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1. JE[H Scope

ARG T UNR S g BB IR A7 (U AR E ) FER B3R 10ml Jo i i
W E TR AR CRIPRBEE I

This document applies to 10ml sterile injection vials made of middle borosilicate glass tubing (referred to
as glass vials) in trays manufactured by Sichuan Tofflon Pharmaceutical Packaging Co., Ltd.

T TR PR SR RS A — A L el KB ToR R AOVE S R B e ke

Sterile injection vials made of middle borosilicate glass tubing are single-use, Ready to Use, and non-
pyrogen packaging materials for injections.

0 TR PR SR 13 S 7 P 2 R o A e o ) Aok SE A, A SRR AT H ) R AL AT

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

2. = iR Components Description

A RHA IR ERT &
Component Material Description Regulatory Reference
ISO 8362-1
. . 3 T ) B I YBB00292005-2-2015
Glass vial Injection vials made of middle borosilicate glass | ChP 9622
tubing USP<660>
EP3.2.1
Fefit e
Kl (PP) ISO 10993
TRAY
% Tyvek®: PE-HD £}-#4
Tyvek®iiff Tyvek® | Tyve T4 1SO 10993-5
Sheet Tyvek®: PE-HD fibbers
2 Tyvek®: PE-HD 4, K
Tyvek@ﬂﬁ Tyvek® | Tyve TYE, TR . ISO 10993-5
Lid Tyvek®: PE-HD fibbers and adhesive
KIS WAEE: K% FER LM(LDPE) S Tyvek®
ks = - (LDPE)5 Tyvek® 1SO 10993-5
Steribag Double bags: LDPE bag with Tyvek® window
KA W e K GB 18279
Sterilization EtO Sterilization ISO 11135
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3. A 3EHVE Packing Specifications

3.1. ¥]Z % Primary packaging

Fi#E TRAY
J¥5 ID | iR Description % VE Note
e
1 DLFAF — Drawing 2
TRAY
T VIR
2 A ?M( DL+ — Drawing 1
Glass vial
3 Tyvek®#H1
Tyvek® Sheet
A Tyvek®3:}H 4%
Tyvek® Lid
HARZH
FAER W EEE (D o6
Vials / TRAY
TremER (g)
l%ﬁﬁfmﬁ% g 1287
Gross Weight
X Z K %% Double Steribags packaging
F5 ID | #i& Description %7 Note
s K AR
\ 1st Steribag
A K / | AR
\\ 2nd Steribag

S
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3.2, R4 Secondary Packaging

4L €123 Box packaging

Hi RS % Technical parameters

MM (K*9E*m (mm) )

Overall dimension (length*width*height)
(mm)

780 * 245 * 280

REMEREE (8D
Tubs per layer (pcs)

280

BHMZEE 2
Layers per box (pcs)

. - /,,/'/’/' ?%ﬁ)é\ﬁ ( ﬁ )
QL g Tubs per box (pcs)

e TR D
Total quantity of vials per box (pcs)

768

ffERE (kg)
Gross weight (kg)

12.2

Hi RS % Technical parameters

B R (K FE s (mm) )
Pallet dimension (length*width*height
(mm)

1300 * 800 * 1800

RERBRLAERE G
N N Boxes per layer (pcs)

2> RN )
N Z e Layers per pallet (pcs)

174
o
18

N 2 RS D

30

/\ Q o Boxes per pallet (pcs)
) o ’ o
\wg\ - PR O
VAN Vials per pallet (pcs)

23040

ERERE (kg
Gross Weight (kg)

381

77 b AR AR 7 e B PR = BRI

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

HHE s 1000 SO AR T R T A i

Document Code .
tubing

Product Specification for Sterile injection vials made of middle borosilicate glass 4 /9




Jofflon

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

NORIF T R IG G I E, AP MAEIR BT S, RAER AR KR AL, JHE CHE*
T A Z A AR FER. BANIXUR KRR w BEbE R4t WEEETEH)E, PN
TR FCRRARAE, B i L (A 2Rt P B e e e, B R SRR OR3P, AT BE
L e O et AL IS S AT A AP R AN A AR B A5 e

To protect the product from contamination and damage, this product is packaged in trays and double
steribags, and the process after washing and drying 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.

AP ERIRE RIR: Packaging identification may include the following information:

FriR1E . Identification Information K# 4% Steribag 4545 Box
HLRIF§ 44 FR Supplier Name + +
77 i 4 PR Product Name + n
7= i fit5 Batch Number + +
7 iU Quantity + +
A7 H 3 Manufacturing Date + n
A %N % Expiry Date + n
‘K 7570 Type of sterilization + "

F: 7 RRRIZGER, 27 BRARRIZER.

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

AP RAE R T (10°C-30C) fifif7

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

AP FONPFEH G, B AR A, AR T/CNPPA 3017-2021 (HEEVRIIR IR IS 25 B
H SR e TERIT TR ) X A7 il K TG T B B R e AT ARG Ao i, AVEAl HO 7™ i ) OR 97
WIS TR] AR Ak, 2 A7 il B RO 3 4

This product is a glass product, usually does not age with time, Tofflon conducts long-term tests and
accelerated tests to evaluate the protection of sterile barrier system over time in accordance with T/CNPPA
3017-2021 "Plastic and Rubber Pharmaceutical Packaging Materials Self Stability Research Guidelines".The
shelf life of this product is tentatively set at 3 years.
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5. P2 fF & 1% Product Conformity

Fhoo ] 2 [ 24 8145 5 JUN) 9622, YBB00292005-2-2015. ISO 8362-1. USP<660>F1 EP 3.2.1 4%
BOE AT it AR AE AT AL TRAT

Tofflon sets the product quality standards and inspects and releases the product in accordance with the
guideline of the Chinese Pharmacopoeia 9622, YBB00292005-2-2015, ISO 8362-1, USP<660> and EP 3.2.1.

AT R AR TR IR (P2 24 i 77 5 25 ] S5 e A A VR ST ORS8RI Gk
47> ) K ICH Q3D #447 .

The compatibility study of this product is carried out in accordance with the "Technical Guidelines for the

Compatibility Study of Chemical Injections and Pharmaceutical Glass Packaging Containers (Trial)" and ICH
Q3D.

6. JRERIE Quality Assurance

WAFEIE (M AP EEEME)  (AEMAREEEMTE) A ISO 15378 Z5uM i &
E IR R BRI AR HE ST . PREFIF RSO A I B A R, DGR FRSHR EFF & e B
JR AR SE B AR DS o

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 1SO 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:
> E 2 9622 24 Bk T SRR R A R 2% 1 3 U
» ChP 9622 Guideline on Glass Containers for Pharmaceutical Packaging;
YBB00292005-2-2015 Sl E 8 4 VRS )
YBB00292005-2-2015 Injection vials made of middle borosilicate glass tubing;

ISO 8362-1 Injection containers and accessories-Part 1: Injection vials made of glass tubing.

USP<660> Containers-Glass

vV V V VY V

EP 3.2.1 Glass containers for pharmaceutical use

A FERICCA N, BTt B A i o

Tofflon takes the following measures to control the quality of this product from the design:
> R AL T2 A 2 R R SR A R
» Procurement of raw materials that have been used in marketed drugs for many years.
> PPERATEYE, N RRE R REAT T IR L BR AR,
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» After the product is washed, it is dried in a tunnel oven and pyrogen is removed.
> PiniEEH T R RS RN A TFE CHEF T A RIS EAE T, BORMRE
M I R ORE 2 B N R R A TS G
» After drying process, the primary packaging is carried out in a Class A clean environment in
Class C background, so as to control the product particles, bacterial endotoxins and microbial
contamination to the greatest extent.
> APk FICE VAELANINAEE, SE—I TRLG ER A R
» The production line is equipped with an online appearance inspection device to reject defective
products at the first time.
> KM EBIsL, HANNE.
» Automatic transportation line is adopted to eliminate human error.
P mlg R E 2 (2P RS TS ) A GB/T 2828 (idt: 1SO 2859) il i@ A%/ dh ke
35 101 H Rk B R U R 5T Bk, 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.

BREESES | REM | BERK | pwmps
oUSsTlE PR sk K ¥ e
Items Acceptance criteria Defect grade Batch Inspection (AOL)
classification | inspection? level Q
TG €575 I BR (0 0FE B s R ROl
W PR, ARCA A 3 SR
) s FERTERRIEAGAT L BEALESR
IR It should be colorless and transparent b A SR = I 0.4
Appearance or brown and transparent; The surface Random Yes
should be smooth and flat, without | Defect A
obvious glass defects; No part shall
have cracks.
K R
o IR A RGO,
£ ] =
Linear thermal | (3.5~6.1) x10°K-! (20~300°C) ) N/A N/A
. Systemic Yes
expansion Defect
coefficient
= &E AL = ERCRERITS
G 7 A
) LN - N/A N/A
Boron trioxide Systemic No
content Defect
L/ IREi7S
RF B O i AR R I A b " o4
Dimension Should comply with quality standard Random Yes ‘
Defect A
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BRIEESR | RAHM | BEK | pwme
IR E
g8 1 H itk 4334 i - EEJ
Items Acceptance criteria Defect grade Batch Inspection (AOL)
classification | inspection? level Q
121°C 3¢ 35 BEHL PSR
/AN N )| /7
P K P MG 1% i A H
121°C  glass Should comply with Level 1 Random Yes N/A N/A
particle water Defect A
resistance
W 2 I i K ARG
J /7
H R4 HCT 2 e A R
121°C  glass Should comply with Level 1 Random Yes N/A N/A
particle water Defect A
resistance
ﬁEﬁ N %ﬂ?’ N NER N/ VA=| \ﬂ_
o TR W RS 0.1mg. &6 o)
%}-L A} %‘—1"] Yi H:ll = L A= =3 /\/}E I‘éﬁk
- Gt 0.7mg. HARIT 1.0mg. % 7
- A3t 0.25mg Svetom N N/A N/A
A, S0 PAB | 5o NMT 0.1mg, Sb NMT 0.7mg, d | DA °
NMT 1.0mg, Cd NMT 0.25mg
amounts
1B p=! 3 ‘%: > sy T
o R 7 ZEAFFT 40nm/mmd W A K =
I The optical path difference caused by S-2 0.4
nternal stress . Random Yes
the maximum permanent stress after Defect A
annealing shall not exceed 40nm/mm
i a8 LT 7 it o B RN E ARGk & N/A N/A
Obscurity Should comply with quality standard 2] Yes
L/ IRER7S
N #(4‘
I R A% | R
Heat S-3 0.4
resistance Do not break Random Yes
Defect A
, LR/ IRER7S
A IR 4 y N
PIRITE | gA% | R | .
rgselesf;ﬁfe Do not break Random Yes ’
Defect A
3 JURL I | A w A T FE RO ER R (0.02 BB
o /—, D
ik . IRIFE) AEFUNT 0.1ml N/A N/A N/A N/A
Glass Grains | Volume of 0.02 M HCI per g of Test
Test Glass should NMT 0.1ml
2 T 3¢ 38 W
s _‘Lyk\kAf'iE;\‘{\
i FWMT:.UEJFTE . N/A N/A N/A N/A
Surface Glass | Should comply with quality standard
Test
ﬁ N =N
TR R <0.1pg/e N/A N/A N/A N/A
As leachable
: s e 3 5 21| I Fes S
THEE  pgx.14.00 SCAFAAFR T T B e B3 FR A R o <o
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BRIEESR | RAHM | BEK | pwme

g H itk 4334 i e 0
Items Acceptance criteria Defect grade Batch Inspection (AOL)
classification | inspection? level Q
hA TR B L
5y =
A <Sug/ A i o
<5ug/ Fer A SR =
Residual . N/A N/A
<Sug/unit Random Yes
amount of Defect A

ethylene oxide

>10um MIfCRL: A7 100 K/ HHLA
ARV pm A BRI

A e ”L- \/E i %57 /3 g (e 2k T
Insoluble >25um E’J@IM. A 19 KL/ PGS & N/A N/A
. >10um particle NMT 100 /vial Random Yes
particles
>25um particle NMT 10 /vial Defect A
LiEIRERITS
o P 7 A K
AENER | 0 25EumI A S 2 N/A N/A
BET Random
Defect A
LiEIRERITS
2 S LA A K
E P ALE Pl AR B N/A N/A
Sterility Be compliance Random
Defect A
7. &V 7 58 History
WA Version &7 H I Date AZ A Description
01 2024.07.09 #13CAF New document
02 2025.08.05 HaA N3 A Add English translation
8. fit#F Drawing
8.1. P —: BEIEVIMIME 10ml Drawing 1: Glass vial 10ml
8.2. P —: PEMIMALEL 10ml Drawing 2: TRAY 10ml
8.3. M= MM r~EE Drawing 3: Box packaging
8.4, FHAFIY: 7= HEAD R = Drawing 4: Pallet stacking
S SCAFAAFR T T B e B3 FR A R o
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