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3a [IOMOIIHUTE BELIECTBA, BHK 6.1

JlekapcTBeHa ¢gopMa
['panymnHa 3a nepopajiHa CyCcICH3HA

KapHuaaM JaHHH

4.1 TepaneBTHYHH NOKA3AHHS

Jleuenue Ha ocTpa OolKa, (BHXKTe T. 4.2 ).
[IepBHUHA JUCMEHOPE.

Nimesulide Tps6Ba fa ce MpeAIMCcBa caMO KaTo JICIYCHHE OT BTOPA JIHHHA.
Pemenuero na ce npennume Nimesulide Tpa0sa na ce 0CHOBaBa Ha OLICHKA Ha
00IUTE PUCKOBE IIPH OTACIHHA NAHEHT (BIDKTe T.4.3 H T. 4.4).

4.2 Xo3upoBKa H HAYMH HA MPHJIOKCHHE

AyiHH rpaHyTd Tpa6Ba fia ce Ipuiara 3a Bb3MOXXHO HaH-KpaTBK MCPHON OT
BpeMe, B 3aBHCHMOCT OT KIMHHYHATA CHTYallHA.

MuBnManHEaTa eeKTHBHA 103a TpA0Ba Ja ce MpHara 3a Bb3MOXKHO HaH-
KpaTKHsA [IEPHOJ OT BPEME, 32 [ C& HAMAIAT HEKEAHUTE PEAKIUK (BHXKTE T.
4.4).

MakcHMaHaTa IPOABDKHTENIHOCT Ha nevyeOHus Kype ¢ Nimesulide e 15 aum.

3a BE3PacTHH.
Nimesulide rpanynm mo 100 mg Aa IkTH AHECBHO CAEH XPaHCHE.

[lanHeHTH B HAIpEAHAIA Bb3pacT: IIPH TAX HE € He00X0AuMO Ja C¢ HaManiBa
AHEBHATAa 1032 (BHXTe T. 5.2).

Hena (mox 12 roqunun): AymuH 100 mg rpadyis ca NpOTHBOIIOKA3AHH IIPH
Te3y NANUEHTH (BHKTE CHINO CeKuuA 4.3).

Muanexu (oT 12 1o 18 roguan); Ha 6a3aTa Ha KHHETHYHMA NpodHI 1 Ha
(papMaKoAHHAMUYHHTE XapaKTePUCTHKY Ha Nimesulide, He e HeoOx0onUMA
IIpOMAHA Ha JO3MPOBKATA IPH Te3H NAllMCHTH.

[Taumenty c ypeneHa 6b6peuna dynkims: Ha 6a3aTa Ha papMaKOKMHETHKATA,
He ¢ HeoOXOMMO MIOHIMKEHHE Ha NO3UPOBKATa IPH NAHEHTH ¢ JICKC A0
cpenno Gr6pedHo yBpexnase (KpeaTHHUHOB KiIHpBHE 30-80 ml/min); goxaro
Nimesulide rpaHymH € IpOTHBOIIOKA3aH B CIIydail Ha TEKKa ObOpeTHa
HEROCTAThYHOCT (KpeaTuHnHOB KuphHe < 30 ml/min)(smwxre T. 4.3 1 5.2)




4.3

4.4

[MaimenTH ¢ HapyiieHa YepHoapoOHa dyHKuus: ynoTpedara Ha Nimesulide
IpaHyJd € MPOTHBONOKA3aHa IPH NAHCHTH C yepHOoapoOHa HEXOCTATHYHOCT
(BuxTe T. 4.3 1 5.2).

IIpoTHBONOKA3AHHS

[lanmmeHTH CHC CBPBXUyCTBHTENHOCT KbM Nimesulide Him HAKOH OT
eKCIIMITUEHTHTE.

[TauMeHTH ¢ AHAMHECTHYHHM JAaHHH 33 PEeaKiMH Ha CBPBXTYBCTBHTEIHOCT
(narnp. 6poHX0OCHasHM, PHHHTH, YPTHKapH) KbM alCTHICATHIHI0BA KHCE/THHA
MJTH KM JpYTH HECTEPOMIHH MPOTHBOBH3MANHTEIHH JICKAPCTBEHU IPOJIKTH.
[TanMenTH ¢ aHAMHECTHYHH JAHHH 32 XCMaTOTOKCUIHH PEAKIIHH KbM
Nimesulide. o

EnsoBpeMeHHO TPHIOKEHHE ¢ APYTH NOTCHIHANHO XeNaTOTOKCHIHH
NEKapCTBEHH BCILIECTBA.

AJIKOXONH3BM, JIEKapCTBEHA 3aBHCHMOCT.

AHaMHE3a 33 CTOMAIIHO-YPEBHO KbpPBEHE MM niepdopaliis, CBbp3aHu C
npemumaa tepanus ¢ HCIIBC.

AKTHBHA A3Ba Ha CTOMAaxa WIH ABAHAJCCETONPBRCTHHKA HMIIH aHAMHE3a Ha
perMUBApPAIIA A3Ba/KPHBOH3IMBY Ha/0T XPAHOCMHUIIATEHHTC OpratH (1Ba
JITH [TOBEYE M3SBEHH eMM30/1a HA J0Ka3aHo o6pasyBane Ha 13Ba HIIH KbPBCHE).
Ilepe6poBacKyIapHO KbpBEHE HIIH APYTO aKTHBHO KbPBEHE HIH HAPYIICHI
CBBP3aHH ¢ KbPBEHE.,

[laleHTH ¢ TEXKKH CMYILECHMA B KPhBOCHCHPBAHETO.

[TanuenTH ¢ TeXKa ChpAcUHA HEA0CTaThYHOCT.

[TanmenTu c TeXKa OBOpedHa HEZOCTATEYHOCT.

YeproapobHa HEAOCTATEHHOCT.

[TalKHeHTH ¢ MOBUIIEHA TeMIIEpaTypa W/ Wi IPHIONON00HH CHMIITOMM.

Jena moa 12 roauHHM.

TpeTu TpUMECTbP Ha OPEMEHHOCTTA H IIPH KBPMCHC (BuxkTe T. 4.6 1 5.3).

CrenuaJiy npeaynpexaeHusa H NpeAnasHd MEpKH NpH ynoTpeda

Enmospemennara ymorpeba Ha Nimesulide ¢ npyru HCIIBI],
BKIIIOUMTEIHO MHKIOOKCHTEHAa3a- 2 CEIEKTHBHH HHXHOHTODH, HE CE
penopbysa. B IOMBIHEHHE IO BPEME HA JIEUCHHE C Nimesulide nangeHTHTE
TpsaOBa fa OBJAT CHBETBAHHU 1 Ce BB3AbPXKAT OT ynotpe6aTa Ha IpYTH
aHAJINeTHLIH.

Hexenanute TeKapCTBEHH PEeaKIMK MOrar a ObAaT HAMAICHH KaTo 33
KOHTPOIHpPAHE HA CHMITOMHTE CE YIOTPeOsABa BB3MOKHO Hai-HUCKATA
edeKTHBHA 7032 33 BE3MOXKHO Hal-KpaThK CpPOK OT BpEME (BmKTE T. 4.2).

Jleuennero TpsaOBa fa 6B/ MpeKpaTeHo, ako HE CC HaOmoaaBa IOJOXKHTENCH
e(eKT.

Ueprodpobru peakyuu
B penki ciydaH € ycraHoBeHo, ye Nimesulide e cBpp3aH ChC COPHO3HH
4epHOAPOOHH peaKIlMH, BIUTFOYHTE/IHO MHOTO DKM CiIydaH C (paTancH U3X0xN
(BmxxTe chino cexius 4.8). [lanuenTH, IIPH KOUTO C© Ha0MoHaBaT CUMIITOMH
CBHOTBETCTBAIIM Ha YepHOAPOOHO YBpEKJaHe 10 BpEME Ha JICHCHHC c
Nimesulide (Hamp. aHopekcus, rajeHe, IOBPHINAHe, OOJIKH B KOpeMa,
THMHA YPHHA) I MAIMEHTH, YHATO TECTOBE NOKA3BaT aHOpMalHa i)

Ha 9epHHA Apob, Tpa6Ba fa NPEKpaTAT JICUCHNETO. TE3H NalMeHTH H T{ A AR
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na OBAaT NOAIAraHl OTHOBO Ha JICYCHHE Nimesulide. Uma ¢cp0o0ImeHn 3a
yBpe)KIaHe Ha YCPHUL ApoG cliesl KpaTKo IpHEMaHe Ha JICKapCTBOTO, B
IIOBEYETO CIydan 00paTHMO.

[Tpn moBHINaBaHE HA TEMIEPATYpaTa W/MUIH TIPY NOABA HA TPHIONOO0HH
CHMIITOMH IIpH ITAlMeHTH, mpreMamy Nimesulide, neueHneTo TpsaOBa Ja ce
IPEKpaTH.

Tacmpounmecmunaniu peakyuu

CTOMAaIHO-4peBHO KbpBeHE, 0Opa3yBaHe Ha 3Ba U nepgoparsi: cpodInana
ce 3a CTOMAIIHO-4YpeBHO KbpBeHe, 00pa3ypaHe Ha A3Ba H niepdopanus, KoaTo
Moxe 1a 65sae daramna mpu seraxy HCIIBC, mo BCAKO BpeMe Ha TCpanniia, ¢
unH 6e3 npeIyIpeANTEIHE CHMITTOME HJIM aHAMHE3a Ha CTOMAIIHO-IPEBHH
3200 IABaHH. |

PHCKET OT CTOMALIHO-9PEBHO KEpBEHE, 00pa3yBaHE Ha s3Ba HIH nepdoparmsa
ce MTOBUIIARA C YBeJIWYaBaHe Ha IO3HTE Ha HCIIBC npu naneHTH ¢ aHaMHE3a
33 f13Ba, 0COOEHO aKo € YCIIOXKHEHA ¢ KPBBOU3THB HIH nepdopalis (BHXKTE
pasjen 4.3) ¥ IpH NAUMEeHTH B HanpeHania BE3pact. Tesu naideHTH CleaBa aa
3aMOYHAT JIEYeHHE ¢ BE3MOXKHO Hali-HHCKATa A032.

KomGuHHpaHa Tepanud ChC 3al{HTHH arcHTH (Hamp. misoprostol wim
WHXUGHTOPH Ha IPOTOHHATA IOMIIa) € MOJIXO/ANA 32 TC3U MALHCHTH, KaKTo "
33 IAIHEHTH, HY XIAeld ce OT CHIIBTCTBAIIE MANKHU 03H aClHpUH HIH IPYrH
JICKAPCTBEHH CPEACTRA, KOHTO OMXa MOTTH /1a IOBHIIAT CTOMAINHO-YPEBHHA

pHcK (BHXKTE TO-TONY H 4.5).

[larMeHTH ¢ aHaMHe3a 3a CTOMAIHO-4PEBHA TOKCHTHOCT, ocobeHO B
HalpeaHaNa Bb3pacT, ClIC/Ba 1a CcHO6IIABAT 32 BCHUKH HEOOHYaHHH KOPEMHH
CHMIITOMH (0cOGEHO CTOMAIIHO-YPEBHO KbPBEHE) H oco0eHOo B HAYATHHTE
CTANUH Ha JIeYEHHUE.

CToMaUIHO-IPEBHO KbpBeHe HiM 00pasyBane Ha 43Ba / nepdopaLs MOXke Aa

ce IIOSBY TI0 BCAKO BpeMe Ha JISUeHHeTo ¢ WM Oe3 IpeIy npenuTeIHN
CHMIITOMM HIIH aHAMHE3a Ha raCTPOUHTCCTHHAIHH 3a00IaBaHMA. AKO CE

IOSBH CTOMAIIHO-IPEBHO KEPBEHC MIH A3Ba Nimesulide Tpsa6ea na 6pae
cnipste. Nimesulide cnenpa fia ce npajiara ¢ IIOBHIICHO BHHMAHHE TIPH
[ALMEHTH ChC CTOMAIIHO-YPEBHH 3200/1BaHu, BIUTIOUHTEIHO AHAMHE3A Ha
[eNTHIHA S3Ba, TACTPOMHTECTHHAIHO KBPBEHE, A3BEH KOIUT HITH GonecT Ha

KpoH.

[TalHeHTH, IPAEMAIE CHIIFTCTBAINN MEJIHKAMCHTH, KOUTO 6xxa MOTTIH J1a
[OBMINAT PHcKa 0T 06pa3yBaHe Ha s13Ba HJIM KbPBEHE, KaTO Hatlp. HepopaHu
KOPTHKOCTEPOHIH, AHTHKOATYJIAHTH KATO warfarin, ceJIEKTHBHH HHXHOHTODH
Ha oOpaTHHs 3aXBaT Ha CEPOTOHMHA HITH aHTH-TPOMOOIHTHH arc¢HTH KaTo
aCITHpHH, c/eBa Ja Obar MOCHBETBAHN /ia €2 BHHMATCIIHH (BHKTE pasjien
4,5).

[Tpn nossa Ha CTOMAUIHO-YPEBHO KHPBCHE HITH oOpasyBaHe Ha A3Ba IPH
[AIHEHTH, TpHEMAIITH Nimesulide, nedennero ciesBa Ja ¢¢ IpeyCTaHOBH.
HCTIBC ciemBa aa ce JaBaT ¢ MOBHIICHO BHUMaHNe Ha NAaNHCHTH C aHaMHE3a
33 CTOMALTHO-UPEBHH 3a00nABaHus (S3BEH KOJMT, Gosect Ha KpoH), ThH KaTo
CHLCTOSHMETO HM MOJKE Ja Ce BIIOIIM (BHXKTE pasaen 4.8 - Hexenaiu peakiii).

[lampenTy B HanpeAHa a BE3pacT: NP IallMEHTHTE B HAMPEHANIA BASER
pabToaBa yBEIHIEeHa UECTOTA HA HEXCAAHHTE PCAKIIHH KbM HC ?5'-'- ST SN
CTHEeNHAaIHO CTOMAIIHO-IYPEBHO KbPBCHE H nepgopanus, KOUTO Mofe Ela OWHET =Y,



daranuu (BIKTe pasjen 4.2).
CieoBaTeaHo € HeoOXO0AUMO ITOIXOIAII0 KIHMHHIHO TPOCIICAABAHE.

Kapouosackynapnu u yepeOposacKyaapru peaxyuu

Heo6xoqmMo € J1a c€ OCHTYPH MOAXOIIINO HabmoAcHHE H ChBET 32 NAallACHTH
¢ aHaMHe3a 3a XANepPTOHAS W/TH JieKa JI0 yMepeHa KOHTeCTHBHA ChpACTHA
HEIOCTATHYHOCT, Thil KaTo HMa ChOOINEHNUA 33 OTOIH 1 3aphiKKa Ha
TeunocTH, cBbp3any ¢ nedennero ¢ HCIIBC.

K TMEAYHY OpOYYBaHHS U CIHACMHOIOTHYHH NaHHH MOKa3BaT, e ynotpebarta
na waxoit HCTIBC (ocoGeHOo TpH BHCOKH IO3H M TIPH HPOXBJDKATENHO
TIPHIIOKEHHE) MOXe Ja 6b/ie CBBP3aHa C JIEKO NOBHIICH PHCK OT apTepUaTHA
TpoMGOTHYHHE CHOHTHS (HanpuMep MHOKAp/ICH uadapKT WK KHCYIIT). Hama
NOCTATHYH JaHHH, 3a []a C€ H3KIIIOUH TaKbB PACK ITPH Nimesulide.

[Ian{enTH ¢ HEKOHTPOIMpPAHa XHIIEPTOHHSA, KOHICCTHBHA CBPACTHA
HEIOCTATHYHOCT, YCTAHOBEHA NCXEMHYHA 0OJIECT HA CBPIECTO, 3a00NsBaHEe HA
nepupepHATE apTEPHH W/ HIH MO3BUHO-CHI0BA 6ojecT TpAOBA Aa CE IEKYBaT ¢
Nimesulide camo clies BurMaTenHO o6MucHARe. TakoBa 0OMHUCILIHE TpaOBa na
ce IIPAaBH NPETN 3a0YBaHE KA ABIIOCPOYHO JICUSHHE HA MAACHTH C PHCKOBH
(axTOpH 3a CHPACYHO-CHIOBH CHOMTHA (HAmp. XUISPTOHUSA, XHIEPIATHACMHA,

3axapeH AuabeT, TIOTIOHOMYIICHE).

Txii kato Nimesulide Moxe Ja mosnuse Ha GyHKINATA HA TpOMOOIUTHTE, TOH
TpsA6Ba J1a Ce U3NMON3Ba BHUMATENIHO TP MAIHCHTH C XeMOpara4yHa quaresa
(emxte cpio cexmus 4.3). Ho Nimesulide He e 3aMeCTHTEH Ha
ALIeTHJICANMIINIIOBATa KACENHHA 33 ChPACIHOCHI0BA npodHIaKTHKA.

Bvbpeunu peaxyuu

ITpu nanueHTH ¢ GEOPETHO MMM CHPICTHO YBPEKAAHC CC u3ucksa ocobeHo
BHMMaHMUe, Thii KATO B pe3yJiTar Ha ynorpedara Ha Nimesulide moxe na ce
HaGionaBa piomasase Ha 6b0peurara Gynkuus. B ciyvaii Ha BJIOINABaHE
NegenneTo TpsGBa fa 6bie IPeyCTaHOBEHO (BHKTE CHINO COKIIM 4.5)

Koxcnu peaxuuu
MHOTO pAAKO ce CHoOIIaBa 33 CEPHO3HH KOXKHH PEaKIIHH, HIAKOK OT THX

daTaiay, KaTo eKc(oIHpaIl ASpMATHT, CHHIIPOM Ha CtupbHC - J[PKOHCBHH H
TOKCHYHA eIH/IEpMaJIHa HEKPOIH3a, CBHP3aHH ¢ H3ION3BAHETO Ha HCIIBC
(emwxte pasaen 4.8). Io-BUCOK PHCK OT TE3H PEAKIIMU CC nabmozasa B
HAYaJIOTO Ha TEPaIMaTa, KaTo B II0BEUeTO CIIyval peaKluiTa co IpOsIBIBA B
pPaMKHTE Ha ITbPBHA MECEIL OT JICICHHETO. I[TpremsbT Ha Nimesulide cenpa na
ce IPEyCTaHOBH IIPH MTBPBA M0AB3 HA KOXCH 0OpHB, paHH IO JIHTaBHIATE, HIIH

HApYyTH TpHU3HAIIK Ha CBp‘BX‘-I}fBCTBHTEJ'IHOCT.

PenpooyxmueHu pyHKuuu

Yoorpe6ata Ha Nimesulide Moxe Jia yBpEH pelpOAyKTUBHATA GyHKIHS OpH
JXEHH ¥ He ce Mpenoph4Ba IpH XEHH, KOUTO €& OIUTBAT Jia 3a1cHAT. [Tpu
JKEHH, M3HTBAIIHE TPYAHOCTH IIPH 3a49€BaHE HIIH IIOJIOXNCHH Ha H3CleABaHe
3a Ge3mIoane, ce NpenopbyBa IPCKECBAHC Ha ymotpebara Ha Nimesulide

(Bmxte cexnud 4.6).

Aynug 100 mg rpaHyiH CbbPKa 3aXapo3a H CJICZ0OBATCIHO MAIACHTH
peIKH Hac/eACTBEHH NpobieMH Ha HEMOHOCHMOCT KbM bpykTo3ar
ragaKTo3Ha ManabcopOLus MM CyKpa3a- H30MaJlTa3Ha HEOCTATh
TpsAGBa a IpHeMAaT TOBa JIEKAPCTBO.




4.5 Jlexkapcrenn n Apyru GopMH HA B3aUMOJIECHCTBHE

DapMakoJHHAMHYHH B3aUMOJICHCTBAA

Jipyrn Hecteporany nporuporbananuTenty cpeacrsa (HCIIBC) u
aLETHICAIHITANIOBA KMCEeTTHHA > 3g/A€CH.

KomOunanus Ha Nimesulide rpanyiu (BuxTe cexuud 4.4.) ¢ APYTH HECTCPOHHH
IIPOTHBOBB3NAIMTEIHN JIEKapcTBa, BKIIOIHATEIHO aleTHACAIMIHUIOBA KHCETHHA,
IIpeANUCBaHH B IIPOTHBOBB3NATHTEIHH 1031 (> 1g KaTo eqHOKpaTeH MPHEM HIH >
3g xaTo JHEBHA J103a) HE Ce NPEMOPHYBA.

Kopmukocrepouau:

[ToBHIIEH PHCK OT CTOMAIIHO-YPEBHO KEPBEHE WM 0Opa3yBaHe Ha A3BH (BHXKTE T.
4.4).

AHTHKOAryJIaHTH:

HCIIBC moxe 13 3acuiaT e€deKTa Ha aTHKOAryJIaHTHTE, KaTo warfarin (BiKTE
paszen 4.4). TlanueHTH TpeTHpaHH ¢ BapGapuH, WIH NON0OHN aHTHKOAry IaHTH, Ca
M3JI03KEHH Ha TIOBHIIEH PHCK OT YCIOXKHEHNS ¢ KbPBEHE IPH YIOTpeba Ha
Nimesulide. 3aToBa Tasu KOMGHHAIMHS He e TpenopbuBa (BIKTE ChINO ceKuus 4.4.)
1 € MPOTHBOIIOKA3aHa IIPH MAIHEHTH C OCTPH CMYIICHHSA B KPBBOCECHPBAHCTO
(BHXKTe cHmO ceKims 4.3). Ako KOMOHHAIMATA He MOXe na 6sae n3bernara,
AHTHKOAryTaHTHaTa AcifHocT TpAGBa Aa 6Bae ceiena oTom30.

AHTH-TPOMOOI[MTHY areHTH B CEJCKTHBHH HHXHOUTOPH Ha oOpaTHHs 3aXBaT Ha
ceporonrHa (SSRI): HoBHINEH PHCK OT CTOMAINHO-YPCBHO KBPBEHE (BRIKTE pasgen

4.4).

JnypeTHiy, MEXUONTOPH Ha AHTHOTEH3HH-KOHBEPTHPAIHA CHIHM (ACE
upxuGuTopy) 1 anrnorensuH Il anrarosncty (AlIA).

HCIIBC Moxe na HaManar ehHKacHOCTTa Ha JHYPETHIUTE H HA APYTH JICKApCTRa 34
KOHTPOJI Ha KPBBHOTO HaAraxe, 11py HAKOH MalUeHTH ¢ HaMajleHa ObpOpedHa

$yHKIES (Hanp. JeXUJPATHPAHH MAMCHTH HIH XOpa B CTapyecKa Bh3pacT ¢
Hapymena GOpeuna GyHKiKs), eAHOBPEMCHHUAT IPHEM HA ACE uuxuburop H
MHXOHTOPH Ha IUKIIO-OKCHTCHA3aTa MOraT Aa OBEAaT 0 MPOorpeCHpalio
BIOmABaHe Ha Op0peunaTa GYHKIHUA, BKIIOUUTENHO A0 BEPOATHOCT OT OCTPA
6b6pedHa HeOCTaTHYHOCT, KOATO OOMKHOBEHO € 00paTHMa.

[TosBaTa HA Te3H B3aUMOACHCTBHA CJISABA Aa CE UMA IIPpEeABH] IIPH NAITHCHTH, KOUTO
Tps6Ba ga mpuemar Nimesulide zacano ¢ ACE MHXHOHTOPH MITH AlIA. Eto 3amo
Ta’y KOMOMHALMA OT JIeKapCTBEHM NPOAYKTH TpAOBa a ce faBa MpeAna3Inuso,
oco6eHo Ha TIAIHEHTH B HAIpeHAIA B3pact. [lannenTrTe cnessa Aa 6baar nobpe
XMAPATHPAHH H Jia CE aHAIM3Hpa HeoOX0MMOCTTa OT IPOC/ICAABAHC HA On0peynara
JyHKIMS P 3an0YBaHe Ha ChBMECTHATA TEpamus H NEPHOIUTHO CJIEN TOBA.

dapMakOKMHETHYHY B3auMofeiicTeud: pausgane Ha Nimesulide BEPXyY
(hapMaKOKHHETHKATA HA JIPYTH JIEKapCTREHH NPOTYKTH

Furosemide:
IIpw 3npasu uHauBMAK Nimesulide ramanssa edexra Ha Furosemide BepXy
OTHENAHETO Ha HATPHIi, H B NO-MallKa CTeIeH, BEPXY OTAE/SHETO Ha Kanuk

peayLpa JHypeTHIHHS eeKT. /

B pe3ynTaT Ha eHOBpeMeHHOTO npueMaHe Ha Nimesulide u Furosemide ce;

naGmronasa HaMaissale (¢ oxkoao 20%) sa AUC, xakto n 10 KDM}FJIEITHBHD\
oTaensHe Ha Furosemide, 63 fa ce moBdsie HETOBHA OBOpeUCH KIHPBHC. Y
EnnoBpemenHara yrnotpe6a Ha Nimesulide u Furosemide rpanynu B3ucKBa

BHUMAHHE TIPH MALAEHTH, IPeAPa3noNokeH: KbM Ob0peTHH H CHPACIHH




CMYIIEHH, OLIMCAHH B CEKIMA 4.4.

JInTHi:

YV CTAHOBEHO €, Y€ HECTEPOHIHATE NPOTHBOBB3NAINTENHY CPEACTBA HAMAIBAT
OTHENAHETO HA JIMTHIL, B PE3Y/ITAT Ha KOETO Ce IOBHINABAT IUTA3MEHUTE HHBA H
TOKCHYHOCTTA Ha JuTHil. Axo Nimesulide rpany/u ce MPEANHAIIC Ha NAIHCHT,
[OUTOXKEH HA JTATHERA TEPAIHs, KOHICHTPALMATA Ha JIHTHH TpsOBa peAOBHO Ja Ce

npochessBa.

[ToreunuanuuTe GapMaKOKHHETHIHH B3aMMOIeiicTBHS ¢ NTHOCHKIAMHE, TeoRIIMH,

pap(apHH, JAOKCHH, IMMETHAHH A AHTHALMHH CPE/ICTBA (namp. koMOMHaIMA Ha

AJYMHHHEB ¢ MATHE3UER XMAPOKCHA) CHINO €a H3CTICBAHH C in vivo. He ca

HAGIOIABAHY HHKAKBH B3aMMOACHCTBHSA C KITHHAYHO 3HAUCHHC,

Nimesulide npxu6upa CYP2C9. [InasMeHuTe KOHNCHTPAMH Ha JICKAPCTBA, KOKTO

ca cyGCTpaTH Ha TO3H €H3MM, MOFaT Jia Ce YBEIIHAT [PH eIHOBpEMEHHATa yroTpeba

¢ Nimesulide rpagynn. ‘

Tpabsa ga ce 06bpHE CICIHATHO BHHMAHHE, aKO Nimesulide e #3n0/13BaH MO-MaJKO
. oT 24 uaca NpeAH WK cliefl JeUeHne ¢ METOTPEKCaT, 3allloTo CEPYMHOTO HHUBO Ha

METOTpPEKCAT MOXe Jia C¢ YBEIHYH, a CICI0BATEIHO 1 TOKCHYHOCTTA Ha JICKApCTBOTO

CBHIIO MOXE J1a HapacHe.

3apann edexTa ci BEpXY OBOpEUHHTE MPOCTATIAH/MHH, HHXHOMTOPHTE HA
npocTariapiiHoBaTa CHHTE34, KaTo Nimesulide, Morat fa yBeaH4ar
He(pPOTOKCHIHOCTTA Ha HHKJIOCTIOPHHHTE.

dapMaKOKMHSCTHUHH B3aMMOJICHCTBAA: BIASHHC Ha IPYTH JEKApCTBSHY NPOAYKTH
BEDXY (papMaKOKHHETHKATA Ha Nimesulide

NscneBanusa HH BUTPO nokaspaT u3Mecrane Ha Nimesulide oT MecTaTa Ha CBBp3BAHC OT
cTpaHa Ha Ton6yTaMu/l, CATHIMI0Ba KHCEIUHA H BAJIIIPOCEd kucenyHa, Ho BIPeKH
BB3MOXKEH e(PeKT BbpXY IUIa3MEHHTE HHBA, TC3H B3aMMOACHCTBHA HE ca ¢ IOKa3aHo
KIMHWYIHO 3HAYCHHE,

4.6 BpeMeHHOCT H KbpMCHC
Yuorpe6arta na Nimesulide rpaHyd € IpOTHBONOKa3aHa fIpe3 TPETOTO TPHMECCUHE HA
6peMerHOCTTa (BHXTeE 4.3).

[Tono6no Ha octananute HCIIBC, Nimesulide rpanymm He OnBa Ia ¢¢ IpHEMa OT KCtHH,
OIMTBALTH ce Ja 3abpemenest (BEX. 4.4).

Bo3npenATCTBAHEeTO Ha CHHTE3a Ha MNPOCTAIIAH/IHE MOXE Ad HMa HeraTHBEH e(eKT BbpXY
6pEMEHHOCTTA U/HITH Pa3BUTHETO HA TJIOAA.

Pe3yITaTHTe OT SMHASMHOTIOIHYHH M3CIEABAHNSA IIOKA3BAT [IOBHINEH PHCK OT CIIOHTAHCH
aGopT 1 0T ¢hp/ieYHa ManpopMarus K raCTpoINH3HC CICA W3MO3BaHe Ha HHXMOHTOP HA
CHHTE3a Ha [IPOCTAT/UIAHAVMH B HAYATHHS CTAIMH Ha 6peMeHHOCT. AGCOIOTHHAT PHCK OT
ChpACYHH MaNpopMaliH e IOBHUIIABa OT OA 1 % no oxono 1.5 %. Caxrta ce, 4e pHCKBT
Ce yBeIMYAaBa ¢ YBEIHYaBaHE Ha 7103aTa 4 NPOXGLIDKUTETHOCTTA HA TCPANHsiTa. IIpu
JKUBOTHHTE [IPHEMAHETO HA HHXUOHMTOPH Ha CHHTE3a Ha IPOCTAran/int IIPOBOKMPA
[IOBHINABAHE HA Mpei- U ClE/l- MMILIaHTAlHOHHATa 3aryba ¥ CMBPTHOCTTa HA TLIOJA.
OcpeH ToBa ce CHOOIIaBa 3a yBeaHyeH Opoit CiTydJad Ha pasInTHH Maigpopm L a
BKITFOYHTEITHO CHPJEYHO-CHIOBH, IPH JKHBOTHH, Ha KOHTO B IICPHO/IA Ha ORI qRSLer =%
IpHJIOKEHH HHXHOHTOPH HA CHHTE?a Ha IPpOCTATTIaH(HH, S jfeﬁf*'&
W3cienBaHmATa Ha 3afiIi OKa3BaT aTHIMYHA PENPOYKTHBHA TOKCHIHL 1:% 3 13)_;1
HO HSIMA Ha Pa3lIoJIOKeHHe HOCTaTHYHO NAaHHH 32 yrotpebara Ha Nimeslige\rpany
GpeMeHHM eHn. Taka de NOTCHIMAIHUAT PHCK 33 XOpa HE © YCTAHOBEH QNI o for
He ce NpernopbyBa NPEANMCBAHETO Ha JICKApCTBOTO IPE3 IIbPBUTE B TPHIY ST Ha %‘5“\%‘?




GpEeMEHHOCTTa, OCBEH B CITyHaHTe, KOTaTo € abCONOTHO He00X0HUMO.

Axo Nimesulide rpaHyas ce H3MO3BA OT XEHA, KOATO €€ ONHTEA [ja 3a9CHE HIH 110 BpEMC
Ha ITPBOTO ¥ BTOPO TPHMecedHs Ha OPEMEHHOCTTa, 03aTa H MPOAB/DKATE/HOCTTA Ha
eyeHNe cieaBa Ja ObaaT BE3MOKHO Hal-MaJIKH.
TIpe3 TpeToTO TpUMECEUHE HA OPEMEHHOCTTa, BCHYKH UHXHOHTOPH Ha CHHTE3a Ha
NpoCTarjJaHuH MOrar J1a H3JIoXKar. |
¢ IIJIOXbT HA PHUCK OT:
- cBpAeUHO- GemoapoGHa TOKCHYHOCT (C MPEeXACBPEMEHHO 3aTBAPAHC HA boranosus
KaHaJ 1 6enoApoOHa XHIEPTEH3H);
-  6B6peuna aucYHKIHU, KOSTO MOXKE Jia [IPOrpecHpa no O6B0peyHa HEAOCTATHYHOCT
¢ OJIMrOXUAPaMHUOH (HEJOCTATHYHO KOJHYECTBO OKOJIOTIIONHH BOJIH);
» MaifkaTa H HOBOPOIEHOTO, B Kpas Ha OpeMEHHOCTTa, Ha PHCK OT: |
-  BB3MOXKHO YIBJIXKaBaHe HAa BPEMETO 32 KbPBEHC H aHTH-TPOMOONHTEH eEKT,
KOMTO MOJKE [1a Ce MPOSBH JOPH IIPH MHOTO HUCKH JI03H;
.  IOTHCKaHE Ha MATOUHMTE KOHTPAKIMM, KOETO BOJH 10 3a0aBiHE HIIH yIBKABAHS
Ha POOHJIHHA NPOLIEC.
Eto 3amo Nimesulide rpanyny e mpOTHBOIIOKA3aH 110 BPEME Ha TPETOTO TPUMECCHHC Hd
OpeMEeHHOCTTA.
Hama nanan aana Nimesulide ce oTaend B MaHTHHOTO MJIAKO.
Nimesulide e IPOTHBONOKA3aH MY KbPMEHE (BIKTE CEKLHH 4.3 H 5.3).

4.7 Bunanaue BLPXY cnocofHOCTTa 32 modapane u paboraTa ¢ MAIIMHH
He ca npoBeicEH H3CiIeIBaHHA 0THOCHO edekTa Ha Nimesulide BEpXY CIOCOOHOCTTA
3a modupane u pabora ¢ MamuHK. Ho marueHTH, IpA KOMTO CE Habmonasa
3aMagHOCT, BHEHE Ha CBAT MM CHHEIMBOCT ClIe]| yIoTpedara Ha Nimesulide TpsdBa
71a ce BB3ABPXKAT oT modupane v paboTa ¢ MAlIHHH.

4.8 HexelaHu JeKapCTBeHH peaKkmui

a) O6mo onacanne

K nTAHAYHHE IPOYUBAHHA M €MHICMUONIOIMYHH JaHHH [IOKa3BaT, e ynoTpeOara Ha HAKOH
HCIIBC (ocobeHO BER BHCOKH J03H H NPH NPOJBIDKHTEIHO TNPUJIOKEHHE) MOXE J1a Obae
CBBp3aHa C JIEKO MOBHIIIEH PUCK OT apTCPHAIHH TpoMGOTHYHH CHOMTHS (HAIPHMED
MuoKapeH MHPAPKT KM HHCYIT) (BHXTE CEKIU 4.4).

NmMa chobImeHns 3a eeM, XUIIEPTeH3UA ¥ ChpAeYHa HeAOCTaTEIHOCT BB BPh3Ka €
npunoxerue Ha HCIIBC.

TloKTaABAHHA Ca MEOTO PEAKH CITyHail Ha KOXKHE PEakIuH, BKIIOUHTEIHO CHHIPOM Ha
Stevens- Jonson H TOKCHYHA ¢OIHACPMATHA HEKPOIHA3A.

Haii-qecTo HaOMONaBaHHATE HEXEIAHH PEaKIUKY ¢a FaCTPOHHTECTHHAIHA N0 XapaKTep.
Moxe 1a ¢e TIOSBH MEeNTHYHA %383, nepdopallud WIH raCTpOMHTECTHHATHO KBPBUHE,
IIOHAKOTa ¢aTallHH IPEAEMHO TIPH TTAIMEHTH B HaNpenaa Bb3pacT, MOXE /1a €€ CIIyHH
(BikTe pazzaen 4.4).

Crpobiasa ce 3a yIIepaTHBEH CTOMATHT, raJieHe, IOBPBILIAHE, abgoMuHanHa OoJKa,
MelleHa, JUapus, (IaTyNneHIHs, KOHCTANALHA, THCICICHA, XeMaTeME3a, ex3aricpbanus Ha
KOIUT 1 6onect Ha Crohn ciien npueM (Buxre pasnen 4.4). Ilo-paaxo ce HaOMORME

racTpHT. ‘t&\gmﬂ LN
PINGAN

6) Tabmiiia Ha HeXeNaH! JIEKApPCTBCHH PEaKIIHA
HacTosImHuST CIIACHK ¢ HEXKEIaHH JIEKapCTBEHH peakiiu ce 6a3supa Ha Jax
KOHTPOJIHPAHy KJIHHAYHM TPoyuBaHusa* (1pubIu3HTENHO Ha 7800 manueHIE:
IOCT-MAapKETHHTOBO IpOYYBaHe, KaTo MOMYyYCHHUTE PE3YITATH Ca xinacHpuiypay
CIICIHMA HAYMH:




muoro gectH (>1/10); wectn (>1/100, <1/10), neuectn (>1/1,000, <1/100); peaxH .
(>1/10,000, <1/1,000), MHOTO PEAKH (<1/10,000), BRIIOUHTEIIHO U30IHPAHH CIIyIaH.

Hapywerius na kpvema Penxu Anemns*
Eosusohbunma®
MHoro TpomGoruroneHus™*
peaKu [TanmuTONECHHSA
I[Iypoypa *
Hapywenua Ha UMYHHamMa Penxn CrpBbXUYBCTBHTEIHOCT *
cucmema MHoro Anadunaxcus *
pEIKH
Hapywenus na memaboausma |Panxo XunepkanadeMus*
U XpaHeHemo
Hcuxuunu Hapyuierun Peaxu BesnokoiicTBo*
MzueppeHOCT *
Koumnapu™®
Hapywenun Ha nepeHama Heugectu  |3amasuoct *
cucmema MHoro 'maBoGomie
pEIKH CramuasocT*
Ennedamonarus (CHHAPOM Ha
Peit) *
Hapywenua na owume Penku 3aMBrIeHo 3peHue*
Muoro HapymeHo 3peHue *
PEAKH
Hapywenun na yxomo u Mmuoro Buene Ha cBaT*
nabupunma peIKH
Copoeunu HapyweHiA Penxmn Taxukapaug *
Cuvoosu HapyuieRunA HeuectH KpsBOn31HMB*
HecrabmisHocT Ha KpBBHOTO
Hajsrane *
[opemy BEIHEY
Penxu XHnepTeH3na
Pecnupamopru Hapyuienus HeuectH Hucnaes *
YectH Actma ¥
BpouxocnazpM*
Cmomautno-upesHu Yectn Nuapus™
HApyuieHun I'anene*
Hosprinane*
HeuectH Janek*
®OnaryneHma® .
[CacTpOMATECTHHAIHO KbPBCHE
JlyoneHanHa 383 H
nepdopanus
CromManifa g938a 4 nepd




MHoro KopeMan 60J1ku
peOKH I"acTpur
Jlucriencus
CroMarur
Menena
Xenamobunuapnu Yectn [oBHmeHH YepHOAPOOHH €H3NMH
HapyuieHun MHoro Xenarur
(suxcme 4.4."Cneyuannu
PEIKH dyIMHHAHTEH XENATUT (BKII.
HpeoynpeNcoeHuUn 4 MEPKH 34
ynompeba”) CMEDTHH CITy4ai)
AKenrennna
Xonecrasa
Hapywenua na koncamag u  |Hewectu  |IIpyputyc*
NOOKOXNCHAMA MbKAH O6pus*
3acHneH0 H3NOTSIBaHE™
Penxu Epurema*
HepMmaTut®
MHoro YpTHKapUS
peaKH AHIHOHEBPOTHYEH OTOK
JIuues OToK
MyntadopmMeHa epHTEMA
Cunapom Ha Stevens Johnson
ToxcHuHa enuacpMaIHa HEKPOIH3a
Hapywenun na évopeyume u |Penxu HMuzypus*
RUKOURUME NDMUWA XeMmarypusa*
Mmuoro BrOpeuna HEAOCTATHYHOCT
PEIKH 3anpnKKa Ha yprHA®
Omurypus
UnrepcTHipaneH HeppuT
Obwu napyuienua Heuecth |Enmema*
Penxu Du3HYecKo HEPa3MONIOKEeHHUE™
O6ma pU3HIecKa OTnagHarocT*
MmHoro XunorepMus
peaxn
Jabopamopnu uzcneoeanun |lectn VBeanueHH YepHOXPOOHH €H3NMH

*gecroTa, DazupaHa Ha
KIMHAYHATE TIPOYIBAHHA

4.9 IlpenozupaHe -

CHMITOMHTE CJIe] OCTPO IPEA0o3UpaHe ¢ HECTEPOUIHH ITPOTHBOBE3NANATCITHH

cpencTBa OGMKHOBEHO C€ CBEXIAT 10 JIETaprus, 3aMasHOCT, razeHe,

NOBpBIIAHE, GOJIKA B €NMIACTPAYMa, KOUTO IO TIPHHIMI ¢a 00paTHMH Clelt
MeIHIIHHCKA oMot Moxe aa ce HaOmoAaBa raCTpOHHTECTHHATHO KbPBEHE.
M3BeCTHHU ca CIIydad Ha XHIepTEeH3HA, ocTpa OB0peuna HEAOCTATHYHOCT,

pecIpaTopHa JETpecHs U KOMa, HO T€ ¢a MHOTO PAAKO CPEIAHH. Yerapobeny
ca ¥ aHa(HIAKTONTHHE PEAKI{HH CIIe]] TEPATIEBTHYCH MPHEM Ha HECTEDUIIH)
IPOTHBOBB3NAIHTENHH CPEICTBA, KaTO T€ MOTaT 1a C¢ HaOmogaBaT g <

IIpeIo3NpaHe.

Crnex mpefo3upate ¢ HECTEPOHIHH IPOTHBOBB3NAIHTEIHH CPE/ICTRA, 1%
nmanueHTHTE TPaOBa qa UM ObJle OKazaHa CHMITOMATHYIHA U MEAHIIIHG
Hsna cnennduung antapoTa. He chmecTByBa MHGOpMAIIHs OTHOCHO

|2




orcTpanasareTo Ha Nimesulide upes xemoanann3a, HO OCHOBABAHKH CE Ha
BHCOKATa My CTElNeH Ha CBhP3BaHeE ¢ ITa3MeHH npoTeuHu (10 97,5 %) HaMa
roNsAMa BEpOSTHOCT JAAHM3ATA A2 € OT MOJ3a IIPH TPefo3upaHe.
[TpeM3BHKBAHETO HA OBPBINAHE H/HH akTHBEH BhrieH (oT 60 no 100 mg npu
BB3PACTHH) H/WJIH OCMOTHYHH CabUTENHH CpeACTBa MOraT Jia Obaar HpeAnicCaHy
Ha MaINeHTH 4 9aca clied NOrIBINaHETO, IPH KOUTO ce HabIroaasaT ChOTBETHHTE
CHMIITOMH HJIH KOMTO c4a IOEJH roIaMa CBPhX103a. 3aCH/IeHaTa JHype3a,
ATKAMM3HPAHETO Ha YPUHATA, XEMOAMAIHN3aTa HIH XeMoIep(y3us MOraT aa ce
OKaXXaT Oe3MoJIe3HH IIOPa BUCOKOTO IPOTEHHOBO CBEP3BaHe. brOpeunara u
yeprOApoOHaTa (yHKIMA TpAOBa Na ObAaT HabmonaBaHu 0TOMM30.

5 ®APMAKOJOITHYHHU CBOMCTBA
3.1 dapMakoIMHAMHYHHE CBOHCTBA
(dapmakoTepaneBTHYHA I'PyIIa:
ATC xnacuduxamus: MO1AX17
Nimesulide e necreporaro npotneosb3namTenHo cpeactso /HCIIBC/ ¢
aHAIrCTHYHH ¥ AHTUITHPETHYHH CBOHCTBA, KOETO AeHCTBA KaT0 HHXUOKUTOD Ha
eH3MMa [IMKICOKCHIeHa3a Ha MpoCTarylaHIMHOBHA CHHTES.
5.2 dapMaKOKHHETHYHH CBOHCTBA
Nimesulide ce abcopbrpa mo6pe, npueMaH nepopaiHo. (e eNHHHIHA 1033
ot 100 mg Nimesulide npu BB3pacTHHTE Ce IIOCTHra BEPXOBO I1a3MEHO HHBO
ot 3/4 ml/1 cien 2-3 yaca. AUC = 20-35 mg h/l. He e HabmonaBaHa HAKaKBa
CTATHCTHYECKH 3HAMKMA Pa3IMKa MeXAY IIOCOYCHHTE PE3YIITATH U TE3H CIICA
100 mg, npreMany 2 IIBTH JHEBHO B IPOXLIDKCHHE HA 7 THHU.

Ceopseane g0 97,5% ¢ miasMeHH IPOTEHHH.

Nimesulide ce MeTaGonH3upa eKCTEH3UBHO B YEPHHS P00, CleABaiKy
MHOro6poiinn meTekH, Bt LutoxpoM P450 (CYP) 2C9 n30eH3HMH. Taxa ge
HMa ITOTEeHIHAIHA BE3MOXKHOCT 3a B3aNMOEHCTBHE Ha JICKapCTBOTO IIPH
eHOBpEMEHHATa ynoTpeba Ha IEKapeTBa, KOUTO Ce METabOIA3HpaT Ipe3
CVYP2C9 (Bmx cexuus 4.5). OCHOBHHAT MeTabOIHT ¢ DapaXUAPOKCH IEpUBAT,
KOMHTO € chIno (papMaxoJOrHIHO aKTHBEH. BpeMeTo 10 moAsBara Ha TO3H
MeTaGoNMUT B IEPKYIanusTa € kpaTko (oxomno 0.8, 4ac), Ho GopMHpalnaTa My
KOHCTAHTA HE € BICOKa U € 3HAUHTENHO HO-HUCKa OoT abcopbupalnara
koHncTauTa Ha Nimesulide. X¥MapoKCUHHUME3YIHART € CAHHCTBEHUAT
MeTaBGoKT, OTKPHT B IVIA3MAaTa M € [OYTH H3IUTo Komorupan /T v,/ e MexIy
3.2 1 6 uaca.

Nimesulide ce exckpernpa IrJ1aBHO B ypuHara /cpeano 50% OT mpueTara noza/.
Camo 1-3% ce M3XBLpNS B HempoMeHeHa (opma. XHAAPOKCHHHME3YIIHN,
OCHOBCH METabOoJINT, ¢e OTKPUBA CAMO KaTo NIOKypoHaT. Okolio 29% ot
103aTa ce eMMMHHHApA, CJel MeTaboIn3AapaHe BLEB (eKanuuTe.

Kunernunata Kapruua ua Nimesulide ocTaBa HEIPOMEHEHA IIPH MTO-BE3PACTHH
MAllMEeHTH el IpHaarane Ha MHTCH3HBHHE H HEKOJIKOKPATHH JO3H.

B HHTEH3UBHO €KCIEPUMEHTAIHO U3CIIEABAHE, TPOBEACHO IIPH NAITHCHTH C
JIEKH 10 YMepeHH 6H0pedHH YBpex/Ianua (KpeaTHHHHOB KnupbHC 30-80
ml/min), cpaBHEHH CBC 37paBH AOOPOBOIIH, BEPXOBHTE ITa3MCHH HHBA HA
Nimesulide ¥ Ha ocHOBHHA MeTabOJIMT HE Ca ITO-BHCOKH IPH IalHe
YBPEXIaHHs, OTKONKOTO NpH 3apasuTe nobposonuu. AUC H 12 B ca,
BHCOKH, HO BUHArH B paMKHATE HAa KHHETHYHHTE CTOMHOCTH, HaGMoNg
Nimesulide y 37ipaBu y4acTHHIH.

[ToBTOPHOTO IPHEMAHE HE BOAM 10 KOMYJIHPaHE.
Nimesulide € npoTHBONOKA3aH MpH TTAIMEHTH ¢ YePHOAPOOHA HEROC
(B cexius 4.3). |




5.3 IlpeaxkAHHAYHH JAHHH 32 0€30ACHOCT

B53 0OCHOBA HA KOHBEHIIMOHANHATE H3UTBaHHA 32 ¢apMaKoiora4Ha 0€30macHocT,
TOKCHYHOCT CJIe MHOTOKPATHH JIO3H, FEHOTOKCHYHOCT M KapIIMHOTCHECH IOTCHIHA,
NpeIKIMHEYHATE JAHHA HE N0Ka3BaT HUKAaKbB PUCK 33 9oBeka. [1py uscre/iBanusTa
33 TOKCHYHOCT CJle]] MHOTOKpaTHH n03:, Nimesulide moka3sa racTpOHHTECTHHAIHA,
Os0peuria H 9epHOAPOOHA TOKCHYHOCT.

ITpH B3ciieIBaHUATA 3@ PENPOXYKTHBHA TOKCHYHOCT ca HaOJoxaBany
eMOPHOTOKCHYHH H TepaTOTeHHH €(EKTH NPH 3aHIIH, HO He H MPH IUTHXOBE, HAa 03K
C HETOKCHYHO 34 Maiikara HHBO. [IpH IIEXoBeTe ce HaOMOJaBa yBEIHYCHA
CMBPTHOCT Ha HOBOPOJCHHTE B PaHHHS ClIeApoAiIeH nepuo, a Nimesulide okassa
OTpHIATeJIeH eQEKT BEPXY III0JOBHTOCTTA.

6 OAPMANNEBTHYHH ZTAHHH
6.1 CnHcbK HA IOMONIHHTE BENIECTBA
neromaxporon 1000

3axapo3a

TUMOHEHA KHCETHHA

ApEBUYHO HANIECTE

TeYHa FAI0K03a

IIOPTOKAJIOBA €CCHIINA

6.2 HechBMEeCTHMOCTH
He ca n3BecTHH.

6.3 Cpok Ha TOAHOCT
S rOguHH.
6.4 CrenpaJjina ycjIoBas 3a CbXpaHeHHE

Hama cieupainHy yCIoBHUS.
CexpaHsBaiiTe JIeKapCTBEHUA MPOAYKT B OPHTHHATHATA ONIAKOBKA.
Ha ce n3non3pa He3abaBHO ClIe] OTBapAHE.

6.5 JlanHH 32 OIIAKOBKATA

- Aymua 100 mg rpany/H ce JOCTaBd B TaMUHHPAHO
(ffoHOMep/ATyMUHMI/IomeTHIeH XapTrs) camme. CaireTara ¢a oCTaBeHH B
KapTOHeHa KyTusa X 6; X 9; x 10; x 15, x 21; x 27, x 30. He BcHYKH BHJIOBE
OIAKOBKH MOTAT Aa OBJaT IICHATH B Ipoaxoa.

7. IMIPUTEXATEJI HA PAZPEIIEHUETO 3A YIIOTPEBA
[{CL] ®apmactotuksi JIta - Bearapus EOO/]
Codus 1592, 6yn. "Acen Hopaanos Nel0

8. [IPUTEJKATEJ HA PASPEIIEHHUETO 3A IIAPAJIEJIEH BHOC

becta Men EOO/]
V. Kprgo Cropaen Ne8, 5350 TpsBua, beirapus
TasH JHCTOBKA € HACHTHYHA ¢ ofo0penara mpe3 aekemspu 2012

9. PETUCTPAIIMOHEH HOMEP
9700287

10. IATA HA ITbPBATA PETHCTPALIAS/IIOTHOBSIBAHE HA
PETHCTPAIIASITA
15/05/1997 04/08/2008

11. ITOCJIEJHA PEJAKIIMA HA TEKCTA

20464/10.12.2012r.



