3ATBEP/I’KEHO
Haxa3 MinicrepcTBa 0X0poHH
310pOB’sl YKpaiHu
03.11.2016 Ne 1166
PeecTpaniiine mocBigueHHst
Ne UA/7649/01/01

3MIHU BHECEHO
Haka3 MinicTepcTBa 0XOpoHH
310pOB’l YKpaiHu

29.11.2017 Ne 1495
IHCTPYKIIA
JJIs1 MeTHYHOT0 32CTOCYBAHHS JiKapCHKOIro 3ac00y
HIMIJI®
(NIMID®)

Cknao:

diroya peuosuna: Himecymia (nimesulide);

1 r remro micTuTh HiMecymiay 10 mr;

OONOMICHI peyosunu: CIIUPT OCH3WIOBHUH, NMPOMICHIIIKOIb, kapoomep 940, nuHaTpito exeraT, HATPIO
rigpokcua, apomatuzarop Cologne Comp 530, Boj1a ouHIIeHa.

Jlikapcbka gopma. ['enb 17151 30BHIIIHBOTO 3aCTOCYBAHHS.
OcHogHi ¢hizuko-XimiyHi e1acmugocmi: HEMPO3OPUN OTHOPITHUN TeJIb CBITIO-)KOBTOTO KOJIBOPY.

dapMaKoTepaneBTHYHA rpyna.
Hecrepoinni nmpoTusamanbHi 3acobu 1y1s mictieBoro 3actocyBanss. Kom ATX M02A A26.

Dapmakono2iuni eracmueocmi.

Dapmaxoounamixa.

Himecynia — mHecrepoignuii nporu3anaisuuii 3acio (HI133), cenexTuBHMIA iHTIOITOP ITUKIOOKCUTEHA3H-2.
3a mpoTH3anaJbHOI aKTUBHICTIO HIMECYJIi/I B €KBIMOJIAPHiM KOHIIEHTpalii y Mo4aTKOBi# cTajii 3amaieHHs
MPUPIBHIOETHCS /10 1HAOMETAIIMHY Ta MIPpOKCUKaMy. [HTIOyHOYM CHHTE3 MNpOCTAarjaHAWHIB y JTUISHII
3amalieHHs, HIMECYJiJ TPaKTHYHO HE BIUIMBAE HA CHHTE3 PETYJSITOPHUX MPOCTAarjlaHIWHIB y CTIHII
HUTyHKa Ta HUpKax. [IpurHiuye akTUBHICTH (paKkTOpa aKTHBAIlii TPOMOOIUTIB, a-(hakTopa HEKPO3Y IMyXJIHH,
npoTeiHa3, ricTaMiHy Ta YTBOPEHHS BIIbHUX KHCHEBHUX pajukaiiB. [Ipw 30BHINIHHOMY 3aCTOCYBaHHI
CIPUYMHSAE 3MEHIIEHHS a00 3HUKHEHHs OO0 y AUISHII HAaHECEHHs, y TOMY YHCIi 000 y cyriolax,
3MEHIITY€E PAHKOBY CKYTICTh 1 HAOPSKIIICTh CYTJI00iB.

Dapmaxokinemuxa.

[Ipu HamkipHoMy HaHeceHHI HiMiy crocTepiraeThbes OCTyoBa TpaHCASpMalibHa abCcopOIIis HIMECYTiay
y TiAIIKIpHI TKAaHWHU 1 CHHOBIaJIbHY PIAMHY Cyrio0a. Y CHUCTeMHHUI KPOBOTIK Ipenapar MpakTHYHO HE
MIPOHMKAE, YUM TOSCHIOETHCS BIICYTHICTh 3HAUYIIUX CUCTEMHUX €(EKTiB.

KuainiuHi xapakrepucTukm.

Ilokazannus.

MicueBe JIIKyBaHHS MAaTOJOTIYHUX CTaHIB OMOPHO-PYXOBOTO amapary, M0 XapaKTepH3yIThCs Oonem,
3aMajeHHsIM Ta CKYTICTIO PyXiB, TaKMX SK OCTEOAPTPHUT, MEpiapTPUT, MOCTTPAaBMATHUHUN TEHAMHIT,
TEHJIOCUHOBITH, PO3TSTHEHHSI M’s131B, TSDKK1 (D13MUHI HABaHTAKCHHS Ha CYTJI00U.

IlIpomunoxazanns.
[TigBuieHa 4yTIMBICTh 10 HiMECYy iy abo 710 iHIIKMX KOMIOHEHTIB Ipenapary.



HepmatuTu Ta iHGEKIIHHI 3aXBOPIOBaHHS MIKIpU. Y IKOKEHHS emigepmicy. He 3actocoByBaTi XBopuMm, y
SKMX alleTWICATIIMIoOBa KHciIoTa abo 1HINI Mpemapatd, $Ki I1HTIOYIOTh CHHTE3 IpOCTarjaHIuHiB,
CIIPUYMHSIOTH aJIepTiuHi peakKilii, Taki K pUHIT, KPOTIUB’ THKa a00 OpOoHXOCIa3M.

B3aemooia 3 inwumu nikapcoKumu 3acodbamu ma inuwii 6UOU 83a€Mo0ii.

[Ipu HamkipHOMY 3aCTOCYBaHHI Hpenapary He BCTAHOBJICHO HOTo B3aeMoOjii 3 1HIIMMHU JIIKapCbKUMHU
3acobamu. OgHak HEOOXITHO BPaxOBYBaTH, IO MPH MOKJIMBOMY HAJIXO/KCHHI B CUCTEMHHUU KPOBOTIK
HIMECYJIiJ] MOXe TMOCHIIOBATH €(QEeKTHBHICTh Ta TOKCHYHICTh 0araTboX JIKapChKHUX 3ac00iB y pe3yibTarti
BUTHCHECHHS 3 MICI[b 3B’sI3yBaHHS 3 OUTKaMH IJIa3MH KPOBI 1, TAKMM YMHOM, ITiJIBUIICHHS IXHBOI BUIHHOI
bpakmii y kpoBi. Buxomsum 3 1poro, 3 OOEpEKHICTIO Tpemapar Ciij Tpu3HA4aTH OJHOYACHO 3
AHTHUKOATYJISIHTAMH, TUTOKCUHOM, (DeHITOTHOM, MpernapaTaMu JiTito, AlypeTUKaMu, aHTUTiepTeH3UBHUMU
npenaparamu, iHmmME HII33, muKIOCIOpHHOM, METOTpEKCaTOM, MEPOPaTbHUMH TIMOTIIKEMIYHUMHA
3aco0amu.

[Ipu omHOYaCHOMY MICIIEBOMY 3aCTOCYBaHHI KUTBKOX HECTEPOiTHUX MPOTU3AMAIBHUX 3aC001B MOKIUBHUI
PO3BUTOK JIOKAJTLHOTO MOIPA3HEHHS y BUTJISIII KPOTIMB’ SIHKH, ITOYSPBOHIHHS IIKIPH, JTYIIICHHS.
['TIOKOKOPTUKOITM Ta MPOTUPEBMATHYHI 3acobu (TpermapaTd 30JI0Ta, aMIHOXIHOJIOHH) ITOCHUITIOIOTh
npoTuzanaibHy 1ito Himiny.

Ocobaueocmi 3acmocyeéanus.

HeoOximHuii KOHTPOJB JIiKaps NMpU MPHU3HAYEHHI Mpenapary Mall€eHTaM JITHBOTO BIKY 3 MOPYIICHHIMH
GyHKIIT HUPOK, MEUiHKH, 13 3aCTIHHOIO CEpIIeBOI0 HemocTaTHicTio. [lamienTam i3 racTpoayoieHaTbHIMH
KPOBOTEUAMH, BUPa3KaMH y CTaJlii 3aroCTpeHHs a00 TSHDKKMMHU TOPYIICHHSMH 3TOpTaHHs KpPOBI Iperapar
CJIiJT 3aCTOCOBYBATH i KOHTPOJIEM JIiKapsi.

He cmia opHOuYacHO 3acTOCOBYBAaTH pa3oM 3 IHIIMUMH JIIKAPCBKUMHU 3aco0aMu ISl  MiCIICBOTO
3aCTOCYBaHHS.

['enb peKOMEHIYETHCS HAHOCUTH TUTBKH Ha HEYIIKODKCHI JUISHKU IIKipH, 3a1100ITaroyy MOTPAIITHHIO Ha
BigkpuTi panu. Ciix 3amo0iraTv MOTPAIJITHHIO T'eJII0 B 04l Ta Ha ciau30Bi o06ojoHku. He 3actocoByBatn
reNb i MOBITPOHETPOHUKHUMU TTOB'SI3KAMH.

JUist 3HWDKEHHST PU3UKY PO3BUTKY MOOIYHMX peakiiii HeoOXiTHO 3aCTOCOBYBATH MiHIMalbHY €(EKTUBHY
703y 3 HAaWMEHIIOK TPHBATICTIO KYpCy JIKyBaHHS. SIKIIO CTaH XBOPOTO HE MOKPAIIYETHCS, HOMY CIif
000B’I3KOBO 3BEPHYTHUCS JI0 JIIKAPSL.

He cnmin 3actocoByBaTH maiieHTaM 3 BilomMoro TinepuytiauBicTio 1o HII33. V Bunaaky po3BUTKY peakiriit
riNepuyTIUBOCTI JIIKYBAaHHS CIIi IPUITUHUTH.

VY nepioa niKyBaHHS MIpenapaToM MOXJIMBUN PO3BUTOK peakiliii hOTOUyTIUBOCTI. /{151 3MEHIIICHHS pU3UKY
PO3BUTKY (POTOUYTIMBOCTI XBOPUM CIIil yHUKATH Y D-OMPOMIHEHHS Ta BiJIBITyBaHHS COJISIPIIO.

[Ipenapat MiCTUTB IPOMIJIEHTIIIKOJIb, IO MOYKE CIPHYUHUTH MOPA3HEHHS IIKIPH.

3acmocysanus y nepioo sazimuocmi abo 200y8aHHs 2pyoor.
He 3actocoByBatu y nepios BariTHOCTi 200 TOLyBaHHS IPYIIO.

30amuicmy  enaueamu Ha WBUOKICMb pearkyii npu Kepy8auHi A8MOMPAHCNOPMOM ab0  [HUWUMU
MexXarnizmamu.
He BnuBae.

Cnoci6 3acmocysannsa ma 0o3u.

3acTOCOBYBATH 30BHIIIHBO AOpociauM. [lepen HaHECEHHSM TENIO CiJl BUMHTH 1 BUCYIIUTH IOBEPXHIO
mKipu. CMyXKy Tellfo JOBXHHOI IPUOIU3HO 3 CM HAHOCHTH Ha 000Ul IUISHKH Tijla TOHKHM LIapoM 1
37IeTKa BTUPATH, 9YaCTOTA 3aCTOCYBAHHS CTAaHOBUTH 3-4 pa3u Ha 100y.

TpuBanicTe Kypcy Tepanii BU3HAYAEThCS 1HAMBITYaIbHO 3aJ€KHO BiJ] €(EeKTUBHOCTI Tepamii i CTAHOBUTH
He OuTblIe 4 TUXKHIB.

Jimu.

He 3actocoByBatu AiTsM.



Ilepeoo3ysanns.

IIpu 3acTocyBaHHi reim0 Ha BEJIMKHUX AUISHKAX IIKIPH YU TpPU TMEPEBUIICHHI PEKOMEHJOBAHUX 03
MO>KJIUB1 CUCTEMHI MOO14YHI €eKTH, XapaKTepH1 IS HIMECYJIITY Ta 1HIIMNX HECTEPOIMHUX MPOTH3aNaTbHUX
3ac001B: AWCIIETICIS, TOJOBHUI O1J1b, 3a11aMOPOYCHHS, OLIb B €MiracTpaibHIi JiTSHIII.

Jlikyeéanus: 3HUKEHHS 103U a00 IPUIMHEHHS 3aCTOCYBaHHsI Ipenapary. Teparisi CHMITOMaTUYHa.

Iloo6iuni peakuii.

3 60ky wkKipu: NOKaTbHE MOAPA3HEHHS IMIKipH CIAOKOro Ta CEepeIHBOrO CTYMEHS TSHKKOCTI: epuTema,
BHUCHITAHHS, JIYIIICHHS, CBEPOXK, alepridHi peaKirii.

3 6oky imynHOI cucmemu: Peakuii TIMEPUYTIMBOCTI, BKIIOYAIOYM aHA(IIaKTUYHI PEakiii y BHIJISAIL
HaOpsKy KBiHKe, BA30MOTOPHOTO PUHITY, SIIYXU Ta OPOHXOCIIA3MY.

Tepmin npuoamnocmi. 3 poxu.

YmoBu 30epiranns.

36epiraTu npu Temneparypi He puie 25 °C B OpuriHaIbHIN yITaKOBIII.
He 3amopoxyBatu.

30epiraTé y HEIOCTYITHOMY JIJIS JIITE€H MICIIi.

YnakoBka.
ITo 30 r a6o mo 100 r y Ty6i. ITo 1 Ty61 y KapTOHHIH ymakoBii.

Kareropis Biznycky.
bes peuenra.

Bupoonuk.
KYCYM XEJTXKEP IIBT JITZ/
KUSUM HEALTHCARE PVT LTD.

Micue3Haxo/:KeHHsI BAPOOHUKA Ta HOro ajpeca Micusi NPOBaIKeHHS AislJIbHOCTI.
CII-289 (A), PIIKO Inmactpian apea, Yonanki, bxisaxi, [ict. AnBap (Pamxkacran), [amis/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

JlaTa ocTaHHBLOIO Mepersay.
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