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5. BHIWADI

PACKING MATERIAL SPECIFICATION

PRODUCT NAME: _ INSERT - NIMID TABLETS 100 MG-UKRAINE COUNTRY: UA
MATERIAL CODE: 4002116 A/W CODE: 30211614000802B DIMENSION: OPEN 180X540 MM, BOOKLET 35X65 MM
SPECIFICATIONS: 60 GSM MAPLITHO PAPER WITH GLUE PASTING

SUPERSEDED A/W cODE:_ 30211614000802A

REASON FOR CHANGE A/W: VARIATION

COLORS:

B BLACK

NOTE: IF ANY

540 mm

180 mm
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IHCTPYKUIA

AN MeANYHOro 3aCTOCyBaHHSA NiKapCbKOro 3acody 3A0POB'A YpaiHy

HIMIO®
(NIMID®)

Cknad:

Oitoya peyoguHa: Himecynig (nimesulide);

11abneTka micTuTb HiMecynigy 100 mr;

00NOMIXHI peyoguHU: Lientonosa MIKpoKpuCTaniyHa, HaTpilo KpockapMenosa,
MarHito cTeapar, KpemHito AioKCHA KoNoigHM 6e3B0HUIA.

TNikapcbka chopma. Tabnetku.
OcHoeHi ¢hizuko-ximiyHi gnacmugocmi: Kpyri TabneTKu CBITNO-KOBTOTO KOMbOpY,
rnafeHbki 3060x GokiB.

®apmakoTepaneBTMYHa rpyna. HectepoigHi npoTusananbHi Ta npoTupeama-
TuyHi npenapatu. Kog ATXMO1A X17.

®apmakornoziyHienacmueocmi.

GapmakoOuHamika.

Himecynig — HecTepoiaHuii npoTuananshui 3acib (HM33) 3i 3HebontoBanbHo0
Ta Xapo3HWXKyBanbHOIO BMACTUBOCTAMM, KOTPUI Aie sk iHribiTop epmeHTy
LIIKMOOKCUreHasM, LLO BiANOBIae 3a CUHTE3 NpocTarnaHavHiB.
DapmakokiHemuka.

BcmokTyBaHHs.

Himecynig nobpe BcMokTyeTbcs npu nepopanbHoMy npuidomi. licns
3aCTOCYBaHHS 0AHOPa30BOi 403K, Lo cTaHoBKTL 100 Mr HiMecyniay, y A0POCINX
MaKCUManbHa KOHLEHTpaLis y nnasmi KpoBi OCAracTbCs Yepes 2—3 roauHu i
cknapae 3—4 mr/n.

Mnowa nig kpKBoOHO «KOHLEHTPaLlis —yacy (AUC) ctaHoBuTb 20-35 mrxrog/n. He
Byno BigMI4YEHO XOAHOI CTaTUCTUYHO 3HAYYLLOT PISHUMLI MiXX LMW MOKa3H1KaMm
Ta TakuMu nokasHukamu nicns npuiomy 100 mr Himecynigy Agidi Ha Boby
npotsirom 7 Ais. [lo 97,5 % Himecynipy 38's3yeTbes 3 Ginkamv nnaamu.
BiotpaHcthopmallig Ta enimiHaLis

Himecynig akTvBHO MeTabonisyeTbest y NeYiHLi PisHAMK Lnsixamy, Y TOMY YuCTi
3a yyacTio i3ocbepmeHTy LuToxpomy P450 CYP2C9. Tomy icHye 3arposa
BUHUKHEHHS Nikapcbkoi B3aeMOpii NpW 1Oro OAHOYACHOMY 3aCTOCyBaHHi 3
nikapcbkumi 3acobamu, Wwo metabonisytotbes 3a yyactio CYP2CY (aus. po3gin
«Bsaemopist 3 iHWKMMK nikapcbkMK 3acobamu Ta iHLWI BUAM B3aEMOLiN»).
OcHoBHUM MeTaboniToM € naparigpokc1noxiagHa, sika Takox € (papmMakonoriyHo
aKkTMBHOK. Yac [0 BUSIBMEHHS LbOro MeTaboniTy B LMPKYMIOKYiA KPOBi €
kopoTkum (6nm3bko 0,8 roguHmn), ane KOHCTaHTa peakuii AOro yTBOPEHHS
HEBMCOKA | 3HAYHO MeHLa, HiX koedilieHT abcopbuii Himecynigy.
linpoKcuHiMecynia € eaMHMM MeTabomiToM, Lo BUSBNISETLCS Y NNa3mi KpoBi Ta
Maitke noBHiCTO nepebyBae y 3B's3aHiit opmi. [Nepiof HaniBBUBEEHHS
CTaHOBMTb Bif 3,2 40 6 roavH.

Himecynig BuBoanTbCS B OCHOBHOMY 3 ceyeto (6nmabko 50 % Bif NpuitHATON
103u). Jiuwe 1-3 % BuBOAMTLCS B HE3MiHEHOMY Burnsgi. [igpokcuHimecynia —
OCHOBHUI MeTaboriT, WO BUSBNSETbCS BUKIMIOYHO Y BUIMSAI TMIOKypOHATY.
Brnabko 29 % Big NpUAHATOI [O3K BUBOAUTLCS 3 KaroM Yy MeTabonizoBaHoMy
BUMNAA.

dapmakokiHeTUYHMA npodinb Himecynigy B ocib MiTHLOro Biky npw
0f3HOPa30BOMY Ta MOBTOPHOMY NPUAOMI He 3MIHIOETHCS.

Y KOpPOTKOCTPOKOBOMY €KCnepUMeHTaNbHOMY JOCTiAXeHHI, Lo MPOBOAMNOCS 3a
yyacTio MalieHTiB i3 MopyLIeHHsM (yHKLii HUPOK nerkoro abo cepeaHboro
CTyneHs TaxKoCTi (knipeHe kpeaTuriHy 30-80 mn/xs) i 3a0poBMX AO6POBONBLB,
MaKc/ManbHa KOHLIEHTpaLlist HiMecyniay Ta oro OCHOBHOrO MeTaboriTy B nnaami
xBopux Gyna He BuLLA, HiX KOHLeHTpauis y 3goposux gobposonbyis. AUC i
nepiof; HaniBBMBEAEHHS Y NaL{iEHTIB 3 NOPYLLUEHHAM (YHKLT Hupok bynm Ha 50 %
Binblui, ane 3aBXaM 3HAXOAUMMCA B Mexax [Aianas3oHy (apMakoKiHETUYHMX
MoKa3sHWKiB, WO crocTepiranucst y 340poBux AobpoBoONbLB, ki npuiMany
Himecynig. MoBTOpPHe 3acTOCyBaHHS He MPU3BOAMIIO A0 KyMYTsiLyii.

Himecynig npoTunokasaHuil naujieHTam 3 nopyLueHHsM (PYHKLUT neviHk1 (ave.
po3ain «[poTunokasaxHsy).

[lokniidHi OaHi 3 6e3nexu.

[lokniHiyni [aHi, oTpuMaHi B CTaHAAPTHUX AOCMIMKEHHSX (hapMaKonorivHoi
6e3nekn, TOKCMYHOCTI NpW MOBTOPHOMY MPUNOMI, TEHOTOKCMYHOCTI Ta
KaHLeporeHHoi fii, He BusBMNN ocobnuBoi Hebesnekn ans noauHW. Y
LOCTIKEHHAX TOKCUYHOCTI MPW MOBTOPHOMY MPUIAOMI HIMECyrnif BUSBNSB
LUTTYHKOBO-KVLUKOBY, HUPKOBY i MEYIHKOBY TOKCWYHICTb. Y AOCHIMKEHHSX
penpoayKTUBHOI TOKCUYHOCTI MPW NPU3HAYEHHI Camkam npenapary B 403aX, Lo
He YMHSTb TOKCUYHOI Aii, eMOPIOTOKCYHI Ta TepaToreHHi eekT (Baam po3BUTKY
ckeneTa, AUnaTaLis LWAYHOYKIB MO3Ky) CrOCTepiranncst y Kponukis, ane He y
LypiB. Y LiypiB cnocTepiran1cs nifBuLLEHa CMEPTHICTb MOTOMCTBA Y paHHBEOMY
nocTHaTanbHoMy nepiogi Ta no6iuHi peakwyii Woao thepTUbHOCTI.

KniHiuHi xapakTepucTukm.

Moka3aHHs1.

TNikyBaHHs rocTporo 60110, NePBMHHOI AVCMEHOPE.

Himecynig cnig 3acTocoByBaTV Tinbku ik ipenapat Apyroi NiHii.

PilueHHst npo npusHayeHHs Himecynigy noTpiGHO NpUAMATK Ha OCHOBI OLIHKN YCiX
PY3VIKiB 451 KOHKPETHOTO NaLlieHTa.

lpomunoka3aHHsi.

Bigoma nigBuLLeHa YyTnnBICTb A0 HiMecynigy, o Byab-skoro iHworo HIM33 abo
10 byab-5KOT 3 [ONOMIKHMX PEYOBMH MikapCbKOro 3acoby.

linepepriyHi peakLii B aHamHe3i (Hanpuknag, 6poHXxocnaam, pUHIT, KpOMMB'sHKa)
y 3B'A13KY i3 3aCTOCYBaHHSAM aLeTuncaniLunoBoi knuenotn abo iHwmx HM33.
lenaToTOKCYHI peaKLyjii Ha HiMecynif B aHaMHei.

CynyTHE 3aCTOCYBaHHS! IHLLINX PEYOBWH 3 NOTEHLLIHOK renaToTOKCUYHICTIO.
ArKororniam Ta HapkOTUYHA 3aNEXHICTb.

LUnyHkoBO-kuMLWKOBI KpoBoTeui abo nepdpopalii B aHamHesi, noB'A3aHi 3
nonepeaHim 3actocyBaHHsm HM33.

MenTyHa BMpaska y ¢asi 3aroCTPEHHs YW HAsIBHICTb B aHAMHE3i KpOBOTeYi Y
TpaBHOMY TpaKTi, BUpasku, abo nepopallii.

LlepebpoBackynspHa kpoBoTeya abo iHLLi KPOBOBIMMBY, @ TAKOX 3aXBOPIOBAHHS,
LL{0 CyNPOBOAKYOTHCS KPOBOTOUMBICTO.

TsDKKi NOPYLLEHHS 3rOPTaHHS KPOBI.

Tsxka cepLieBa HeAOCTaTHICTb.

TshKKe NOpYLLEHHS PYHKLT HUPOK.

MopyLUeHHs dyHKLjii neviHKu.

l"apsiuka Ta/abo rpunonopiGHi cumnTomu.

[ntaumni ik 4o 12 pokis.

TperTiit TPUMeCTp BariTHOCTI Ta Nepiof rogyBaHHs rpyaal (AuB. po3ginu
«3acTocyBaHHs y nepiog BariTHoCTi abo rogysanHs rpyaaoy Ta «[okniHivHi AaHi
36e3nekuy).

B3aemodisi 3 iHwumu nikapcbkumu 3acobamu ma iHwi eudu e3aemo0itl.
®apmakoOuHamiyHi 83aemMo0il.

Koptukoctepoiau. KopTukocTepoian MoxyTb MifBNLLYBATU PU3NK BUHWUKHEHHS
BMpasku TpaBHOro TpakTy abo kposoTeui (auB. posfin «OcobnueocTi
3aCTOCYBaHHS).

AHTUTpOMOGOLMTAPHI 3aC00M Ta CENEKTUBHI iHribiTOpW 3BOPOTHOrO 3aXONMEHHS
cepotoHiHy (CI33C). AntuTpombouuTapHi 3acobu Ta cenekTuBHI iHribiTopy
3BOPOTHOTO 3axonneHHst cepoToHiHy (CI33C)_36inbluyloTb pUsnK BUHWKHEHHS
BMpaskn abo KpoBoTeui y TpaBHOMY TpakTi (aws. po3gin «OcobnueocTi
3aCTOCYBaHHs»).

AntukoarynsHTi. HM33 MoxyTb nocunioBaTit eeKT aHTUKOAryMsHTIB, TakuX sk
BapdapuH (auB. po3ain «OcobnuBocTi 3acTocyBaHHs»). [Mpu nikyBaHHi
HIMeCynigoM nawieHTi, ski NpuiMaroTb BapdapuH Yn NOgibHi aHTUKoarynsaHTH
abo auetuncaniuunoBy KACNOTY, iCHYE MiABULLEHWNA PU3NK BUHWUKHEHHS
ycknapHeHb y BUrNagi kposoTedy. ToMy Taka KOMOIHALis He pekoMeHayeTbes
(Av.. Takox po3ain «OcobnmBOCTi 3aCTOCYBaHHS») Ta NPOTUNOKa3aHa XBOPUM i3
TSXKKMUW po3nafamu koarynsuii (aus. Takox po3gin «MpoTunokasaHHsy). Ao
KoMbiHOBaHOi Teparnii He MOXHa YHUKHYTW, HEODXiOHO MPOBOAMTU peTemnbHUi
KOHTPOITb NOKa3HKiB 3ropTaHHs KPOBi.

LiypeTnyni 3acobu, iHribiTopy aHrioTeH3MHNEPEeTBOPIOBANILHOTO (hEPMEHTY
(iHribiTopn AMN®) Ta aHTaronictu anrioteHauny Il (AAll). HN33 moxyTtb
nocnabmnioBaTit il AiypeTuKiB Ta iHWMX aHTWrinepTeHauBHUX npenapartis. Y
[AEesIkNX XBOPHX 3 3HUKEHOH (YHKLIEI0 HUPOK (HaNPUKNaZd y 3HEBOAHEHMX XBOPUX
abo nauieHTiB NiTHLOrO BiKY 3 MOPYLWEHHAM (YHKLii HAPOK) CymicHe
3aCTOCYBaHHs iHriGiTopie AMN® Ta iHriGiTopiB LMKNOOKCUreHa3n MOXE CrIPUYMHUTH
nogarblue MOripLIeHHs (YHKLiT HAPOK, Y TOMY YMCAi BUHUKHEHHS roCTpOi
HWUPKOBOT HELOCTATHOCTI, ika, SIK NPaBmo, € 060pOTHOH. MosIBY TakuX B3aEMOI
cnig BpaxoByBaTW Yy MNALEHTIB, SKUM [LOBOAMTHLCA 3aCTOCOBYBATW MiKapChki
3acobu, Lo MiCTATb HiMecynig, padom 3 iHribitopamu AM® uu AAIL. Tomy Taky
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kombiHaLlito npenaparie cnif npusHayaTn 3 06epexHICTIo, 0cobnMBo navjieHTam
NiTHBOrO BiKy. XBOPI MOBMHHI OTPUMYBATW LOCTATHIO KinbkiCTb pignHW. Crig
npoaHaniayBaTi HeobXigHICTb KOHTPOMO HUPKOBOI (PYHKLi micnst movatky
CYNyTHBOTO NTiKyBaHHS Ta NEPIOANYHOTO CNOCTEPEXEHHS MICNS OT0 NPUMNMHEHHS.
IHWi HecTepoifgHi npoTu3ananbhi 3acobu (HM33). CymicHe 3acTocyBaHHs
nikapcbkux 3acobiB, Wo MicTATb Himecynig (awB. po3ain «KniHiyHi
XapakTepucTikuy), 3 iHwumu HM33, y Tomy uucni 3 auyeTtuncaniuunosoro
KWCMOTOI0 Y NpoTU3ananbHuX f4o3ax (= 1 ry Burnsai ogHopasoBoro npuitomy abo
=3 rHa go0y), He peKoMeHAYETbCS.

®apmakokiHemuyqHi 83aeModii: 8nnug Himecynidy Ha ghapMakoKiHemuKy iHWUX
TikapChbKuX 3ac0bis.

®dypocemia. Y 3n0poBux Jo6poBonbLB HiMeCynia TMMYacoBo nocrabnie Ao
hypoceMiay L0A0 BUBEAEHHS HATPIIO Ta MEHLLOK MIPO0 — BUBEAEHHS Karito i
3MeHLWye AiypeTndHuii edpekt. OfHoYacHe 3acToCyBaHHS HiMecynigy Ta
thypocemiay Npu3BOANTL 0 3MeHLLEeHHs (NprbnmnaHo Ha 20 %) nroLwi nif kpUBOHO
«KOHLeHTpaList — yac» (AUC) Ta kymynsiTuHoi ekckpediii pypoceminy 6e3 amiH
1oro HupkoBoro knipeHcy. CymicHe 3acTocyBaHHs chypoceMify Ta nikapCbkux
3acobiB, L0 MICTATb HIMECYTiA, XBOPUM i3 NOPYLUEHHSM HUPKOBOI abo cepLieBoi
chyHkuii notpebye 0bepexHocTi (aue. poagin « OcobnMBOCTI 3aCTOCYBaHHSY).
JliTin. Bynn nosigomneHHs npo Te, wWo HIM33 3HuxyloTb KMipeHe niTilo, Lo
NPU3BOANTL A0 36iMbLUEHHS 10r0 PiBHS B Ma3Mi Ta TOKCUYHOCTI iTito. Y pasi
MpU3HaYeHHs HiMecynigy navieHTy, skuii OTpUMYeE Tepanito npenapatamu niTito,
Crifj peTenbHO KOHTPOMIOBATY PiBEHb MiTit0 B Na3Mi.

QapmakokiHemuy4Hi 83aemodii: eniue iHWuUx nikapcbKkux 3acobie Ha
¢hapmakokiHemuKy Himecysnidy.

[JocnigxeHHs in vitro nokasanu, o HiMecynia BUTICHAETLCS 3 MiCLb 3B'A3yBaHHs
TonGyTamifom, CcaniyMnoBolo KUCNOTOK Ta BambnpoeBolo kucnotow. OfHak,
He3BaXaloun Ha MOXIMBMIA BNAIVB Ha 10r0 KOHLIEHTPALIito y mnaami KpoBi, Taki
B3a€EMOLi He MatTb KMiHIYHOT 3HAUYLLOCTi.

IHwi 83aemodii.

Moxnuei apmakokiHeTU4HI B3aemopii 3 rnibeHknamigom, TeodiniHom,
BaphapuHOM, AUrOKCUHOM, LMMETUAMHOM Ta aHTaLuHUMK npenapaTamy (a
came kombiHauis antoMiHilo Ta MarHito rigpokcuay) Takox 6ynu gocnimkeni in
Vivo. YKOHMX KNIHIYHO 3HAYYLLMX B3aEMOZIN He CrnocTepiranocs.

Himecynin npurhivuye aktusHicte epmeHty CYP2C9. MnasmaTtnyHi
KOHLIeHTpaLlii nikapcbkux 3acobiB, Lo € cybcTpaTamm Liboro hepMEHTY, MOXYTb
MiABULLYBATUCS NP iX OHOYACHOMY 3aCTOCYBaHHI 3 NikapcbkiM 3acobom Himia®.
MoTpi6HO AOTPUMYBaTUCS 0BEPEXHOCTI Y pasi, KoM HIMeCynif 3aCTOCOBYETHCS
MEHLU HiX 3a 24 roguHn 4o abo MeHL Hix Yepes 24 roguHu nicns npuiiomy
MeTOTpeKcaTy, OCKINbK MOXIMBE MIABULLEHHS PIBHSI OCTAHHBOrO Yy CMPOBATLL
KpOBI Ta 36iMbLLEHHS! 10r0 TOKCUYHOCTI.

Y 3B'A3Ky i3 BMIMBOM Ha HWPKOBI MpoCTarfiaHauWHU Taki iHribiTopu cuHTeTa3
npocTarnaHauHie, K HIMECYMiA, MOXYTb NiABULLYBaTH HE(POTOKCUYHICTL
LIMKIOCNOPWHIB.

Ocobiugocmi3acmocyeaHHs.

MobiyHi peakuii MoxHa 3BECTW A0 MiHiMyMy, 3aCTOCOBYOYM HANMEHLLY
eheKTUBHY 03y MPOTArOM HaMKOPOTLLOTO nepiogy 4acy, HeobxigHoro Ans
KOHTPOO CUMATOMIB (AuB. po3Ain «Cnocib 3acTocyBaHHs Ta 03y i PO pU3mku
360Ky LUMYHKOBO-KULLKOBOFO TPAKTY Ta CEPLIEBO-CYANHHOI CUCTEMM HIDKYE).

Mpu eidcymHocmi echekmueHOCMI NliKysaHHs mepanito npenapamom ciid
npunuHUMU.

Cnin yHMKaTW cynyTHBOrO 3acTocyBaHHs Himecynigy 3 HIM33, y Tomy uucni
CeneKTMBHUX iHribiTopiB Lmknookcurenasn-2. Mig yac Tepanii nikapcbkum
3acobom Himia® nauieHtam cnig pekomeHayBaTu yTpumyBaTucs Bia
3aCTOCYBaHHS iHLLNX aHanreTuKiB.

Mg yac nikyBaHHS HiMecynifoMm PeKOMEHAYETbCH YHUKATV OfHOYACHOro
3aCTOCYBaHHS renaTtoTOKCUYHMX Nikapcbkux 3acobiB Ta yTpuMyBaTUCS Bif
BXVBaHHS ankororio.

3acTocyBaHHs HIM33 moxe mackyBaTw rapsuky, nos'sdaHy 3 (POHOBOIO
BakTepianbHot iHGeKLieto.

Bnius Ha neyiHKy.

Pigko nosigomnsnocs npo cepitosHi peakuii 3 6oky neviHku, nos's3aHi i3
3aCTOCYBaHHAM HIMECYifYy, Y TOMY YWCi [ly)Ke PifKO — NPO BUNaAKMA 3 NeTanbHUM
Hacnigkom (avB. Takox poapin «MoBiyHi peakwyii). XBopi, y SKkuX npu nikyBaHHi
HIMeCynifjoM CnocTepiraloTbCsi CUMNTOMM, CXOXi Ha CUMMMTOMW YpaxeHHs
NEeYiHKW, Hanpuknag aHopekcis, HygoTa, GroBaHHs, 6inb y XuBOTI,
BTOMTIOBAHICTb, TEMHWA Komip cevi, abo xBopi, y kWX AaHi nabopaTopHux
aHanisiB (PyHKUii NeYiHk1 BigXMNSIOTbCA Bif HOpPMarbHNX 3HA4YeHb, MOBUHHI
NPUMVHUTY Tepanito. TakuM XBOPUM He Cif NOBTOPHO NpU3HaYaTh HiMecynig.
MoBigoMnsnocs Npo ypaxeHHsi neviHky, y GinbLiocTi BUnaakis o6opoTHe, nicns
KOPOTKOYaCHOTO BNMNBY Nikapcbkoro 3acoby.

MavujeHTam, Siki 3aCTOCOBYIOTb HIMECYNif i y Skux 3'aBunacs rapsdka Ta/abo
rpUNonoAIGHI CUMNTOMM, CiZ NPUMMHATY NiKYBaHHS.

Bnrue Ha wiiyHKo80-KULKOBUL mpakm.

lMoBigomnsnocs npo kpoeoTeuy abo Bupasky/mepcopallito y TpaBHOMY TpakTi (3
abo Be3 cumnToMIB-NEPEABICHUKIB YN HASIBHOCTI B aHaMHE3i CEPNO3HMX ABLL, 3
BOKy LUNYHKOBO-KULLKOBOTO TPaKTY), L0 MOFMM MaTU feTanbHui Hacmigok Ta
BUHUMKaTK Y ByAb-sKuil Yac npoTsrom nikyBaHHs BciMa HM33. Puauk wnyHkoBo-
KWLLKOBOI KpoBOTeYi, Bupaskv abo nepdpopaLii 36inbLuyeTbCst npy NiABMLLEHHI
£03 HM33 y xBopux 3 BUpa3kot B aHaMHe3i, 0COBNMBO KON BOHA yCKNagHeHa
kpoBoTeueto abo nepdopallieto (arB. po3ain «MpoTunokasaHHs»), Ta y naLjieHTis
NiTHBOrO BiKy. TakuM XBOPUM TiKyBaHHS CRif PO3MOYMHATK 3 HaiMEHLUO]
MOXIMBOT 103K, [11151 ynX NaLieHTiB, a Takox Ans TUX, XTO NoTpebye 0HOYaCHOro
3aCTOCYBaHHS HU3bKVX 03 aLeTUncaniuunoBoi KUCNOTYW YK iHWWX npenaparis,
L0 36inbLUYIOTb PU3NK BUHUKHEHHS yCKnaaHeHb 3 60Ky TpaBHOMO TpakTy, cnig
PO3rNSHYTU MOXNMBICTb KOMGiHOBaHOI Tepanii i3 3aXxvMCHUMM peyvoBMHAMU,
HanpuKnag Misonpoctonom abo iHribiTopamu NPOTOHHOI MOMMK (AVB. HXYe Ta
po3pin «Baaemogaist 3 iHLWMMY ikapCbkuMu 3acobamm Ta iHLLi BULM B3AEMOLIN»).
XBOpi 3 TOKCU4HMM YpaxEeHHSM TpaBHOrO TPaKTy B aHaMHe3i, Hacamnepen
nauieHT NMiTHbOro BiKY, MOBMHHI MOBIZOMNSTU Npo Oyab-sKki He3BUYHI
abaoMiHanbHi cMMNTOMM (HaATO MPO LAYHKOBO-KULLKOBY KPOBOTEYY), 0CObMNBO
Ha NOYaTKOBYX CTaZiSX NTiKyBaHHS.

MosiBa kpoBoTEYi 260 BUpasku/nepdopallii y TpaBHOMY TpakTi Moxnuea y byab-
AKui1 Yac NpOTSAroM NikyBaHHS, 3 abo 6e3 cUMNTOMIB-NepeaBICHIKIB 4Yu HASBHOCTI
B aHamMHe3i BuLL 3 60Ky LUNYHKOBO-KMLLKOBOTO TpakTy. Mpu nosisi kpoBoTeui abo
BMPA3kN y LUMYHKOBO-KMLLKOBOMY TPaKTi 3acTOCYBaHHS Himecynigy cnig
NPUNKHUTY.

Himecynig cnig 3acTocoByBaT 3 06epexHiCTiO nmauieHTam 3 posnagamu
TPaBHOrO TPaKTy, B TOMY YMCIIi MEMTUYHOK BMPA3KOIO, LLMYHKOBO-KMLLKOBOK
KPOBOTEYEH0, BUPA3KOBUM KOMITOM 4 XBopo6oto KpoHa B aHaMHesi (avB. poagin
«MoBiyi peakLjin).

XBOpUX, SiKi MpWIAMaloTb CynyTHI MpenapaTy, LU0 MOXYTb MIABULNATA PU3NK
BUHUKHEHHS BMPa3ku abo KpoBOTeYi, Taki Sk nepoparbHi KOPTUKOCTEPOIAN, Taki
aHTUKOArynsHTU, ik BapdhapyH, CENEKTUBHI iHribITOpK 3BOPOTHOTO 3aXOMNEHHs
CepoTOHiHy, abo Taki aHTUTpomboLmMTapHi 3acobu, Ak aueTuncaniuunosa
kucnota, noTpibHO noiHdopmyBaTU Npo HeobXiAHICTb AOTPUMYBATUCH
obepexHocTi.

Y pasi BUHUKHEHHS! y NaLieHTIB, siki 0TPUMYIOTb HiMeCynifl, kpoBoTeui abo BUpasky
TPaBHOTO TPaKTY NikyBaHHS! CIIiA MPUMMHNATAL

HM33 3 obepexHicTio cnig npusHayaT XBOPUM 3i LUITYHKOBO-KWLLKOBUM
3aXBOPIOBAHHAM (BUPa3KoBUM KOMiTOM, XBopoboto KpoHa) B aHamMHe3i, OcKimnbki
MOXIMBE MOr0 3arocTpeHHst (auB. po3gin «[MobiuHi peakuii»). OgHouacHe
3acTOCyBaHHA HiMecynigy 3 iHWWMKM nikapcbkumu 3acobamu, Takumu sk
nepopanbHi KOHTpauenTUBYM, aHTUKOArynsHTW, aHTuarperaHtu, Moxe
CMPUYMHITY 3aroCTpeHHs XBopobu KpoHa Ta iHwWWMX 3axBOpioBaHb TPaBHOO
TPaKTy.

Bniius Ha cepuego-cyduHHy ma UepebposacKynspHy cucmemu.

XBOpi 3 apTepianbHoI0 rinepTeH3ieto Ta/abo 3acTiliHOK CepLiEBO0 HeAOCTATHICTIO
nerkoro abo cepeaHbOro CTyNeHs THKKOCTI B aHaMHe3i noTpebytoTb BiANOBIAHOTO
CMOCTEPEXEHHS | KOHCYMbTaLi Nikaps, OCKiNbKi NOBIAOMASNOCS NPO 3aTPUMKY
piavHK Ta Habpsku BHacnigok Tepanii HM33.

KniHiuHi gocnimkeHHs Ta enigemionoriyHi AaHi AaoTb 3Mory 3pobuTi BUCHOBOK
npo Te, Lo 3acTocyBaHHsa Aeskux HM33, ocobnmeo y BUCOKWX A03ax Ta npu
[OBroTPUBANOMy nikyBaHHi, Moxe 6yTv Nos'A3aHe 3 He3HAYHUM 36iNbLIEHHAM
pU3nKy apTepianbHUX TPOMOOTWYHMX YCKNMagHeHb, Hanpuknag iHdapkTy
Miokapaa abo iHcynbTy. [N BUKMIOYEHHS Takoro pu3vKy MpW 3aCTOCYBaHHi
HiMecynigy faHUX HeJoCTaTHbO.

XBOpYMX i3 HEKOHTPONbOBAHOK apTepianbHOK FiNepTeH3iet, 3acTitHow
CepLEeBOl0 HejOCTaTHICTIO, BCTAHOBMEHOK iLUEMIYHOK XBOpPO6O0 Cepus,
3axBOPIOBaHHAM nepudepuyHnx apTepiit Ta/abo LepebpoBackynspHUM
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5 BHIWADI PACKING MATERIAL SPECIFICATION

INSERT - NIMID TABLETS 100 MG-UKRAINE

DIMENSION: OPEN 180X540 MM, BOOKLET 35X65 MM

PRODUCT NAME: COUNTRY: UA

MATERIAL CODE: 4002116 a,w cope: 30211614000802B

SPECIFICATIONS: 60 GSM MAPLITHO PAPER WITH GLUE PASTING

SUPERSEDED A/W cODE:_ 30211614000802A

REASON FOR CHANGE A/W:

COLORS:

VARIATION

B BLACK

NOTE: IF ANY

540 mm

180 mm

3aXBOPIOBAHHAM Cflig MiKyBaTW HIMECYNiAOM nuwe Micnst PeTenbHOI OLHKM
ctaHy. lModibHy ouiHKy cnig NpoBOAMTM neped MOYaTKOM [OBrOTPMBANOrO
nikyBaHHA XBOPWX i3 pakTOpaMn PU3NKy PO3BUTKY CEPLiEBO-CYAMHHUX
3axBOPIOBaHb, Hampuknaa npv apTepianbHii rinepTeHsii, rinepninigemii,
LIyKpOBOMY fiabeTi, Mpu KypiHHi.

Ockinbkv HiMecynig Moxe BnnMBaTM Ha (byHKUito TpombouwTie, oro cnig 3
00epexHICTI0 3aCTOCOBYBATH NaLjieHTaM i3 reMopariyHiM AiaTe3oM (AuB. Takox
po3ain «MpoTunokasanHs»). OaHak nikapcbkuii 3acib Himin® He Moxe samiHuTh
aLeTuncaniyummnoy kKMCnoTy y NpodinakTuLi cepLieBo-CyANHHIX 3aXBOPIOBAHb.
Bnrnus Ha HUpKU.

XBOpUM i3 NOpyLIEHHAM (YHKLii HUpOK abo i3 cepLeBolo HeAoCTaTHICTIO
noTpi6HO [OTpUMYBaTUCS 0BEPEXHOCTI, OCKINbKW 3aCTOCYBaHHs HiMecyniay
MOXe NPKU3BECTM 0 NOTIPLUEHHS HUPKOBOT (hYHKLT. Y pasi noripLUeHHs MikyBaHHs
cnig MpUNUHUTK (BMB. TaKoX po3gin «Bsaemopis 3 iHWWMM NikapCbkumu
3acobamu Ta iHLLi BUAW B3AEMOZI»).

[MauieHmu nimHB020 8IKY.

Y nauieHTiB niTHBOro Biky Moxe ByTu NiaBMLLEHA YAcTOTa BUHUKHEHHS MOBIYHNX
peakuiin Ha HIM33, ocobnneo kpoBOTEY Ta nepdopalliil y TpaBHOMY TpakTi, y
[esikux BWNagkax HaBiTb 3 NeTanbHUM Hacnigkom (auB. po3gin «[MoBiuHi
peakLii»), a TakoX MOPYLIEHHS (YHKLiT HMPOK, Cepus Ta MedviHku, Tomy
PEeKOMEHIYETLCA BifiNOBIAHE KIiHIYHE CNOCTEPEXEHHS.

LLKipHi peakuji.

[lyxe pifko noBiAoMASN0CS NPo CePrO3Hi LLKIPHI peakLii, Aesiki 3 HUX CMepTenbHO
Hebe3aneuHi, y Tomy uucni ekconiaTuBHuii jepmatut, cuHgpom CriBeHca —
[DKOHCOHa | TOKCUYHWIA eniaepmarnbHIiA HEKPONi3, MOB'A3aHi i3 3aCTOCYBaHHAM
HM33 (auB. posgin «MobiuHi peakLii»). O4eBUAHO, WO A0 HANBINBLIOTO PU3NKY
BUHWKHEHHS TakuX peakwiil nauieHTW CXWrbHi Ha nodvaTky Kypcy nikyBaHHS: Y
BinbLuocTi BUNaAKiB peakwii 3'ABNSI0TLCA NPOTArOM NEpLUIOro Micsilsd Tepanii.
Himecynia cnia BigMiHAT Npy NepLLii NOsIBI 03HAK LUKIPHOTO BACMY, YPaXeHHS
cnu3oBumx 060M0HOK 60 Byab-sIKMX iHLLIMX NPOSIBIB riNepyyTIMBOCTI.

lMpu 3acTocyBaHHi HiMecynigy MOBIAOMAANOCSA NPO BUMAAKW (PIKCOBAHOMO
MeAvkameHTo3Horo Bucuny (PMB). Himecynig He cnif noBTOpHO Npu3Hayati
navjieHTam, y skix B aHamHe3i 6y nos'ssani 3 Himecynigom sunagkv ®MB (avs.
po3gin «[MobiuHi peakLiiy).

Bnnug Ha ghepmuribHicMb.

3acTocyBaHHa nikapcbkoro 3acoby Himia® moxe nopylysaTi xiHody
(PepTUMLHICTL | He PEKOMEHYETLCSA XKiHKaM, SIki NnaHylTb BariTHICTb. XKiHkam,
SKUM CKnadHo 3asariTHiTi, abo TM, XTo nepebyBae Ha 06CTEXeHHI 3 NpuBOAY
6eanninas, crif POsTNAHYTM BiAMiHY Nikapcskoro 3acoby Himin® (aue. posgin
«3acTocyBaHHs y nepiop BariTHOCTi ab0 rofyBaHHs rpyAAI»).

LlonomixHi pe4o8uHU.

Llei nikapcbkwit 3acib MicTUTb HaTpiit y KinbkocTi MeHLUe 1 MMonb (23 mr)/no3y, | Cepuesi posnaan Pigko Taxikapais®
TOGTO MPaKTUYHO BiMbHAM Bif HATPItO. CyavHHi posnaau HevacTo ApTepianbHa rinepreHaia*

Pioko 'emoparis*, nabinbHicTb
3acmogyeaHHﬂ y nepiod eazimHocmi abo 200yeaHHs 2pyddio. apTepianbHoro TUCKy*, mpunnuen’
Bagimuicme. , o _ |Posnagy 3 6oky HevacTo 3aguuwka*
3acTocyBaHHs HiMeCynify MpoTUnokasaHe y TPETbOMY TPUMECTPi BariTHOCTI [VXATTbHIX TlyXe pigko | AcTma, Gporxocnaam

(avB. po3pin «MpoTUnokasaHHs»).

MpurHiYeHHs CUHTE3y NpoCTarNaHAWHIB MOXE HECTpUSTINBO BMIMHYTA Ha
BariTHiCTb Ta/abo po3suToK eMbpioHa/nnoaa. [lani enifemionoriyHmx AoCigpKeHs
[03BONSAI0Tb 3pOOMTM BUCHOBOK NPO Te, L0 Ha paHHiX TepMiHax BariTHOCT
3aCTOCYBaHHs! iHrbITOpIB CMHTE3y MpocTarnaHonHiB MoXe 36inbLunT UMK
BUKWAHA Ta BUHVKHEHHS y NNOAA BaA CepLs i racTpoLununcy. AGCOMOTHIA prank
PO3BUTKY aHoManii cepLieBO-CYANHHOI CUCTEMM MiABULLYETLCA 3 MEHLL HiX 1 % A0
npubnmaHo 1,5 %. Beaxaetbes, Lo puamk 36inbLuyeTbes 3i 30inbLIEHHIM 403K i
TpMBanocTi Tepanii.

Y TBapuH 3acTOCyBaHHS iHrbiTOpa CMHTE3y MpocTarnaxAnHiB NPU3BOAUIO [0
30inbLUEHHs npe- | nocTiMAnaHTaliiiHuX BTPaT i MiABMLIEHHS CMEPTHOCTI

embpioHa abo nnoga. Kpim Toro, mosigomnsnocs npo Te, Wo y TeapuH, ki |enatobiniapHi Yacto 36inbLUeHHs piBHS hepMeHTIB
OTpUMYyBanu iHriGiTop CUHTE3y NpocTarnaHAuHie y nepiof opraHoreHesy, |posnaau (ave. po3ain neviHki1*
nifBULLYBanacs yacToTa BUHUKHEHHS! Pi3HWX Bag Nnoga, y ToMy uncni cepueso- | «OcobnmeocTi [yxe pigko  |F'enatut, PynbMiHaHTHUA renaTut

CYANHHOI CUCTEMM.

3actocyBaHHs Himecynigy 3 20-ro TWXHS BariTHOCTI MOXe CMpUYUHUTM
onirorigpamHioH BHACTiAoK ANCHYHKLiT HUpoK nnopa. Lie moxe cnoctepiratucs
HeBAOB3I Nicna noYaTky NikyBaHHS i 3a3Biyal € 0GOPOTHUM MiCNS NPUNMHERHS
3actocyBaHHs npenapaty. Kpim Toro, micnsi nmpuitomy npenapaty y Apyromy
TPUMECTpI BariTHOCTI MOBIOMNANOCS MPO BUMafKW 3BYXEHHs apTepianbHoi
MPOTOKM Y NNOAa, BiNbLLICTb 3 SKUX MHYNN NICIS MPUMMHEHHS NiKyBaHHS. Tomy
nig Yac NepLUoro Ta Apyroro TPUMECTPY BariTHOCTI HIMECYNiA He crig npuitMaTi
Be3 kpaiiHboi HeobxigHoCTi. Y pasi 3acTocyBaHHsi HiMecynigy xiHkam, siki
HamaraloTbCs 3aBariTHiTM, abo NpOTArOM NepLIoro Ta ApYroro TPUMECTpPY
BariTHOCTI, CMifj MpU3Ha4aTi HaliMeHLLY MOXIMBY A03Y i HaiMEHLLY MOXIMBY
TpWBanicTb NikyBaHHs. [JONOMOroBMIA MOHITOPWHT LOAO OMirorigpamHioHy Ta
3BYXEHHS apTepianbHOi NMPOTOKW Yy Mnoja Chif PO3rsHYTW Yy pasi BNAuBY
HiMecynidy NPOTAroM LeKinbkox AHiB, nounHalouu 3 20-ro recTaviiiHoro TYKHS.
BariTHuM cnig mpunuHNTK 3acTOCyBaHHS HiMecymiay, SKWO BUSABMEHO
onirorigpamHioH abo 3ByXeHHs apTepianbHOi NPOTOKK Y Noga.

Y TpeTboMy TPUMECTpi BariTHOCTI BCi iHMBITOpW CUHTE3y MpocTarnaHauHiB
MOXYTb MPU3BECTY A0 PO3BUTKY y N0AA:

* MHEBMOKapAianbHOr0 TOKCUYHOTO YpaxeHHS (NepefyacHe 3BY)KeHHS/3akpuTTs
apTepianbHOi NPOTOKV Ta NiereHeBa rinepTeH3is);

 UCOYHKUIT HUPOK, L0 MOXe MporpecyBaT A0 HUPKOBOI HEJOCTAaTHOCT 3
PO3BUTKOM ManoBOAASA (AVB. BULLE);

Y maTepi B KiHLLi BariTHOCTi Ta HOBOHAPOLLKEHOTrO MOXIMBE:

* 30inbLUEHHS Yacy KPOBOTEui, aHTUarperaLinHni ecpexT, SKui MOXE BUHUKHYTY
HaBiTb NP 3aCTOCYBAHHI AYXe HN3bKUX A03;

* MPUTHIYEHHS CKOPOUYBANbHOI isNbHOCTI MaTKW, LLO NPU3BOAMTL O 3aTPUMKK
ab0 NoAoBXeHHs NonoriB.

['odysaHHs epyddio.

HeBigomo, 4u NpoHWKae HiMecynid y rpyaHe MOMoKO MoauHW. Himecynin
NpOTMNOKa3aHWi Y Nepiof roayBaHHs rpyaato (AnB. po3ain «MpoTunokasaHHsy i
[AOKNiHIYHI AaHi 3 6eanekm).

GepmurnbHicms.

Ak i iHwi HN33, nikapcbki 3acobu, Wo MICTATL HIMeCynia, He PEKOMEHAYHITLCS
XiHKaMm, ki HamarawTbCs 3aBariTHiTM (anMB. po3ain «OcobnusocTi
3acToCyBaHHs»). XKiHkaMm, siki MalTb TPYAHOL 3 HacTaHHsM BariTHocTi abo
npoxoasTb oBCTexeHHs 3 npusody 6e3nniaas, cnif NPUNUHUTY 3aCTOCYBaHHS
Himecynigy.

£Ko BariTHICTb BCTaHOBNEHA Mif Yac 3aCTOCyBaHHs HiMecyniay, nikap mae 6yTu
noiHhopmMoBaHUiA Npo Lie.

3damuicmb gnnueamu Ha weudKicmb peakyii npu KepysaHHi
asmomparcnopmom abo iHWUMU MexaHi3mamu.

[ocnimkeHHs BINNBY Nikapcbkix 3acobiB, O MICTATb HiMeCyrig, Ha 3aaTHICTb
KepyBaTv aBTOTPAHCMOPTOM ab0 iHLIMMI MeXaHi3Mamu He MPOBOAUINCE, OfHAK
nauieHTam, fiKi Big4yBalTb 3anamopOYeHHsl, BEPTUIO YU COHMMBICTbL Micns
npuiomy HiMecynigly, Cnia yTpuMyBaTUCs Bl KepyBaHHS aBTOTPaHCNOPTOM abo
IHLLMMM MexaHi3Mami.

Cnoci6 3acmocyeaHHsi ma do3u.

3 MeTol0 3HWKEHHS 4acCTOTM BMHUKHEHHS MoBiyHMX peakuiil noTpibHO
3aCTOCOBYBATH MiHiManbHy eeKTUBHY 403y NPOTSrOM HARKOPOTLLOTO Yacy (AVB.
po3aain «OcobnuBoCTi 3actocyBaHHs»). MakcumanbHa TpuBamictb Kypcy
nikyBaHHS HiMecynigom ctaHoBuTb 15 aib.

[Lopocni. 1 TabneTka (100 mr Himecyniay) 2 pasu Ha foby nicns igu.

[MayjeHmu nimHbo20 8iKy. MavieHTn NiTHLOrO BiKy He MOTPEBYIOTb 3HIKEHHS
n060B0i 031 (AB. po3pin «PapmakokiHeTVKay).

Jimu. Nikapcbki 3acobu, Lo MICTATb HiMecynig, NpoTUnokasaHi AiTsM BiKOM [0
12 pokiB (AnB. Takox po3gin «MpoTunokasaHHs»). BpaxoBytoun
hapmakokiHeTUYHUIA Npodinb y Jopocnux Ta dapmMakoanHaMiuHi
XapaKTepuCTK/ HiMecynify, KopekList 403w AiTam Bikom BiA 12 go 18 pokis He
noTpitHa.

MopyweHHs yHKUil HUpoK. BpaxoByloun hapMakoKiHeTUKy, naLjieHTam i3
nerkum abo MOMIPHUM MOPYLUEHHSM (YHKLii HUPOK (KMipeHC KpeaTuHiHy
30-80 mn/xB) kopekLjist JO31 He NOTPIOHa, Y TOI Yac K NpK THKKOMY NOPYLUEHH
yHKUiT HMpOK (KnipeHc kpeaTuHiy < 30 Mn/xs) nikapcbkuit 3aci6 Himia’®
npoTMnoKa3aHui (auB. po3ainu «MpoTunokasaHHs» | «apmakokiHeTuKay).
IMopyweHHs yHKuii neyiHku. 3acTocyBaHHa mikapcbkoro 3acoby Himin’
npoTUMOKasaHe nauieHTam i3 MOpYLWEeHHAM (YHKLii neviHku (AvB. po3Ain
«apmakokiHeTMKka»). VIMOBIPHICTb BUHUKHEHHS NOBIYHMX peakwiii MoxHa
MiHIMi3yBaTW WNAXOM 3acTOCYBaHHS NikapcbKoro 3acoby npoTsrom
HalKOpOTLLOro Mepiofly 4acy, HeobXigHOro Ans KOHTPOMK CUMMTOMIB (OWB.
po3ain «OcobnmBOCTi 3aCTOCYBaHHSY).

Limu.
TNikapcbkuii 3aci6 Himin® npoTnokasammii aitsm sikom 40 12 pokis.

MepedosysaHHs.

CumnTomm roctporo nepefo3yBanHs HIM33 3a3Buyalt 06MEXYHOTHCA TaKUMK:
anarisi, COHNMBICTb, HyAO0Ta, BnoBaHHs Ta binb B eniracTpanbHil AinsHui, fki, gk
npasuno, e obOpOTHUMM NpW MiATPUMYHOYiA Tepanii. MoXnuBe BUHUKHEHHS
LUNYHKOBO-KMLLKOBOI KpoBOTEYI. Pifiko MOXMMBI apTepianbHa rinepTeHsis, roctpa

HWPKOBA HELOCTATHICTb, MPUTHIYEHHS AuXaHHs Ta koma. [pu 3acTocyBaHHi
TepaneBTUYHMX [03 HIM33 mosigomnsnocs npo aHadinakToigHi peakii, siki
MOXyTb BUHWKATV NPy Nepefo3yBakHi. Y pasi nepeno3yBanHs HM33 navjeHTam
cnip 3abesneunTin cMMNTOMaTYHe Ta MATPUMYtode MikyBaHHS. Creumdiynmx
aHTWAOTIB Hemae. IHhopmaLii CTOCOBHO BMBELEHHS HIMECynidy 3a AONOMOroK
remMofianiay Hemae, ane SKLO B3SITI 40 YBaru oro BUCOKMIA CTYNMiHb 3B'A3yBaHHs
3 Binkamu nnasmu (8o 97,5 %), TO ManoMOBIpHO, WO Aianis BUSBUTLCS
eheKTVIBHIM NPy NepeAo3yBaHHi. 3a HasBHOCTI cMMnToMIB ab0 y pasi CUbHOTO
nepego3yBaHHs NPOTAroM 4 roguH nicns NpuitomMy Npenapaty navieHTam MoxHa
NpU3HaYNTV BUKIWKaHHS GritoBaHHs Ta/abo akTuBoBaHe Byrinns (60-100 r ans
fopocnux), Ta/abo ocMOTMYHMIA NpOHOCHWIA 3acib. ®opcoBaHnin Aiypes,
3anyxeHHs cevi, remopiania abo remonepdysis MOXyTb 6yT HeedekTBHUMN Y
3B'A3KY 3 BMCOKMM CTyNeHeM 3B'A3yBaHHs 3 npoTeiHamu. Cnig KOHTpoMoBaTh
OYHKLiT HUPOK Ta NeYiHKM.

Mo6iyHi peakuil.

HwxyeHaBegeHi nobiuHi peakyji BkasaHi Ha MiACTaBi AAHUX KOHTPONbOBAHWX
KMiHIYHWX [OCMiAXKEHb™ Ta MOCTMAPKETUHIOBMX CMOCTEPEXEHb 3 TaKoi
KknacudikaLlieto 4acToTi BUHUKHEHHS: Ayxe yacto (= 1/10); yacto (= 1/100 —
<1/10); Heyacro (= 1/1000 — < 1/100); pigko (= 1/10000 — < 1/1000); syxe piako
(< 1/10000), y Tomy umcni pigKicHi BuMafkuW, YacToTa HeBifoma (HEMOXIMBO
OLYiH1TM 32 HASIBHUMM AaHUMMK).

Posnagu 3 Boky Pigko AHewmis*, eo3nHodinis*
KPOBOHOCHOI Ta [Oyxe pigko | TpomBoLuToneis,
nimaTnyHoi cuctem naHYWToNeHis, nypnypa
Poanagu 3 Goky imyHHoi | Pigko [ligBuLLEHa YyTNNBICTD*
cuctemu [yxe pigko | AHadpinakcis

Posnagu metaboniamy Ta | Piako linepkaniemis*
XapuyBaHHs
[NemxiyHi posnagu Pigko

BiguyTTs1 CTpaxy*, HEPBOBICTL®,
HIYHI JKaxnu1Bi CHOBUIHHS*
Posnapu 3 oky HepBoBoi | HeyacTo 3anamopoyeHHs*

cuctemu [Llyxe pigko | FonoBHwuit 6inb, COHNMBICTB,
eHuedanonartis (cuHgpom Pes)
Posnagu 3 6oky opranie | Pigko Heuitkui 3ip*

30py Jyxe pigko | MopyLueHHs 30py

Posnagm 3 boky opranis | [yxe pigko | BepTuro (3anamopoyeHHs)
Cnyxy Ta nabipuHTy

LINAXIB, OpraHis rpyaHoi
KNiTKN Ta CEPEAOCTIHHS
LLInyHKOBO-KNLLIKOBI YacTo
posnaau HeuacTo

[liapes*, HygoTa*, bntoBaHHs*
3anop*, 3oyTTa XMBOTa*,
KpOBOTEYa y TPaBHOMY TPaKTi,
BUpa3ka Ta nepgopalis
[BaHaguATMNanoi KILLKK,
BMpaska Ta nepdopallist LWnyHka
[Lyxe pigko | FacTput®, Binb y xmBoTi,
Avcnencis, CToMaTuT, MeneHa

3aCTOCYBaHHS») (y TOMy UG 3 NeTanbHUM
HacnigKkoM), XOBTSHULS, XonecTa3
Ceepbix*, Bucun®, nigsuieHa
niTAuBICTL

Pigko Eputema®, pepmatut*

[yxe pigko | Kponus'sHka, aHrioHEBPOTUYHMI
Habpsik, Habpsik 06nnyYus,
eputema nonicopmMHa, CUHAPOM
CriBeHca — [IXOHCOHa, TOKCUYHNIA
enigepmarbHuii HeKponi3
YacroTta dikcoBaHWUI MeaMKaMeHTO3HNI
Hesigoma BMCMN (AMB. pO3AIN
«OcobnmMBOCTi 3aCTOCYBAHHSY)
Posnagu 3 6oky Hupok Ta | Pigko [uaypis*, rematypis*
Cev0oBMaINbLHOT cucTeMn | [lyxe pigko  [3aTpumka ceqoBMnyCKaHHS",
HWPKOBA HeOCTaTHICTb, ONirypis,
iHTEpCTULianbHWUIt HEPPUT
3aranbHi po3nagu Ta Heuvacto Habpsk*

MicLiesi peakwii Piako HesayxaHHs*, acTeHia*

Hyxe pigko | linoTepmis

* YacToTa BU3HAYaETLCS 3@ peaynbTaTamt KIiHIYHOTO AOCHIMKEHHS

Poanaan 3 6oky wkipn Ta  |Hevacto
NIGLWKIPHOT KNITKOBUHM

Haituacrilue cnoctepiratoTbes nobiyHi peakuii 3 6oky TpaHoro Tpakty. Moxnuee
BMHVKHEHHS! NENTU4HIX BUPa3oK, nepchopalyii abo kpoBoTeYi y TpaBHOMY TPaKTi,
AKi iHOAI 3arpoXyi0Tb XMTTHO, OCOBNMBO Y XBOPWX MITHLOTO BIiKY (AWB. PO3AIN
«OcobrmBocTi 3acTocyBaHHs»). [licns 3acTocyBaHHs nikapcbkux 3acobis, WO
MICTSTb HiMecynia, noBifomnsAnocs Npo HynoTy, GrioBaHHs, Aiapeto, 3ayTTs
XnBOTa, 3anop, Aucnencito, 6inb y XWBOTI, MeneHy, kpusase ONOBaHHA,
BMPA3KOBUII CTOMATWT, 3aroCTPeHHs KoniTy Ta xBopobn Kpowa (auB. poadin
«OcobnuBocCTi 3acTocyBaHHs»). Piglle cnocTepiraBcs ractput. bynu
NOBIAOMMEHHS PO BUHUKHEHHS HABPsIKy, apTepianbHoI rinepTeHsii Ta cepLesoi
HepocTaTHoCTi Y 38'a3ky 3 nikyBaHHam HIM33. [yxe pigko nosigomnsnocs npo
OynbosHi peakyji, y Tomy uncni cuiapom CTiBeHca — [KOHCOHa Ta TOKCUYHWIA
enigepmarnbHuit Hekponia. KniHiuHi Ta enigemionoriuni JOCimKkeHHs cBigyaTb
npo Te, Lo 3acTocyBaHHs Aesikux HM33, ocobnnBo y BUCOKWX A03aX Ta NPOTAroM
TPUBANOro MiKyBaHHS, MOXYTb MPU3BECTM [0 HE3HAYHOTO NIABULLIEHHS PU3NKY
BUHUKHEHHS apTepianbHUX TPOMBOTUYHWX YCKNafHeHb, Hanpuknag iHapkTy
Miokapaa abo iHcynbTy (AuB. po3ain «OcobnmBOCTi 3aCTOCYBaHHS»).
[oBifoMAEHHs NPO Nifo3ptoBaHi Nobi4Hi peakLi

MoBigomneHHs npo nobiyni peakuii nicnst peecTpauii Nikapcbkoro 3acoby mMae
BEMNVKe 3Ha4yeHHs. Lle aae 3mory mpoBOAMTW MOHITOPUHT CMiBBIOHOLIEHHS
KOPUCTBL/PU3NK MpW 3aCTOCYBaHHI LbOro mikapcbkoro 3acoby. MeauuHum Ta
(hapMaLeBTUYHUM MpaLiBHMKaM, a Takox nauieHTam abo ixHiM 3aKOHHUM
NpeLCcTaBHMKaM Crig MOBIAOMAATY NPO yCi BANAZKA MiB03PHOBaHNX MOBIYHMX
peakLuiin Ta BifCYTHOCTI edeKTUBHOCTI Nikapcbkoro 3acoby vepes
ABTOMaTM30BaHY iHhopMaLliiHy cuctemy 3 hapmMakoHarnsay 3a NoCUNaHHAM:
https://aisf.dec.gov.ua.

TepmiH npudamHocmi. 4 pokn.

YMoBw 36epiraHHs.
36epiratit npu Temnepatypi He BuLLe 25 °C B opuriHanbHiit ynakosLy.
3Bepiratiny HeBOCTyNHOMY AN AiTei MicL.

YnakoBka.

Mo 10 Tabnetoky Grictepi, no 1 6nictepy y kapToHHil ynakoswyi Ne10 (10x1).

Mo 10 Tabnetok y Bnictepi, no 1 6ricTepy y kapToHHiit ynakosLyj, no 10 ynakosok y
kopo6wiNe100 (10x1x10).

Kateropis Bignycky.
3apeuentom.

Bupo6Huk.
KYCYMXENTXKEP MBT NTA/
KUSUM HEALTHCARE PVTLTD.

Micue3HaxomxxeHHsi BUpOGHMKA Ta agpeca Micusi NpoBaXeHHA Moro
DiSiNbHOCTI.

Cl1-289 (A), PIIKO InpacTpian apea, Yonaki, bxisagi, flict. Ansap (PagxacTan),
IHpis/

SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan),
India.

[ataoctaHHboro nepernsay. 10.11.2023.
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