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Cknao:

ditoya pevosuHa: lornoxicam;

1 TabneTka MiCTUTb 8 Mr TOPHOKCUKaMY;

OOrNOMIXKHI pe4oB8UHU: NAKTO3M MOHOriApaT, Lentonos3a MikpokpucTanivyHa, noBifoH, HaTpil KpockapmMernosa, MarHito creapat, Opadry white
03F58750*.

*Opadry white 03F58750: Tanbk, NonieTUNeHrnikonb, rigpokcMnponinveTunuentonosa, Tutady giokeung (E 171).

Nikapcbka cpopma. TabneTku, BKpUTi 0GONOHKOH0.
OcHOoBHI hi3uKo-ximMiyHi erracmusocmi: oBanbHi, NPOAOBryBarTi, Big 6inoro 4o KOBTYBaTOro Konbopy Tabnetku, BKpUTI 060NOHKO, 3 TUCHEHHAM
«L8» 3 0HOro 60Ky i rmageHbkKi 3 iHLWOoro 6oky.

®dapmakoTepaneBTU4YHa rpyna. HectepoigHi npoTusananbHi Ta npoTMpeBMaTUYHi 3acobu.
Kog ATX MO1A CO5.

®PapmakosnoezivyHi enacmuegocmi.

®DapmakoduHamika.

JlopHOKCHKaM € HecTepOoigHMM NpoTu3anansHuM 3acobom (HIM33) 3 aHanre3anBHMMM Ta NpOTU3ananbHNUMK BNAaCTUBOCTAMM | HANEXWTb A0 Knacy
OKCUKaMmiB.

MexaHiam Oii. FTopHOKCUKaM NpUrHivye CMHTE3 NpocTarnaHaunHiB (iHridyBaHHA hepMeHTy LMKNOooKeUreHasw), Wo npu3BoanTb A0 AeceHcunbinisauii
nepudepuUYHMX HOLMLIENTOPIB Ta iHribyBaHHs 3ananeHHs. Takox nepegbadaeTbes LeHTpanbHUIA BNNB HA HOLMLIENTOPK, SKUIA He NOB'A3aHni 3
npoTu3anarnbHoto dieto. JIOpHOKCMKaM He BMAMBAE Ha XUTTEBO BaxIMBI MOKa3HWKM (Hanpuknag, Temnepatypa Tina, 4yactota AuxXaHHs, YactoTa
CcepLEeBMX CKOPOYEHb, apTepianbHui Tuck, EKT, cnipomeTpis).

Y 3B'A3Ky 3 MiCLIeBMM NOAPa3HEHHSM LUITYHKOBO-KMLLKOBOIO TPAKTY i CUCTEMHOI YrbLEPOreHHO Ai€t0, MOB'A3aHO 3 iHrOyBaHHAM CUHTE3Y
npoctarnanauny (M), npyinoM nopHokcmkamy sk i iHwmx HM33, yacTo Npn3BoAMTL A0 PO3BUTKY LLMYHKOBO-KULLKOBWX YCKMaAHEHb.
DapmakokiHemuka.

Abcopbuisi. JTopHOKCHKaM LUBUAKO i NPAKTUYHO MOBHICTHO BCMOKTYETHCS 3i LUMYHKOBO-KULLIKOBOIO TpakTy. MakcumanbHOT KOHUeHTpaUii y nnasmi
kposi (C,.,) Aocsarae yepes 1-2 roamHu nicnsa npuomy npenapaty. AbcontoTHa 6iogoCTynHICTb NopHoKcukamy ctaHoButb 90-100 %. Edpekty
nepLIoro NPOXOMXKeHHS He crocTepiranocs. Npu ogHo4YacHOMY MpuWoMi NIopHOKCKKamy 3 xeto C, ., 3HWXKyeTbeA npubnuato Ha 30 % T1a T,
36inbwyeTbes 3 1,5 roguHn oo 2,3 roguHu. Abcopbuisi NnopHokcMkaMy (po3paxoBaHa BignoBigHO 40 Niowi nig dapMakoKiHETUYHOK KPUBOH
«koHUeHTpauis-vac» [AUC]) Mmoxe 3HwkyBaTuncs Ao 20 %.

Po3nodin. Y nna3mi KpoBi NTOPHOKCKMKAM 3HaXOAWTbCH Yy HE3MIHHOMY CTaHi Ta Y HeaKTMBHI dhOpMi CBOMO rigpOKCUIbOBAHOrO MeTaboniTy.
3B'A3yBaHHSA NOPHOKCUKaMy 3 Binkamu nna3mu kposi cTaHoBUTb 99 % i He 3anexuTb Big MOro KOHUeHTpauii. BiH Takox BMSBNAETbCS B
CMHOBIanbHiIl pignHi Nicns NOBTOPHOMO 3aCTOCYBaHHS.

BiompaHcgpopmayisi. JIOpHOKCUKAM aKTUBHO MeTaboni3yeTbCs y MeviHui WNaXoM riApOKCUIOBAHHSA, cneply Yy HeakTUBHUMN
5-rinpokcunopHokcrkam. JTopHokcrkam nigaaetbest 6ioTpaHcdopmalii 3 yyacTto uutoxpomy CYP2C9. Y pesynbraTti reHeTUYHOro nonimopdiamy
iCHYIOTb 0COBM 3i CMOBINbHEHVMM Ta IHTEHCMBHUM METabomMi3MOM LibOro hepPMEHTY, LU0 MOXEe BUpaXaTUCs Y MOMITHOMY 36inblUEHHI piBHIB
FNIOpHOKCUKaMy Yy nnasMi KpoBi B OCi® 3i crnoBinbHeHM MeTaboniamom. [NapokcunboBaHUin MeTaboniT He Mae hapMakornoriYHOT akTUBHOCTI.
JlopHoKcrKam NoBHiCTO MeTabonidyeTbes. MpnbnuaHo %5 BUBOAMTLCSA Yepes NevdiHKy Ta ¥a—JYepes HUPKWU Y BUMMNSALAI HEaKTUBHOT COMYKW.
JlopHOKCHKaM He CnpuYMHAB IHAYKLUIT NEYiHKOBUX (DePMEHTIB NPy OOKMiIHIYHMX AOCHiAXeHHAX. HemMae gaHux npo akymynsiuito TOpHOKCHMKaMy
nicns 6aratopas3oBoro NpUoMy pekoMeHA40BaHUX A03.

BusgedeHHs1. MNepiop HaniBBUBEOEHHS NOYATKOBOT PEHOBUHN CTaHOBUTL 3-4 roguHu. MNicns nepopanbHoro npuomy 6nmssko 50 % B1BOAUTHCA 3
kanom Ta 42 % - HUPKamun, B OCHOBHOMY Yy BUMAAI 5-rigpokcunopHokcrkamy. MNepiog HaniBBYBEAEHHS 5-riApOKCUITOPHOKCMKAMY CTaHOBUTL
6nm3bko 9 roguH, nicns NapeHTepanbHOro 3actocyBaHHA npenapaty 1 abo 2 pa3u Ha goby. Hemae gokasiB Toro, WO LWBUAKICTb enimiHauii
3MIHIOETLCSA MNPW 3aCTOCYBaAHHI MOBTOPHUX J03.

Ocobnusi nonynsayii nayieHmis.

Y nauieHTiB NiTHLOro BiKy (NoHaA 65 pokiB) knipeHc 3HMXKyeTbesA Ha 30-40 %. Kpim 3HMXKEHHS KripeHCy, HEMage iCTOTHWX 3MiH y KIHETUYHOMY Npodini
JNIOPHOKCUKaMY y NaLi€HTiB NITHbOTO BiKY.

Hemage icTOTHOT 3MiHW KIHETUYHOrO NPOINI0 NOPHOKCUKAaMY Y NauieHTIB 3 HUPKOBOK abo NEYIHKOBOK HEAOCTATHICTIO, 3@ BUHATKOM KyMYmsiLil,
y NauieHTiB 3 XPOHIYHMM 3aXBOPIOBAHHAM NeYiHKK, Nicnsa 7 gHiB Tepanii 3 3acTocyBaHHsIM Jo060BMX 403 12 Mr Ta 16 Mr.

KniHiyHi xapakTepucTukm.

[Toka3aHHs.

- KopoTkouacHe cumnTomMaTuyHe nikyBaHHS rocTporo 60t Nerkoro Ta NoOMipHOro CTYNeHs y J0POCIVX.
- CumnToMaTuyHe nikyBaHHs 601t Ta 3anarneHHs Npy 0CTe0apTpUTi y AOPOCIIMX.

- CumnToMaTtuyHe nikyBaHHsi 601t Ta 3ananeHHsi py peBMaToigHOMY apTpUTi y AOPOCINX.

lMpomunoka3aHHs.

- FinepyyTnmBicTb 40 NOPHOKCMKaMy abo 40 KOMMOHEHTIB Npenapary.

- TpomGouuTONEHiIS.

- linepyyTnuBsicTb (CMMNTOMW, NOAIOHI 4O TaKMX SIK NPW aCTMi, PUHITI, aHMOHEBPOTMYHOMY Habpsiky abo kponue'sHLi) 4o iHwux HIM33, Bkntovatoum
aueTuncaniumnoBy KUCIOTY.

- Tsbkka dpopma cepLeBoi He[oCTaTHOCTI.

- LLINyHKOBO-KMLLKOBI KpOBOTEMI, LiepebpoBackKynsipHi KpoBOTEYi abo iHLLi KpOBOTEM.

- LLInyHKoBO-KKMLLKOBa KpOBOTEYa abo nepdopallisi B aHamMHesi, Lo NoB's3aHi 3 nonepeaHboto Tepanieto HM33.

- AKTVMBHa peunamvBytoda NenTUYHa BMpaska LyHKa/kpoBoTeya abo peumamsytoda nentuyHa Brpaska LwyHKa/kpoBoTeva B aHamHesi (aBa abo
OinbLue okpeMux enisofm 4OBEAEHOIO PO3BUTKY BUpa3ku abo KpoBoTeYi).

- Tsbkka hopma NeYiHKoBOT HeJOCTaTHOCTI.

- Tsikka hopMa HUPKOBOT HEAOCTATHOCTI (PiBEHb CUPOBATKOBOIO KpeaTuHiHy > 700 Mkmonb/n).

- TpeTit TpMMecTp BariTHOCTI (AMB. po3ain «3acTocyBaHHS y Nepiof BariTHOCTi abo roayBaHHSA rpyaato).

B3aemo0dis 3 iHwumu snikapcbKkuMmu 3acobamu ma iHwi eudu e3aemoditl.

[Mpu ogHOYacCHOMY 3aCTOCYBaHHI 3 TOPHOKCUKaMOM:

L{umemuduH: NiaBULLEHHST KOHLIEHTpaLii MOPHOKCMKaMy y Mna3mi KpoBi, O MOxe 30iNbLUnTU pU3NK HECIPUATIIMBUX edDEKTIB NTOPHOKCHMKaMY
(B3aemogii Mix TOPHOKCMKaMOM Ta paHiTMAMHOM abo NOPHOKCMKaMOM Ta aHTauuaamm He BUSIBIIEHO).

AnmukoazynaHmu: HM33 MoxyTb niacumioBaTy Ailo aHTUKOAarynsHTiB, Hanpuknag, BapdapuHy (amB. po3ain «OcobnmnBoCTi 3aCTOCYBaHHA»).
Cnig npoBoAUTY peTENbHNIA MOHITOPUHT PIBHA MiXKHAPOAHOTO HOPMarli30BaHOTO iHAEKCY.

DeHMPOKYMOH: 3HWKYETbCA ePEKTUBHICTb JiKyBaHHSA (DEHMPOKYMOHOM.

lenapux: HM33 36inbLuytoTb pU3nK KPOBOTEY Ta BUHUKHEHHSI CMTMHHOMO3KOBOT/enigypanbHOi reMaTtom npv 3acToCyBaHHi 04HOYACHO 3 renapuHoM
nig Yac cCNMHHOMO3KOBOT abo enigypanbHOT aHecTesiT (auB. po3ain « OcobnnBOCTI 3aCTOCYBaAHHS» ).

IHei6imopu Al®: moxe 3MeHLLyBaTuUCs fist iHribiTopis AMO.

Hiypemuku: nocnabneHHs iypeTUYHOro Ta rinoTEeH3NBHOIO edekTy NETNLOBUX, TiasuaHWX i kaninsbepiraloumx AiypeTukis (NigBULLEHWIA PU3KK
rinepkaniemii Ta HePOTOKCUYHOCTI).

Bbrokamopu 6ema-adpeHopeyernmopig: 3HWKEHHS FNOTEH3UBHOIO eqeKTy.

Bbriokamopu peuenmopie aH2iomeH3UHy II: 3H/XXeHHS FriNOTEH3NBHOIO edpeKTy.

Ju20KCUH: 3HNXEeHHSI HUPKOBOTO KNipeHCY AUTOKCUHY, Lo 36iNbLUYyE PU3NK TOKCUYHOCTI SUTOKCUHY.

Kopmukocmepoiou: 36inbLlUeHHsi py3nKy BUHUKHEHHS LLYHKOBO-KULLIKOBMX BUPa3ok abo KpoBoTed (auB. po3ain « OcobnmBoCTi 3aCTOCyBaHHS» ).
AHmubakmepiarnbHi 3acobu epyrnu XiHOMOHY (Harnpuknad 1egoghriokcayuH, 0ghriokcayuH): MiABULLYETLCA PUMK BUHUKHEHHS CY40M.
AHmumpomboyumapHi npenapamu (Hanpuknad Kraonidoepesib): NiABULLYETbCS PU3MK BUHUKHEHHS KpoBoTed (auB. po3gin «OcobnmBocTi
3aCTOCYBaHHA»).

IHWi HIM33: niaBULWYETHCA PU3NK BUHUKHEHHS LLMYHKOBO-KULLKOBKX KPOBOTEY 200 BUPA3OK.

Memompexkcam: nigBULLIEHHS KOHLUEHTpaLii MeToTpekcaTy B CMpOBAaTLi KPOBi, WO NPM3BOAMTL A0 30iNbLUeHHS MOro TOKCWUYHOCTI. [lpum
0QHOYACHOMY 3aCTOCYBaHHI HEOOXIOHWI pETENBHUIA MOHITOPUHT.

CenekmusHi iH2ibimopu 380pOMHO20 3axorieHHs1 cepomoHiHy (CI33C): niABULLEHNA PU3MK BUHUKHEHHSI KpOBOTEM (AMB. po3ain « OcobnmeocTi
3aCTOCYBaHHS»).

lMpenapamu nimito: HM33 3HWXKYOTb HAPKOBUIA KNiPEHC NiTilo, TAKUM YMHOM, KOHLEHTPALlis CMPOBaTKOBOTO FiTil0 MOXe MepeBuLLyBaTh nopir
TOKCMYHOCTI. HeobxiaHO KOHTpOMOBAaTK PiBEHb MiTil0 B CUPOBATLi KPOBi, 0COBNMBO Ha NoYaTKy MiKyBaHHS, MPY KOPUryBaHHI 403U Ta NPUNUHEHHI
NiKyBaHHS.

L{uknocrnopuH: NigBULLEHHST KOHLEHTpaLii LMKNOCMOPUHY y cupoBaTui KpoBi. MoxnvBe nigBULLEHHS HEPOTOKCUYHOCTI LIMKITOCMNOPUHY, LLO
3yMOBIEHO edheKkTamm, onocepeakoBaHUMM NpocTarnaHanHaMmm HUPoK. MNpy kombGiHoBaHiIN Tepanii HeoBXxigHO KOHTPOOBATM (PYHKLLiIKO HPOK.
[MoxiOHi cynbhbaHincevyosuHu (Hanpuknag, rnibeHknamis): NigBULLYETbCS PU3UK rinormikemil.

Bidomi iHOykmopu ma iHeibimopu CYP2C9 izoghepmeHmig: nopHokcukam (aK i iHwi HM33, wo 3anexats Big umMtoxpomy P450 2C9 (CYP2C9
i30epMeHT)) B3aemogie 3 BigomMnmMu iHgykTopamu Ta iHriditopammn CYP2C9 isochepmeHTiB (amB. po3gin «bioTpaHcdopmadis»).

Takporimyc: NiABAEHUA PU3UK HEPOTOKCUYHOCTI BHACMIAOK 3HWKEHHS CUHTE3y MpOCTauuKmiHy B Hupkax. Npu kombGiHoBaHi Tepanii
HeobXigHO KOHTpOMBaTK PYHKLiK0 HUPOK (AMB. po3ain «OcobnmnBOCTi 3aCTOCYBaHHS»).

MNMemempexced: HMN33 MoXyTb 3HWKYBaTU HUPKOBUIA KNiPEHC NemMeTpeKkceay, BHACMigOK YOro NiaBULLYETHCS HAPKOBA Ta LUMYHKOBO-KULLIKOBA
TOKCUYHICTb Ta Mienocynpecis.

OckinbKku BXMBaHHSA i ynoBinbHIOe abcopbuito nopHokcrkamy, TabneTku Jlapdike He cnig npunmaTy 3 ket y pasi HeoOXigHOCTI LWBMAKOIO
noyarky ix epekTBHOI il (monerweHHs 60n1o).

Mpuiiom Txi 3HMXKYe abcopbuito npnbnusHo Ha 20 % Ta 36inbwye T, (AMB. po3ain «PapmakornorivHi BnacTuBocTi. PapmMakokiHETUKaY ).

Ocob6niueocmi 3acmocyeaHHs.

JlopHOKCHKaM 3MeHLLYe arperauito TpoMOoUMTIB i MOAOBXKYye Yac KpoBoTedi. OTxe, cnig OyTn obepexxHUMU Npu NpU3HaYeHHi nawieHTam i3
NiABMLLEHOK CXUIBHICTIO 10 KPOBOTEM.

JlopHoKcrKam cnig npyu3HavaTy TinbKy Nicnst peTenbHOT OLHKM OYiKyBaHOT KOPUCTI Big Tepanii i MOXXIMBOro pu3nKy TakuM navieHTam:

— MaujeHTam 3 NopyLIeHHAM (DYHKUIT HUPOK: NMOPHOKCUKaM chi 3 06epexHICTI0 3acToCoBYBaTK NalieHTaM 3 Nerkok (piBeHb CMPOBATKOBOIO
kpeaTuHiHy 150—300 MKMOMb/N) Ta NTOMIPHOK HUPKOBOK HEQOCTATHICTHO (PiBEHb CMPOBATKOBOrO kpeaTuHiHy 300—700 MKMOornb/n) Yepes Baxxnmey
pornb npocTarnaHauHIB y MiATPUMLI HUPKOBOIO KPOBOTOKY (AMB. po3ain «Cnocib 3actocyBaHHSA Ta [03W»). Y pasi noripieHHst dyHKUiT HUPOK
NiKyBaHHS JTOPHOKCMKaMOM CAif, MPUMUHUTHA.

— MaujieHTam nicnst 06LWMPHMX XipypriYHUX BTPyYaHb, i3 CEPLEBOK HEAOCTATHICTIO, TUM, XTO MpUAMaEe OiypeTnkn abo 3acobu, Lo MOXYTb
CNPUYMHUTY YPaXKEHHS HUPOK HEOOXIAHO peTenbHO KOHTPOMBaTK GOYHKLIO HUPOK (AUB. po3ain «B3aemogais 3 iHwumun nikapcbknmmn 3acobamu Ta
iHLLi BUAM B3AEMOLINY).

— lMauieHTam i3 NOpYLIEHHSIM 3ropTaHHA KPOBi PEKOMEHAYETLCA NMPOBEAEHHSI PETENIbHOMO KMiHIMHOro OOCHiAXKEHHSA Ta OUiHKM nabopaTopHUX
NoKasHWKiB (Hanpwknaza, akTMBOBAHOIO YacTKOBOrO TPOMBGIHOBOIO Yacy).

—[lauieHTam i3 Ne4iHKOBOI HeJOCTaTHICTIO (Hanpuknag, LMpo3 NediHkKn) nicnsi 3acTocyBaHHSA npenaparty y 4o3i 12-16 Mr Ha o6y peKoMeHAYeTbCst
perynsipHo NpoBoanTM nabopaTopHi TECTU y 3B'I3KY 3 MOXIMBICTIO HAKOMWYEHHS NMOPHOKCUKaMy B opraHiami (nigsuweHHs AUC) (aus. po3ain
«®apmakonoriyHi BnacTuBocTi. PapmakokiHeTuKka). Ane BiaxuneHb hapMakoKIHETUYHUX NapaMeTpiB y NaLiEHTIB i3 Ne4iHKOBOK HEAOCTATHICTIO
MOPIBHSHO 3i 300POBUMN OOPOBONbLAMMU HE BUSBIIEHO.

Mpu TpnBanomy nikyeaHHi (noHaa 3 micsiui) 3 HIM33 pekomeHayeTbCst NOCTIMHO NMPOBOAMTN MOHITOPUHT OYHKLT HUPOK Ta NeYiHKN1, reMaTosorito.
Ocobam niTHLOro BiKy (Big 65 poKiB) peKOMeHAYETLCS CNOCTEPEXEHHS 3a (DYHKLIE HUPOK Ta NediHkM Ta 3 06epexHiCTIo 3aCToCcoBYBaTK Nicns
XipypriYHmx BTpyYaHb.

CynymmHe 3acmocyeaHHs1 HIM133.

Cnig 3anobiratv ogHOYaCHOMY 3aCTOCYBaHHIO NTOPHOKCMKaMy 3 iHwmnmMmn HIM33, y ToMy umncni 3 cenekTmBHUMMU iHribiTopamu LMKNOOKCMreHasmn-2
(amB. po3gin «B3aemogis 3 iHWMMKM NikapcbkUMy 3acobamu Ta iHLLI BUAY B3AEMOZIN» ).

MiHimizayis HebaxkaHux peakujd.

HebaxaHi peakuii MoxHa MiHIMI3yBaTV LUNAXOM MNPUAOMY HaMMEHLLIOI e(EeKTMBHOI [03M npenapaTty MpoTSAroM HamKopOoTLIOro nepioay,
HeOobXigHOro 4151 KOHTPOIO CUMMNTOMIB 3aXBOPHOBaHHS (AMB. po3Ain « Cnocib 3acTocyBaHHS Ta 403U» Ta HABEAEHI HVKYEe racTPOiHTECTUHATbHI Ta
CepLEeBO-CYANHHI pU3UKN).

LLinyHKo80-KUWKOBI Kposomeyi, supasKu ma riepghopauji.

MMig yac 3actocyBaHHA 6yab-akoro HMN33 y Oyab-Akuin 4ac NpoTArom fikyBaHHA MOXIMBE BUHMKHEHHS (3 abo 6e3 nonepeaxyBarnbHUX CUMMNTOMIB
abo cepno3HMX posnagis LUNYHKOBO-KULLKOBOrO TPakTy B aHaMHesi) LUNYyHKOBO-KMLLKOBOT KpoBOTeui, BUpa3kn abo nepdopalii, Wo Moxe maTtu
neTanbHUIA Hacnigok.

Pu3unk WwnyHKOBO-KMLLKOBOT KpOBOTEYI, BMpaskn abo nepdopauii 3poctae 3i 36inbweHHam goa3u HIM33, y nauieHTiB i3 Bupa3kamy B aHaMHe3i,
0cobnMBO ycknagHeHMMU KpoBoTeHamu abo nepdopauieto (anB. po3ain «MpoTunokasaHHs»), a TakoXx y nauieHTiB NiTHboro Biky. Lium rpynam
nauieHTiB cnig 3 ocobnuBo 06EPEXHICTIO PO3NoYMHATK MiKyBaHHS NpenapaToM y HaMEeHLIMX TepaneBTUYHMX fo3ax (avB. po3gin «Cnocid
3aCTOCYBaHHSA Ta JO3U»).

3 06epexHicTio cnig 3actocoByBatu HIM33 ans nikysaHHA BULLE3a3Ha4YeHNX rpyn NaLieHTiB Ta NauieHTiB, Ak napanensHo NpUnMaroTb HU3bKi 403K
aueTuncaniunnoBoi Kcnotn abo iHWi npenapatu, Wo 30iMnblyOTb PU3NK BUHUKHEHHS LUMYHKOBO-KULIKOBMX YCKNadHeHb (AMB. po3Ain
«B3aemogisa 3 iHWUMKM nikapcbkMuMmn 3acobamu Ta iHWI BMAKM B3aemoginy). Ansa nauieHTiB, ski noTpebyoTb Takoi cynyTHbOI Tepanii, NikyBaHHSA
MOXHa MPOBOAMTM Ha Ti OAHOYACHOro MPUAOMY 3aXMCHWUX areHTiB (Hanpuknag, misonpoctony abo iHribiTopiB NPOTOHHOI nomnu).
PekomeHayeTbcs NpoBeAeHHs KMiHIYHOTO CMOCTEPEXEHHS Yepes PeryrnsipHi MPOMKKM Yacy.

MauieHTV 3 TOKCUYHMM BNAMBOM Ha LUYHKOBO-KULLKOBUIA TPAKT B aHaMHe3i, 0COBNMBO MiTHBLOTO BiKy, MaloTb NMOBIAOMUTY NPO OyAb-sKi HE3BUYHI
abaomiHanbHi cMMnToMM (0COBNMBO NPO LLUYHKOBO-KMLLIKOBY KPOBOTEYY) HA MOYATKOBYMX eTanax nikyBaHHS.

3 0cobnmBoto 06epexHiCTio cnig Npu3HavaTu npenapart nauieHTaM, siki ogHO4acHO 3aCTOCOBYHOTh NiKapCbki 3acobu, Lo MOXYTb NiABULLYBaTH
PU3MK BUHWKHEHHSI BMPA3KM YK KPOBOTEYi, HaMpuknaa, nepoparnbHi KOPTUKOCTEPOian, aHTUKOArynsaHTU — BapdapuH, cenekTuBHi iHribiTopu
3BOPOTHOMO 3aXONJIEHHSI CEPOTOHIHY abo aHTUTPOMBOTMYHI MpenapaTtv — aueTuncaniumMnoBy KUCNOTY (AMB. po3ain «Bsaemopgis 3 iHWMMK
nikapcbknMm 3acobamu Ta iHLWi BUAW B3AEMOLIN» ).

Y pasi BUHWKHEHHST KpOBOTEYi abo BMpa3Ky LUMYHKOBO-KULLKOBOrO TPaKTy Y MaUEHTIB, SKi NpuiMaloTb NTOPHOKCMKaM, NiKyBaHHS HeoOXigHO
NPUNUHAT.

HIM33 cnig 3 obepexHicTio npuimMaTh NauieHTaM 3i WNyHKOBO-KULLKOBUMW 3aXBOPIOBAHHSMU B aHaMHe3i (BUpa3KoBUiA KoNiT, xBopoba KpoHa),
OCKiNbKM X CTaH MOXe NOripLnTUCS.

[MauieHTn NiTHLOrO BIKY.

Y naujieHTiB NiTHLOro BiKy 36iNbLUyETbCSA YacToTa BUHUKHEHHST MOBIYHUX peakuiit nig vac 3actocyBaHHs HIM33, 30kpema LunyHKOBO-KULLKOBOT
KpoBOTeui Ta nepdopadil, Lo MoXe NPU3BECTUN A0 NIeTanbHUX HAcnigKiB (AMB. po3ain «poTunokasaHHs»).

Cepueso-cyduHHull ma yepebposacKynsipHUli 8rnnus.

HeobxigHo crnocTepiraTv 3a nauieHTaMmun 3 apTepianbHOK rinepTeHsieto Ta/abo 3acTinHOK CepLeBO He4OCTaTHICTIO Bif, NEerkoro 4o NomipHoOro
CTYyNeHs TSXKKOCTi B aHaMHe3i, ockinbkun Tepania HMN33 Moxe cynpoBoaXyBaTUCS TakKMMU SIBULLLAMM SIK 3aTPUMKa PiAMHN | HAOPSKN.

€ KniHiYHI gocniopKeHHs Ta enigemionorivHi AaHi, ki 4aTb 3MOry NpMnycTUTK, WO 3acTocyBaHHA aesknx HM33, ocobnmeo gosroTpmeana tepanisi
Ta BUKOPUCTaHHSA BEMNMKUX 03, MOXe OyTN NOB'A3aHO 3 MiABULLEHHAM PU3UKY apTepianbHUX TPOMOOTUYHNX ABULL (TaKUMU 5K, iHDapPKTY Miokapaa
Yn iHcynbTy). HegoctaTHbO AaHUX ANS TOro, oG BUKIOYUTY Takuid pU3UK MPU NPUIAOMi TOPHOKCUKaMY.

MauieHTam i3 HEKOHTPONbOBAHOK apTepianbHOK FiMepTEeH3iEl0, XPOHIYHOI CepLeBO0 HEAOCTATHICTIO, iLeMiYHO XBOPOOOK cepus,
3aXBOPIOBaHHSIMU NepudepUYHMX apTepii Ta/abo LepebpoBackynsipHUMUN MOPYLLEHHSIMU JTIOPHOKCUKaM Crlifi NpU3HaYvaTy TinbKy Nicnsa peTenbHoT
OUiHKM Noka3aHb. OLiHKa TakoX NOTPiOHa nepea NpM3HavYeHHAM TPUBAroro fikyBaHHsS nauieHTam i3 hakTopamu pusnKy BUHUKHEHHS CepLeBo-
CYAVHHUX 3aXBOPIOBaHb (Hanpuknaga, rinepTexsis, rinepninigemis, LykpoBui giabeT, naniHHs).

Larfix® Tablets/UA/F

£ BHIWADI PACKING MATERIAL SPECIFICATION

PRODUCT NAME: __ INSERT- LARFIX TABLETS 8 MG -UKRAINE COUNTRY: UKRAINE

SUPERSEDED A/W CODE: 30064878000802 (OLD) COLORS:
REASON FOR CHANGE A/W: ___VARIATION B BLACK

NOTE: OLD ARTWORK SHIFT IN OBSOLETE FOLDER.

NOTE :4.TEXT MATTER SHIFTED AS PER FOLDING REQUIREMENT

KUMAR PRINTERS PVT. LTD. | Prepared By : UTKARSH

24, Sec - 5, IMT Manesar, Gurgaon
E-mail : kppl@ kumarprinters.com | Checked By : UTKARSH

Website : www.kumarprinters.com
ot P Proof Send :  22-12-2023

SAGE No: FG-LL-00001389




690 mm

210 mm

CynyTtHe nikyBaHHst HIM33 i renapuHom 36inbluye pu3nK CMMHHOMO3KOBOI/enigypanbHOT reMatoMn npu CIMHHOMO3KOBINM abo enigypanbHii
aHecTesii (amB. po3gin «B3aemogis 3 iHWK1MKY NikapCbKUMM 3acobamu Ta iHLLI BUAN B3AEMOSIN» ).

Po3snadu 3 60Ky WKipu.

[yxe pigko Ha doHi 3acTtocyBaHHsA HIM33 BUHMKaOTL TSXKKI LUKIPHI peakuil, WO BKYaTh ekcdoniaTuBHUA gepmaTtut, cuHapomM CTiBeHca-
[XOHCOHA | TOKCMYHMIA enigepManbHUI HEKPONI3, iHOAI AesKi 3 HUX 3aKiHYyTbCs neTanbHO (amB. po3ain «MobiyHi peakuii»). Prusmk po3sutky
TaKMX peakLiit HanbinbLL BUCOKMIA Ha NovaTKy NikyBaHHS: y GinbLIOCTI BUNaaKiB Taki peakuii BUHMKaOTb Y NepLUMIA MicsiLb NpuiioMy npenapary.
Mpuom nopHOKCUKaMy Cnig NPUMNUHATL MPU NEPLUMX O3HAKax LUKIPHOTO BUCUMY, YPaKEHHS CrU30BMX OOOMOHOK Ta iHWWUX nposiBax
rinep4yTnMBOCTI.

Posnadu 3 60Ky opaaHie OuxaHHsI.

3acTtocoByBaTy 3 06EPEXHICTIO XBOPMM Ha BpoHXianbHy acTMy abo 3 JaHUM 3aXBOPIOBaHHAM B aHaMHe3i, OCKiNbkK NnoBigoMnsnocs, wo HrM33
MOXYTb NPOBOKyBaTW GPOHXOCNAa3M y TakMX NaLieHTIB.

CucmeMmHul 8o84aK ma 3MiluaHe 3aX80PH08aHHS COyYHOI MKaHUHU.

3 06epexHiCTI0O 3aCTOCOBYIOTb MaLieHTaMm, XBOPUM Ha CUCTEMHMI YEPBOHMWI BOBYaK Ta 3MillaHe 3aXBOPIOBAHHS CMOMYYHO! TKaHWHW, MOXe
36inbLUyBaTUCH PU3UK PO3BUTKY aCENTUYHOTO MEHIHTITY.

HegbpomokcuyHicme.

CynyTHe nikyBaHHst HMN33 i Takponimycy Moxe niasuLLyBaTi pUsnk HePOTOKCUYHOCTI BHACTIAOK NOCNabneHHs CUHTe3Y NPOCTaLMKIiHY B HUPKaX.
Mpw Takin kKomBiHOBaHI Tepanii HeOOXiAHO peTernbHO KOHTPONBATH hYHKLIHO HUPOK (AUB. po3ain «B3aemopis 3 iHWUMK nikapcbkuMu 3acobamm
Ta iHLLi BUAW B3aEMOZIN»).

JlabopamopHi 8iOXuUneHHs.

Ak i iHwi HM33, nopHoKCMKam MoXe CPUYMHATU eni3oAnyHe MiABULLEHHS TpaHcaMmiHas, 6inipybiHy B cMpoBaTLi KpPOBi, @ TakoX 30iMbLUEHHS
KOHUEHTpaLii B KPOBi CEYOBUHWN i KpeaTuHiHy, Ta iHLWI BigXMneHHA NnabopaTopHMX MOKa3HWKIB Bif HOPMU. AKLIO BiAXWNeHHs nabopaTopHmx
NOKAa3HWKIB CyTTEBI Ta TPMBAOTb AOBIMI Yac, NikyBaHHSA NOTPIOHO NPUMNUHUTY Ta NPOBECTU HEOOXiAHE [OCNIAXKEHHS.

depmurnbHicme.

JlopHOKcHKaM, SK i iHLWi npenapaTw, Wo NPUrHivyTb LMKNOOKCUreHasy/CMHTe3 npocTarnaHanHie, Moxe nocnabnioBaTt (oepTunbHICTb, TOMY A0ro
He pekoMeHY€ETbCS 3aCTOCOBYBATU XiHKaM, siki HaMaratoTbes 3aBariTHITU. XKiHkaMm, siki MaroTb TPYAHOLL 3 HACTaHHSAM BariTHOCTIi abo npoxoasTb
0o6CTexeHHs 3 NpuunHn 6e3nnigas, HeobXiaHO BIAMIHUTY NPUIAOM NOPHOKCUKaMy (AMB. po3Ain «3acTocyBaHHS y nepioa BariTHOCTi abo rogyBaHHs
rpyaaio»).

BimpsHa sicnia.

Mpw HasiBHOCTI BITPSIHOT BiCNW Y BUHATKOBUX BUNAAKax MOXYTb PO3BUHYTUCS TSHKKI iHpEKUIVHI ypaXKeHHs LWKipn Ta M'akux TkaHuH. [1o uboro vacy
He MoXxHa BuknounTM BB HIM33 Ha noripweHHs nepebiry Takux iHEKUiHMX 3axBOpoBaHb. PeKOMeHAYeTbCA YHUKATU 3aCTOCYBaHHS
JIOPHOKCUKaMY NpuW HAsIBHIW BiTPSIHIN BiCni.

LJornomixkHi peyosuHuU.

lMpenapaT MiCTUTL NakTo3y. AKWO Yy nauieHTa BCTAHOBIEHa HEMEePEeHOCUMICTb AesKMX LKPIiB, Cif NPOKOHCYNLTYBATUCA 3 NiKapeMm, nepLu Hix
npunmaTy Liew nikapcbkuii 3aciob.

Llev nikapcbkuii 3aci6 MicTUTb MeHLLe 1 MMonb (23 Mr)/A03y HaTpito, TOGTO NPaKTUYHO BiflbHWI Bi HATPItO.

BacmocysaHHs y nepiod eazimHocmi abo 200ysaHHs1 2pyd0i0.

BazimHicme.

JIopHOKCVKaM NpOTUNOKa3aHWi y TPETbOMY TPUMECTPI BariTHOCTI (AMB. po3ain «lMpoTunokasaHHs»). KniHiYHMX JaHuX LWOoAo 3acTOCyBaHHs
JIOHOKCMKaMy Yy NepLUOMY-ApyroMy TPUMECTpax BariTHOCTI Ta Nif, Yac nornoris HeMae, TOMy Npenapart He PeKOMEHAYETbCS 3aCTOCOBYBaTU Yy Lien
nepiog.

Hemae pocTaTHiX OaHMX LWOAO 3aCTOCYBaHHSI JIOPHOKCUKaMy BariTHUM >XiHkaM. [OCMnigXeHHsi Ha TBapuHax nokasanu penpoayKTUBHY
TOKCUYHICTb.

[MpUrHiYeHHs cMHTEe3y NpocTarnaHAaMHIB MOXe HEraTMBHO NO3HAYMTUCA Ha BariTHOCTI Ta/abo po3BMTKy emMbpioHa/nnoga. [aHi enigemionoriyHnx
OocnigXeHb cigyaTtb Npo NiABULLEHHS PU3MKY HEBMHOLLYBAHHS BariTHOCTI, @ TAKOX PO3BUTKY Baj cepus Npv 3aCTOCYyBaHHI iHMBITOpIB CUHTE3y
npocTarnaHavHIB Ha paHHiX TepMiHax BariTHOCTi. Pusuk 3poctae npu 36inbLUeHHi 4031 Ta TpMBanocTi Tepanii. Y TBapyH 3acTOCyBaHHs iHribiTopis
CVIHTE3y NpocTarnaHanHiB Npu3BoauTb A0 36iNbLIEHHS Npe- Ta NocTiMNaHTauinHoT 3arnbeni nnoaa Ta eMopio-getanbHoi neTanbHOCTI.
MounHatoum 3 20-ro TUXKHS BariTHOCTi 32aCTOCYBaHHS FTIOPHOKCUKaMYy MOXE CMPUYMHUTI ONirorigpaMHioH BHacnigok AncdyHKLUii HUpok nnoga. Lle
MOXe CTaTucsa HeBOOB3I NiCMs NoyaTky MikyBaHHS i 3a3BU4an € 060POTHUM MiCra NOro NPUNUHEHHS. Kpim TOro, € NoBi4OMMEHHS NPO 3BY>KEHHS
apTepianbHOI MPOTOKM NiCrA MiKyBaHHA Y ApYroMy TPUMECTPI BariTHOCTI, BinbLUICTb 3 SKMX MUHYNN NICAS NPUMMHEHHS NiKyBaHHSA. TOMy NpoTAroM
nepLIoro Ta Apyroro TPMMECTPY BariTHOCTI BariTHOCTI JTOPHOKCMKaM He cnif npu3HadaTti, OKpiM BUMafKiB KpalHbOl HeobXigHoCTi. AKwo
JIOPHOKCUKaM 3aCTOCOBYETBCS XIHKOH0, ika HamaraeTbCsl 3aBariTHiTK, a0 NPOTAroM NEPLLOrO i ApYroro TPUMeCTpPY BariTHOCTI, 403a NOBUHHA OyTn
NMOBMHHA OyTM SIKOMOra HWXXYOK, a TPMBAnICTb NiKyBaHHA — SIKOMOra KOpPOTLUOK. [JONOnoroBmini MOHITOPWHI OMNIrorigpaMHiOHy Ta 3BY>KEHHS
apTepianbHOT MPOTOKU CMi PO3MMAHYTU MiCNA BNAMBY JNTOPHOKCUKaMy MPOTArOM AeKinbKoX AHIB, novnHatoun 3 20-ro rectauiiHoro TUXKHS.
3acTocyBaHHS nikapcbkoro 3acoby Jlapdikc cnig npunUHNTY, SKLLO BUSIBIIEHO oflirorigpamHioH abo 3By>XKeHHs apTepianbHOT MPOTOKMU.

IMig yac TpeTboro TPMMECTPY BariTHOCTI MPY 3aCTOCYBaHHI Oyab-AKMX iHMBITOPiB CMHTE3Y NpOoCTarnaHAMHIB MOXIMBI Taki BMVMBW Ha Nnig:

- CepLieBO-NereHeBa TOKCUYHICTb (NepeavacHe 3BY)XEHHS/3aKkpUTTsi apTepiarnibHOT NPOTOKM i ereHeBa rinepTeH3is);

- HUpKOBa ANCMYHKLiNA (OnB. BULLE).

BariTHa Ta nnig HanpuKiHLi BariTHOCTI MOXYTb NiAAaBaTUCS TakM BNAMBaM BHACHIAOK 3aCTOCYBaHHS iHMOITOPIB CMHTE3Y NpocTarnaHAvHIB:

- MOXIMBE 36iNbLUEeHHS TPUBaNOCTi KPOBOTEM;

- PUrHIYEeHHS CKOPOYYBarbHOT PYHKLIT MaTKK, LLIO MOXe NPU3BECTUN A0 3aTPUMKM abo 36inbLUEHHS TPUBANoCTi NOMoriB.

TakuM YMHOM, 3aCTOCYBaHHS TIOPHOKCMKaMy NpoTUNoKasaHe y TpeTboMY TPMMECTPI BariTHOCTI (AUB. po3ain «MpoTunokasaHHs»).

lMepiod 200ysaHHs1 2pyd0i0.

Hemae aaHux Woao ekckpewii NOPHOKCMKaMy Y rpyaHe MOFOKO >KiHOK. BiBHOCHO BMCOKI KOHLIEHTpaLLii MOPHOKCUKaMYy eKCKPETYIOTLCS Y MOSTOKO
roAyro4nx LWypis. JTopHOKCKKaM He chif 3acTOCOBYBaTW Y Nepiof rogyBaHHSA rpyaAato.

®epmurnbHicme.

3acTocyBaHHS NTOPHOKCKKaMY, siK | Byab-AKOoro npenapary, LWo iHribye UMKNooKcureHady/CuHTe3 npocTarnaHamnHiB, MoXe NoripwnTi epTUnbHiCTb
i He peKOMEHAYETLCS XiHKaM, SKi HamaratoTbCs 3aBariTHITK. [Ins XiHOK, SiKi MaroTb TPYAHOLLI i3 3a4aTTaAM abo ski AocniaXyTbes Wwoao 6esnnigas,
cnif, po3rnsAHYTM MOXIUBICTb BiAMIHN TIOPHOKCUKaMY.

30amnicme ennueamu Ha weudkicmb peakuii npu KepysaHHi asmompaHcrnopmom abo iHWUMU MexaHiamamu.
Y pasi BUHUKHEHHS1 3anaMopoYeHHs1 Ta/abo COHNMBOCTI BHACNiAOK NPUIAOMY NMOPHOKCUKaMY He Chif KepyBaTu aBTOTpaHCnopToM abo npautoBaTti 3
iHLIMMW MexaHi3amamu.

Cnoci6 3acmocyeaHHsi ma 0o3u.

[ns BCix nauieHTiB BIiANOBIAHUIA PEXUM O03yBaHHSA Mae I'pyHTYBATUCS Ha iHOUBIAyanbHil Bigno.igi Ha nikyBaHHsA. HebaxaHi edpekTn MOXyTb
OyTu 3BedeHi 4O MiHIMyMYy Mpu 3aCTOCYBaHHI HaMMeHLLOT eheKTUBHOT 403M Npenapary NpoTAroM HanKOPOTLLOrO MPOMIDKKY Yacy, SKUi
HeobXigHWI ANa KOHTpon cuMmnToMmiB (auB. po3ain « OcobnmBOCTi 3aCTOCYBaHHAY ).

Binb

[osa 8—16 mMr nopHokcrkamy Ha o6y, po3nogineHa Ha 2—3 npuiomu. MakcumarnbHa pekoMeHgoBaHa fo60Ba [o3a CTaHOBUTL 16 Mr.
OcTeoapTpuT i peBMaToigHWN apTpuT

PekomeHayeTbcst novaTkoBa fo6oBa fo3a 12 Mr nopHOKCKKaMy, po3noaineHa Ha 2—3 npuiomu.

MiaTpymytoda Ao3a He NOBUHHA NepeBuLLyBaTK 16 Mr Ha 4o0y.

Jlikapcbkunia 3aci6 Jlapgike, TabneTku, BKpUTI NNiBKOBOK 0O0NOHKO, HEOOXIAHO NpUMaTK, 3annBaroymn OCTaTHLO KiNbKICTIO BOAMW.

MauieHTn NiTHLOro BiKy (MOHaA 65 pokis) 6e3 NnopyLleHHs PyHKLUT neYiHkn abo HUPOK He NOTPebyoTb KOPUryBaHHS 403K, ane crig 3 06epexHicTio
3aCTOCOBYBAaTW TOPHOKCKKAM, OCKiNbKM MOBIYHI peakLii 3 60Ky LLNYHKOBO-KULLKOBOIO TPaKTY ripLUe NEPEeHOCATLCS Lt KaTeropieto nauieHTiB.
Hupkosa HedocmamHicme. MNauieHTam 3 nerkuMm Ta NOMipHUM CTyNeHeM HUPKOBOT HEAOCTATHOCTI MakcMMaribHa pekomeHaoBaHa AoboBa fo3a
cTaHoBuTb 12 Mmr, po3nogineHa Ha 2—3 npunoMu. JIOpHOKCUMKaM NPOTUMOKa3aHUA NaLieHTaM i3 TSHKKMM NOPYLUEHHSIM DYHKLT HUPOK (aMB. po3ain
«MpoTunokasaHHs»).

lMeyviHkosa HedocmammHicmp. [lauieHTaM 3 NMOMIPHUM CTyNeHeM MeYiHKOBOI HeQoCTaTHOCTI MakcumanbHa pekoMeHgoBaHa AoboBa Oo3a
cTaHoBUTb 12 Mr, po3nogineHa Ha 2—-3 npuiiomu (aue. po3ain «OcobnuBoCTi 3acTocyBaHHA»). JIOpHOKCUKaM MPOTUMNOKa3aHW nauieHTam i3
BaXK1M NOPYLUEHHSIM poB0TM NeYiHkK (aMB. po3ain «MpoTunokasaHHs»).

HAimu.
JTopHOKCVKaM He peKOMEHAYETbCS 3aCTOCOBYBATK AiTAM BikoM A0 18 pokiB y 3B'A3Ky 3 HEAOCTATHICTIO AaHWX WoA0 ePeKTUBHOCTI Ta 6e3nekn
3aCTOCYyBaHHs npenapary.

lMepedo3yeaHHs.

Ha pgaHuin yac Hemae OaHux Wo[o nepefo3yBaHHs, Lo Aanu 6 3Mory BU3Ha4MTK Moro Hacnigku abo 3anponoHyBaTy cneumndidyHe nikyBaHHS.
OpHak O4iKyeTbCS, O BHACNIAOK Nepefo3yBaHHS NTOPHOKCMKAMY MOXYTb CMOCTepiraTucs Taki CMMATOMU: HydoTa, 6roBaHHs, LepebpanbHi
CYMNTOMM (3aNaMOPOYEHHS, MOPYLUEHHS 30pY). Y TXKUX BUNaAKaxX MOXYTb BUHUKATK aTakcisi, 3 PO3BUTKOM KOMU i CYAOM; YPaXKEHHS NEYiHK i
HWPOK; NOTEHLIHO MOXINMBE NOPYLLUEHHS 3ropTaHHS KPOBI.

Mpn peanbHomy abo MMOBIPHOMY Nepeno3yBaHHI Crig NPUNUHUTL 3aCTOCYBaHHS npenapary. 3aBAsky KOPOTKOMY Mepiody HaniBBUBEOEHHS
JIOPHOKCUKaM LLUBMOKO BUBOAUTLCA 3 opraHiamy. [ianidy He nigaaetbcs. Ha gaHui yac cneumdiyHoro aHTMaoTy Hemae. HeobxigHo npoBecTu
3BUYaNHI HeBigKNagHi 3axoau. 3 ornagy Ha 3aranbHi TPUHLMNK, TiINIbKX 3aCTOCYBaHHSA akTMBOBAHOIO BYTiNMs 3@ YMOBU 0Oro NPUMOMy ofpasy nicns
nepefo3yBaHHS JTOPHOKCMKAMOM MOXeE MPU3BECTM [0 3MEHLUEHHS BCMOKTYBaHHs npenaparty. [Ans nikyBaHHSA LUMYHKOBO-KULLKOBUX po3nagis
MOXHa, HanpwuKnaz, 3acToCOByBaTW aHanor npocTarnaHanHy abo paHiTuanH.

lMo6i4Hi peakuyir.

Hanvacriwe no6ivni peakuii Ha HM33 6ynu nos'asaHi 3i WNyHKOBO-KMULLIKOBUM TpakToM. Mpu npuitomi HM33 Moy Tb BUHMKATU NENTUYHI BUPa3KMK,
nepdopadisi abo LUMTyHKOBO-KULLKOBA KPOBOTEYA, LLIO iHOAI 3aKiHYYHOTbCS NeTanbHO, 0cobnmBo B ocib niTHROro Biky (avB. po3gin «OcobnueocTi
3acTocyBaHHs»). Hynota, 6noBaHHSA, giapes, MeTeopusM, 3anop, Aucnencis, 6inb y XUBOTi, MeneHa, rematemesnc, BUPasKoBUIN CTOMATWT,
3arocTpeHHs KoniTy Ta xBopobu KpoHa 6ynu 3apeecTpoBaHi npu nikysaHHi HMN33. Pigwe cnoctepiranucs ractpuTu.

BBaxaeTtbcs, wo npnbnuaHo y 20 % nauieHTiB, AKi NikyBanmcs NOPHOKCMKAaMOM, MOXYTb BUHUKATK NobiyvHi sBuwa. HanyacTiwmmm nobivHumm
SBULLLAMWN € HyAoTa, AMCNENCis, po3nag TpasneHHs, Oinb y XuBoTi, OntoBaHHS, giapes. Lli cumntomu 3aranom cnocrepirannca MeHw Hixx y 10 %
navieHTiB, siki 6panu yyacTb y 4OCTIOKEHHI.

Habpsikun, apTepianbHa rinepTeHsis Ta cepLeBa HeocTaTHICTb Bynn 3apeecTpoBaHi npu nikyBaHHi HM33.

KniHivHi gocnigXeHHs Ta enigemionoriyHi 4aHi NnokasyoTb, Wo 3acTocyBaHHsA Aeskmx HM33, ocobnmeo y BUCOKUX 403ax i npy TpMBanomy npuiiomi,
MoXe OyTu MoB'sA3aHe 3 NiABULLEHHSAM PU3MKY apTepianbHUX TPOMOOTUYHUX SBULL, HaNpuKnag, iHapkTy miokapaa abo iHCynbTy (AWB. po3ain
«OcobnunBOCTi 3aCTOCYBaHHS»).

BuHsaTKOBO Nig Yac nepebiry BiTpAHOT BiCNM NOBIAOMMNSNOCS NPO CePMO3Hi iHEKLiMHI yCcKnagHEeHHSs 3 GOKY LLKIpY Ta M'SIKUX TKaHWH.

HebaxaHi ecpeKkTn 3a 4acTOTOK BUHMKHEHHS! KNnacugikyloTe 3a TakuMu KaTeropismu: gyxe yacto (2 1/10); yacto (= 1/100, < 1/10); HevacTo
(= 1/1000, < 1/100); pigko (= 1/10000, < 1/1000); oyxe pigko (< 1/10000), HEBIgOMO (4aCTOTY HE MOXHA OLIHUTM 32 HASIBHUMUW aHUMK).
IHgbekyii ma iHea3ii: piako — papuHriTW.

3 60Ky Kposi ma niMgbamuyHOI cucmemu: Piako — aHeMisi, TPOMOOLMTONEHIS, NENKONEHIs, NOAOBXEHHSA TPMBANOCTi KPOBOTEYi; AyXKe PiaKo —
ekximo3. HM33 3gaTHi cnpuunHUTK cneuundiyHi Ang upboro knacy fnikapcbkux 3acobiB MOTEHUIMHO TSXKI reMaTonorivyHi NopyLUueHHs, Taki sk
HEWTPONEHist, arpaHynoLUmnTo3, annacTuyHa aHeMisl, reMoniTUYHa aHeMist.

3 60Ky imyHHOI cucmemu: pioKo —TinepyyTNMBICTb, BKIOYaum aHadinakToigHi peakuii Ta aHadinakcito.

lMopyweHHs1 06MiHY pe4o8UH: HeYacTo — BTpaTta aneTuTy, 3aMiH1 Macu Tina.

lMcuxiyHi MopyweHHs: He4acTo — iIHCOMHIS, AeNPecist; PidKO — 30eHTEXEHICTb, HEPBOBICTb, 30yAXKEHICTb.

3 60Ky HepsosoI cucmemu: 4acTo — NErknii Ta TPaH3UTOPHMUI FTONOBHUIA Ginb, 3anamMOpPOYEHHST; PIOKO — COHMMBICTb, NApecTesis, NOpyLUEHHS
CMaKkoBWX BigvyTTiB (QUCreBsis), TpEMOP, MirpeHb; AyXe PiAKO — aCenTUYHUIA MEHIHTIT Y NauieHTIB i3 cMCTEMHUM YepBOHMM BoB4akoM (CHB) Ta
3MiLLaHNM 3aXBOPIOBaHHSAM CMOMYYHOT TKaHWUHWM (aMB. po3ain « OcobnmMBOCTi 3aCTOCYBaHHSA» ).

3 60Ky opzaHis 30py: HacTO — KOH'FOHKTUBIT; PiAKO — NOPYLLUEHHS 30pY.

3 60Ky opzaHis criyxy ma pieHo8a2u: He4acTo — BEPTUrO, LLIYM Y ByXax.

3 6oky cepuyeso-cyOuHHOI cucmeMu: He4acTo — cepUebuTTs, Taxikapgisl, Habpsiku, cepLeBa HeQOCTaTHICTb, MOYEPBOHIHHA 06NMYYs (AMB. po3ain
«OcobnmnBOCTi 3aCTOCYBaHHS» ); PiAKO — rinepTeH3is, NPUNMBKU, KPOBOBUIINBU, rEMaTOMM.

3 60Ky OuxanbHOI cucmemMu: HEYacTo — PUHITK; PiOKO — ANCTHOE, KaLlerb, OpoHXoCcna3m.

3 60Ky mpasHoI cucmemu: 4acTo — HyAoTa, Binb Y XUBOTI, AUCNencis, Aiapes, 6rBaHHSA; HeYacTo — 3anop, MeETEOPU3M, BigpwxKKa, CyXiCTb Y poTi,
racTpuTu, BUpaska LnyHka, abgomiHanbHUn Ginb y BEPXHiA YacTUHI XXMBOTA, BUpa3ka ABaHaAgUATMNANO! KALWKM, BUPa3KN Crin30BOT OOONMOHKM
POTOBOI NOPOXHUHW; PiAKO — MeneHa, broBaHHA 3 KPOB'lD, CTOMATUT, e3odpariT, ractpoe3odareansHuin pedntoke, ancdarisi, aTo3HUA CTOMATWT,
rnocuT, nepdopadis NenTUYHOT BUPa3KkK, LLYHKOBO-KMLLIKOBA KpOBOTEYa.

3 60Ky neviHKUu ma X08408UBIOHUX WIIAXiG: HEYACTO — MiABULLEHHS PiBHA nediHkoBux depmeHTiB (AT, ACT); oyxe pioko — TOKCUYHa Aist Ha
NeYiHKy, y pe3ynbTaTi Horo MOXnvBUA PO3BUTOK NEYiHKOBOT HEAOCTATHOCTI, renaTuTy, XKOBTSHUL, XonecTaay.

3 60Ky wkipu ma MiOWKIpHUX MKaHUH: HeY4acTo — BUCWM, cBepOiX, NiABULLEHE NOTOBUAINEHHS, epUTEMATO3HUI BUCUM, KPOMUB'AHKA,
aHrioHEBPOTMYHMI HAbpSK, anonewis; piako — AepMaTuTn, eksema, Nyprypa; ay>xe piako — Habpsk i Oynbo3Hi peakuii Taki Sk MynbTUGOPMHA
eputema, cmHapom CTiBeHca-[)KOHCOHa, TOKCUYHWUIA enigepmarnbHUn HEKPOnis3.

3 60Ky 0ropHO-Pyx08020 arapamy ma Ccrios1ly4Hoi mKaHUHU: HEYacTO — apTPanris; Piako — Big4yTTs 600 y KicTKax, M's30Bi cna3mu, Mianris.

3 60Ky HUPOK ma ce4o8UBIOHUX LWIIISIXi8: PIAKO — HIKTYpPis, MOPYLUEHHS CEHOBUAINEHHS, MiABULLEHHS PIBHS @30Ty CEYOBUHM | KpeaTuHiHY B KPOBI;
OyXe PiAKO — NOPHOKCUKAM MOXE CIPUYMHUTY FOCTPY HUPKOBY HEAOCTaTHICTb Y MaLi€HTIB i3 3aXBOPIOBAHHAMM HUPOK, LLO 3anexaTb BiJ HUPKOBUX
npocTarnaHAvHiB Ta BigirpatoTb BaxmnvBy ponb Yy MNiATPUMLUI HMPKOBOFO KPOBOTOKY (AuB. po3gin «OcobnvBOCTi 3acTOCyBaHHA).
HedpoToKCHYHICTb Y pi3HUX hopMaXx, BKIHOYHO 3 HedbpuTamm Ta HeOPOTUHHUM CUHOPOMOM, € edpeKToM, cneumdivHnm ans HMN33.

BaearibHi po3nadu: He4acTo — He3ay>KaHHSs, Habpsk 06NMYYSA; PiAKO — acTeHiIs.

[loBigoMneHHsA Npo Nigo3ptoBaHi NobivHi peakLii.

MoBinomMneHHs Npo nobiyHi peakuii nicns peecTpauii nikapcbkoro 3acoby Mae BaxknvBe 3Ha4yeHHs. Lle gae 3mory npoBoaMTM MOHITOPUHE
CniBBiAHOLLEHHS KOPUCTB/PU3MK NPY 3aCTOCYBaHHI LIbOro fikapcbkoro 3acoby. MeanyHum Ta hapmMaueBTUHHMM NpaLiBHUKaM, a TaKoX NaLlieHTam
abo iXHIM 3aKOHHVMM npeacTaBHMKaM Cchig NoBIOOMMATW NPO yCi BUNAZKWM Migo3proBaHMX MOGIYHMX peakuin Ta BigCyTHOCTI e(eKTMBHOCTI
nikapcbkoro 3acoby Yepe3 ABTomMaTn3oBaHy iHpopmaLiliHy cuctemy 3 hapmakoHarnagy 3a nocunaHHsm: https://aisf.dec.gov.ua.

TepmiH npudamHocmi. 3 poku.

YMoBM 36epiraHHs.

36epiraTv npu TemnepaTtypi He BuLe 25 °C.
36epiraTv y HeAOCTYNHOMY AN AiTeN MicLi.

YnakoBka.
Mo 10 TabneTtoky Gniictepi. Mo 3 abo 10 GnicTepiB y KAPTOHHIN yNaKoBLi.

KaTteropis Bianycky.

3apeuenTtom.
Bupo6HuUK. g
Kycym Xentxkep BT Jitg/ §
Kusum Healthcare Pvt Ltd. S
(<o)
~
Micue3sHaxomxeHHs1 BUpoOHMKa Ta agpeca Micus NpoBaaXeHHs1 Moro AifAnbHOCTI. g
CTI1-289 (A), PIIKO IngacTpian apea, YonaHki, bxisaai, dict. Ansap (PagxactaH), IHgis/ §
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.
[ata octaHHbOro nepernsagy. 11.12.2023.
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