
 

Food and Drug Adminislralicn 
RWl/iDe.. MD 20852-1<1<18 

January 31, 2001Octrlphanna Pharlllazeulika Pnlduktionsgcsm.b.H 
Auentioll: Urlrbllnl Rangclincl'_ Ph.D. 
Obel'lclilcr Sirassc 235 
A-I 100 Vicnnrl. Auslna 

Dear Dr. R,mgelincr: 

We Imvc rc(;civ\."<1 your biologics liccnse opplicatillil (8LA) submilted under secliol1 351 of lhe 
Public Health Sen-icc Act fur the tc.lIowing biolog.ical product: 

0111' Submission Tracking NUlllbcl' (STN): BL 125251iO 

Name or Biological Product; ("(I:Jglllmi(lll FUC10T VUI!\,OIl Willcbn.md Faeltlr Cllmpic.'( 
(Ilmnnn) 

lndicalion: For the tI'CntlllcllIMMi!!taI!IOJ'SPOlllflIlCOUS ;1Ilc! lL1llllllll-im.luccd bleeding 
cpisoclcs in severe VOII Willehnlml disCl1SC (,-WD). nnd I I I modemtc \'WD wherc usc of 

I I 1 I

Dlilc of Applic:llion: 11-Dccembcr-2006 

DOltc of Receipt: 14-DCCClllbcr-2006 

Aetioll Due Date: 14-0etobcr-2007 

US License Number nnt! Manufllcluring Site: 1646: OCT/\PHJ\RMA PharmazcuLika 
Pl'Odllktiollsgcslll.b.H.. Oberlam=r SlI'a:"i:"ic 235. A-II 00 Vicnllo. J\ustria. 

\Vc rC<]lIcst lh,lt you J;ubmil all futurc COrrcSPOIldcIlCl!. supponillg data. (II' I:lbcling rciming to this 
supplement inlriplieatc. (;iling Ihc ~bovc STN nllmber. Send ;:111 com:spomlcllcc L(llhe following 
address: 

11.1.. 11 E. Williams. Ph.D. 
Dir\.'Cttlr Di"isinn (If (31l1(ld Applic:nions. HFI ...I-370 
CClllcr lor Ri~ll(1gics EV<lhmliclI\ :lI1d RC$c;lrch 
Food and Dmg I\dmillisll'lltillll 

Suite 200N 
1401 Ro..:hillc Pike 
Rocl(villc. MD 20852-144H 

DDAVP lre<ltmenl is inen"ecliv(" 

http:Willcbn.md


Page 1 . Dr. Rflngctillcr 

We willlllltilY YOll within 60 days (lC till: rl:cl-ipt u<!(l: if Iht: appliclltitln is sll(Jicicntiy complete ro 
pennil fl sllbstantive review. 

rfyml havc [lny queslions. please COll1acltilc Rcgulmory Projeci Mnn1lgec, Mr. Franklin T. 
Sterhcllson. at (301) 827-6165 

Sincercly yours, 

Fi';.lllklin T. Stephenson. M.S. 
RegullllOlY Project Mnnngcr 
Rt:gulntOlY Projcct MrlDagcmcllt Bt'illlcb 
Division of Blood Applicalions 
Olliec of Blood Rescnl'eh and Review 
Center f(\l' Biologics Evaluntioll and Research 




