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IHCTPYKLIA 3ATBEPOXEHO
INsl MeIMYHOTO 3aCTOCYBaHHs NikapcbKoro 3acoby Hakas MinictepcTBa oxopoHu
370poB’s YkpaiHu

L-UET® 16.05.2018 Ne 942

(L C ET®) PeecTpauiiiHe nocBig4yeHHs
= Ne UA/8612/01/01

Cknao:

ditoya peyoguHa: NeBOLIETUPM3NHY aurigpoxnopua (levocetirizine dihydrochloride);

1 TabneTka, BKpUTa 060MOHKOI0, MICTUTB NEBOLIETUPM3IHY AUTIAPOXTIOPUAY 5 Mr;

00NOMIXHI PeYO8UHU: LIentono3a MIKpoKpuCTanivHa, HaTpito KpockapMenosa, MarHito cTeapart, KpeMHIito AioKCUA KonoiaHUi 6e3BogHMiA,

Opadry 1185G51300 3enexuit*;

*Opadry Il 85G51300 3eneHwit: cnupT noniBiHiNOBMIA, Tanbk, TMTaHy giokewa (E 171), nonieTuneHrnikonb, NEUUTUH, iHOMrOKapMiH
(E132), xiHoniHoBuit 0BT (E 104), xoBTuit 3axig FCF (E 110).

TNikapcbka chopma. TabneTku, BKpUTi 060NOHKOH.
OcHoeHi ¢hizuko-ximiyHi enacmugocmi: Kpyrii ABOOMYKNi TaBNeTKu, BKpUTI 0BOMOHKOL0 3eNEHOT0 KONbOpY.

(apmakoTepaneBTMYHa rpyna.
AnTUricTamiHHi 3acobu Ans cuctemHoro 3actocyBaHHst. MoxigHi ninepasuHy. Kog ATX RO6A E09.

®apmakonoziyHi enacmugocmi.

GapmakoOuHamika.

NeBoLETMPU3NH — Lie aKTUBHWIA CTabinbHUA R-eHaHTIOMep LETUPNU3IHY, L0 HANEeXMUTb 40 FPYNi KOHKYPEHTHUX aHTaroHICTiB ricTamiHy.
®apmakororiyHa [fis 3ymoBneHa GnokyBaHHsM H,-ricTamiHoBuX peuenTopiB. CropifHeHicTb i3 H,-rictamiHoBUMM peuentopamn y
NEeBOLETUPU3NHY Y 2 pasu BULLA, HiX Y LIeTUpK3uHY. Bnnusae Ha ricTamiH3anexHy cTagito po3BuTKy anepriqHoi peakLii, 3MeHLLye mirpaLio
€03WHOMINIB, CYAUHHY MPOHWKHICTb, OOMEXYE BUBINbHEHHSI MediaTopiB 3ananeHHs. [lonepemxae po3BMTOK Ta nomeriwye nepebir
anepriyHnx peakLiil, YHUTb aHTUeKCyAaTWBHY, MpoTUCBepOiXHY, MpoTU3ananbHy Ailo, Maibke He YWHUTb aHTWUXOMiHeprivyHoi Ta
@HTNCEPOTOHIHOBOI fji.

GapmakokiHemuka.

®dapmaKkoKiHeTUYHI TapamMeTpy NIEBOLIETMPM3NHY MatoTb NiHiNHY 3aNeXHICTb, He 3anexartb Bif 403V Ta Yacy i MatoTb HI3bKy BapiabenbHiCTb
Y Pi3HWX nawjieHTiB. dapMakokiHeTU4HUA NPOinb NPY BBELEHHI EANHOTO eHaHTIOMepa Takui CamMui, SIK i Py 3aCTOCYBaHHI LETUPU3NHY. Y
npoveci abcopbuyii abo BUBEAEHHS He CnocTepiraeTbCs XipanbHoi iHBepCil.

Abcopbuyisi. JleBoLETMPN3NH Nicns NepopanbHOro 3aCTOCYBAHHS LUBMAKO Ta iHTEHCUMBHO NOrMMHaETbCs. CTyniHb BCMOKTYBaHHS npenapary
He 3anexuTb Bif 4031 NpenapaTy Ta He 3MIHIOETbCA 3 NPUIIOMOM iXi, ane MakcumanbHa koHueHTpauis (C,.,) npenapary 3MeHLLyeTbCs Ta
pocsraeTbea nisHilue. biogoctynkicts ctaHoBuTb 100 %.

¥ 50 % xBOpHX AiS NEBOLIETUPU3NHY PO3BUBAETLCSA Yepe3 12 XBUMMH Nicns MpuitoMy 0fHOPa3oBoi 403K, a Yy 95 % — yepes 0,51 roanHy. Y
popocrmx C,., y cMpoBaTLi KpoBi focsraeTbcs yepes 50 XBUAMH MiCNs OAHOPA30BOrO MPUIOMY BCEPEAMHY TepaneBTUYHOI [03N.
PiBHOBaxHa KOHLiEHTpaLis y KpoBi JocsraeTbesa nicns 2 AHiB npuiiomy npenapaty. C.,, ctaHoBuTb 270 Hr/mn micns ogHOPa3oBOro
3actocyBaHHst i 308 Hr/Mn — nicns NOBTOPHOTO 3aCTOCYBaHHS 403 5 M 0fWH pa3 Ha [oby.

Po3nodin. BincyTHs iHopmalLlist LLoao po3noginy npenapaty y TkaHuHax MoAUHM, @ TakoX LOAO NPOHUKHEHHS NEBOLIETUPU3IHY Kpidb
rematoeHLedaniyHuin 6ap'ep. Y oCnimpKeHHsIX Ha TBapuHax HalbinbLua KoHLEHTpaList 3adhikcoBaHa y MeYiHL Ta HUpKax, a HailHuk4a —y
TKaHWHaX LHTparbHOi HEpBOBOI cucTeMU. Po3nogin nesoLeTUpu3nHY oBMexeHmit, Tomy Lo ob'em posnopginy craHouTh 0,4 n/kr.
3g'a3yBaHHs 3 binkamu nnaamm kposi — 90 %.

biompatceopmayis. B opraniami nioanHm piseHb MeTaboniamy CTaHOBUTb MeHLU Hix 14 % Bif 4031 NEBOLIETUPU3NHY, | TOMY BIAMIHHICTb Y
pesynbTaTi reHeTUYHOro moniMopdiaMy abo CynyTHHOrO MpUItoMy thepMEHTHUX iHriGiTopiB, ik odikyeTbes, byae HesHauHow. Mpouec
meTaboniamy Bkniovae apomaTuyHy okcupalito, N- Ta O- feankinyBaHHS i CNONyYeHHst 3 TaypuHoM. [leankinyBaHHs y nepLuy Yepry
BinOyBaeTbCs 3 yyacto Lutoxpomy CYP 3A4, Togi sk y npovjeci apomaTuyHoi okcuaaii 6epyTb y4acTb ncenbHi Ta (abo) HeBU3HaYeHi
isochopmu CYP. JleBoLieTMPH3NH He BNNWBaB Ha akTUBHICTb LMTOXPOMHUX i3odepmeHTi 1A2, 2C9, 2C19, 2D6, 2E1, 3A4 y koHLieHTpaLlis,
LL{0 3HAYHO NEPEBMLLYBaNM MakcManbHi nicns npuitoMy [o3u 5 Mr nepopanbHo. BpaxoByoun HU3bKuiA CTyniHb MeTaboniaMy Ta BifCyTHICTb
3[aTHOCTi 0 NPUTHIYEHHS MeTaboni3My, B3aEMOAiS NEBOLIETUPU3MHY 3 IHLLMMU pe4OBUHAMY (i HaBNaKy) ManoMoBipHa.

BugedeHHsi. ExckpelLisi npenapaty BinOyBaeTbCs ABOMA LUNIsiXaMu: 3a paxyHOK Kiy60uKoBoi dhinbTpalLlii Ta akTUBHOI kaHamnbLEBOI cekpeLlii.
Mepiog HaniBBMBEAEHHS NEBOLIETUPU3NHY 3 Ma3mu kposi y gopocnux (T,,) ctaHoBuTb 7,9 + 1,9 roguun. Mepiog HaniBBUBEAEHHS
npenapaty KopoTLwmiA y AiTeit MonoALoro Biky. CepeaHiit o4eBuAHMIA 3aranbHuil knipeHe y gopocnux — 0,63 mn/xs/kr. B ocHoBHOMY
BUBEAEHHS NEBOLLETMPM3NHY Ta 110ro MeTaboniTie 3 opraHiamy BinOyBaeTbCS i3 Ceyeto (BUBOANTLCS Y cepenHbomy 85,4 % 3acTocoBaHoi
[no3u npenaparty). 3 dekanisimm BUBOAUTLCS nuLe 12,9 % 3acTocoBaHOI 4031 NEBOLLETUPH3NHY.

Ocobnusi nonynauii

[opyweHHs (hyHKUiT HUPOK.

OyeBunAaHMII KNIpEHC NEBOLIETUPU3NHY KOPETTIOE 3 KNIPEHCOM KpeaTuHiHy. TOMY y NaLieHTiB i3 MOMIPHAMM Ta THXKIMU NOPYLUEHHSMM DYHKLT
HUPOK PEKOMeHAYETbCS MiAdMpaTh iHTepBamM Mix NpUAOMamMn NEBOLETUPU3NHY 3 YpaxyBaHHAM KripeHcy kpeaTuHiHy. Mpu anypii y
naLjieHTiB 3 TEpPMiHamNbHOIO CTa/liel0 3aXBOPIOBAHHS HAPOK 3aramnbHuii KIiPEHC 3MeHLLYETbCS NprnbnnaHo Ha 80 % NopiBHSHO 3 3aranbHUM
knipeHcom B ocib 6e3 Takux nopyleHb. KinbkicTb NeBOLETMPM3NHY, WO BUBOAUTLCS Mif Yac CTaHAApTHOI 4-roauHHOI mpovesypu
remogianiay, craHoBuna < 10 %.

max

KniHiyHi xapakTepncTukm.

IMoka3saHHs.

[ins cmnToMaTUYHOrO NikyBaHHS anepriyHoro PUHITy (y TOMY YuCAi LiNopiYHOro anepriqHoro puHITy) Ta KpOMMB'sHKU Y JOPOCIVX i AiTel
BiKOM Bif 6 pokiB.

lpomunoka3aHHsi.

MigBuLLEHa YyTNMBICTL 4O NEBOLIETUPM3NHY, LIETUPU3IHY, MAPOKCU3MHY abo A0 Oyab-skuX iHLLIMX NOXIAHMX ninepasuHy, a Takox 4o Oyab-
KO iHLLOT JONOMIXHOI pe4OBIHM NikapcbKoro 3acoby.

Tsbxka hopma XpOHiYHOT HUPKOBOT HEAOCTATHOCTI (KMipeHC kpeaTuHiHy < 15 Mn/xB) (noTpibeH giania).

B3aemodis 3 iHWuMu nikapcbKumu 3acobamu ma iHwi eudu e3aemo0itl.

[ocnimpkeHHst B3aemogii neBoLeTMpuanHy (3okpema 3 iHayktopamn CYP3A4) He nposoaunucs. [locnimkeHHst B3aeMOAii LieTMpUanHy
(cnonyka palemarty) nokasanu, LU0 OHOYACHe 3acTOCYBaHHS 3 aHTUMIPUHOM, a3UTPOMILMHOM, LMMETUAWHOM, [ia3enamom,
€pUTPOMILIMHOM, rini3ngom, keTokoHa3ornom abo ncesaoedeaprHOM He CPUYMHSIE KMIHIYHO 3HaYyLyuX HecnpusTivemx edekTis. Mpu
CyMiCHOMY 3acTocyBaHHi 3 TeodiniHom (400 Mr/goby) y focnigpxeHHi 6araTopa3oBoro 3acToCyBaHHs COCTEPIranocs HEBEMMKE 3HIKEHHS
(Ha 16 %) knipeHcy LeTupuanHy (po3noAin TeodiniHy He 3MiHIOBaBCS). Y AocnimxeHHi 6araTopa3oBoro 3acTocyBaHHs putoHasipy (600 mr
2 pa3au Ha fo0y) Ta LieTupuanHy (10 Mr Ha Aoby) ekcnosuuisi LieTupnanHy 36inbLuysanacs npubnuaHo Ha 40 %, Topi ik po3nopin pUToHaBipy
AeLo amiHoBaBcs (—11 %) npy CynyTHLOMY 3aCTOCYBaHH LIETUPN3NHY.

Hemae faHunx Lwopo nocuneHHs edekTy ceaaTvBHIX 3acobiB NPy 3aCTOCYBaHHI y TepaneBTUYHIX A03aX. Ane Cif YHUKaTV 3aCTOCyBaHHS
cefiaT1BHMX 3acobiB nif Yac Npuitomy NEBOLIETUPH3NHY.

Mpuiiom ixi He BNNMBAE Ha CTYNiHb BCMOKTYBaHHS Npenapary, ane 0fHo4acHe BXVBaHHS Xi 3HUXYE LUBUAKICTb 1oro abcopbuji.

OpHoyacHe 3acTocyBaHHs LETUpK3nHY abo NeBOLIETUPM3MHY 3 ankoronem abo iHWMMK jenpecaHTamy LeHTpanbHOi HEPBOBOI CUCTEMM Y
YYTNMBMX NaLliEHTIB MOXE CNPUYMHUTY [OLATKOBE 3HVKEHHS! YBaru Ta 34aTHOCTI O BUKOHaHHS poboTy.

Ocobniugocmi 3acmocysaHHs.

Mig yac Tepanii NeBOLETUPU3MHOM CTiJ YHUKATW BXUBAHHS ankoromnio (AuB. po3ain «Baaemogis 3 iHwmmu nikapcbkuMm 3acobamu Ta iHLLi
BWAM B3aEMOLIN).

Mpu3Hayatoun nikapcbkuii 3acib nalieHTam i3 HasBHICTIO (haKTOPIB, L0 CMPUAIOTb 3aTPUMLI Cevi (HanpuKknag, TPaBMM CrIMHHOTO MO3KY,
rinepnnasisi nepeaMixypoBoi 3anosu), HeobxiaHo bpaTi A0 yBarw, LLo NeBOLETUPU3NH 3BiMbLLYE PU3NK 3aTPUMKM CEui.

Cnin obepexHo npuaHayaTyt fikapcbkwii 3acib navjieHTam 3 eninencieto Ta pUaukom BUHUKHEHHS CYZ0M, OCKIMbKY NEBOLIETUPH3NH MOXe
noCcumioBaT Cy[OMM.

AHTUriCTaMiHHI Nikapcbki 3acoby NpUrHiYyI0TH BiAMOBIAb Ha LUKIpHY aneprivHy Npoby, ToMy nepep ii NpoBeAeHHSM NPUIAOM NEBOLIETUPU3NHY
noTpiGHO NPUNMHUTY 3a 3 AHi 4O Ti NPOBeeHHs (Nepios BUBELEHHS).

MosnBa nosiBa Takix CUMNTOMIB, sik CBEpOiX, NiCNS NPUNMHEHHS 3aCTOCYBaHHS NEBOLIETUPU3NHY, HaBITb AKLLO NOAIGHMX NposBiB He Byno
[0 noyaTKy fikyarHsi. Lii cuMITOMM MOXYTb 3HUKHYTU CAMOCTIlHO. Y AesKIX BUNaaKax BUPAXEHICTb CUMMTOMIB Moxe BYTU 3HAUYHOH, LLO
notpebye BiGHOBNEHHS NpUitoMy Nikapcbkoro 3acoby. Micns BiaHOBNEHHS NiKyBaHHS CUMNTOMM NOBUHHI 3HUKHYTH.

Jimu. NeBoueTvpuanH y BUrnsai TabneTok He 3acTOCOBYBATK AITAM BikOM [0 6 pOKiB, OCKINbKM LS nikapcbka (opma He Aae 3moru
BiANOBIAHO KOpWryBaTV A03yBaHHS. BkasaHili kaTeropii naLieHTiB pekOMEHAYETbCA MpU3Ha4aTi NeBOLETUPU3IH Y MiKapebkiit hopmi,
NpUAATHI NS 3aCTOCYBaHHA y negiaTpii.

JLonomixHi pevosuru. Mpenapat micTuTb 6apBHUK «KoBTwit 3axig FCF» (E 110), Lo MOXe CNpUYMHSITY aneprivHi peakLji.

Lle# nikapcbkuii 3acib MicTUTb MeHLLe 1 MMonb HaTpito Ha 1 TabneTky, TO6TO NPaKTUYHO BiNbHWIA Bif HATPItO.

3acmocysaHHs y nepiod eagimHocmi abo 200ysaHHS epydodio.

BaeimHicms.

JleBOLIETUPM3IH NPOTUNOKA3aHWUA 4115 3aCTOCYBAHHS Y Nepiof BariTHOCTI.

[odysaHHs epyddio.

LleTpnanH npormkae y rpy[He MOMOoKo, TOMY Mpi HeObXiAHOCTI 3aCTOCYBaHHS Npenapary rofyBaHHs rpyAAo CRIiA MPUMNUHUTA.
GepmunbHicms.
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HeMae KniHiYH1X AaHNX (BKMIOYaK04M SOCTHKEHHS Ha TBApUHAX) LWOZO BNNMBY NEBOLETUPU3UHY Ha (DEPTUNBHICTb.

30amuicms ennugamu Ha weudkicme peakuii npu kepysaHHi a8mompaHcnopmom abo iHWuMU MexaHi3mamu.

MopiBHsiNbHI KNiHiYHI BUNPOGYBaHHS He BUSIBUNW XOLHUX A0Ka3iB TOTO, LU0 NEBOLIETUPM3NH Y PEKOMEHAOBAHIN [03i noriplye yBary,
LUBMAKICTb peaKLii abo 3naTHICTb KepyBaTV TPAHCNOPTHUMM 3acobamu.

OpHak fesiki nauieHT MOXyTb Bifl4yBaTW COHNMBICTb, BTOMY Ta acTeHito Nif yac NikyBaHHS NeBOLETUPKU3NHOM. ToMy NaLjieHTw, siki MaloTb
HaMip kepyBaTV TPAHCMOPTHUMK 3acobamu, 3aMaTUCs NOTEHLINHO Hebe3NeYHO AisnbHICTI0 abo NpawoBaTh 3 MeXaHi3Mamm, NOBUHHI
BpaxoByBaTM CBO peaKLito Ha nikapcbkuii 3aci6.

Cnoci6 3acmocyeaHHsi ma do3u.

Mpenapat npuaHayaTi AOPOCINM Ta AiTSAM BiKOM Bif 6 pOKiB BHYTPILLUHBO, HE3aneXHO Big npuiomy ixi. TabneTky HeobxiaHo KoBTaTH Linoto,
3anMBatoYy HEBENMKOHO KiNbKICTHO BOAM.

[LosysaHa

Lopocni ma dimu sikom 8i0 12 pokie. [lo6oBa jo3a cTaHOBUTL 5 Mr (1 TabneTka, BkpuTta 060510HKoH0) 1 pa3 Ha foby.

[MauieHmu nimHb020o 8iKy. KopurysaHHs 031 peKOMEeHA0BaHO NaLjieHTam MiTHbOro Biky 3 MOPYLLEHHSMY (YHKLT HUPOK Bif, NOMIPHOTO A0
TSHKKOrO CTyNeHs (AvB. niapo3gin « HupKkoBa HEAOCTATHICTbY HIDKYE).

Hupkosa Hedocmamnicme. [lo3yBaHHs cnia ninbupati iHAWBIAYyanbHO, 3anexHo Big yHkuii HUpok (pLLK® [pospaxyHkoBa LuBMAKICTb
kny60o4koBoI dhinbTpalLlii]), ik 3a3Ha4eHo B Tabnuui Hkye.

Tabnuus. Kopekujist 1031 npenapaty Ans NaLieHTiB i3 MOpYLLEHOH (YHKLEI HUPOK.

OyHKUis HUPOK plLIK®, mn/xs [losa Ta KinbKicTb npuiomis
HopmaribHa yHKList HUpoK 290 1 1abneTka 1 pa3s Ha Aoby
[MopyLueHHs nerkoro cTyneHs 60 - <90 1 Tabnetka 1 pa3s Ha poby
lMopyLueHHst NOMIPHOTO CTyneHs 30-<60 1 tabneTka 1 pa3s Ha 2 fobu
[MopyLUeHHs TSKKOrO CTyneHst 15— <30 (He noTpibeH pjanis) 1 Tabnetka 1 pas Ha 3 pobm
TepmiHanbHa CTapis HUPKOBOI HEAOCTATHOCTI <15 (noTpibeH piania) [MpoTunokasaHo

[litam i3 nopylweHHamn dyHKLi HUPOK A03y Nikapcbkoro 3acoby Cnif KopuryBaTh iHAMBIAYaNbHO 3 ypaxyBaHHAM HUPKOBOTO KripeHcy
navieHTa Ta oro macy Tina.

CnewydiuHnx faHmX LWOAo 3acToCyBaHHS Npenapaty AiTsM 3 NopyLIeHHAMM hyHKLi HUPOK HeMae.

[Teyinkosa HedocmamHicmb. MNavjieHTam i3 BUKIIOYHO NEYIHKOBOK HEJOCTATHICTIO KOPEKLIiS peXmMMy [03yBaHHS He NoTpibHa. MMauieHTam i3
NeYiHKOBOO Ta HUPKOBO HEAOCTATHICTIO HEODXIAHO KOPUryBaT/ PEXVIM A03YBaHHS BIANOBIAHO A0 HAaBEAEHOI BULLE TabnuLj.

Jimu. Qi Bikom Big 6 8o 12 poki: pekomeHaoBaHa fo6osa jo3a— 5 mr (1 TabreTka, BkpuTa 060M0HKok) 1 pa3 Ha Aoby.

[ins piTeit BikoM Big 2 40 6 POKiB HEMOXNMBO KOPUryBaTH 403V NIEBOLETUPU3NHY Y POpMi TaBneTok, BKpMTIX 0B0MOHKOK. PekoMeHA0BaHO
npu3HaYaTy NeBOLIETUPM3VH Y NikapCbKini OpMi, NPUAATHIN Ans 3aCTOCYBaHHS B NeAiaTpii.

TpuBanicTb 3aCTOCYBaHHS.

MawieHTiB i3 NepiofnYHM anepriyHuM puHITOM (TPUBanICTb NPOSIBY CUMMTOMIB 3aXBOPIOBaHHSI CTAHOBUTb MEHLUE Hix 4 JO6W HA TUXOEHD
abo MeHLLe Hix 4 TWKHI Ha pik) cnig nikyBaTu BignosigHo Ao nepebiry 3axBoptoBaHHS Ta aHaMHe3y: NikyBaHHS MOXHA MPUMUHUTY, SKLLO
CUMMTOMM 3HVKHYTb, Ta MOXHa BiAHOBUTY 3HOBY NPV MOBTOPHOMY BUHWKHEHHI CMMTOMIB. Y pasi CTIiKOro anepriyHoro puHiTy (TpuBanicto
NpOsiBY CYMMTOMIB 3aXBOPHOBAHHS CTaHOBUTB GiNbLL Hix 4 0OW Ha TXXAEHb ab0 BinbLUe HiX 4 TVXHI Ha Pik) y Nepiog KOHTaKTy 3 anepreHamu
naLjieHTy mMoxe 6yTu 3anponoHoBaHa NnocTiitHa Tepanisi. ICHye KNiHiYHKiA JOCBIA 3aCTOCYBaHHS NEBOLETUPU3NHY NMPOTSIOM LLOHANMEHLLEe
6-micsuHoro nepiofy nikyBaHHs. Tpu XPOHIYHWX 3aXBOPIOBAHHSAX (XPOHIYHMA anepriyHui PUHIT, XPOHIYHA KpOMWB'SHKA) TpUBanicTb
niKyBaHHS CTaHOBUTb A0 1 POKY [AaHi KNMiHI4HNX JOCTIKEHb NPW 3aCTOCYBaHHI LIETUPU3NHY (paLiemary)).

Aimu.

Mpenapat y BUrMsAi TabneTok He 3acTocoByBaTW AITAM BiKOM [0 6 pOKiB, OCKiMbKM L nikapcbka (opma He Aae 3moru BifgnoBigHO
KopuryaTu [03yBaHHs. BkasaHiit kateropii nmavjieHTiB noTpibHO npu3HayaTy NEBOLETUPU3MH Yy Mikapchkil chopmi, NpupaTHin ans
3acTOCyBaHHA y neiaTpii.

MepedosysaHHs.

Cumnmomu.

CvMnTOMM Nepeao3yBaHHs y A0POCTMX MOXYTb BKITKOYATU COHMMBICTb. Y AiTel CnoYaTky MOXyTb BUHUKHYTY CTaH 30y/IKeHHs Ta nigBuLLeHa
[paTiBMMBICTb, ki 3MIHIOIOTLCS COHMUBICTIO.

TlikysaHHs.

CnevcbiyHOro aHTUAOTY 4O NEBOLIETUPN3NHY HeMae. Y BUMafiKy MOsBY CUMMTOMIB Nepefo3yBaHHs PEKOMEHAYETbCS CUMMTOMAaTUYHA Ta
nigTpumytoya Tepanis. Crig po3rnsaHyT HeobXigHICTb MPOMMUBAHHS LUMYHKA Yepe3 KopoTKWiA Yac nicns npuinoMy npenapaty. Memogianis
AN BUBEEHHS NEBOLIETUPU3NHY 3 OpraHiaMy He echeKTUBHUA.

Mo6iuHi peakyii.

Hwxye HaBeaeHo No6iuHi peakLii, npo siki BifoMO 3 NOCTMapKETMHIOBOTO [OCBIAY 3aCTOCYBaHHS Nikapcbkoro 3acoby. YacToTy Liyx nobiynmx
peakLyjit He MOXHa BCTAHOBUTY Ha OCHOBI HAABHIX JaHNX.

3 60Ky iMyHHOI cucmemu: TiNepYyTIMBICTb, BKITKOYaKYM aHadinakcito.

[MopyweHHs xapyysaHHsi ma 06MiHy pe408UH: NABULLEHWIA aneTuT.

3 boky Hepsosoi cucmemu: COHMUBICTb, FONMOBHUIA 6inb, MigBMLiEHA BTOMMIOBAHICTb, CNabKiCTb, acTeHis, CyAOMM, napecTesis,
3anamopOoYeHHs, HEMPUTOMHICTb, TPEMOP, ANCTEB3IS.

3 60Ky ncuxiku: NOpyLUEHHS CHy, 30Y/DKeHHS, rantouuHaLyii, Aenpecis, arpecisi, 0e3CoHHS, CyiLMAanbHi AyMKN, KOLUMaPHi CHOBUAIHHS.

3 6oky opeaHie cryxy ma pigHog8a2u: BepTUro.

3 60Ky opeaHie 30py: NOPYLLEHHS 30pY, HEYITKICTb 30pY, OKyoripaLjist.

3 60ky cepus: nocuneHe cepLiebnTTs, Taxikapis.

3 60Ky duxanbHoi cucmemu, opaaHig 2pydHoI knimku ma cepedOCMiHHS: 3aANLLKA.

3 60Ky wityHKoBO-KULIKOBO20 Mpakmy: Aiapesi, briioBaHHs, 3anop, CyXicTb Y poTi, Hy4oTa, 6inb Y X1BOTi.

3 60Ky neyiHKU ma x08408UBIOHUX WsXig: renaTnT.

3 60Ky HUpOK ma ceyogudinbHOT cucmemu: [n3ypist, 3aTpUMKa cevi.

3 60Ky wKipu ma niOWKIpHUX MKaHUH: aHTIOHEBPOTUYHII HADPSIK, CTilKi MENKaMEHTO3Hi BUCMNAHHS, CBEPOIX, BUCMNAHHS, KPOMMB'AHKA.

3 boky ckennemHo-M'a3080i cucmemu ma cnoTy4HoOI MKaHUHU: Mianris, apTpanrisi.

3aeanbHinopyweHHs ma cmaH micysi 88e0eHHS: Habpsik.

Pe3ynbmamu docnidxeHb. 36inbLUEHHs Macy Tina, BiAX1NeHHs yHKLoHanbHNX NeYiHKoBMX Npob Big HOPMU.

Onuc okpemux nobiyHux peakuiti

Mogigomnsnocs npo ceepBixk Nicns NPUNMHEHHS 3aCTOCYBaHHS NEBOLIETUPU3NHY.

MoBigoMAEeHHS NPO Nif03proBaHi No6iyHi peakLji.

MosigomnerHs npo nobiuHi peakwji nicns peecTpayii Nikapcbkoro 3acoby Mae Benuke 3HaveHHs. Lie fae 3vory npoBOAUTI MOHITOPUHT
CriBBiAHOLLEHHSI KOPUCTL/PU3MK MK 3acTOCYBaHHI LibOro Nikapcbkoro 3acoby. MeauyHum Ta chapMaLeBTUYHM NpaLiBHUKaM, a Takox
navjieHTam abo ixHiM 3aKOHHUM NpeAcTaBHUKaM CAif, NOBIOMASTM MPO yCi BUNAAKW MiAo3ptoBaHUX MOBIYHMX peakuili Ta BiacyTHOCTI
e(eKTMBHOCTI nikapcbkoro 3acoby 4yepe3 ABTOMaTU30BaHy iHOpMaL|iiHy cucTeMy 3 dapMakoHarnagy 3a MocunaHHsM:
https://aisf.dec.gov.ua

Tepmin npudamHocmi.
3 poku.

YMoBM 36epiraHHs.
36epirati npu Temneparypi He BuLe 25 °C.
30epiraTiny HeBoCTyNHOMY AN AiTe MicLi.

YnakoBka.
Mo 10 Tabnetoky Grictepi; no 1 abo, no 3, a6o no 10 6ricTepiB y KapTOHHiIN ynakoBLyj.

Kareropisi Bignycky.
bespeuenrta.

Bupo6Huk.
KYCYMXENTXKEP MBT NTA/
KUSUMHEALTHCARE PVTLTD.

30065804000802A

Micue3HaxomkeHHs1 BAPOGHMKA Ta agpeca MicList NPOBafAXeHHs Oro AisnNbHOCTI.
CM-289 (A), PIIKO InpacTpian apea, Yonanki, bxisagi, [ict. Ansap (Papxactan), IHais/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

[NartaocraHHboro nepernsgy. 17.06.2024.
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5. BHIWADI PACKING MATERIAL SPECIFICATION

PRODUCT NAME: INSERT L-CET® TABLETS-UA COUNTRY: UKRAINE
MATERIAL copg: 4000658 oy cope. 30065804000802A  speciFicATions:  BIBLE PAPER
DIMENSION: 150X368 MM, FLAT

SUPERSEDED A/W CODE: 30065804000802 COLORS:

REASON FOR CHANGE A/W: VARIATIONS - BLACK

NOTE: EXISTING HARD & SOFT COPY SHIFT IN OBSOLETE FOLDER.
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