IHcTpyKIist A1 MeAMYHOT0 3aCTOCYBAHHS JIKAPCHKOI0

3aco0y 10JaHa 10 YNAKOBKH: iHdopManist I NalieHTKA

I'iHokcun YHo, 600 Mr, kancya BariHajJbHa, M’IKa
DenmuKkoHa3ony Himpam

Heo0xinHo peteibHO 03HAHOMHUTHCS 3 IHCTPYKIi€I0, MEPII HisK MPUIIMATH NMpenapar,

OCKIJIbKHM BOHA MiCTHTh BaXKJIHUBY /ISl NANIEHTKH iHpopManilo.

Lleit mpenapaT ci1iJi 3aCTOCOBYBAaTH TaK, SIK OMMCAHO B IHCTPYKIIi AJIS MALiEHTKH, a00 3a

BKa3iBKaMH JIikaps abo (hapmarieBTa.

- 30epexiTh 10 IHCTPYKIIIFO, 00 y pasi moTpedbu mpodnTaTH i me pas.

- Slkmio BaM moTpiOHA Topaga abo mogaTKoBa iHGOpPMAIIis, 3BEPHITHCS 10 dhapMarieBTa.

- Axmo y Bac BHHUKIHM Oynp-siki MoOiUHI e(eKTH, BKIOYa0uM OyAb-siKi MOMIMBI MOOIYHI
edexTy, He 3a3HaUEHI B I[ill IHCTPYKIIii, 3BepHITHCS 110 JiKaps abo (apmaresTa. JAUBIThCS TyHKT
4.

- Slxmo yepe3 7 qHIB BaM He CTa€ Kpaie abo MOTipIIyeEThCsl CaMOTIOYYTTS, 3BEPHITHCS 10 JIKapsl.

3mMicT iHeTpyKuii

Io take mpemapar ['iHOKCHH YHO 1 ISl 9OTO BiH 3aCTOCOBYETHCS
BaxnmBa indopmaris mepes 3acTOCyBaHHIM Tperapary [ iHokcuH YHO
Crioci6 3actocyBanHs npenaparty [ iHOKCHH YHO

MoxnuBi mo6ivHi epeKTH

YMoBwH 30epiranns npemnapary ['iHokcuH YHO

BwMicT ynakoBku Ta iHma ingopmaris

oA~ wWNE

1. IIlo Take npenapat ['iHOkcHH YHO i )1 4OT0 BiH 32CTOCOBYETHCS

['iHOKCHH MICTUTb JIif04y pedoBHHY (DEHTUKOHA30JI, IO € MOXITHUM iMiJa30JTy 3 IMUPOKUM CIIEKTPOM
MPOTUTPUOKOBOT J1ii, Y TOMY YHCIIi IPOTH IPIK/KiB. DEHTHUKOHA30JI TAKOXK € aHTUOAKTEPiATbHUM
NPOTH TPAMITO3UTUBHUX 1 FpaMHETaTUBHUX OaKTepiid.

IToka3zaHHs 40 3aCTOCYBAHHS

Kanmnmos cnmm3oBUx 000IOHOK CTaTEBUX OpraHiB (BYJIHBOBATIHIT, BaTiHIT, BariHAJIbHI BUIITICHHS).
JlikyBaHHS 3MillIaHUX BariHAJbLHUX 1HQEKIIIH.

['HOKCHH NpU3HAYeHHH JIJIsl 3CTOCYBaHHS Y IOPOCIIMX Ta MiUTiTKIB cTapiie 16 pokis. [lamientam
ctapie 60 pokiB miepeT 3aCTOCYBAHHSAM CITijl TPOKOHCYJIbTYBATHCS 3 JIIKApEM.

Barinanbai kancynu ['iHOkcHH YHO npH3HAYeHi JIUILeE JUIS BariHAIbHOTO 3aCTOCYBaHHS.
He cain ix npuiiMmaTi BHYTPilIHBO.

JIOoCTOBIpHO JIIarHOCTYBaTH MiKO3 1 BU3HAYUTH Yy TJIMBICTh MIKPOOPTaHi3My 70 PEHTHKOHA30IY MOXKE
TinbKH Jikap. byap nacka, mpounTaiite iHQopMaliro B po3aii 2 1i€i Opoirypu, B SIKUX CHUTYyaLisX CIiJx
MPOKOHCYJIBTYBATHCS 3 JIIKapeM, MepIl HiXK MPUAMATH Tperapar.

2. Baxiausa indopmanisa nepen 3actocyBaHHAM Npenapary
I'inokcuH YHO

IIporunokasanus 10 3acTocyBaHHs npenapaty 'iHokcuH

YHo:

- SIxmo y mamieHTKU € aneprig Ha Jilody pedyoBHHY a00 OyIb-SIKHU 3 1HIIMX CKJIQJIHUKIB I[LOTO
npemnapary (repeaideHux B po3aiii 6).

- T'iHokcuH YHO MiCTUTB CO€BHI TeUMTHH. SIKII0 y Bac aneprist Ha apaxic abo coro, BaM He
CJIiJl BAKOPHCTOBYBATH IIeH Tperapar.



3acTepe:keHHs Ta 3an00iKHi 3ax0au

Heo0xigHO MpoKOHCYIBTYBaTHCS 3 JTiKapeM abo GapMarieBTOM Iepe] 3acTOCYBaHHAM | IHOKCHUHY YHO,

AKIIO:

- TamieHTKa BariTHa abo romye rpyamio (1uB. «BariTHicTh, TOgyBaHHS TPYIAI0 Ta BIUIMB Ha
(bepTUITBHICTEY)

- OJHOYACHO BUKOPHCTOBYIOTHCS Oap’€pHi KOHTpAIENTHBH 3 JaTeKcy (nuB. «IHmii iku ta ['iHOKCHH
VYuoy). [Ipu npuiiomMi 1poro mpenapaTy peKOMEHAYETHCSI BAKOPHCTOBYBATH allbTEPHATUBHI METOAM
KOHTpAIeIIIii.

- Tali€eHTKa 3aCTOCOBYE CIIEPMILIUN, BariHaJbHI ipuratopy a0o iHIIi BariHadbHI MpenapaTH (IuB.
«Iami aiku ta I'iHOKCHH YHOY)

- BHHHUKAIOTh PEaKIii TinepyyTJIMBOCTI 10 Mpemnapary,

- CHMIITOMH HE TIOKPAIIyIOTHCS MPOTATOM 7 ITHIB 200 MOTipIIyIOTHCS

- MapTHep Takox OyB iH(IKOBaHUIA,

- TIAIIEHTKA IepeHeciia OiIbIne IBOX iH(EKITiH 32 OCTaHHI 6 MiCSIIiB

- maniedTka a0o ii mapTHEp KOJIM-HeOyAb XBOPUIN 3aXBOPIOBAHHSMH, IO MEPEIAOTHCS CTATCBUM
HITSIXOM

- TMAali€eHTKa Mae aJepriio Ha iMiga3071 ado iHIII BariHajdbHI IPOTUTPUOKOBI MpemapaTH,

- mamieHTka ctapire 60 pokis,

-y Mali€eHTKU € OyAb-SKUH 3 HKYEBKA3aHUX CUMIITOMIB:

O HeHOpMaibHa a00 HeperyisipHa KpoBOTEYa

BariHaJbHI BUAUICHHS 3 KPOB'TO,

paHy MIiXBU Ta BYJIbBH, BKIIOYAIOYM BUPA3KH Ta MyXHPI,

O1ITb y HIDKHIM YaCTHHI )KUBOTA, CITUHI a00 O11b MPU CEYOBUITYCKaHHI,

nmo0iuHi epexTH, Taki K TOYepBOHIHHS, CBepOiXk ab0 BHUCHII, TOB'A3aHI 3 JIKyBaHHIM.

O O O O

Slxmo mapTHEp TakoXk iH(pIKOBaHUH, PEKOMEHY€ETHCS OJHOYACHO JIIKYBATH HOTO.

Jitu Ta mipmiTku
I'HOKCHMH YHO HE MpU3HAYCHUH JIsl 3aCTOCYBAHHS JITSM Ta IiJUTITKaM BiKOM 10 16 poKiB.

B3aemopnisa npenaparty I'iHOKCHH YHO 3 IHIIMMH JTiKapCbKUMH 3ac00aMu
I'iHOKCHH YHO MICTHTB >KUPH Ta OJIii, IKi MOXYTh ITOILKOANTH JIATEKCHI 0ap’€pHi KOHTPaLENTHBU
(npe3epBaTHBH, BariHabHI KiTbIs) (TuB. «[lonepemkeHHs Ta 3amo0iKHI 3aX0IH»).

OpHoYacHe 3aCTOCYyBaHHS 31 criepMiliaMu (PEUOBHHH, 1110 3aCTOCOBYIOTHCS BariHaJabHO, 110
IMMOOIITI3YIOTh CTIEPMY Ta BUKOPHCTOBYIOTHCS SIK KOHTpAIIEIIisl OKpeMo a0 pa3oM i3 Aiadparmoro,
HAIPUKIIAI) HE PEKOMEHIYEThCS. by ib-sike MiCIieBe BariHaJIbHE JIIKYBaHHS MOXE iHAKTHUBYBaTH
3aCTOCOBaHI MiCIIEBO CIIEPMILIUIH.

BaritHicTb, rogyBaHHsi TpyAII0 Ta BIUIMB HA (pepTHIIbHICTD

Slkio BY BaritHi ab0 TOAYETE TPYIIIO, TyMA€eTe, [0 MOYKETE 3aBariTHITH a00 MJIAHYETEe MaTH TUTHHY,
3BEPHITHCS /10 JIiKaps, MepLl HiX MpuiMaTy 1el npenapat. ['iHOKkcuH YHO miJ yac BariTHOCTI Ta
TOJYBaHHsI IPYJI0 CJIiJ] 3aCTOCOBYBATH IiJ HATJIAOM JIKaps.

KepyBaHHs TpPAaHCIOPTHUMH 3aC00aMU Ta eKCITyaTallisi MexaHi3MiB
[Ipenapar ['iHOkcHH YHO He BIUTUBAE HA 3[]aTHICTh KEPYBAaTH TPAHCHOPTHUMH 3aCO0aMU Ta MPAIOBATH
3 MeXaHi3MaMH.

IIpenapat I'iHOKCHH YHO MiCTHTB:
- eTHWJINAparigpokcudeH30aT Ta NPONINAPariApoKcudeH30aT HATPilo, IKi MOKYTh
BUKJIMKATH aJIepriyHi peakiii (MOXKIMBI peakiiii yIoBIIBHEHOTO XapaKkTepy).

3. Croci6 3acTocyBanns npenapary I'iHokcuH YHo

3aByIM BUKOPUCTOBYHTE 1Iell TIpernapar TOYHO TakK, sIK OIIMCAaHO B IHCTPYKIIIT a00 3a BKa3iBKOIO JiKapsi.
3BepHITHCA 110 Jiikaps ado (apmalieBTa y pa3i BUHUKHEHHS CYMHIBIB.



BarinanbHi kancynu ['iHOKCHH YHO TpHU3HAYCHI JIUIIIE VIS BariHAIBHOTO 3aCTOCYBaHHS.
He npwuiimaiiTe BariHanbHi Karcyiy BHYTPIIIHBO.

PexomennoBana no3a:
- 1 BariHajbHA Karcya, M'ska, Ui OJIHOPa30BOr0 3aCTOCYBaHHS.
Beenite rmuboko B MiXBYy BBeUEpi mepel CHOM. SIKIIO0 CUMIITOMH HE 3HUKAIOTh, HACTYIHY J03Y
MO>KHA 3aCTOCYBATH Yepe3 TPH JIHi.

Jimu ma nionimxu
PexomenmoBana mo3a IS MiUTITKIB BIKOM Bif 16 pokiB Taka K, K 1 JUTS TOPOCITHX.

3actocyBanHs O0inbinoi 1o3u npenapaty 'iHokcHH Y HO, Hi’K peKOMeH/10BaHO
SIk110 B IPOKOBTHYIH BariHAIBHUI KpeM, HeTaifHO IPOKOHCYNBTYITECS 3 JiKapeM abo 3BepHITHCA 10
HAHOIMKYOT JTiKapHi.

IpunuHenHs npuiiomy npenapary I'iHokcuH YHo
SIK1m10 y Bac BUHMKIIM TOJATKOBI 3alIMTAHHS 11010 3aCTOCYBAaHHS LBOTO MIpenapaTy, 3BEpHIThCS 10
Jikaps abo (apmarieBra.

4. MozxauBi modiuHi edpexTn

Sk 1 Bci JikapchKi 3aco0wu, Ll mpenapaT MOKe BHKIIMKATH MO014HI epeKTH, X04a BOHU BUHUKAIOTh
HE Y BCIX.

[Ticnst BBeIeHHS KaICyJIH B MIXBY BU MOKETE BIIUYTH JIETKE, TAMYACOBE BiAUYTTS MEdiHHS.

SAxuio npenapat [[THOKCHH YHO BUKOPHCTOBYETHLCS 3a MPU3HAYCHHSIM, Jil0Ya PEUYOBHUHA [TOTAaHO
BCMOKTYETBCS 1 CHCTEMHI MOOiI9HI epeKTH MaJIOWMOBIpHI.

Jliku MICIIEBOTO 3aCTOCYBaHHS, OCOOJIMBO MPH TPUBAIOMY 3aCTOCYBaHHI, MOXKYTh BUKJIMKATH aJICPIit0
(mmB. «3acTepekeHHs Ta 3am00KHI 3aX0M» Y PO3ILTi 2).

[Ticnst mpuitoMy bOTO MperapaTy MOBiIOMITSIIOCS PO HACTYITHI IOO14HI eeKTH:
Hy:xe pigko (pixme Hix y 1 3 10 000 oci0):

®  BiqUyTTs NEYiHHS BYJIBBH Ta MiXBH,

e epuTeMa,

e CBepOiHHS,

®  BHCHIL

Hegizoma yacToTa (4acTOTY HEMOXKJIMBO BU3HAUUTH Ha MiICTaBI JOCTYITHUX JAHUX ):
® TIMEepYyTIUBICTh Y MICIli BBEICHHSI.

IloBinomiaenns npo modiuni egexTn

SIK1o y Bac BUHUKIH Oyb-siKi IOO14HI eheKTH, BKIIOUaoun Oyab-sKi HeOaxkaHi CHMIITOMH, HE
3a3HavyeHi B 1ii iHCTPYKLIii, 3BEpHITHCSA 10 JiKaps abo ¢papmMareBra.

[Ipo mobiuni peakuii MOXHA TOBIAOMHUTH Oe3MocepeaHbo 10 JlenapTaMeHTy MOHITOPUHTY MOOIYHUX
e(eKTiB JKapCchKUX 3ac00iB YpaBIiHHS peecTpallii JJikapchbKuX 3ac0o0iB, BUPOOIB MEMIHOTO
npr3HauYeHHs Ta OionuaHuX npenapartis: An. €po3zoniMceke, 181C; 02-222 Bapmasa / Al.
Jerozolimskie 181C, 02-222 Warszawa, Ten.: + 48 22 49-21-301, ®dakc: +48 22 49-21-309,
BeO-caift https://smz.ezdrowie.gov.pl.

[Ipo noOiyHi eheKTH TaKOK MOYKHA IMOBIJOMHUTH BJIACHUKA PEECTPALIITHOIO TOCBITUECHHS.
[NoBinommsiroun npo no6iuHi edekTn, B MOXKeTe TOIOMOTITH 310patu Oinblie iHpopmarii npo
0e3IeKy 3aCTOCYBaHHs IIOTO Mpenapary.

5. Ymoeu 36epiranns npenapary I'iHokcnH YHo


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

36epiraiiTe npenapar y HeAOCTYITHOMY IS JITSH MICITi.

He BukopucToBy#iTe 1ei mpenapar micis 3aKiHIeHHS TePMiHy MPHIATHOCTI, 3a3HaY€HOT0 Ha KOPOOITi
ta TyOi mcnsa «EXPy. TepMid npuaaTHOCTI 03HAYa€ OCTaHHIN JCHD 3a3HAYEHOTO MIiCSIIS.

He 36epiratu mpu temnepatypi sume 30°C.

He Bukupaiite nmpenapar y kanamizaiito abo B KOHTEHHEPH /I TOOYTOBUX BiXO0iB. 3anuTaiTe
(hapmarieBTa, sIK 030y THCS JIIKAPCHKUX 3aC00iB, SKi B OLbIe HE BUKOpHucTOBYeTe. Taki il
JIOTIOMOJKYTh 3aXUCTHTH HABKOJIUIIHE CEPEIOBUIIIE.

6. Bwmict ynakoBku Ta iHma ingopmauis

Cxuan npenapaty I'iHokcnH YHO

- Jlitoua peuoBrHa — EHTUKOHA30J1. | M’siKa BariHajbHa Karcysa MictTuTh 600 mr
(heHTHUKOHA30ITy HITpATYy.

- Jlonomi>kHi pe4OBHHU: TPUTITILEPUIN CEPETHBOIAHIIOTOBUX HACHYCHHUX KUPHUX KHCIIOT,
KPEMHIIO KOJIOiTHHI, JKeJIaTHH, TIinepuH, Tutany aiokcun (E 171),
etunmapariapokcuodenzoar (E 215), nponinmapariapokcudenzoar Hatpiro (E 217).

Jlikapcbka popma npenapaty I'iHOKCHH YHO Ta BMIiCT YIaKOBKH
1 xancyna BariHaimpHa, M’ sika, y omictepi 3 [IBX/IIB/IX/anfominiro, B KApTOHHIN YIIAKOBIII.
BnacHuk peecTpaniiiHoro nocBigueHHsi Ta BUPOOHUK

BiacHuk peecTpaniiiHOro nocBigueHHst
Pexoppnari [amycrpia Kimika e dapmaueyrika
CnA/

Recordati Industria Chimica e Farmaceutica S.p.A.
Bya. Yisirtani, 1/ Via Civitali 1

20148 Minan / 20148 Milano

ITanis

Bupoonuk

Karanent Itam C.m.A. / Catalent Italy S.p.A.

Byn. Herrynence km 20, 100 / Via Nettunense km 20, 100
04011 Amnpimis (LT) / 04011 Aprilia (LT)

ITamis

JlaTa 0CTAHHLOTO OHOBJIeHHs iHcTpyKuii: 02/2021

JetanbHa iH(OpMalis po 1S mpemnapaT J0CTyIHA Ha BeO-caiTi Y paBiiHHS peecTpariii
JKapchKUX 3ac00iB, BUPOOIB MeIMYHOTO Mpu3HadeHHs Ta oiormais http://urpl.gov.pl/



