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3 r, rpaHyJibl 1Sl IPHIOTOB/IEHHsI PACTBOPA BHYTPb

'HH;H BEJIAPYC

JleiicTByromee BemectBo: L-opuutuH-L-acnaprar

ﬂepeu NpUHEeMOM MpenapaTta NnoJIHOCTbIO npoanai‘lTe JIMCTOK-BKJIAJAbII, MOCKOJBbKY B HEM
coaepKaTcs BaKHbI€ 11 Bac cBenenns.

JlaHHBI TeKapCTBEHHBIN Mpenapar, B/seTCs MpernapaToM, OTIyCKaeMbIM 0e3 perenTa.

Bceryia npuHHUMaiiTe mpenapar B TOYHOCTH C JIaHHBIM JIMCTKOM HIIH PEKOMEHALUAMH JIe4allero
Bpaya uJId pabOTHUKA alTEKH.

CoxpanuTe JIMCTOK-BKIabI. Bo3moxkHo, Bam noTpedyercs mpounTaTh €ro eiie pas.

Ecin BaM HyXHBI JONOJHUTENBHBIE CBEJIEHHS WM PEKOMEHJALWH, oOpaTUTECh K pabOTHUKY
anTeKHu.

Eciu y Bac Bo3HHKIIM Kakue-THOO HeXesaTelbHble peakiuy, 00paTHTECh K JieyalleMy Bpady HIIH
paboTHUKY anteku. JlaHHas peKOMEHJAlWsi paclpoCTpaHseTcss Ha J00ble  BO3MOXKHBIE
HeXeJlaTeIbHbIE PEaKIliK, B TOM YUCIIE HA He [epeyrciIeHHbIe B pa3jieie 4 TMCTKa-BKIIa/Ibla.
Ecnu cocTosiHue He yydInaeTcsi MM OHO yXyamaercs, Bam cienyer oOpatuTecs K Bpady.

Cozlepmaﬂne JUHCTKAa-BKJIAbIIIA

Yto u3 ceds npeacrasnser npenapar ['ena-Mepit, v Uil 4Ero €ro NpUMEHSIOT.
O uem cneayer 3HaTh nepes npuemMoM npenapara ['ena-Mepu.

[Tpuem npenapara I'ena-Mepir.

Bo3MoxHBIE HEeKeNnaTeIbHbIE peaKIUuH.

Xpanenue npenapata ['ena-Mepu.

CozepkuMoe yakOBKH U JOMOJIHUTE/IbHBIE CBEICHHS.
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1. Yro u3 cebs npeacrabiasier npenapat I'ena-Mepii, 1 1J1s1 4ero ero npuMeHsIIOT

ITokazaHusi K NpUMeHEHHI0

['ena-Mepu ucnone3yercs s jJedeHus 3a00JIeBaHUl H OCIIOKHEHHH, CBS3aHHBIX C HApyLIeHHEM
JETOKCHKAIIMOHHOH (YHKIMHM Te4YeHH (HarpuMep: HUPpOo3 Me4YeHH) ¢ CHMIITOMAMH JIaTEeHTHOH H
MaHH(eCTHON neYeHOYHOMH FHIedaTonaTHy.

2. O uem caeayer 3HaTh nepex npuemom npenapara I'ena-Mepu

IIpoTuBONOKa3aHuS

He npumensiiTe nekapcTBeHHBIH mpenapar, eciu y Bac:

- auieprusi Ha L-opHuTHH-L-acmaprat wnm mo0ble  JpyrHe  KOMIIOHEHTHI —IIpernapara,
(mepeuKciIeHHbIE B pa3jiene 6 JINCTKa-BKIIa/(bIIa);

- BEIp@KEHHAs MIOY€YHasl HEI0OCTaTOYHOCTD (MU NoKasaTelne kpeatuHuHa 6oee 3,0 mr/100 mur).

Ocobble yka3zaHHsl H MepPbI IPEAOCTOPOKHOCTH
[lepes mpuemMoM npenapara MpOKOHCYILTUPYHTECH € JIeYallliM BPauyoM MM pabOTHUKOM alTeKH.

Tayuenmor noscunozo 6o3pacma
OrpaHu4eHHUH 10 MPUMEHEHHIO TIpenapaTa y MOKUIIbIX JIFOJIEH He yCTaHOBJIEHO.

Jlemu
JlexapcTBeHHBIH NpenapaT He MPUMEHSIOT Y JeTel B CBSI3U C OTCYTCTBHEM JIaHHBIX.

Jpyrue npenapartel 1 npenapat I'ema-Mepu

SIAIPABOOXPAHRHUS 1}
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CoobimTe JeyaiieMy Bpady WM pabOTHHKY anTeKd O ToM, 4o Bbl MpHHUMAETE WA HEJABHO

MPUHUMAJIH MIIM MOYXETe HayaTh MPUHUMATD Kakue-JIn0o Jpyrie npenaparbl. Ha nasHb1ii MOMEHT

0 KaKuX-1100 B3aUMOJECHCTBUIX HUYEr0 HE H3BECTHO.

IIpenapat I'ena-Mepu ¢ HAMUTKAMH

Ipenapat ['ena-Mepii — 3TO rpaHyJibl Uls IPUTOTOBJICHUS PACTBOpA JUIA IIpHeMa BHY TPb, KOTOPBIC
clIe/lyeT pacTBOPUTH B OOJIBILIOM KOJIMUECTBE JKH/IKOCTH (HallpuMep, B CTaKaHE BO/IBI, Hast WK COKa)
¥ [IPUHUMATD BO BpEMsI MJIH MOCIIE €/IbI.

BepeMeHHOCTh, rPY/IHOE BCKADMJIMBaHHe H (epTHILHOCTD

Ecin Bpl GepeMeHHBI WM KOPMHTE TPYABIO, AyMaeTe, 4YTO 3abepeMEeHeNH, WM IUIaHUpyeTe
GepeMeHHOCTB, TIepe/] HavyaloM IpHeMa npenapara MpOKOHCYIbTUPYHTECH C JIeHallluM Bpa4uoM HIH
pabOTHUKOM anTeKH.

bepeMeHHOCTH

Be3onacHOCTh MPUMEHEHHs JIeKapcTBEeHHOro npemnapara ['ema-Mepil Bo BpeMsi OepeMEHHOCTH HE
ycraHoBleHa. [Toatomy, eciiu Bel 6epemennsl, Bam ciietyeT npuHMMarh JJaHHbIH penapar ToJIbKO
110 Ha3HAYEHHUIO Bpaya.

['pyHOE BCcKapMIMBaHUE

Heun3ssecTHO, MPOHKMKAET JIM aKTHBHOE JIEHCTBYIOIIEE BEIIECTBO, coJiepikalieecs B npenaparte ['ena-
Mepu, B rpyanoe MoJjioko. [Tosatomy, eciin Bel kopmuTe rpyasto, Bam ciietyet npuHUMaTh JaHHBIHA
mpenapar TOJIBKO 10 Ha3HAYEeHHUIO Bpaya.

DepTUILHOCTD
Jlaunbix o BmusiHuM ['ena-Mepi Ha GepTUIBHOCTD HET.

IIpexxae yeM npuHUMaTh Kakue-1u00 npenaparsl, IPOKOHCYIBTUPYHTECH C JIEYALUM BPauyoM.

YnpasieHue TPaHCIOPTHBIMH CPeICTBAMH H padoTa ¢ MeXaHH3MAMH
Bo Bpemss nedenuss npenaparom ['ema-Mepir crnocoOHOCTH YINpaBisTh aBTOMOOWIEM H
MeXaHHU3MaMH MOKeT ObITh HapylleHa BCJIEJICTBHE OCHOBHOTO 3a00JIeBaHUS.

Ilpenapar I'ena-Mepu coaepkur:

- ¢pykrody: eciu y Bac caxapublii auabeT WIM HENEPEeHOCHMOCTh HEKOTOPBIX Caxapos,
INPOKOHCYJIETUPYHTECH ¢ BPayoM, Ipex/ie YeM MPUHUMATh 3TOT JIeKapCTBEHHBIN npenapart. [ ena-
Mepu conepxur B ogHom naketuke 1,13 r ¢ppykrossl (uto sxBusanentHo 0,11 XE). I'ema-Mepig
NPH JUTMTEILHOM HCII0JIb30BAHHH MOXKET HAaHECTH BpeJl 3y0aM (BbI3BaTh KapHec).

- KpacuTe/b opaH:keBbiH KeaThii (E110): MoXeT BBI3bIBATh aJlJIEPrHUECKUE PEaKIHH.

3. IIpuem npenapara I'ema-Mepu

Beersia npunuMaiiTe npenapar B MOJHOM COOTBETCTBHH C PEKOMEH/IALMSMH JIEYAIlero Bpada Hiu
paboTHuka anteku. IIpum mNOSBIEHMHM COMHEHHMH MOCOBETYHTEChH C JIEYAlllUM BpavyoM MM
pabOTHUKOM aIlTeKH.

Pexomenyemas no3a
1-2 makeTrka rpany.1, pacTBopeHHBIX B 200 MJI )KHIKOCTH, IPUHUMAaiiTe 2-3 pasa B CyTKH.

Cnoco6 npumenenust

IIpenapar ['ena-Mepii — 3T0 rpaHyJIbl 715 IPUTOTOBJIEHHS PACTBOPA J/1sl TIPHEMA BHYTPb, KOTOpbIE
CJICIyET PaCTBOPHUTH B O0JIBIIOM KOJIMYECTBE JKH/IKOCTH (HAI[PUMED, B CTAKAHE BOJIbI, Yasi UJIH COKa)
W IIPUHUMATh BO BpEMS WM 10CTe e/1bl. [ 0TOBBIN K IPUMEHEHUIO pacTBOP CJIEYET UCII0JIb30BaTh
Cpa3y 1ocie IpUroTOBIEHUS.

IIpumenenue y demeit u nOOpOCMK06
JlexapcTBEHHBIH NpenapaT HE IPUMEHSIOT Y J€TeH B CBSA3U C OTCYTCTBUEM JIAHHBIX.

Ecnu eévt npunanu npenapama I'ena-Mepy 6onbue, 4em c1e006a10
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Jlo HacToslEro BpeMEHH He HabIONaIoch HUKAKHX - IPH3HAKOB' W MHTOKCHKALMKM [ociie
nepen03upoBky npenaparom I'ena-Mepir. [1pu HeoOx0AUMOCTH Bpad y CTPAHAT CHMITOMBI.

Ecnu b1 3a6611u npuname npenapam I'ena-Mepy

He npunuMaiite JBOMHYIO /103y, 4TOObI KOMIIEHCHPOBATH MPOIYIIEHHYI0 103Y. [TpocTo mpumute
CIIEYIONIYIO 103y B HY)XHOE BpeMs, KaK yKa3aHO B MHCTPYKIMH II0 J03HPOBKE. Ecimu y Bac
BO3HMKHYT JIOTIOTHATEIBHBIE BOIIPOCHI I10 IPHMEHEHHIO 3TOTO Nperapara, 00paTHTech K Bpady.

Ecnu evt npekpamunu npuem npenapama I'ena-Mepy
IIpy HaIMYMK BOTIPOCOB 110 IPMMEHEHHIO Npenapara I'ena-Mepi 0OpaTtuTech K jieyalleMy Bpady

WK pabOTHUKY anTeKH.

4. Bo3moikHbIe HeKeJ1aTe/IbHbIe PeaKIHH

[TomoGHO BceM JIeKapCcTBEHHBIM mperaparaM npenapar ['ema-Mepi MoxeT  BbI3BaTh
HeXXeJlaTeIbHbIE PeaKIMH, OJJHAKO OHH BO3HHKAIOT HE y BCEX.

HeyacTo (MoryT Bo3HHKaTh He Oosiee yeM y 1 yenoseka u3 100):

- TOIIHOTA, pBOTA, OOJIb B IKHUBOTE, METEOPU3M, THAPES.

Pesko (MoryT Bo3HHKaTh He Gonee yem y 1 yenoseka u3 1 000):

- IOpPa)K€HUE POrOBUIIbI, OTEK POTOBHUILIbI, CHUKEHHE OCTPOTHI 3PEHHUS.
OueHsb peako (MOTyT BO3HMKATh He Oosee yeM y 1 uenoeka u3 10 000):
- 6071b B KOHEYHOCTSIX.

JlanHble HeXeJaTelbHbIe peaKiHh OOBIYHO SBJISIOTCS MPOXOJASIIMMH U HE TpeOyIOT OTMEHBI
npernapara.
Kpacurens opanskessiii xkentsiid (E 110) MoxeT BbI3BaTh alJIeprHUeCKUe peaKkiiiu.

HexenatenpHbple peakuuu KiacCU(PUUUPYIOTCS B COOTBETCTBHH CO CJIEIYIOIIUMH JaHHBIMH O
4acTOTE BOSHUKHOBEHHS:

OYE€Hb 4YaCTO — MOT'YT BO3HHKATh OoJiee yeM y 1 yenoseka u3 10;

4acTO — MOT'YT BO3HUKATh He Oosiee uem y 1 yenoseka u3 10;

HEYacTo — MOT'YT BO3HHKATh He OoJsiee yeM y 1 yenoBeka u3 100

PEIKO — MOT'YT BO3HUKATh He Oosee ueM y 1 yenoseka u3 1 000;

OYeHb PEJIKO — MOI'YT BO3HUKATh He Oosiee yeM y 1 yenoseka u3 10 000;

4acTOTa HEM3BECTHA — HA OCHOBAHUM UMEIOLIMXCSH JITAHHBIX OIIEHUTH HEBO3MOJKHO.

Coo011eHre 0 HeXeNaTENbHbIX PEAKIIUAX

Ecnu y Bac Bo3HMKAIOT Kakue-TH00 HexenaTelbHble PeaKiuy, MPOKOHCYILTUPYHTECH C BpadoM
WM pabOTHUKOM anTekd. JlaHHas peKOMeHJalus paclpoCTpaHsAeTcs Ha JI0Oble BO3MOMKHBIE
He)KeJlaTelIbHbIC PEeaKIUH, B TOM YMCIIE HAa HE NEepeuuclIeHHbIE B JIMCTKe-BKjaabime. Bel Takxke
MOJXETE COOOIIMTL O HEKEeNaTeNbHBIX peaKUHUsX HampsAMYIK 4Yepe3 CHCTeMYy COOOLIEHHH
rocyaapcTB-4jeHoB EBpa3uiickoro 53K0HOMHYECKOro Cor03a.

Coobmas o HexelaTelbHBIX peakUMsX, Bbl MoMoraere MOMyYuTh OOJIbINE CBEICHHIH O
0e301acHOCTH JIEKapCTBEHHOTO TIpernapara.

Pecny6iuka Benapychb

Anpec: 220037, r. Musck, nep. ToBapuieckuii, 2a

YII «llenTp 3KCHepTH3 M UCTIBITAHMIA B 3IPABOOXPAHEHHI»
Tenedon: +375 (17) 242 00 29

®axe: +375 (17) 242 00 29

DnekTpoHHas noura: repl@rceth.by

Caiit: https://www.rceth.by

5. Xpanenue npenapata I'ena-Mepu

Xpanwute nexapcTBeHHbIH npenapar ['ena-Mepu npu Temnepatype He Bbime 25 °C.
XpaHUTE B HEJAOCTYITHOM JUIsA IeTEeH MECTe.



He npumeHsiiiTe npenapar 1ocie UCTeYeHHs cpoxaq‘om-iocm, ylca3aHHoro Ha yIaKOBKe. lIaTou
MCTEUEeHHs CPOKa FOJAHOCTH SIBISETCS MOC/IE/IHUM IeHb Mecalla. (

He BpiGpachiBaiiTe mpernapaTr B KaHAIH3alUIO. YTOYHHTE Y pa60THm<a anTeKH, Kak MpPaBUIIbHO
YTHJIM3UPOBATH TIPeNapar, KOTOPbIii BbI 0OJIbIIE HE MCIOJIB3YeTe. DTH MEpbl MO3BOJIST 3aLIHTHTH

OKPY KarolIyto Cpeay.

6. Coaep:kuMoe YNIAKOBKH H 10M0JIHHTE/IbHbIE CBEIeHHS
Kaxp1it maketuk (5 r rpanyin) coaepxut 3 r L-opautun-L-acnaprara.

IIpenapat I'ena-Mepu coaepkuT

JIeHCTBYIOLIMM BEIIECTBOM siBisieTcst L-opuuTuH-L-acnaprar.

BcrioMorarebHbIMM - BEIIECTBAMH  SIBJISIFOTCS: KUCJIOTA JIMMOHHas Oe3BOJHAs, apoMarh3arop
JIMMOHHBIA, apOMaTH3aTOp alelIbCMHOBBIA, CAXapuH HATpus, IMKIaMaT HaTpHs, KpacHTEIlb
opanskesblit xentoiii (E110), moMMBHHAIMUPPOIUAOH, PpyKTO3a.

Buemunii Bua npenapara ['ena-Mepu u coaep:kumMoe yIIaKOBKH

["paHyJibl OT CBETJIO-OPAHIKEBOTO JI0 OPAHIKEBOIO IIBETA.

[To 5 r rpanyn B 1 nakeTHke.

[To 30 makeTHKOB U3 OyMakKHO-TIOJIMATHICHOBO-ATIOMUHHEBO-TIOJIMATUIIEHOBOM IJIEHKH BMECTE C
MHCTPYKIIMEH 110 MPUMEHEHHIO B KAPTOHHOM Mayke.

Karteropusi oTnycka JiekapcTBeHHOr 0 npenapara
JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTerOpuHu OTIycka 0e3 pelenra.

Jlep:kaTeiib pErHCTPALIHOHHOIO YI0CTOBEPEHHS H NPOU3BOIUTEb
['epmanus

Merz Pharma GmbH & Co.KGaA

Eckenheimer Landstrasse 100, 60318, Frankfurt/Main

3a moboii nHopmanmeli o npenapare ciaeayeT o0pamaTbesi K NMPeICTABHTENIO epiKaTest
PerHcTPaALHOHHOIO YA0CTOBEPEHHS

Ha meppumopuu Pecnyonuku Benapyce:

IIpedcmasumenscmeo akyuoneprozo obujecmsa «Acino Pharma AG» (Illsetyapckas
Kongpeoepayus) 6 Pecnybnuxe Berapyce

np-m Ilobeoumenei, 106-34, 220062, 2. Munck, Pecnybauxa Benapyce

men. + 375 (17) 319 91 42

e-mail: Safety BY(@arceralifesciences.com

JIueTOK-BKIaABIN MepecMOTpPeH
MM/TTTT

IIpoune neTouyHHKH HHPOpMALHH

IlospoGHble cBesieHus 0 JaHHOM mpenaparte cojepxkarcs Ha Beb-caiite VII «LlenTp sxcnepTus u
UCIIBITAHUH B 37IpaBOOXPAHEHUN): htips://www.rceth.by

JIuCTOK-BKIIA/IBILI IOCTYTIEH Ha PYCCKOM si3biKe Ha BeG-caite YII «LIeHTp 9KcrepTH3 U MCTIbITAHHit
B 3/IpaBOOXpaHEHUM»: https.//www.rceth.by



