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PRODUCT NAME Bivigam Carimune NF Cuvitru Flebogamma DIF Gammagard Liquid Gammagard S/D Gammaked Gammaplex Gamunex - C Hizentra HYQVIA® Octagam Privigen
MANUFACTURER Biotesé(l;g%rrr:teilgﬁyticals CSL Behring Shire Grifols Shire Shire Kedrion Bio Products Laboratory Grifols CSL Behring Shire Octapharma CSL Behring
1G 10% (Human) of HYQVIA:
Cohn-Oncley fractionation,
o Cold alcohol fractionation, Cold alcohol fractionation, |ion-exhange chromatography
Cohn-AOn_cIey fr?]ctlonatlon, Cohn-Oncley _po_Iyetherpe glycol Cohn-Oncley o Klstlelr & Nltschmann 0ctan0|c'a0|d fractionation, solvent/deterg_ent treatment, o o
nion exchange Kistler Nitschmann fractionation. ion-exhane precipitation, ion exchange fractionation. ion-exhanee Cohn-Oncley fractionation, fractionation, DEAE- Cohn-Oncley fractionation anion exchange 35nm nanofiltration, low Octanoic Acid Fractionation,
METHOD OF b phromatogrgphy; | fractionation chromatoeTanh solvent% chromatography, chromatoerah solven’ig/ Cohn-Oncley fractionation, | caprylate/chromatography | Sephadex chromatography, | - Iate/cl):romato raphy | chromatography; pH 4 pH/elevated temperature | Cohn-Oncley cold ethanol CH Filtration, pH 4.0
PRODUCTION recipitation and remova - grap pH 4 treatment, graphy ion-exchange purification, cloth and Solvent/detergent, pryia 818PNY i cuibation, depth filtration, |  incubation recombinant |fractionation, ultra-filtration, | incubation, Depth filtration,
Including Viral of fraction Il pH 4.0, trace pepsin, detergent treatment, pasteurization, solvent detergent treatment, chromatography, solvent depth filtration, final CM-Sepharose purification, cloth and depth nanofiltration; TSE human hyaluronidase: chromatography, solvent Chromatography,
(Including Vira of the cold ethanol nanofiltration, 35nm nanofiltration, low : 35nm nanofiltration, ’ . . filtration, final container . ; o ! ety
Inactivation) process, solvent/detergent : detergent treatmen_t, detergent treatment. cor}talner . _chr(_)matography, Vqus ) . redu‘ctlon.steps mcluqe pr(_)duced from genetically detergent treatment. Nanoflltranon,
TSE Reduction Steps. pH/elevated temperature low pH/elevated temperature low pH incubation.
treatment, incubation and double sequential incubation low pH incubation. Filration (20 nm) Terminal octanoic acid fractionation, | engineered Chinese Hamster TSE Reduction Steps.
35 nm nanofiltration. ‘ nancfiltration through 35 ‘ low pH incubation. depth filtration, and virus | Ovary (CHO) cells containing
and 20 nm filters. filtration. a DNA plasmid encoding for
a soluble fragment of human
hyaluronidase PH20.
FORM Liquid Lyophilized Liquid Liquid Liquid Lyophilized Liquid Liquid Liquid Liquid Liquid Liquid Liquid
12 Month t t 36 Months (refrigerated) 36 Months (refrigerated)
SHELF-LIFE/STORAGE 24 Months 24 Months sigraze(rr?gtmtoi[:cpeeerg ure 24 Months 24 Months (room temperature 24 Months 36 Months 36 months 36 Months 30 Months 3 Months* (room 24 Months 36 Months
REQUIREMENT (refrigerated) 9590 or 77°F (room temperature storage) storage not to exceed (room temperature storage) (room temperature storage) (room temperature storage) | temperature storage not (room temperature storage)
or 77°F) 25°C or 77°F) to exceed 25°C or 77°F)
None
. None None None None None None - None None None
RECONSTITUTION TIME il ST (Liquid solution) (Liquid solution) (Liquid solution) o (Liquid solution) (Liquid solution) (Liquid solution) (Read’s’;‘l’]'t‘i’;:)“q”'d (Liquid solution) (Liquid solution) (Liquid solution)
. ouﬁ:‘lsﬂ#::#ﬁm G 10% 30 12% 20% 5% 10% 10% 5% 10% 10% 5% 10% 10% 20% (200 mg/mL) 10% 5% 10% 10%
=40 kg BW-
: ) 30 mL/site at .
Maximum 3 mg/kg/min First 2 Infusions: 20-30mL/hour site L < 40kg BW: maximum
RE(l.\‘.n:I\)I:lIV':IIIEIIJW%ED 3.5 mUka/hour (2 mg/kg/min for patients 10 - 20 mL/hr/site 6.0 mizkg/ | 4.8 ml/kg/ | 5 mU/kg/hr 4ml/ 8 mL/ 4.8 ml/kg/ |20 mL per 1.8 mU/ke/hour 4.8 mi/kg/ | 20 mL per Uzittg %gommUL?r:/rl?(J)?C;:fn 160 mL/site <42ml/ | <7.2ml/ 1.8mUke/hour
-~ ML/Ke with renal dysfunction or |  Subsequent Infusions: hour hour () <40 kg BW: kg/hour kehour | hour(v) | hour (SC) - ML/Ke hour (V) | hour (SC) . ! < (il VG (e kg/hour kg/hour omL/Ke
INFUSION RATE ; 20 mUsit & sites combined) 2
thromboembolic risk) <60 mU/hr/site o IE:T-]ZOS:neL/ 300 mLsite
hour/site (SC)
35 grams for p£?5r07no {(ghr
Time will vary based 70;%?:?6)”' 5_? _mfinuttés 2.5 hours | 1.44 hours
upon patient tolerability; ) . Time will vary based on Time will vary based on Time will vary : ITinfuse Time will vary Time will vary depending o Time can Time can )
TIME TO INI:USE 146.5 min based on Vaatzleantilioll):rseaeb(jilﬁn Tlm; av%/iléln\t/%get;gz?|?t;pon 1.6 hours 1 hour tolerability and route of concentration and depending on route of nlnllnr}lljjtse;d argggﬁglegntgezl depending on route of upon volume and Tlm:tﬁlrlllt\{glr:r:f)isl?td on vary based | vary based Vaatrileantil(taoll)jrsaebdili(in
35 gms recommended infusion P v ’ administration. tolerability. administration. according to PI| schedule; time administration. tolerability. P - on patient | on patient p J-
rates. recommgnded will vary based tolerability. | tolerability.
on patient
schedule | tojerability
5%
1.67 gm sucrose 20 mg/ml 40 mg/ml e 100 mg/ml. | 90 mg/ml.
SUGAR CONTENT No added sugars per gramof protein No added sugars None No added sugars olucose allcoss None D(SS{%})N None None None No added sugars maltose maltose None
8.5 mg/mL sodium chloride
) . 8.5mg/mL [ 17 mgmL - .
0.100-0.140 M <20 mg sodium chloride . . : h 30 - 50 Trace amounts in recombinant human
SODIUM CONTENT sodium chloride per gram of protein No added sodium Trace amounts No added sodium sr?ldlq(rjn srt])ldlq(;n Trace amounts mmol/L <30mM Trace amounts (<10 mmal/L) hyaluronidase, no added <30 mmol/L Trace amounts
chioride chioride sodium in 16 10%
Typically, ;
OSMOLARITY/ 192 - 1074 636 460 - 500 Isotonic
OSMOLALITY <510 mOsm/kg mOsm/kg 280-292 mOsm/kg 240-370 mOsm/kg 240 - 300 mOsm/kg mOsmkg 1250 mOsm/L 258 mOsm/kg mOsm/kg mOszrﬁgllkg 258 mOsm/kg 380 mOsmol/kg 240 - 300 mOsm/kg 310 - 380 mOsm/kg (320 mOsmol/kg)
PH 40-46 6.4-6.8 46-51 50-6.0 46-5.1 6.8+04 40-45 46-5.1 49-52 40-45 46-52 46-51 51-6.0 45-50 4.8
Average: Average: o
<3 meg/mL | <3 meg/mL <1pg/mlL Average: Specification Average of
IgA CONTENT <200 pg/mL 720 pg/mL 80 pg/mL (Specification | (Specification 37 pg/mL 22 pgiml N/A 46 pg/mL <l mcg/rﬁL value: 46 pg/mL <50 meg/mL 37 pg/mL <100 pg/mL | 106 pg/mL < or = 25meg/mL
value: value: =c < 20 meg/ml of IgA
< 50 mcg/mL)|< 100 meg/mL) g &
::;%(I)V}:ﬁ?sl'r:;?ﬁ)?\l Intravenous Intravenous Subcutaneous Intravenous Intravenous | Subcutaneous Intravenous Intravenous | Subcutaneous Intravenous Intravenous | Subcutaneous Subcutaneous Subcutaneous Intravenous Intravenous
Immune Deficiency Foundation

10.5 gm/kg for a 70 kg adult = 35 gms; 5% Concentrations: 1g = 20 mL; 10% Concentrations: 1g = 10 mL.
2Distributed by Kedrion Pharmaceuticals.
3HYQVIA is a dual vial unit containing 10% IgG (100 mg/mL) and 160 U/mL recombinant human hyaluronidase.
4Shorter room temperature shelf life of HYQVIA (3 months) compared to Gammagard Liquid (24 months) is due to the recombinant human hyaluronidase component of HYQVIA.
The time to infuse is based on the maximal infusion rate. Check product label for storage temperatures, which vary among immunoglobulin products. Check package insert for detailed
prescribing information. Information for each of the products listed above has been provided directly to IDF by the manufacturer of that product.
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