IHCTPYKL|IS Haras SATBEPIKEHO
i aka3 MiHicTepcTBa 0XOpOHM
ANA MegUYHOro 3aCTOCyBaHHA Nikapcbkoro 3acody 30R08' YKpaiHW
17.07.2023 Ne 1286
PeecTpauiiiHe nocBig4yeHHs

OIKNnocC END°® Ne UA/16445/02101
(DlCLOSAFE®)

Cknao:

ditova peyosuHa: puknodeHaky aietunamit (diclofenac diethylamine);

1 rrento micTuTb 11,6 Mr guknodeHaky fieTunamivy y nepepaxyBaHHi Ha ukrnodeHak HaTpito 10 mr;

00ONOMiXHi pe4yoguHU: MPONiNeHrnikonb, CNUPT i30MponinoBuiA, kapbomep, AieTunamiH, KoKoiny kanpunokanpar, cnupT
OneinoBui, NonieTUNEHrNikonio LeTocTeapunoBuin edip, onis MiHepanbHa nerka, dytunrigpokcutonyon (E 321), Boga
OoYMLLEHa.

TNikapcbka hopma. EMynbCiliHuMii renb 4nst 30BHILUHBOTO 3aCTOCYBaHHS.
OcHogHi ¢hizuko-ximiyHi gmacmugocmi: 6inuit abo Maiixe Ginuin M'skuit OLHOPIGHWIA TeNb.

®apmakoTepaneBTUYHa rpyna. 3acobu, WO 3acTOCOBYOTHCS MiCLEeBO Yy pasi cyrnobosoro Ta M'si30Boro 6orio.
Hecrepoigxi npoTusananbHi 3acobu ans micLileBoro 3actocysaHHs. [luknodeHak.
Kop ATX M02A A15.

®apmakornoeiyHi emacmusocmi.

®apmakoduHamika.

[iknoceic” i3 Ail040I0 PEYOBMHOK AMKNO(EHaK € BUCOKOBDEKTUBHIM HECTEPOHAM NpoTU3ananbHM 3acobom (HM33)
AN 30BHILUHLOTO 3aCTOCYBAHHS.

[vknodeHak — HM33, Wwo YnHUTL BUpaxeHy NpOTMPEBMATUYHY, 3HeDOMoBanbHY, NPOTU3ananbHy Ta Xapo3HWXKyBamnbHy
pito. OCHOBHMM MexaHi3MOM TepaneBTWYHOI Aii AuknodeHaKy € npurHiyeHHs 6iocuHTe3y npocTarnaHuHis
LyukrnookeureHasoto 2 (LIOr-2).

Mpu 3ananenHi Ta 6omto TpaBmaTyHOro abo pPEeBMATUYHOTO MOXOMKEHHS renb i3 AMKNOGEHAKOM MPU3BOAUTL [0
3MeHLLeHHs 6onto, HabpsIKy TKaHWH Ta CKOPOUEHHS Nepiofy NOHOBMEHHS (YHKLLA YLLKOMKEHUX CYrnobiB, 3B'A30K, CyXOXnMb
Ta M'a3iB. KniHiYHUMKM JaHnMK JOBEAEHO, LU0 refb i3 ANKNodeHakoM 3MeHLLYE rocTpuii binb Bxe Yepes 1 roauHy nicns
noYaTKOBOrO HaHeceHHs:. Mpenapat ameHLuye Ginb npu pyci Ha 75 % npoTsrom ABox Aib. 94 % navieHTiB Manu noauTUBHY
BiANOBIZb Ha renb i3 AnknoteHakom Yepes 2 106m nikyBaHHs NOPIBHAHO 3 8 % NaLjieHTiB, Siki Many No3uTWUBHY BiANOBIAbL Ha
nnave6o. MogonanHs Bonto Ta yHKLiOHaNbHUX NOPYLLEHb AOCAranocs nicns 4 AHIB NikyBaHHS renem i3 AUKNodeHaKkoM.
3aBaskv BOAHO-CMMPTOBII OCHOBI Npenapart BUSIBMSE TaKOX MiCLLEBOAHECTE3Y04MIA Ta OXONOKYBaNbHIUA eCheKT.
®apmakoKiHemuka.

KinbkicTb AuknodeHaky, sika BCMOKTYETbCS Yepes LUKipy, MpomopLiiiHa [0 NMOLi MOr0 HaHEeCEHHs i 3anexuTb SK Bif
3aranbHoi 3aCTOCOBaHOI 1031 npenaparty, TaK i Big CTyneHs rigpatauii Wwkipu. Micns MicLeBoro HaHeceHHs 2,5 1 rento 3
AMKNoeHaKkoM Ha MOBEpPXHIO Lkipy nnoelo 500 cM® cTyniHb abcopbuiii AuknodeHaky cTaHoBUTL NpUbnMaHo 6 %.
3acTocyBaHHs OKIHo3iiHOT NoB'A3ky npoTsirom 10 roguH Npu3BoauTb A0 36inbLUeHHS abcopbuji AnknodeHaky BTpudi.

Micnst HaHeceHHst rento 3 AuknodeHakoM Ha LWKIpy cyrno6is KMCTi | koniHa AnknodeHak BUSBNSIETLCS Y Na3Mi KpoBi (4e Horo
MaKcuMarnbHa KoHLeHTpaLis npubnmuaHo y 100 pasie MeHLLa, Hix nicnsi nepopansHOro NpUitoMy), Y CUHOBIanbHI 060MOHL
Ta CMHOBIanNbHIl piguHi. 38'A3yBaHHs AnknodeHaky 3 binkamu ctaHosuTb 99,7 %.

[vknodeHak HaKonMUyeTbCS Y LLKipi, Sika Cyrye pe3epByapoM, 3Bifku BinOyBaeTbCs NOCTYNOBE BUBIMbHEHHS PEYOBUH Y
npunerni TkaHWHW. 3BIATY AMKNOeHaK nepeBaxHO HaaxoauTb Y GinbLu MoK 3ananeHi TkaHWHW, Taki sk cyrnobu, Hix y
nna3my KpoBi. Tam BiH NPOJOBXYE AT | BU3HAYaETbCS Y KOHLEHTpaLisix 4o 20 pasiB GinbLunX, Hix y nnaami Kposi.
[uknodeHak MeTabonisyeTbCsi NMepeBaxHO LUNSXOM OfHO- abo GaraTocTafitHoro rigpoKCUMIoBaHHS Ta MmofanbLuoi
FMHOKYPOHifaLii abo rniokypoHiaaLyi Linoi Monekynu.

[uknodeHak Ta 1oro mMetaboniT BUBOAATHCS NMEPEBAXHO 3i Ceyeto. 3aranbHW CUCTEMHUI NNa3MOBUIA KMipeHc
AuknodeHaky cTaHoBnTb 263 + 56 M/xB, a KiHLEBIA Nepiof HaniBBUBEAEHHS 3 NNa3Mu1 KPOBI — y cepeiHboMy 1-2 roguHu.
YoTupu meTaboniTi, BKIIOYalouM 1Ba aKTUBHWX, MaloTb KOPOTKWIA Nepiod HaniBBUBEAEHHS (1-3 roauHm), a oavH — fello
6inbLUNiA, ane BiH € NPaKTUYHO HEAKTUBHUM.

IMpw HUPKOBIl ab0 NeYiHKOBII HeAOCTATHOCTI MeTaboniam Ta BUBEAEHHS 3 OpraHiamMy AUKIOMEHaKY HE 3MIHIOKOTHCS.

KniHiuHi xapakTepucTukm.

Moka3aHHs.

Micuese nikyBaHHs 6omto Ta 3ananenHs cyrnobis, M'si3iB, 3B'A30K Ta CyXOXWrb peBMaTMYHOrO abo TpaBMaTU4HOTO
MOXOPKEHHS.

lpomunoka3aHHs1.
- MNigBuweHa vyTnuBicTb A0 AMKNOhEHaKy abo 10 iHLLMX KOMMOHEHTIB Npenaparty.
- HasiBHicTb B aHamHe3i HanagiB GpoHxianbHOi acTMu, aHrioegemu, Kponme'sHkM abo rocTporo puHITy, 3yMOBMEHWX
MpUITOMOM aLeTUncaniuunoBoi kuenotn abo iHwmx HMN33.
- OcTaHHilt TpUMeCTp BariTHOCTI.
- [utauni Bik Ao 14 pokis.

B3aemodis 3 iHwumu nikapcbkumu 3acobamu ma iHwi eudu e3aemodill.

Ockinbku cuctemHa abcopbuis avknodeHaky BHaCMifoK MiCLEBOro 3acToCcyBaHHs npenapaty Ayxe Hu3bka, iMOBIpHICTb
BMHWKHEHHS B3aEMOfii Ayxe Hu3bka. Ha cborogHi BiACYTHi JaHi Npo B3aemoAii AuknodeHaky y pasi 110ro MicLieBoro
3acTocyBaHHsl. [HpopMaLlis npo Bigomi B3aemogii nepopanbHuX hopM AnKnodeHaky MICTUTLCS y BiNOBIAHNX [Xepenax.

Ocobiugocmi 3acmocyeaHHs1.

3 0bepesHiCTIO crif 3acTOCOBYBATY Mpenapat 04HOYacHo 3 nepopanbHmm HM33.

IMOBIPHICTb PO3BMTKY CUCTEMHIX NOBIYHMX €IEKTIB (K TPANNSKOTLCS NPK 3aCTOCYBAHHI CUCTEMHIUX (DOPM AMKNO(EHaKY)
Mae 6yTV po3rnsHyTa Npy 3acToCyBaHHi Npenapary Ha binbLunx ainsHkax Wkipy abo npoTarom BinbLL TPMBANOro Yacy, Hix
peKoMeHZ0BaHO. Y Takux Bunaakax Tpeba 3 00epexHicTIo 3aCTOCOBYBATY NikapChkii 3acib navieHTam, siki MaroTb NeviHKOBY,
HUpKoBY abo cepLieBY HEOCTATHICTb, @ TAKOX BUPa3KOBY XBOPODY B aKTUBHIll CTaA].

3 06epexHICTHo Cnif 3acTOCOBYBATM Npenapat 04Ho4acHo 3 nepopanbHinmm HM33, ockinbku Moxe 36inbluyBaTUch YacToTa
HebaxaHux, 0cobnnBo cucTeMHmX, NobiYHUX edekTiB (AuB. po3gain «B3aemoais 3 iHWMMK NikapcbkuMu 3acobamm Ta iHLLi
BMM B3aEMOLINY).

Ak i iHWi npenapatwn, ski iHribyT NpocTarnaHaMHCUHTETa3y, AvknodeHak Ta iHwi HM33 moxyTb npussecT Ao
BpoHxocnasmy, SKLLO 3aCTOCOBYOTLCA NaLjiEHTaM, Siki CTpaxaaloTb Ha GpoHXianbHy acTMy Yi MatoTb ii B aHaMHe3i.

lenb [liknocend” pexoMeHayeTbCs HAHOCUTH TiflbKK Ha IHTAKTHI, HeYLIKOPKEHi AinsHKIA WKipu, 3anoGiraiodn noTpannanHio
Ha 3anarneHy, nopaHeHy abo iHdikoBaHy LKipy. Crif YHUKATW KOHTAKTY npenapaty 3 o4vma Ta Crv3oBUMM 060M0HKaMK.
lpenapat He MOXHa KoBTaTH.

Ipv nosiBi ByAb-AAKNX LLKIPHIX BUCUNAHD NiKyBaHHS npenapaTomM NOTPIOHO NPUMMHUTY.

lenb [iknoceid® He cnig 3acTOCOBYBATM Mif NOBITPOHENPOHMKHY OKMIO3iAHY NOB'A3KY, ane A0MyCKAeTbes MOro
3aCTOCyBaHHS MiJ HEOKITKO3iNHY MOB'A3KY.

[Mpn micLeBOMY 3acTOCyBaHHI ANKIO(EHaKY iCHYE fesika IMOBIPHICTb LUMYHKOBO-KULLKOBOI KDOBOTEMI Y TWX MaLieHTiB, siki
NepeHecn ii B MUHYTOMY.

Yepes MOXMMBICTb BUHUKHEHHS! CBITNIOYYTNIMBOCTI HEOOXIAHO YHUKATY Aii MPSIMIX COHSYHMX MPOMEHIB Ta Bi3uTiB A0 CONSpIt0
NpOTAroM MikyBaHHsi Ta 2 TVXHi MICIs NPUNUHEHHS! NiKyBaHHS.

HeobxigHo nopaguTv mauieHTy He manuTu Ta He HabnwxaTics [0 BiOKPUTOrO BOTHIO, OCKIMbKM Lie PU3VK OTPUMaHHS
Ccepino3HuX onikie. TkaHWHa (0gAr, nocTinbHa 6innaHa, nepes'ssyBanbHUA MaTepian), ska KOHTaKTyBana 3 npenapaToM, Moxe
nerko 3ailMaTuCh | CTAHOBUTb CEPNO3HY NOXexHY Hebesneky. MpaHHs oasry Ta MocTinbHOI BiNn3HN MOXe 3MEHLINTU
HaKOMUYEHHS refto, ane He BUAANSE 10ro MoBHICTHO.

LlonomixHi peyosuHu

lenb [liknoceiidh® MicTTb nponineHrnikonb Ta GyTunrigpokcutonyon. MponineHrikonb MOXe CPUYMHUTI NOAPa3HEHHS
LKipn. ByTuRrigpokcUTONyon MoXe CMPUYMHWTM MICLEBI LUKIpHI peakuii (Hanpuknag, KOHTaKTHWA aepmatut) abo
NoLPa3HEHHS 04ei Ta CM30BMX 0DOMOHOK.

3acmocysaHHs y nepiod saeimHocmi abo 200ygaHHs 2pyddio.

BazimHicms.

KniiuHuit OCBIf 3aCTOCYBAHHS NikapCbKoro 3acoBy Jiknoceitd® BariTHM XiHkaM OBMEKEHMI.

MMicna micLeBoro 3acTocyBaHHs AWKMOMeHaKy MOr0 CUCTEMHA KOHLEHTPAUis € HWKYO, MOPIBHSHO i3 MPUIOMOM
nepopanbHx chopm. 3 ornsgy Ha focsig Tepanii cuctemrumy HIM33, pekomeHayeTbCs BpaxoByBaTH HACTYMHE.

|HribyBaHHs CMHTE3y npocTarnaHAMHIB MOXe HeraTMBHO MO3HAuYMTUCS Ha nepebiry BariTHOCTi Ta/abo po3BUTKY
embpioHa/nnopa. [ai eninemionoriyHmx AOCHIMKeHb CBifYaTh NPO MIABWLLEHUA PU3NK BUKWAHIB Ta/abo puamnK po3BuTKY
CepLieBNX Baf i racTpoLLM3NCy MICNS 3aCTOCYBaHHs iHribiTopa CUHTE3y MpOCTarNaHAVHIB Ha pPaHHiX TepMiHaX BariTHOCTi.
ABCOMIOTHMIN PU3NK CepLiEBO-CYANHHMX Baf OyB 30inblueHMA 3 MeHL Hix 1 % A0 npubnnaHo 1,5 %. BeaxaeTbes, Wo pusnk
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3BinbLUYETHCS 3 403010 | TPUBANICTHO NiKyBaHHS1. Byno nokasaHo, Lo y TBApUH BBEAEHHS iHribiTopa CMHTE3y NpocTarnaHamHiB
NpK3BoANTb [0 36iNbLUEHHS Npe- i NOCTIMNNaHTaLHO BTpaTy Ta neTanbHocTi embpioHa/nnoaa.

Kpim TOro, y TBapuH, ki OTpUMyBanu iHribiTop CUHTE3y NpocTarnaHauHiB y nepiod opraHoreHesy, byna 3apeecTpoBaHa
niABuMLLIEHa YacToTa Pi3HUX Bad PO3BUTKY, Y TOMY 4ncni 3 BOKy cepLieBo-cyanHHoI cuctemu. Mig yac nepLuoro Ta Apyroro
TPUMECTPY BariTHOCTI He Clif 3aCTOCOBYBATY AMKMOEHaK, SKLLO Lie He € HeoOXigHMM. AKLLO ANKNO(EHaK 3aCTOCOBYETHLCS
KIHKOIO, Sika nparHe 3aBariTHiTh, abo SKLLO Npenapat 3aCTOCOBYETLCS NPOTArOM NEPLLOTO Y1 ApYroro TPUMECTPY BariTHOCTI,
[03a npenapary NoB1HHa yTy AKOMOra HKYOI0, @ TPUBAMICTb NiKyBaHHS — AKOMOTa KOPOTLLOH.

Mig Yac TpeTbOro TPUMECTPY BariTHOCTI BCH iHMBITOPY CMHTE3Y NpoCTarnaHaMHIB MOXyTb BNNMBATY HA NNiA TakUM YUHOM:

- CepLieBO-TereHeBa TOKCUYHICTb (i3 NnepeAYacHM 3aKpuTTAM apTepianbHOi NPOTOKY Ta NereHeBoIo rinepTeH3ieto);

- NOpYLUEHHS YHKLT HUPOK, LLIO MOXe NMpOrpecyBaTt 10 HUPKOBOi HEA0CTATHOCT 3 OMIrorigPOaMHIOHOM.

3acTocyBaHHs HribITOPIB CHTE3Y NPOCTarnaHaMHIB HANPUKIHLI BariTHOCTI MOXe BNAMBATK Ha MaTip i HOBOHAPOLKEHOrO
TaKuM YYHOM:

- MOXIMBi MOAOBXEHHS Yacy KPOBOTEMI, aHTUarperaHTHUiA epekT, SKA MOXe CrOCTepiraTUCs HaBiTb MPU AyKe HU3BKNX
fo3ax;

- ranbMyBaHHs CKOPOYEHb MaTKM, L0 MPU3BOANTB 10 3aTPUMKM aB0 NOAOBKEHHS NONOriB.

OTmxe, guknodeHak, sk i iHwi HM33, npoTunokaszaHnin NpoTSroM TPeTbOro TPUMECTPY BariTHOCTI (AWB. po3gin
«MpoTnnoKasaHHs»).

[Mepiod 200ysaHHsI 2pyddro.

Ak iHwi HN33, anknodeHak y He3HauHil KinbKOCTi NPOHMKAE Y rpyaHe Monoko. [poTe npu 3acTocyBaHHi TepaneBTUYHINX 403
renio [liknoceiih® HIAKOro BNANBY Ha rpyaHE BUTOAOBYBAHHS He nepeabadacTbes. Yepes BiCYTHICTb KOHTPOMLOBAHMX
[OCTIKEHb Y KIHOK, SIKi ToayIoTb rpyato, renb [iknoceitd® y AaHnit nepio cnif 3acTOCOBYBATH NLLE 38 NPU3HAYEHHAM
nikapsi. Y nepiog rogyBaHHs rpyanto Npenapart He Crif HaHOCWUTU Ha MOMOYHI 3amo3u abo Benuki AiNSHKW WKipK Ta He
3aCTOCOBYBATW MPOTSArOM TpuBasnoro yacy (ame. posginu «OcobnmBocTi 3actocyBaHHs» Ta «Cnocib 3actocyBaHHs Ta
[031»).

GepmurnbHicm.

[ani wopao BnnuBY AnknodeHaky Ha hepTUNbHICTb MIOAUHN NPY 10r0 30BHILUIHEOMY 3aCTOCYBaHHI BiICY THI.

30amHicme nnugamu Ha WeUOKiCMb peakyii npu kepysaHHi a8mompaHcnopmom abo iHWuMu MexaHi3mMamu.
Bnnue guknodeHaky BifCyTHIN NPy 30BHILLHBOMY 3aCTOCYBaHHI.

Cnoci6 3acmocyeaHHs ma do3u.

[Mpenapat npu3Ha4eHni TinbKu Ans 30BHILIHLOTO 3aCTOCYBaHHS.

Lopocni ma dimu sikom eid 14 pokie

lenb [liknoceiih® cnia 3acTocosysaTt 3-4 pasn Ha AoBy, 3nerka BTMpayM y WKipy y Micui nokanisavii Gono. KinbkicTs
npenapary, ska 3aCTOCOBYETLCS, 3aNeXWTb Bif PO3MIPY YPaXeHOi LinsHku (Tak, 2-4 r, Lo 3a po3MipoM BiANoBigae poaMipy
BULLIHi 8GO BONMOCHLKOTO ropixa, A0CTATHBO [ HAHECEHHS Ha AiNAHKY nnoLueto 400-800 cm’).

Micns annikavii npenapaty He0bXiaHO BUMIUTY PYKU, OKPIM TUX BUNAAKIB, KON came LSt JinsiHKa Nignsrae nikyBaHHH.
TpuBanicTb Tepanii 3anexuTb Bifl xapakTepy 3aXBOPHOBaHHS Ta €eKTUBHOCTI NTiKyBaHHS.

lpenapat He cnif 3acTocoByBaTW OBLLE 14 [HIB NOCMINb NPY YLIKOMKEHHAX aB0 peBMaTM3Mi M'SKUX TKaHWH Ta [0BLUE
21 pHs npy 6onto y cyrnobax apTPUTHOTO MOXOMKEHHS, SIKLLIO iHLLE He PEKOMEHOBAHO NikapeM.

HeobxiaHo 3BepHYTICA 3@ KOHCYMbTaLj€lo Nikaps, AKLWO CUMMTOMI 3aXBOPIOBAHHA HE 3MEHLLYITbCS abo NocUnIoTLCS
nicns 7 AHis NikyBaHHS.

MauieHmu nimHb0o20 iKY

MoxxHa 3acTocoByBaTY 3BU4aliHI 403V Nikapcbkoro 3acoby Ans 4OPOCHOi MOANHN.

AL HaHocuTY renb [liknoceiid” Ha BenuKi AiNSHKM Tina, CUCTEMHe BCMOKTYBaHHS AnknodeHaky 6yae GinbLuMm Ta 3pocTe
PU3UK BUHWUKHEHHS MOBIYHMX peakLili, 0coBnMBO SKLLO NikapChbKuii 3acib 3aCTOCOBYETHCS YaCTO.

Limu.

HenocTaTHbo [aHNX LW0A0 edheKTMBHOCT Ta Beaneky 3acTocyBaHHs nikapcbkoro 3acoby [liknoceiid® ans fiTeit Bikom A0
14 pokis (avB. po3ain «[poTUnoKasaHHs»).

[Mpn 3acTocyBaHHi nikapcbkoro 3acoby AiTaM Bikom Big 14 pokiB goBle 7 OHIB ab0 SKILO CUMMNTOMW 3aXBOPIOBAHHS
MOCUIOTBCS, HEOOXIAHO 3BEPHYTUCS 3@ KOHCYMbTaLliEto JTikaps.

MepedosyeaHHs.

Cumnmomu

lMepeno3yBaHHs ManoiMoBipHe Y 3B'A3Ky 3 HU3bKolo abcopOLjieto AMKNodeHaky y CUCTEMHUA KPOBOTIK Npu MicCLiEBOMY
3acTOCyBaHHi. Y TOW Xe yac PO3BUTOK CUCTEMHUX MOBIYHWMX peakLili MOXe crmocTepiraTucs y pasi BUNAgKOBOrO
npokoBTyBaHHs renio liknoceid” (cnia Bpaxosysath, wo 1 Ty6a npenapaty no 30 r MicTuTh exsisaneHT 0,3 r avknodeHaky
HaTpito).

TlikyeaHHs

Y pasi BUNagKoBOrO MPOKOBTYBAHHS MpenapaTty Ta BUHWKHEHHS 3HAYHMX CUCTEMHWX MoGiYHMX peakuiin cnig
BMKOPWCTOBYBATU 3ararbHi TepaneBTUYHi 3aX0au LLoAo NikyBaHHs oTpyeHHs HIM33. PekoMeHmoBaHO NPOMMBaHHS LUMyHKa
Ta npunoM aKTUBOBAHOTO BYTinns, 0cobMMBO Y TX BUNaAKaX, KON NPOKOBTYBaHHS Npenapaty BiAdyNock HeLoAaBHO.
TNikyBaHHs nepefo3dyBanHs HIM33 nonsrae y 3actocyBaHHi NATPUMYIOHOI Ta cumMnTOMaTyHoi Tepanii. He icHye Tunosoi
KNiHIYHOI KapTWHW, CNPUYMHEHOI Nepeao3yBaHHAM renio i3 AuknodeHakom. MigTpuMytoye i CUMNTOMATUYHE TiKyBaHHS
nokasaHe Npu TakWX YCKMaJHEHHAX SK apTepianbHa rinoTeH3is, HAPKOBA HEJOCTATHICTb, CYAOMM, MOPYLIEHHs 3 GoKy
LUNYHKOBO-KMLLIKOBOTO TPAKTY i MPUTHIYEHHs AuxaHHs. ManoiMoBipHo, Lo dopcoBaHuil Aiypes, remogianis abo
remonepdysis € kopucHumu Ans BueeaeHHs HIM33, ockinbkv akTUBHI PEYOBMHM LMX npenapaTiB 3HaYHOK Mipolo
3B'A3y0TbCA 3 Ginkamm Nna3mu KPoBi Ta NigaatoTbCs iHTEHCMBHOMY MeTabomiamy.

Mo6iyHi peakuyii.

Kareropis 4actotn no6ivHnX peakLjiit BU3Ha4aeTbCsa TakuM YMHOM: fyxe yacTo (= 1/10); vacto (= 1/100, < 1/10); HevacTo
(= 1/1000, < 1/100); pigko (= 1/10000, < 1/1000); ayxe pigko (< 1/10000); yactoTa Hegifoma (He Moxe ByTu OLjiHeHa 3a
HasABHAMM AaHUMN).

IHhexuii ma iHeasii: Byxe piAaKo — NyCTYNbO3HI BUCUNAHHS.

3 60Ky iMyHHOI cucmemu: gyxe PigKko — peakLii NigBULIEHOT YyTIMBOCTI (y TOMY YWCi KPOMWB'SHKA), aHTIOHEBPOTUYHUIA
HabpsK.

360Ky duxanbHoi cucmemu, opaaHie 2pydHoi kimku ma cepedocmiHHA: Byxe piako — bpoHxianbHa acTma.

3 60Ky wKipu ma niOWKIpHOI KMiMKOBUHU: 4acTo — BUCWNAHHS, CBepOiX, ek3ema, eputeMa, AepMaTuT, y TOMy YuCTi
KOHTaKTHWIA AepmaTuT; pigko — BYnbO3HWI JepMaTuT; Ayxe Piako — peakuii CBITNOYYTNMBOCTI; YactoTa Hesifoma —
AeckBamaLlisi, 3MiHa KorbOopy LLKIPY, BIAYYTTS NEYiHHS LLKIpY.

Y pasi BUHUKHEHHS NOBIYHMX peakLiit crif NPUNUHITY NiKyBaHHS Ta 3BEPHYTICS 10 NiKaps.

[NoBigomneHHs Npo nifo3ptoBaHi noBiyHi peakuji

MosigoMneHHs npo nobiuHi peakwii nicns peectpadii nikapcbkoro 3acoby Mae Baxnuee 3HadeHHs. Lie fae avory nposoguty
MOHITOPWHT CMiBBIJHOLLIEHHS KOPUCTL/PU3VK MPK 3aCTOCYBAHHI LibOro fikapcbkoro 3acoby. MeanyHnm Ta hapMaLeBTUYHIM
npawjiBHWKaM, a Takox nawjieHtam abo iXHiM 3aKOHHUM NpeACcTaBHMKaM Crig MOBIOMIISTY NPO YCi BUNazKV NiA03proBaHNX
noBiyHUX peakwiit Ta BigCyTHOCTI edpekTMBHOCTI Mikapcbkoro 3acoby Yepe3 ABToMaTU3oBaHy iH(opMaLilHy cuctemy 3
thapmakoHarnsgy 3a nocunanHam: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.
3 poku.

YMoBM 3GepiraHHs.
36epiraTt B opuriHarnbHiit ynakoBLi npu Temnepartypi He Bue 25 °C.
36epiratiny He#OCTYNMHOMY ANs fiTei MicL.

YnakoBka.
Mo30r,no50rabono 100y Ty6i. Mo 1 Ty6iy KApTOHHiM ynakoBLyi.

Kateropis Bignycky.
bespeuenta.

BupoGHuk.
KYCYM XENTXKEP MBT NTA/
KUSUM HEALTHCARE PVT LTD.

30257828001903C

MicuesHaxomkeHHs BUpOOHUKa Ta aapeca MicLs NPOBaKEeHHS 10ro AiANbHOCTI.
CM-289 (A), PIIKO InpacTpian apea, Yonanki, bxisagi, fict. Ansap (Pagxactan), IHais/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

[araoctaHHboro nepernsgy. 29.01.2024.

Diclosafe® 11.6 mg emulsion gel/UA/B

|
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SAl PACKAGING CO DATE :- 15/02/2024/00

(a division of Sai Security Printers Pvt. Ltd.)

5. BHIWADI PACKING MATERIAL SPECIFICATION

probuCT Name: INSERT DICLOSAFE 11.6 G EMULSION GEL/UA country:  UKRAINE

MATERIAL cope: 4002578 pny cope: 30257828001903C  speciFicaTions:  BIBLE PAPER

DIMENSION: 140X385 MM, FLAT
SUPERSEDED A/W CODE: 30257828001903B (OLD) COLORS:
REASON FOR CHANGE A/W: VARIATION B BLACK

NOTE: EXISTING HARD & SOFT COPY SHIFT IN OBSOLETE FOLDER
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