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Contact Information

EMED Technologies Corporation
1262 Hawks Flight Court, Suite 200
El Dorado Hills, CA 95762, U.S.A.
+1.916.932.0071

info@emedtc.com
www.emedtc.com

Emergo Europe

Westervoortsedijk 60
6827 AT Arnhem
The Netherlands

CE 04!

In the event any serious incident occurs due to the use of this product, the healthcare provider, U
NOTE patient shall report the incident to EMED Technologies a®#3:932-0071 and the competent
authority in your region.
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SClg6®Infusion System

Important Information

Please contact EMED Technologies if you have any questions or concerns regarding the use of the SCIg60 Infusion System.

Document Conventions

The below text and color code convention is used throughout this document to highlight warnings, cautions, and notes:

WARNING

CAUTION

NOTE:

AWarningis an alert to a potential hazard which could resukémiouspersonal injury or
product damage if proper procedures are not followed.

A Cautionis an alert to a potential hazard which could resultnimor personal injury or
product damagef proper procedures are not followed.

A Note provides additional information or recommendation.

Terms and Abbreviations

The following terms are defined below and referenced throughout the document:

Defined Term Meaning
Infuset Infuset®fixed rate flow control accessory
IFU Instructions for Use
Pump SClg6®Infuser
SClg60 SClg6®@Infusion System
SUBQ Set Subcutaneous Administration Set
VersaRate VersaRate® Variable rate flow conleohccessory
VersaRate Plus VersaRate® Plus Variable rate flow cotgraccessory

www.emedtc.com

30f 66 AS0010021_5_0OCT2023



SClg6®Infusion System

Symbols

EMED Symbol Glossary can be founthatfollowing websitehttps://www.emedtc.com/support

The following symbolmay be found on the SCIg60 Infusion System labeling and packaging materials:

Definition

Definition

Caution

Manufacturer

Refer to instruction

DI ye
<
I :
o
E g

EC Representative

E QB

physician.

manual/booklet
Medical Device c € CE Mark
RxOnly To sale by or on therder of a Importer

Do not reuse

Reference number

® 9

52y Qi

dza$ AT LJ

Serial number

STERILE|

Sterilized by Ethylene Oxide

Manufacturing date

X
1l
1

d

N
. 0
It

+
i

1
v
A
R\

dngle gerile barriersystemwith
protective packaging outside

Country of Manufacture

This product is not made with
latex

Batch number

Is not made with di(zthylhexyl)
phthalate (DEHP)

Expiration date

Norpyrogenic

Quantity

L X4 &

Fluid Path

P e B B E®

Length

40°C

]

.5=c/ﬂ/-m Storagetemperature limits [E=xxmL=] | Approximate priming volume
23°F
MR Unsafe T) Single patient, multiple use
Z €
www.emedtc.com 40f 66 AS0010021_5 OCT2023




SClg6®Infusion System

Introduction

The EMED SClgdlifusion System consists of the SCIg60 Infaedrcarrying casea flow rate controller (Infus&fixed

rate flow control extension set, VersaR@teariable flow rate controller, or VersaRate Fwariable flow rate controller),

and asubcutaneoupatient administration set. The SCIg60 Infuser must be used with the BD 50 mL syringe (model no.
309653) The SCIg60 Infusion System provides a portable and effective way to subcutaneously infuse prescribed fluids.

Description

The SClg6hfuseris a reusable mechanicedfusion pumpthat does not require batteries or any electrical source. The
pump utilizes a spring as a source of energgadatinuouslydeliver fluids atontrolledflow rateswhen usedas a system
with the following components

Component Model Information

Pumpwith Carrying Case SClg6@Infuser(FR0010002)

50 mLSyringe BD309653

Flow Controller Infuset®) VersaRate®or VersaRate® Plu
(Seetable below)

Administration Set SUBQ, SAFQ®, or OPTFlow

TheSClg60 Infuses intended for single patient, multiple usaly, while flow controllers and patient administration sets
are singleuse only The syringe, flow controller and administration set are sold separafblysyringe componenis not
manufactured by EMED atiglavailablefor purchasefrom the manufacturer

The flowcontroller accessory regulates the fluid flow rate into the SQBet. The floveontrolleraccessory should be

4S5t SOGSR o6lFaSR 2y (GKS LINBAONAROAY3I FfdzARQA | RYAYAA4NI GAzZyY
Q administratiorsetbeing used, and patient factorSeesectionSystem Flow Rate Performarfoe additional

information. The following flow controllers are recommended for use with the SCIg60 Infuser System:

Description Reorder Number
Infuset45 FR0010013
Infuset80 FR0010014
Infuset120 FR0010011
Infuset190 FR0010008
Infuset290 FR0010007
Infuset430 FR0010010
Infuset650 FR0010009
Infuset820 FR0010006
Infuset930 FR0010005
Infuset1850 FR0010004
Infuset3200 FR0010027
Infuset4000 FR0010028
Infuset4300 FR0010029
VersaRate FR0010003
VersaRate Plus FR0010026
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SClg6®Infusion System

System Diagram
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SClg6®Infusion System

Indications

The SCIg60 Infusion System is intended for the subcutaneous infusf@foflowing immunoglobulin liquid
medications

1 Hizentra Immune Globulin Subcutaneous (Human) Z8%nufactured by CSL Behrjng

1  Gammagard Liquid, Immune Globulin Infusion (Human) (b@&aufactured by Taked@harmaceutical
Company, formerly Baxalta)

1 Cuvitru Immune Globulin Infusion (Human) 2@&&nufactured by Taked@harmaceutical Company,

formerly Baxalta)

GamunexC Immune Globulin Subcutaneous (Humagpo(manufactured by Grifols Therapeutjdac.),

Gammaked Immune Globulin Subcutaneous (HuprEdfjs(manufactured by Grifols Therapeutjdac.)

Xembify Immune Globulin Subcutaneous (HumaaYs(manufactured by Grifols Therapeutite.) and

1 Cutaquig Immune GlobulBubcutaneougHuman), 16.5%manufactured by Octapharm&G

== =4 =

with the BD 50 ml syringe (model no. 309688)he home or hospital environment

Contraindications

Administration ofindicatedimmunoglobulin fluids isntendedfor subcutaneous infusioanly. Infusion into otheinfusion
sites, including blood vessels, shonlat be attempted

Intended Population

The SClIg60 Infusion System is intendedféit or pediatric patients (2 years and older) that require subcutaneous
infusion of fluid medication prescribed by a healthcare professional. The infusion system must be operated by an adult
for use with pediatric patients.

Alarms

The SCIg60 Infuser is a mechanical infusion pump which\idékave alarms or indicators.

Limitations

The principle of operation of the SCIg60 Infusion System is continuous infusion by applying a constant force to the syringe
andregulating the fluid flow into the SU set using a flow controller. The system is passive and is therefore not able to
compensate automatically for changes in environment or patient conditidfieen using an Infuset flow controller, the

rate is fixed and cannot be adjusted during infusion. When using a VersaRate flow controller, the rate can be adjusted
manually if neededr-or more information, reference thieactors that Affect Flow Ra#nd Troubleshootingections.

The SCIg60 Infuser does not have any indications or alarmpalibet or healthcare professional must always monitor
the infusion progress and determine when the infusion is complete by verifying the remaining volume in the syringe.
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SClg6®Infusion System

Warningsand Pre@utions

A Warnings:
1

Use the SCIg60 Infusion Systé&L Yor its intended usend as prescribed by your healthcare
professional

1  Readand followall instructions for the SCIg60 Infusion System and applicable components prior to u

1 Healthcare professionaknd users should readtiey RA OF G SR A Y'Y degr@a@ntieatodgt A
instructions,and warnings prior to initiatingelivery of fluid

1 Do NOT use SCIg60 Infusion System while undergoing medical diagnostic procedures, such@ayMR
or CT scans.

1  UseONLhe listed administration sets, flow controllers aBisyringe(Model No. 309653)ith the
SClg60 Infusion System. Use of other infusion accessoaigsesult in unsafe conditions for patient or
deviation from desired infusion rates

1 Do NOT storendicatedimmunoglobulin fluid in the syringe prior to use. Prepare the SCIg60 Infusion
System and initiate therapy immediately after transferring indicated immunoglobulin fluids to the syri

1 Use aseptic technique when handling fluid, syringe, flow controller, and subcutaneous administratio

1 Do NOT insert or remove the syringetil the DRIVE HANDLE is fully opened, as instructed in the
Instructions for Use section.

1 DoNOTuse flow controller, administration set, or syringemponentsmore than once, as reuse may
result in infection, cross contamination, or altered flow rate performanceNDJattempt to re-sterilize
components doing so may cause serigparsonalinjury.

f DoNOTopen the Infuser or attempt to modify its function in any way other titarintended use

A Cautions:

1  U.S. Federdhw restricts this devict saleby or on the order of a physician.

1 Place thesClg60 Infusion pump on a flat surface or in the provided carrying case duriiBytisge
damage and fluid loswayoccur ifthe SClg60nfusion $stem is dropped while loaded.

1 DoNOTcontinue to use an SCIg60 Infuser that has been damaged, dropped, or if it has failed to pert
as expectedlf any damage is suspected, contact EMED Technologies.

1  DoNOTsubject theSClg60nfuser to autoclaving or other methods of sterilizatiéwv.oid exposing the
SClg60 pump or carrying case to temperatures outside of recommended range.

I DoNOTuse multiple flow control accessories at one tineeg(,connecting one Infuset to another,
connecting an Infuset to a VersaRate, ebegause the flow rates provided in this manual are for a sing
Infuset or VersaRate only

MRI Safety Information
The SClIg60 Infusion SysterMR Unsafe.
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Instructions folUse

SCIg60 Infusion SystéRt

‘ Step ’

Instruction

Image

Prepare Infusion

1

WASH HANDhoroughly and dry hands before handling any
supplies Wear gloves if you have been instructed to do so.

WARNING Use aseptic techniquaroughout procedure

REMOVElow controller administration set and syringe from
sterile packaging.

Read and follow all instructions for the

WARNING -
components prior to use.

TRANSFERdicatedfluid from vial(s) to 50 ml syring8Dmodel
no. 309653) according to the package insert or as instructed b
your healthcare professiondinmediately proceed to next step.

Do NOT storéndicatedimmunoglobulin fluid

WARNING . . .
in the syringe prior to use

CONNEC3yringe maldwer lock (MLL) to Infuset or VersaRate
femaleluer lock (FLL).

¢KSued 201 8¢ I NB GKS O2yySOiz2
components that allow interconnection between the
components.

CONNECIRhfuset or VersaRate maleler lock (MLL) to specified
patient administration set femaleuer lock (FLL).

. %
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SClg6®Infusion System

indicatedmedicationpackage insert, specified administration s¢
instructions, or as instructed by your healthcare professional.

If instructed by your healthcare professional, befo
starting the infusion but after the needles are
inserted, gently pull back on the plunger to make
sure no blood is flowing back into the tubing. If
blood is present, remove and discard the needle
and tubing.

NOTE:

Step Instruction
6 PRIMEhe tubing(i.e., preload with the prescribed fluid)y
gently pushing on the syringe plunger to fill the tubing with flui
or as instructed by your healthcare professional.
v‘“ﬁ?ﬁ
7 CLOSHow controlaccessory.
Use slide clamp provided with Infuset®drS t SO (G KS
on the VersaRater VersaRate Plus prevent flow of fluid.
8 PREPARE INJECTION SIM&ESISERT NEEDL&€Sording to the

L

9 OPENSCIg60 Infuser drive by turning thieie handle
counterclockwise until it stops.
10 LOADsyringe into SCIg60 Infuser by inserting the syringe plun
into the SClg6thfuser.
11 LOCkKsyringe into SCIg60 Infuser by turning the syringe clockw
until it stops.
www.emedtc.com 100f 66 AS0010021_5 OCT2023



SClg6®Infusion System

Step Instruction

12 VERIFYhe syringe flange igisiblein the safetywindow of
SClIg60 Infuseo confirm the syringe is properly locked in place

13 CLOSKECIg60 Infuser drive by rotating the handle clockwise u
the base of the handle touches the body of the pyrap shown
in the second imag

. DO NOT ATTEMRG remove the syringe
Al before performing STEP 16.
14 PLACHhe SCIg60 Infuser, Infus&étersaRateor VersaRate Plus

and specified administration set on a stable, horizontal surfaceg
use the Carrying Case Accessory (see Using the SCIg60 Infu
Carrying Case Accessory below for more details).

StartInfusion

15

When usingnfuset

a) To STARTnfusion, USE SLIDE CLAMQeageIhe slide clamp
a2 UKFd A0 R2Say @nhiepnid s huldbadad
and needles are inserted and secured.

b) MONITORNfusionby viewing the syringe volume.

¢) To STORnfusion,USE SLIDE CLABKPnecessary during
infusion session or when session is complete.

When Using/ersaRateor VersaRate Plus

a) ToSTARTnfusion, TURNdial to flow position as directed by
your healthcare professionalince pump is fully loaded and
needles are inserted and secured.

b) MONITORnNfusion by viewing the syringe volume.

¢) ToSTORnfusion, TURNdial To W h ®@&3ifon as necessary
during infusion session or when session is complete.

www.emedtc.com 110f 66
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SClg6®Infusion System

‘ Step ’ Instruction

Image

StoplInfusion

16 When session is complete, to remove the syrilR§@TATEhe
blue handle counterclockwise until it stopSHEN UNLOCK THE
SYRINGBy turning it counterclockwise

If the infusion protocol requires more than one
syringe to be administered, repeat steps 36 in
sequence. It is recommended perform the
infusionssequentidly without a delay in time

NOTE:

17 DISPOSE(f the syringe, Infuset or VersaRate, and SY&et in
an appropriate biohazardnd/or sharpswastecontainer
according to your local regulations.

Read and follow aihstructions for the

WARNING
components.

18 CLOSBCIg60 Infuser drive by rotating thieie handle clockwise
until the base of the handle touches the body of the pump
CLEANINdSTORISCIg60 Infuser and Carrying Case for next u

P

1 Instructions for Use also appear on the underside of the Infuser.

SeeTroubleshootingection for additional information.

NOTE 9 During infusionanintermittent clicking sounanay occums the spring extends. Thisnisrmal

www.emedtc.com 12of 66
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SClg6®Infusion System

SCIg60 Carrying Cdb&)

‘ Step ’ Instruction Image

Insert

1 Place the carrying casm alevel surfaceo prevent dropping.

2 Open pouch by pulling the zipper.

3 After loading the syringe and closing the inner drive per steg
13 abovejnsert SCIg60 Infuser with syringe dfuv
controllerinto the pouch oriented with the syringe to show
from the display window.

The syringe should face away from the zipper pull, and the
tubing should exit the Carrying Case through the small
opening below the zipper.

CAUTION: Use caution not to drop the device.

4 Close the pouch with the zipper

Use caution to prevent damage to the

CAUTION: tubing.
5 Use belt loop or shoulder strap to hold and carry the syster,
on the body.
Syringe
Remove display

window

6 Place the Carrying Case containing the SCIg60 system on

level surfaceo prevent dropping Tubing
exit
7 Open the pouch by pulling the zipper. opening

8 Remove the SCIg60 System from the pouch using caution
to drop the device.

Zipper Pull

9 Close the Carrying Cazigper.
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SClg6®Infusion System

Maintenance

TheSClg60nfuser and carrying case are reusapéets of the infusion systermnddo not require any maintenanaar
calibration Reriodicclearing of external surfaces is recommended

Cleaningthe infuser.

1 Externakurfaces of the SCIg60 Infuser may be cleaned with 70% isopropyl alcohol wipes or a soft cloth dampened

with a weaksolutionof mild detergent and warm watgapproximately 1 partietergent to 50 parts water by
volume)

1 Clean exterior surfaces by gently pressing onto the SCIg60 lafudersing circular motions with the alcohol wipe
or damp cloth.

1 Use alean,dry cloth to dry the exposed and external portions of the device.

1 Clean only those areas that are exposed whenSke#g60nfuserDrive Handleis completely screwed in. Do
not attempt to clean any part of the SCIg60 Infuthet is not easily accessible.

CAUTION 1 Discontinue use of an SCIg60 Infuser that has been internally exposed to or immersed in fluid.

Do not use heating devices to dry or expaseiserto high temperatures. Damage to the infuser may occur.

Cleaning the carrying case:
Only clean surface with a clean damp cloth andtleir dry.

CAUTION Do notmachine wash the carrying case as it could damage the materials.

Storage

Store the pump and carrying caisea cool, dry placbetween the temperature range 65°C to +40°C (+23°F to +104°F).
CAUTION  Avoid exposing the SClgB@useror carrying case to temperatures outsidere€ommendedange.

Disposal

TheSClg60 Infusemd CarryingCase can be disposed of in general waste collection systeleaseensure compliance
with local regulations.

WARNING Do NOT open the Infuser or attempt to modify its function in any way other disamstructed

The administration set, flow controller, and syrirge single use only arghould be disposed of imappropriate
biohazardand/or sharps waste containexccording to local regulations.

WARNING  Read and follow all instructions for the components.
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SClg6®Infusion System

Specifications
SClg60 Infuserength | 26.0 cm (10.2 in.)
SClg60 InfuseWidth | 6.5cm (2.6 in.)
SClg60 InfuseWeight | 412 g (14.5 oz)
SClg60 Infuser Alarmg None

Syringe Volume

50 mL (BD model no. 309653)

Maximum Operating Pressure|

1.16 bar(16.8 psi)

Average Operating Pressurg

1.0 bar(14.4 psi)

Storage Temperature

-5°C¢ +40°C (23°E 104°F)

Target Operating Temperature|

20°Cg 25°C (68°E 77°F)

Total System Accuracy
Using Infuset and SUB set

Using VersaRate and SUBset:
@ Position %2
@ Position 1
@ Position 2
@ Position 3
@ Position 4
@ Position 5
@ Position 6

Using VersaRate Plus and SQBset:
@ Position 12

@ Position 35

@ Position 610

@ Position 110PEN

% Change from nominal flow rate:
+15%

Up to £33%
Up to +37%
Up to £26%
Up to £22%
Up to £15%
Up to £15%
Up to £15%

Up to +41%
Up to +21%
Up to £20%
Up to £14%

Maximum Vertical Difference

+30.0 cm (+12in.)
Note: this is the vertical height of the SCig8liserabove or below the infusion site on the
patient

Vertical Sensitivity:
30.5 cm (12 in.) above infusion sitg
30.5 cm (12 in.) below infusion site

% Change from nominal flow rate:
Up to +6%
Up to-4%

Residual Volume

Systenresidual volume depends dhe combination ofcomponent residuals:
Syringef  n @ NoteY this is the amount of fluid that will nbe infused.
Ct2¢ / 2y DN®.LIMEdependig om hodel
SUBQ set:f 18@.87mL depending on model

Seeindividualcomponentinstructionsfor specificresidualvalues

Useful Life

Representative Flow Profile

*The figure shows the Total Flow Rate vs. Infuse
Volume at 20°@ 25°C under laboratory
conditions achieved with SLE0 (3needle, 27G
9-mm set) and F®01008 (Infusel90). Although
realized flow rates are determined by the
combination of Infuset and B set used, the
shape of theflow rate profile remains the same
due to the design and principle of action of the
SClIg60 Infusion System.

4200uses
12
_10
S 8
E s
g 4

04
z 2
20

0O 5 10 15 20 25 30 35 40 45 50 55 60 65
Volume (mL)
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SClg6®Infusion System

Factors that Affect Flow Rate

System flow rate can be affected by various environmental factors, patient factors, and infusion equipment used. The
following table shows some of the factors that influence the flow rate. The compounded effect of these variables should
be considered durig use of the SCIg60 Infuser and selection of the appropriate InfuséreaRate@ccessories.

Factors That Affect How Rate:

Temperature of the fluid has a significant effect on drug viscosityttzreéfore
has a significant effect on flow rate. Ambient temperature may affect the fluid
temperature depending on the amount of time the fluid is in the ambient
Ambient and Fluid environment

Temperatures The system flow rate will change approximately 1 to 1.5% for each degree
Fahrenheit temperature change of the fluidith higher temperaturesesulting in
faster flow rates

Optimal operating temperate is between 20€@5°C (68°E 77°F).

LARGE EFFECT

Differences in fluid viscosity significantly affect the system fiaie for a given
Viscosity of Fluid system configuration. Various flow control accessories and@9& combinations
are available to achieve flow rates according to specific clinical requirements.

The effect of the administration set and needle siz& changehe dimensions of
the fluid path. SCIg60 Infusion System is designed to work with a wide range o
Administration Sets administration sets and needle gauges from 18 to 29G.

and Needle Gauge Appropriate administration set and needle gauge should be selected for specifi
clinical requirements, then the appropriate flow controlkettings (with VersaRate
or VersaRate Plushould be selected to achieve the desired flow rate.

Tissueback pressure
Tissue absorption rate
Body Massndex

Age

Health

Patient Factors

= = =8 -8 -

Difference in relative height betweehe infuser and the patient has a minimal

Infuser Relative Height effect on flow rate.

SMALL EFFECT

Atmospheric Pressure | Difference in atmospheric pressure has minimal effect on flow rate.
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SClg6®Infusion System

How to determineapproximateflow rate during infusion:

1. Record the starting volume and time.

2. Wait an appropriate amount of time for volume to infuse (Examples: 10 minutes or after 5 mL infused).
3.  Record the elapsed volume in mL and elapsed time in minutes.
4

Calculate flow rate usintpe equation:
L. x2fd2YS Y[ 8
us

Ctzs whisSe oY A dzi S a6

How to determineper siteflow rate

3 oA . ¢20Lt Cf2d wl
Ctz2¢g wliuS t SNJ — K. a

System Setup for Infusion Rates
Seewww.VersaRate.confor an electronic version of the following information.

In the following pages you will find tables that can be used to identify the combination of the EMED administration

needle set and the Infuset flow control accessory or VersaRate position that will prolode rate that may

accommodatesi K S L3 néed ®ry/infudion while falling witharugY | y dzF I O (i dzNB NXypiescNidh@ipite. Y Sy RS R
Flow rate information for use with the Infuset, VersaRate and VersaRatarmelpesented separately for each of the

indicated immunoglobulin fluids that are to beadwith the SCIg60 Infusion System. In the case of Hizentra, separate

flow rate tables have also been included for patients infusing for the treatment of Primary Immunodeficiency (PI) or

Chronic Inflammatory Demyelinating Polyneuropathy (CIDP).

Theflow ratevalues presented in the following tables are based on bench testing of a single Infuset or a VersaRate at a
single position and EMED SQBatient administratiorsets. Testing was performed between 2@°25°C (68°E 77°F)

without includingthe effect of the patientlt is important to understand that flow rates of infused immunoglobulin fluids
can be affected by multiple factarSee previous sectidractors that Affect Flow Rafer additional information

To choose a system combination, first find the correct table according to the drug type and flow controller model. Select
the table row that contains the needle gauge, needles model, needle length, number of needle sites, and/or flow rate
that best meets herapeutic needs and/or patient preferences.

Total flow rate values are presented in the following tables. Flow rate per site can be determined by dividing the total
flow rate by the number of needle sites.

Using a combination cfubcutaneougpatient administrationset and Infuset or VersaRate position nc
CAUTION specified in the tables on the following pages may result in a flow rate outside of what has been
approved for a specific immunoglobulin fluid.

Please contact EMED Technologies a913:932-0071 for additional information regarding selection

RO of flow controllers with SUR) sets to obtain a desired flow rate.
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SClg6®Infusion System

InfusingCutaquig

Thetablesbelowonly include combinations that will provideth total and per sitdlow rates that are withid dzii I lj dzZA 3 Q &
dosage limitsfter system tolerances are applie@ells shaded in white are suitable for initial and maintenance infusions.

Cells shaded in yellow are only suitable for maintenance infusiéelts shaded in gray do not have values listed because
testing has not been performed or the value exceeds the dosage limits.

Table Legend:
Suitable for initial and maintenance infusions
(Aged2vc &SIFNRY dzZlJ (2 mMp Y[ KKk&aAGST
Suitable for maintenance infusions only
(Aged2vc &SFNRY dzZLlJ (2 Hp Y[ KKk&AGST
No dataavailable or may exceed prescribing information flow rate limits

Drug Patient Information Flow Controller
Table 1a . .
Cutaquig Patients aged 216 years Infuset
Values shaded in yellow are only suitable for maintenance infusions accordingfoNiiizd Q&4 LINB & ONR 6 A Y 3
SUBQ Set Total Flow Rate for ALL sites with Infuset Flow Controller (mL/h)
[} S [T9) o N (<2} (o2 o n N [32) 0 o o o
= length | $ | X | S| | 2| S| T[S 2] 2 [2|2]3|3F
T REF# = ) Q ) ) [) [) [) [) Q Q [} [} [}
o mm) | S| S| S| 38| 3| 5|32 5| 3| S 3|1 5| 3| 3
=« | E|E|E|E|E|E|E|E|E|E|E|E|E

OPT12604 4 1 8 11 19

OPT12606 6 1 8 11 19

OPT12609 9 1 8 11 19

OPT12612 12 1 8 11 19

OPT12614 14 1 8 11 18

OPT22604 4 2 21 27 | 41

OPT22606 6 2 21 27 | 41

OPT22609 9 2 21 27 | 41

OPT22612 12 2 21 27 | 41

OPT22614 14 2 20 25 38

OPT32606 6 3 29 | 41
g OPT32609 9 3 29 | 41

OPT32612 12 3 29 | 41

OPT32614 14 3 27 38 62

OPT42606 6 4 35 | 42 | 69

OPT42609 9 4 35 | 42 69

OPT42612 12 4 35 | 42 69

OPT42614 14 4 33 39 65

OPT52606 6 5 41 72

OPT52609 9 5) 41 | 72

OPT52612 12 5 41 72

OPT62609 9 6 43 | 69 105

OPT62612 12 6 43 69 105

SUB104-G27 4 1 15 20
g SUB106-G27 6 1 15 19

SUB109-G27 9 1 13 17 19
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SClg6®Infusion System

Drug

Patient Information

Flow Controller

Table 1a

Cutaquig

Patients aged 216 years

Infuset

Values shaded in yellow are only suitable

for maintenance infusions accordingRoNkidz3 Q &

LINB &2 ONX 6 A Y 3

SUBQ Set Total Flow Rate for ALL sites with Infuset Flow Controller (mL/h)
- lengn | 3| Z | S35 28|88 |3(2|3|3
g REF# 9 Q Q Q Q Q Q Q Q Q (] Q Q Q
5 mm) | 218 3|8 3|8|5|8|5|8|8|28|2)|32
T+ £ £ £ £ £ £ £ £ £ £ £ £ £

SUB112G27 12 1 12 | 16 | 18

SUB204-G27 4 2 25 | 31

SUB250 6 2 23 | 29 | 39

SUB260 9 2 22 | 27 | 36

SUB212-G27 12 2 20 | 24 | 33

SUB310 6 3 26 | 35 | 51

SUB320 9 3 24 | 32 | 47

SUB312G27 12 3 22 | 29 | 43

SUB400 6 4 27 | 37 | 583

SUB410 9 4 25 | 34 | 49

SUB412-G27 12 4 22 | 31 | 45

SUB414G27 14 4 21 | 29 | 42

SUB506 6 5 28 | 40 | 59

SUB509 9 5) 25 | 36 | 54

SUB606 6 6 29 | 39 | 60

SUB609 9 6 27 | 36 | 55

SAFQ-106G27 6 1 15 | 19

SAFQ-109G27 9 1 13 | 17 | 19

SAFQ-112-G27 12 1 12 | 16 | 18

SAFQ-206-G27 6 2 23 | 29 | 39

SAFQ-209-G27 9 2 22 | 27 | 36

SAFQ-212-G27 12 2 20 | 24 | 33

SAFQ-306-G27 6 3 26 | 35 | 51

SAFQ-309G27 9 3 24 | 32 | 47

SAFQ-312G27 12 3 22 | 29 | 43

SAFQ-406-G27 6 4 27 | 37 | 53

SAFQ-409-G27 9 4 25 | 34 | 49

SAFQ-412-G27 12 4 22 | 31 | 45

SAFQ-509-G27 9 5 25 | 36 | 54

SAFQ-609-G27 9 6 27 | 36 | 55
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SClg6®Infusion System

Drug Patient Information Flow Controller
Table 1b . ,
Cutaquig Patients aged 17 years or older Infuset
£+ fdz§a aKFRSR Ay &8tfz2g |NB 2yféa adaidlofts F2NI YEAYGASyly
SUBQ Set Total Flow Rate for ALL sites with Infuset Flow Controller (mL/h
[0} © [1p) o N o (2] o Tol N [a2) [ce} o o (3]
> Length | & | ¥ | & q q a o b b b a g Bl a
T REF# z Q Q Q Q Q Q Q Q @ @ © @ @
8 om) | S 1818 |5 |5 |55 5|5 |85 |8 |8 ¢S
ETS = = = = = = = = = = = = =

OPT12604 4 1 8 11 19 26 34

OPT12606 6 1 8 11 19 26 34

OPT12609 9 1 8 11 19 26 34

OPT12612 12 1 8 11 19 26 34

OPT12614 14 1 8 11 18 25 32 43

OPT22604 4 2 21 27 41 60 84

OPT22606 6 2 21 27 41 60 84

OPT22609 9 2 21 27 41 60 84

OPT22612 12 2 21 27 41 60 84

OPT22614 14 2 20 25 38 56 79

OPT32606 6 3 29 41 65 86
g‘ OPT32609 9 3 29 41 65 86

OPT32612 12 3 29 41 65 86

OPT32614 14 3 27 38 62 81

OPT42606 6 4 35 42 69 101

OPT42609 9 4 35 42 69 101

OPT42612 12 4 35 42 69 101

OPT42614 14 4 33 39 65 95

OPT52606 6 5 41 72 106

OPT52609 9 5 41 72 106

OPT52612 12 5 41 72 106

OPT62609 9 6 43 69 105

OPT62612 12 6 43 69 105

SUB104-G27 4 1 15 20 22 26

SUB106-G27 6 1 15 19 21 25

SUB109-G27 9 1 13 17 19 23

SUB112-G27 12 1 12 16 18 21

SUB204-G27 4 2 25 31 42

SUB250 6 2 23 29 39

SUB260 9 2 22 27 36
9 SUB212-G27 12 2 20 24 33
N SUB310 6 3 26 35 51

SUB320 9 3 24 32 a7

SUB312-G27 12 3 22 29 43

SUB400 6 4 27 37 53

SUB410 9 4 25 34 49

SUB412-G27 12 4 22 31 45

SUB414-G27 14 4 21 29 42

SUB506 6 5 28 40 59
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SClg6®Infusion System

Drug Patient Information Flow Controller
Table 1b . -
Cutaquig Patients aged 17 years or older Infuset
+FfdzSa akKlIRSR Ay &Stt2p FNB 2yfeée adadloftS F2NJ YEAYGSyLly
SUBQ Set Total Flow Rate for ALL sites with Infuset Flow Controller (mL/h
g Tl2|3 (S |2 (8|28 |8 |8 |3 |5 |5 |¢
f REF# tength ) 8 | % |2 |3 | % | % |3 |5 |3 |23 [3 |3 |3 |3
8 om) | S 1818 |5 |5 |55 5|5 |85 |8 |8 ¢S
% | £ £ £ £ £ £ £ £ £ £ 1S £ £
SUB509 9 5 25 36 54
SUB606 6 6 29 39 60
SUB609 9 6 27 36 55
SAFQ-106G27 6 1 15 19 21 25
SAFQ-109-G27 9 1 13 17 19 23
SAFQ-112-G27 12 1 12 16 18 21
SAFQ-206-G27 6 2 23 29 39
SAFQ-209-G27 9 2 22 27 36
SAFQ-212-G27 12 2 20 24 33
SAFQ-306-G27 6 8 26 35 51
SAFQ-309-G27 9 8 24 32 47
SAFQ-312-G27 12 3 22 29 43
SAFQ-406-G27 6 4 27 37 53
SAFQ-409-G27 9 4 25 34 49
SAFQ-412-G27 12 4 22 31 45
SAFQ-509-G27 9 5 25 36 54
SAFQ-609-G27 9 6 27 36 55
Table 2 Drug Patient Information Flow Controller
aple ca Cutaquig Patients aged 216 years VersaRate
+1fdSa aKFRSR Ay &Stfz2g FNB 2yfe& &dz b lpeschingigddatoh.A y i S
SUBQ Set Total Flow Rate for ALL sites with VersaRate Flow Controller (mL/h)
é
()
3 REF# Length | g 1 2 3 4 5 6
o (mm) | &
**
SUB104G27 4 1 16
SUB106-G27 6 1 15
SUB109-G27 9 1 14
SUB112-G27 12 1 13 19
© | SUB204G27 4 2 34
N ["sUB250 6 2 32
SUB260 9 2 30 38
SUB212-G27 12 2 27 34
SUB310 6 3 23 52
SUB320 9 3 21 48
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SClg6®Infusion System

Drug

Patient Information

Flow Controller

Table 2a

Cutaquig

Patients aged 216 years

VersaRate

+I £ dzSa akKlRSR

Ay

8Stft2¢ I NB 2yfe& &dz{lpesc

@oingFigfaxdhaton.A y i Sy

SUBQ Set Total Flow Rate for ALL sites with VersaRate Flow Controller (mL/h)
2
qév Length ?.g
= REF# 2 1 2 3 4 5 6
V) (mm) b
F*
SUB312-G27 12 8 19 43 60
SUB400 6 4 24 60
SUB410 9 4 22 55 81
SUB412-G27 12 4 20 50 74
SUB414G27 14 4 19 47 69
SUB506 6 5 26 68 94
SUB509 9 5 24 62 86
SUB606 6 6 47 102
SUB609 9 6 43 94
SAFQ-106-G27 6 1 15
SAFQ-1Q09-G27 9 1 14
SAFQ-112-G27 12 1 13 19
SAFQ-206-G27 6 2 32
SAFQ-209-G27 9 2 30 38
SAFQ-212-G27 12 2 27 34
SAFQ-306-G27 6 3 23 52
SAFQ-309-G27 9 3 21 48
SAFQ-312-G27 12 3 19 43 60
SAFQ-406-G27 6 4 24 60
SAFQ-409-G27 9 4 22 55 81
SAFQ-412-G27 12 4 20 50 74
SAFQ-509-G27 9 5 24 62 86
SAFQ-609-G27 9 6 43 94
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SClg6®Infusion System

Drug Patient Information Flow Controller
Table 2b - :
Cutaquig Patients aged 17 years or oldel VersaRate
Values shaded in yellow are only suitableYor A y § Sy | yOS Ay TdzaA2yada | O0O2NRAy3 G2

SUBQ Set Total Flow Rate for ALL sites with VersaRate Flow Controller (mL/h)

K

) Length D
2 REF# 2 1 2 3 4 5 6

O (mm) b

H*
SUB104G27 4 1 16 23 28 36
SUB106G27 6 1 15 22 27 34
SUB109-G27 9 1 14 20 24 31
SUB112-G27 12 1 13 19 22 29
SUB204-G27 4 2 34 43 55 78
SUB250 6 2 32 41 53 74
SUB260 9 2 30 38 48 68
SUB212-G27 12 2 27 34 44 62
SUB310 6 3 23 52 72 89 103
SUB320 9 3 21 48 66 82 95
SUB312-G27 12 3 19 43 60 74 86
SUB400 6 4 24 60 89 115 154
SUB410 9 4 22 55 81 105 141
SUB412-G27 12 4 20 50 74 96 128
SUB414G27 14 4 19 47 69 89 120
SUB506 6 5 26 68 94 138 187
R [ sues09 9 5 24 62 86 127 172
SUB606 6 6 a7 102 227
SUB609 9 6 43 94 208
SAFQ-106-G27 6 1 15 22 27 34
SAFQ-109-G27 9 1 14 20 24 31
SAFQ-112-G27 12 1 13 19 22 29
SAFQ-206-G27 6 2 32 41 53 74
SAFQ-209-G27 9 2 30 38 48 68
SAFQ-212-G27 12 2 27 34 44 62
SAFQ-306-G27 6 3 23 52 72 89 103
SAFQ-309-G27 9 3 21 48 66 82 95
SAFQ-312-G27 12 3 19 43 60 74 86
SAFQ-406-G27 6 4 24 60 89 115 154
SAFQ-409-G27 9 4 22 55 81 105 141
SAFQ-412-G27 12 4 20 50 74 96 128
SAFQ-509-G27 9 5 24 62 86 127 172
SAFQ-609-G27 9 6 43 94 208
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SClg6®Infusion System

Drug Patient Information Flow Controller
Table 3a - -
Cutaquig Patients aged 216 years | VersaRate Plus
Values shaded inyellowagey f @ adzA Gk o6fS F2NJ YIAY(iSylyOS AyFdzaizya | d
SUBQ Set Total Flow Rate for ALL sites with VersaRate Plus Flow Controller (mL/h)
3
(4] °
% REF# Length § 1 2 3 4 5 6 7 9 10 | 11 | OPEN
o (mm) =
i
SUB260 9 2 39
SUB212-G27 12 2 36 39
SUB312-G27 12 8 55
SUB400 6 4 73
SUB410 9 4 67 78
SUB412-G27 12 4 61 | 71
SUB414G27 14 4 57 | 67 | 76
SUB506 6 5 74
SUB509 9 5 68 93
R [ sueos 6 6 87
SUBG09 9 6 80 108
SAFQ-209-G27 9 2 39
SAFQ-212-G27 12 2 36 39
SAFQ-312G27 12 3 55
SAFQ-406-G27 6 4 73
SAFQ-409-G27 9 4 67 78
SAFQ-412-G27 12 4 61 | 71
SAFQ-509-G27 9 5 68 93
SAFQ-609-G27 9 6 80 108
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SClg6®Infusion System

Table 3b Drug Patient Information Flow Controller
anie Cutaquig | Patients aged 17 years or olde| VersaRate Plus
+fd2S& aKFIRSR Ay &Sff2¢ INB 2yfté& adaAaidlofS F2NI YIAYGSyl
SUBQ Set Total Flow Rate foALL sites with VersaRate Plus Flow Controller (mL/h)
2
% Length ?.g
= REF# 2 1 2 3 4 5 6 7 8 9 10 11 | OPEN
) (mm) b
**
SUB104G27 4 1 30 31 31 | 32 32 33 33 34 | 34 36
SUBL06-G27 6 1 29 29 30 | 30 31 31 32 32 32 34
SUB109-G27 9 1 26 27 27 28 28 29 29 29 30 31
SUB112-G27 12 1 24 24 25 25 26 26 26 27 27 28
SUB204-G27 4 2 45 | 49 58 66 69 70 71 71 71 73
SUB250 6 2 43 46 55 62 66 67 67 67 67 70
SUB260 9 2 39 42 50 57 60 61 62 62 62 64
SUB212-G27 12 2 36 39 46 52 55 56 56 56 56 58
SUB310 6 3 66 75 82 88 93 97 101 | 105 | 108 116
SUB320 9 3 60 68 75 80 85 89 93 96 99 107
SUB312-G27 12 3 55 62 68 73 7 81 84 88 90 97
SUB400 6 4 73 85 97 | 107 | 116 | 122 | 127 | 131 | 133 | 145
SUB410 9 4 67 78 89 99 | 106 | 112 | 116 | 120 | 122 | 133
SUB412G27 12 4 61 71 81 90 97 | 102 | 106 | 109 | 111 | 121
SUB414G27 14 4 57 67 76 84 | 90 95 99 | 102 | 104 | 113
SUB506 6 5 74 101 | 118 | 130 | 139 | 146 | 152 | 156 | 160 174
g SUB509 9 5 68 93 109 | 120 | 128 | 134 | 139 | 143 | 147 160
SUB606 6 6 87 118 | 139 | 155 | 168 | 178 | 187 | 194 | 200 224
SUB609 9 6 80 | 108 | 128 | 142 | 154 | 163 | 171 | 178 | 184 | 206
SAFQ-106-G27 6 1 29 29 30 30 31 31 32 32 32 34
SAFQ-109G27 9 1 26 27 27 28 28 29 29 29 30 31
SAFQ-112-G27 12 1 24 24 25 25 26 26 26 27 27 28
SAFQ-206-G27 6 2 43 46 55 62 66 67 67 67 67 70
SAFQ-209-G27 9 2 39 42 50 57 60 61 62 62 62 64
SAFQ-212-G27 12 2 36 39 46 52 55 56 56 56 56 58
SAFQ-306-G27 6 3 66 75 82 88 93 97 101 | 105 | 108 116
SAFQ-309-G27 9 3 60 68 75 80 85 89 93 96 99 107
SAFQ-312-G27 12 3 55 62 68 73 7 81 84 88 90 97
SAFQ-406-G27 6 4 73 85 97 | 107 | 116 | 122 | 127 | 131 | 133 | 145
SAFQ-409G27 9 4 67 78 89 99 | 106 | 112 | 116 | 120 | 122 | 133
SAFQ-412-G27 12 4 61 71 81 90 97 | 102 | 106 | 109 | 111 | 121
SAFQ-509-G27 9 5 68 93 109 | 120 | 128 | 134 | 139 | 143 | 147 160
SAFQ-609-G27 9 6 80 | 108 | 128 | 142 | 154 | 163 | 171 | 178 | 184 | 206
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SClg6®Infusion System

Infusing Cuvitru
Thetables belowonly include combinations that will provideth total and per sitdlow rates that are withid dz@ A G NHzQ &
dosage limitsafter system tolerances are applied. Csh&ded in white are suitable for initial and maintenance infusions.
Cells shaded in yellow are only suitable for maintenance infusiéelts shaded in gray do not have values listed because
testing has not been performed or the value exceeds the dosage limits.

Table Legend:
Suitable for initial and maintenance infusions (up to 20 mL/h/site or 80 ml/h to|
Suitable for maintenance infusions only (up to 60 mL/h/site or 240 ml/h total)
No data available or may exceed prescritimfigrmation flow rate limits

Drug Flow Controller
Table 4 .
Cuvitru Infuset
+| £ dzS&4 aKFRSR Ay &Stt2g INB 2ytée adaAaidlotS F2N YIAYGdSyl
SUBQ Set Total flow rate for ALL sites with Infusétlow Controller (mL/h)
2 o o o o
" sl 8)8|8|8|8/8|/8|8|8]¢8]S8
S Length | 8 | & | @ | 2 |2 | S [ 3T | S| 2|22 | 2|3 |3
T REF# b4 © © © © © © © © © © © © ©
o mm 5 | 3| S| &S| S| |25 |s|2|5|28)|2
* = = = = = = = = = = = = =
SUB109-G24 9 1 11 14 17 31
SUB112-G24 12 1 10 13 16 28
SUB209-G24 9 2 20 32 42 94
SUB212-G24 12 2 18 29 38 85
SUB309-G24 9 3 35 45 118
g SUB312-G24 12 3 32 41 107
SUB409-G24 9 4 49 145
SUB412-G24 12 4 44 132
SAFQ-106-G24 6 1 12 15 19 33
SAFQ-109-G24 9 1 11 14 17 31
SAFQ-309-G24 9 8 35 45 118
OPT12604 4 1 15 19 26 31 48
OPT12606 6 1 15 19 26 31 48
OPT12609 9 1 15 19 26 31 48
OPT12612 12 1 15 19 26 31 48
OPT12614 14 1 14 17 25 29 45
OPT22604 2 32 45 94
OPT22606 6 2 32 45 94
OPT22609 9 2 32 45 94
8 OPT22612 12 2 32 45 94
N | OPT22614 14 2 30 42 88
OPT32606 6 3 51 122
OPT32609 9 3 51 122
OPT32612 12 3 51 122
OPT32614 14 3 48 114 | 148
OPT42606 4 52 146 | 194
OPT42609 9 4 52 146 | 194
OPT42612 12 4 52 146 | 194
OPT42614 14 4 49 137 | 183
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SClg6®Infusion System

Table 5 Drug Flow Controller
anie Cuvitru VersaRate
+fdzSd aKFIRSR Ay &Sfft2¢ INB 2yfé& &adaAilofS F2NI YIAY
SUBQ Set Total Flow Rate for ALL sites with VersaRate Flow Controller (mL/h
U7
] REF# Length | g 1 2 3 4 5 6
o (mm) | =
o
3+
SUB109-G24 9 1 11 17 26 35 47
SUBL12-G24 12 1 10 16 24 32 43
SUB209-G24 9 2 11 20 33 50 87
SUB212-G24 12 2 10 18 30 45 79
SUB309-G24 9 & 11 21 35 58 107
% SUB312-G24 12 3] 10 19 32 53 97
SUB409-G24 9 4 12 23 37 65 141
SUB412-G24 12 4 11 21 34 59 128
SAFQ-106-G24 6 1 12 19 28 38
SAFQ-109-G24 9 1 11 17 26 35 47
SAFQ-309G24 9 3] 11 21 35 58 107
OPT12604 4 1 13 20 28 33 47
OPT12606 6 1 13 20 28 33 47
OPT12609 9 1 13 20 28 33 47
OPT12612 12 1 13 20 28 33 47
OPT12614 14 1 12 19 26 31 44
OPT22604 4 2 24 38 54 83
OPT22606 6 2 24 38 54 83
OPT22609 9 2 24 38 54 83
8 OPT22612 12 2 24 38 54 83
N | OPT22614 14 2 23 35 51 78
OPT32606 6 3 41 65 106
OPT32609 9 3 41 65 106
OPT32612 12 3 41 65 106
OPT32614 14 3 39 61 100
OPT42606 6 4 43 70 119
OPT42609 9 4 43 70 119
OPT42612 12 4 43 70 119
OPT42614 14 4 40 66 112
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Table 6 Drug Flow Controller
anie Cuvitru VersaRate Plus
+| £ dzS&4 aKFERSR Ay &Stt2¢ INB 2yfteé adaAaidlotS F2N YIAYQ(dS)y
SUBQ Set Total Flow Rate for ALL sites with VersaRate Plus Flow Controller (mL/h)
8
g 3
= REF# tength | o | 1 | 2 | 3| a| 5 | 6| 7| 8| 9|10/ 11| open
O (mm) =
o
*
SUB109-G24 9 1 17 31 41
SUB112-G24 12 1 16 29 38 44 48 50 50 50 50 50
SUB209-G24 9 2 21 50 72 88
SUB212-G24 12 2 19 46 66 80 90 95
SUB309-G24 9 3 25 61 89 113 | 131
g SUB312-G24 12 3 23 55 81 103 | 119 | 132 | 141
SUB409-G24 9 4 29 59 92 126 | 158 | 187
SUB412-G24 12 4 26 54 84 114 144 | 170
SAFQ-106-G24 6 1 19 34 45
SAFQ-109-G24 9 1 17 31 41
SAFQ-309-G24 9 3 25 61 89 113 | 131
OPT12604 4 1 9 20 34 43
OPT12606 6 1 9 20 34 43
OPT12609 9 1 9 20 34 43
OPT12612 12 1 9 20 34 43
OPT12614 14 1 9 19 32 40 45
OPT22604 4 2 21 37 63 87
OPT22606 6 2 21 37 63 87
OPT22609 9 2 21 37 63 87
8 OPT22612 12 2 21 37 63 87
N | OPT22614 14 2 19 35 59 81
OPT32606 6 3 27 48 79 110 | 135
OPT32609 9 3 27 48 79 110 | 135
OPT32612 12 3 27 48 79 110 135
OPT32614 14 3 25 45 74 104 127 | 142
OPT42606 6 4 63 92 129 163 | 189
OPT42609 9 4 63 92 129 163 | 189
OPT42612 12 4 63 92 129 163 | 189
OPT42614 14 4 59 86 121 153 | 177
SUB104-G27 4 1 15 17 18 19 20 20 20 21 21 21
SUB106-G27 6 1 14 16 17 18 19 19 19 20 20 20
SUB109-G27 9 1 13 15 16 16 17 17 18 18 18 18
SUB112-G27 12 1 12 13 14 15 15 16 16 16 16 17
SUB204-G27 4 2 29 34 37 40 41 42 43 44 45 47
g SUB250 6 2 27 32 35! 38 39 40 41 42 42 45
SUB260 9 2 25 30 33 34 36 37 38 38 39 41
SUB212-G27 12 2 23 27 30 31 33 34 34 35 35 37
SUB310 6 3 33 44 51 54 55 55 56 56 56 61
SUB320 9 3 30 41 47 49 50 51 51 51 51 56
SUB312-G27 12 3 27 37 42 45 46 46 46 47 47 51
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T b| 6 Drug Flow Controller
able Cuvitru VersaRate Plus
+| £ dzS&4 aKFERSR Ay &Stt2¢ INB 2yfteé adaAaidlotS F2N YIAYQ(dS)y
SUBQ Set Total Flow Rate for ALL sites with VersaRate Plus Flow Controller (mL/h)
2

g 3

= REF# tength | o | 1 | 2 | 3| a| 5 | 6| 7| 8| 9|10/ 11| open

0] (mm) b

+H

SUB400 6 4 45 | 58 69 76 80 83 | 84 | 8 | 86 93
SUB410 9 4 41 | 53 63 70 74 76 | 77 | 78 | 79 85
SUB412-G27 12 4 38 | 49 58 64 67 69 | 70 | 71 | 72 77
SUB414-G27 14 4 35 | 45 54 59 63 65 | 66 | 67 | 67 72
SAFQ-106-G27 6 1 14 16 17 18 19 19 19 20 20 20
SAFQ-109G27 9 1 13 | 15 16 16 17 17 18 | 18 | 18 18
SAFQ-112G27 12 1 12 | 13 14 15 15 16 16 | 16 | 16 17
SAFQ-206-G27 6 2 27 | 32 35 38 39 40 | 41 | 42 | 42 45
SAFQ-209-G27 9 2 25 30 33 34 36 37 38 38 39 41
SAFQ-212-G27 12 2 23 27 30 31 33 34 34 35 35 37
SAFQ-306G27 6 3 33 | 44 51 54 55 55 | 56 | 56 | 56 61
SAFQ-309G27 9 3 30 | 41 47 49 50 51 | 51 | 51 | 51 56
SAFQ-312G27 12 3 27 | 37 42 45 46 46 | 46 | 47 | 47 51
SAFQ-406-G27 6 4 45 58 69 76 80 83 84 85 86 93
SAFQ-409-G27 9 4 41 53 63 70 74 76 77 78 79 85
SAFQ-412-G27 12 4 38 | 49 58 64 67 69 | 70 | 7L | 72 77
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Infusing Gammagard

Thetablesbelowonly include combinations that will providmth total and per sitdlow rates that are within
Gammagardiosage limitsafter system tolerances are applied. Cells shaded in white are suitahfetfarand
maintenance infusions. Cells shaded in yellow are only suitable for maintenance inf@etiashaded in gray do not
have values listed because testing has not been performed or the value exceeds the dosage limits.

Table Legend:

Suitable for initial and maintenance infusions
(Under 40 kg (88 Ib) body weight: up to 15 mL/h/site; 40 kg (88 Ib) and greater: up to 20 mL/h

Suitable for maintenance infusions only
(Under 40 kg (88 )body weight: up to 20 mL/h/site; 40 kg (88 Ib) and greater: up to 30 mL/h/{

No data available or may exceed prescribing information flow rate limits

Drug Patient Information Flow Controller
Table 7a :
Gammagard Patientsunder 40 kg (88 Ib) Infuset
+fdSa aKIRSR Ay @S8tft2g FNB 2yte &adAiGloftS F2NI YEAydY
SUBQ Set Total flow rate for ALL sites with Infuset Flow Controller (mL/h)
o) S| (8|S |2 (R [ |8 |8 |83 [|233|8 |9 |9
g’ Length [ hA oo Py b piy A o oL Y b oL A A
3 REF# [T} [ [ 7] [} [} [ [} [ [ [ [} [} [}
o (mm) | Z 3 S| 8| 2|5|S5|5 |5 |5 5|55 8
s |E|E|E|E|E|E|E|E|E|E|E|E]|E

SUB109-G24 9 1 15

SUB112-G24 12 1 14

SUB209-G24 9 2 25 29

SUB212-G24 12 2 23 26
g SUB409-G24 9 4 29
N | SUB412G24 12 4 26

SUB512-G24 12 5 63

SUB612-G24 12 6 95

SAFQ-106-G24 6 1 16

SAFQ-109-G24 9 1 15

OPT12604 4 1 13

OPT12606 6 1 13

OPT12609 9 1 13

OPT12612 12 1 13

OPT12614 14 1 13

OPT22604 4 2 14 26

OPT22606 6 2 14 26
8 OPT22609 9 2 14 26
N OPT22612 12 2 14 26

OPT22614 14 2 13 25

OPT32606 6 3 31

OPT32609 9 3 31

OPT32612 12 3 31

OPT32614 14 3 29

OPT42606 6 4 33

OPT42609 9 4 33

www.emedtc.com 300f 66 AS0010021_5 OCT2023



SClg6®Infusion System

Drug Patient Information Flow Controller
Table 7a ,
Gammagard Patientsunder 40 kg (88 Ib) Infuset
+fdz2Sa &aKIFIRSR Ay &Stft2¢ INB 2yfé& adadlofS F2N YIAYyGS
SUBQ Set Total flow rate for ALL sites with Infuset Flow Controller (mL/h)

%) o o o o
=3 Length o & pir b o P & o o o P s oL oL
= REF# 7] 7] Q 7] Q 7} Q 7} 7} ) 7] 7] 7]
o mm) | 2 | $ | 3| S| S| 2| 5|8 |2|8|5|8|2|¢%

=« | E|E|E|E|E|[E|E|E|E|E|E|E|E

OPT42612 12 4 33
OPT42614 14 4 31 64
OPT52606 6 5 32 67
OPT52609 9 5 32 67
OPT52612 12 5 32 67
OPT62609 9 6 65
OPT62612 12 6 65
SUB104-G27 4 1 15
SUB106-G27 6 1 14
SUB109-G27 9 1 13
SUB112-G27 12 1 12
SUB204-G27 4 2 28
SUB250 6 2 27
SUB260 9 2 25
SUB212-G27 12 2 22
SUB312-G27 12 3 47
SUB506 6 5 62

9 SUB509 9 5 57

N | SUB606 6 6 96
SUB609 9 6 88
SAFQ-106-G27 6 1 14
SAFQ-109-G27 9 1 13
SAFQ-112-G27 12 1 12
SAFQ-206-G27 6 2 27
SAFQ-209-G27 9 2 25
SAFQ-212-G27 12 2 22
SAFQ-312-G27 12 3 47
SAFQ-509-G27 9 5 57
SAFQ-609-G27 9 6 88
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SClg6®Infusion System

Drug Patient Information Flow Controller
Table 7b Patients 40 kg (88 Ib) and
Gammagard Infuset
over
Values shaded in yellow are only suitable for maintenance infusiodsD2 NRAy 3 (2 GKS RNIZAQA
SUBQ Set Total flow rate for ALL sites with Infuset Flow Controller (mL/h)
O o [Tp) o N o [« (37) L N (32 0 [N o (5]
= lengh | S| X [ | [ S| T S22 2|3T|3I
= REF# > Q 7] Q 7] Q Q Q 7] Q ) 7] 7] )
o mm | S| 3| S| 35| 5| 8 3 S| 5|1 3|53 3| 32| 8
S| E|E|E| E| E 5 E|lE|E| | 5| | &
SUB109-G24 9 1 15 | 24
SUB112-G24 12 1 14 | 21 25
SUB209-G24 9 2 25 | 29
SUB212-G24 12 2 23 26
SUB309-G24 9 8 57
@ SUB312-G24 12 8 52
g SUB409-G24 9 4 29 94
SUB412-G24 12 4 26 86
SUB512-G24 12 5 63
SUB612-G24 12 6 95
SAFQ-106-G24 6 1 16
SAFQ-109-G24 9 1 15 | 24
SAFQ-309-G24 9 8 57
OPT12604 4 1 13 | 25
OPT12606 6 1 13 | 25
OPT12609 9 1 13 | 25
OPT12612 12 1 13 | 25
OPT12614 14 1 13 | 24
OPT22604 4 2 14 | 26 | 36
OPT22606 6 2 14 | 26 | 36
OPT22609 9 2 14 | 26 | 36
OPT22612 12 2 14 | 26 | 36
OPT22614 14 2 13 | 25 | 34
OPT32606 6 3 31 | 66
% OPT32609 9 3 31 | 66
OPT32612 12 3 31 | 66
OPT32614 14 3 29 | 62
OPT42606 6 4 33 | 68
OPT42609 9 4 33 | 68
OPT42612 12 4 33 | 68
OPT42614 14 4 31 | 64 98
OPT52606 6 5 32 | 67 | 103
OPT52609 9 5 32 | 67 | 103
OPT52612 12 5 32 | 67 | 103
OPT62609 9 6 65 | 109 135
OPT62612 12 6 65 | 109 | 135
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SClg6®Infusion System

Drug Patient Information Flow Controller
Table 7b Patients 40 kg (88 Ib) and
Gammagard Infuset
over
Values shaded in yellow are only suitable for maintenance infusiodsD2 NRAy 3 (2 GKS RNIZAQA
SUBQ Set Total flow rate for ALL sites with Infuset Flow Controller (mL/h)
O o [Tp) o N o [« (37) L N (32 0 [N o (5]
= lengh | S| X [ | [ S| T S22 2|3T|3I
= REF# > Q 7] Q 7] Q Q Q 7] Q ) 7] 7] )
o mm | S| 3| S| 35| 5| 8 3 S| 5|1 3|53 3| 32| 8
S| E|E|E| E| E 5 E|lE|E| | 5| | &
SUB104-G27 4 1 15 23 25
SUB106-G27 6 1 14 | 22 | 24
SUB109-G27 9 1 13 | 20 | 22
SUB112-G27 12 1 12 18 20
SUB204-G27 4 2 28
SUB250 6 2 27
SUB260 9 2 25 | 47
SUB212-G27 12 2 22 | 43
SUB310 6 3 56
SUB320 9 3 51 71
SUB312-G27 12 3 47 64
SUB400 6 4 87
SUB410 9 4 80
SUB412-G27 12 4 72
SUB414-G27 14 4 68 96
SUB506 6 5) 62
g SUB509 9 5) 57 121
SUB606 6 6 96
SUB609 9 6 88
SAFQ-106-G27 6 1 14 22 24
SAFQ-109-G27 9 1 13 | 20 | 22
SAFQ-112-G27 12 1 12 | 18 | 20
SAFQ-206-G27 6 2 27
SAFQ-209-G27 9 2 25 | 47
SAFQ-212-G27 12 2 22 | 43
SAFQ-306-G27 6 3 56
SAFQ-309-G27 9 3 51 71
SAFQ-312G27 12 3 47 64
SAFQ-406-G27 6 4 87
SAFQ-409-G27 9 4 80
SAFQ-412-G27 12 4 72
SAFQ-509-G27 9 5 57 121
SAFQ-609-G27 9 6 88
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SClg6®Infusion System

Drug PatientInformation Flow Controller
Table 8a .
Gammagard | Patientsunder40 kg (88 Ib) | VersaRate
+ fdzSa aKIFIRSR Ay @&Stft2¢ INB 2yfeée adAidlotS F2NI YIAydS
SUBQ Set Total Flow Rate for ALL sites witfersaRate Flow Controller (mL/h)
E
() °
Ef REF# Length | & 7 1 2 3 4 5 6
O (mm) b
H*
OPT32614 14 3 43
OPT42606 6 4 41
OPT42609 9 4 41
OPT42612 12 4 41
© | OPT42614 14 4 39
N | OPT52606 6 5 40
OPT52609 9 5 40
OPT52612 12 5 40
OPT62609 9 6 82
OPT62612 12 6 82
SUB320 9 3 42
SUB312-G27 12 3 38
SUB400 6 4 51
SUB410 9 4 47
SUB412G27 12 4 43
SUB414G27 14 4 40 55
O | SUB506 6 5 46
N | SUB509 9 5 42
SAFQ-309-G27 9 3 42
SAFQ-312-G27 12 3 38
SAFQ-406-G27 6 4 51
SAFQ-409-G27 9 4 47
SAFQ-412-G27 12 4 43
SAFQ-509-G27 9 5 42
) - > The VersaRate flow regulator has markings around the circumference of the rotating dial denoting
2: = position settings that reference flow rates. Six markings have been designated with sequential
1- 58 numbers 16, with additional demarcations between each numbére3e demarcations between
- q + the numbers represent additional reference points that can be used to assist in controlling flow

e

www.emedtc.com

rates between the numbered position settings. The first of these reference points between OFF
and Position 1, will be referred to &osition %%.
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SClg6®Infusion System

Drug Patient Information Flow Controller
Table 8b -
Gammagard | Patients 40 kg (88 Ib) and ove| VersaRate
+| £ dzS& &aKFERSR Ay &Stt2¢ INB 2yteé adaAaidlotS F2N YIAYyGSyl
SUBQ Set Total Flow Rate for ALL sites with VersaRate Flow Controller (mL/h)
05')’ Length | & é
T REF# ] Y 1 2 3 4 5 6
o (mm) | ¥ @
OPT22604 4 2 35
OPT22606 6 2 35
OPT22609 9 2 35
OPT22612 12 2 35
OPT22614 14 2 33
OPT32606 6 3 45
OPT32609 9 3 45
OPT32612 12 3 45
8 OPT32614 14 3 43
N OPT42606 6 4 41 81
OPT42609 9 4 41 81
OPT42612 12 4 41 81
OPT42614 14 4 39 76
OPT52606 6 5 40 72
OPT52609 9 5 40 72
OPT52612 12 5 40 72
OPT62609 9 6 82
OPT62612 12 6 82
SUB260 9 2 43
SUB212-G27 12 2 39
SUB310 6 3 46
SUB320 9 3 42 60
SUB312-G27 12 3 38 55
SUB400 6 4 51 71
SUB410 9 4 47 65
SUB412-G27 12 4 43 59
SUB414-G27 14 4 40 55
g SUB506 6 5 46 77
N SUB509 9 5 42 71
SAFQ-209-G27 9 2 43
SAFQ-212-G27 12 2 39
SAFQ-306-G27 6 3 46
SAFQ-309-G27 9 3 42 60
SAFQ-312-G27 12 3 38 55
SAFQ-406-G27 6 4 51 71
SAFQ-409-G27 9 4 47 65
SAFQ-412-G27 12 4 43 59
SAFQ-509-G27 9 5 42 71
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SClg6®Infusion System

Drug Patient Information Flow Controller
Table 9a -
Gammagard | Patientsunder40 kg (88 Ib) | VersaRate Plus
+| £ dzS& aKFERSR Ay &Stt2¢ INB 2yteée adaAaidlotS F2NJ YIEAYHSy
SUBQ Set Total Flow Rate for ALL sites with VersaRate Plus Flow Controller (mL/h)
3
S Length g
2 REF# < 1 2 3 4 5 6 7 8 9 10 | 11 | OPEN
o (mm) b
+H
SUB410 9 4 51
SUB412-G27 12 4 47
SUB414G27 14 4 43
SUB506 6 5 57
SUB509 9 5 53
g SUB606 6 6 56
SUB609 9 6 52
SAFQ-409-G27 9 4 51
SAFQ-412-G27 12 4 47
SAFQ-509-G27 9 5 53
SAFQ-609-G27 9 6 52
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SClg6®Infusion System

Drug Patient Information Flow Controller
Table 9b .
Gammagard Patients 40 kg (88 Ib) and ovel VersaRate Plus
+ fdz2Sa &aKIFIRSR Ay &Stf2¢ INB 2yfté adadlofS F2NI YIAYyGaSyl
SUBQ Set Total Flow Rate for ALL sites with VersaRate Plus Flow Controller (mL/h)
8
qé’ Length D
3 REF# 9 1 2 3 4 5 6 7 10 11 OPEN
o (mm) | Z
o
**
SUB212-G27 12 2 40
SUB310 6 3 50
SUB320 9 3 46
SUB312-G27 12 3 42
SUB400 6 4 56
SUB410 9 4 51
SUB412-G27 12 4 47
SUB414-G27 14 4 43
SUB506 6 5 57
SUB509 9 5 53
g SUB606 6 6 56 112
SUBG09 9 6 52 102
SAFQ-212-G27 12 2 40
SAFQ-306-G27 6 3 50
SAFQ-309-G27 9 3 46
SAFQ-312-G27 12 3 42
SAFQ-406-G27 6 4 56
SAFQ-409-G27 9 4 51
SAFQ-412-G27 12 4 47
SAFQ-509-G27 9 5 53
SAFQ-609-G27 9 6 52 102
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SClg6®Infusion System

InfusingGamunexC orGammaked

Thetablesbelowonly include combinations that will providmth total and per sitdlow rates that are withirGamunexC
and Gammakedosage limitsafter system tolerances are applied. Cells shaded in white are suitable for initial and
maintenance infusions. Cells shaded in yellow are only suitable for maintenance inf@etiashaded in gray do not
have values listed because testing has not been performed or the value exceeds the dosage limits.

Table Legend:

Suitable for initial and maintenance infusions
For Adults: Up to 20 mL/h/site
For Pediatrics: Under 25 kg (55 Ib) body weight: up to 10 mL/h/site; 25 kg (55 Ib) and greater: up to 15 m

Suitable for maintenance infusions only
For Adults: Up to 20 mL/h/site
For Pediatrics: Under 25 kg (55 Ib) body weight: up to 10 mL/h/site; 25 kg (55 Ib) and greater: up to 20 m

No data available or may exceed prescribing information flow rate limits

Table 10 Drug Patient Information Flow Controller
apie a
GamunexC or Gammaked Adults Infuset
+| £ dz2S&4 aKFIRSR Ay &Stt2¢ INB 2yftée &dzAiGlotS F2NI YIEAYGESy
SUBQ Set Total Flow Rate for ALL sites with Infuset Flow Controller (mL/h)
(%] o o o o
() o o o o o o o 0 o o o
o 5 1o} o N (<] (<)) o™ Te} (N ™ o N o (5]
) 9] 3 o B 3 & 3 @ 9 @ o B 3 3
3 Length L] @ © @ © 9] © @ © @ 9] @ 9] @
] REF# 2 %] 7] %] 7] %] ] 7] 7] %] (%] %] (%] %]
V] (mm) — S S S S S S S S S S S S S
o = = = = = = = = = = = = =
= IS IS IS IS IS IS IS IS IS £ IS £ IS
SUB109-G24 9 1 15
SUB112-G24 12 1 14
SUB209-G24 9 2 25 29
SUB212-G24 12 2 23 26
(3 SUB409-G24 9 4 29
N | SUB412-G24 12 4 26
SUB512-G24 12 5 63
SUB612-G24 12 6 95
SAFQ-106-G24 6 1 16
SAFQ-109-G24 9 1 15
OPT12604 4 1 13
OPT12606 6 1 13
OPT12609 9 1 13
OPT12612 12 1 13
OPT12614 14 1 13
OPT22604 4 2 14 26
8 OPT22606 6 2 14 26
N | OPT22609 9 2 14 26
OPT22612 12 2 14 26
OPT22614 14 2 13 25
OPT32606 6 3 31
OPT32609 9 3 31
OPT32612 12 3 31
OPT32614 14 3 29
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SClg6®Infusion System

Table 10 Drug Patient Information Flow Controller
able La GamunexC or Gammaked Adults Infuset
+ fdzSa aKFRSR Ay &8tf2p | NB 2yfa adaidlofts FT2NI YEAY(SY
SUBQ Set Total Flow Rate for ALL sites with Infuset Flow Controller (mL/h)
) S |28 |9 |2 (R|Q 8|83 |8 |9 |9
S| Rers |teoth | 8 s 5|85 |38 |8 |8 8| 8| B|8|8|w
o (mm | £ | 3| S| 3|53 |5 |23 |3|23|5|85)|2)|38| 3
S|E|E|E|E|E|E|E|E|E|E|=|E|E
OPT42606 6 4 33
OPT42609 9 4 33
OPT42612 12 4 33
OPT42614 14 4 31 | 64
OPT52606 6 5 32 67
OPT52609 9 5 32 67
OPT52612 12 5 32 | 67
OPT62609 9 6 65
OPT62612 12 6 65
SUB104-G27 4 1 15
SUB106-G27 6 1 14
SUB109-G27 9 1 13
SUB112-G27 12 1 12
SUB204-G27 4 2 28
SUB250 6 2 27
SUB260 9 2 25
SUB212-G27 12 2 22
SUB312-G27 12 8 a7
SUB506 6 5 62
(’\D SUB509 9 5 57
N | SUB606 6 6 96
SUB609 9 6 88
SAFQ-106G27 6 1 14
SAFQ-109-G27 9 1 13
SAFQ-112G27 12 1 12
SAFQ-206-G27 6 2 27
SAFQ-209-G27 9 2 25
SAFQ-212-G27 12 2 22
SAFQ-312-G27 12 3 47
SAFQ-509-G27 9 5 57
SAFQ-609G27 9 6 88
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SClg6®Infusion System

Drug Patient Information Flow Controller
Table 10b Pediatrics 25 kg (55 Ib)
GamunexC or Gammakec Infuset
and over
+ f dz§a aKFRSR Ay &88tf2p |NB 2yfé adaAairofts F2NI YEAYGASYy!l y
SUBQ Set Total Flow Ratdor ALL sites with Infuset Flow Controller (mL/h
(2] o o o o
© s | w || Q|88 | 8|3 |8 |83|8&8|8 |88
=2 Length | § | X ® | = P 3 2| % | @ o & A
© REF# z Q Q Q Q Q Q Q Q © @ @ © ©
o (mm) | < 3 3 3 3 3 3 3 3 3 3 3 3 3
2| E| E|E E|E| E| E | E E[E | E| E| E
SUB109-G24 9 1 15
SUBL12G24 12 1 14
SUB209-G24 9 2 25 29
SUB212G24 12 2 23 26
g SUB409-G24 9 4 29
N | SUB412-G24 12 4 26
SUB512-G24 12 5 63
SUB612-G24 12 6 95
SAFQ-106-G24 6 1 16
SAFQ-109-G24 9 1 15
OPT12604 4 1 13
OPT12606 6 1 13
OPT12609 9 1 13
OPT12612 12 1 13
OPT12614 14 1 13
OPT22604 2 14 26
OPT22606 6 2 14 26
OPT22609 9 2 14 26
OPT22612 12 2 14 26
OPT22614 14 2 13 25
OPT32606 6 3 31
g OPT32609 9 3 31
OPT32612 12 8 31
OPT32614 14 3 29
OPT42606 6 4 33
OPT42609 9 4 33
OPT42612 12 4 33
OPT42614 14 4 31 64
OPT52606 6 5 32 67
OPT52609 9 5 32 67
OPT52612 12 5 32 67
OPT62609 9 6 65
OPT62612 12 6 65
SUB104-G27 4 1 15
SUB106-G27 6 1 14
g SUB109-G27 9 1 13
SUBL12-G27 12 1 12
SUB204-G27 4 2 28
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