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dependent on such factors as the state of the mamal,
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may be mixed with exenatide, dalargin and auxiliary ingredients of the medication without
inducing any interaction that can decrease the therapeutic efficiency of the medication. Instances
of agents that can serve as pharmaceutically acceptable vehicles or diluents include water for

injections, isotonic solution of salt, solutions of phosphate buffers, lactose, propylene glycol,



i nducing any interaction that can decrease the
therapeutic efficiency of the nedication, |Instances
of agents that can serve as pharnmaceutically
accept abl e vehicles or diluents include water for
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phalmﬁéeﬁéém%cep@fbledb@@c% 88 dfdnk, i dnb Sthis Gﬁ@ﬁﬂ&'iseﬁlb&:ﬁdn{%/the fit-for-use
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admini‘g@%‘% neXaRtBSoR\inREGh Heth&Sa pRE MR & W?&ﬁrﬂhl@fratlon of the

ut aneous or I1'ntravenous I njections, as wel

medicgtion tahasmmmal imresd e, pul monary, subl | ngual ,
Fmtl?e‘ft t?i[s iflenB &1 gﬁglls thealqlggh 'Pgsdt]fr%% %n %épl%hll 3;;“]891;{)? the treatment of

Ion presents a prefere out
dlabet&zdrmilhttstﬂhdtls charefterided bynwuhiagmng: o(la) _th@‘« ﬁmemel pieparation in a
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to 1000 ncg, nore preferentially, from10 to 50 ntg.
Preferentially, the dosage forns of the first and

second nedi ci nal preparation contain 60 single doses.
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measusabigieli o gheateritcLal°Seroh The K rarsytertlic K o P diference
betwee(marlsabs&fve& h8an PR@SHTREoBsENEd Par@hetdt M“e@ﬁ@nﬁkfntal ammals and a mean

chol esterol. The therapeutic effect A was estina

value gisthg sgin¢ per@eieein watdewinadh Torkrviy t%%"‘i?%ﬂ“&é“@‘f‘ f lowering
the lee[6r SRSEL VRGP ATRE B astXRE [ et al animals and a

meart’ val'ue o sane paraneter in control animals.
To det er m ne\ GheodcheGhpoat jg.6f.f-eCluafsel,pueri ng the

| evel of glucose, the foll ow n<lg f or mul ia ? V ?ol
To determine the thérapeutic effect of lowering the Tevel of cholesterol, the following formula

was used:

A Cholesterol = Cholesterolmedication — Cholesterolgontrol-



A d ucose = G UCCSenedi ca[ion - G ucoseconuol . To
determ ne the therapeutic effect of |owering the

| evel of cholesterol, the followng formula was
used: A Chol esterol = Chol esterol,,,edication -
Chol esterolcontroi. 11 Statistical differences of
the obtained results were aﬁsessed wth the use of

t's t-tes and 2.
Staisfegh eientes SO B ROL e VI P B S SRR € st Data
are gitdrdRedbRs 1Madiocati on @ ucose, mmol /1 A d ucose, mmol /|

Control 11.5 0.9 O Exenatide 7.5 0.4* -4.0
Dalargin 10.6 1.3 -0.9 Exenatide + Dalargin 4.2

0.9* -7.3 ’h‘%&@&g@éds&@lvémnﬁh&%m ARRLn @hddigr ence from
control (p<0.05~ Mce with alloxan diabetes had

Table 1

si gviedicaciant I y el dvat edGblcg‘@dmgmUbose llevel sﬁ@fllt:@qe, mmol/l

oot

Avvraer-ai—-arb =
vernt-ght—Fast—gs conpaig 6\”%” tagt—nirce—(tt

Contyy 9 vs. 5.3 0.3 |mmol /1, Exerjati de_and ?he

Exena@i@@bl nati on of "egxenati de5++(]:i<&1 argin" |significantdy

| owered bl ood nl ucose levels after anl!l overni nhf fast

Dalargip mmice with all axan di ab&$&d.3 However|, the ef f &k of

ExonaiHEL SR patiom Was  eSSghLi@g# Y greater (a reduciion
N 1Y 730l /1), than the effect of exenatide (a

*Statwt@dlhy:mgmflcztmydmfefkncmfrrmh/cm)trol (=0d?).i n the quantity
_;_c d\g?{}é?lg)r)](%m Eh?\b(%h tad‘éfgﬁ%c?rﬂg aﬁlevaf:egnpoog Euc?{l e\feh)f Hf%? lcnggvemwht

fast ad dunfi@sedoeitin gt uade. (1D8l:00.91vR, 5.3 &Kliﬁ_’lnm&ﬂ)’ar[ﬁ()@ﬁ)/ Hxanztulde and the
combxggt?pgltnl Yﬂ@nqﬁ \6/1'? léf;x ; g‘ptl Q\R}t@gl Jic%é/f ﬁ)@}egelﬁlt D%ﬂ& Fg@l%lé)?qa els after an

overniBhOBd: H UGES XitheMRkSn ldmbsks e dver, ahé exaet 6H ﬁh*ée&ﬁﬁ)matlon was
Thus, dalargin potentiates the t her apeutic effect
essentiakly gaatea é2 reluaion) byt b MR, thanehe ?féecgai W@fgﬂledalrwctwn by 4.0

mmolf?)l ELYQG:“ Bdnd 1Ya¢1 %If&]gl Lef'?totg s Ldgézﬁﬁ the SSHDiRBBO ARG d¥ -+ dalargin”,

treat etes nellitus by joint
but wxatdm dalslgmanﬁ :dhorbcr thinh béiegtqupliaPriatgisgakepfseparetplatin e quantity

eqmvazfl%g Wﬁé bgrgblﬁﬂ}ﬁ meQQnea 15)6e f Uafar %[Rn %Q Gile ?@%en‘? in lowering

abe es rrel m ni s ratl on exena
blood Eabbsa 12vel Biro oniteciolh a&dsxem aliabeey.eThusndatargia puit¢ritia@b lthexarapeutic
Medi cat,i o ol.es

bet
st G305 SRR g b Bbblod) e g e

Corresgoddingl§), tR2freati@ert @f diabetes mellitus by joint administration of efficient quantities

of exenatide and dalargin has_an advantage before monotherapy of diabetes mellitus by

administration of exenatide.

Table 2
Blood cholesterol level in mice with alloxan diabetes
Medication Cholesterol, mmol/l A Cholesterol, mmol/l
Control 2.61 £0.25 0
Exenatide 2.15+£0.22% -0.46
Dalargin 2.34+0.16 -0.27
Exenatide + Dalargin 1.46 £0.12* -1.15

* Statistically significant difference from control (p<0.05).
Mice with alloxan diabetes had significantly elevated levels of blood cholesterol after an

overnight fast as compared with intact mice (2.61 + 0.25 vs. 1.02 = 0.37 mmol/l, p<0.05).




Dalargin 2.34 0.16 -0.27 Exenatide + Dalargin 1.46
0.12* -1.15 Statistically significant difference from
control (p<0.05). Mce with alloxan di abetes had
significantly el evated | evels of bl ood chol esterol
after an overnight fast as conpared with intact mce
(2.61 0.25 vs. 1.02 0.37 /1, p<0.05). 12
Exenatide and conbination "éxenatide + dal arg
xena@degmr:lfcpmnmlw feopratidel ﬂdﬁ@rglév%gmﬁwém é%%%ihs |leveb?ft cplesterol
after a8 Hye méﬁt@a?hﬁ mfi%‘cd;lth' dho ?&nccﬁalwtets 2%@1«4\@?‘% GfeaP&t&Secombination was
fect o e conbi nati'on was
essentiebp grbtcalalrydugtieabet . 1§ mm@@l)uthtan the efffpctiof EBengtied (argduction by 0.46

o A S B B UL P sl g
but withdut &tﬂarﬁfgn]@d ORbtheNthingX eeiag kegiel. -IDzdai‘ga]t giker! sepabutetly in the quantxty
W t hout al ar

s o 20 B8 B, AL ST L0, DL 0, SR i o

blood %@Hsbéﬂh%mm&%ﬁmﬁtoxﬁ§ Biab&les MBusG @ﬂ’@ﬂgﬁﬂ@dt@ﬁafa@&%ﬂﬂérkﬁenc effect
+ dal argi vvaS|nef|C|ent|nIovver|n

of cxerick essotod With lacsiae Ao biekaigH JoEbes blo‘r’ﬁ a%olestem‘
Leg% z?xdn deghept ! 3 ' Bagadch%efarb%flépi‘ﬁu%kﬁmﬂeﬁ@@t mic®f were evaluated
de associ at | owering pathol ogi cal |y
mmphainemaalsfd Thevidrs obhoihad dfact lvellseist micelin theegingAk gaHp) mice treated

with %?aéllag,vgﬁxcﬁg{ﬁg%eta%%?lpw atp? ?‘!é’gffnl Aaﬂo&ﬁc‘efeé%ar A g‘?ltﬂ]ogzﬁ%f in was

approxiti4talgts, @6 sl 60% niegectivelyt ﬁhus: olnst cahbigatoumf emeregde with dalargin
treafed with egﬁ %lde. mce trea

essentiglhn BRAYSs & BV {qn&%owgt?f p&gqlgz}txﬁlcrqh%\%s comtpgxeh I'\]mth exenatide

adminiRdRRUCHTEBIEhY s8me 40sc ARAWEDUGedrigSPoaBInaved, Yat allnitser thigs being
conbi nation of exenatide with dalargin essentially

equal.  nproves the survival and functioning of pancreatic
cells as conpared with exenatide adm nistered al one
in the sane dose that was used in conbination, at all
ot her things being equdxampk@nple 2 This exanple
de strate
h SRR B ¢i ARG BR
Fﬁemmﬁe%l e?q&%ggeirﬁ Bé‘g{g‘q}n m ce c|hn “The sa?rse '
meesaﬁas mda)eﬂenmmemin the sEmenmyl alanienparamdnd Us Exefggdg in various
coses, dargat e fosgariat G e LaRTAres Qe aftin were administered
subcut%@@éﬂf apeausiwicd @il foe3d ktM)@eC@‘ﬂtoﬂ ynifrats 18@1\&’3)&811% injections. On
Control ani mal s recelv? Eallne in
I'o6

cay 313 1§ OHNBMERDRPTHEHEBITGN HFLTDEET EUeRY it Bpeaffid. Data ar

given qul%Brél DRt anf AStag¥RIdBcRAT ghﬁgs.e 153 aftér® oveinven fasn(A Glucose) on
e 3 as an average reductijon of qlucose | eve

day 31af>r“t B cAnegua in ghee fiEst WIR aoyrbehelenreart, Vil ao‘font%%‘“o“ of
exenatfs P& v\%m' 4 58 nwm Mitdls aklioxdnndi@RRtRSalone taken in an
reate | nation of exenatide and dal argin
equwa&st d@ﬁpad e awatmn atnngmuemgtqqedt dep detarminexibh averags redustien of the
en ose and at all other things
Ulucosﬁgev%r{he Q’ 18vag$8rdee% er rﬁgsﬁ% the average reduction of
t he gl ucoa&li@yet GlivesdeQhli©wWOhgrob@kmtk a:tgs used: A
G ucose =3 ucose Excutide - G UCCSegxenatide+(lit Table 3
largin
Average lowering of blood glucose level (A Glucose) in mice with alloxan diabetes treated with

the combination of efficient quantities of exenatide and dalargin

Components of the combination “exenatide + dalargin” A Glucose, mmol/l

Exenatide, mcg/kg Dalargin, mcg/kg




Table 3 Average |owering of bl ood glucose |evel (A
A ucose) in mce with alloxan diabetes treated with
the conbination of efficient quantities of exenatide
and dal argin F Conponents of the conbination
"exenatide + dalargin" A ducose, mmol /| Exenati de,
ncg/ kg Dalargln ncg/ kg 13 10-03 14.3 -5.3 1.4 0.14

28 7.5 8.-8-3-3Fhe tablg deppnstragtes—t-hat—bl-pod
glucd§g3level aftler an ovepﬁ?ght fast [in mce with
alToxap diabeteg treated j.f 30 days|[with a 238

conbination of exenatide in a dose of |0 03 ncalka and

dal ar@in in a dose of 14, Sgﬁng/kg is By 5.3 mot3d

Ttée[ tézgl% G%ﬁlaigéléd K sg}?at Yr?]logg g}ucgs%{lé’\g'l ﬂft’t%rqﬁi ové’fﬂi“ﬁ? dﬁgf"mv}’r'nlcé'wuh alloxan
diabetes cosed ofr 30 83 mzlg‘{ k@ombfﬁh&od eﬁ/e)kenatﬁdebinomdogl ofc@8% mcg/kg and

st ST e ) kg3t Meg b Albeian ol ebeles, ),

compdréd @nﬂ%ﬁdqadxaesﬂofm@é katanditdlad:@h@ide dldhedn d@a@sem‘f 0 03 mcg/kg.
0.14 (ﬁg is by 2.8 mol /| | ower as conpared w
The leyblogichlpartiElegise RHCTATCE CrHERIEY MG Wb ARSI 5D H%ated for 30

days dsp'ufgaa ARSindion b %ﬁéﬂﬁgcﬁé‘ﬂl a A8 of q\élellnc%f(g Qﬁ@%a@ln%‘ﬁ%&)se of 0.14
er an overni Iin mce wt | oxan
mcg/kguab)eﬂésmtnpéhtoexdr fineorgradayith blopd ndices @nﬁmattqat@ﬁ wyfh exenatide
alone g}xae czﬁlsteI oqgl Agm n@kgolsh% I%eb | of glo %ﬁé%e ﬂ{ég &ﬂ?kf%&@é%ﬁ%ﬁp%&;ce with
alloxaﬂ\ﬂdtdbetbi geded fuﬂBOeﬁys msingrh cembingained oxctadidexendbsedd 7.5 mcg/kg
one inad the conbi.pnation . .

and e B it TR ST A7 g eV OB B ey @ Do nices n
mice tﬁefqtea Glithvé ch@ide talae t in@adode bt 7.6 fimdd/i@bEh&s t%&lohibtdaﬁorasf exenatide

npared w th an e%ual dose of exen glde t ak in
with GRHER o mSFILLY GRRTe el eRe it hadrep g g dighpe Bf H? as compared

with o écfﬂQlUBosg a(h“affxghzﬂlde EXRP e sa3d TBBin8XH R exAeRNSt §sad @8parately
the use of the conbination conprising exenatide and
withougdplargefin to prepare the nmedicati on and nedi ci nal
preparation for the treatnent of diabetes nellitus.
Load 750 m water for injections, mannit 40.15 g,
nmeta-cresol 3.3 g into &ExpgklB3 with an agitator,
T@%I%Xr‘l nge rrrn?ofré at%sﬁg% gsr%atoaltthcl cr?én%lijneag(lgn c%%éfk r%l_éi(g:b]mz aer c(ijalarom to
plepnldﬂiealli@iﬁdatldxﬂaritﬂﬁéﬂld‘mal plphratibrhier seltiehinens ofaMematrerhttiwr

tions t brln the vo up to 1 Pass the. .
L) 30irmh i s eemei Diny T P bR Sen b qdan 1 Qrky it a
agitatok NERUEE thdsh,t &1S10 WItdT BufRr 4Bthi 1N 4Nd.00ard2a RO MOIMBSHZ Eontaining
The obtai ned sol ution for i njections is_ poured, under

exenatigle@r |40emg awshélargigS-1ORR Srsaniotie 8YVERP- 1ddhvateiplopByeetians to bring

the voRR BBAUl PSs (JNG132h Whin@RicARARY | hﬁﬁiu\% tbhsequentially through filters
requirenents of State Pharnacopoela and normative

with a §¢d umeaitddd- 2o freresize. nidd job§aipggd solution for mJectlons is poured under sterile
conditions into ampoules by 1 ml to obtain 950 ampoules. The solution complies with

requirements of State Pharmacopoeia XI and normative documentation for a medicinal

preparation for injections. The composition of the preparation is given in Table 4.
Table 4

Ingredient Quantity per ampoule

Exenatide 2-100 mcg

Dalargin , 10-1000 mcg




preparation for injections. The conposition of the
preparation is given in Table 4. Table 4 |1ngredient
Quantity per anpoul e Exenatide 2-100 nctg Dalargin
10-1000 nctg 14 Mannit 40 M Preservative 33 M
Buffer mxture 0.15 M Water for injections 1 m|l
Ampoul es with the preparatigp for injections are

naclca

A 1Nt A o o+ A = | e [t I 1
Mamﬁuur\cu U —a Sul taur © pabRkqyt. =aCTI PatRr (=

bntains 10 anmpoul es and ingtruction for use 'of the

PresciR@ivel nal preparation for the treatnent of3wlt abetes
mel litus -

Buffqranisiufgl e dose of the p}eparation for theOtlP &4t ment

WMmyﬁn%ﬁﬁﬁﬁh§S_”Eiii[US) are agm ni stered subgyf,aneousTy
0_a human in need thereof. |Adm nistration may be

Arepeddseditdund pep24titn foFhiejeciouns sae phcked datong istitabiey pasdage. Each

d I . . ' . .
ek G 1 RO T TP i B Bt rparion for e
treatrhdn@ ot dBtKtesafeliuabet es nel litus.  Sol ution for
" e . c
l\léc?tl@%gqafléggzgg gqr;lﬂpé&rn@f :21% a%égkﬂ%?ales?%]g g(%&% l{hi% :Ege!pfnualpcsm for the treatment
of didbBle€ ki ARS a1 AR 9688 s PuEhddLI @ (P OBESanl if nBdAEEEf. AliMinistration
a flask suitable for nultiple retrieval of doses.

may @xapgsted d9rimTh 24 helgrpphise dieFHBent aray e Phredaye i Wiskal
preparation in a kit forgihe,tyeatment of diabetes
mellitus and a nmethod of 1ts use. Preparation of the
’Ifhiisres(pmp’ediemionmatqa raepraicatal prepar@ennrfon (0O Oreatinepifof \epbetes mellitus.
Ut S0 ot b PR Moo BBl s i ol
Solutfoll fét igectioPassentiihiag 90! siglodosesi$d plgeslt @rd b iflasinguitable for multiple
~filtration consequentiakly through filters with a
retriepal PEAPREHNG 0. 22 pm poresi ze. The obt ai ned sol uti on
for injections is poured under sterile conditions

into flasks and is |yophilized to obtain 950 fl asks.
One flask contains 2-100E5#8P!8P | yophilized powder of

This €& |98 0 AR 1e€ QndTBheRfcifAR PRIphra@sh & Rhal MRCEY teG@ehy of diabetes
acceptabl e solid vehicle or "diluent. Preparation of

mellituh enseoihdd peith senal preparati on. Pour 1000 m of

wat er. foF ..inj.ect ) i 15Q..
A ek S PR IGEOMLE ped Q0RTP 8 e i 0 o
mann#, 9160 thg efsixagptigeditiuthehyas & formst hamddarousmskitipo Hasy e solution

usingasterr]i?irzril?lg?Ht?zll'{l%n%%Ls%tqlileonrtllhllypt%%gugk r%1“:I‘tei‘ﬁsovlvi% EBQS%LSH% D& 0.22 pm poresize.
The obtained solution for injections is poured under sterile conditions into flasks and is
lyophilized to obtain 950 flasks. One flask contains 2-100 mcg of lyophilized powder of
exenatide and 20 mg of mannit as a pharmaceutically acceptable solid vehicle or diluent.
Preparation of the second medicinal preparation. Pour 1000 ml of water for injections,
10-1000 mg of dalargin, 150 mg of meta-cresol, 830 mg of succinic acid, bring pH to 4.9-5.3
using sodium hydrate, stir the mass to form a homogenous solution. Pass the solution using
sterilizing filtration consequentially through filters with a 0.45 pm and 0.22 pm poresize. The
obtained solution for injections is poured under sterile conditions into flasks to obtain 950 flasks.

One flask contains solution for injections containing 10-1000 mcg of dalargin.




sterilizing filtration consequentially through

filters wwth a 0.45 ttmand 0.22 m poresize. The

obt ai ned solution for injections is poured under

sterile conditions into flasks to obtain 950 fl asks.

One flask contains solution for injections containing

10- 1000 ntg of dalargin. 155 First and second

nmedi ci nal _preparation re pac ed.i.nto a syt e

Fbl t nyﬂd pecan &e@kcmé% I ?%@OTOB?I ;g\ggasgg% fIHtté)aE(l: %ux?a%'le g?ék Each pack

contaids e ansks o Bac Ppekphragdn uetinoncliar fouse affthd ediciedipeépaation for the
reparation for the treatnent of diabetes nellitus.

“em“%ﬁiﬁ3&a8F58§ W% he contents of the first flask are

MbSRIF e thetohtRBts ©P MHe idt Fladl ark BRsIRLIAA thefdoAdKis oBME second flask
t he obt ai ned honbgenous sol ution i s adm ni stered
and thej @{@qm@edsmogug@mog}‘qé@e,sspcvmp@tegdh%r,\gé%shobéplﬁgtaneously to a human

being SHILRL A, koM dhaRgles mellitus. Example 6 This
exanpl’e denonstrates the nedicinal preparation in a
kit for the treatnment of diabetes nellitus and a
met hod of its use. Prep ' of the first nedicina
preparation. Pour 10 n1a%?%aﬁ$%r for injections, 50
ngTief exnmplai demodsti@es6th® maglicfal gxenatioddni nko far fheaskatment of
. stir the Ssﬂ%ﬁ f.orm a honobgenous sol ution. Pass
diabeteymellifys gpd 4 et S¥Sr i 1i zing filtration
PEORGESHEMNhE @kdt YnelilRimaUBlRpAratidne PSurviiot hl & WatéiSfol irjactingk, SO mg of
0.22 m poresize. The obtai ned sol ution for .
manni,f). kec@-p gesofieseribide B  Herkr sty the pSs te &t & hasppgengys golution. Pass

the sol @R KSine 3RGiIiLR e ORI cbALJuen@®y kAT rARRL RS 0.45 um and 0.22
0.12-6.0 Ny of

I'yophilized powder of exenatide and
um p&eizenfho pbimmathiseluzen fr phiestinacis rored| ungeratdp eeisiitéons into flasks
. id icle or dil . i on i d:
o 3B YETOR BT RS BRI L I PO nd
mg ofimyneic hs oplsymad@nGeadl anggpable dalidavediaty orQlilogntof

nmet a; cresol , .50 of succi,nic acid, brin ta. .

. o S5 8niog T BBy i aSoEfior: pAl TELB V8 gy fpiecions.
0.6-60Bmp ofragenM)s B8 lbhictcreBBSH hief setidld @i, bsingGH to 4.9-5.3 using
o sterilizin filtrati on consequent.i al| hrqugh . -
sodiurp pgreie s i EaSO0 AETA BRIEPEGSS S dss/be S using scrilizing
filu-atiepfcéﬁs@&@miﬁg! tdu2n MRk With @C6.APNM ddt POVLAHPSIBARY. The obtained

sterile conditions into a flask. One flask contains _
solutianefiomingficionsg Peitrpbndeppierilp carditienidnie aritagh- finsglagk eengigns dalargin
soltxtidﬁgfopifn'eg%rgrcghtg'mir@dégoI:'h %f_ﬁ%%m?' msd' ci nal

preparations are packaged into a suitable pack. Each

patist awbsrcaihmedinmal pragkatiohs emcrclygeparlati whatdndack. Fach pack
coneipf gL LS S hab R o L FRRI ALY lahfon for e
treatmtitef dabétenmelliok. the first flask are dissolved in the

contents of the second flask and,.1/60th of the
oHH Robonine QoG ERSumoRrar Pes i gt the second
flask £hai 1/60th OF th3Cobtkaysl hosntpentduaneiatst ¥ ddenisisleredanidealang for 30 days

suffering from di abetes neIIjLus. %? CLAI M
subcutaneously to @ human being suffering from diabetes mellitus.



1. The nethod for potentiating the therapeutic effect
of exenatide, characterized in that a manmal needi ng
t hereof receives an effective quantity of Exenatide
in conbination with an effective quantity of
dalargin. 2. The nmethod of claim1, distinguished in
that the therapeutic effect jpresents |owering of

pat hol ogi cal |y el evated bl ood gl ucose | evels. 3. The
met hod of claim 11, distinguished in that the

t herapeutic effect presentCsAlMwering of

at hol ogi cal |y el evated bl ood chol esterol levels. 4, | '
1. ThepiseRiet g6 PO R, Horiferar ot SUERed MM deugiimacierised in that a
mam@RRfReine  th&est jefeilddadn Sfd¥BE BhanABLEf Reenbh@® ROEombination with an
receives an effective quantity of exenatide in
effectigraypmy Pbf!MBIh an ef fective quantity of dal argin.
: ; Of 4 &1n@lifhed inOihsdt ihBAHE | efrelih i
2 Tlgf?lge}gtg? \%ngﬁ)‘gm’i‘%‘f}‘ ng#" eexequat |§tde varrl%ekgq% reorehé t ‘%%%e%&t lgwermg of
pathologiahy gle kajecofloorbgmedse Emelbody nmass. 6. The net hod of
cl ai e (1 I.shed in that e i uant j t o
o 1) Y e LT T, SLSRLIOHE SR e o

pathologtvaRy tlamtdibsyod@ststerdl leVele net hod of cl ai m 4,
at an effective

di st Ished int ctive quantity of , 4
4. ThE eihar PR HeRSHIaET By TR sl eft Babd: et eggne threof
receivel afleff@¥igé Guan§ityast BkdHaBlEih REmPRARGHH Witidhd offecBve Bty of dalargin.
met hod of claim4, distinguished in that the mamm

5. The gne@qqimfa:ﬁai@é},@tinggishpﬁén a@pffpﬁ'@/e(%l%ity] Qf ieberpatide varies from
0.03 tg?.@?héeg?fkg‘& Rafnatdhdpdahdsdal argin for the production

medi cation for the treatnent of diabetes
6. Thermethpd g6clpim 4.hestimgwished i hahaediecher @rntity pd dalTigen varies from 0.14

icat i i nati on of exenatide and
to1432%5%8Pﬁ%@g@ﬂ@%@b@ﬁgﬁ%ﬁgnt of diabetes nellitus in
7. Thd methndof@hin 4y distieguithed i dfit anlcffecleequaeily ©f aadnatide in combination
. reparation.in.the dosage formfor the treatnent of
with SRR Bty P e b R an B, | ve quanti vy
8. Théhet@¥EORIAifhet, ARAnguiPbaBaekd hedhhyis adoept BOhe
vehicl e or diluent distinguished in that it

9. Tha ek Of SifafIyPBYIN R aNS SFPEELT vBd daldRET (¢ G production of the

medicH@drAlofing tredidrentdTRL dFREE GleNidls iR fRARIAMAIGR n@&CIGREEMY t O
claim 11, distinguished in that an effective quant|t¥.
10. Thermeshicatian bered ph cembipsiifinet qursatideadndelslargin farsha lgeagipent of diabetes

mellitfER-theRammAfin B GiERg!. Preparation according to claim
11, distinguished In that an effective quantity of

11. Toalreedgiiml i prergionginethdodmsageafdras fdir b t@tmant 1g0diabrigg. mellitus

compr:ll' zf'ﬁ H‘ eefflgt?[dJeC urzltﬁtlit PLERAL aat]tdl ORgaf %Egrgllag&ligzﬁ{_yclw%%&g%g’vchicle or
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medi ¢i nal preparation or the treatnment of diabetes. ,
13. Theapedi¢ipd preparation according to claim 11, distinguished in that an effective quantity
of dalargin in a single dose varies from 10 to 1000 mcg.
14. The medicinal preparation according to claim 11, distinguished in that the dosage form
contains 60 single doses.

15. The medicinal preparation according to claim 11, distinguished in that water for injections is

a pharmaceutically acceptable vehicle or diluent.



characterized in that exenatide and dalargin are
m xed with a pharmaceutically acceptable vehicle or
diluent and this mxture is placed into a
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argin in a single dose of the second nedici nal
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FAGAPLITLIGT IV t he dosage form of the first
18. ThEREHAG i@ brePhiRReT &cb@heCotladhNg, HiGkipungtEindhaes. effddiive quantity
The medi ci nal preparation according to claim17

of exenyige {niptin@hdepe| Oﬁ theﬁa%t mqﬁi@@b@s@@atmws% from o 4 @ magy
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hod of use of the medicinal preparation

of daldagm mzdwngje ﬂ@se@tf Hierseond meligfratprepdratea viapies fh@t;l 1§ to 1000 meg.
20. The H&glal%afjg? E&u an aQ orcﬁxh%tc'o cl d{?ﬁhl@@}k u?s'hcg(f) g’ﬁtltlg’endcis;ge form of the
e S on I Cl ha

se o0
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o1 o e Rle oS Rupbt SepRu R 7 Sl Br i Cng 305 form of
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laim 17, char ri zed.in that si ngl e dose
22. Thgymefpdof piedd et Propriapat SEEPIED S5 | S ARE R 50 n that a
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use according to claim?22 and 23, distinguished in
23. The hpethotl [9@ usraefirtht medicipal MQmﬁlob@pmdmg to claim 17, characterized in that

60 single doses of the first medicinal preparation are mixed with 60 single doses of the second
medicinal preparation to form a homogenous solution, and 1/60™ of the obtained solution is
administered twice daily for 30 days to the mammal in need thereof.

24. The method of use according to claim 22 and 23, distinguished in that the mammal is a

human being.



