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PeecTpauiiHe nocBia4eHHs

L - Ll E T® Ne UA/8612/01/01
(L-CET®)

Cknao:

Oitoya peyoguHa: nesoLeTpu3nHy aurigpoxnopug (levocetirizine dihydrochloride);

1 1abneTka, BKpUTa 06OMOHKOI0, MICTUTb NEBOLIETUPU3IHY AUTiAPOXTIopUAY 5 Mr;

00ONOMIXHI pe4osuHU: Lientono3a MikpokpucTarniyHa, HaTpito Kpockapmeroa, MarHito cTeapat, KpemHito Aiokeug konoigHui 6e3sogHuii, Opadry Il 85G51300
3eneHnn®;

*Opadry Il 85G51300 3eneHunit: cnupT noniBiHiNoBUW, Tanbk, TUTaHy giokemg (E 171), nonieTunenrnikonb, NeyuTUH, iHAUTOKapMiH
(E 132), xiHoniHoBwi1 xoBTUiA (E 104), x0BTwi1 3axin FCF (E 110).

TNikapcbka chopma. TabneTku, BKpUTI 060MOHKOH.
OcHogHi ¢hizuko-ximiyHi gnacmugocmi: kpyrni ABOOMYKNi TabneTku, BKpMTi 0D0MOHKOI0 3eMEHOT0 KONbOPY.

(dapmakoTepaneBTMYHa rpyna.
AHTUricTamiHHi 3acobm ans cucteMHoro 3actocysaHHs. MoxigHi ninepasury. Kog ATX RO6A E09.

®apmakonoziyHi enacmusocmi.

®apmakoOuHamika.

NeBoLETUPU3NH — Lie aKTUBHMIA CTabINbHMIA R-eHaHTIOMEp LETUPU3MHY, L0 HANEXWTb A0 PYN KOHKYPEHTHUX aHTaroHICTiB ricTamiHy. GapmakonoriyHa Ais
3ymoBreHa 6rokyBaHHsM H,-ricTamiHoBuX peLienTopiB. CnopigHeHICTb i3 H,-ricTamiHoBIMM peLienTopamit y NeBOLETUPU3NHY Y 2 paau BULLA, HiX Y LIETUPU3UHY.
Bnnusae Ha rictamiH3anexHy cTagito po3BuTKy anepriqHoi peakwii, 3VeHLLye MirpaLlito €03uHoMIniB, CyAnHHY MPOHUKHICTb, 0BMEXYE BUBINbHEHHS MeaiaTopiB
3ananenHs. Monepemkae po3BUTOK Ta noneriuye nepebir anepriyHmx peakLii, YUHNTb aHTUEKCYAaTVUBHY, MPOTUCBEPDIKHY, MPOTU3ananbHy Ao, Maibke He
YNHUTb aHTUXOMIHEPTiYHOI Ta aHTUCEPOTOHIHOBOI Aii.

DapmakoKiHemuka.

dapmakoKiHeTU4HI TapaMeTpy NEBOLIETUPN3IHY MaIoTb MiHiliHY 3aneXHICTb, He 3anexaTb Bif 4031 Ta 4acy | MaloTb HU3bKy BapiabenbHICTb Y pisHUX NaLjieHTB.
dapMaKoKiHETUYHWIA NPodinb NPy BBEAEHHI €AMHOTO eHaHTIOMepa Takuii Camuit, sik i Npy 3acToCcyBaHHi LeTUpuauHy. Y npolieci abcopbLii abo BUBELEHHS He
cnocTepiraeTbes XipanbHoi iHBEPCii.

Abcopbuis. NeBoLETMPU3NH NiCNS NEPOPanbHOro 3aCTOCYBaHHS LWBMAKO Ta IHTEHCMBHO NOrMMHaeTbCS. CTyNiHb BCMOKTYBAHHS Npenapary He 3anexuTb Bif
[03V Mpenaparty Ta He 3MIHIETLCS 3 MPUIAOMOM iXi, ane MakcumarbHa koHueHTpauist (C,,,) npenapary 3MeHLLYETbCS Ta [OCAraeTbeA nisHilue. biogocTynHicTb
craHosuTb 100 %.

Y 50 % xBOpWX [ist NEBOLIETUPU3IMHY PO3BUBAETHLCS Yepe3 12 XBUNUH nicns npuitomy ogHopa3soBoi Aoau, a 'y 95 % — yepe3 0,5-1 roauny. Y gopocnux C,,, y
CcMpoBaTLji KpoBi AocAraeTbes Yepea 50 XBUnuH nicns ofHOPa3oBOro NPUItOMy BCEPEMHY TepaneBTUuHOI 403, PiBHOBaXHa KOHLIEHTPAL Y KpOBi AOCAraeThCS
nicns 2 aHis npuiiomy npenapary. C, ., cTaHoBuTb 270 Hr/Mn nicnst 0fHOPa30Boro 3acTocyBaHHst i 308 Hr/Mn — nicns NOBTOPHOIO 3aCTOCYBaHHS 4031 5 Mr 0OANH
pa3Haoby.

Po3nodin. BincyTHs iHopmaList o0 po3noAiny npenapaty y TKaHUHaX JIOAWHM, @ TaKOX LLIOAO MPOHUKHEHHS NIEBOLIETUPU3NHY Kpidb reMaToeHLedaniyHui
Bap'ep. Y mocnimkeHHsIX Ha TBapuHax HaibinbLua KOHLEHTpaLlis 3adikcoBaHa Yy NeviHLi Ta H1pKax, a HalHK4a —Y TKaHUHaX LeHTpanbHOi HEPBOBOT CUCTEMM.
Po3nogin neBoLeTvpuanHy obmexeHuit, Tomy Lo 06'eM po3noginy ctaHosuTs 0,4 n/kr. 38'a3yBaHHA 3 binkamv nnaamm kposi — 90 %.

biompa+cehopmayis. B opraHiami nioguHmu piseHb MeTaboniamy CTaHOBUTb MeHL Hix 14 % Big [03W NEBOLETUPU3NHY, | TOMY BIAMIHHICTb Y pesynbTari
reHeTM4YHoro nonimopdiamy abo cynyTHBOro npuinoMy epMeHTHMX iHribiTopiB, sik ovikyeTbest, Byae HeaHauHok. [poLiec MeTaboniaMy BKNIOYAE apoMaTUYHY
okcvpauito, N- Ta O- feankinyBaHHs | cnonyyeHHs 3 TaypuHoM. [leankinyBaHHs y nepLuy yepry BinbyBaeTbes 3 yyactto uutoxpomy CYP 3A4, Toai ik y npoLiec
apomaTinyHoi okcuaaLii 6epyTb y4acTb UncenbHi Ta (abo) HeBuHaveHi isochopmu CYP. NleBoLeTMPU3NH He BNINMBAB Ha aKTUBHICTb LIUTOXPOMHUX i30hepMeHTiB
1A2, 2C9, 2C19, 2D6, 2E1, 3A4 y KOHLEHTpaLisX, LU0 3HAYHO NepeBuLLyBanu MakcuMarbHi nicns npuinoMy [o3u 5 Mr nepopanbHo. BpaxoBytoun HU3bki
CTYNiHb MeTaboni3aMy Ta BifCyTHICTb 3AATHOCTI A0 NMPUTHIYEHHS MeTaboniaMy, B3agMOAis NIEBOLLETUPU3NHY 3 HLLIMMM pe4YOBUHaMY (i HaBNaky) ManoiMoBipHa.
BugedeHHsi. Exckpeuis npenapaTy BigbyBaeTbCs [BOMa LUnsxamu: 3a paxyHOK KryboukoBoi cinbTpallii Ta aKTWBHOI kaHambLeBoi cekpeljii. Mepiog
HaniBBMBEAEHHS NEBOLETUPU3NHY 3 nnasmu kposi y gopocivix (T,,) ctaHoBuTb 7,9 * 1,9 roguHu. Mepiod HaniBBMBEAEHHS npenapaTy KOpOTLLAA Y AiTen
monogLworo Biky. CepeaHiin 04eBMaHMIA 3aranbHui knipeHe y gopocninx — 0,63 mn/xs/kr. B 0CHOBHOMY BUBEAEHHS NEBOLIETUPKU3NHY Ta iOro MeTaboniTie 3
opraHiamy BifbyBaeTbCs i3 ceveto (BUBOAMTLCS Y cepeaHbomy 85,4 % 3acTocoBaHoi o3n npenapary). 3 dekanismn BusoauThes nuile 12,9 % 3acTocoBaHoi
7031 NNEBOLIETUPU3NHY.

Ocobnwsi nonynsuii

[TopyweHHs yHKUITHUPOK.

OueBnaHMiA KNipeHC NEBOLIETUPU3NHY KOPEMoe 3 KMipEHCOM KpeaTuHiHy. TOMy y MaljieHTiB i3 MOMIPHUMM Ta TSKKAMW MOPYLUEHHAMW (YHKLi HUPOK
peKkoMeHayeTbCs MiAdupaTh iHTepBanu Mix NpuitoMamu NEBOLIETUPM3IHY 3 ypaxyBaHHSAM KripeHCy kpeaTuHiHy. Mpu aHypii y nauieHTiB 3 TepMiHanbHO0
CTapi€eto 3aXBOPIOBAHHS HMPOK 3aranbHuii KIipeHC 3MEHLLYETbCA nprbnnaHo Ha 80 % NOpiBHSHO 3 3aranbHUM KITipeHCOM B 0cib 6e3 Takux nopyLueHb. KinbkicTb
NEBOLIETUPU3WHY, L0 BUBOAUTHLCS Mif Yac CTaHAapTHOI 4-roauHHOT npoLeaypy remogianiay, ctaHosuna < 10 %.

‘max

KniHiuHi xapakTepucTuku.
IMoka3saHHs.
[ins CMMNTOMATUYHOTO NiKyBaHHS anepriYHoro PUHITY (y TOMy YWCHI LiNOPIYHOro anepriyHoro PUHITY) Ta KPOMMB'AHKW Y AOPOCAINX i AiTel BikOM Bif 6 pokKiB.

lpomunoka3aHHsi.

MNigBuLLEHa Yy TNMBICTb A0 NEBOLIETUPH3IHY, LIETUPU3UHY, FAPOKCKU3MHY ab0 A0 Byab-sIKMX iHLLKMX NOXISHUX NinepasuHy, a Takox A0 Byab-sKoi iHLLIOT A0ONOMiXHOI
PeyYoBMHM fikapcbKoro 3acoby.

Tsbka dhopma XpOHi4HOI HUPKOBOT HEAOCTATHOCTI (KMipeHC kpeaTuHiHy < 15 Mn/xB) (NoTpibeH fiania).

B3aemodis 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemo0itl.

[ocnimxeHHs B3aemopii neBoLeTpn3nHy (3okpema 3 inayktopamu CYP3A4) He nposoaunucs. JocnimkeHHs B3aeMopii LIeTMpuanHy (cnonyka paiemary)
nokasanu, Lo OAHOYACHe 3aCTOCyBaHHS 3 aHTUMIPUHOM, a3UTPOMILMHOM, LUMETUANHOM, Aia3enamoM, epuTPOMILMHOM, FMini3naoM, KETOKOHa3onoM abo
ncesaoedeapyHOM He CMPUYMHSIE KNIHIYHO 3HAYYLLMX HeCTpUATIMBIUX edekTiB. Mpu cymicHoMy 3actocyBaHHi 3 TeodiniHom (400 mr/poby) y gocnimkeHHi
BaraTopa3oBoro 3acToCyBaHHs CrOCTepiranocs HeBenmke 3HikeHHs (Ha 16 %) KnipeHcy LieTMpuanHy (po3noain TeodiniHy He 3MiHioBaBCs). Y AOCTimKeHH
BaraTopa3oBoro 3acTocyBaHHsi putoHasipy (600 Mr 2 paau Ha foby) Ta LeTupuanHy (10 Mr Ha JoBy) ekcnoauuis LeTUpuanHy 36inbLLyBanacs NpubnuaHo Ha
40 %, ToAi Ik po3noAin puToHaBipy AeLLo aMiHoBaBCs (—11 %) Npy CynyTHEOMY 3aCTOCYBaHH LIETUPU3NHY.

Hewmae faHmX LL0A0 NocUneHHs edhekTy cefaTMBHIX 3aC0BiB MpY 3aCTOCYBaHHI Y TepaneBTUYHINX [o3aX. Ane Crif YHUKaTH 3aCTOCYBaHHS CeaTuBHNX 3acobiB
niA Yac npuiomy NeBOLETUPUINHY.

MpuiAom ixi He BNNMBAE Ha CTYNiHb BCMOKTYBaHHS penapary, arne 0fHO4aCHe BXVBaHHs ki 3HUXKYE LUBUAKICTb oro abcopbuji.

OpHoYacHe 3aCToCyBaHHS LiETUPH3NHY abo NeBOLIETUPM3NHY 3 ankororneM abo iHLNMK fenpecaHTami LIEHTparnbHOT HEPBOBOT CUCTEMI Y YYTNNBUX NaLEHTIB
MOXE CNPUYMHUTY AOAATKOBE 3HKEHHS YBar Ta 34aTHOCTI 10 BUKOHAHHS poboTy.

Ocobniugocmi 3acmocyeaHHs.

Mig yac Tepanii NeBOLIETUPM3MHOM CTif YHUKaTY BXMBaHHS anKkoronto (4ve. po3ain «Baaemogis 3 iHWMMK nikapcbkvumi 3acobamu Ta iHLLi BUAK B3aEMOZIN).
MpusHavatoun nikapcbkuil 3aci6 nauieHTam i3 HasBHICTIO (DaKTOpiB, L0 CMPUSIOTb 3aTPUMLi Cevi (Hanpuknag, TpaBMU CMMHHOTO MO3KY, rinepnnasis
nepeaMixypoBoi 3anoau), HeobxigHo GpaTi 4o yBarm, Lo NeBOLETUPN3IH 36iMbLUYE PU3IK 3aTPUMKA CeYi.

Cnin o6epexHo npusHayaTy nikapcbkiii 3acib navieHTam 3 eninencieto Ta pU3nkoM BUHUKHEHHS CyZJ0M, OCKiMbKI NIEBOLIETUPU3WH MOXe MOCUIOBATY CYAOMU.
AHTUriCTaMiHHI nikapcbki 3acoBW MpUrHiYYOTL BigNOBIgb Ha LWKIpHY aneprivHy npoby, ToMy nepef ii NPOBEAEHHSM MPUAOM NEBOLETUPU3MHY MOTPIGHO
NpUNMHUTY 3a 3 AHI 40 il IPOBEAEHHS (Nepios BUBEAEHHS).

MoxnvBa nosiBa Takix CUMNTOMIB, K CBEpOX, MICNA MPUMMHEHHS 3aCTOCYBaHHS NEBOLIETUPU3NHY, HaBiTb SKLLO NOAIBHWX NposBiB He 6yno [o novaTky
nikyBaHHs1. Lli cuMnToMM MOXyTb 3HUKHYTW CaMOCTIlHO. Y iesikinX BUNaakax BUPaXeHICTb CUMMTOMIB MOXe 6YTu 3Ha4HOH, LU0 NoTpebye BiHOBMEHHS NpUitoMy
nikapcbkoro 3acoby. Micns BiAHOBMEHHS NikyBaHHS CUMMTOMM NOBUHHI 3HUKHYTU.

Jimu. JeBoueTnpnanH y BUrNsiAi TabneTok He 3aCTOCOBYBATM LiTAM BikOM [0 6 POKiB, OCKinbkM LS Nikapcbka hopMa He ae 3MOryt BignoBiAHO KopuryBaTut
[N03yBaHHA. BkasaHilt kaTeropii naLjieHTiB pekoMeHayeTbCs Npu3HayaTi NeBOLETUPU3NH Y NikapCbKil opMi, IpuaaTHIl Ans 3acTocyBaHHs y negiapii.
LonomixHi pedosuru. Mpenapat MicTuTb 6apBHUK «KoBTwit 3axig FCF» (E 110), Lo MoXe CpUYMHSITY aneprivHi peakLji.

Llei nikapcbkuid 3aci6 MicTUTL MeHLLe 1 MMonb HaTpito Ha 1 TabneTky, TOBTO NPaKTUYHO BiNbHUIA Bif HATPItO.

3acmocysaHHs y nepiod saeimHocmi abo 200ysaHHS epyddio.

Bazimnuicm.

JleBoOLETMPM3IH NPOTUNOKA3aHWA 4151 3aCTOCYBaHHS y Nepiog BariTHOCTI.

0dysaHHs epyddio.

LleT1p13mH NpoHuKae y rpyaHe Momoko, TOMY Npy HeoBXiHOCTi 3aCTOCyBaHHS Npenapaty roflyBaHHs FpYALH0 CIIiA MPUMMHATAL
GepmunbHicms.

Hewmae kniHiYHMX faHmx (BKMKOYa0umM LOCTIMKEHHS HA TBApUHAX) OO BNVBY NEBOLIETUPU3NHY HA (DEPTUMBHICTb.

L-CET® Tab/UA/F

3damuicms ennugamu Ha weudkicme peakuii npu kepysaHHi a8mompaHcnopmom abo iHWuMU MexaHi3mamu.

MopiBHsNbHI KNiHiYHI BUNPOOYBaHHS He BUSIBUMW XOOHWX A0Ka3iB TOTO, L0 NEBOLETUPU3NH Y PEKOMEHIOBAHIN J03i MOripLULye yBary, WBKUAKICTb peakuii abo
3[aTHICTb KepyBaTW TPAHCTIOPTHUMI 3acobamu.

OpHak Aesiki nauieHT MOXYTb BiA4yBaTU COHNMBICTb, BTOMY Ta acTeHito MiA Yac nikyBaHHS NeBOLETUPU3NHOM. TOMY NaLjieHTH, ki MaloTb HaMmip kepyBaTy
TpaHcnopTHAMK 3acobamu, 3aiiMaTucst MOTEHLMHO Hebe3neyHow AisrbHICTIO abo npallioBaTi 3 MexaHiaMamu, MOBMHHI BPaxoByBaTW CBOK peakwil Ha
nikapcbkuit 3aci6.

Cnoci6 3acmocyeaHHs ma do3u.

Mpenapat npu3HayaTi JOPOCIMM Ta AiTAM BiKOM Bif 6 POKIB BHYTPILLHBO, HE3aNEXHO Bif NpuitomMy ixi. TabneTky HEOOXiAHO KOBTATW LiNot0, 3anvBaoym
HEBENUKOHO KiNbKICTH0 BOAW.

[osyBaHHs

Lopocni ma dimu sikom 8i0 12 pokis. [lo6oBa fjo3a cTaHOBUTL 5 Mr (1 TabneTka, BkpuTta 060510HKo0) 1 pa3 Ha foby.

[MayjieHmu nimHpo20 8iky. KopuryBaHHs [J0311 peKOMEHA0BaHO NaLjieHTaM JTiTHOrO BiKy 3 TOPYLUEHHSIMM (YHKLT HUPOK Bif MOMIPHOTO 10 TSKKOTO CTYNEHs (AnB.
nigpo3pin «HpkoBa HE[OCTATHICTBY HUXYE).

Hupkosa Hedocmammicme. [o3yBaHHs cnig ninbupatit iHousigyansHo, 3anexHo Big ¢yHKUii Hupok (pLUK® [pospaxyHkoBa LBMAKICTL KiyGoukoBOI
hinbTpaLji]), ik 3a3Ha4eHo B TabnuLLi HUkYe.

Tabnuus. Kopekujis 4031 npenapaty AN NaLieHTIB i3 NOPYLLEHO (YHKLIEID HUPOK.

OyHKUis HUPOK plUK®, mn/xs [losa Ta KinbkicTb npuinomis
HopmaribHa yHKList HUpoK 290 1 Tabnetka 1 pa3 Ha goby
lMopyLueHHs nerkoro cTyneHs 60 - <90 1 Tabnetka 1 pa3 Ha goby
lMopyLueHHs NOMIPHOTO CTyneHs 30 - <60 1 Tabnetka 1 pa3 Ha 2 fobu
lopyLUeHHS TSKKOrO CTyneHs 15 — <30 (He noTpibeH aianis) 1 Tabnetka 1 pa3 Ha 3 pobu
TepmiHanbHa CTafis HUPKOBOI HeAOCTATHOCTI <15 (noTpibeH aiania) lMpoTunokasaHo

[itsm i3 nopyLueHHsMM dyHKLii HUPOK 03y Nikapcbkoro 3acoby crif KopurysaTi iHAWBIgYarbHO 3 ypaxyBaHHSIM HUPKOBOTO KMipeHcy MallieHTa Ta oro Macy
Tina.

CnevyndivHnx faHmX LWOAo 3acToCyBaHHS Npenapary AiTaM 3 NopyLIeHHSMM (hyHKLii HUPOK HeMae.

[Meyinkosa HedocmamHicmb. MaLjieHTaM i3 BUKIIOYHO MEYiHKOBOIO HEAOCTATHICTIO KOPEKLis pexuMy A03yBaHHS He noTpibHa. MauieHTam i3 neviHkoBow Ta
HWUPKOBO HEAOCTATHICTIO HEOOXIHO KOPUryBaTU PEXXIM A03yBaHHS! BiANOBIAHO 0 HABEAEHO BHULLE TabnuL.

[imu. fitv Bikom Big 6 8o 12 poki: pekomeHaoBaHa fobosa jo3a— 5 mr (1 TabneTka, BkpuTa 060noHkok) 1 pa3 Ha Aoby.

[ins piten Bikom Big 2 4O 6 POKIB HEMOXIIMBO KOPUryBaTW A03M NEBOLIETUPM3IHY Y (hopMi TabneTok, BKkpuTIX 060M0HKOKW. PekoMeHA0BaHO npusHadaTy
NEeBOLIETUPN3NH Y NikapCbKuil hopMi, NPUAATHIN NS 3aCTOCYBaHHS B neaiaTpii.

TpuBanicTb 3aCTOCYBAHHS.

MavjieHTiB i3 NEpioAMYHAM anepriyHnmM puHITOM (TPUBAnNICTb MPOSIBY CUMMTOMIB 3aXBOPIOBAHHSI CTaHOBUTb MEHLLE HiX 4 A0OW Ha TkaeHb abo MeHLue Hix
4 TxHi Ha pik) cnig nikyBaTW BiANOBIAHO [0 nepebiry 3aXBOpIOBaHHS Ta aHaMHe3y: MikyBaHHS MOXHA MPUMUHUTH, SKLO CUMMTOMM 3HUKHYTb, Ta MOXHA
BiAHOBMTY 3HOBY MPW NOBTOPHOMY BMHUKHEHHI CUMMTOMIB. Y pasi CTINKOro anepri4Horo puHiTy (TpuBanicTb NposiBy CUMMTOMIB 3aXBOPHOBAHHS CTAHOBWTb BiMbLu
Hix 4 06W Ha TxAEHb ab0 GinbLue Hix 4 TYXHI Ha pik) y Nepiof KOHTaKTY 3 anepreHamu navieHTy Moxe 6yTu 3anponoHoBaHa nocTiitHa Tepanisi. IcHye kniHiYHUi
[0CBif, 3aCTOCYBaHHs NIEBOLIETUPU3NHY MPOTSTOM LLOHaAMeHLUe 6-MicsyHoro nepiogy nikyBaHHst. [py XPOHIYHUX 3aXBOPIOBAHHSX (XPOHIYHWIA anepriyHuit
PVHIT, XPOHIYHa KPOMMB'HKa) TPMBANICTb NiKyBaHHS CTAHOBUTb 40 1 pOKY [AaHi KNiHiYHMX AOCTIiAKeHb NP 3aCTOCYBaHHI LIETUPU3WHY (pauemarty)].

Aimu.
Mpenapat y BUrNsAi TabneTok He 3acTOCOBYBATH AiTAM BiKOM 10 6 POKiB, OCKiMbKM Lt NikapCbka hopMa He Aae 3MOru BifMOBI[HO KOPUTyBaTH [O3YBaHHS.
Bka3aHilt kateropii nawieHTiB noTpibHO NpKU3HayaTy NEBOLIETUPU3NH Y MikapCbkil hopMi, NpUaaTHIN 4N 3aCTOCYBaHHA y neaiaTpii.

MepedosyeaHHs.

Cumnmomu.

CumnTomu nepeao3yBaHHs y AOPOCTNX MOXYTb BKITHOHATV COHMMBICTb. Y AAiTe CrioYaTKy MOXYTb BUHWUKHYTW CTaH 30Y/KeHHS Ta niaBuULLeHa ApaTiBAMBICT, SKi
3MIHIOITbCS COHMMBICTO.

TlikysaHHs.

CneuudivHoro aHTUAOTY A0 NEBOLETUPU3NHY HEMae. Y BUMaaKy NosiBi CHMNTOMIB Mepefo3yBaHHS PeKOMEHAYETbCA cuMNTOMaTUYHa Ta MiATpUMYYa
Tepanisi. Cnig po3rnsiHyTV HeobXIAHICTb NPOMMBAHHS LLMYHKa Yepe3 KOPOTKMiA Yac Micns npuitomy npenapaty. [emMoaiania Ans BMBeAeHHS NeBOLIETUPH3NHY 3
OpraHiamy He e)eKTUBHHIA.

MobiyHi peakuyil.

Hwxye HaBegeHo NobiyHi peakii, Npo siki BiOMO 3 NOCTMApPKETUHIOBOrO JOCBIAY 3aCTOCYBaHHS MikapcbKoro 3acoby. YacToTy uyx nobiyHMX peakwiin He MoXHa
BCTaHOBMTY HA OCHOBI HASIBHWX JaHNX.

3 60Ky imyHHOI cucmemu: TinepYyTRMBICTb, BKIKOYaKYM aHadinakcito.

[MopyweHHs xapyysaHHsi ma 06MiHy pe408UH: NABULLEHNI aneTuT.

3 6oky Hepgogoi cucmemu: COHNMBICTb, FONOBHWIA Binb, NiABMLLEHa BTOMIIOBAHICTb, CNabKiCTb, aCTeHis, CyA0MW, NapecTesisi, 3anaMOPOYEHHS, HEMPUTOMHICTb,
TPeMop, AuCreB3is.

360Ky ncuxiku: nOpyLUEHHs! CHy, 30YDKeHHS, rantoLuHaLii, Aenpecis, arpecisi, 6e3coHHS, cyiLmaanbHi JyMKH, KOLUMaPHi CHOBUAIHHS.

360Ky opeaHis cryxy ma pigHogazu: BEpTUrO.

3 60Ky opeaHie 30py: NOPYLLEHHS 30pY, HEUITKICTb 30pY, OKynoripaLlisi.

3 60ky cepys: nocuneHe cepLiebuTTs, Taxikapais.

360Ky duxanbHoi cucmemu, opaaHie 2pydHoI KnimKku ma cepedoCmiHHS: 3afMLLKa.

3 60Ky wiTyHK0BO-KULWKOBO20 Mpakmy: Aiapes, brioBaHHs, 3anop, CyXicTb Y poTi, Hy[oTa, 6inb y X1BOTi.

3 60Ky neyiHKU maX08408UBIOHUX WIISIXI8: FenaTuT.

3 60Ky HUpok ma ce4ogudinbHOI cucmemu: [u3ypisi, 3aTpUMKa cevi.

360Ky wiKipu ma nidWwKipHUX MKaHUH: aHriOHEBPOTUYHWIA HABPSK, CTilKi MeANKaMEHTO3Hi BUCUNaHHS, CBepOiX, BUCUMAHHS, KPOMMB'AHKa.

3 60Ky ckeslemHO-M 330801 cuCMeMU ma CnosTy4HOi MKaHUHU: Mianrisi, apTpanrisi.

3aeanbHinopyweHHs ma cmaH Micyst 68e0eHHS: Habpsik.

Pe3ynsmamu docnidxeHs. 3binbLUEHHs Macy Tina, BigX1neHHs hyHKLoHanbHWX NeYiHKoBMX Npob Big HOPMU.

Onuc okpemux nobidHux peakuitl

Mosigomnsinocs npo cBep6ix nicrs NPUNUHEHHS 3aCTOCYBaHHS NIEBOLETUPU3NHY.

[oBigoMneHHs NPo Nigo3ptoBaHi No6iYHi peakLii.

MosigomnerHst npo nobiyni peakuii nicns peectpadii nikapcbkoro 3acoby Mae Benuke 3HauyeHHs. Lle 1ae amory npoBOAMTI MOHITOPUHT CMIBBIGHOLIEHHS
KOPUCTB/PU3MK MPX 3aCTOCYBaHHI LibOro nikapcbkoro 3acoby. MeauuHum ta hapmaLeBTUYHUM MpaLliBHUKaM, a TakoX nalieHTam abo iXHiM 3aKOHHUM
npeacTaBHUKaM Chif MoBiZOMIISITY NPo YCi BUNaaky Nigo3pioBaHux nobiuHX peakLilt Ta BiACyTHOCTI e(heKTUBHOCTI Nikapcbkoro 3acoby Yepe3 ABTOMATU30BaHy
iHchopmaLliiHy cuctemy 3 hapmakoHarnsay 3a nocunaqHsm: https:/aisf.dec.gov.ua

TepmiH npudamHocmi.
3 poku.

YMoBM 36epiraHHs.
36epiratvt npu Temnepatypi He BuLLe 25 °C.
36epiraTiny HeLOCTYNMHOMY NS 4iTEN MiCLi.

YnakoBka.
Mo 10 Tabnetoky 6nictepi; no 1 abo, no 3, a6o no 10 GricTepiB y KAPTOHHIM yNaKoBLY.

Kateropis Bignycky.
bespeuenTa.

Bupo6HuK.

KYCYMXENTXKEP MBT NTL/

KUSUMHEALTHCARE PVTLTD.

Micue3HaxomkeHHs1 BUPOGHMKA Ta agpeca MicLisi NPOBafXeHHS NOro AiANbHOCTI.

Mnot Ne M-3, Ingop Cnewwen IkoHomik 3oyH, ®ens-Il, Miramnyp, Qict. Oxap, Magxbs Mpageww, MiH 454774, Ivais
Plot No. M-3, Indore Special Economic Zone, Phase-Il, Pithampur, Distt. Dhar, Madhya Pradesh, Pin 454774, India.

[artaoctaHHboro nepernsay. 17.06.2024.

L-CET® Tab/UA/B

5. INDORE

PACKING MATERIAL SPECIFICATION

PHARMA PACKAGING PVT. LTD.

PRODUCT NAME: INSERT L-CET® TABLETS-UA COUNTRY:

19-07-2024

MATERIAL CODE: 4000658 A v cope: 30065804000806A sPECIFICATIONS:  BIBLE PAPER 40 GSM

DIMENSION:  OPEN SIZE 180X420 MM, BOOKLET 30X60 MM

SUPERSEDED A/W CODE: 30065804000806 COLORS:

B BLACK

REASON FOR CHANGE A/W: VARIATIONS

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