B BYFF & Se & A MERE BESHR

Hepatitis B Immune Globulin (Human)

HyperHEP B S/D
HEEEHTE 000452 I

R
HyperHEP B S/DALGERE/ RESEHHIREBNBHEFARRIREQFREDR, ARNKIEH, EST
SEEBEMAEIB (latex-free), HyperHEP B S/DHEUMET AR E AEMITELUS ZEH BEAREM
B BEENDRPHAESENBEFAREMNRNEXENLE (anti-HBs), WRZREAEAMBK  Cohn
fraction P B, Fraction IFAREAEERE0.3% tri-n-butyl phosphate (TNBP)X%0.2% sodium
cholateWREEE, FEMNBE (TNBP) RREEMH (sodium cholate) &, #HARIMAZRI30C, MR
ZREEDININF. TRSEEMNTERE, DUDR. @BE. RRENBEE. SMEENARERRES,
#BEc HyperHEP B S/D% pH{E6.4-7.2. WN&0.21-0.32MEIRER. 15-18%MNELEAR, BIRZERR
RABAN, 7E20-27°CTF, E&E21-28K,
FNRTEHEINEENanti-HBsIERE, SRAXNREREVRREERS (FDAEYHERARAH D)
N2ER, H2ERERTREEHAMIBERIF R CRINEQIZE, HERSZFA220BRHREM(>220 IU).
E8IE HyperHEP B S/D HIBREH, AENEER. NEEENFSHEERBRIKESECNSRE
EEREPHIIER T, A?&Eﬁaﬁﬁkiﬁ%%—@ (HIV-1) #:EAMNRYEVERRS; FRSETHRR
EH(BVDV)#HREAMCEFAFENEL, RABRMEEIARES(PRV)BABERSEELMAREEEREDNAR
HFHEE; ReomBE=R, HREAHNMYERCEENETELIER, @&t?&%’%ﬂﬁﬂﬁﬁﬁaﬁ’ﬂﬁie X
Cohny A IECohn Fraction IBBREFHMES BRI EREREUNEERLERERENFS: 2%
Fraction II10LII WEEE R, MR EAFraction lll, B#AEffluent IIFNETE; E:%ﬂ%Efﬂuent 11358
BAFiltrate MNP 5, B#EHCohn Fraction IFEANIATNBP/sodium cholatefiE, AJHEBMiGHE EERK
FEE K.
AN, (FERRER R HHRR M A S E L £ E B K JE (variant Creutzfeldt-Jakob disease, vCJD) EdfE
EE‘(‘.F(Creutzfe[dt Jakob disease, CJD) fR/RMIER, ARERMESERETR, BEEBEIESEIRIGE (transmissible spongiform encephalopathy;
TSE) & o 2225
HyperHEP B S/DERMELMAZE, ERMMBLBEI luent Il DERBTE, FIERMIBERTSECES.7 log,). BL
WHER IR BB REN P EETNNECID/VCIDERR,

0sZ2%s0¢

)

R —ES SR, T4

RAEIRL 54
Glycine, Water for Injection, {Sodium carbonatesi#%pH{&,

BRPREEIRE
HNRBEBEFLREF(HBY) THA, BREFARERERD (A5 FRAtRE%RE, HEEBIFMRSRENLLGIEE, SE—RIEZFET, m
PEHIRASNant-HBsE, WAKNAKEMEARER . EUTERNMIRF, A T7THERSMFIRE(I9G) HRIKRE.

ki (R ANE %
ESICIPS 389 %
BTR 41.7 %
F£14XK 11.1 %
F21K 83 %

FREPWFIIER7.5 - 26K, HRREHREE.9K, RRIZE3SK, 7

EHanti-HBsHE, E%ﬁ%Bﬂﬂ?&ﬁ%&:?ﬁ&"@é&To ERAERREEELEIBRFXNMIE,

AE-RERMRS, /(ERRAEZZ—ERERR, UAR/ REEEARESNSERRRERER (HERXNRRRRER (A HyperRab
S/D, BEBEEMER) Fﬁﬁ&ﬁ%‘ﬁ&%‘fﬂﬁzmj\ﬁm MEFHMATAF B TERME, EEE21 ROVARBBHIHENS. b—ERER, 2&K
ERERNEEBREFR, TEXIRE/ REETRRENZE,

BREERRE

FERBRURT & Z RS

[55HA]

ERBaTBANEREER, UREEEEEREREEHBVNAIMNE, BEEARBEREHNIES, HAEHNAEL, HEBRMRASERER (A
%) HBRFAZHARMURENBNRANGRE, EHEBERAMEBIERAARERER (AB) EFEE, BRAELNEEE, °

HyperHEP B S/D#EBR TIIRBETEFRIIEN

EEE S EHBsAQMRME2ER

Hﬁ%x.ﬁ“ﬂ’]?%ﬁﬁ Blan: EIMEEHIL. EEMRES (BIMPEED) ; SKANER (AREEREINRE) SFEHBsAgWYE, MIMRK. Mk
Bo le]%ze@&’a%&‘ﬁﬁ 1, TQA¥Fﬁ NBRUFF R eEIKER (AJ) : #EBEIAE—E. —EREEEM—H, MR T75%HRERR,

HBsAgFaIEE’J!%ﬁEEH% &FE’E ’“Biﬁ%&ﬁa&’]ﬁﬁ W B FTRER AR IR RE . S INRFHEHBeAgH M, BENBRIERER, =R
ZHBsAgiIHBeAgiG RS, HMARTZIE—FBAFRARERED (A | th?ﬂifé@l%ﬁiBi”ﬂ?%Eﬁ, LA RERABREFRAEE
RENRERRPESS-95 %, S BEBERLHANBEFARERED (N . AREAEERT, BROBT0-90 %, HER—EBRFLARERE
B (A8 , REL0 %R, 815
@HBSAQ%‘E%‘EEB&
HEHERHBsAgHIEE, BAZBREFHRENHEEIRS, MRUERKHRE/UBREIX, ERE-XUXNMENKE-FBREFXRERER (A
) B75 BHRERR, ©

BEEEIE BRFRASE
BEREZGEBRERTYNER, AIRERERRAMBEFARENFRENARRS, FHNRSRIREERMBRFL, 12ERUTHNERA
DBEUFF R REIRER (NE) RBEFFREERIEN. ©
AEEABREFRARE (EBRZFEM) 8 REK) ERABREFARKRER (AH) , INULEBEAREELEMERSEHONE, HEELRKE
R, RARESINENRE, f: EREREN, BMIBTESRNBREM. TRERREERER. S Z—ERLABRFR R&ER
EH () , BFgTERENIBRRERE, °

I A
¢

2

*i"ﬂﬂi)&ﬁﬂﬂ”ﬁiﬁk‘ MEBASENRMNRNERTESENRS, XEEKECreutzfeldt-Jakob Disease (CJD)REREE A sEBIRMIREY
B, EERTHAXNRRLEREEREEYENER, NHENRRHEZAISTYRENELNERE. BARTHEHREANSERERE. REE
W/ HBBRISERS . WAM AR, WERENEERRSWBETE, EENERNNBRAYEEFEENRNE, FLmisERmER
BFRER, THSEE—LFSRENASH/RER, SHNZCRFL., FMEBMIAAMERANEMELERNES, BMiEMEEASHBHEDR
REXTEGRHERAT (B|:E: 02-2511-0101)

BEENATER A S EAARE AR B RERFRENRSELE,

HAERBREARNELESHBNREE, EFEMAHyperHEP B S/DEEERIID. HES LBRELUEREZE,

BRENIVMRIRZE. IEHERNTFRREEER (ERAZNES) . BERGSRENGEEBRAHENERE, 7 a{#ERAHyperHEP B S/D.

EREH

]
HREENRERE, HyperHEP B S/DAGMEIRES, RIRNNMAES, EUREBASHIRETENG, BIDEHE—T. LHEEHRZEHEIM
p

Bo

BEREBN=ANKARRSMUMPIETIPIES, BRFEBRGATIENRMG, EREHEILERENER, FHNBULARINNESEM
Eo 17

EigER

THRE.

EYREER

BACEABEFRXRRIRER (ANF) AFETERSRENEE, “EEEETREECELRSNREALTES, RItERSHEENRRE, RIFE
EFABREFRREIRED (AH) =EAEK. T8, FARERBRFRXEHNFERETE, BXATIHNTRNERG, *RAEECERNEYRE
i

BRZERIC

iEiREAHyperHEP B S/DETEMMAEEMR, FRERRIEETHEERE. ARELEERNBFINEE, RLREHERERT THSRREAE,
FRRE

REMMER I REIL,

[FEBEAS] FRAHABLERES, BARMRANSZER, THREFESFLERRNE, INBREZRS, FHHRNLRZBLE, REBELER
BERSRRLRE, BEHAXECR/KEFELRS, MR REERERBRLRZERE, BAKRN ERER, WAERDETHEEFERLRMARR
iR Hit, FAIERRRA, HEERAZSEREMRREBNCERRS, FERNBINRERLERZEARRAE,

EIER
ENEREIEERERE. BREROEKE, TRASREREONAMERERNELRRER, BBERER, °

BE
BARFEN, ERERECREREARFINEEREN, BEREINERIREREEIETRE.

BIESRE

& FHBsAQIUBEMNERIER'®
R—IGAER (HBRRGHERE) |« R, SMREBLREOERREL HERERREEAZEERIMNE,. SERARBRENR, FEERRR
BREERETFBEFARERER (N @ELRREMANMRTH) . MRKEBEFXARRRED (AR (RER—) , BEEBR24NENE
RIRE—FLPAEH0.06 m/EAFEE (RIIBFH) . BHBERAREREHENER, F2LTHERGE,
RRZME. MEEER, ZENBEERL (&)

colors: Black

Job No. 028453 / 29814 / 32306

K/P Corporation

Cat. No. 3054750

Client: Grifols Therapeutics LLC

Fonts: Triumvirate, Hiragino

Edits: reb

Date: 1/23/2019 (File 2/5), 4/19

Proof 2

Size: 7" x 16" (Spec 9028538 / 08937815)

ID: 1,11,21




BE
IR ESCSElEE EXRFEEE
HBsAg5 1% 1. ZEMEF—HBRF A &ERED 1. BBREHE(anti-HBs)
(Ag) * 2. MRFEEREY, NAG—EBRFRXRERER (AR , Wil EBRFRER
2. RFEBRIT R REEE" hnsg. SLPI4E ﬂﬁ“JE’JBiE?x%FWEEI* —HIIZEIA. S-HE—EA®RA.
EARR (SEER) 1. REABRAT R EER 1. AREREEERE R HBsAgRIR. MRIEGMEN, _LZUZA—WJBE;B:FJL
2. @RIHBsAgZRIR, MRABBIE, & REREH, W EBRFFRZENE, SKAAMAINBRFXRERER":
—EIBRFXRERERD (A BB, SZAE—ER%KA.
HBsAgfZ1E (R/EER) RFABEATREEEE =y
RAIR tRNEFBRIF R EEE RHRaE

* BPYESS0.06 mi/kg

TRAREEEIE: IAEST20 ug, TR T4 R85 JBGES 10 uge —BRASE—E, HBE—@ER. NEREASE A, £=7l,
IS IR TE DT (RIA) < 10 sample ratio units (SRU), BEERZEST(EIA)ZREERIE,

?E@%*“Biﬁ*#?ﬁ% %%%—W E’JBE:H%E?&FWZEEHE EABHRE A,

Biﬁ?xﬁafﬁalﬁﬂi%ﬁ’ﬁﬁﬁﬁx&% jﬁﬂﬁtﬂﬂf RIREHRT, RN RICEESRES/HBABEIFEEE, MERAELERERREER, RIF
120N, EIAPAESBRFFR RERED (A8 (0.5 ml)o WMRICERI48/NF IR ES, BREFR REREORMRBERE. BRFRE
FEAPAES =AI, SAI0.5 ml (10 ug), B—HEHELRNERE, BAINERKABREFAREREND, EEHNNEMURE, H=. BS=FEHMNDHE
FAIRE—E. NEREE, IRE—ABRFXRAER=—(EAMFEM, LARKBEMA—AO0S ml BRFARRIRED, MREERERSE, TR=
BA. NMEBKEREMOS mINBRFALENRED, HARCABBENARKRER, BAETEREMER KK EEOR N\ EARERERAE—
RER—BAR=F—%E, '°
EAHBsAQf5 1 14 A8
MHEASMEBREFRBENFAEZRRE, HEUERENI4ARNERRE TSN, RETRERBEFLRR, BEI—HBRFXLEIRER(0.06
mi/kg), WMFREEBITER (RTRNKRT) . AEERERNERLE, ﬂﬂ%ﬁﬁBiHA%F*ﬁEE&FEﬁ AHEERRIMER. RENMINEEER
EEARBNFRERR, °
HBFREEEBNREEAEE: (RD) 2
HBIG* g

jailk BERERE k= BN
BPYESS0.06 mi/kg | MHEMBR14RNA—A | FIAES1.0 ml | BHBIG ARE, EEE—ERHS
*HBIG: BRFFXRENRER (AR)
& BRI UEBRFF X RRIREQRRER, EEHTEEML, ETROEEESRERNSER %,
HEEE BRI A RE
EREEZEDSUBEFAZE, 12EANTHRRILTHEREER0S mINASBREFARERERRER, EHTCHEAMBFEETHEEENIA
WARRE, FRIFEERRAGMRES: FIfBaR. 857, SEERZRESNEHBsAgEEEEEE 2 ANER. TBNREESMBRFTL
wERE, Fﬁﬁéﬁiﬁbﬁﬁ FEEOANERERE. CAEBREFARERREANEKEHA (WRRBLIS) | ERERE—ERAR, LIERER
HNTBRE,
BEoMREE (E%]‘) A, EARKBHRTFANERLT, ERIEUERRERSSEBRNILBNER,
BPYES, TTE?HJEE%‘JO
RTRERFEER, AUBMBE IS E Rultrasafe®#tIBE., HIKEBTIETIERER,

HEIRERTE

1. BEEENEULEFRIEIFNHE, ZEHEMIERER,

2 JEH%%E@%HWE%U&?ZXLL.EM

HERNRREQNARR, HEREMERER, DSRBGRENRREERNESRRN,

4. H%ﬁﬁﬁ%%%ﬁ, WHREE, [EFEIZEVISET, FRHENGRERRLEERTH, ]

5. RS ERRIMER To

6. ESIRISCH—TER, MUEE2AENFIRER.

7. ENEY),

8. KFREHERS, Z—EFNERHREWFAHEEIHBAETLEEHRTTR, EREINEZIERE, ARRIBAEJEIETL2ER.
(INEAKEB)

9. KA ENHRERZFNHBEE—EENEEHHEKARSET. (EC)

A B Cc

HAELEAREREARANFRRSEREARER, CERRACEERALBRRTEENTTREE. 2. HE. EATERFAZENERER, Fit, &
SRR IEREM AT F RIS T/ VDB A

2k
5 mi/M(vial) &1 ml. 0.5 miEstetiit8EE (syringe). HyperHEP B S/DAREREEIE SR & B (latex-free)o

g el

#£2-8'C (36 - 46°F) TirfE, ZRR. BEEEDER,
Al

AREEFRERBEEM(ER,

et

1. Grady GF, Lee VA: Hepatitis B immune globulin- prevention of hepatitis from accidental exposure among medical personnel. N Eng/
J Med 293(21): 1067-70, 1975.

2. Seeff LB, Zimmerman HJ, Wright EC, et al: Efficacy of hepatitis B immune serum globulin after accidental exposure. Lancet 2(7942):

939-41, 1975.

Krugman S, Giles JP: Viral hepatitis, type B (MS-2-strain). Further observations on natural history and prevention. N Engl J Med

288(15): 755-60, 1973.

Current trends: Health status of Indochinese refugees: malaria and hepatitis B. MMWR 28(39): 463-4; 469-70, 1979.

Jhaveri R, Rosenfeld W, Salazar JD, et al: High titer multiple dose therapy with HBIG in newborn infants of HBsAg positive mothers,

J Pedliatr 97(2): 305-8, 1980.

Hoofnagle JH, Seeff LB, Bales ZB, et al: Passive-active immunity from hepatitis B immune globulin. Ann Intern Med 91(6): 813-8,

1979.

Scheiermann N, Kuwert EK: Uptake and elimination of hepatitis B immunoglobulins after intramuscular application in man. Dev Biol

Stand 54: 347-55, 1983.

Recommendations of the Immunization Practices Advisory committee (ACIP): Hepatitis B Virus: A Comprehensive Strategy for

Eliminating Transmission in the United States Through Universal Childhood Vaccination. Appendix A: Postexposure Prophylaxis for

Hepatitis B. MMWR 40(RR-13): 21-25, 1991.

9. Stevens CE, Beasley RP, Tsui J, et al: Vertical transmission of hepatitis B antigen in Taiwan. N Engl J Med 292(15): 771-4, 1975.

10. Shiraki K, Yoshihara N, Kawana T, et al:Hepatitis B surface antigen and chronic hepatitis in infants born to asymptomatic carrier
mothers. Am J Dis Child 131(6): 644-7, 1977.

11. Recommendation of the immunization Practices Advisory Committee (ACIP):Immune globulins for protection against viral hepatitis.
MMWR 30(34): 423-8; 433-5, 1981.

12. Okada K, Kamiyama |, Inomata M, et al: e antigen and anti-e in the serum of asymptomatic carrier mothers as indicators of positive
and negative transmission of hepatitis B virus to their infants. N Engl J Med 294(14): 746-9, 1976.

13. Beasley RP, Trepo C, Stevens CE, et al: The e antigen and vertical transmission of hepatitis B surface antigen. Am J Epidemiol 105(2):
94-8, 1977.

14. Beasley RP, Hwang LY, Lee GCY, et al: Prevention of perinatally transmitted hepatitis B virus infections with hepatitis B immune
globulin and hepatitis B vaccine. Lancet 2(8359): 1099-102, 1983.

15. Recommendation of the Immunization Practices Advisory Committee (ACIP): Recommendations for protection aganist viral hepatitis.
MMWR 34(22): 313-35, 1985.

16. Szmuness W, Stevens CE, Olesko WR, et al: Passive-active immunisation against hepatitis B: immunogenicity studies in adult
Americans. Lancet 1: 575-77, 1981.

17. Recommendations of the Advisory Committee on Immunization Practices (ACIP) and the American Academy of Family Physicians
(AAFP): General recommendations on immunization. MMWR 2002: 51(RR02), 1-36.

18. Beasley RP, Hwang LY: Measles vaccination not interfered with by hepatitis B immune globulin. Lancet 1: 161,1982.

19. Ellis EF, Henney CS: Adverse reactions following administration of human gamma globulin. J Allerg 43(1): 45-54, 1969.

20. Recommendations of the Immunization Practices Advisory Committee (ACIP): Update on Adult Immunization. Table 9. Recommendations
for postexposure prophylaxis for percutaneous or permucosal exposure to hepatitis B, United States. MMWR 40(RR-12): 70, 1991.

21. Recommendations of the Immunization Practices Advisory Committee (ACIP): Update on Adult Immunization. Table 10.
Recommendations for postexposure prophylaxis for perinatal and sexual exposure to hepatitis B, United States. MMWR 40(RR-12):
71,1991.

22. Stenland CJ, Lee DC, Brown P, et al. Partitioning of human and sheep forms of the pathogenic prion protein during the purification
of therapeutic proteins from human plasma. Transfusion 2002. 42(11):1497-500.

23. Lee DC, Stenland CJ, Miller JL, et al. A direct relationship between the partitioning of the pathogenic prion protein and transmissible
spongiform encephalopathy infectivity during the purification of plasma proteins. Transfusion 2001. 41(4):449-55.

24. Lee DC, Stenland CJ, Hartwell RC, et al. Monitoring plasma processing steps with a sensitive Western blot assay for the detection of
the prion protein. J Virol Methods 2000. 84(1):77-89.

25. Cai K, Miller JL, Stenland CJ, et al. Solvent-dependent precipitation of prion protein. Biochim Biophys Acta 2002. 1597(1):28-35.

© N o Ok W

2SR Grifols Therapeutics LLC
& Ht: 8368 US 70 Bus Hwy West, Clayton, NC 27520, U.S.A.
% 7 RITESBRHBERAR
ﬂt ik it RERE 21595212
E &5 (02) 2511-0101
‘:PXH))'IZM?'E H#A06/2018 3054750 3054750
X hRAEETHEI09/2012 08941117 (Rev. June 2018)



