35T H sz hrit % B | KR | HElURE
Items Acceptance criteria Defect grade ¢ | Batchins | Inspecti | FR (AQL)
lassification pection? | on level
HER AIEE L —
Heavy metals | <lppm
TIEL W) PV 2 A ROE R B 2 EAR N/A N/A N/A N/A
i 15mg
Nonvolatile m ] )
atter The difference between the residue |
eft by the test solution and the blank
rgmS PS-C-04-03 TSR B 2 S A U B 10/12
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- BEESS | BOMT | ik
56 35T H P2 bk % B | KE | ElURE
ltems Acceptance criteria Defect grade ¢ | Batchins | Inspecti | F& (AQL)
lassification pection? | on level
solution should not exceed 15mg
1k PERE (EP) Physicochemical Tests (EP)
BER S | R | R
656 151 H g T R :#ﬁJJ = miﬁiﬁ ﬁ%ﬂ( B R
K % LRE R
ltems Acceptance criteria Defect grade ¢ | Batchinsp | Inspecti
lassificati . QL)
assification ection? on level
38 378 7 Yk
The test solution should be clear and
Appearance
colorless
R RI7F 4 R bR B R
smdlty/ alkalinit See Test method
220~360nm [A]F KR UE AR T
\ 0.2
T h b lueb
The maximum absorption value betw
Absorbance een 220 and 360nm shall not exceed N/A N/A N/A N/A
0.2
AR -5 0 HERTH FERR AR R A i
SEW (0.01mol/L) R Z ZEAE
_ i 1.
Sty | et
- The difference in volume between th
Oxidizable sub ) . .
e consumed sodium thiosulfate titra
stance .
nt (0.01mol/L) of the test solution an
d the control solution should not exc
eed 1.5mL
7. &V 7 58 History
W A5 Version &7 H # Date AF IR Description
01 2024.05.03 B New document
02 2024.10.28 ¥in USP. EP Wi H Add USP and EP items
03 2025.08.05 A9 SC A Add English translation
8. fit#F Drawing
8.1. ffF—: COP PRI 2ml Drawing 1: Cyclic Olefin Polymer vial for injection 2ml
8.2. M —: PEMIHITEL Drawing 2: TRAY 2ml
8.3. M= M~ ERE Drawing 3: Box packaging
A PS-C-04-03 T S R P P 045 0 B L= i 15 /12
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8.4, FHAFIY: = i HERD R = Drawing 4: Pallet stacking
S PS-C-04-03 SRS 791 FH A I A B ™ ot 5 12712
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