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NHCTPYKLA MO MEANLIMHCKOMY NMPUMEHEHUIO

Mpenapat GA-40 npeacTasnser coboit KOMNMEKC NONMMNenTUaOB, BbIAENEHHbIX N3 3KOMOTMYECKN YMCTOTO pacTUTENbHOro Matepuana.
GA-40 cogepxuT xpomaTtorpacnuyeckit O4ULLIEHHYIO CTaHAapPTU3NPOBaHHY0 koM6KHaLMIO nonunentnaos. B meanuuHckoid npaktuke GA-40
“cnonb3yeTcs B BUAE Npo3paqHoro 6ecLBeTHOro pacTeopa.

CTAB

Denctaytolee Belectso: 0,2 munnurpamma GA-40.

BcnomoratenbHble BellecTsa: 9 Mr HaTpuin xnopvaa, 2,7 mr kanun aurnapodocdara, pH 7,4.

DAPMAKOINOIMYECKAA rPYNA

MMMyHOMOAYNSTOp 1 aHTMHeobnacTuyeckas nekapcTBeHHas cpeacTsa.

ATK KOOl KTACUDUKALIMKU

LO3A; LO1C

®APMAKOIOIrMYECKUE CBOMCTBA

MpeknuHYeckre 1 KNMMHUYECKUE UCTIbITaHWS NMOKa3biBakoT, YTO NievebHbIi npenapat GA-40 sBnsieTcst UMMYHOMOZYNSITOPOM 1 OTHOCUTCS K
MMMYHOKOPPEKTOpaM MMMyHopeabunmTaumoHHoro Tuna. fleyebHblit npenapat GA-40 xapakTepuayeTcs, NPsIMUM aHTUOMNYXONEBbIM, U Henpsi-
MbIM, ONOCPEeOBaHHBIM UMMYHWUTETOM LIMTOTOKCUYECKM JeACTBNEM Ha KNETKN OMnyXoneBbix 06pa3oBaHuii.

MexaHuU3Mbl aHTUKaHUeporeHHoro aevcTeus GA-40: B cooTBETCTBUM pe3ynsTaToB MpeknMHUYECKUX U KMMHUYECKUX UchbiTaHui GA-
40 obnapaet cenekTUBHBIM AeicTBUEM. B 0TnnYmMe oT xumuo-oHkonpenapatoB GA-40 He NOBpexAaeT HopMarbHbIe KNETKW OpraHuama, YTo
onpeaenseT ero npakTuyeckv 6easpegHoe AeicTBMe Ha Niobble opraHbl 1 TkaHn. GA-40 B3auMoaencTByeT pacnonoXeHHbIMU Ha NOBEPXHOCTU
OnyxoneBbIX KNeTok ¢ MembpaHHbIM DR—peLientopamm cMepT, YTO NPUBOAUT Nepeaade MHopMaLIn O CNOXHbLIX NPOLIECCax CaMOyHUHTO-
KEHWe OnyxoneBbIX KINETOK, anonToay (3anporpaMM1MpOBaHHbIN KNETOYHbIA CMepTb), NpoLecca 4acTo UMEHYEeMOro CyuUMaoM.

GA-40 BbI3bIBaeT HopMmanuaaumio p53, p21 dyHKUMIA 1 GNoKMpoBaHWE rIyTaTUOHOBOW CUCTEMbI OMYXOIK.

GA-40 BbI3bIBAET aKTMBALMIO aHTUOMYXOMEBbIX cucTeM UMMyHUTeTa. GA-40 B3anmoaencTByeT cneunduyeckuMm MemopaHHbIMY peLenTo-
pamMu, pacrosoXeHHbIMW Ha MOBEPXHOCTU MOHOHYKMEAPHbIX KNETOK MMMYHUTETa (MOHOLUMTLI, Makpodaru). B pesynbsrate npoucxoaaT name-
HeHWs CTPYKTYpbI chocaTuauncepuHa v aktneaums Ca2+-HesaBUCKMOW NPOTENHKMHA3bI C 13 Krnacca HOBbIX UIU aTUMUYHBIX U TUPO3UHOBBIX
npoteunHkmHas -Ca (PKCe), Ca2+-3aBncumbix npotemHknHas +Ca (PKCa,) 1 TMpo3uHoBbIx npoteHkuHas (TPK) MpoTenHknHasHbI nyTb NpuBo-
OWT K akTMBaLmmn TpaHckpunumnonHoro paktopa NF-kB 1 ero TpaHcnokauuio B aapo. Aktuaumst NF-kB BbipaxkaeTcs B NOBbILLEHWM NPOAYKLMK
chakTopa Hekposa onyxonu (TNF-a), uHtepdepona-y (INF-y) 1 aopyrix LMTOKMHOB, aKTUBMPYS SKCMPECCuio cneLmduyecknx reHos. MexaHnam
nencteust GA-40 NexuT B OCHOBE NPOLIECCOB aKTUBALMK KNETOK MMMYyHUTETa, 0braaatoLmx cocCoOBHOCTBIO YHNUTOXATb ONyXorneBble KNeTKu:
ecTecTBeHHble KneTkn youiiubl (NK—kneTku), T-umMToToKCHYeckue kneTku, Makpodaru, Heutpodunm u ap.

AHTHonyxonesoe fenctene GA-40 0bycrnoBneHo Takke ero aHTMaHrmoreHe3HbliM CBOMCTBOM. GA-40 ocTaHaBNMBaeT 3110Ka4eCTBEHHbIMU
KNeTkaMu onyxonu BblaeneHne dakropa pocta CoCyancTbIx aHaoTenmanbHbix knetok (VEGF). OctaHaBnuBaet obpa3oBaHue HOBbIX KpoBe-
HOCHbIX COCYA0B UNW NpoLiecca HEOBACKYNAPU3aLMK B 3N10Ka4eCTBEHHbLIX HOBOOOPA30BaHNAX U MeTacTasax, a Takke NpakTUYecKy ucknoyaer
pacnpocTpaHeHve MeTacTas B OpraHu3Me Yepes KPOBEHOCHYIO LIMPKYNIATOPHYIO CUCTEMY.

GA-40 nokasblBaeT BbIpaXXeHHYI0 aHTUOKCUAAHTHYIO 1 LIMTONPOTEKTOPHYIO aKTUBHOCTbL (HeiTpanusaums CBOGOAHbBIX paavKkanos), YTo 0COo-
6EHHO BaXHO MpW NIeYEHUN OHKOBOMbHbLIX TPAAULMOHHBIMKU MeTodamMu U B Nepuog NpounakTMYeckon NeveHnn. YBenmymBaet B neveHun
cofiepxaHue KUCropoAa, He3aMEHNMbIX aMUHOKMCIIOT, Benkos n AT®-a. [leiictane GA-40 NPUBOAVT K CHKEHWIO COAEPXaHWS CEPOTOHMHA,
MOJOYHON U NUPOBUHOTPAAHON KUCMOThI, KCAHTUHA, MOYEBOWN KUCMOThI, ABYOKUCU BOAOPOAA, KUCNOPOAA C ABYMS HECTIapPEeHHbIMU 3NeKTpo-
Hamu, BOALOPOAA C OAHWM HECTIapeHHbIM SIEKTPOHOM. JTU NocneaH1e NPeACTaBnstoT Cobolt cBOGOAHbIE paayKarbl, GOMbLIOe KONMYECTBO
KOTOPbIX MOXHO HabnogaTh B opraHname GoMbHbIX CO 3rI0Ka4eCTBEHHBIMI ONYXOMnsiMK, 0COGEHHO Nocre NyYeBoi 1 paaro Tepanmii.

GA-40 BoccTaHaBnMBaeT nokasatenu T U B kneToyHbIX cucTeM UMMyHWTETa. B 4acTHOCTW, B KPOBW HOPMAnu3yloTCst KONMUYECTBEHHbIE
nokasartenu T-06LuX, T-akTUBHbIX, T-XennepHbIX, T-LIMTOTOKCUYECKUX, T-CynpecCcopHbIX KNETOK, eCTECTBEHHbIX KneTok youiil, (NK—kneTku),



nenKkounToB, Makpodaros, TPOMGOLMTOB, 3031HO(UNOB, 6a30hKNOB, NAaNoYKOsIAEPHbIX, CErMEHTUPOBaHHbIX, MOHOLUUTOB; GA-40 BoccTaHaB-
NMBaeT B KPOBU COAEPKaHNE MMMYHOrMOBYNMHOB, YyMEHbLUAET CKOPOCTb OCAXAEHUS 3PUTPOLUTOB, CTUMYNUPYET NPOAYKLMIO LIMTOKUHOB, B
TOM Yucne x-mHTepdepoHoB 1 thakTopa Hekpoaa onyxonu (TNF-a)

GA-40 NpuBOAWT B HOPMY HapyLUEHHble pa3HbIMW OTpULaTENbHBIMU (haKTOpaMu MHOrMe GUoXUMUYeckue nokasaTenu KpoBU: COAepKaHue
obLero Genka, anb6ymmMHOB, rMOGYNMHOB, MOYEBUHBI, KpeaTUHWUHA, obLiero GunupybuHa, cBobGoaHOrO M cBA3aHHOTO GUnMpy6uHa, rnoko-
3bl, @ TaKKe CreaylLLVX MapkepHbIX (hepMEHTOB - anaHuH-aMmHoTpaHcdepasbl (ALT) , acnaptaT-amuHoTpaHcdepasbl (AST), y-rnioTamMmmun-
TpaHcnenTuaassl (y-GP), wenoyHoi docdarasbl.

Mpu neveHun npenapatom GA-40 HabNAAETCsH MONOXMTENbHAS AMHaMMKa nokasatenen kKaHuepoambpuoHansHoro aHTureHa (CEA),
a-peTonpotenHa (AFP), npoctarcneumduyeckoro aHtureHa (PSA), n apyrux cneumdunyecknx mapkepos onyxonu. GA-40 Takke Nnonoxuresb-
HO BIIMSIET Ha COAEPXKaHWE B KPOBU HATPWS, KanbLMs, Kanus v ApYrux MUHeparnbHbIX BELLECTB.

NMOKA3AHUA

GA-40 npumeHsieTcs:

Mpun neyeHnn 3nokadyecTBEHHbIX 06pazoBaHuit.

GA-40 pgaet WwaHc ynyyweHnst COCTOSIHWUS MaLMeHTOB AaxXe C farneko 3alleiLwnMy OnyxoneBbIMiU npoLeccaMmu, Npy NeYEHNN KOTopbIX UC-
YepraHbl BO3MOXXHOCTU OCHOBHbIX TPaAMLIMOHHBIX MeTofoB. GA-40 xapakTepuayeTtcs ABOMHbIM BO3AENCTBMEM Ha ONyXorieBble 06pa3oBaHus:
NpsIMOE HEKPOTUYECKOE BMUSIHWE Ha OMyXONM 3nUTeNuanbHbIX TKaHe BCeX OpPraHoB (T.e. Ha KapLMHOMbI, HO Ha CapKOMbl — OMyXOMnu coeau-
HUTENbHON TKaHU - GA-40 nNpsiMoe BNUSIHWE He OKa3biBAET), M KOCBEHHOE, Yepes3 akTUBALMIO aHTUOMYXONEeBOro MMMYHWUTETA Ha OMyXOmnu BCexX
OpraHoB W TUMOB, KPOME HEKOTOPbLIX TUMOB Neliko3oB. GA-40 3aepXvBaEeT POCT 3MOKaYeCTBEHHbIX KMETOK, CMOCOBCTBYET perpeccum onyxo-
el 1 paccacblBaHUIO MeTacTas, yMeHbLUAeT 6onu, ynyywaeT Ka4eCcTBO U 3HAYUTENBHO YBENUYMBAET NPOAOITKUTENBHOCTb KU3HU BONBHBIX.

MpumereHne GA-40 pekomeHAyeTCs [0 XUPYpPru4eckoro BMeLLaTeNbCcTBa, MOCKOMbKY C 06pasoBaHMEM NEpBUYHON 3MoKa4ecTBEHHON
OMyXOnn CKPbITble MeTacTasbl B OpraHuame yxe pacnpoctpaHeHsl (70% cnyyaes), XoTS UX Nporpeccupyioliee passuTne 3To NepBUYHON
onyxonbto nogaeneHo. bonee Toro, nepBUYHan OMNyXomnb CHMKAET UKW Jaxe OTKMOYaeT aHTUOMYXONEBbIE MEXaHU3Mbl UMMYHHOWN CUCTEMBI.
GA-40 HopmanuayeT UMMYHHYIO CUCTEMY U CMOCOBCTBYET paccachiBaHWIO CKPbITbIX MeTacTas, TeM CambIM NepPBUYHAsH ONYXOrb OKa3biBaeTCst
TIOKan“30BaHHOM.

MpumereHne GA-40 pekoMeHAYeTCS Takke Nocre XMpypruyeckoro BMeLlaTenbCTBa, MOCKOMbKY NOcneonepaLmoHHbIii cTpecc, 0CO6eHHO B
NepBYI0 HEAENH0, KaK NPaBuUo, Bbi3blBaeT 3HAYUTENBHOE CHUXKEHNE UMMYHUTETA, YTO MOBbLILLAET PUCK Pa3BUTUS MHDEKLIMIA 1 HOBbLIX MeTacTaa.
MocneonepauyoHHoe ucnonb3oBaHne GA-40 npeaynpexaaeT pacnpocTpaHeHe MeTacTas, a Takke yCKopsieT MpoLecchl NocneonepaLmoH-
HOrO BOCCTaHOBIEHMSI.

MpumeHeHne GA-40 pekoMeHAyeTCs Kak o Havarna ny4YeBoi U XMMuoTepanuu, BO BPEMS UX NPOBEAEHUS, TaK U MOCIIE UX 3aBEPLLEHUS.

Tokcu4yeckune BO3OENCTBUSI Ha OPraHN3M OHKOGOMbHBIX XMMUOTEPaNnun 1 paanoTepanum HYacto Bbi3bIBaOT TSHKENbIE OCMOXHEHWS U NO3TOMY
BbIHY>AEHHbIE OTCPOYKM WIN Aaxe OCTaHOBKY NneveHus. [pyras npobnema — nsHavanbHas yCTOWUMBOCTb HEKOTOPBIX OMYyXOMeEBbIX KIETOK K
ncnonb3yeMblM NevebHLIM NpenapaTtam, a Takke Pe3nCTEHTHOCTb, NpuobpeTaemas Bo BpeMs NeveHus. Pagmotepanums n Xumuotepanus Tak-
e BbI3bIBAIOT reHETUYECKNE MyTaLMM B HOPMarbHbIX KNETKax W, Kak CrieacTsre, Bo3pacTaeT BEPOATHOCTL NOSBNEHNS OMNyXonei KavyecTBEHHO
HOBbIX TUMOB.

MpumereHne GA-40 B coyeTaHuy ¢ paguoTepanven u XuMmnotepanuen 3Ha4YUTEeNbHO CHUXKaET TOKCUYEeCKoe MpOosiBieHne aTux Tepanuin,
BO3MOXHOCTb X UCMOMNb30BaHUSA 1 3(P(PEKTUBHOCTb YBENNYMBAIOTCS; OPraHM3M B 3HAUYUTENbHON Mepe OKa3blBAETCS 3aLLMLLEHHBIM OT NOsiB-
TIEHVS HOBbIX OMyXOnen.

GA-40 B Bue MOHOTEpanuu Unu B CodeTaHnn (B KOMMNEKCe) ¢ ApyrMy BUAAMU Tepanuii NPUMEHSIETCA NPK NEYeHnn 0CTPoro Mmenob-
NacTHOro 1 MerakapuobnacTHoOro neiko3os. MNpu ucnonb3oBaHun npenapata GA-40 oTMeyaeTcs CTUMYNSLMSA NPOLLECCOB remanoasa, a Takke
npeBpaLleHne 3MokayeCcTBEHHbIX KNETOK B HOPMarbHble KIETKW OpraHmama.

Mpu neyeHUn AOGpPOKaYECTBEHHBIX U APYrMX HOBOOGpa3oBaHUii — MacTuThbl, hubpoma, Mruoma, afeHoma, LUcTo3bl U Ap.

Mpu nevyeHUmn annepruyeckux 3aboneBaHum - GpoHxManbHas actma u ap.

Mpu nevyeHUn UHGEKLUMOHHO-BOCNANUTENBHBLIX 3a60nNeBaHUit OCTPbIN U XPOHUYECKUIA BUPYCHBIA renatuTebl (Mfenatnt-A,B,C) Lmposbl
Pa3HOro NPOUCXOXAEHMS, MHEBMOHMUS, BPOHXUTLI, TyBEpKynes, S3Ba Xenyaka u ABeHaAUUTUNEPCTHON KULLIKU, XONELMUCTUT, NPOCTaTUT, TPUXO-
MOHMO3, XNamuanos, TOKCONNasmos, LMCTUT 1 ap.)

GA-40 npumeHsieTcst ANa NpornakTMyeckoro 6e3onacHoro NeYeHNs Npy reHeTUYECKON CKIOHHOCTU K ONyXOneBbiM 3a6onesaHnsam, TeCHO
CBsi3aHHbIMY C HeGnaronpusTHeIMK hakTopammn BHELIHeN cpeabl. B niobom BospacTte B opraHu3me YenoBeka exefHeBHO 06pasyoTcsi COTHU
nepepoXaatoLLMXCA N PAKOBbIX KNETOK, KOTOPbIE Y MiofAeN C HOPMarbHOW UMMYHHON CUCTEMON MOMEHTaNbHO PACMO3HAKTCS U YHUHTOXAKOTCS.
BeposTHOCTb e BO3HUKHOBEHUS Onyxornein B opraHu3Me niofen ¢ ocnabneHHbiM n Tem 6onee HenonHoLEeHHLIM UMMYHUTETOM [0CTaTOqHO
Benmka. C Lenblo YMEHbLUEHUS pucka OHKOINOMMYECKUX U Hecrieumduyecknx 3abonesanunit, a Takke Ans NOBbILEHWS) CTOWKOCTU OpraHu3mMa K
BUPYCHBIM U APYTIM MHDEKLMOHHBIM BoneaHsiM pekoMeHayeTCs ABa pasa B rof NpoBefeHue Kypca neveHus npenapatom GA-40, ocobeHHo
nuuam B Bo3pacte ctapie 40-50 net.

Cnoco6 npMMeHeHUs 1 AO3UpPOBKa

I'A-40 npuMeHsieTcs B BUAE NOAKOXHbBIX UMK BHYTPUMBILLIEYHBIX MHBEKLMIA. VIHBEKLUM NPOBOASTCS 1 M MHCYIIMHOBBLIM LUNPULIOM (ANS He
6onee 100 kr Beca Tena) unu 2 mn wnpuuom (ans conee 100 kr Beca Tena). [loza ogHon uHbekummn coctasnsiet 0.1 mr/ 0.5 mn FA-40 Ha
Kaxabin 50 kr Beca Tena.

COTBETCTBEHHO:

« 1-50 kr Beca Tena/ 0.5 mn;

» 50-100 kr Beca Tena/ 1.0 mn;

» 100-150 «r Beca Tena / 1.5 mn

+ 150-200 «r Beca Tena / 2.0 mn

NHbeKumn pekoMeHayeTCst NPoBOANTL B SrOAMLIAX.

Mpwu nerkux chopmax 3aboneBaHnii UHBEKLUMN NPON3BOANTCS EXXEAHEBHO, OAWH pa3 B AeHb W NpofonxaeTcs B TedeHun 30 gHen.

OpfuH Kypc neyenust coctasnsieT 30 UHBEKUMNA.

Mpu cpepHen TaKeCTU 1 Aaneko 3aleflwmx dopmax 3abonesaHns peKOMeHAYeTCs NPOVU3BOAUTL UHBEKLMU exeHEBHO ¢ 12 YacoBbIMU
MHTEpBanamu.

OpauH kypc nedexus npoposkaetca B Tedenne 30 gHen. OguH Kypc neveHns coctasnset 60 MHbeKUni.

JleyeHune npogomkaeTcsa A0 NOMHO peMuUccum onyxoneBblX 1 Apyrux 3abonesaHuii. Kak npasuno, neyeHune Bko4aeT He MeHee 7 KypcoB,
¢ naysamu mexay Humu 10-14 gHeit.

Mpwu TsHkenbIx hopmax 3abonesaHns nepepbiBbl MEXAY Kypcamn He PEKOMEHYITCA.

C uenblo NpeBeHUMMU 1 NPOUNaKTUKN MHBEKLUW NMPOVN3BOANTCS EXeOHEBHO, OAMH pa3 BAeHb 1 npogomkaeTcs B TedeHun 30 gHeir. Peko-
MeHAYITCSt OAHOKPATHbIE NOBTOPHbIE KYPChbl C MHTEpBanamu 4-6 mecsua.

NMPOTUBOMOKA3AHUA

MpumereHne GA-40 npoTuBonokasaHo npu 6epeMeHHoCTH.

NOBOYHbIE ABNEHUA

Mpu neyennn npenapatom GA-40 NOGOYHbIX SBREHW He oTMevaeTcs. GA-40 ynyyluaeT CTPYKTYPHO-(DYHKLVMOHaNbHbIE nokasaTeny Bcex
JKU3HEHHO BaXHbIX OpraHoB. OTo obecneunBaeT a(pheKkTUBHOCTL 1 6e30MacHOCTb NEYEHNs He TONbLKO OCHOBHOTO 3aboneBaHust, HO U yCTpaHs-
€T No6oYHbIe SIBNEHMS KaK B criyqae MoHoTepanun GA-40, Tak 1 B komGuHaumm GA-40 ¢ Apyrumy npenapaTtamu 1 TpaauLMOHHLIMWU METOAAMM.

NMEPEOO3UPOBKA

B ycnosusix npumeHeHusi 40-kpaTHow TepaneBTuyeckoi Ao3bl, GA-40 abcontoTHO 6e3BpeneH Ans opraHnama. MeTogamu TOKCUKOMOrum,
MakpomMopdonorum, MUKpomMoponoruu, natoMopdonorum, nuanonorum, BUOXMMUL, MMCTOCTPYKTYPLI, NaTOU3NONOrK, UMMYHONOMMKU Y
Ap. nokasaHo: 4to 40-kpaTHas TepanesTuyeckas fo3a GA-40 He BbI3bIBAET NOKASIbHLIX BOCMANEHU N annepruiyecknx peakuui; He Bnuset
Ha BUOXMMUYECKUX, UMMYHOMOMMYECKVX U APYr1X nokasatenei nepudepuyeckon KpoBbl. He okasbiBaeT BnusiHie Ha MeTabonuam nunuaos
1 YrneBoJOB; HEe Bbl3biBAET MOPMONOrNYECKUX U TMCTOCTPYKTYPHBIX U3MEHEHWIA BHELLHUX U BO BHYTPEHHWX OpraHax opraHuama: ceppue,
ceneseHka, nevyeHb, NaHKkpeac, KULLIEYHO-KENyA0YHOro TpaKkTa, LeHTparnbHOW HEPBHOW CUCTEMbI (NOBEAEHUE), a Takke Ha TemnepaTtypy u
[aBneHne opraHusma.

®OPMA BbIMYCKA

GA-40 BbinyckatoT B BAe NMOdUNM3aMpoBaHHOro NOpoLLKa.

YCNOBUA U CPOKU XPAHEHUA

lMpenapat cnegyeT XpaHWTb B 3aLLUMLLEHHOM OT CBeTa MecTe npw Temnepatype ot +25°C.

NMOPAOOK BbIJAYMU: MNMpenapaT BblaaeTcs no peuenty

NPOU3BOAUTENDL: 000 «ABAJIEH3» ans OO0 «ANIEKCUC» Ten./®akc (995 32) 237 67 99

INSTRUCTIONS FOR MEDICAL USE

FORM OF PRODUCTION

GA-40 is produced in the form of solution for injection. The box contains 10 ampoules 0f 0,2 mg GA-40.

PHARMACOLOGICAL GROUP AND CLASSIFICATION CODE

Immunomodulator — Code: LO3A; antineoblastic medical preparation- Code: LO1C.

PHARMACOLOGICAL PROPERTIES

Preclinical and clinical trials show that the drug GA-40 is an immunomodulator and belongs to immunocorrectors of immunorehabilitation type. The drug GA-40 is
characterized by direct anti-tumor and indirect mediated by immunity anti-tumor action.

GA-40 possesses selective action. Unlike to chemical preparations GA-40 does not damage normal cells that define its safety action on any tissues and organs of the
organism. GA-40 interacts with membrane DR receptors of death on the surface of the tumor cells and kills them by promoting apoptosis (programmed cellular death).

GA-40 causes normalization of p53, p21 functions and blocking of glutathione system of a tumor.

GA-40 causes activation of anti-tumor systems of immunity. GA-40 interacts with the specific membrane receptors located on a surface of mononuclear cells of
immunity (monocytes, macrophages). As a result changes are appeared in the structure of phosphatidylserine and activation of Ca2 +- of independent protein kinase
C from a class of new or atypical and tyrosine protein kinases - Ca (PKCg), Ca2 +-dependent on protein kinases +Ca (PKCa,) and the tyrosine protein kinases. Protein
kinases way leads (TPK) to activation of a transcription factor of NF-kB and its translocation in a nucleus. Activation of NF-kB is expressed in increase of production of a
factor of necrosis of a tumor (TNF-a), interferon - y (INF-y), activating an expression of specific genes. The mechanism of action of GA-40 is cornerstone of the processes
of activation of cells of immunity possessing ability to destroy tumoral cells: natural killer cells (NK-cell), T-cytotoxic cells, macrophages, neutrophils.

Anti-tumoral action of GA-40 is caused also by its anti-angiogenesis property. GA-40 Inhibits the release of vascular epithelial cell growth factor (VEGF) by cancer
cells. GA-40 inhibits the development of new blood vessels or the process of neovascularization in malignant neoplasm’s and metastases, and practically prevents
spread of metastases in the body via blood circulatory system. GA-40 shows the expressed antioxidant and cytoprotector activity (neutralization of free radicals) that
is especially important at treatment of cancer patients by traditional methods and in the period of preventive treatment. Increases in a liver GA-40 causes decrease in
serotonin, lactic and piruvat acids, xanthine, uric acid, hydrogen peroxyde, oxygen with two unpaired electrons, hydrogen with one unpaired electron. The latter ones are
free radicals, high amount of which can be observed in the bodies of patients with malignant tumors, especially after radiotherapy and chemotherapy.

GA-40 has immunocorrective properties, that make a correction of the immune status of the organism and restore the quantitative and functional indicators T and B of
immune cellular systems i.e. T-helper cells, T-cytotoxic cells, T-killers (NK-cells), macrophages and granulocytes; it regulates the correlation of T-helper and T-suppressor
cells, it also regulates the indicators of immunoglobulin’s, stimulates the production of cytokines, including the tumor necrosis factor (TNF-a) and interferon’s (INF);

GA-40 restores the functional activity of stem haemopoietic cells, too normalizing the content of leukocytes, erythrocytes, neutrophils, thrombocytes, lymphocytes
and other blood forming elements; GA-40 provides for a normalization of the blood biochemical indicators—total protein, albumin, globulin, urea nitrogen, creatinine,
bilirubin,glucose, as well as certain enzymes such as alanine-aminotransferase (ALT), aspartate-aminotransferase (AST), y-glutamine-transpeptidase (y-GP), alkaline
phosphatase. The preparation renders a positive influence on the dynamic contents in the bloodstream of carcinoembryonic antigens (CEA), alpha-fetoprotein (AFP),
prostate-specific antigen (PSA), as well as the blood contents in mineral compounds of sodium, calcium, potassium and others.

At treatment by the drug GA-40 positive dynamics of indicators of a carcinoma embryonic anti-gene (CEA), a-fetoprotein (AFP), a prostate specific anti-gene (PSA),
and other specific markers of a tumor is observed. GA-40 also positively influences the content in blood of sodium, calcium, potassium and other mineral substances

INDICATIONS

GA-40 is applied to:

* Malignant tumors

GA-40 treatment opens the following therapeutic possibilities: Treatment of cancer of all types and all stages offering a considerable chance of recovery even
for patients in advanced stages who have exhausted all standard treatments. GA -40 reduces and decreases the rate of growth of the tumor cells, and results in the
regression of tumor and metastases, considerably lessens the pain and increases the activity and life span of the patients.

It can be applied before and after surgical intervention in the preparation of planned surgical operations (the decrease of immunological indications is a direct
contra-indication of surgical intervention), for rapid post-surgical recovering processes and for decreasing the risk of the initiation of progressive growth of hidden
metastases mostly caused by the surgical removal of the initial tumor of the main localization and also for the inhibition of the processes of the arising and spreading of
new metastases. Preparatory long-term GA-40 immunotherapy or combined with radio or chemotherapy in patients with a rapidly growing tumor to render inoperable
tumors operable.

Application of GA-40 during and after radiation and/or chemotherapy increases the effect of contra-tumor treatment of oncological patients, considerably increasing
the anti-carcinogenic effects, and what is most essential, the combined treatment decreases the toxic influence of chemical and radial therapy on the organism, which
for its part causes serious complications and the necessity of interruption of treatment of oncological patients.

It may also be used:

* for leucosis (megakaryoblastic leukemia) monotherapy or as an adjuvant therapy.

* for the treatment of benign tumors (fibroid, mioma, adenoma, cystose, etc.).

* during infection-inflammatory processes (pneumonia lobularis, bronchopneumonia, pulmonary tuberculosis, liver disorders (cirrhosis, hepatitis-C), chronic banal
prostatitis etc.)

* Nontoxic preventive treatment for patients at risk (genetic predisposition coupled with environmental challenges), and those with precancerous lesions.

* For prophylaxis. It is recommended for persons above 40-50 age to carry out a course of treatment twice a year, to allow us to get rid of senile non-specific
diseases, to reduce the risk of oncological diseases, to create a state of the organism in which susceptibility to virus and other infectious diseases, reduced to a minimum.

DOSAGE AND METHOD JF APPLICATION

GA-40 is used in the form of subcutaneous or intramuscular injections. Injections are carried out with a 1 ml insulin syringe (for no more than 100 kg of body weight)
or a 2 ml syringe (for over 100 kg of body weight). The dose of one injection is 0.1 mg/0.5 ml of GA-40 for every 50 kg of body weight.

Accordingly:

* 1-50 kg body weight / 0,5 ml;

+ 50-100 kg body weight / 1 ml;

* 100-150 kg body weight / 1,5 ml;

* 150-200 kg body weight / 2,0 ml;

The injection is recommended to perform once a day after 6 pm. In severe cases, for intensive treatment course, the injection is recommended to perform twice a
day - in the morning and evening with 12 hours intervals.

The duration of one course of treatment makes up 30 days. The interval between courses is 10-14 days.

The treatment is continued until the complete regression of tumor or other diseases. In all the cases the course consists of at least 7 courses.

In severe forms of the disease, the intervals between the courses are not recommended.

For prevention or prophylaxis, the course of treatment (once a day) is repeated at intervals of 4-6 months

CONTRAINDICATIONS

The usage of GA-40 is contraindicated for pregnant women.

SIDE EFFECTS

Any side effects have not been reported.

At treatment by the drug GA-40 side effects are not noted. GA-40 improves structurally functional indicators of all vitals. It provides efficiency and safety of treatment
not only of the main disease, but also eliminates by-effects both in case of GA-40 immunotherapy, and in GA-40 combination with other preparations and traditional
methods.

OVERDOSE

A dose of GA-40 exceeding 40 times the therapeutic dose is absolutely harmless for the organism. However immunotherapeutic efficiency in patients with weak
immune status is significantly reduced. Toxicological, macro morphological, micro morphological, path morphological, physiological, biochemical, histostructural, path
physiological, immunological and other studies have shown:GA-40 does not cause local inflammations and allergic reactions, pathological alterations in biochemical,
immunological and other indices of peripheral blood, does not impact lipid and carbohydrate metabolisms.GA-40 does not cause morphological and histostructural
changes in the external and internal organs of the body: heart, liver, spleen, intestines, pancreas, central nervous system (behavior) and other tissues of the body, as
well as the alterations in body temperature and blood pressure.

CONDITION AND TERM OF STORAGE

It should be stored in a place protected from light at a temperature from 25°C.

PROCEDURE FOR ISSUANCE: The drug is given by prescription
MANUFACTURER: LTD «AVALENZ» for LTD «ALEXIS» Tel / Fax: (995 32) 237 67 99.



