IHCTPYKUIA
AN MEIMYHOI0 3aCTOCYBaHHS /liKapcbKoro 3acoby

KonakcoH 40
(Copaxone® 40)

Cknag:

Aitoya peyoBuHa: rnatupamepy auerar;

1 M1 po3UnHY ANA IH'EKLiN MICTUTb rnatupamvepy auetaty 40 mr;
[ONOMI>KHI peyoBuHU: MaHIT (E 421), Bofa ANns iH'eKLiiA.

*["naTtupamepy aueTar — Lie OLTOBOKKC/A Ci/lb CUHTETUYHUX MOMINENTUAIB, AKa MICTUTb YOTUPU aMIHOKWUCIOTU NMPUPOLHOIO NOXOKEHHS: L-ryTaMiHOBY KMCNOTY,
L-anaHiH, L-TMpo3uH Ta

L-ni3nH, monapHa yactka fkmx cknagae 0,129-0,153, 0,392-0,462, 0,086-0,100 ta 0,300-0,374 BignosigHo. CepefHs MOMeKynspHa maca rnatupamepy auerary
cTaHoBuTbL 5000-9000 [da.

40 Mr rnatupamepy aLeTaTy eKBiBasleHTHO 36 MI OCHOBU raTupamepy.

JlikapcbKa thopMa. Po3umH ans iH'eKLii.
OCHOBHI (pi3MKO-XiMiYHI BNaCTUBOCTI: PO3YMH MPAKTUYHO He MICTUTb BUAVMUX YACTUHOK.

dapmakoTeparneBTUYHa rpyna. AHTUHEONIacTUYHI Ta IMyHOMOZAYNHOKOYI 3ac06M, iHWI iMyHOocTUMynaTopu. Kog ATX LO3A X13.

dapmMakosoriyHi BnacTmneoCTI.

dapmakogyHamika.

MexaHi3Mu, 3a AKUMU rnaTupamepy aueTart 34iiNCHIOE CBIil BNIMB Ha MauieHTiB 3 po3cisHuM cknepo3oM (PC), He 3'icoBaHi NOBHICTHO. OfHaK BBaXaETbCA, LLO Lie
Bi10YBA€ETLCA LUNSAXOM MOANGIKYBaHHSA IMYHHOI 0 NPoLecy, AKWiA, AK ragatoTb CbOroAHi, € BignosigasibHUM 3a natoreHes PC. Taka rinotesa NiATPMMYETLCS AaHUMU
AOCNiAKeHb, NPOBEAEHNX 3 METOK BMBYEHHS NaToOreHe3y eKCrepuMEeHTa/IbHOrO anepriyHoro eHuedanomienity (EAE) — ctaHy, SiKuil 6yB BUKIMKAHWUIA Y KiNbKOX
BUAIB TBapWH LUMSAXOM iMyHi3alil Ha TNi OAepXaHOro marepiany 3 UEHTPasibHOI HEPBOBOI CUCTEMW, WO MICTUTb MI€NiH, | SKWIA 4aCTO 3aCTOCOBYETbCA K
ekcnepuMeHTalbHa TBapnHHa Mogenb PC. JocnimkeHHA Ha TBapuHax i 3a yyacTro nauieHTiB 3 PC cBigyatb Npo Te, WO NpW 3aCTOCYBaHHI rnatupamMepy alertaTty Ha
nepudepii iHAYKYTbCA Ta CTatoTb aKTUBHUMM rniaTypamepy auetar-creymdiyuHi cynpecopHi T-KAiTUHN.

PemiTytouo-peumnamnsytoumnii PC

[aHi npo egekTMBHICTL KonakcoHy 40, Wwo BBOAMBCS Y BUMNSAAI NIAWKIPHUX iH'€KUi B f03i 40 Mr/Mn 3 pasn Ha TMXKAEHb 3 METOK 3HVKEHHSI YaCTOTU peLmAamBiB,
OTpMMaHi B Xofi 12-MicA4HOro nnaue60-KOHTPOMbOBAHOMO AOCMIMKEHHS. 3ara/ibHy KiNbKiCTb NIATBEPAXKEHUX peunamBiB 6yno 06paHO SK MEPBUHHUIA KpUTepii
eheKTMBHOCTI. BTOPMHHI nokasHukn MPT, fki BUMiptoBanncsa Ha 6-my Ta 12-My micAui, BKIOYaN CYKYNHY KifIbKICTb BOTHWLL, Ta HAKOMWYEHHSA KOHTPacTy Ha T2-
3BXKEHUX 300PXKEHHAX | CYKYMHY KiflbKiCTb BOTHULL, T HAKOMWYEHHSA KOHTPACTY Ha T1-3BaXKeHNX 306paKeHHSX.

1404 nauieHTiB paHAOMi3yBann Yy cniBBigHoOWeHHI 2:1 ans npuiiomy KonakcoHy 40 (40 mr/mn) (n=943) Ta nnaue6o (n=461). O6uasi rpynn nikyBaHHA
MOPIBHIOBA/INCA 33 CTAHOM XBOPMX Ha MOYaTKy LOCMIIKEHHS, K/MIHIYHOK KapTUHOK 3aXBOPHOBAHHA Ta MokasHukamu MPT. lMauieHTn manu B cepegHbomy 2,0
peunamBm 3a 2 poku o nepiogy Bigoopy.

Mpu 3acTtocyBaHHI KonakcoHy 40 (40 mr/mn) cnocTepiranock 3MeHLUeHHS 3arafibHoi KiflbKoCTi peumameis Ha 34,4% (p<0,0001) 3 BifHOCHUM pu3nkoM 0,656 Ta 95%



[oBipyMM iHTepsasiom (A1) [0,539 0,799].

Mpn 3acTtocyBaHHI KonakcoHy 40 (40 mr/mn) cnocTepiraincs 3HayHi Ta CTaTUCTUYHO 3HAYMMI 3MiHW Y NEPBMHHUX Ta BTOPUHHUX MOKa3HUKaxX eqieKTUBHOCTI, WO
ByNu 3icTaBHi 3 ePeKTUBHICTIO NiKyBaHHA npenapaToM KonakcoH2 -Tesa (20 mr/mn) 1 pa3 Ha fo6y.

B Tabnuui HMX4Ye HaBeeHO 3HaYeHHS NEPBUHHMX Ta BTOPUHHMX NOKa3HUKIB e(DEKTMBHOCTI B rpyni NauieHTIB, AKi NPOMLWAN paHLoMi3aLito.

CKopuroBaHi cepefHi
3HaYeHHS

MokKasHMKM pe3ynbTaTiB lMokasHuk P
KonakcoH 40

Mnaue6o
(40 mr/mn) (N=461)
(N=943)
KinbKicTb NigTBEPAKEHUX pPeLmanBiIB NPoTarom 12-
MiCAYHOI NNaLe60-KOHTPOIbOBaHOT (asn 0,331 0,505 <0,0001
AOCNIKEHHS
AGCONIOTHE 3HWXEHHS PUSNKY™* -0,174 [Big -0,2841 po -0,0639]

CyKynnHa KiflbKiCTb HOBMUX BOrHULL, Ta HAKOMUYEHHS
KOHTPACTY Ha T2-3BaXXEHMX 300PAXKEHHAX Ha 6-My 3,650 5,592 <0,0001
Ta 12-My Micaui 4OCNIIKEHHSA

BigHOCHWI pn3nk** (95% A0BipyYnin iHTEpBan) 0,653 [Big 0,546 go 0,780]

CyKynHa KifIbKiCTb BOTHULL, Ta HAKOMUYEHHS

KOHTPACTy Ha T1-3BaXXEHMX 300PaXKEHHAX Ha 0,905 1,639 <0,0001
6-My Ta 12-My Micaui foCniAKeHHS

BigHOCHWI pu3nK** (95% [0BipYniA iHTEpBan) 0,552 [Big 0,436 no 0,699]

* ABCOIOTHE 3HVDKEHHS PU3UKY BU3HAYA/IOCA SIK PISHULSA MDK CKOPUIrOBaHOK) KifIbKICTHO MiATBEPIKEHMX PELMAMBIB NPOTAroM 12 micsUiB Mpy 3acTOCYBaHHI rnatupamepy auetaty B fosi 40 mr 3
pasu Ha TWKAEHb Ta CKOPUIOBaHOH KifTbKICTHO MiATBEPAKEHUX PeLMAMBIB NPOTAroM 12 mMicAuiB Mpw 3aCTOCYBaHHI niaue6o.

** BiHOCHUIA PU3MK BM3HA4aBCA SIK CMiBBIAHOLLEHHS MiX CKOPUIOBaHUM CepefHiM PU3MKOM NpY 3aCTOCYBaHHI rnatvpamepy auetaty B fo3i 40 Mr 3 pa3n Ha TWXKAeHb Ta CKOPUrOBaHUM CepesHiM
PU3MKOM NPU 3aCTOCYBaHHI niauebo.

[MpAmMe NOPIBHAHHA 6Ge3neku Mpu 3acTOCyBaHHI KOI‘IaKCOHyé -Tea (20 mr/mn) 1 pa3 Ha o6y Ta KonakcoHy 40 (40 mr/mn) 3 pasv Ha TWKAeHb B OLHOMY
AOCNIKEeHHI He MPOBOAMNOC.

Y paHomy 12-MiCSMHOMY AOCMIIPKEHHI HE OTPMMaHO CBiAYeHb, WO Tepanis KonakcoHom 40 BNMBaEe Ha MPOrpecyBaHHs iHBaNiAU3yroumnx 3MiH abo Ha TpuMBanicTb
peunamsy.

Hapasi Hemae gaHuX W00 3acTtocyBaHHA KonakcoHy 40 nauieHTam 3 nepBUHHUM 260 BTOPUHHMM MPOrpecyBaHHAM 3aXBOPHOBAHHS.

dapmakoKiHe TVKa.

dapMaKOKIHETUYHI AOCNIIKEHHS 3a Y4yacTi MauieHTiB He 3gilicHoBanncsa. [JaHi in vitro Ta 06MeXeHi AaHi JOCNifKeHb, NPOBEAEHMX 3a Y4yacTH 3[40POBUX



[,06pOBONbLIB, BKa3yOTb Ha Te, L0 NPV NiALWKIPHOMY 3aCTOCYBaHHI rnatmpamMepy auetaTy akTUBHa pe4oBUHa NIerko abcopbyeThes, a Be/MKa YacTuHa 03K LIBUAKO
PO3NafaeTbCs Ha MeHLLI (hparMeHTM BXe Y NiALWKIPHIA TKaHWHI.

KniHiYHI XapaKTepUCTUKN.

Noka3aHHS.

KonakcoH 40 nokasaHuii 415 NiKyBaHHSA PeLuanByoUnX POopM po3CiSHOro CKieposy.

KonakcoH 40 He npu3HayatoTb Npv NepBrHHO- 860 BTOPMHHO-MPOrPecyoHoMy PO3CISSHOMY CKIeposi.

IMpoTnnoKasaHHA.
inepyyTNMBICTb A0 aKTUBHOT pe4yoBUHY (rnaTtupamepy aueTarty) abo 4o 6yab-AKOT 40NOMIXKHOI PeYOBMHMN.

Oco651m1Bi 3axou 6e3rneKku.
MpenapaTt B NomnepeAHbO HaMOBHEHOMY LUMPWLI NPU3HAYeHWid nuwe ANs OAHOPa30BOro 3aCcToCyBaHHA. HeBMKOPMCTaHWIn NiKapCbKuid 3aci6 abo Moro 3anmiuKu
HeOoOXIAHO 3HULLMTHN.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

B3aemogis Mixx KornakcoHoM 40 Ta iHLUUMK NTiKapCbKMMK 3ac06aMu BUBYEHA HEAOCTATHBO.

BigcyTHI faHi o0 B3aeMogii 3 6eTa-iHTepdepoOHOM.

CnocTepiranocb 36iMbLUEHHS YaCTOTK peakLiin y mMicui iH'eKUiT y nauieHTiB, SiKi oTpMMyoTb KonakcoH 40 i CynyTHIO Tepanito KOPTUKOCTEPOiaaMu.

JocnifpkeHHs in vitro ceigyaTtb Npo Te, WO rnaTnupamepy aueTar y KpoBi MiLHO 3B'3y€eTbCs 3 Bilkamu Mia3mu KPoBi, afne He 3amilllyeTbCs | He 3aMilllye eHiTOTH abo
Kap6amaseniH. OfHaK, OCKiflbK/ TeopeTuyHo KonakcoH 40 Mae 34aTHICTb BMAMBATU HAa PO3MOAIN PEYOBUH, AKi 3B'A3YHOTLCA 3 OiflkaMu, HeOOXIAHO peTesibHO
criocTepiraru 3a CynyTHIM 3aCTOCYBaHHAM TaKMX NiKapCbKMX 3aco6iB.

Oco6MBOCTI 3aCTOCYBaHHS.

KonakcoH 40 MOXHa 3aCTOCOBYBAaTU Ti/flbKW Yy BUTNAAI NiALWKIPHUX iH'eKLiR. MpenapaT He MOXHa 3aCTOCOBYBATU BHYTPILUHLOBEHHO ab0 BHYTPILLHBLOM'A30BO.

Nikap, AKuiA 3AiACHIOE NiKyBaHHS, NOBMHEH PO3'ACHUTM MaLieHTY, L0 peakLiis, SKa acoLitOETbCA X04a 6 3 OfAHUM i3 TaKMX CUMMTOMIB, IK BasoAmnaTauis (npuname
KpoBI), 6inb y rpyasx, AucnHoe, Nanbnitauis abo Taxikapdis, MoXe 3'9BUTUCA Yepe3 Kiflbka XBUIWH Nicns iH'ekuii KonakcoHy 40 (aunB. po3ain «IMo6iyvHi peakuii»).
BinbLUiCTb i3 UMX CUMMTOMIB TPMBAE NPOTATOM KOPOTKOr0 NPOMIDKKY Hacy i 3HMKAE CMOHTaHHO 6e3 6yAb-AKUX HAacNifAKiB. Y pasi NosBM Ceprno3HOT NO6IYHOT peakLit
nauieHT MOBWMHEH HeraHO MPUMNWHUTKL 3acTocyBaHHS KonmakcoHy 40 i 3BepHyTUCS A0 Nikapsa. Y pasi Heob6XigHOCTI NiKap MOXe Mpu3HaunTh CUMMTOMAaTUYHE
NiKYBaHHS.

Hemae >KoaHMX [0Ka3iB NiABWLLEHOr0 PU3NKY BUHUKHEHHSA LMX MOBIYHMX peakuiin ans 6yab-aKoi rpynu nauieHTiB. HesBaxaroum Ha Le, NOTPi6HO 3 06epeXHICTIO
3acTocoByBat KonakcoH 40 nauieHTam i3 cepLeBuMuy po3snagamu B aHaMmHesi. Cnif perynsapHoO nepeBipAaTY CTaH TakuxX NauwieHTIB YNPOLOBX NiKyBaHHS.

Y pigkicHMX BUMNagKax MoBifOMAANOCL NPO CyAoMK i/abo aHaginakToigHi abo anepriyHi peakuii. PifKo MOXYTb BUHMKATW CEPO3HI peakuii rinepyyTaMBOCTI
(Hanpwknag 6poHxocnasmM, aHainakcis abo KPOnuB'aHKa). AKLLO Ui peakLil € TXKKMMK, HeOOXiAHO po3noyaTy BiAMNOBIAHE NiKYyBaHHSA Ta NPUMUHUTK 3aCTOCYBaHHSA
npenapary.

"naTupamvepy aLeTaT-peakT1BHI aHTUTINIa By/IM BUSIBNIEHT Y CMPOBATLL KPOBi NaLieHTIB MPOTAroMm LWOAeHHOT NOCTiNHOT Tepanii npenapatom KonakcoH. MakcumabHi
PiBHI focaranncs y cepefHboMy 4vepe3 3-4 Micsui NiKyBaHHS, NiCis YOro BOHW 3HMXYBA/IMCA Ta CTabiNidyBanncs Ha PiBHi, L0 HE3HAYHO BULLMIA Bif, NOYATKOBOrO
PIBHS.

He icHye XoaHMX gaHuX, SKi 6 cBiguMnM Npo Te, WO Ui rnatMpamepy aueTaT-peakTVBHI aHTUTINA € HEMTPani3ytounMm abo Lo X YTBOPEHHS BMIMBAE Ha KiHIYHY



edhekTMBHICTL Npenapaty KonakcoH 40.

Y naui€eHTIB i3 HUPKOBOK HEeAOCTATHICTHO HEOOXIAHO NepeBIPATM (PYHKLiIKO HUPOK NPOTAroM fliKyBaHHSA rnpenapatom KonakcoH 40. Xou4a He iICHY€E XXOHUX CBIfAYeHb
rNIOMePYNSPHOI0 AeMnOHYBaHHS iIMYHHUX KOMMIEKCIB, TaKy MOX/IMBICTb HE MOXHA BUK/IOHaTK.

B nepiog nocTpeecTpauiiHoro 3actocyBaHHsi KonakcoHy MoBifoMAsnn nNpo piAKiCHI BUMAAKM TSHXKKOMO YpPaXKEHHS NeYviHKM (30KpeMa Mpo renaTuT i3 XXOBTAHULIEHD,
MeYiHKOBOK HeOCTaTHICTIO Ta B OKPEMMUX BUMNafKax TpaHCNAaHTauieto neviHkn) (ame. po3ain «IMobivHi peakuii»). YpaxXeHHs nediHKn BigdyBanocb B nepiof Bif
KIJIbKOX AHIB [0 Ki/IbKOX POKIB MICM MOYaTKy 3acTocyBaHHA KorakcoHy. CynyTHI CTaHu, MPo AKi MOBILOMAANN Y UUX BUMAAKaX, BKNHOYAIN HALMIPHE BXXUBaHHSA
afIKoOronto, HasiBHe abo B aHaMHE3i YpaXKeHHS MeYiHKM Ta 3aCTOCYBaHHS iHWMX MNOTEHLIAHO renaToTOKCUYHMX NiKapCbKMX 3ac06iB. Y pasi KMiHIYHO 3HAYyLLOro
YPaKEHHS NEYiHKW CNif PO3rNAHYTM NMUTaHHA MPO MPUMUHEHHSA 3aCTOCYBaHHA KOMakKCoHy.

3acTocyBaHHA y nepiog BariTHOCTI abo rogyBaHHs rpyaato.

BariTHICTb. [JJOCNiKeHHs Ha TBapUHax He MPOAEMOHCTPYBaIN PernpoAyKTUBHOI TOKCMUHOCTI. CyyacHi faHi Wogo 3actocyBaHHA KonakcoHy@-Tesa (20 mr/m)
BariTHUM XiHKaM BKa3ytOTb Ha BiACYTHICTb (DeTO/HeoHaTa/IbHOI TOKCUYHOCTI YM MOpyLUeHb PO3BUTKY nuiofa. JaHi wopo 3actocyBaHHA KonakcoHy 40 (40 mr/mn)

BariTHAM XXiHKaM 3icTaBHi 3 Takumu ana KonakcoHy? Tesa (20 mr/mn). [IOCTYMHUX emifeMionoriuHnx AaHux 3 LbOro NuUTaHHA foTernep Hemae. AK 3amnobixHui
3axif 6aXkaHO YHMKATV BUKOPUCTAHHA Npenaparty B MNepioj BariTHOCTI, 38 BUHATKOM BWMAAKIB, KOMM KOPUCTL Bif 3aCTOCYBaHHA [15 BAariTHOI NepeBaXkae pU3UK
MO>X/IMBOrO BMNIMBY Ha Mif,.

lofyBaHHA rpyanto. Hemae faHuX WWOAO MPOHWMKHEHHA rnaTvpamepy auertaty abo ioro metabonitis y rpyaHe Monoko. MNpu BBefeHHI npenapaty Liypam He
CroCTepiraiocb CyTTEBOrO BM/MBY Ha MOTOMCTBO, 33 BMHATKOM HE3HAYHOIO 3HWKEHHS Temmny 306i/IbLUEHHA Macu Tina y TBapWiH, HapOKEHVX CaMULAMU, SKUM
NiKapCcbKWiA 3aci6 BBOAWNM B Nepiof BariTHOCTI Ta nakrtauii. PU3NK AN HOBOHAPOMKEHUX/HEMOBAT HE MOXKHa BUKMHOUUTU. HeoOXiAHO NPUAHATA PiLLIEHHS W00
MPUNWHEHHSA TOAYBaHHA rPyAAto abo BiAMIHWM/TUMYACOBOro NPUNUHEHHS Tepanii i3 3acTtocyBaHHAM KonakcoHy 40 3 ypaxyBaHHAM KOPUCTI rofyBaHHS rpyLAAto Ans
ANTUHW Ta KOPUCTI Tepanii Ans XIiHKK.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii Nnpy KepyBaHHIi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.
30aTHICTb BNAMBATU Ha LLIBMAKICTb peakLiii Npy KepyBaHHI aBTOTPaHCNOPTOM abo IHLLIMMW MexaHi3MaMun He A0C/IAXKYBaiach.

Cnocib 3acTocyBaHHA Ta [03Mu.

MouaTok Tepanii npenapaTtoM KonakcoH 40 NoBMHeH BigbyBaTucs nifg HarnsaomM HeBposiora abo nikaps, sKuiA Mae JOCBIA NiKyBaHHA PO3CIIHOO CKNepoay.

[ns gopocnnx pekomMeHAoBaHa 403a CTaHOBUTL 40 MI rnatmpamepy auetaTy (O4MH nornepeaHbO HANOBHEHWIA LWNPULL), WO BBOAUTLCA Y BUMNAAI NiALLKIPHOT IH'eKLiT
3 pa3n Ha TxeHb. MepepBa MiXK iH'EKLISMU NMOBUHHA CTAHOBUTU MiHIMyM 48 rofuH. PeKOMeHLYETLCA 3aCTOCOBYBATM Mpenapar y OAHi 1 Ti X caMi [Hi KOXHOro
TVDKHSA.

Hapasi TpuBanicTb nikyBaHHA KonakcoHoM 40 He BCTaHOB/IEHA.

PilLEHHS W00 TPMBANOCTI NiKyBaHHA NpUAMaE Nikap iHAUBILYaIbHO A/1 KOXXHOI0 BUNAAKY .

MauieHTn NiTHLOrO BiKy. 3acTocyBaHHA KonakcoHy 40 nauieHTam NiTHLOro BiKy Crnewjia/ibHO He 40C/iAKYBanocs.

MauieHTV 3 nopyLweHHAM yHKLIT HUPOK. CrewiasibHUX LOCIAKeHb LLOAO 3acTocyBaHHA KonakcoHy 40 nauieHTaM 3 NopyLIeHHAM QYHKLIT HUPOK He NpOBOAN/IOCH
(ams. po3gin «OcobNMBOCTI 3aCTOCYBAHHS).

MauieHTam cnif HagaTv IHCTPYKLIT CTOCOBHO TEXHIKM CaMOCTIHOrO BBEIEHHA MpenapaTty Ta 3abe3neunTi Harnag nikaps nig yac nepLuoro camocTinHOro BBeAEHHS
Ta BNpogoBX 30 XBUANH NOCMib.

3 MEeTO 3MeHLUEeHHS BipOrifHOCTI BUHUKHEHHSA MofApa3HeHHs abo 60/110 B MicLi iH'EKLIT KOXHe HaCTyrnHe BBeeHHS npenapaty Cnif 34iMCHIOBaTK B iHLUE MicLe.
MMpenapat MOXHa BBOAUTW B XXUBIT, PYKW, CTErHa Ta CIAHULLI.

3ara/ibHi pekomeHaLT W00 3aCTOCYBaHHSA




Mpw 34iicHeHHI iH'eKUiT npenapaTy KonakcoH 40 BaXKIMBO 4OTPMMYBATUCh HUMXKUYEBKA3aHMX NPaBui:

BBOAWTM Npenapar Ti/IbK1 NiALWKIpHO;

3aCTOCOBYBATM Y [103i, IKY MPU3HAUMB NiKap;

BMKOPUCTOBYBATY LUMPUL, AN151 34IACHEHHA IH'EKLIT TiNbKX O4MH pa3, HEBUKOPUCTaHW NpenapaT abo 3a/INLWKN — 3HULLUTK;

He 3MiLLyBaTu Ta He BBOAMTY KonakcoH 40 04HOYaCcHO 3 IHLUUMK npenapartamu;

- TPV HasABHOCTI Y PO34MHi 3BXKEHMX YAaCTMHOK He BUKOPUCTOBYBATM Lieil NonepeiHb0 HAMOBHEHWIA LUNPULL, CNIf B3ATU iHLLY YNaKOBKY.

IHCTPYKLIT LOA0 3aCTOCYBaHHSA
1. Mepep, BBeEHHAM npenapary c/ij nepekoHaTUCs y HagBHOCTI BCbOr0 HEOOXIAHOI0 NS iH'EKLT:
— 04uH 6nicTep npenapaty KonakcoH 40, AKWil MiCTUTb NonepeAHb0 HANMOBHEHWIA LUMPWL;
— YTUNI3aLinHNIA KOHTEHEP 415 BUKOPUCTaHMX LUMPULLIB i FONOK.
2. B3atu oguH 611icTep i3 nonepesHb0 HAaNOBHEHUM LUMPULLOM i3 3arasibHOT YNakoBKW. Bei HEBUKOPUCTaHI LINPULIM HEOOXiAHO 36epirati B OpPUriHa/IbHIN YNakoBL,.
3. AKuo npenapaT 36epiraBca y X0N0AWNbHUKY, NOTPIGHO BAUTPUMATK GRicTep i3 nonepefHbO HAMOBHEHUM LLMPULLOM MPU KiMHATHIA TemnepaTypi NPOTArom He
MeHLe 20 XBUINH Ta NMepeKoHATUCSA, LLLO BiH HArpiBCcA A0 KiIMHATHOI TemMnepartypu.
4. Mepef BBEAEHHAM Npenaparty HeobXigHO PeTe/lbHO BUMUTW PYKU BOZOHO 3 MJIOM.
5. Bubpatu AinsHKy Ans iH'ekuii. Ha puc. 1 BKazaHO CiM MOXX/IMBMX TOYOK Ha Tini ANs iH'€KUin: pyKW, CTerHa, CigHuui, XXUBIT (NpUNYNKoBa AiNsHKa). YcepeamHi
KOXHOT iH'€EKUINHOT AiNsHKM € 6arato TOYoK ana ykony. Cnif wopasy BWKOPUCTOBYBATU IHLIY TOYKY A/19 YKOMY ANS 3MEHLUEHHS BipOrigHOCTI BUHWKHEHHS
nogpasHeHHs abo 607110 B MicLi IH'EKLIT.
Heo6XxifHO NOCTINHO 3MiHKOBATU TOUKM IH'EKLIA ycepeanHi KOHKPETHOT AiNAHKN.
He cnig 34i/icHIOBaTM iH'EKLiO B OfHE | Te caMe MicLe.
He cnig BukopucToByBaTU A4151 iH'EKLLIT 601t04I TOUKM, 3HeGAPBEHI AiNSHKM WKIpK abo AiNAHKM 3 YW iNIbHEHHAMU | BY3/IMKaMMU.
PeKoMeHA0BaHO po3nucati MopsAoK 3MiHW MicUpb 415 34IACHEHHS iH'EKLi Ta BHOCMTY BigNOBIAHI NOMITKM Y LWOAEHHUK iH'EKUIN. [esKi 4iNgHKM Tina € He3pyUYHUMu
[N15 30IACHEHHS TH'eKLiT caMOCTiiHO (Hanpuknag pyku). B Takmx BUnagkax Mmoxe 6yTu noTpibHa CTOPOHHSA fonoMora.

AinsHka 1 [inaHka 4 [inaHka 5
MNpunynkosa JliBa pyka lNpaBa pyka
JinsHKa M'a30Ba YacTnHa M'A30Ba YacTMHa
PobuTK iH'eKLT, BEPXHbLOI 38HbLOT BEPXHbOI 384HbOT
BiZICTYMMBLUMN He [INSHKN BINAHKN

MEeHLLEe HiXX

5 cm Big nynka

[inaHka 2 AinaHka 3 [inaHka 6 [inaHka 7
MpaBe cTerHo  JliBe CTerHo NiBa cigHnus MpaBa cigHULSA
MpnbnusHo 5 MpubnnsHo 5 M'asoBa yacTMHa  M'A30Ba YacTuHa
CM BULLE KOJlIHA CM BULLE KONIHA HaZ CTErHOM, Haf, CTErHoOM,

Ta 5cm Ta 5cm 3aBXan 3aBXaun

HWXYe naxy HMKYe naxy HWKYe Tanii HVXYe Tanii



B — Bepx; C — cepegnHa; H — HK3.
Puc. 1

6. [licTaty Wwnpw, i3 3aX1cHOT 61iCTepPHOT YNaKOBKY, BUAA/IMBLUM NarnepoBe MapKyBaHHS.

7. LLnpwvy, B3STW Y PYKY, KO NULLYTb, Ta TPUMATK Tak, K 0/liBeLb. 3HATU 3aXMCHUIN KOBMNAYOK 3 FOSIKN.

8. 3nerka 3ibpatu LWKIipy Y CKNafKy BEMKUM i BKa3iBHUM nasibuamu (puc. 2).

9. BeecTu ronky y wkipy (puc. 3). MNMpenapat BBOAATb, PiIBHOMIPHO HATUCKaKOUM Ha MOpPLLEHb LUNPULA BHX3 40 AOF0 MOBHOIO CMOPOXHEHHS,

Puc. 2 Puc. 3

10. Buganutu LWINpuL, 3 ronkor pyxXom BepTUKa/lbHO Bropy.
11. BUKOPUCTaHWIA LINPUL, NOKNACTU B YTUNI3aLiHWIA KOHTelHep.

aiTn.

be3neky Ta ePeKTUBHICTb 3aCTOCYBaHHA rnatvpamepy auerary AiTAM i NigniTkaMm He BCTaHOB/EHO. BigcyTHA focTaTHA iHgopmaLis Woao 3actocyBaHHA KonakcoHy
40 pitam (BikoM ao 18 pokiB) Ans Toro, Wwob Hagatn byab-aKi peKoMeHAauii LWo40 Moro 3actocyBaHHS. TOMy He cnif 3actocoByBaTy KonakcoH 40 Liil BiKOBIl
KaTeropit.

Nepeno3yBaHHA.

Mosigomnanocs Npo Kinbka BMNafKiB nepefo3ysaHHA KomakcoHoM (npu 3actocysaHHi fo 300 mr rnatvpamepy auetarty). Li Bunagku He CynpoBOAXKYBaACS
BUHWUKHEHHSIM iHLIMX peakLiil, HXX Ti, WO HaBefeHi Y po3aini «Mo6iuHi peakwii.

Y pasi nepefo3yBaHHs HEOOXiHO crocTepiraT 3a CTaHOM MaLieHTa Ta NPU3HaYMTK BIANOBIAHY CUMMNTOMATUYHY Ta NiATPUMYHOUY Tepanito.

Mo6iyHI peakuii.

Bifblia YaCTMHA JaHUX NPo 6e3neKy 3acTOCyBaHHs riaTvpamepy aleTaTy 3acHOBaHa Ha [40CBiAi NiALKipHOro BBeAeHHs npenapary Konakcond -Tesa (20 mr/mn) 1
pa3 Ha [Jo6y. Hwkuye HaBefeHO [faHi LI040 6e3neku rnaTvpamepy auertaty, OTpUMaHi B pesynbTaTi 4-X nnaue60-KOHTPOMbOBaHMX AOCNiAKEeHb 3aCTOCYBaHHS

KOI'IaKCOHyé‘ -Tesa (20 mr/mn) 1 pa3 Ha fo6y Ta 1-ro niauebo-KOHTPO/Ib0BaHOM0 AOCNIAKeHHSA 3acTocyBaHHA KonakcoHy 40 (40 mr/mn) 3 pasun Ha TUXKAEHb.

MpsAmMe NOPIBHAHHA Ge3MeKn MNpu 3acTOCYBaHHI KOI'IaKCOHyé -Tesa (20 mr/mn) 1 pa3 Ha foby ta KomnakcoHy 40 (40 mr/mn) 3 pasn Ha TWMXKAEHb B OAHOMY
[OCNIAKeHHI He MPOBOAWNOC.



Konakcon -Tega (20 mr/mn) 1 pa3 Ha o6y

B yciX KMiHIYHUX [JOCIMKEHHAX MPU 3acTocyBaHHi KonakcoHy? -Tesa (20 Mr/m/) HaiuacTiluMMK MOBGIYHUMU peakLisMmn 6ynn peakuii y Micyi iH'eKuil, Wwo
cnocTepirannck y 6iNbLIOCTI NalieHTiB, SKi 3aCTOCOBYBa/M npenapaT. B KOHTPOMbOBaHMX AOCNIKEHHSX YacTKa NaUieHTIB, Y AKUX CNOCTepirainch Li peakuii xouya

6 pas, 6yna 6i/bLIOKO NicNA NiKyBaHHA NpenapaTom KonakcoH? -Tesa (20 mr/mn) (70%), Hi>XX nicna iH'eKUin Nnaue6o (37%). Peakuii B MicLii iH'€KLIT, WO HalvacTiwwe

crnocTepiraincb NpY 3acToCyBaHHI npenapaty Konakcon? -Tesa (20 mr/mn) nopiBHAHO 3 nnauebo, BKIOYanu eputemy, 6inb, HOBOYTBOPEHHS, CBEPOIXK, HabpsK,
3anaseHHs Ta rinepyyTamnBICTb.

Peaku,isi, NoB'A3aHa LLOHaiMeHLUe 3 OAHMM i3 TaKMX CUMNTOMIB, SIK Basogunatayis (Npuname Kposi), 6inb y rpyasx, AUCnHoe, nanbnitayis abo Taxikapgis, onucaHa
K HeraviHa peakuisi nicnsa iH'ekuii. Lia peakuis Moxke BUHMKATU NPOTATOM KilbKOX XBUAWH Nicns iH'eKuil KonakcoHy. LLLoHaiMeHLLe OAMH 3 CUMNTOMIB HeramHoi
peakuii nicna iH'ekUii (OKpeMi CUMMATOMW HeramHoi peakuil nicns iH'eKuil i3 3a3HaYeHHAM 4acTOTM BKas3aHi HWXKYe) cnocTepirasca y 31% nauieHTiB, fKi

3acTocoByBany npenapat KonakcoH2 -Tesa (20 Mr/mi), NopiBHAHO 3 13% nauieHTiB, AKi 0TpMMyBanu nnate6o.

Bci no6iyHi peakwji, Lo yacTille CrocTepiranncs y naLieHTis, AKi 3acTocoByBasiv npenapar KonakcoHd -Tesa (20 Mr/ms), NOPIBHAHO 3 NaLieHTaMu, Ki OTPUMYBaI
nnaue6o, HaBefeHI HMXYe.

Lli paHi oTpumaHi B 4-x 6a30BMX, MNOABINHO cNinuX, Nnauebo-KOHTPObOBAHUX KIHIYHUX AOCAIMKEHHSX 3a yyacTio 3arasiom 512 nauieHTiB, SKi 3aCTOCOBYBaIn
npenapat KonakcoH? -Tesa (20 Mr/go6y), Ta 509 nauieHTiB, AKi 3aCTOCOBYBanu niauebo npoTaroM 36 MicaliB. Y Tpu 4OCHI[KEHHA PEMITYOHO-peLuanByo4oro PC

3arasiom 6yn0 BK/KOUeHO 269 nallieHTiB, siki 3acTocoByBanm npenapat KonakcoH? -Tesa (20 Mr/go6y), Ta 271 nauieHT rpyni 3acTocyBaHHS naue6o npoTsrom 35
MicALiB. Y YeTBepTOMY K/iHIYHOMY AOCHIMKeHHI 6pann yyacTb MauieHTV 3 nepwmM KNiHIYHUM eni3ofoM, AKi 6ynu BU3HAYeHI SK rpyna BUCOKOro puU3nKy LLOAO
PO3BMTKY KNiHIUHO MigTBepMKeHoro PC. Y UpOMy [0CHIMpKeHHI 243 nallieHTy 3acTocoByBasM npenapaT Komakcow?-Tesa (20 mr/no6y) Ta 238 nallieHTis
3acTocoByBaM nsaLebo npotarom 36 micsuis.

MoGiyHI peakuii, NepeniyveHi HUXYe, KnacugikoBaHO 3a KnacaMmy CUCTEM OpraHiB Ta YacTOTOH: AyXe yacTo (=1/10), yacTo (=1/100 — <1/10), HevacTo (=1/1000 — <1
/100).

IH(pekuiT Ta iHBas3IT

[y>Ke yacTo: iHgekuit, rpmn.

YacTo: 6pOHXIT, raCTPOEHTEPUT, NPOCTWIA repnec, cepedHili OTUT, PUHIT, 3y6HWIA abeLiec, BariHanbHUIA KaHAMA03™ .

HeuacTto: abecuec, LentoniT, ypyHKy, onepisyBanbHWiA repnec, niefIoHeqpuT.

[lo06POSKICHI, 3N10KICHI Ta Hey TO4YHeHi HOBOY TBOPEHHS (B TOMY UKCNI KICTW 1A noninu)

UacTo: JOBPOSAKICHI MYX/IMHW LIKIPW, HOBOYTBOPEHHS.

HeuacTo: pak LwKipu.

3 60Ky cMCTeMM KpoBi Ta NimgaTUYHOI cucTemu

YacTo: nimageHonaria*.

HeuyacTo: neiikoumTO3, NeNKOomneHis, 36iNbLIEHHS CEeNe3iHKN, TPOMOOLMTONEHIS, aHOMaslbHa MOPO/Oria NiMoUMTIB.

3 60Ky iMyHHOT cucTemu

YacTo: rinepyyTauBiCTb.

3 60Ky eHAOKPUHHOI cUcTeMU

HeuacTo: 300, rinepTmpeos.

3 60Ky MeTaboni3My Ta xapyyBaHHs



YacTo: aHopeKcia, 36i/bLUEHHS Macy Tina*.

HeyacTo: HenepeHOCUMICTb a/fIKorosto, nogarpa, rinepninigemisi, NigBULLEHHA PIBHS HATPItO B KPOBI, 3HMXEHHS )epUTUHY NNa3mMmn KPOBi.

3 6OKY MCUXIKK

[y>e yacTo: TpmBora*, fenpecis.

YacTo: HEpPBO3HICTb.

HeuacTo: aHOMasnbHi CHOBUAiIHHSA, CNYTaHICTb CBIAOMOCTI, eiopisi, FrantoumHaLii, BOPOXICTb, MaHisi, po3nag 0cobucTocTi, cnpoba camorybcTsa.
3 60Ky HepBOBOT CUCTEMMU

L[y>Ke 4acTo: ronoBHUM 6ifb.

UacTo: gucressis, rinepToHyC, MirpeHb, NOPYLLUEHHA MOB/IEHHS, CUHKOME, TPEMOP* .

HeuvacTo: 3an'ACTHWIA TYHeNbHWUIA CUHAPOM, KOTHITUBHWIA po3nag, CyAoMu, Aucrpadis, AncneKcis, ANCTOHIA, MOTOPHa ANCHYHKLIS, MIOK/IOHYC, HEBPUT, HEMPOM'30Ba
6nokaga, Hictarm, napaniy, napaniy nepoHeasbHOro Hepsa, CTynop, AeheKT Mons 30py.

3 60Ky opraHis 30py

YacTo: ABOIHHS B 04ax, po3naam 3 60Ky opraHis 30py*.

HeuacTo: KaTapakTa, ypaXXeHHs poriBKu, CyXiCTb 0Yel, OYHUIA KPOBOBW/IMB, OMYLLEHHS BEPXHLOT NOBIKM, Mifpia3, aTpogis 30pOBOro Hepsa.
3 60Ky opraHiB cyxy Ta piBHOBaru

YacTo: po3nagmn 3 60Ky opraHis Cnyxy.

3 60Ky CepLieBO-CYANHHOT CMCTEMN

[y>e yacTo: Basogunarawis*.

YacTo: nanbniTauia*, taxikapgis*.

HeuyacTo: ekcTpacucTtosis, CMHycoBa bpaguKapais, napoKcu3MasibHa Taxikapgisi, BaprKo3He PO3LLMPEHHS BEH.

3 60Ky AMXaNnbHOT CUCTEMU, OpPraHiB rpyAHOT KNiTKN Ta cepefoCcTiHHA

Ly>xe yacTo: 3aauLLIKa* .

YacTo: Kallenb, Ce30HHUIA PUHIT.

HeuacTo: anHoe, HOCOBa KpOBOTeYa, rinepBeHTUNALIA, TapUHIrocnasm, 3aXBOPHOBaHHS JIEreHiBs, BiAUyTTS 3a4yXu.

3 60Ky LLTYHKOBO-KULLKOBOTO TPaKTy

Ly>xe yacTo: HygoTa*.

YacTo: aHopeKTasbHi po3/1aau, 3anop, 3yoHuiA Kapiec, gucnencis, gucdaris, HeTpyMaHHs Kany, 6/110BaHHS* .

HeuacTo: KOMIT, KULLKOBWIA NONIN, EHTEPOKONIT, BiAPUXKKa, BUPa3Ka CTPaBOXOLY, NePiOJOHTUT, peKTa/ilbHa KPOBOTEYa, 30i/IbLLIEHHS CIMHHUX 3a/103.
3 60Ky renaTobiniapHoi cucTeMM

UacTo: nopyLleHHs (YHKLIOHA/IbHUX MEYiHKOBUX Mpob.

HeuacTo: xonenitias, 36iNbLUEHHS NEYIHKN, YPaXXeHHS NeYiHKN, TOKCUYHWIA renaTuT.

3 60Ky LUKipW Ta NiAgLWKIPHOT KNI TKOBUHK

L[y>Ke 4acTo: BUCUMaHHS™ .

YacTo: ekximosu, rineprigpos, cBepbix, po3naam 3 60Ky LLKipU* , KPONMB'aHKa.

HeuyacTo: aHrioHeBPOTUYHMIA HAOPSAK, KOHTAKTHWI AePMaTUT, BY3/IMKOBA epUTEMA, LLKIPHI BY3/TUKMN.

3 60Ky KiCTKOBO-M’130BOT CUCTEMM Ta CNoAyYHOT TKaHWHM

[y>e yacTo: apTpanris, 6inb y CAUHI*.

YacTo: 6i/1b Yy AiNAHLI W,



HeuvacTo: apTpuT, 6ypcuTt, 6ib y 60Li, M'A30Ba aTpodis, OCTe0apTPUT.

3 60Ky HMPOK Ta Ce4oBUAiNbHOT CUCTEMM

UacTo: iMnepaTMBHWI NOTAT 40 CEYOBUMYCKaHHSA, NoNakiypis, 3aTpumka ceui.

HeuvacTo: remaTypis, HethponiTias, po3nagn Ce40BOro TPaKTy, NOPYLUEHHS NMOKa3HMKIB 3ara/lbHOro aHanisy ceui.

BariTHicTb, Nicnanonorosuii nepiog i nepuHaTanbHWiA CTaH

HeyacTo: abopT.

3 60Ky penpoayKTUBHOT CUCTEMMU Ta MOJIOYHMX 3aU103

HeuacTo: HarpybaHHS MOJIOYHMX 3a/103, epeKTUbHA ANCHYHKLISA, ONYLEeHHS Ta30BMX OpraHis, npianism, po3nagn 3 60Ky nNpocTati, aHOMa/lbHUIA Ma3oK i3 LUWAKK
MaTKW, TECTUKYNAPHI pO3/1aju, BariHasibHa KpOBOTEYa, BY/IbBOBariHa/IbHi po3iafu.

3aranbHi po3nagu i peakuii y micli BBeAeHHS

[y>e yacTo: acTeHis, 6inb y rpyasax*, peakuii y micui iH'eKLiT* ", Ginb*.

UacTo: 03H06*, HabpAK 0bnnyus*, atpodisa y MicLi iH'eKu,iTO, MicLieBa peakuis*, nepuepuyHnin Habpsik, HabpsK, rineptepmis.

HeuacTo: KicTa, MOXMi/IbHWIA CUHAPOM, TFiNOTEPMis, HeraiHa peakuist Nicns iH'eKLil, 3ananeHHs, HEKPO3 Y MicLi iH'eKLiT, po3naaun 3 60Ky CM30B0Oi 060/TOHKMN.
TpaBmu, OTPYEHHA Ta YCKIaLHEHHS

HeuacTo: nocTBaKUMHaNbHWUIA CUHAPOM.
*KinbKicTb BUNagkis 6yna 6inblie HiX 2% (>2/100) y rpyni 3acTocyBaHHs KonakcoHy 40 NopiBHAHO 3 rpynoto nnauebo. MobiyHi peakuii 663 CMMBOY * 03HAYal0Tb PISHULKO Y MEHLLE HiX 2% abo
eKBIiBaJIEHTHY 2%.

ATepMiH «peakuii y micyi iH'eKLi» (pi3Hi TMNK) 0XONtOE BCi MOGIYHI peaku,il, W0 BUHMKaOTb Y MiCLLi iH'€KLiT, 32 BUHATKOM aTpoghiT y Micui IH'eKLiT Ta HEKPO3Y Y MicLi iH'EKLIT, LLL0 BKa3aHi OKPeMO.
OBKntovae TEPMiHU, L0 CTOCYHOTLCS JIOKai30BaHOT NinoaTpoii y MicLi iH'eKLil.

Y 4-my [OCNiIKEHHI, 3a3Ha4eHOMY BMLLe, Micna niaueb0-KOHTPObOBAHOro nepiody NpoBoAuaach BigKpWTa (Pasa NikyBaHHA. 3MiH BiOMOro npoisito 6esneku

Konakcony@ -Tesa (20 Mr/m) Mif, Yac NoAa/ibLLIOro BiAKPUTOr0 5-piYHOro AOC/iKEHHS HE CNOCTepiranoch.

KonakcoH 40 (40 mr/mn), Lo BBOAUTLCA 3 pa3u Ha TUXKAEHb
Besneky 3actocyBaHHs npenapaty KonakcoH 40 (40 mr/mn) ouiHOBa/IM B X0A4i MNOABINHO CNINOro nnaye60-KoOHTPOIbOBAHOMO AOCIIKEHHS 3a Y4aCTHO XBOPUX 3
PEMITYHOUO-PELNAMBYHOUMM PO3CIAHUM CKNepo30M. [poTarom gocnimpkeHHs 943 nauieHTn otpumysasiv KonakcoH 40 (40 mr/mn) Tpu pasy Ha TxAeHb, a 461
nawuieHT oTpumyBaB nnauebo npotsarom 12 micayis.
3aranom y nauieHTiB, AKi oTpuMmyBann nikysaHHs KonakcoHom 40 (40 mr/mn) (3 pasu Ha TUXKAEHb), CMOCTEpPiraMch Taki X Mo6iYHi peakuii i 3 aHanorivyHo
4aCTOTO!O, LLO VA MPW 3acTocyBaHHi npenapaty KonakcoH® Tesa (20 Mr/mn) (LOAEHHO).
30Kpema, No6iYvHi peakuii y MicLi iH'eKLIT Ta HerarHi peakuii nicns iH'ekwUil y nayieHTis, Lo 3acTocoByBann KonakcoH 40 (40 mr/mn) (3 pa3un Ha TVXKAEHb), BUHUKaIN
3 MEHLLOK YacTOTO, HiX Y NaLieHTiB, fKi 0TprMyBaiu NikyBaHHS npenapatom KonakcoH®-Tesa (20 mr/mn) (wogeHHo) (35,5% npotn 70% AN1s peakLiil y micui
iH'eKLiT Ta 7,8% npoTn 31% AN HeraHUX peakuiid nicns iH'ekuUil BignoBigHO).
Peakuii y micui iH'ekuil cnocTepiranmcs y 36% nauieHTiB, AKi OTpUMyBann NikyBaHHA npenapatoM KonakcoH 40 (40 mr/mn), nopiBHAHO 3 5% nauieHTiB, AKi
npuiiMann nnaue6o. HeraviHa peakuis nicns iH'ekyii cnoctepiranacb y 8% XBOpUX, AKi 0TpMMyBanu NikyBaHHs npenapatom KonakcoH 40 (40 mr/mn), NOPIiBHSHO i3
2% XBOpUX, AIKi 3aCTOCOBYBa/IM Nnaue60.
3achikcoBaHo Kiflbka crneumivHmx NobiYHNX peakuii:
AHainakTMyHa peakLis y naujieHTie 3 PC, ki 0TpUMyBanu NikyBaHHs npenapatom KonakcoH® Tesa (20 mr/mn), crocTepiranach Yy pigkicHux Bunagkax (>1
/10000, <1/1000) B XOAi HEKOHTPO/IbOBAHMX KIHIYHMX [OCNiMKEHb Ta MOCTPEECTpaliiHOro 3actocyBaHHA. [po BMNagky aHaginakTUYHOI peakuii
nosigomnsnock y 0,3% nauieHTiB, AKi 3actocoByBann KonakcoH 40 (40 mr/mn) (HeyacTto: 21/1000 — <1/100).




BifcyTHI NOBIOMMEHHSA MPO HEKPO3 Y MiCLi IH'EKLT.
EpuTtema LKipy Ta 6inb Y KiHLiBKax, iKi He BiA3HaYan1ch Npu 3acTocyBaHHi npenapaty KonakcoH®-Tesa (20 mr/mn), cnocTepirannck Yy 2,1% natieHTiB, ki
npuiimann KonakcoH 40 (40 mr/mn) (4acTo: 21/100 — <1/10).
MeanKameHTO3HE YPaXKeHHS MeYiHKM Ta TOKCUYHWUIA renatuT cnocTepirannch npu 3actocyBaHHi KonakcoHy 40 (40 mr/mn), KOXHa 3 NO6IYHMX peakuiil y
ofHoro nauieHTa (0,1%) (HeuvacTo: =1/1000 — <1/100).
B HEKOHTPOMbOBAHMX KMIHIYHUX AOCAIMKEHHAX | NPOTAroM MOCTPEECTPALIHOIO 3aCTOCYBaHHS TaKOXX MOBIAOMAANN NPO peakuii rinepyyTamMBocTi (30KpemMa npo
PiAKICHI BMNaLKM aHaginakToigHMX peakuiin (=1/10000 — <1/1000)) Ta MigBULLEHHS PIBHS NEYiHKOBUX (hepMeHTIB 6e3 KMiHIYHO 3HauyLLUMX HACNiAKIB Yy MauieHTiB 3
PC, AKi 0OTpMMyBa/Iv NliKyBaHHS i3 3aCTOCyBaHHAM KONakcoHy.
B nepiog noctpeecTpauiiHoro 3actocyBaHHsi KonakcoHy MoBifoMAsAn nNpo pigKiCHI BUNAAKM TSHXKKOMO YpaXKeHHS NeyviHKM (30KpeMa npo renaTuT i3 XXOBTAHULIEHD,
MeYiHKOBOK HEeOCTaTHICTIO Ta B OKPEMUX BUMafKax TPaHCMJaHTaUIE0 MeYiHKK). Y 6IiNbOCTi BMNAAKIB TSXKKE YPaKEHHS MEeYiHKU 3HUKaNOo 3 MPUMUHEHHAM
NnikyBaHHSA. HebaxKaHi siBua 3 60Ky NeYiHKX TpannsimMch B Nepiof Bif KifbKOX AHIB [0 Ki/lbKOX POKIB Micns noyaTky 3acTocyBaHHA KOMakCcoHy. Y pasi KNiHIYHO
3HAYYLLOr0 YpaXKeHHs MeYiHKuM Cif, po3rnsHyTU NUTaHHSA NPO NPUNMHEHHS 3aCTOCYyBaHHSA KonakCcoHy.

TepMiH NpUAATHOCTI. 2 POKMK.

YMoBM 36epiraHHs.

36epiraTv B opuriHaibHIin ynakoBLi 415 3aXUCTy Bifg CBiTNa npu Temnepatypi 2-8 °C (B XonoannbHUKY). He 3amopoxyBaTu. 36epirat y HefIoCTynHOMY ANs AiTen
MiCLL.

AKLLO HEMAE MOXMBOCTI 36epiraTv NonepeAHbO HAMOBHEHI LUNPULM Y XONOAWUMNBHUKY, TO TX MOXKHa 36epiratv npu Temnepatypi 15-25 °C He gosule 1 micaug.
FAKLLO NO 3aKiHYeHHI LbOro 04HOMICAYHOr0 Nnepiofy nonepesHbLO HANOBHEHI LWUNPULM 3 po34MHOM KonakcoH 40 He Bynu BUKOPUCTaHI | 3HaX0AATLCA B OPUTiHASIbHIN
yNakoBLi, TO IX He06XigHO 36epiraT B X0N0ANNIbHUKY Npu TemnepaTypi 2-8 °C.

HecyMmicHICTb.
Mpenapat He cnif 3MiLlyBaTV 3 IHLUIUMW NiIKAPCbKMMM npenapaTaMu, OCKIiNIbKN LOCNIIKEHHA HA CYyMICHICTb He NPOBOAMNIINCS.

Ynakoska. Mo 1 Mn po3unHy B NonepesHbO HaMnoBHEHOMY LUMpULi; no 1 wnpuuy B 6nicTepi (3 MapkyBaHHAM abo 6e3 MapKyBaHHS); N0 12 LINPULIB B KAPTOHHIMN
Kopobuji.

KaTteropis Bignycky. 3a peuentom.

BupobHuKMN.
TeBa PapmaveBTikan IHAacTpi3 nTa.
HoptoH Xenckea Nimiteg T/A AIBEKC ®apmacbtoTukans FOK.

Micue3HaxomKeHHSA BUPOOHWNKIB Ta afpecy MicLa NpoBamKeHHs X AiNIbHOCTI.
Byn. Eni Xypsiy 18, IHA. 30Ha, Kgpap-Caba, 13pains.
AcToH JleitH Hopc, Balitxay3s Belin IHgacTpien EcteinT, PaHkopH, WA7 3FA, Benvka bputaHis.



