IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

JE-CMNAH®
(DE-SPAN)

Cknag:

Aitoya peyosmHa: dexketoprofen;

1 MN po3uMHY Ans iH’eKUiin MICTUTb AEKCKETONPOMEHY TpoMeTaMony 36,9 Mr, L0 eKBIBa/IEHTHO 25 Mr JeKCKeTONPogeHy;
[ONOMI>KHi PeYOBUHU: eTaHOoN 96 %, HaTPItO X/10pua, HaTpPIto riAPoKCcK, Boda ANs iH’eKLLiN.

NikapcbKa thopma. Po3uvH Ans iH’eKLii.
OCHOBHI (pi3nKo-XiMiYHi BnacTVUBOCTI: Npo3opa 6e36apBHa pignHa.

dapmakoTepaneBTUYHa rpyna.
HecTepoigHi npoTu3ananibHi Ta NPOTUPEBMAaTUYHI 3ac06u. MoxigHI NponioHoBOT KMcnoTu. JekcketonpogeH. Kog ATX MO1A E17.

dapmakosoriyHi BnacTmnsBoCTI.

dapmakogHamika.

[ekckeTonpodgeHy TpomeTamMon — TpoMeTamiHoBa Cinb  (S)-(+)-2-(3-6eH30iN(eHiN) NPOMIOHOBOT KUCMOTW, WO UWHWUTL aHaIreTUYHy, MpoTu3anasibHy Ta
YKapO3HMKYBasbHY [1it0 | HANEXNTb A0 KNacy HeCTePOTAHMX NPOTU3ananbHNX 3acobis (HIM33).

MexaHi3M fii.

MexaHi3m gii HIM33 6a3yeTbCs Ha 3MEHLLEHHI CUHTE3Y MpoCTarnaHAmHIB 3a paxyHOK NPUTHIYEHHA aKTUBHOCTI LIMK/I00KCUIeHasn. 30Kpema rasibMyeTbCs NepeTBOPEHHS
apaxifoHOBOT KNC/IOTN Y LMKNIYHI eHgonepokenan PGG, Ta PGHo, 3 AKMX yTBOPIOKOTLCA npocTarnaHanin PGE;, PGE,, PGF,,, PGD», a Takox npoctauuknid PGl, Ta

TpoM6oKcaH TxAy i TxBy. KpiM LbOro, NPUrHiYeHHs CMHTE3Y NpocTarfiaHAvHIB MOXe BM/MBATW Ha iHLWWI MefiaTopy 3anafieHHs, Taki AK KiHiHW, L0 MOXe TaKoX

onocepeAKoBaHO BN/IMBATM HA OCHOBHY 0 npenapary.

PapmakogMHamika.

Byna BusiBneHa NpUrHivyBasibHa if 4eKCKETONPOgeHy TPOMETaMOosy Ha aKTUBHICTb LIMKNOOKCHIeHasn-1 Ta UMKI0OKCUIeHasn-2 y nabopaTtopHMX TBAPUH Ta y
Nofen.

KniHiYHa e(heKTUBHICTb Ta 6e3neka.

KniHIYHI JOCMifpKEHHA Npy Pi3HUX BUAax 6010 NPOAEMOHCTPYBa/IU, WO AEKCKETONPOQeHY TPOMeTaMON YAHUTL BUPaXKEHY aHaNreTUyHy Aito. 3HebostoBasibHa Ais
[EeKCKeTonpogeHy TPOMeTamosTy Npu BHYTPILLUHbOM’ i30BOMY Ta BHYTPILLHb0BEHHOMY BBEJeHHI NaLjieHTam i3 60/1eM cepefjHbOT Ta CUIbHOT IHTEHCMBHOCTI 6yna B1BYeHa
npy pisHUX Bugax 6010 Npu XipypriyHUX BTPyYaHHAX (OpTOneauyHi Ta riHeKo/MorivHi onepawii, ornepauii Ha YepeBHI MOPOXHWMHI), a TakoX npu 60N B
ONOpHO-pyxoBoMyanaparti (rocTpuid 6inb y nonepeky) Ta HUPKOBMX Konikax. Mig yac npoBefeHVX AOCNIKEHb aHATETUYHWIA eheKT NpenapaTy LWBMAKO PO3noYmHaBcs
Ta [0CAraB MakCUmMymy npoTarom nepwmx 45 xBuaunH. TpueanicTb 3HeOONOBaNIbHOT Aii Micas 3acTocyBaHHA 50 Mr fekckeTonpodgeHy TpoMeTamorny, K npasuno,
CTaHOBUTb 8 roavH. KniHivHi AOCNIgKEHHS MPOAEMOHCTPYBaIN, LLLO 3aCTOCYBaHHA LEKCKETONPOgeHy TPOMETamMOo 1y 403BO/ISIE 3HAYHO CKOPOTUTM [03Y OniaTiB npu X
0[JHOYaCHOMY 3aCTOCYBaHHi 3 METOK KyrnipyBaHHA nicnsonepawiiHoro 60110, AKWO nayieHTam, AKUM Npu3Hadvaam 3 MeTo KynipyBaHHSA nicnisonepauiiHoro 6o/t
MOopiil 3a 4ONOMOrOK0 Npuaagdy A1 3He60N0BaHHS, LLLO KOHTPONKOETLCA, MPU3HaAYaM | JeKCKeToNpogeHy TpoMeTaMon, To iM 6y10 MOTPIGHO 3HAYHO MeHLLIE MOPito




(Ha 30-45 %), Hi>XX nawieHTam, AKi OTpuMyBaIv nnaeoo.
PapmakoKiHe TuKa.
Micna BHYTPILIHBOM’A30BOT0 BBEAEHHSA [IeKCKETONPO(eHyY TPOMETaMony /ItoAUHI MakcuManbHa KOHLEHTPaLf (Cyayy AOCAraeTbCH NPUONM3HO Yepes 20 XBUNH

(10-45 xBunuH). OoBeaeHo, WO NPy 0AHOPa30BOMY BHYTPILLHLOM’S130BOMY ab0 BHYTPILLHLOBEHHOMY BBeAeHHI 25-50 Mr npenapaty nnouwa nig kpusoto AUC
(«KOHLeHTpaLlis—4ac») nponopuiiHa 40 [031. PapMakOKiHETUYHI AOCNiIKeHH 6araTtopa3oBoro 3actocyBaHHsA npenapaty gosenu, wo AUC Ta Cqox (CepenHe

MaKCUMa/lbHe 3HaYeHHS) MICNA OCTaHHbLOro BHYTPILUHBOM’S30BOr0 Ta BHYTPILUHbOBEHHOrO BBEAEHHA He BiAPI3HAKOTLCA Bif MOKAa3HWKIB Micns O4HOPa30BOro
3aCTOCYBaHH4, L0 CBILYMTb MPO BIACYTHICTb KyMYALIT NIKAPCbKOro 3aco6y.

Posnogis.

AHA/IOrNYHO [0 IHLWKNX NiKapCbKMX 3aC006iB i3 BUCOKUM CTyrMeHeM 3B’A3yBaHHA 3 6ifikaMu nnasmu Kposi (99 %), 06’eM po3nofiny LeKCKeTONpogeHy CTaHOBUTL Y
cepeaHbomy 0,25 n/kr. MNepiof HaniBPO3MoAiNy CTaHOBUTL NpM6M3HO 0,35 roanHK, a nepiof HaniBBMBeLEHHA — 1-2,7 TOANHN.

dapmakoKiHETUYHI  JOCNifKeHHs 6aratopa3oBOro 3acToCyBaHHs lIKApCbKOro 3acoby mnpofemMoHcTpyBann, Wo Cha Ta AUC nicngd  0oCTaHHbOro

BHYTPILLUHbOM’A30BOro abo BHYTPILLHLOBEHHOIO BBEAEHHS HE BifAPI3HAKTLCA Bif NOKAa3HWKIB MICNA OAHOKPATHOrO 3aCTOCYBaHHSA, WO CBIAYMTb NPO BifCYTHICTb
KyMynsuii nikapcbKoro 3acooby.

BioTpaHcdopmaLis Ta BUBEAEHHS.

MeTab0/i3M AeKCKeTONPOdeHy B OCHOBHOMY Bifl0yBAETLCA LLUNSAXOM KOH’tOraLii 3 [/II0KYPOHOBOK KMC/IOTOK Ta HACTYMHUM BMBEAEHHAM HUPKamu. Iicns BBeAeHHS
[EKCKeTOnpogeHy TPOMeTamosy Yy Cedi BUABMSETLCA TiflbKN ONTUYHWIA i30Mep S-(+), L0 CBIAYNTL MPO BiACYTHICTb TpaHchopMauii npenapaTy B ONTUYHWUIA i30Mep
R-(-) y nogei.

MaLlieHTV NITHLOIO BIKY.

IMicna BBEAEHHA OfHOPA30BMX Ta GaraTtopasoBux 03 CTyMNiHb BMAMBY MpenapaTy Ha 340p0BUX L0OPOBOLLAX NITHLOrO BIiKY (Bif 65 poKiB), AKi 6panu y4acTtb y
AOCNifKeHHI, 6yna 3Ha4YHO BULLOIO (A0 55 %), HiXX Ha MOMI0AUX 0BPOBO/LLAX, OfHAK CTATUCTUYHO 3HAUYLLOT Pi3HML Y MakcuManbHii KOHLEHTPaUiT (Cray) Ta Yaci

il mocsarHeHHa He cnoctepiranocs. CepefHivi nepiof, HaniBBMBEAEHHS 30i/bLUyBaBcs (40 48 %), a BU3HaueHW CyMapHUiA KNipeHC CKOpoYyBaBCs.

JOKNiHIYHI AaHi 3 6e3MneKu.

CraHfapTHI JOKNIHIYHI fOCNIAXeHHSA — [OCNIAKeHHSA apMaKonoriyHOT 6e3neKkn, reHOTOKCUUYHOCTI Ta iIMyHO(hapMaKkosiorii — He BUABWAM 0COBMBOT Hebe3nekn Ans
MOANHW. [locniAKeHHS XPOHIYHOT TOKCUYHOCTI Ha TBapmHax Aano 3Mory BUSIBUTM MakCMMasbHY A03Y NiKapCbKOro 3acoby, LU0 He BUKINKAE MOBIYHMX peakLiid, sika €
B 2 pasu BULLOKO Bif [03W, PEKOMEHA0BaHOT AN MOAUHW. Mpy BBeAEHHI 6ifibLL BUCOKMX 03 NiKapPCbKOro 3acoby MaBnaM OCHOBHOKO MOGIYHO peakLieto Oyna Kpos
Y Kani, 3HWKEHHS NPUPOCTY Macy Tifa, a Npv HalbinbLl BUCOKIN [03i — NaTtonorii 3 60Ky LLUIYHKOBO-KMLLIKOBOIO TPaKTy y BUMNAAI epo3ii. Lii peakuii npossnsanuncs
npu fo3ax, Npu AKX eKcnosulis NikapcbKoro 3acoby 6yna B 14—18 pa3 BuLLe, HXXK NPU MakCUManbHil f03i, peKOMeHA0BaHI NoAMHI. JocnigpKeHb KaHLEeporeHHOro
BM/IMBY Ha TBapMHax He NMPOBOAU/IOCS.

Ak i Bci HM33, gekckeTonpodeH 34aTeH NpU3BecTU A0 3arnbeni emopioHa abo nnoga y TBapyH 3a paxyHOK 6e3rnocepeAHbOro BM/MBY Ha MOro po3BMTOK, abo
onocepesKoBaHO — 3a PaxXyHOK NOLUKOPKYHUOr0 BINJIMBY Ha LLUTYHKOBO-KULLIKOBUI TPAKT OpraHiamy Matepi.

KniHiYHi XapaKTepUCTUKN.

Noka3aHHA.

CumMmnToMaTUYHE NiKyBaHHA rocTporo 60/t0 cepefiHbOT Ta BUCOKOT IHTEHCUBHOCTI Y BUMNaJKax, KON nepopasibHe 3aCTOCYBaHHA npenapaty HefouifbHe, Hanpukiazs
npu nicnsionepawiiHnx 60015X, HUPKOBUX Kosikax Ta 60t0 y nonepeky (6inb y cnuvHi).

MpoTnnNoKasaHHA.



- MigBnuieHa YyTAMBICTb A0 AEKCKETONPOMEHY, BYAb-AKOr0iHLLIOr0 HECTEPOIAHOIO NPOTM3anasibHOro 3acoby (HM33) abo A0 AONOMIXXHUX PeHOBMH Npenapaty;

- AKLLO PeYOBMHWN aHanorivyHoi Ail, Hanpuknag aueTuacaniumnosa Knucnota abo iHwi HIM33, NpoBOKYHOTL PO3BMTOK HanafiB 6poHXianbHOI acTMKU, GpoHX0cnasmy,
rOCTPOro PUHITY abo CNPUYMHAKOTL PO3BUTOK HOCOBMX MOAINIB, NOABY KPOMMB’AHKN ab0 aHriOHEBPOTUYHOIO HAOPAKY:;

- AKLLO Nif Yac NikyBaHHA KeTonpoeHoM abo (ibpaTamMmy BUHMKaIM POToaneprivHi abo hoTOTOKCUYHI peakuii;

- NpW LWNYHKOBO-KULLKOBI KpOBOTeYi ab0 nepdgopallii B aHamHesi, NoB’A3aHuX i3 nonepeaHboro Tepanieto HIM33;

- nauieHTaMm i3 NeNTUYHO BMPA3KOK B aKTUBHII (Pa3i/LLyHKOBO-KMLLIKOBOK KPOBOTEYEHD, 200 3 HAsBHICTHO B aHAMHE3I LLTYHKOBO-KMLIKOBOT KPOBOTEYI, BUPA30K
abo nepdopadii;

- nauieHTam 3 XPOHIYHOK AMCNENCIEro;

- MpW LWNYHKOBO-KMLLKOBI KPOBOTEMI, iHLLIM KPOBOTEYi B aKTMBHI thasi abo npw NigBULLEHI KPOBOTOUMBOCTI;

- npv xBopob6i KpoHa abo npu HecreuupiyHOMY BUPA3KOBOMY KONITI;

- NpW TSAXKKIW cepueBiil HeAOCTaTHOCTI;

- NPV NOPYLLEHHI (YHKLIT HUPOK CepesHbOro abo TAXKOIo CTYMeHs (KNipeHC KpeaTuHIHY CTaHOBUTb < 59 MA/XB);

- MY TSXKKOMY MOpyLUeHHI (hyHKUiT nediHkm (10-15 6aniB 3a wkanoto Yannga—1’1o);

- Npun remopariyHomy fiatesi Ta Npu iHWKX MNOPYLUEHHSAX 3ropTaHHsA KPOBI;

- NPV BUPaXeHil gerigpaTayii (BHacNifoK 6/110BaHHA, fiapei abo HeAOCTaTHLOroO NPUAOMY PIANHN);

-y Il TpmecTpi BariTHOCTI Ta y Nepiog rofyBaHHs rpyaaro;

- 3aCTOCYBaHHA 3 METOO HelipoakcianbHOro, iHTpaTeKanbHOro abo enigypanbHOro BBeAEHHS (Yepe3 BMICT eTaHoy).

B3aemogis 3 iHLUMMM NiKapCbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOZIN.

OfHovacHe 3aCTOCYyBaHHA Takux 3acobis i3 HIMN33 He pekoMeHayeTbCS:

- iHWi HM33 (BKOYaouM CeNeKTUBHI IHMBITOPU LMKIOOKCUIeHasun-2), y TOMy YACAi caniumnat y BUCOKKX fo3ax (= 3 r/goby). MNpu o4HOYaCHOMY 3aCTOCYBaHHI

Kinbkox HIM33 nigBuLLYyeETLCA PU3NK BUHUKHEHHS BUPa3KW Yy TPaBHOMY TPaKTI Ta LLUTYHKOBO-KULLIKOBOT KPOBOTEYI BHACILOK X B32aEMHO MOCU/IHOKOYOT AiT;

aHTuKoarynaHtu: HIM33 nocunotTb Ai0 aHTUKOArynaHTIB, Hanpukag BapjapuHy, BHAC/IA0K BUCOKOrO CTYMeHs 3B’A3yBaHHA LEKCKETONpodgeHy 3 6inkamu

nnasMu KpoBi, a TaKoX MPUrHIYeHHA (yHKLUIT TPOMOOUMTIB Ta MOLUKOLXKEHHS CNM30BOT 060MOHKM LUMYHKA Ta ABaHaUATANANol KULWKKW. AKLWO ofHOYacHe

3acTocyBaHHS HeobXiaHe, A0ro cnif NPOBOANTM Mif PETENbHUM KOHTPO/EM NliKaps Ta BiAMOBIAHNX NabopaTOPHNX NOKA3HUKIB,;

- TenapviHu: NiABULLYETLCA PU3NK KPOBOTEY (Yepe3 MPUrHiYeHHs (yHKLIT TPOMOOLMTIB Ta MOLUKOKEHHSA CMM30BOI 0O60MOHKM LUMYHKA Ta ABaHaguATUnanor
KULWKK). AKLLO 0HOYaCHEe 3aCTOCYBaHHA HeobXiaHe, oro cnif NPOBOAWTU Nif PeTeNbHUM KOHTPOEM NiKaps Ta BignoBiAHMX N1ab0paTOPHMX NOKa3HWKIB;

- KOPTMKOCTepOiAHi 3ac06u: NiABMLLYETLCA PU3MK PO3BUTY BUPa3KM y TPaBHOMY TPakKTi Ta LLUTYHKOBO-KULLKOBOT KPOBOTEUI;

- NiTin (6ynm nosigomneHHs Wwofo Kinbkox HM33): HM33 nigBuLyoTh piBeHb NiTit0 Y KPOBI, L0 MOXe NPU3BECTU A0 IHTOKCUKaLiT (3HMXKYETLCS BUBELEHHS NITiHO
HVpKamu). TOMY Ha MoYaTKy 3aCTOCYyBaHHA JEKCKETONPOMEHY, NPU KOPEKLiT 4031 abo BifMIHI npenapaTy Heo6XifAHO KOHTPOMOBATM PiBEHb NITIHO Y KPOBI;

- METOTpeKcar y BUCOKUX A03aX (He MeHLue 15 Mr Ha TWXeHb). 3a paxXyHOK 3MEHLLEHHSA HUPKOBOTO K/ipeHCY MeTOTPeKcaTy Ha T/i 3actocyBaHHs HIM33 y uinomy
MOCW/TKOETLCA MO0 HeraTMBHWI BNANB Ha CUCTEMY KPOBI;

- MOXIAHI TAaHTOTHY Ta Cy/b()OHaMIAN: MOX/IMBE MOCUIEHHA TOKCUYHOCTI LIMX PEYOBUH.

OfHoyacHe 3aCcTOCyBaHHA Takux 3acobis i3 HIMN33 Bumarae 06epe>kHOCTI:

- [iypeTuyHi 3acobu, IHTIGITOPWN aHTIOTEH3NHNEPETBOPIOBA/ILHOTO PepMeHTy (AMNP), aHTMbOaKTepiaibHI aMIHOTIKO3VUAW Ta aHTarOHICTW PELLenTOPIB aHTOTEH3NHY
I1. [ekckeTonpodeH 3HMKYE eDeKTUBHICTb AIYPETUYHMX 3aC00IB Ta IHLUNX aHTUTINEPTEH3NBHMX 3aC00IB. Y AeAKMX NaLieHTIB i3 NOPYLUEHHAMUN (DYHKLIT HUPOK



(Hanpviknag, Npu 3HeBOAHeHHI abo B 0Ci6 NITHLOrO BiKY) 3aCTOCYBaHHA 3aco0iB, WO MPUTHIYYHOTH LMKNOOKCUreHasy, OfHOYacHO 3 iHribitopammn AMN®,
aHTaroHictTamu peuenTopiB aHrioTeHsnHy Il a6o aHTMbGaKTepialbHUMKU aMiHOMNIKO3U4aMN MOXE MOTipWnTN (DYHKLIH0 HMPOK, WO 3a3BM4Yail € 060POTHUM
npotiecom. MNpwu 3acTocyBaHHI AEKCKETONPOgeHy pa3oMm i3 Oyab-aKUM AiYPeTUYHUM 3aC000M CAif NepeKoHaTUCA Y BIACYTHOCTI 3HEBOAHEHHS Y MauieHTa, a Ha
noYyaTKy MikyBaHHA He06XigHO KOHTPO/OBATM (PYHKLiHO HAPOK;

METOTPeKCaT Yy HU3bKMX f03ax (MeHLe 15 Mr Ha TWXKAEHb): 3a paxyHOK 3MeHLLUEHHS HUPKOBOT O K/ipeHCY MeTOTpeKcaTy Ha Ti 3actocyBaHHs HIM33 nocunoeTses
I0ro HeraTMBHWI BNANB Ha CMCTEMY KPOBI 3ara/ioM. Y nepuli TWXXHI OfHOYACHOr0 3aCTOCYBaHHA HEO6XIAHO LLOTVKHA MPOBOAUTM aHani3 KpoBi. HaBiTb npu
He3Ha4YHOMY NOpPYLUEHHI PYHKLIT HAPOK, a TaKOXX Y NauieHTIB NITHLOro BiKY NiKyBaHHA CNif NPOBOAUTY Nif CYyBOPUM Harnsafom nikaps;

MEHTOKCUMINIH: ICHYE PM3MK KPOBOTeYi. Heo6XigHO MOCUNNTI KOHTPO/b | YacTille NepeBipAaTM NOKa3HMK Yacy KpoBOTeui;

3UA0BYAMH: ICHYE PU3KNK 30i/1bLLEHHSA TOKCUYHOIO BMN/IMBY Ha ePUTPOLIMTU 3@ PaxyHOK BI/IMBY HAa PETUMKYOLMTHU, WO nicnsa 1-ro TVKHA 3actocyBaHHA HI133
NPU3BOAUTL A0 TAXKKOT aHeMmil. MNpoTarom 1-2 TUXHIB Micna novaTKy 3actocyBaHHA HIM33 cnif 3pobuTy aHasi3 KpoBi Ta NepeBipuTy BMICT PETUKY/TOLMUTIB;
npenapaty cynbgoHincevoBmMHn: HIM33 3aaTHI NOCUANTK TINOrNIKEMIYHY [it0 LMX 3aC06iB 3a paxyHOK 3aMilleHHs npenapatiB Cy/b(OHI/ICEYOBUHM Y CMOMyKax 3
6inKamu nnasmu Kposi.

Cnig BpaxyBaTV MOXK/IMBI B3aEMOAIT NPW 3aCTOCYBaHHI TakKux 3acobiB:

B-6nokatopu: HIM33 3gaTHi NocnabuTy iX aHTUINePTEH3UBHY Ait0 3a PaxXyHOK MPUrHIYeHHs CUHTe3y npocTariaHnHIB;

LIMKNOCMOPMH Ta TaKponiMycC: MOX/IMBE MNOCUNEHHA He(hPOTOKCUYHOCTI 3a paxyHOK BnavBy HIM33 Ha HMpKOBI NpocTarnaHAnHW. Mpu KoM6iHOBaHIA Tepanii cnig
KOHTPO/MOBATN PYHKLLIF0 HAPOK;
TPOMOONITUYHI 3aC06U: MiABULLYETLCA PU3MK KPOBOTEMI;
aHTmarperaHTHi 3aco6u Ta CeNIeKTUBHI IHT6ITOPU 3BOPOTHOIO 3aX0MNJIEHHSA CEPOTOHIHY: NIABULLYETLCA PU3KK LLMTYHKOBO-KMLLIKOBOT KPOBOTEUI;

npobeHeUmMa: MOX/IMBE 30i/bLUEHHS KOHLUEHTpaLil 4eKCKeTONPOogeHy y nnasmi KpPoBi, WO, BiporifAHO, 3yMOB/IEHO NPUIHIYEHHAM HUPKOBOI KaHa/bLEBOT CeKpeLit
Ta KOH’torauii npenapary 3 rntoKypOHOBOK KMC/IOTOHO | BUMarae KOpekL,ii 4031 LeKCKETONPO(EHY;
cepuesi rniko3nan: HM33 34aTHi 36iMbLWUNTY KOHLEHTPALLitO IMiKO3MAIBY Nna3mi KpoBi;

MipenpPUCTOH: TEOPETUYHO ICHYE PU3MK 3MIHN e(heKTUBHOCTI MipenpucToHy Mig BNAMBOM iHriGiTOpIB NpocTarnaHanHcHTeTasn. OBMeXeHi AaHi AatoTb 3MOry
nNpUNycTUTK, WO cymicHe BBefdeHHA HIM33 B ogvH AeHb i3 MpocTarnaHAMHOM He 3AiCHI0E HebaXaHOro BMIMBY Ha e(EKTMBHICTL Mi(enpucToHy abo
npocTarnaHinMHy LWOAO [A03piBaHHA LUMAKA MaTKM abo TI CKOPOYYBaHOCTI, a TaKOX He 3HMXKYE KNiHIYHY e(eKTUBHICTb 3ac06iB AN MeAUKaMEeHTO3HOro
repepvBaHHA BariTHOCTI;

aHTUBIOTUKM XIHONIHOBOIO PsAAY: pe3ynbTaTh AOCNILKEeHb HA TBapMHAX MoKasasu, WO Npu 3aCTOCYBaHHI MOXIAHWX XIHOMOHY Y BMCOKMX [03aX Y KOMOIHaUIT 3
HIM33 nigBuLLYETLCA PUSUK PO3BUTKY CYLOM;

TEHO(OBIp: NpPX CyMIiCHOMY 3acTocyBaHHI 3 HIM33 Moxe MigBuLLyBaTUCA KOHUEHTpaLif a30Ty CEYOBMHM | KpeaTWMHIHY B Maa3Mi KpOBi — TOMY A8 OLIHKU
MO>/IMBOIO BM/IMBY CYMICHOI0 3aCTOCYBaHHS faHuX NiKapCbKMX 3ac06iB HEO6XiAHO NPOBOANTI KOHTPO/b (YHKLiT HUPOK;

AeepacupoKe: npyu CymiCHOMY 3acTocyBaHHi 3 HIM33 moxe nigsuiLyBaTnucs pusvK TOKCUYHOIO Br/IMBY Ha LUTYHKOBO-KULIKOBWIA TpakT. IMpu 3acTOCyBaHHi
[aHOoro NliKkapCbKOoro 3acoby CnifibHO 3 AediepacpoKCOM HEOOXiIAHWIA peTeNbHUIA Harnsg 3a NayieHToM;

nemeTpeKces: Npu cyMiCHOMY 3acTocyBaHHi 3 HIM33 Moxe 3HMXKYBaTUCS BUBELEHHS NeMeTpeKkceny; TOMy npu 3actocyBaHHi HIM33 y BUCOKMX 03aX HeobXigHO
BUABNATU 0CO6/IMBY 06epeXHiCTb. MNalieHTamM 3 HUPKOBOK HEeAOCTaTHICTHO /IErKOro Ta CepefHbOro CTyneHs TSHKKOCTI (KNipeHe KpeaTuHiHY Bif 45 Mn/xB fo 79 Mn
/XB) cnif, yHMKaTW O4HOYACHOT 0 3aCTOCYyBaHHA NeMeTpekcesy Ta HIM33 npoTsarom ABOX AHIB 4O | 4BOX AHIB Nicns NpuiioMy neMeTpekcesy.

Oc06/1MBOC T 3aCTOCYBaHHS.



3 06epexXHICTIO CNif 3aCTOCOBYBATW NpenapaT nauieHTam 3 aiepriyHMMmn ctaHamm B aHaMmHesi. HeobxiiHO YHMKATK 3aCTOCYBaHHA NpenapaTy y KoMOiHauiT 3 IHLWMMK
HIM33, y ToMy Yncni CeNneKTUBHUMU IHFiGITOpaMn LIMKIOOKCMreHasun-2. MobivHi peakLii MOXHa CKOPOTUTM 3a paxyHOK 3aCTOCYBaHHSA HaliMeHLLOT eDeKTUBHOT [03M
MPOTArOM SKOMOra KOPOTLLIOro Yacy, He0b6XigHOro 419 NOKPALLEHHS CTaHy.

Besneka CTOCOBHO LLITYHKOBO-KMWLLIKOBOI O TPAKTY.

LLINyHKOBO-KMLUKOBI KPOBOTeYi, YTBOPEHHS BUpaskn abo ii nepdopayis, y AesKuxX BUnagkKax 3 feTalbHUM Hacnigkom, cnoctepiranuca ana ycix HM33 Ha pisHux
eTanax NikyBaHHS He3a1eXKHO Bif HasBHOCTI CMMMTOMIB-NepeaBiCHNKIB ab0 HasBHOCTI B aHaMHe3i Cepro3HOI NaTonorii 3 60Ky TpPaBHOro TpakTy. Ipu po3BUTKY
LLTYHKOBO-KMLLIKOBOT KPOBOTEYI ab0 BMpasKM 3aCTOCYBaHHA npenapary Cif NpunuHUTU. PU3NK BUHUKHEHHS LUYHKOBO-KULLKOBOT KPOBOTEYI, YTBOPEHHS BMPa3Ku
abo 1i nepopauis NiaBMLLYOTLCS 3i 36iNbLeHHAM 1031 HIM33 y nauieHTiB i3 BUPa3Kok B aHaMHe3i, 0C06/MBO YCKNAa[HEHOK KpoBOTeYer abo nepdopadicto, a
TaKOoX Y MauieHTIB NITHLOTO BIKY.

Y nauieHTiB NiTHLOr0 BiKY MigBuLLeHa YacToTa nobivHmx peakuiin HIM33, 0c06/1MBO BUHMKHEHHS LLYHKOBO-KULLIKOBOT KPOBOTeYi Ta nepdopadii, iHoAl 3 neTanbHUM
HacnigkoMm. JlikyBaHHSI TakuMX MauieHTiB CNif po3noyvMHaTV 3 HaliMeHLWOT MOXMBOT f03W. [lepef MOYaTKOM 3aCTOCYBaHHS [eKCKETOMNPO(eHy TpOMeTamosny
nauieHTamu, fKi MatoTb B aHamHe3i e3odariT, racTput T1a/abo BMpa3KoBY XBOPOOY, cnif OyTW BMEBHEHWUM, WO Lii 3aXBOPHOBAHHA 3HaxXoAATbCA Y (hasi pemicii. Y
nawieHTIB i3 HAABHUMM CMMNTOMaMu NaTo/orii TPABHOIO TPAKTY Ta i3 3aXBOPHOBaHHAMM TPABHOI0 TPaKTy B aHaMHe3i MPOTAroM 3aCTOCyBaHHS npenapary HeobXxigHO
KOHTPONIOBAaTK CTaH TPaBHOrO TPaKTy Ha MpeaMeT BUHUKHEHHS MOX/IMBUX MOPYLUEHb, OCOG/IMBO Lie CTOCYETHLCA LUNYHKOBO-KMLIKOBOI KpoBoTedi. HM33 cnig 3
06epPeXXHICTHO NpU3HaYaTh NaLieHTaM i3 3aXBOPHOBaHHAMM TPABHOMO TPaKTy B aHaMHe3i (BMpPa3KoBuiA KoNiT, xBopoba KpoHa), OCKiNbKM iCHYE pU3MK iX 3arOCTPEHHS.
[N Taknx nauieHTiB Ta NauieHTIB, SKi 3aCTOCOBYHOTb aLUeTUACaNiLMAI0BY KUCMOTY Y MannxX [o3axX abo iHLi 3aco0u, WO 36iMblUYHOTb PUSUK BUHUKHEHHS MNOGIYHNX
peakuii 3 60Ky TpaBHOro TPakTy, CAif PO3rNsHYTU MOX/MBICTb KOMOGIHOBaHOI Tepanii 3 npenapaTtamu-nNpoTeKTopamn, Hanpuknag i3 Mi3onpoctonoMm abo
IHriGiTopamm NPOTOHHOT NOMMN.

MauieHTaM, 0CO6NMBO NITHLOrO BiKY, AKi MatOTb B aHaMHe3i NO6iYHI peakuil 3 60Ky TPaBHOrO TPaKTy, HEO6XIAHO CMOBICTUTYM NiKaps NPO BCi HE3BUYHI CUMMTOMM,
MOB’A3aHi 3 TPaBHOK CUCTEMOLO, 30KPeMa NPO LLTYHKOBO-KMULLIKOBI KpOBOTEYI, 0CO6/IMBO Ha MOYaTKOBUX eTanax NiKyBaHHS.

Cnip 3 06epeXkHICTIO Npu3HayvaTy npenapart nawieHTam, aKi 04HOYaCHO 3aCTOCOBYHOTb 3aC00U, L0 MOXYTb 36i/IbLUMTU PUSNK BUHUKHEHHS BUpa3ky abo KpoBOTeui, a
came — rnepopasibHi KOPTUKOCTEPOTAHI 3aC00M, aHTUKOArynsaHTHI 3ac00n (Hanpukniag, BapdapuH), CeneKTUBHI IHriGITOPU 3BOPOTHOMO 3aXOMNJIEHHA CEPOTOHIHY abo
aHTmarperaHTHi 3acobu, Taki fK aueTuicaniumnnoBa KucnoTa.

be3sneka CTOCOBHO HUPOK.

MauieHTaM i3 NOpYLUEHHAM (hYHKLIT HUPOK NiKapCbKWiA 3aci6 cnif npu3HayvaTh 3 06epeXXHICTHO, OCKINbKM Ha T/i 3acToCcyBaHHA HIM33 MOX/MBE NOTipLIEHHS PYHKLT
HMPOK, 3aTPMMKa PiAvHW B OpraHi3mi i Habpaku. Yepes MigBULLEHNIA PU3NK HEPPOTOKCUYHOCTI NiKAPCbKMIA 3acib cnig npusHavaT 3 06EPEXXHICTIO NPY NiKyBaHHI
AIypeTnKamu, a TakoX TUM NauieHTaM, Y SKUX MOX/IMBWIA PO3BUTOK rinoBonemii. Mif vac NikyBaHHS OpraHiam noBMHEH OTPUMYBATK AOCTATHIO KiNbKIiCTb PiAnHW,
W06 YHWKHYTW 3HEBOAHEHHS, SIKE MOXEe MPU3BECTM A0 MOCW/EHHA TOKCUYHOT AiT Ha HUMpKW. Tak camo sK i Bci HIM33, nikapcbkuil 3aci6 MoXe niABuLLyBaTy
KOHLEHTpAaL|it0 a30Ty CeYoBMHM | KpeaTWMHIHY B nnasmi Kposi. [Mofdi6bHO [0 iHWWX iHriGITOPIB CUHTE3Yy MpocTarnaHAuHIB, MOro 3acTOCyBaHHA MOXe
CYNpOBOMXYBATUCA MOGIYHUMYK peakuisMu 3 OOKY HUPOK, WO MpWU3BOAUTL [0 T/IOMEPY/IOHE(PUTY, IHTEPCTULIANILHOTO Heputy, nanifgpHoOro Hekposy,
HethpOTUYHOIO CUHAPOMY i FOCTPOI HUPKOBOT HEOCTATHOCTI. HaibinbLie nopyLueHb (yHKLIT HUPOK BUHUKAE Y NaLiEHTIB MITHbOMO BiKY.

be3sneka CTOCOBHO NEYiHKN.

MauieHTaM i3 NopyLUeHHAM (YHKLIT MeviHKM NiKapcbKWiA 3aci6 cnif 3acTOCOBYBaTM 3 00EPEeXHICTI0. AHanoriyHo iHwmm HIM33, npenapaT MOXe BMKAMKATK
TUMYacoBe Ta He3HayHe MifBMWLLEHHS MOKAa3HUKIB [esKMX MNeviHKOBMX NPo6, a TakoX BupaxkeHe nNiAsuweHHs akTueHocTi ACT Ta AJIT. lNpwu BignosigHOMY
NiABUWLLEHHI 3a3HAYEHNX NMOKA3HWKIB Tepanito caifg NpUNUHUTN.

Haii6inbLue nopyLueHb yHKLIT NeYiHKM BUHWUKAE Y NaLieHTIB NiTHbOO BiKY.

Be3neKka CTOCOBHO CEPLIEBO-CYAMHHOT CUCTEMM | MO3KOBOIO KPOBOOOITY.




MauieHTaM 3 apTepia/ibHOO TinepTeH3ielo Ta/abo cepLeBO0 HEAOCTATHICTHO /IErKOro abo NOMIPHOro CTyNeHs THXKOCTI cnif nepebysaty Nif peTesibHUM Haris4om
nikaps. OcobmBoi 06epeXXHOCTI cnifg 4OTPUMYBATUCA NPU NiKYBaHHI NaLieHTIB i3 3aXBOPHOBaHHAMM Cepus B aHaMHe3i, 30Kpema 3 nonepeiHiMK enisofamm cepLeBol
HefOoCTATHOCTI (Ha TNi 3aCTOCYBaHHA npenapary NiABULLYETLCA PU3NK PO3BUTKY CEpLEeBOl HeAOCTATHOCTI), OCKINbKM Npu fikyBaHHI HIM33 cnocTepiranuca saTpumka
PIAVHM B TKaHWHAX i YTBOPEHHA HabpsAKiB. KNiHIYHI AOCNIMKEHHA | enigemionoriyHi faHi fatoTb 3MOry MpUnycTUTKM, WO Ha TNi 3acToCyBaHHA aeskux HIM33
(0c06/MBO Y BUCOKMX A03ax i NPOTAroM TPMBAIOro Yacy) MOXe TPOXW NiABULLYBATUCA PU3MK PO3BUTKY apTepiasibHUX TPoM603iB (Hanpuknag, iHhapKTy Miokapaa
abo iHCynbTy). JaHuxX 419 BUK/IOYEHHA Takoi Hebesneku Mpu 3aCcTOCyBaHHI [EKCKeTOMNpoeHy HepocTaTHbO. OTXe, Yy pasi HEKOHTPO/IbOBaHOI apTepiasibHOT
rinepTeHsii, 3acTilNHOT cepLeBOT HeOCTATHOCTI, iLLEMIYHOI XBOPO6OM cepus, 3aXBOPIOBaHb NepUREPUYHNX apTepiil Ta/abo CyAMH roN0BHOr0 MO3KY AEKCKETONPOdeH
CNif, NpU3HaYaTW TiNbKN NiCNA PeTesibHOI OUIHKM CTaHy nauieHTa. HacTinbKu XX peTenbHYy OLiHKY CTaHy Chif NpoBOAMTW Nepef NoyaTkoM TPUBAIOro fliKyBaHHS
naLieHTiB 3 pakTopamu puUsnKy po3BUTKY CePLLEBO-CYANHHIX 3aXBOPIOBaHb (HanpuKiag, apTepiaibHa rinepTeHsis, rinepinigemis, Lykposui fiabeT, naniHHS).
HecenektmsHi HIM33 3aaTHI 3MeHLLYBaTK arperayito TpoMooLMTIB Ta 36i/bLUYBaTK Yac KPOBOTEYI 3a paxyHOK NPUrHiYeHHs CUHTe3Yy npocTtarfiaHamHie. OgHovacHe
3aCTOCyBaHHS 4EeKCKeTonpogeHy TPOMeTamosy Ta HU3bKOMOMEKYNSPHOMO renapuHy y NpotinakTUYHUX go3ax y nicnsonepayinHmin nepiod BUBYaNoCs y KNiHIYHUX
[JOCNIMKEHHAX | BNAMBY Ha MOKA3HUKM Koarynsauii He 6yno BuasneHo. OpfHak nauieHTam, fKi 3aCTOCOBYHOTb [EeKCKETONpodg)eH TPOMEeTamos OfHOYacHO 3
npenaparamu, L0 BNAMBaKOTL HA FeMOCTas, Hanpuknag, BapapuH, iHWI KyMapuHOBI npenapaty abo renapuvHu, HeobxigHo nepebysaTy Nif peTeNbHUM HarnsaLoM
nikaps. HainbinbLue nopyLueHHs GyHKLIT cepLeBo-CyAMHHOT CUCTEMM BUHUKAE Y NALLiEHTIB NiTHLOrO BiKY.

LLIKipHi peakLii.

Bynun noBigOMNEHHS NP0 AyXXe PiAKICHI BUNaaKM PO3BUTKY CEPNO3HUX LLKIPHUX peakLiin (aeski — 3 neTaslbHUM HacNifKoM) Ha TNi 3actocyBaHHs HIM33, y ToMy umchi
ekconiaTMBHUIA fepmatut, cuHAPoM CTiBeHca—[XXOHCOHA Ta TOKCUYHWI enigepMasibHUIA HEKPONi3. BiporigHo, HaibinbLwnin pusnK IX BUHUKHEHHS CMIOCTepiracTbCs
Yy NauieHTIB Ha Mo4yaTKy NiKyBaHHS; Yy OiNblIOCTI NalieHTIB BOHWM BUHWKaIM NPOTAroM 1-ro Mmicsaus Tepanii. Mpy nosiBi LWKIPHUX BUCUMNAHb, O3HaK YpaXKeHHS
C/IM30BMX 060I0HOK 260 iHLUMX CUMMTOMIB NiABMLLIEHOT YyTAnBocTi npenapat AE-CMAH® cnig BigMiHUTW.

IHWa iHopmaLis.

Oco6/11MBY 06epeXHICTb CNif NPUAINATA Y pasi NPU3HAYEHHS NiKapCbKOro 3acoby naLieHTaM 3i:

- CNaikoBUM MOPYLUEHHAM MeTaboi3My NopipnHy (Hanpuknag, Npv rocTpii NnepeMixxHin nopdipii);

- [derigparauieto;

- 6e3nocepesHbO NICNSA BENNKUX XiPYPriyHNX BTPYyYaHb.

FAKLLO NniKap BBaXKae, WO HeobXigHe TpMBa/Ie 3aCTOCYBAHHA AEKCKETONPOMEHY, CNif PEryNApPHO KOHTPONHOBATM PYHKLiF0 NEYiHKN Ta HUPOK.

Y pyxe pigKicHUX BUMNagKax CnocTepiranmca TSHKKI rocTpi peakuii rinepuyTamMBocCTi (Hanpuknag, aHaginakTuyHui Wwok). Mpu neplumx 03Hakax Po3BUTKY THXKUX
PeakKLiiii rinepuyTAMBOCTI nicns npuitomy npenapaty AE-CMAH® fikyBaHHS cnifi NPUNUHUTA. 3a71eXHO Bif CUMNTOMIB, 6yab-AKe HeOGXiaHe B TakMX BUMagKax
NiKyBaHHSA MOBMHHO NPOBOANUTUCSA Mif, HArNsA0M Nikaps.

MayieHTn, AKi CTpaX4aroTb Ha acTMy B NOEAHAHHI 3 XPOHIYHUM PUHITOM, XPOHIYHUM CUHYCUTOM Ta/abo noninamMu Hoca, CXW/bHI A0 BULLIOIO PU3MKY aneprii Ha
aueTtunicaniunnosy Kucnoty ta/abo HIM33, HixX iHWI nayieHT. MNpu3HavyeHHs JaHOro npenapaTty MOXe BUKIMKaTK Hanagu actmy abo 6poHxocnasm, 0cob/mMBO y
nawuieHTIB 3 aneprieto Ha aueTuacaniymnosy Kucnoty abo HM33.

MOXX/IMBUIA PO3BUTOK TSXKKMX IH(DEKLIAHMX YCKNaAHEHb 3 60KY LUKIpW | M’AKUX TKaHWH Ha TNi BITPAHOT Bicnu. [loTenep AaHuX, WO Aa0Tb 3MOTY BUK/IKOUUTU POJb
HIM33 B NoCUNeHHi LibOro iH(eKLiiHOro npoLecy, oTpUMaHo He 6yno. ToMy Npu BITPSHI Bicni He peKOMeH/yeTbCA 3acTocoBYBaTMH Npenapat AE-CMAH®,
OE-CMNAH® cnig 3 06epexHicTio Npu3HauaTy MaljieHTaMm i3 NopyLIeHHSMU KPOBOTBOPEHHS, CUCTEMHUM YEPBOHMM BOBYAKOM Ta 3MilLIAHUMI 3aXBOPHOBAHHSAMM
CNONTYYHOT TKaHNHN.

AK i iHWi HM33, gekcketonpodeH TpOMETaMos 34aTHMIN MacKyBaT CUMATOMMW iHEKLiHMX 3aXBOPOBaHb Mif, Yac Oro 3acTocyBaHHSA. Y i30/1b0BaHMX BMNaAKax
nig vac 3actocyBaHHsA HIM33 6ynu NoBigoOMAEHHSA NPO aKTUBi3aLito iHEKLINHMX NPOLECIB, L0 IOKaNI3YyOThCA Y M’ SKMX TKaHWHax. TakuM YMHOM, SKLO Nif vac
3aCTOCYBaHHS 3’ABNATLCA 260 NOCUNIOKOTHCA CUMNTOMM 6aKTepiabHOI IH(EKLT, NaLieHTaMm peKOMeHALYETbCA HEranHo 3BePHYTUCS [0 NiKaps.




KoxxHa amnyna npenapaty JE-CMAH® micTuth 200 Mr eTaHony, Lo A0PiBHIOE 5 MN NvBa a6o 2,08 mn B1Ha Ha fo3y. lNpenapat MoXe HeraTUBHO BMNINBATU
Ha 0cCib, SKi CTpaX4alTb Ha ankoroniaMm. BMIicT eTaHoNy cnif BpaxoByBaTW NPV 3aCTOCYBaHHI BariTHUM Ta XiHKaMm, SKi rogytoTb rpyaato, AitaM Ta nauieHtam i3
rpynu pu3nKy, Hanpuknag npu 3axXBoproBaHHAX NeYiHKK, a TaKoX nawieHTam 3 eninencieto. JTikapcbKuid 3aci6 MiCTUTb MeHLLIE HiXX 1 MMO/Ib HaTpito (23 Mr) Ha fo3y,
TOMY MaiiKe He MiCTUTb BifIbHOrO HaTpIto.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyagato.

3acTocyBaHHs npenapaty AE-CMAH® npoTunokasaHo y 111 TpumecTpi BariTHOCTI Ta y nepiog rofyBaHHS rpyaato.

BariTHicTb.

MMPUrHIYEeHHS CUHTE3Y npocTarfaHAMHIB MOXKEe HeraTMBHO BM/IMHYTW Ha BariTHICTb Ta/abo po3BMTOK nnoga. BignosigHo [0 pe3ynbTaTiB enifemionoriyHnx
[OCNipKeHb 3aCTOCYBaHHA MpenapaTis, WO NPUrHIYYOTL CUHTE3 NpocTarfiaHAuHIB, Ha paHHIX TepMiHax BariTHOCTI 36i/bLUYe PU3NK BUKUAHS, BUHUKHEHHS Y N1oja
Bagu cepusi Ta HEe3pPOLUEeHHS NepefiHbOl YepeBHOI CTIHKW. Tak abCOMOTHUIA PU3MK PO3BUTKY aHOManili CepueBO-CYAMHHOI cuctemu 36inbllyBaBca 3 < 1 % g0
npnénmsHo 1,5 %. BBaxaeTbea, WO Hebesneka BUHUKHEHHS TakUX SBULLY, NIABMLLYETLCA 3i 36i/bLLUEHHAM [03M Npenapaty Ta TPWBaoCTi Tepanii. 3acToCyBaHHA
IHriGiTOPIB CMHTE3y NpocTarnaHAWHIB y TBapWUH BUK/IMKAIO 36i/bLUEHHS MNpe- Ta MOCTIMNIaHTaUiinHMX BTPaT i MiABULLEHHSA emMbpiogeTasbHOT CMepTHOCTI. Kpim
TOr0, Y TBapWH, KM 3aCTOCOBYBa/IV IHTIGITOPU CMHTE3Y MpoCcTarnaHAnHIB y nepiof opraHoreHesy, niABuLLyBasaca 4actoTa BUHUKHEHHS NMOPOKIB PO3BUTKY MNI04a,
y TOMY YMCNi aHOManil CepLeBO-CYANHHOT CUCTEMU. TUM He MeHLU, AOCNILXEHHA AEeKCKETONPOMeHY TPOMeTaMo/ly Ha TBapUHaxX He BUABWAN TOKCUYHOCTI LLOAO
PenpPoAyKTUBHUX opraHiB. Mpu3HauyeHHs AeKckeTonpodeHy Tpometamony y | Ta Il TpyMecTpax BariTHOCTI MOXMBE TiNbKW Yy pasi KpainHboi HeobXigHoCTi. Mpu
NMPU3HAYeHHI JeKCKETONPOgeHy TPOMETaMOY XKiHKaM, AKi NIaHyTb BariTHICTb, abo y | Ta Il TpMmecTpax BariTHOCTI CNij 3aCTOCOBYBATW HaMEHLLYY
MOX/I1BY e(DEKTUBHY 103y MPOTArOM SKOMOra KOPOTLLOr0 TEPMiHY NiKyBaHHS.

Mg yac 111 TpumecTpy BariTHOCTI YCi IHTIGITOPY CUHTE3Y NPOCTarfaHANHIB CNPUYNHAKOTL HACTYTHE:

Pusvkun gnsa nnoga:

- KapAionynbMOHabHWUIA TOKCUYHWIA cHAPOM (i3 3aKYMNOPKOHO apTepiasibHOT NPOTOKM Ta SIEFreHEBOHO MiNepTeH3IED);

- MOPYLUEHHS (DYHKLIT HAPOK, L0 MOXe NPOrpecyBaTul 0 HUPKOBOI HELOCTATHOCTI i3 PO3BUTKOM MasIoBOALS.

Pu3nkn ang maTepi Ta AUTUHU HANPUKiIHLI BariTHOCT:

- MOLOBXeHHS Yacy KpoBoTeui (e(DeKT NMPUrHIYeHHS arperayii TPOMOOUMTIB), O MOX/NBE HaBITb 38 YMOBW 3aCTOCYBAHHS HU3bKKX [03;

- 3aTPVYMKa CKOPOYeHHs MaTKu 3 BIAMOBIAHOK 3aTPMMKOLO NOMOTIB Ta 3aTHXKHUMU MOJIoraMu.

CoAyBaHHA rpyAato.

JNlaHNX LLIO/I0 MPOHUKHEHHS AEKCKETONPOMEHY Y rpyaHe Mosioko Hemae. Mpenapat JE-CMAH® npoTtunokaszaHuii y nepiog rogyBaHHs rpyaato.

PepTUILHICTb.

Ak i BCi iHWI HM33, fekckeTonpogeH TPOMETaMON MOXE 3HVXKYBATU XIHOUY (PepTU/IbHICTb, TOMY MOro He PeKOMeHAYETLCSA 3aCTOCOBYBATM XKIiHKaM, SKi N1aHyoTb
BariTHICTb. XKiHKM, SiKi MatOTb NPO6/1eMM i3 3a4aTTAM abo MPOXOAATb 0OCTEXXEHHSA Ha NpeAMeT 6e3nnigas, cif Po3rnsaHy T MOX/IMBICTb BigMIHW npenapary.

30aTHICTb BNMBATM Ha LWBMAKICTb pPeaku i’ Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWMMK MexaHi3MaMu.
Ha Tni 3acTocyBaHHsi npenapaTy AE-CMAH® mMoxnBe BUHUKHEHHS 3anaMOpOUeHHS!, MOPYLLEHHS 30py abo COHAMBOCTI. Y TaKMX BUMaZKax MOX/IMBE MOTipLUEHHS
3[aTHOCTI [0 LUBMAKOrO pearyBaHHs, OPiEHTYBaHHS B JOPOXHIN CUTYyaUii i KepyBaHHSA aBTOTPAHCMOPTOM abo iHLIMMK MexaHi3MaMu.



Cnocib 3acTocyBaHHA Ta [03W.

[lopocni.

PekomMeH0BaHa fo3a CTaHoBUTL 50 Mr 3 iHTepBasioM 8-12 rofmH. Mpu HeobXigHOCTI MOBTOPHY A03Y Cif BBOAUTM Yepe3 6 rogvH. MakcrmManbHa fo60Ba [03a He
MOBVHHa NepeBuMLLyBaTh 150 Mr. Mpenapat NpyU3HaYeHWii 4ns KOPOTKOTPUBA/IONO 3aCTOCYBaHHSA, TOMY MOro Cij 3aCTOCOBYBATM TifIbKW Y Mepiog roctporo 6onto (He
foBLle 2-x Ai6). MauieHTiB cnig NepeBoAUTM Ha MepopasibHe 3aCTOCYBaHHA aHaNreTUKIB, AKLLO Lie MOXMBO. IMOGIYHI peakuil MOXXHA CKOPOTUTK 3a paxyHOK
3aCTOCyBaHHS HaliMeHL e(heKTUBHOI 403V NPOTArOM AIKOMOra KOpPOTLLOro Yacy, HeobXigHOro Ans NoKpaleHHs ctany. Mpu nicngonepayiniHux 60nsx cepefHbOro
abo CW/bHOTO CTYMeHs TSXKKOCTI MpenapaT MOXKHa 3aCTOCOBYBaTW 3a MOKa3aHHAMMW Yy TUX XXe CaMMX PEKOMEHOBaHUX A03ax Yy KOMOIHauil 3 onioigHUMK
aHanreTMkamu.

MayieH TV NiTHLOTO BIKY.

KopuryeaHHsi 1031 3a3BM4ali He NoTpibHe. OfgHaK Yepe3 (izionorivyHe 3HVKEHHA (PYHKUIT HUPOK PEKOMEHAYETLCA HIMKYA A03a npenaparty, MakcumasbHa 4060Ba
[,03a CTaHOBUTb 50 Mr npu Nerkomy nopyLueHHi PYyHKLIT HAPOK.

[MopyLUEeHHS 3 BOKY NeYiHKN.

[ns nauieHTIiB i3 NATONOrIE0 NeYiHKK 3 Nerkum abo cepefHiM CTyneHeM TSHXKKOCTI (5-9 6aniB 3a Wwkanoto Yannga—I1’to) cnif 3MEHLWNUTU MakcMasibHYy [060BY 03y
[0 50 Mr Ta peTeNbHO KOHTPO/OBATY (DYHKLLIKO MeYiHKK. Mpn THXKMX 3aXBOPIOBaHHAX neYviHku (10-15 6anis 3a wkanoto Yainga—’to) npenapar NpoTUNoKasaHW.

MopyLUeHHs 3 60KY HUPOK.

[ns nauieHTiB i3 NOPYLLUEHHAMW QYHKLIT HUPOK NErKoro cTyneHs (KNipeHc KpeaTuHiHY CTaHOBUTL 60—89 M/XB) MakcUManbHy A060BY [03Y CAif 3MEHLIMTK A0 50
Mr. Mpy NopyLUeHHI (yHKLIT HUPOK CepefHbOro abo TSHXKKOro CTyneHs (KNipeHC KpeaTUMHIHY CTaHOBUTL < 59 M/1/XB) npenapar NpoTUnoKasaHWUi.

[iTn (y ToMy umncni nigniTku).

MpenapaT He cnij 3acTOCOBYBATM AIiTAM (Y TOMY Y1CAi NIANITKA) Yepes BIACYTHICTb AaHUX WOAO MOro epeKTUBHOCTI Ta 6e3MeKn 3aCTOCYBaHHS.

Cnocib 3aCTOCYBaHHS.

BHYTpilLHbOM’130B€e BBEEHHS.

BmicT ogHiel amnynu (2 mn) cnif noBisibHO BBOAUTY TIMOG0OKO Y M’ A3W.

BHYTpilLHbOBEHHA iHY3is.

[na nNpoBefieHHS1 BHYTPILLHLOBEHHOI iH(Y3iT BMIiCT amnynn 2 ma possect y 30-100 mn 0,9 % po3umHy HaTpito X1opuay, PO3UYMHI FHOKO3M abo PO3UMHI
PiHrepa-nakrtaty. Po3uvH ans iHgysii cnif rotTysati B aCeNTUYHUX YMOBaX, He [OMYCKarum Br/MBY NPUPOAHONO AEHHOr0 CBIT/Ma. [OTOBUIA PO3YMH NOBUHEH BYTH
Npo30opuiA. IHMY3ito HeobxiaHO NpoBoANTY NPOTAroM 10-30 XBUIUH.

NE-CMAH®, posseaeHuii y 100 mn 0,9 % po3umHy HaTpit0 X/opuay abo Yy PO3UMHI T/IOKO3M, MOXKHA 3MilllyBaTh 3 [0MamMiHOM, renapuHOM, TifpOKCU3NHOM,
NifiokaiHOM, MOP(hiHOM, NETUANHOM Ta TeOMi/TiHOM.

BHYTpilLHbOBEHHA iH’eKList (6OMHOCHE BBEAEHHS).

Mpwn HeobxigHOCTI BMICT OAHIET amny v (2 M pO34UHY ANs iH’EKLA) cnif BBOAUTY BHYTPILLHLOBEHHO MOBINIbHO, MPOTArOM He MeHLe 15 cekyHa,.

MpenapaT MOXHa 3MiLLyBaT y Masinx 06’emax (Hanpuknag, y Wwnpuui) i3 po3unHamu Ans iH’ekuin renapuHy, nigokaiHy, MopiHy Ta TeodiniHy.

AE-CMNAH® He MoXHa 3MilllyBaTh Yy Manmx 06’eMax (Hanpuknag, y LNpuLi) i3 po3unHamMu gonamiHy, NpoMeTasnHy NeHTasoUuHy, NeTUANHY Ta TiJpOKCU3NHY,
TOMY LU0 YTBOPHOETHLCA OCAL.

Po3BefieHi po3unHM Ans iHDY3ild He MOYKHa 3MiLLYyBaTK 3 NPOMETa3MHOM abo MEHTa30LMHOM.

Mpenapat MOXHa 3MiLLYBaTV Ti/IbKKM 3 TIKAPCbKUMUM 3ac06amu, LLIO BKa3aHi BULLE.

Mpw BHYTPILLHLOM’A30BOMY 260 BHYTPILLHLOBEHHOMY 60/1FOCHOMY 3aCTOCYBaHHI Npenapar c/ij HeraHo BBECTM NIC/Ns TOr0, SiK BiH 6yB HabpaHWiA 3 amny u.

Mpwn 36epiraHHi po3BefeHNX PO34YMHIB Mpenaparty y MONieTUNeHOBMX MakeTax abo y MpunaliToOBaHWX [N8 BBeEeHHA BUMpOOax 3 eTuNBiHiNaueTaTy, nponioHary
LIeNH01031, NONIeTUNEHY HU3bKOI LWiNIbHOCTI Ta NONIBIHIIX0pUAY 3MiH BMICTY [iHOUOI peYOBUHM BHACIA0K COPOLiT He criocTepiranocs.




Mpenapat AE-CMAH® npusHayeHnii ans ogHOPA30BOr0 3acTOCyBaHHs, TOMY 3a/IMLIKWM FOTOBOFO PO34MHY CAif yTunisyeaTwu. lMepef BBeAEHHsM npenapaty
Heo6XiZiHO BNEBHUTMCA, LLIO PO34MH NPO30puii Ta 6e36apBHIIA. PO3UlH, L0 MiCTUTb TBEPAi YacTKM, 3aCTOCOBYBATU HE MOXHA.

aiTn.
Mpenapat He cnif 3acTocoByBaTW AiTAM (Y TOMY YACAI NiANITKM) Yyepe3 BiACYTHICTb AaHMX LO40 MOro epeKTUBHOCTI Ta 6e3neKu.

Nepeno3yBaHHA.

CumnTomMaTvKa nepefo3yBaHHA HeBifomMa. AHaNOTYHI NiKapCbKi 3aC00M CNPUYMHAIOTL NOPYLLEHHSA 3 OOKY TpaBHOro TpakTy (6/110BaHHSs, aHOPeKCis, 6inb Y XXM1BOTI)
Ta HEPBOBOI CUCTEMM (COHNMBICTb, 3anamMOpPOYeHHs, Ae30pieHTaLif, FON0BHUIA 6inb). Mpy BUNaaKoOBOMY Nepeao3yBaHHI CAif HeraliHO po3novaT CUMNTOMaTUYHe
NiKyBaHHS BIAMOBIAHO 40 CTaHy nauieHTa. JeKCcKeTonpoeHy TPOMETaMON BUAANSAETLCA 3 OpraHiamy 3a 40rnoMOroro giasniasy.

Mo6iyHiI peakuil.

Y HMXYeHaBefeHin Tabnuui 3a3HavyeHi po3nofineHi 3a opraHamy Ta CUCTEMaMM OpraHiB i 4acTOTOK) BWMHMKHEHHSI MOOIYHI peakLil, 3B’A30K SKMX i3
[EKCKETONPOgeHOM TPOMETaMO/IOM, 3a AaHUMMW KNIHIYHUX AOCNIAXKEHb, BUSHAHWIA K MiHIMYM MOX/IMBUM, a TakOoX Mo6ivHi peakLii, NOBIAOMNEHHS MPO AKi 6ynu
OTpWMaHi nicna BMBEAEHHSA Npenapary Ha PUHOK.

Kn'\gcev?gviéem YacTo (= /100, < | Hevacto (= /1000, | Pigko (=1/10000, <1 [y>xe pifko
: 1/10) <1/100) /1000 (< 1/10000)
opraHis
3 60Ky cucTemm
KpoBi Ta : HeiitponeHis,
. y - AHemif - .
niMaTUYHOI TPOMOGOLMTONEHISA
cucTemu
. . AHadinakTnyHi
3 60Ky IMYHHOI ) .
- - Habpsk roptaHi peakLii, y Tomy yucni
cucTemu . o
aHaiNaKTUYHNIA LIOK
[ineprnikemis,
MopyLueHHs rinornikemis,
meTaboniamy Ta - - rinepTpurnilepu-gemis, -
06MiHy pe4oBMH aHOpeKcis, BIACYTHICTb
aneTuty
. be3coHHs,
3 6OKY NCUXiKM - . - -
3aHenoKOEHICTb
. ["0noBHWIA Ginb,
3 60Ky HepBOBOI MapecrTesii,
- 3anamMopOYeHHs, : -
cucTemu . HENPUTOMHICTb
COH/IMBICTb
3 boky opratis - HeuiTKicTb 30py - -
30py




3 60Ky opraHis .
yop - BepTuro [3BIH Yy Byxax -
CNyxy
. EkcTpacucTonis,
3 60Ky cepus - ManbniTayis - . -
Taxikappais
ApTepianibHa
3 60Ky CyaMHHOT B ApTepianbHa rinepTeHsis, B
cucTemu rinoTeHsis, NpunNanBn Tpom6ogneoiT
NMOBEPXHEBUX BEH
3 60Ky
ecnipaTopHOT
P P P . BpoHxocnasm,
CUCTEMW, OpraHiB - - bpagnnHoe SaIMLLIKA
rPyAHOT KNI TKN Ta an
cepefoCTIiHHA
Binb y XuBOTI,
3 6oky aucnencis, giapes, | Bupaskosa xBopo6a,
LLNYHKOBO-KMLLIKOBOrO | HypfoTa, 61toBaHHA | 3anop, 6/1t0BaHHSA 3 KpoBoTeya abo MaHkpeaTuT
TpPakTy [OMILLIKaMW KpOBI, nepdgopadis
CyXiCTb y pOTI
3 6oky
- . "enaTouentonspHa
renaTobiniapHoi - - : -
naTosioris
cucTemu
CuvHppom
CriBeHCca—[])KOHCOHa,
TOKCUYHWIA

3 60Ky LLKipy Ta
NiALWKIPHOT TKaHWHW

[epmatntu, cBepbix,
BUCUNaHHS,
nigsuLleHe

NOTOBUAINEHHSA

Kponus’aHka, Byrpu

enigepMasibHuiI
HeKponi3 (CMHApoOMm
Navienna),
aHrioHEeBPOTUYHNIA
HabpsK, HabpaK
06711y,
(hoToceHcMbInizalis




3 60Ky
CKefle THO-M’A30BOT
cucTemn Ta
CNONYYHOT TKaHNHN

PurigHictb M’s3iB,
CKyTICTb Y cyrnobax,

Yy CrKnHi

M’A30Bi cyaomu, 6ifb

["ocTpa HMpKoBa

MOJTIOYHUX 3a103

nepeamixypoBoi

3 60Ky HMPOK Ta HeAOoCTaTHICTb, Hedthpur,
CevyoBUAINbHOI - - noniypis, HUPKOBWIA He(pOTUYHMI
cucTemu 6iNb, KETOHYpIA, CUHAPOM

NpoTeiHypis
3 Goky MeHCTpyasibHi
y MOPYLUEHHS,
PenpoAyKTUBHOI Py
CMCTEMA Ta - - MOpYLUEHHS PYHKLI -

3a103u
Binb y micui
IH’eKLIT, peakuil y MponacHuL4,
Micui iH eKUIT, y nigsuLleHa TpemTiHHSA,
3arasibHi po3nagu TOMY YucChi BTOMJ/IHOBAHICTb, 6i/b, nepuepuyHi -
3anasieHHs, 03HO06, acTeHis, HabpsKn
reMaToma, He34Yy>KaHHA
KpoBOTeua

JocnigKeHHs

BigxuneHHs y
MeYiHKOBMX npobax

MopyLLeHHs 3 60Ky TPaBHOIO TPaKTy CrocTepiranmcs HaituacTilue.

MOXNMBMIA pO3BMTOK BMPa3KOBOT XBOPOOM, NepdopaLlii abo LLYHKOBO-KMLLKOBOT KPOBOTeYI, iHOAI 3 NIeTa/lbHUM HacNigKoM, 0C06/IMBO Y MaLieHTIB NiTHLOrO BiKy. 3a
HasABHMMW JaHVMW, Ha T/i 3aCTOCYBaHHA Mpenapary MOXe BUHWKaTWU Hy[oTa, 6/10BaHHSA, fiapes, METeopu3M, 3anop, AUCNENTUYHI ABULWA, Biflb Y XMBOTI, MefeHa,
6110BaHHA 3 [OMILLKaMW KPOBI, BUPa3KOBUIN CTOMATUT, 3aroCTPeHHs KONiTy Ta xBopoba KpoHa. Piflle cnocTtepiraetbca ractput. Takox Bif3Ha4anncs Habpsaku,
apTepiasibHa rinepTeHsia Ta cepLesa HeJOCTaTHICTb, L0 MOXYTb OyTW CpUUMHeHi 3actocyBaHHAM HIM33. AK i y BunafKy 3acTocyBaHHs iHWNX HIM33, MOX/IMBI Taki
NOGIYHI peakLil: acenTUUYHWUIA MEHIHTIT, WO 3araloM BMHUKAE Y NaLUi€HTIB, XBOPUX Ha CUCTEMHWUIA YePBOHMIN BOBYAK ab0 Ha 3MilLiaHi 3aXBOPHOBAHHSA CMOMYYHOT
TKaHVHK, Ta peakuil 3 60Ky KpoBi (Mypnypa, aniactMyHa Ta reMoniTMyHa aHemis, pifKo — arpaHy/iouMTo3 Ta rinonsasis KicTKOBOro Mo3sky). MoX/iuBi 6y/b03Hi

peakLii, y Tomy uncni cuHapom CTiBeHca—/[>KOHCOHA Ta TOKCMYHWIA enigepManbHUin HEKPONi3 (QyXke piaKo).

BianoBiaHO A0 pe3ynbTaTiB KNiHIYHUX AOCNIMKEHb Ta enifeMioNnoriyHmx AaHuX, 3acTocyBaHHSA Aesikux HIM33, 0co6mMBO y BUCOKMX A03aX Ta MPOTSroM TPUBasioro
yacy, MoXKe CyrnpoBOKYBaTUCA AeSKUM 30i/IbLUEHHAM PU3MKY PO3BUTKY NaToNOriT, CNPUYMHEHOT TPOMOO30M apTepiid, HanpuKaz iHPapKTy Miokapaa Ta IHCY bTY.

[MoBiAOMNEHHSA NPO Nif03POBAHI NOOIYHI peakLiil.




[MoBiAOM/IEHHA MPO NiA03PHOBaHI MOGIYHI peakuii nicna peecTpayil Nikapcbkoro 3acoby Bifirpae BaXXnvBY posb. Lle fae 3mory npofoBXyBaTh CMOCTEPEXEHHS 3a
CMNiBBIAHOLLIEHHAM KOPUCTL/PU3NK 3aCTOCYBaHHA [aHOro NikapcbKoro 3aco6y. MpauiBHUMKM 3aknagiB OXOPOHW 3[0pPOB’S MOBWMHHI NOBILOMASTA MPO 6yAb-AKi
nifo3proBaHi NOBGIYHI peakLii Yepes HaliOHa/lbHY CUCTEMY OMOBILLEHHS.

TepmiH NpUAATHOCTI.
2 pPOKW.

YMO0BW 36epiraHHs.
36epiratu npu TemnepaTypi He Buwle 30 °C B opuriHanbHil ynakosui. Micns po3sBeaeHHs po34vmnH 36epiratoTb NPOTAroM 24 rogvH nNpu Temnepatypi Big 2 4o 8 °Cy
3axuLeHoMy Big AiT ceiTna Micui. 36epiraty HeJoCTynHOMY AN AiTeid Micu.

HecyMmiCHICTb.

OE-CMNAH® He MOXHa 3MilllyBaTh y Manmx 06’eMax (Hanpukniag, y LWNpuLi) i3 po3umHamMy gonamiHy, NpoMeTasnHy NeHTasoUuHy, NeTUAMHY Ta TifpOKCU3NHY,
TOMY LLIO YTBOPIOETLCS OCaL.

Po3BefieHi po3unHu Ans iHDys3iid, OTpUMaHi K 3a3HadeHo Y po3fini «Cnocib 3acTocyBaHHA Ta [1031», He MOXKHa 3MiLLyBaTK 3 NPOMeTa31HOM ab0 MeHTa30LMHOM.

YnakoBKa.
Mo 2 mn B amnynax Ne 5 (5x1) a6o Ne 10 (5%2) y KaceTax Yy nauli 3 KapTOHY.

KaTteropis Bignycky.
3a peLenTom.

BupobHuMK.
MpuBaTHe akLioHepHe TOBapUCTBO «J1ekxiM-XapKiB» (BigNoBifanbHUIA 38 BUPOOHWULTBO Ta KOHTPO/L/BUNPOGYBAaHHSA Cepil, He BK/KOUaloUM BUMYCK Cepii).

ToBapuncTBO 3 0OMEXEHOK BifgnNoBifanbHICTIO HaykoBo-BMpo6HMYa hipma «MIKPOXIM>» (BignoBiganbHUA 3a BUPOOHMLTBO Ta KOHTPO/L/BUMPOOYBaHHS Ccepil,
BK/1OHaKOUM BUMYCK CepiT).

Micue3HaxomkeHHS BUPOOHMKa Ta agpeca MicLsi MPOBaPKEHHSA NOro AisiNIbHOCTI.
YKpaiHa, 61115, Xapkiscbka 06/1., MicTo Xapkis, Bynuusa CesepuHa MNoToubkoro, 6yanHok 36 (MprBaTHe akLioHepHe TOBapUCTBO «J1eKXiM-XapKiB»).

YKpaiHa, 93000, JlyraHcbka 0671., M. Py6ixHe, Byn. JleHiHa, 6y. 33 (ToBapuCTBO 3 06MEXEHOH0 BifgnosiganbHicTio HaykoBo-BuMpobHMYa dipma «MIKPOXIM>»).

3asABHUK.
ToBapuncTBO 3 06MEXEHOH BiAMOBIAaNbHICTIO HayKoBO-BMPO6HMYa thipma «MIKPOXIM».



Micue3HaxoLKeHHS 3asBHMKa.
YKpaiHa, 93000, JlyraHcbka 06/1., M. Py6idxHe, By/. JleHiHa, 6ya.33.

MoBigoMUTK NPO HebaxkaHe ABKMLLE NPY 3aCTOCYBaHHI NiKapcbKoro 3acoby Bu moxkeTe 3a TenethoHom +38(050) 309-83-54 (Uinof06080).



