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1. JE[H Scope

AR ER TR E R BB EA R AT (CURRIFRARE ) A KB 2 5 a8 I3
WERAFK 3ml EXGES SR AMARG RRRAD .

This document applies to 3ml Cartridge system for pen-injectors (referred to as cartridge) manufactured

by Sichuan Tofflon Pharmaceutical Packaging Co., Ltd.
AR AR ARG — IR . bt S KB TC BT S 70 A e A e
Cartridge system for pen-injectors are single-use, Ready to Use packaging materials for injections.
25 AR s T 3O 2R G R e SRR 3 o 1 A e 7R Aeolb SE B, AR SRAIE 78 ) 7R Al 34T

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

2. 7= iR Components Description

At MR R I HERT
Component Material Description Regulatory Reference
ISO 13926-1
V55 YBB00132004-2015
2 1 o 2% N
e e TR B 3 5] 24 #9622
i :j . jltﬂz s lass barrel fi inj ;Ph:9622
Cartridge barrel orosilicate glass barrel for pen-injectors
USP<660>
EP3.2.1
o USP<381>
2 3 2 H EP3.2.9
RALT ML | AT FERIR .
?%TJ - Ik [ 24 8k 9623
i Bromobutyl rubber
ChP 9623
Plunger
YBB00162004-2015
USP<381>
s A
AT R R ‘ e e EP3.2.9
B SRR AL T AR I AR S
Al Cap with lin Al can: Al HH [ 24 82 9623
o Li p‘B butyl rubber/Polyi bb ChP 9623
iners: Bromobutyl rubber/Polyisoprene rubber YBB00162004-2015
e NI ChP
1 711 i E i BN USP
Lubrication Dimethicone EP 96
i <
. R (PP) ISO 10993
Nest
SLE Tub Rl (PP) ISO 10993
= Tyvek®: PE-HD 4
Tyvek®sitf | Tyve T 1SO 10993-5
Tyvek® Sheet | Tyvek®: PE-HD fibbers
BN Tyvek®: PE-HD £f4, K
Tyvek®E4E | Tyve T Wk SO 10993-5
Tyvek® Lid Tyvek®: PE-HD fibbers and adhesive
AT A EHSH RN RS
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KELE AL KR LM(LDPE)Y Tyvek® 1SO 109935
Steribag Double bags: LDPE bag with Tyvek® window

KB R I K GB 18279
Sterilization EtO Sterilization ISO 11135

3. A3EHVE Packing Specifications
3.1. ¥4 1% Primary Packaging

B B Nest Tub

7% ID | $#I& Description #%7E Note
1 HE Tub JLF = Drawing 3
2 HLH Nest JLFH 44— Drawing 2
R ]
3 BEAFR ) DL B4 — Drawing 1
Glass cartridge
4 Tyvek® i 4
Tyvek® Sheet
5 Tyvek®3 4L
Tyvek® Lid

Fi AR ZH Technical Parameters

RREG MR ()

_ 100
Cartridges/ Nest
REETWMER (g 920
Gross weight (g)
X ZE K %% Double Steribags packaging
7% ID | $I& Description #7E Note
P § AR B
‘ /\/g\ - ’ 7 Ist Steribag
AN HAKE
»\\/ - > 7 . -
N Q\:\\( /;/ 6 2nd Steribag
A SRR RS

PS-K-03-104-01
Document Code

Cartridge system for Pen-injectors

3/12




Tofflon

3.2, R4 Secondary Packaging

4R 13 Box packaging

Hi RZ % Technical parameters

ARFE RS (K*%E*E (mm) )

Overall dimension 5 5E
(Length*width*height) (mm)
R ISAR () .
Tubs per layer (pcs)
BFRZEE 2 5
Layers per box (pcs)
HBaas (B s
Tubs per box (pcs)
j l‘:[; l%‘\ % ( D )
[RSE % | 1500
Total quantity of Cartridges per box (pcs)
i ER (kg) 152
Gross weight (kg) '
HiARZ% Technical Parameters
BREEEGE (K*9E*E (mm) )
Pallet dimension i E
(Length*width*height)(mm)
TR AR E (D 5
Boxes per layer (pcs)
FHERER 2 ;
Layers per pallet (pcs)
IR S G s
Boxes per pallet (pcs)
PR (D
S Am - (A 22500
Cartridges per pallet (pcs)
HERERE (kg 238
Gross Weight (kg)

XS pgK-03-104-01 A EHSH RN RS
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4. =A%, PR IRFIfERE Packaging, Labelling, Storage

ORI b G525 GRS feR LSRG SRR KRR B3, IF(E C U5 MY A 40k
IR N B, B, BEANUR KRR F b R gt. WERSERE, MmEATLE
FUARARAR, BEP L R 2B RB i, RS S S, S AR R Ge OR 4, AT BE 4 1
FAOR AR S AVt A R T AN R R IR AT

To protect the product from contamination and damage, this product is packaged in nests, tubs and double
steribags, and the process of capping 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= ARRAE B4R Packaging identification may include the following information:

71715 B Identification Information K48 steribag 4E46 Box
L 7§ 4 FK Supplier Name + +
77 i 4 % Product Name + +
7= itk Batch Number + +
7= iR Quantity + +
A 7 H | Manufacturing Date + +
BRI Z Expiry Date + +
K% 772 Type of sterilization + +

e “RARRRIZEE, CRRARIRRIZER .

n

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

AP RAE RN T (10°C-30°C) A7

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

AT LI T/CNPPA 3017-2021 (RSS2 M B SRS PEDT LR RE ) XA 7= i HEAT 13
BRI ARG, APPSR ek, e A 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.

THRT  bgk 0310401 2 A R AR S
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5. P2 fF & 1% Product Conformity

T Al F i [ 24 84 S50 . YBB00132004-2015. ISO 13926-1. USP<660>. EP 3.2.1 & ISO
21881 SEBLE AT it T AR HEIF HEAT AR I8 AT .

Toftlon sets product quality standards and inspects and releases the product in accordance with the
general principles of the ChP, YBB00132004-2015, ISO 13926-1, USP<660> , EP 3.2.1 and ISO 21881.

A7 A VERE TR (2 24 5 77045 24 ] BB 0 R R SR B ME I TEBORSR S IR Gk
17 )« (A2 S AR R B AR BT FEBOR R T JE GRAAT) ) f2 ICH Q3D 44T

The compatibility study of this product is conducted in accordance with the "Technical Guidelines for the
Compatibility Study of Chemical Drug Injections and Medicinal Glass Packaging Containers (Trial)",
"Technical Guidelines for the Compatibility Study of Chemical Drugs and Elastomer Lids (Trial)", and ICH
Q3D.

6. JRERIE Quality Assurance

WAFEIR (LM FEEHEME) « (HEMAEMFREEEMTE) A ISO 15378 25t i &
AR R EORAFA AR HE AL . PREFIF SR A R R PR R, DU IRFFSHR AT S 2 B
Jo B AR E Y AR S 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 ISO 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.

AR DL N IE R AR R

This product complies with the following regulations and standards:

> hEZ I (RS R U RS S E D

» ChP Guideline on Cartridge system for pen-injectors
> EZ 9622 (25 B A A e T E M)
» ChP 9622 Guideline on Glass Containers for Pharmaceutical Packaging
> PE 2 (2R AR B S U )
» ChP 9623 Guideline on Rubber Closures for Pharmaceutical Packaging
> YBB00132004-2015 (2EZJEN &3 AR BIEERE)D
» YBB00132004-2015 Borosilicate Glass Barrels for Pen-injector
> YBB00162004-2015 (SEZEH 43 IR T ZARIBH 2T )
> YBB00162004-2015 Bromobutyl Rubber Plunger and Liner for Pen-injector
» ISO 13926 Pen systems
» USP<660> Containers-Glass
>

EP 3.2.1 Glass containers for pharmaceutical use

THRT  bgk 0310401 2 A R AR S /1
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>

ISO 21881 Sterile packaged ready for filling glass cartridges

WA FIRELCL N & B, AT B3 A7 o

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

>
>

>
>
>

>
>

R AL LT 24 it A 22 SR SRR R

Procurement of raw materials that have been used in marketed drugs for many years
ERAFYE, B BREM AT T IF LRI,

After the barrel is washed, it is dried in a tunnel oven and pyrogen is removed

P R L E N BB TP C R T A ZuE @5 hitr, soRRRE
PP A IORL . 2 B PR R AR 5

After drying process, the capping and 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

AL EICE | 2 MELIMIRINGE B, 26— a0 BR AN R

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

KM B, Mg N NER.

Automatic transportation line is adopted to eliminate human error.

AT FE B E 25 8 (CZHaM RGN 48 SR ) A1 GB/T 2828 (idt.: 1SO 2859) il A= fh
BT H RIS AR K, TR,

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.
FR B 3 5 225K Requirements of Barrel

BRIESESR | A | KK B
RWRE | B pr | mm | v | R
Items Acceptance criteria Defect grade Batch Inspection (AQL)
classification | inspection? level
AR i N A TG CE W R BB s A
it T G P R L o AT L B R sk
B S BT AL R T ZREL %m&% 3
S It should be colorless and transparent RS = 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.
BRI IR 3 REEEG
b4 71 i
Linear thermal | (3:5~6.1) x10°K! (20~300°C) ) N/A N/A
: Systemic No
expansion Defect
coefficient
XS pgK-03-104-01 SRR RS 7712
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BRIESES | RAHM | REK | pwms
IR i=:A
RIGH | b Nk | KR | P ey
Items Acceptance criteria Defect grade Batch Inspection (AOL)
classification | inspection? level Q
= E AL =l RSN ERITS
SR E - 8 N/A N/A
Boron trioxide Systemic No
content Defect
St =L v ‘:ﬁ ‘i
W b A LS )
R~F . Fes A SR FE
. . Should meet the requirements of S-2 0.4
Dimension uality standard Random Yes
d Defect A
121°C 3 55 i B AL St
RIRDKEE | e 1 KA% | @
121°C  glass . N/A N/A
. Should comply with Level 1 Random No
particle water Defect A
resistance
I BB,
RiFF & HC1 4 B A K &
Internal . N/A N/A
Should comply with HC1 level Random No
surface water
. Defect A
resistance
ﬁEﬁ S %ﬂ?’ A} NEA N = S
g gz | CTRMIREEAGE 0dmgy BB | o o
A EB T OR985E 0.7mg S5 AR 1.0mg. 48 e .
" Af3it 0.25mg . 0 ; N/A N/A
‘é(si’ S}’éa};ﬁ;fl‘g As NMT 0.1mg, Sb NMT 0.7mg, Pd f;itgﬁc ©
NMT 1.0mg, Cd NMT 0.25mg
amounts
B = 3 S o I S
%ﬁg@iﬁﬁﬁ\mﬁk.&mﬁ*f Ejﬁ*ﬂ;‘riﬁk
oIoes i 40nm/mm % A 2 £
The optical path difference caused by S-2 0.4
Internal stress ) Random Yes
the maximum permanent stress after Defect A
annealing shall not exceed 40nm/mm
L/ IRER7S
N #‘4‘
I R A | R
Heat S-3 0.4
resistance Do not break Random Yes
Defect A
e e o | O 96 BB T FE B R TR 2 TR
3 595 K
i%% B CooamolL )t # B £ it
él Grang | 01l N/A N/A N/A N/A
T ass MIS v olume of 0.02 M HCI per g of Test
est
Glass<0.1ml
W 2R TH T 7K
] N RTE TR AR
P Fiﬁmiih{ﬁ.ﬂ% . N/A N/A N/A N/A
Surface Glass | Should comply with quality standard
Test
E
it <0.1pglg N/A N/A N/A N/A
As leachable
XS pgK-03-104-01 A EHSH RN RS 2/ 12
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15 FEELK Requirements of Plunger

RIGER | RAH | BEK | pwmns
I H
5 H Sl e Wi S e
Items Acceptance criteria Defect grade Batch Inspection (AOL)
classification | inspection? level Q
AR EAFENEY, NMEETE
MR R, e, i, f
*ﬁ\ Eﬁ?%\ HQE\ ?ﬁgl%\ Eéjﬂ; Z_\:
13 B 3203 1 R B BT 1A I %
AN 1 R B 2 SR
. BEALI: G
i The color of this product should be i Ty S -
AR . . fes B 2% FE
uniform, and there should be no stains, 1 0.65
Appearance impurities, bubbles, cracks, lack of | Random Yes
glue, roughness, rubber wire, rubber Defect B
crumbs, sponges, and burrs; There
shall be no defects or jagged
phenomena caused by edge removal;
There must be no obvious marks
during molding.
e BEATL A R
y /\-‘/\‘A f'? = S |‘| = N
. . Should meet the requirements of S-2 0.4
Dimension uality standard Random Yes
1 Y Defect A
- LLAMEIRE IR S SR AR — 5 | RGP
LIRS The infrared hould b I &
Infrared ¢ infrared spectrum should be . N/A N/A
spectrum basically consistent with the typical | Systemic No
P spectrum Defect
ERSMERITS
V&, ARAE 29 e &
K5y Fr# 1E 2% B & N/A N/A
Ash Nominal value+2% Systemic No
Defect
X Yo —l 2 > /\é !
e S R
=
_ Not be deeper than standard sulfur _ N/A N/A
Volatile spots (1.0pg/cm?) Systemic No
sulfides HE Defect
by >10pm AR <60 Fi/ml; B AL Gt
AR | s m roRs: <6 Buml Ak | R
Insoluble ~10 . N/A N/A
. >10um particle NMT 60 /ml Random Yes
particles )
>25um particle NMT 6 /ml Defect A
BEALIE: SR
iy == /7 S =
AHNER | 0 25p0/ml AR = N/A N/A
BET Random Yes
Defect A
iR R GRS
T St A /7 4 H
E PR P A S = N/A N/A
Sterility Be compliance Random Yes
Defect A
T ZE T H R Extractables test of Plunger
XS pgK-03-104-01 A EHSH RN RS 9/12
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o BRIGER | RAM | BEK | pymps
56 35T H P2 bk 4k o I i
Items Acceptance criteria Defect grade Batch Inspection (AOL)
classification | inspection? level Q
PR RIEIE L. WEVEM, 5
0.5 S EEFRER ELEL, AR,
e, S5akt 5 ShE AR
WV R 5 | EEL AREER.
! The test solution should be clear, any
Clarity and Furbidity produce'd .should be not more
color intense than turbidity standard solution
No.0.5.The test solution should be
colorless, any color observed should be
not more intense than yellow-green No.
5 standard colorimetric solution.
RS2 AW pH HZ EARE
pH AL (E 1.0
pH change | The difference between the pH value of
value the test solution and the blank solution
shall not exceed 1.0
FEP K 220~360nm 7 [l P f5e K
WO JGIERN<0.1
Absorbance The maximum absorption value between
220 and 360nm shall not exceed 0.1.
A T BT AR AT R 20y R
SEW (0.01mol/L) Mz ZEAFIT
VEC&) 3.0mL .
Oxidizable The difference in volume betweep the N/A N/A N/A N/A
substance consumed sodium thiosulfate titrant
(0.01mol/L) of the test solution and the
control solution should not exceed
3.0mL.
BRI S BRGR B R 2 AR
AR T 2.0mg
Nonvolatile The difference between the residue left
matter by the test solution and the blank
solution should not exceed 2.0mg
CERS S
Electrical <20.0pS/cm
conductivity
X H M, A5 EIR
(0.0002%)
BT Compared with the control solution
Ammonium visually, it should not be darker
ion (0.0002%)
AT ESRSEARTA LS
oy f‘j\TFZEF‘ Eien N CSUNEDSE)
<
Heavy metals
<lppm
. I 33t ¥ BT 0RO
L (0.0003%)
Zinc ion ) )
Compared with the control solution
THRT  bgk 0310401 SRS AR R S /12
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Tofflon
BRBEEEg | 2T

g H sz brit 432K oz 56
Items Acceptance criteria Defect grade Batch
classification | inspection?

RSK g
i I
Inspection ( AQL)

level

visually, it should not be darker

(0.0003%)

A FE A R UM R A E K Requirements of Assembly

BRIESESR | RO | RIKK =
RIHE | B JA % e
Items Acceptance criteria Defect grade Batch Inspection (AOL)
classification | inspection? level Q
- AT A o AR HE RN E (EWNES e
The amount of . . N/A N/A
. . Should comply with quality standard Random Yes
silicone oil
Defect A
. . RN IR K
- PR RA|  |
(] <
- There should be no liquid leakage S-3 0.4
Liquid leakage through the plunger or liner Random Yes
& plung Defect A
. o ks AL
BREE | MR AR &
R
Self-  closure | There should be no liquid leakage at S-3 0.4
integrity the liner puncture site Random Yes
& P Defect A
LG IRERTS
FHER | AL IR A% | R wan |
Puncture chips | <3 chips Random Yes
Defect A
JA 46 /I<10N
N KB J1<IN B AL
T B fE o Ve o
Glidi V4B J1<4N fa B 2K v - 04
idin, -
f g Break loose force:<10N Random Yes
performance
Max. during gliding:<7N Defect B
Average during gliding:<4N
e e | =10um BIRRL: AT 60 R/ BEHL PSR
ANEHE OB e et . g VN g o
>25um Btk : AFi 6 R/ (EWNES &
Insoluble i ] N/A N/A
particles >10um particle NMT 60 /cartridge Random Yes
>25um particle NMT 6 /cartridge Defect A
LG IRERITS
2 = N /7 i =
MEAER | ) 25E0/mI 6 AR = NA | NA
BET Random Yes
Defect A
LR IRERITS
T AT & I E NS & N/A N/A
Sterility Be compliance Random Yes
Defect A
XS pgK-03-104-01 SRR RS 11712

Document Code Cartridge system for Pen-injectors




Tofflon

7. BT 7 £ History
WA Version | 1&1T H# Date IR Description
01 2026.02.01 3 New document

8. fit#F Drawing

8.1. M —: FEAFEHEHFMASR (412%4355) Drawing 1: Cartridge with Cap 3ml
8.2. P —: RV EHAR 3ml

8.3. IfHfF=. &

Drawing 2: Nest 3ml
Drawing 3: Tub

8.4 PHAFIY: B E N &5 I B £ 4 3ml Drawing 6: Glass Barrel 3ml

8.5. MifFL: A SR hE

XIS pgK-03-104-01

Document Code
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