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ANSt MEAUYHOrO 3aCTOCYBaHHS NIKapCbKOro 3acoby Haka3 MiHicTepcTBa oxopoHu
300poB'a YKpaiHu
03.11.2016 Ne 1166

H I M I ® PeecTpauiiHe nocBig4eHHs
Ne UA/7649/01/01
(NIMID®)

Cknad:

Oitoya peyoguHa: Himecynig (nimesulide);

1 rrenio MicTuTb Hiecynigy 10 mr;

00NOMiXHI pe4o8UHU: CINPT BEeH3WUNOBWIA, MponineHrnikonb, kapbomep 940, auHaTpito egeTaT, HaTpito rigpokeua, apomMaTnaTop
Cologne Comp 530, Boga ounLLeHa.

TNikapcbka hopma. I'enb 4151 30BHILUHBOO 3aCTOCYBaHHS.
OcHoeHi ¢hi3uko-ximiyHi enacmugocmi: Henpo3opuii OBHOPIAHWIA renb CBITNO-KOBTOrO KOMbOPY.

®dapmakoTepaneBTUYHa rpyna.
HectepoinHi npotusanansHi 3acobu ans micuesoro 3actocysanHst. Kog ATX M02A A26.

®apmakonoziyHi enacmusocmi.

®apmakoOuHamika.

Himecynig — HecTepoigHuin npoTuaananbHui 3aci6 (HM33), cenektuBHuiA iHriGiTop LMknookcureHasn-2. 3a npoTuaananbHok
aKTVBHICTIO HIMeCynif, B eKBIMONAPHIN KOHLIEHTPALii y no4aTkoBili cTagii 3ananeHHs NpupIBHIOETLCS O iHAOMETaUMHy Ta
nipokcukamy. IHribytoun CUHTE3 MpocTarnaHAuHIB Y AINSHU 3ananeHHs, HiMecynin NpakTUYHO He BMMMBAE Ha CUHTE3
perynsTopHUX NpOCTarnaHAWHIB y CTiHLi LWyHKa Ta Hupkax. [MpurHidye akTWBHICTL hakTopa akTuBaLii TpombouuTis,
a-thakTopa HeKpo3y MyXMiH, NPoTeiHas, ricTamiHy Ta yTBOPEHHS BiNbHUX KUCHEBIX pafnkanis. [pyu 30BHILLHBOMY 3aCTOCYBaHHI
CMPUYNHSE 3MEHLUEHHS ab0 3HMKHEHHS 600 Y [iNSHL HaHeCeHHS, y ToMy uncni Gonto B cyrnobax, 3MeHLLYe PaHKOBY CKYTICTb i
HabpsknicTb cyrnobis.

GapmakoKiHemuka.

[Mpu HawwKipHOMY HaHeceHHi Himigy cnocTepiraeTbes nocTynosa TpaHcaepManbHa abcopbuist Himecynigy y MiALIKIpHI TKAHWHM i
CWHOBIaNbHY piguHy cyrnoba.

KniHiyHi xapakTepncTukm.

IMoka3aHHs1.

MicLieBe NikyBaHHS! NATONOMYHNX CTaHIB OMOPHO-PYXOBOTO anaparty, L0 XapakTepu3ylTbest 6ornem, 3ananeHHsm Ta CKyTiCTIo
pyXiB, Takux ik OCTE0apTpWT, NepiapTpuT, NOCTTPABMATUYHWA TEHAWHIT, TEHOOCUHOBITH, PO3TATHEHHS M'A3iB, TSKKI (i3nyHi
HaBaHTaXeHHs Ha Cyrnobu.

Tpomunoka3aHHsi.

- [igBuiLeHa wyTnmBiCTb A0 HiMecyniay abo o iHLLIMX KOMMOHEHTIB Mpenapary.

- BaritHicTb.

— [epmatiTy Ta iHGEKLiNHi 3aXBOPHOBAHHS LLKIPK.

— YwWKo[KeHHS enigepmicy.

- He 3acTocoByBaTi XBOpUM, Yy SIKMX aLeTunicaniuunoBa kucnota abo iHwi npenapaty, ki iHribyTb CUHTE3 NpoCcTarnaHavHiB,
CMPUYMHSIOTL anepriyHi peakLii, Taki ik puHiT, KponuB'sHka abo GpoHxocnaam.

B3aemodis 3 iHWuMu nikapcbKumu 3acobamu ma iHwi eudu e3aemo0itl.

[Npy HaLLKipHOMY 3aCTOCYBaHHI npenapary He BCTaHOBMEHO 110ro B3aeMOLi 3 iHLLMMM Nikapcbkiumi 3acobamu. OaHak HeobxigHo
BPaxoBYBaTH, LU0 MPY MOXIUBOMY HaOXOMKEHHI B CUCTEMHMIA KPOBOTIK HIMECYMif MOXe NocunioBaTi eeKTUBHICTb Ta
TOKCUYHICTb 6araTbox nikapcbkux 3acobiB y pe3ynbTaTi BATUCHEHHS 3 MiCLib 3B'3yBaHHS 3 Ginkamu nnasmu KpoBi | TakuM YuHOM
NiABMLLEHHs iXHbOI BinbHOT chpakuii y kpoBi. Buxomsum 3 uboro, 3 obepexHiCTio npenapar cif npusHavaTih OfHOYacHo 3
aHTUKOArynsHTamu, AUroKCUHOM, eHITOIHOM, NpenapaTamu NiTito, AiypeTukamu, aHTUrinepTEH3NBHUMM NpenapaTami, iHLWUMK
HIM33, uKnocnoprHOM, METOTpEKCaTOM, NepopanbHUMK MnorMikeMiYHUMM 3acobamu.

[Mpyu ofHO4acHOMY MiICLIEBOMY 3aCTOCYBaHHI KilbKOX HECTEPOIAHWX NpOTU3ananbHIUX 3ac0BiB MOXIMBUI PO3BUTOK NMOKarNbHOTO
NOAPa3HEHHS Y BUrNSA] KDOMMB'AHKW, NOYEPBOHIHHS LLKIPY, MYLLEHHS.

[ MIoKOKOPTUKOIAM Ta NPOTUPEBMATUYHI 3aco6M (MpenapaTi 3010Ta, aMiHOXIHOSIOHY) NOCUTIOIOTH MPOTU3aNanbHy Aito Himigy.

Ocobnugocmi 3acmocyeaHHsl.

HeobxigHui koHTPONb Mikapst Mpy MpU3HaYeHHi Npenapary nalieHTam NiTHHOrO Biky 3 NOPYLUEHHSIMM (YHKLT HUPOK, NEYiHKY, i3
3acTiliHOK CEPLIEBOK HeAOCTATHICTIO. MaLlieHTaM i3 racTpoAyoaeHarnbHUMK KpOBOTEYaMM, BUPaskamu y CTaflii 3arocTpeHHs abo
TSKKMMU MOPYLUEHHAMM 3ropTaHHs KPOBi Npenapar Chij 3acTOCoBYBATY Mij KOHTPONEM nikaps.

He cnin oaHo4acHo 3acTocoBYBaTH Pa3oM 3 iHLLIMMM NikapCbkiMm 3acobami Anst MICLLEBOTO 3aCTOCYBaAHHS.

['enb pekomMeHfyeTbCH HAHOCUTM TiMbKU Ha HEYLUKOZPKEHI AiNSHKM LWKipy, 3anobiraloyy noTpannsHHIo Ha BigkpuTi paku. Cnig
3anoBiraTv NoTpannsHHIO renio B OYi Ta Ha C3oBi 060MOHKY. He 3acTocoBYBaTY refb if, NOBIiTPOHENPOHUKHMM NOB'A3KaMM.
[Ins 3HVKEHHS pU3nKy po3BUTKY MOBIYHMX peakLiil HeoDXiAHO 3acTOCOBYBATW MiHIMamnbHYy eEeKTUBHY 03y 3 HAMEHLLO0
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TPVBanICTHO KypCy NiKyBaHHS. SKLLO CTaH XBOPOTo He MOKPaLL€eTLCS, 10My Crifl 060B'S3K0BO 3BEPHYTUCS 40 Nikaps.

He cnig 3acTocoByBaTty navieHTam 3 Bifomoto rinepyyTnumeicTio 4o HM33. Y Bunaaky po3suTky peakLiit rinepyyTnmBOCTi NiKyBaHHs
Crif MPUMUHNTY.

Y nepiog nikyBaHH npenapaToM MOXMMBUA PO3BMTOK peakuin OTOYYTAMBOCTI. [N 3MEHLIEHHS PU3NKy PO3BUTKY
(hoTOUyTNMBOCTI XBOPUM Crig YHUKaTI Y D-0NpOMIHEHHS Ta BiABi4yBaHHS CONspito.

[penapat MiCTUTL NPONINEHTIKOMb, L0 MOXe CIPUYUHWTMI NOAPA3HEHHS LLKIPK.

3acmocysaHHa y nepiod eazimHocmi abo 200ysarHs epyddio.

BariTHicTb.

KniHiyHuX gaHux Wwoao 3acTocyBaHHs HiMigy B nepiog BariTHOCTi Hemae. HaBiTb SIKLLO CUCTEMHA EKCTIO3MLYISt € HKYOH MOPIBHSIHO
3 NepopasnbHUM 3aCTOCYBaHHAM, HEBIOMO, Y4 MOXE CUCTEMHa ekcroauLyis Himiay, AocsrHyTa nicris MiCLEeBOro 3aCTOCYBaHHS,
ByTv WKignuBoto Ans embpioHa / nnoga.

[ig yac TpeTboro TPUMECTPY BariTHOCTI CUCTEMHE 3aCTOCYBaHHS iHriBGITOPIB MpocTarnaHAMHCUHTETa3N, BKMIOYHO 3 Himigom, Moxe
CMPUYUHUTY CepLIEBO-NEreHeBy Ta HUPKOBY TOKCUYHICTb Y Nnoaa. HanpukiHLyi BariTHOCTI MOXe BIUHWUKHYTV TpuBana kposoTeya sik
y MaTepi, TaK i B AUTUHW, @ NepeiiMn MOXyTb 3aTarHyTucs. Tomy Himig npoTunokasaHuit y nepiog BariTHOCTI (Que. po3gin
«[poTnnokasaHHs»).

[Nepioa rogysaHHa rpyaato.

He 3actocosysatu.

30am+icme ennusamu Ha weuAKicMb peakyi npu kepysaHHi asmompaHcnopmom abo iHWUMU MexaHi3Mamu.
He BnnuBae.

Cnoci6 3acmocyeaHHs ma doau.

3acTocoByBaTH 30BHILLHBO AOPOCHUM. [1eped HaHeCEeHHAM rento CRif BUMUTM i BUCYLUNTM MOBEPXHIO LWKipN. CMyXKy rento
[DOBXWHO NPUBN3HO 3 CM HAHOCUTY Ha BoMIoYi BiNSHKY Tina TOHKUM LIAPOM i 311erka BTUpaTH, YacToTa 3aCTOCYBaHHS CTaHOBUTb
3-4 pasuHa goby.

TpwBanicTb Kypcy Tepanii BU3Ha4aeTbCs iHAMBIAYanbHO 3anexHo Bif PeKTMBHOCTI Tepanii i CTaHOBUTb He BinbLue 4 TYxXHIB.

Aimu.
He 3actocoByBaTui 4itam.

MepedosyeaHHs.

[Mpu 3acTocyBaHHi rento Ha BENUKMX AiNsiHKaX LUKIpU Y NPy NEPEBULLEHHI PEKOMEHAOBAHMX 103 MOXIMBI CUCTEMHI NOGIYHI
eeKTN, XxapakTepHi Ans HiMecynigy Ta iHWWX HECTEpOiAHMX NpoTu3ananbHux 3acobiB: gucnencis, ronoBHWit Ginb,
3anamopoyeHHs, 6inb B eniracTparbHii LinsHLi.

TlikysaHHS: 3HWKEHHS 031 aD0 NPUNMHEHHS 3aCTOCYBaHHS Npenapary. Tepanis CUMNToMaTuyHa.

Mo6iyHi peakyii.

3 6oky wkipu: nokanbHe NoApasHEHHs LUKipW criabKoro Ta CepefHbOro CTYMEHS! TSKKOCTI: epuTeMa, BUCUNAaHHS, NyLiEHHS,
cBepOix, anepriyni peakLyii.

3 60Ky imyHHOI cucmemu: peaKLiji rinep4yTNMBOCTI, BKIoYalouM aHadinakTuHi peakLii y Burnsagi Habpsiky Ksike, Ba3oMOTOpPHOr0
PUHITY, 3AyXV Ta BpoHXocnasmy.
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[NoBigoMneHHs Npo nifo3ptoBaHi nobiyHi peakLii.

[MoBigomnerHs npo nobiyni peakuii nicns peecTpalii nikapcbkoro 3acoby mae Baxmvee 3HadeHHs. Lie aae avory nposoanTu
MOHITOPUHI CMIBBAHOLUEHHS KOPUCTB/PU3MK MPK 3aCTOCYBaHHI Liboro nikapcbkoro 3acoby. MeauuHum Ta dapmaleBTUYHUM
npawiBHMKaM, a Takox nawjieHtam abo ix 3akOHHUM NpeaCTaBHUKaM CAif NOBIZOMIATM NPO BCi BUNAAKM NiA03PHOBaHMX NOBIYHMX
peakLji Ta BiACYTHOCTI 0heKTUBHOCTI Nikapcbkoro 3acoby Yepes ABToMaTI30BaHy iHpopMaLliiHy cucTeMy 3 hapMakoHarnsgy 3a
nocunanHsm: htps://aisf.dec.gov.ua.

Tepmix npudamrocmi. 3 poku.

YmoBy 36epiraHHs.

36epirat npu Temneparypi He BuLLe 25 °C B OpuriHanbHil ynakosL.
He 3amopoxysaTtu.

36epiratiy He[OCTYNHOMY AN fiTei MicLj.

YnakoBka.
Mo30rabono100ry Tyi. Mo 1Tybi y KapTOHHil ynakosLji.

Kateropis Bignycky.
Bespeuenta.

BupobHuk.
KYCYMXENTXKEP MBT NTH/
KUSUMHEALTHCARE PVTLTD.

30169305000703A

Micue3HaxomkeHHs BAPO6HMKA Ta agpeca MicLisi NpoBaXXeHHs Woro AisNbHOCTI.
CIM-289 (A), PIIKO IHgactpian apea, Yonawki, bxisagi, Aict. Ansap (Pagxacta), IHgisi/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

[Marta ocraHHboro nepernsgy. 09.10.2024.
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