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Phosphate, USP 0.55 grame'e'F" P er yci ne, S&wramﬁg & 20.0
grams per liter. 35 HurraNVaQérlwm;mxod,BE’P gs. ad 10liter. 1.0 gram per liter.
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.12. Apply the seah AR tﬁdseauhnabenmhahas 55 Met hod of |yophilisation (using

a shelf lyoghili ser% 1. Precool the shelves to [err] 2. Load the vials into
‘t he chanber . Method of lyophilisation (using a shelf lyophiliser)
: 1. Precool the shelves to —30°C.
2. Load the vials into the chamber.
3. Allow the solutions to freeze. Cool the condenser to —45°C. or below. Start the vacuum.
60 Maintain shelf temperature at —30°C. for at least 12 hours.
4. Increase shelf temperatures at a relatively constant rate to no more than +25°C. in a period of
no less than about 24 hours.
5. When the product temperature reaches +25°C., flood the chamber with sterile nitrogen until it
reaches atmospheric pressure. Stopper the vials in the chambers.
65 8. Remove the vials from the chamber and seal them.
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conpati bl e buffer system 46 352. A conppggtion-as clainmed in claiml
‘Wherein there are about 1 x [err] to 5 x 1 Gs International Units of
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' interferon or B-interferon, especrally a-2 interferon or a-1 interferon.
7. A composition claimed in any of claims 1 to 6 wherein the interferon has been prepared by
recombinant DNA methods.
60 8. A composition as claimed in any of claims 1 to 7 wherein there are 5 to 25 mg, preferably 7 to
22 mq, of glycine for every 1 x 10* to 5x10°® International Units of interferon.
9. A composition as claimed in any of claims 1 to 7 containing 1x10% to 1x 108 International
Units of interferon for every 5 to 150 mg, preferably 5 to 25 mg, especially 7 to 22 mg, of «r-alanine,
glycine or pharmaceutically acceptable salts thereof, the weight of any derivative of the glycine or a-
65 alanine being calculated as free amino acid.
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9. A conposition as clainmed in any of clains 1 to 7 containing 1 x [err] to
1 x [err] International Units of interferon for every 5 to 150 ny,
preferably 5 to 25 ng, especiall goggé4agy Ny, of [err]-alanine, glycine: or .
pharmaceutically acceptable salts ther eof the wei ght of any derivative \Qf//
the gl fempie2r [err] 65 al ani ne being cal cuI at ed as free am no acid. 4
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by fol PERRTAS bY fRYoYsing dB% BEedyre EEXPMPIR 110U Eing) &1 hhigtesteron; a5t tBe fReerlrPmas t he

i nterf efihe4 0 Exanpl e 4 Another preferred fornulation of the present

i nvent i on Ardthef GrRFredifobiulitidh|ob e Hgestitenventun ecipteSared bW thd plodédursbing
[ er r ] Exalnmeer Hut psing @9 intbréeromdsahd istederormard sgbsbisiting atalanipe femivkinral ani ne f or

m di f f er ent

for m;rJ 5@1"&@%‘5& oqméc’?;ng.t?;@ frterferngy Fram o et ormet'atiogh 4 "ét orage tine

For mul at'i ons (nont hs) tenperature ([err].)
| I Storhgd tirdd) Storage ' *Formiiatidnal
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- - 35 Formul ations: I: According to %r esent invention,
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conpati bl e buffer sﬁst em 5 2. A corrpé’?r tionas claimed in claiml1
wherein there are algout 1 x [ergf to 5 x [@sr] I nternatianal Units of
interferon present for every 5 to 150 ng of ami no acid or derivative

t her eof t'Iﬁernmrtlg‘m- of any deri vatrve of the am no acid being cal cul ated as
the free a pres e’“ ?ﬂS’Q}X;’ﬁ" ‘as claimed inclaiml or claim?2
conpri si ngy rg,ﬁﬁﬂﬁ favﬂﬁﬁggd'nf'(f S0P erably about 1 ng., of human al bunmin
for every 51to am no acr d or phar maceutlcally accept able so salt
t her eofClairhs A corrposrtlon as clainmed in any of cI ai s to 3 wherer n the
buf fer systemis desi ned tog ma I ntain out 6 referably

hil Yobrecohs
R R

phosphat e 2 cdmmeisadwm.drbdn;rMngam #re abdut 1x106t0 thmmpemaﬁanan as
cl ai mednitmotintgrierbn eﬂesgnnbr evems ® \ﬁﬁemeqfﬁrriﬂqecrd 1ot derivative therepf.ghaweight of any

Interfé’FW‘“ﬂo‘f'é"f*’ pool aﬁ"*f’#ﬁ"?’ ?‘f@mﬁ“ @ §) 8780k 38 md, Blefirduy ON
in par tabgdﬁ,aﬁ:;o sl:ﬁ.?a scamﬁi 1 FyQﬂo 1% far’:::i::?‘gasa%r‘% ¥ urutlcarlrl‘y? a’::::eeptable
[erl‘]solsali%feafon especra y [err]- |nterferon or [err ]-1 interferon. 7. A

conposi ti otk Rt;btanmdom ns edﬁn eﬂvanfma-nls 1 ¢o B whisesirethp bufier sivstemaii§ designehitss been
pr epar €ePiY EBW °“‘ Pto74, f‘e’ﬂ(’ 86‘%& ion as clained in
any of gl g ﬁmggf't'zo J‘ Jeﬁp Falry 7V 97 ny
of glggci negféonpss 6h &fih n,ta cﬁ. erwhdrag eﬁmzemar is UmuﬁnSn mterteron,
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e v s Fqeorad oy SagrcHPRARC B y i e
or pharnacgUé ‘l.uo@d;%ﬁmém SnyoR bibitns 1118 76éHereir! thére \WRd mtzsqag Prefersity 7 AL i Ve
of t he 22l ryg; bhglycitle fhratvdry 1 x 10* to 5x 10® Intemational Units of interferon.

9. A composition as claimed in any of claims 1 to 7 containing 1x10% to 1x10® International

Units of interferon for every 5 to 150 mg, preferably 5 to 25 mg, especially 7 to 22 mg, of «-alanine,
glycine or pharmaceutically acceptable saits thereof, the weight of any derivative of the glycine or -

65 alanine being calculated as free amino acid.
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11. Verfahren zur Herstellung einer Zusamrenset zung nach Anspruch 1 mit den }

Schritten: Auf- |6sen der Am nosaure ausgewghl.t aus dycin, a-Alanin und
der eff® phar mazeut i sch unbedenkl i chenl Sal zen oder eines Derivats dersel ben,
eines vertragliches Puffer-Systens, gegebenenfalls des Human- 35 Al bum ns,
und des Interferons in sterilem Wasser und Lyophilisieren der erhaltenen
Losun 12. Verfahren zur Stabilisierung einer lyophilisierten
-pharﬁgzeutlschen Zusammenset zung zur Rekonstitution mt sterilem Wasser,
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