IHCTpYKUig ana MmeanyHoro 3actocyBaHH4: IHOOPMALIA OJTA NALUIEHTA

IHOBOKC YJIbTPA (INOVOX ULTRA) 3 m’atHum cmakom,

8,75 Mr, NnbOASHUKN

Flurbiprofen

YBaXXHO NpoynTanTe Lo iHCTPYKLIil, NepLl HiXk npMumMmaTK 3acib, ocKinbku BOHa MiCTUTb

BaXnMBY Ans Bac iHdopmadito.

3aBXxan BUKOPUCTOBYMNTE LieN 3acib TOYHO Yy BiAMOBIAHOCTI 3 iHCTPYKUiED 3 ynakoBku, abo

BiAMOBIAHO A0 BKa3iBOK Nikapsi, dapmauesTa abo MeanyHoi CecTpu.

- 36epexiTb Lo IHCTPYKLUIto, W00 y pasi noTpebn matv MOXNMUBICTb NpoynTaTy ii Wwe pas..

- Akwo Bam noTpibHa nopaga abo gogaTkoBa iHHopMaLisi, 3BEPHITLCS 40 CBOro papmaleBTa.

- Axkwo y Bac BuHMKkNM Gyab-aki noGivHi edekTn, BKNoYaoum b6yab-aki nobivyHi edekTn, He
3a3HaudeHi B Ui iHCTPYKLII, 3BEPHITLCA 40 Nikaps, papmaueBTa abo megcectpu. [UB. NyHKT
4

- Akwo Yyepes 3 gHi He HacTae NokpalleHHs1 abo NauieHT BigyyBae NoripLUEHHs, 3BEPHITLCA 40

nikapsi.
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1. dapmakonoriyHi BNMacTMBOCTI Ta MNOKasaHHA ANA 3acTOCyBaHHA npenaparty

IHOBOKC YnbTpa

IHOBOKC VYnbTpa 3 MATHMM CMakoM MICTUTb Aditlody pedvoBuHy hnypbinpodeH.
®nypbinpodeH HanexuTb A0 rpynu NikiB, SKi HA3MBaOTbCS HECTEPOIAHNUMU NPOTMU3aNanbHUMK
3acobamu (HIM3MM). Len 3acib aie, amiHo04YM peakuito opraHiamy Ha 6inb, HabpsK i BUCOKY

Temneparypy.

IHOBOKC YnbTpa 3 M’ATHAM CMakoM BUKOPUCTOBYETLCS OS99 KOPOTKOYACHOMO MOMereHHs
CYMMTOMIB 3ananeHoro ropna, Takux sik 6inb, HabpsK i yTPyAHEHHA KOBTAHHS Y AOPOCIUX i

JiTen ctapLumx 3a 12 pokis.



Akwo yepes 3 AHI He HacTae MokpalleHHs, abo BM BigyyBaeTe MOripLUEHHs, 3BEPHITbCS A0

nikapsi.
2. Baxnuea iHcbopmauis nepeg npunomom IHOBOKC YnbTpa 3 M'ATHMUM CMaKoM

He npunmante IHOBOKC YnbTpa 3 M’ATHUM CMaKOM:

- AKWO y Bac aneprid Ha dnypbinpodeH abo Oyab-sKi iHLWI iHFpedieHTn UbOro npenaparty
(nepeniyeHi B NyHKTi 6);

- SIKWWO Yy BaC BWHMKAE acTma, Xpunu abo 3aguwika, Habpsik obnuuus abo ceepOixk LKipn
(KponuB’siHka) nicnst NpuMrAOMYy  aueTuncaniuunoBoil kucrnotm abo OyAb-AKoro  iHWOoro
nikapcbKoro 3acoby 3 rpynu HeCTepoigHMX npoTm3ananbHux 3acobis (HM3MM);

SIKLWO y Bac € abo Oynu BMpasku B LWITYHKY ab0o KMLWEYHUKY (aBa abo Ginblue BUNaakiB BUpasku
LWNyHKka abo ABaHaAUATUNANOI KULLIKW);

- SKWoOo y Bac Oyna LNyHKOBO-KMLLKOBa KpoBoTeya abo nepdpopauis, Baxkun konit abo
NnopyLUEeHHS KpOoBi nicns npunomy iHworo HI3[MMT;

- SKLLO BU nepebyBaeTe y TpeTbOMY TPMMECTpI BariTHOCTI,

- AKWO Yy BaC BUABIIEHA TAXKa nediHkoBa abo HUPKOBa HeOoCTaTHICTb, 5 MM

MNonepenxeHHA Ta 3axoau 6e3neku

Mepen 3actocyBaHHaM IHOBOKC YnbTpa cnig NpoKoHCYnbTyBaTUCA 3i CBOIM fikapem abo

apmMaLeBTOM:

- KW Y Bac konn-Hebyab 6yna actma abo anepris,

- SIKWO Y BaC TOH3UMIT (Habpsk murganuH) abo SKwo By Nigo3proeTe GakTepianbHy iHeKLito
(ocKinbku B TaKOMy BUNAAKy BaM MOXe 3Hagobutmucs npunom aHTubioTmka)

- SKLLO Y Bac € CepueBO-CyANHHI 3aXBOPIOBAHHS, 3aXBOPHOBAHHSA NeYiHKN abo HMPOK,

- AKWoO y Bac ByB iHCYNbT

- SKLLO BU CTpaXXOaeTe Ha 3axXBOPHOBAHHSA KMLLEYHUKa (BUpa3koBui KoniT, xeopoba KpoHa),

- AKLLO Y BaC BUCOKWNIA KPOB'AHUIW TUCK

- AKWO BM CTpaXdaeTe Ha XPOHIYHE ayTOiIMyHHE 3axXBOPIOBaAHHA (BKIHOYAKYM CUCTEMHUM
YepBOHMIN BOBYAK abo 3MillaHe 3aXBOPHOBaHHS CNOMYYHOI TKAHWUHN),

- AKWO BW MiTHBOrO BIiKY, OCKINTbKM BUHUKHEHHS MNOOIYHMX edekTiB, nepenivyeHnx B Uuin
IHCTPYKUi, € BinbLL iIMOBIPHUM,

- AKWo BU nepebyBaeTe Ha nepwmnx 6 micAuiB BariTHOCTi abo rogyeTte rpyaato.

Mpu BukopucrtaHHi IHOBOKC YnbTpa 3 M'ATHUM CMaKoMm
- MMpn nosiBi neplmx O3HaAK LWKIPHOI peakuii (BUCUNAHHSA, NyLWeHHs) abo iHWWX O3Hak
anepriyHoi peakuii NPUNUHITE BUKOPUCTAHHA LbOro npenaparty Ta HeravHo 3BEepHITbCS A0

nikapsi.



- lMosigomTe nikaps npo OyAb-aki He3BMYanHi abgomiHanbHi cumnTommn (ocobnveo MNpPoO
KpoBoTeuy).

AKWOo camMonoyyTTa He MOKpalwyeTbCs, MOriplwyeTbcs abo 3'aBNAOTbCSA HOBI CUMMNTOMM,
HeobXigHO 3BEPHYTUCS OO fikaps.

- 3acTtocyBaHHA npenapartiB, WO MIicTATb dnypbinpodeH, moxe 6yTn noB’d3aHe 3 OeLlo
NigBMLEHNM PU3NKOM cepLeBoro Hanagy (iHpapkTty) abo iHcynbTy. PM3uk 30inbLuyeTbCs npu
3acTocyBaHHi BUCOKMX 003 i Npu TpuBaromy 3acTocyBaHHi npenapaty. He nepesuwymnte

peKoMeHOOBaHy 403y NpenapaTty Ta TpmBanicTb NikyBaHHs (3 gHi).

ity Ta nigniTkn

Llen 3aci6 He npn3HayeHUn onsa 3aCTOCyBaHHA AiTsSIM Bikom 40 12 pokiB.

IHOBOKC YnbTpa 3 M'ATHUM CMaKoOM Ta B3aEMOAIA 3 iHWKUMUN NikamMun

Byab nacka, nosigomTte cBoro nikaps abo papmaueBTa, KO BU NpuinmaeTe abo HeloaaBHO

npuiManu 0yab-AaKi iHLWi Nikn, BKNoYao4m Ti, Wo BianyckatoTbea 6e3 peuenta. Ocobnumeo cnig,

NoBigOMNTN NPO MNPUNOM:

- HA3bKMX A03 aueTuncaniunnoBoi kKucnotn (4o 75 mr Ha aody),

- npenapartiB AN nikyBaHHA BMCOKOrO apTepianbHOro TMcky abo cepueBOi HeLoCTaTHOCTI
(aHTUrinepTeH3nBHI NpenapaTu, cepuesi rnikosnam),

- Npenaparis, L0 BNMBaOTbL Ha BOAHWUA BanaHc (aiypeTuku, y ToMy Yucri kaninsdepiratodi
npenapartu),

- NpenapariB, WO pO3pPiaXyHTb KPOB (AHTUKOArynsaHTW, aHTUarperaHTu),

- NpenapariB Big nogarpu (npobeHeuuna, cynb@iHnipa3oH),

- iHwmx HIM3M abo kopTukocTepoigis (Hanpuknag, uenekokcmd, ibynpodeH, anknodeHak
HaTpito abo npeaHi30NoH)

- MidpenpoCTOH (Mpenapar, Lo BUKOPUCTOBYETLCS A5 NEPEepPUBaHHS BariTHOCTI),

- XiHONTOHOBI @aHTMBIOTMKM (Hanpuknag, uMnNpodIoKCauuH),

- uMkrnocnopuH abo TakponiMmyc (nikv, O BUKOPUCTOBYHOTBCA OS1A MPUTHIYEHHS iMyHHO!
cucTemn),

- (beHiTOIH (Nikapcbkuin 3acib onsa nikyBaHHs eninencii),

- MeToTpekcaT (nikapcbkuin 3acib, O BUMKOPUCTOBYETBHCHA AONA MNiKyBaHHA ayTOIMYHHUX
3axBopoBaHb abo paky),

- niTin abo cenekTuBHI iHrBITOPN 3BOPOTHOrO 3aXOMSIEHHA CEPOTOHIHY (MKW, Lo
BMKOPUCTOBYIOTLCS AN NiKyBaHHA Aenpecil),

- nepoparnbHi npoTuaiabeTnyHi npenapaty (3aCTOCOBYOTBLCA ANSA NiKyBaHHS LIYKPOBOro
niabety),

- 3MOOBYAVH (3aCTOCOBYETLCA A4 nikyBaHHA BIfl-iHdekuii).

3acTtocyBaHHA IHOBOKC YnbTpa 3 M’ATHMM CMaKOM 3 bKeko, HanosiMu Ta ankoronem



Mig yac nikyBaHHA IHOBOKC YrnibTpa 3 M'ATHUM CMakoM Chifi YHUKaTU BXUBAHHSA arkorosto,

OCKINbKM Lie MOXE NiABULLMTI PU3MK LLUYHKOBOT ab0 KULLIKOBOI KpOBOTEU.

BariTHicTb i nepiog rogyBaHHA rpyaaro
Axkwo Bu BariTHI abo rogyete rpyaato, NigosproeTe, Wo Moxete 6yTu BariTHi abo nnaHyete
BariTHITW, 3BEPHITLCS 3a Nopagolo Ao nikaps abo dapmaueBTa, nepll Hik npuriMmat uen

npenapar.

®dnypbinpodeH HanexuTb A0 rpynyM npenapartiB, SKi MOXYTb BMAMBATM Ha XIHOYY
depTunbHiCTb. Llen edekT 3HMKae nicns npunuHEHHA npuromy npenapaty. Lli neogaHukm
HaBps4 YW BNVHYTL Ha Bally 34aTHICTb 3aBariTHITK, SKLWO NpMAMaTK IX Yac Big Yacy, ogHak
NPOKOHCYNbTYNTECA 3 MiKapeM, Nepll HixXX npurMmaTn Len npenapar, AKWO y BaC BUHWUKIIU

npobnemu i3 BariTHICTIO.

He npunmante uen npenapaT, sKWo BU nepebyBaete B OCTaHHbOMY TPUMECTPi BariTHOCTI.
Akwo BM nepebyBaeTe Ha nepwux 6 mMmicaAuax BariTHOCTi abo rogyete rpyaato,

NPOKOHCYNbTYNTECA 3 NikapeM, NepLl HiXX npuAMaT uen npenapar.

KepyBaHHA TpaHCnOpTHMMM 3acob6amm Ta eKcnyaTauifa MexaHi3amiB

Hemae 3ginicHioBanuca [OCNIMAXKEHHSA LWOAO BMAAMBY npenapaty Ha 30aTHICTb kepyBaTtu
asBTomobinemM Ta npautBaTtu 3 iHWKUMK MexaHiamamun. OgHak nicna npunomy HIM3IM MoxyTb
BUHWKHYTW 3anamMopoydeHHs abo MopyLUeHHs 30py. AKWO Yy Bac BMHUKAM Ui CUMMATOMW, He

KepynTe aBToOMObGINemM Ta He ekcnryaTynTe iHWi MexaHi3mu.

IHOBOKC YnbTpa 3 M’ATHUM CMaKoOM MIiCTUTb caxapo3y Ta FfHKo3y
1 nboasaHuk mictutb 1,344 r caxaposu Ta 1,122 r rnoko3n. Lle cnig BpaxoByBaTn XBOPUM Ha
uykpoBumn giabet. Akwio y Bac 6Gyna AiarHOCTOBaHa HENepeHOCUMICTb AesKux LYKpIB,

NPOKOHCYNbTYUTECA 3 NikapeM rnepe npunomMom npenapary.
3.  Cnocib 3actocyBaHHA 3acoby IHOBOKC YnbTpa 3 M’'ATHUM CMaKoMm

3aexaun npunmante IHOBOKC YnbTpa 3 M'ATHUM CMaKOM TOYHO, SIK OMMCAHO B Ll iHCTPYKL,i

abo 3a BkasiBkamu nikapsa abo papmavesTa.
Y BUNaAKy BUHUKHEHHSI CYMHIBIB Crif 3BepHyTUCA A0 nikapst abo dhapmauesTa.

PekomeHaooBaHa gosa

Hopocni Ta gitn Bikom Big 12 pokiB: y BUNagKy HeOOXigHOCTI, N0 1 NbOAAHUKY KOXHUX 3-6
rOAVH.

He npuiimainTe Ginblue, HixX 5 NbOASAHWKIB HA AEHb.

* [MoBiNbHO po3cMOKTYIMTE 1 NBOASIHMK, NOKN BiH HE PO34YMHUTBLCS Y POTI.

» 3aBxau pyxanTte fNbOAsHMK B POTi, MOKN BiH HE PO34YMHUTBLCS.

3acTocyBaHHA y AiTen



Llen 3aci6 He npuaHayeHuin Anga 3acToCyBaHHA AiTAM BiKOM 40 12 pokiB.

Llem npenapat npu3HavyeHMrn nuwe ANA KOPOTKOYACHOro nikyBaHHA. Bu noBuHHI
NPUAMAaTK HaMMEHLLY KiNbKICTb NbOAAHWUKIB MPOTSArOM HaMKOPOTLUOro Yacy, Wwob nonerwmnTn
CUMNTOMM. FAKLWIO BUHWKAE NOAPa3HEHHST POTOBOI MOPOXHUHU, fiKyBaHHS dnypbinpodeHom

cnig NpUnuUHAUTN.

He npunmante IHOBOKC YnbTpa 3 M’ATHUM cMmakom Oinblie 3 AHIB, sKWO fnikap He
NPU3HaYnTb iHaKLLE.
AKWwo camMonodyTTa He MOKpaLLyeTbCs, MOripwyeTbcs abo 3’'ABNAKTLCA HOBI CUMMTOMM,

HeobXiQHO 3BEPHYTMCS 40 Nikapsi.

Nepepo3yBaHHa IHOBOKC YnbTpa 3 M'ATHMM CMaKoOM

Byob nacka, nosigomTe npo Le cBoro nikaps abo dapmaueBTa abo HeramHO 3BEPHITLCA A0
Hanbnmwk4yoi nikapHi. CumnTomMn NepenosyBaHHA MOXYTb BKMOYaTM HygoTy abo 6noBoTy,
6inb y »xmnBoTi abo, piglle, giapeto. By Takox MoxeTe BigvyBaTu A3BiH Y Byxax, ronoBHUA Ginb
abo0 LUNYHKOBO-KULLIKOBI KPOBOTEM.

AKWo y Bac BUHMKIM JOOATKOBI 3anMTaHHS LWOAO 3aCTOCYBaHHS LbOro npenapary, 3BepHiTbCs

A0 nikapsi abo hapmaveBTa.
4. MoxnuBi nobiyHi peakuii

Ak i BCi nikapcbki npenapatu, uen 3acid Moxe BUKNUKaTK NOOIYHI peakuil, xo4ya BOHM

BUHUKAOTb HE Y BCiX.

MpunuHiTL NpMUMaTHN Npenapar Ta HeranHo 3BepPHITbLCA A0 NiKaps, AKLWO Y BaC BUHUKNU

OyAb-sIKi 3 HACTYNMHUX CUMMTOMIB:

- O3HaKM anepriyHnX peakuin, Hanpuknag actMa, He3po3ymini xpunu abo 3aguiuka, ceepbix,
PUWHIT, WKipHi BACMMAHHSA Ta iHLWi

- Habpsk obnuuysa, asvka abo ropna, WO BWUKIMKAE YTPYOHEHHS AMXaHHS, cepuebutTs,
3HWKEHHSI apTepianbHOro TUCKY, WO NPU3BOAMTL A0 LUOKY (MOXE BUHWKHYTW HaBiTb Npwu
nepLomMy 3aCTOCyBaHHi npenapary)

- TSKKi LWKIpHi peakuii, Taki SK NyLeHHs, yTBOPEHHS NyXUpiB.

Akwo y Bac BUHMKNKN Byab-aki NoGivHi edpekTn, BKNovaroum 6yab-ski MOXNUBI NOGiIYHI edpekTn,

He 3a3HaueHi B Uin IHCTPYKLUIT, 3BepHiTbCs A0 nikapsa abo dhapmaLesTa.
Mo6iyHi echekTn, WO MOXYTb BUHUKHYTU:

YacTo (MoxXymb 8UHUKHYmMU y MeHwe, Hix 68 1 3 10 nayieHmig)
- 3anamopoY€EHHs! i FronoBHUA Binb,
- noapasHeHHs ropna,

- BUpasku i 6inb y pori,



- 6inb y ropni,
- auckomdopT abo He3BMYaMHI BiguyyTTs B POTi (Hanpuknag, BigdyTTa Tenmna, NediHHs,

MOKOMIOBAHHS, MOKOSOBAHHS TOLLIO)

HydoTa i giapeq,

- MOKOS0BaHHS Ta cBEPOIXK LUKIpW.

HeuvacTo (MOXymb eUHUKHYmMU y MeHwe, Hix 6 1 3i 100 nauieHmis)

- MINSBICTb,

- COHNMBICTb ab0 TpyAHOLL i3 3aCMHaHHAM,

- 3aroCTPEHHs acTMU, Xpunu, 3aguLlika

- NyXupi B pOTi Ta ropsi, Big4yTTa OHIMIHHA B ropni

- CYXiCTb Yy pOTi

- BIiQYYTTSl NEYiHHS Y POTi, MOPYLIEHHS CMaKy, 34yTTS XMBOTa, Binb y XXMBOTI, rasu, 3akpern,
po3napg TpaBrieHHs, bnoBoTa,

- 3HWXKEHHSA Big4yTTA B ropni,

- NINXoMaHka, binb

- LUKIpHI BUCUNAHHS, CBEPOIX LLKipK.

Piako (MoxXymb suHUKHymu y meHwe, Hix 8 1 3 1 000 nauieHmis)

- aHainakTu4Ha peakuis.

YacToTa BUHUKHEHHS1 HEBigoMa (HEMOXIUBO OUiHUMU 3a HasseHUMU OaHUMU)

- aHeMis, TpoMbBouUMTONEHIS (HU3bKUIA BMICT TPOMOOLMTIB B KPOBI, LLLO MOXE CMPUHMUHUTU CUHL
Ta KpoBoOTEeYi),

- HabpsIK, BUCOKMI KPOB'AHNIN TUCK, CepLieBa HeQOCTaTHICTL abo cepueBui Hanag

BaXKKi hOpMM LLUKIPHUX peakuin, Taki sik OynbO3Hi peakuii, BkMo4varun cuHagpom CriBeHca-
IbxoHcoHa, cuHapoMm Jlaenna Ta TOKCMYHUI enigepManbHUn HEKPONi3

- renatur.

MoBigomneHHsA Npo NobGiyHi peakuii:

Y pasi BUHUKHEHHSA Byab-sKnx nobivHMX edheKTiB, 30KpeMa NobivHMX edpekTiB, L0 HEe 3a3HaYeHi
B UiM IHCTPYKLUii, noBigomMTe Npo HUX nikaps abo dapmauesTta. NMpo nobidHi peakuii MoxHa
nosigomntn 6esnocepeHb0 [enapTamMeHTy MOHITOPUHIY MOBIMHUX HaCcNigKiB MeanyYHUX
npenapartie YnpasBniHHA 3 peecTpauii nikapcbkunx 3acobis, BMpobiB MeanyYHOro NpusHayeHHs,
MeamnyHux GionoriyHnx npoaykTis, An. Eposanimcbki 181C, 02-222 Bapliasa,

Ten: + 48 22 49 21 301,

dakc: + 48 22 49 21 309,

BebcanT: https://smz.ezdrowie.gov.pl

Mpo nobiyvHi peakuii TakoXX MOXXHa MNOBIAOMMUTM BignoBiganbHOMY Cy6’eKTy.



3aBasaky NOBIOOMIEHHIO NPO NOBIYHI peakuii MoxxHa 6yae oTpumaTu Ginblue iHbopMmaLii npo

©e3neKky 3aCTOCyBaHHS LbOro nikapcbKoro 3acooy.

5.  YmoBu 36epiraHHAa npenapaty IHOBOKC YnbTpa 3 M'ATHUM CMaKoMm
36epiranTe 3acib y HegoCTynHOMy 4 AiTen Micui.

He 36epiratu npu Temnepatypi noHag 30°C.

He BukopuctoBynte uen 3acib nicns 3akiHi4eHHs TepMiHy NpuOaTHOCTI, 3a3HAa4YeHoro Ha
ynakosui nicnsa abpesiatypyn «EXP». TepMiH npMaaTHOCTI 03Ha4Yae OCTaHHIM AeHb BKa3aHoro

Micaus.

Jlikapcbki 3acobu He cnig BUKMgaTu y kaHanizauito abo KoHTenHepu anst nodyToBUX BiAXoaiB.
3anutante cBoro papmaueBTa, AKMM YMHOM BUKMHYTW MKW, siki Ginbwe He noTpibHi. Take

NMOBOPKEHHSA AOMNOMOXE 3aXUCTUTU HABKONULLHE CEPELOBULLE.

6. BmicT ynakoBkM Ta iHwa iHcopmauis

Cknap npenapaty IHOBOKC YnbTpa 3 MATHUM CMaKOM:

Hitovoto pedoBuHOtO € hnypbinpodeH. OanH nbogsaHnk MicTUTb 8,75 Mr cdonypbinpodeHy.

[lonomixHi pe4oBMHU: caxapo3a, pigka rnokosa, makporon 300 (E-1521), onis M’aTn nepueBoi

Ta NeBOMEHTON.
Nikapcbka cpopma IHOBOKC YnbTpa 3 MATHUM CMaKOM Ta BMICT yNaKOBKU

IHOBOKC YnbTpa 3 M’ASTHUM CMakoM Mae BUrNag Kpyrnux, teepaux, 6es3bapsHux abo

XOBTYBaTUX NbOAAHUKIB AiameTpom 19 £ 1 Mm.

JTboasHmkn ynakosaHi B 6nictepu 3 nnisku MBX / NBOX / antoMiHin B KAPTOHHY KOPOOKY.

B ynakoBui mictutbcsa 8, 12, 16, 20 abo 24 nboaaHNKM

BignoBiganbHumn cy6’ekT:
US Pharmacia Sp. z 0.0.

Byn. 3embiuka 40, 50 -507 Bpounas.

(3 USP Zdrowie

Bupo6Huk:
LOZY’S PHARMACEUTICALS S.L.
Campus Empresarial s/n,

31795 Lekaroz Navarra, IcnaHis

Ona oTpMMaHHA AaeTtanbHiwoi iHpopmauii cnig 3BepHyTUCA A0:
USP Zdrowie Sp. z 0.0.
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