KPATKA XAPAKTEPHCTHKA HA ITPOJIYKTA

N3NLNHATENHA ATEHLWSA N0 NEKAPCTBATA
1. HWME HA JEKAPCTBEHUNS IPOAYKT Fpamea xapakm’?;%m;%"ago‘ffxm 78 :Snz;wm"ue !
Humen 100 mg taGneTku KoM Pe2. Ne ... 05 A
Nimed 100 mg tablets
Pazpewenue Ne ...... % . C // /. 20 05, 1010
2. KoandyecTBeH U KaYeCTBEH ChCTaB

i’é_;icppel-rue Me.. /.

Bcska tabnerka cpappika 100 mg Nimesulide (Hume3syir
3a NOMOIIIHUTE BEIECTBA, BHX T. 6.1

3. JlexapcrBeHna popma
TabmeTkn
4. KanHuyHH" JaHHH

4.1 TepaneBTUYHH NOKa3aHHUH
Jleuenue Ha ocTpa Oonka. (BuxTe T. 4.2 ).
CHMIITOMATHYHO JIEYEHHE Ha GONe3HEH OCTEOapTPHUT (BUXTE T. 4.2 ).
[TepBUYHA AECMEHOpES.

Nimesulide Tps6Ba 1a ce mpeanucBa caMo KaTto CpeICTBO Ha BTOPH H300P.
Pemrennero 3a mpeanucsade Ha Nimesulide TpsiOBa na ce 6a3upa Ha ONEHKa Ha OISt pI/ICK
3a OTAENHHS marueHT (BuxTe T. 4.3 n1.4.4).

4.2  Jlo3upoBKa M HAYHH HA NPUJIOKEHHE
Nimed 100 mg TabneTku TpsiOBa Ja ce NpUiara 3a Bb3MOXXHO Hai-KpaThbK IEPHOA OT BPEME,
B 3aBHCHMOCT OT KJIMHUYHATA CUTyallHs.
MuHrManHara edeKTHBHA J1o3a TpsAOBa Jla ce Mpuiara 3a Bb3MOXHO Hal-KpaTKUs MEpHOJ
OT BpEME, 3a JIa C€ HAMAJIAT HE)XEJIaHUTE peaklun (BHXKTeE T. 4.4 ).

MakcHManHara IpoAbLIKUTEIHOCT Ha jteyeOnus Kype ¢ Nimesulide € 15 quu.

3a Bb3pacTHU:
Nimesulide rpauynu wiu TabneTku no 100 mg nBa MbTH THEBHO ClI€]l XpaHEHE.

[ManpeHTH B HAUpeIHAIA BB3PACT: NPH TAX HE € HEOOXOOUMO Ja C€ HamalsiBa JHEBHATa
J03a (BHXKTE T. 5.2).

Hena (mox 12 roaunn): Nimed 100 mg TtabieTku ca NPpOTUBONOKA3aHH! MPU TE3U NAllUCHTH
(BHXKTE CBILO ceKiust 4.3).

Muazexu (ot 12 mo 18 rogunn). Ha 6a3ara Ha KUHETUYHHUS TPOGHI IPH BE3PACTHUTE U HA
dapMmakouHAMAYHUTE XapakTepucTHKH Ha Nimesulide, He e HeoOxoauma NpoMsHa Ha
JI03MPOBKATA TIPU TE3U MALMEHTH.

Iauvent ¢ yBpeneHa ObOpeuHa GyHKuMdg: Ha Oa3aTa Ha (QapMakOKMHETHKATa, He €

HEe0OXOAUMO MOHM)KEHHE Ha JO3UpOBKATa IIPpH MAIMEHTH C JICKO JI0 CpelHO- 6£6petm0f
yBpexxgaHe (kpeaTHHHHOB KiupwsHC 30-80 ml/min); nokaro Nimesulide Taﬁne:rxn éc

IIPOTHBONIOKA3aH B Cilyyail Ha Texka 6bOpedHa HeJ0CTaThYHOCT (KPeaTHHUHOB K}fu'p’BHC <
30 ml/min) (Buxte T. 4.3 u 5.2).




4.3

4.3

[lanveHTH ¢ HapyuieHa uepHonapob6Ha ¢yskumsa: ymorpebara Nimesulide rtabnetku e
IPOTHBONOKA3aHa MIPH MALMEHTH ¢ YePHOAPOOHA HEAOCTATHYHOCT (BUXKTE T. 4.3 U 5.2).

IIpoTuBomoka3zaHus

[TauueHTH ChC CBPBXYYCTBUTENHOCT KbM Nimesulide uiin KbM HIKOH OT €KCIHITUCHTUTE.
[ManueHTdH ¢ AQHAMHECTHYHM JaHHM 3a peakldl Ha CBPBXUYBCTBUTENHOCT (HAIID.
OpOHXOCIIa3bM, PUHHUT, YPTHKApHs) KBbM aleTHJICAIMLMIOBA KHUCEIWHA HIM KBM APYTH
HECTEPOUIHU POTHBOBB3NATUTEIHH JIEKAPCTBEHH IIPOIKTH.

[ManueHTy ¢ aHAMHECTHYHHY JAaHHH 33 XE€NaTOTOKCHYHH peakiu KbM Nimesulide.
ENHOBPEMEHHO MPWIOKEHHE C JAPYyrH MOTEHIHANHO XENaTOTOKCHYHHM JIEKapCTBEHH
BEIIeCTBA.

AJIKOXOJIM3BM, JIEKAPCTBEHA 3aBHCHMOCT.

AHaMHe3a 3a CTOMAIIHO-YPEBHO KbPBEHE WM Nepopalys, CBEP3aHy C IIPEIUIIHA Tepanus
¢ HCIIBC.

AKTHBHA $3Ba Ha CTOMaxa MM [BaHAJECETONPBhCTHUKA HIIM aHaMHe3a Ha peluuBHpalia
S3Ba/KPBHBOM3IINBY HA/OT XPAaHOCMIJIATEIHUTE OPraHd ([IBa MJIH IOBEYE M3SBEHH €MH307a
Ha JI0Ka3aHo 00pa3yBaHe Ha s13Ba MJIM KbPBEHE).

Llepe6poBackyaapHO KbpBEHE MM APYTO aKTHBHO KbPBEHE WM HApPYIICHHS CBBP3aHU C
KbPBEHE.

[TanuMeHTH ¢ TEXKKA CMYIIEHHS B KPbBOCHCHPBAHETO.

[MTanueHTH ¢ TEXKa ChplieYHa HEIOCTaThUHOCT.

TNarieHTH ¢ TexKa ObOpeUHa HEJOCTATHYHOCT.

YeproapobHa HEIOCTATHYHOCT.

ITanueRTy ¢ NOBUIIEHA TEMIIEPATYpa W/ WA TPHIIONONO0OHH CUMIITOMH.

Jena nmox 12 rogunmy.

Tpern TpuMecThp Ha OPEMEHHOCTTA U IIPH KbpMeHe (BIXKTeE T. 4.6 u 5.3).

CrienuaJIHM NpeaynpekIeHust ¥ NpeAna3Hi MepKH NpH ynorpeba

Ennospemennara ymorpe6a ©Ha Nimesulide ¢ agpyrm  HCIIBIL,  Brmouwrenso
LIMKJIOOKCHI€Ha3a-2 CeJEKTHBHE HHXUOUTOPH, HE C€ NpeNnopbyBa. B JONbIHEHHE IO BpeMeE
Ha nedenue ¢ Nimesulide mamueHTHTe TpsAOBa Aa OBIAT CHBETBAHM [la C€ BB3ABPKAT OT
ymotpebara Ha ApYrH aHAITETULH.

HexenaHuTe JIEKAPCTBEHH PEakM Morar jga ObJaT HaMaJleHW KaTo 32 KOHTPOJIHMpaHe Ha
CHMIITOMHTE C€ ymoTpeOsiBa Bb3MOXKHO Hali-HUCKaTa e(eKkTHBHA 032 32 BB3MOXHO Haii-
KpaThK CPOK OT BpeMe (BHXKTE T. 4.2).

Jleuennero TpsaOBa Aa Oble MPeKpaTeHo, ako He ce HAOMI01aBa MMOTOXKUTENEH ePEKT.

UYeprodpobnu peakyuu

B pemku ciydad € yCTaHOBeHO, 4e Nimesulide € cBBp3aH CbC CEpHO3HM YEPHOIPOOHH
peaKiuH, BKIIOYMTEHO MHOTO PeJKH CiIydau ¢ daTaneH u3XoA (BUKTE CHUIO CeKuus 4.8).
[lanuenTn, OpH KOWTO ce HAOMIOJABaT CHMITOMH CBHOTBETCTBAIM HAa 4YEPHOAPOOHO
yBpexaHe 1o Bpeme Ha JiedeHue ¢ Nimesulide (Harmp. aHopexcus, rajeHe, [MOBPBIIAHE;.

6OJIKM B KOpPEMa, yMOpa, ThMHa YPUHA) WIH MAalHEHTH, YAHTO TECTOBE IOKA3BaT aHOPMAHa . R
dyHKIEA Ha gepHus Apo6, TpAGBa Ja IPEeKpaTsaT JeUeHHeTo. Te3u nanueHT He TPIOBd Ja - ‘
OBpAaT MoAJaraHd OTHOBO Ha JiedeHde ¢ Nimesulide. ¥ima choOmieHus 3a yBpexnape #Ha =~ -

yepHHUA Apo0 Clie KPaTKO NpUeMaHe Ha JIEKapCTBOTO, B IOBEYETO CIIy4yan 00paTumMo. -




Ilpn nmoBumaBaHe Ha TemIlepaTypara W/WIHM MPH 1OsSBa HA TPUIIONOJOOHH CUMIITOMH IPH
narueHTn, npuemamu Nimesulide, neyenuero TpsOBa J1a ce MpeKkpaty.

TF'acmpounmecmunannu peaxyuu

CroMaIlHO-4YpeBHO KbpBeHE, oOpasyBaHe Ha s3Ba M Imepdopaius: cboOmasa ce 3a
CTOMAIIHO-YPEBHO KbpBEHE, 00pasyBaHe Ha s3Ba U nepdopalus, KoATo Moxe Aa Obae
¢aranna npu Bcuuku HCIIBC, mo Besko BpeMe Ha Tepanusirta, ¢ Wid 6e3 IpeaynpeauTe U
CUMITOMH WM aHaMHe3a Ha CTOMAIIIHO-4YPEBHH 3a00JIIBaHuUS.

PHCKBT OT CTOMAIITHO-YPEBHO KbpBeHe, 00pa3yBaHe Ha S3Ba WM nepdopanus ce NOBHIIaBa
¢ yBenuuaBaHe Ha nosute Ha HCIIBC mpu manueHTH ¢ aHaMHe3a 3a A3Ba, OCOOCHO aKo €
YCIOXHEHAa C KpBBOM3IMHMB WM mnepdopauus (BuxTe pasgen 4.3) U NIPH NaUMEHTH B
HampeaHana BB3pacT. Te3u MaIMeHTH cliefiBa Ja 3alo4HaT JICUEHHE C BB3MOXHO Hai-
HHCKaTa /103a.

KomGunupaHa Tepariusi ChC 3alllUTHH areHTH (Hamp. misoprostol wumum MHXUOUTOpPH HA
POTOHHATA IIOMIIA) € TOJXOINA 3a Te3H MAlHeHTH, KaKTO U 3a MAllMEHTH, HYXXIAcllu ce
OT CBITBTCTBAIM MAaJIKH JO3W aCHHMPUH KU JPYT'H JIEKapCTBEHU CPEICTBA, KOMTO OMxa
MOTJIH 1a TIOBHIIAT CTOMAIITHO-YPEBHMS PHCK (BIDKTE MO-A0y 4 4.5).

[TareHTH ¢ aHaMHE3a 3a CTOMAIIHO-YPEBHA TOKCHYHOCT, 0COOEHO B HalpeaHajla Bb3pacT,
criefiBa Ja ChOOIIABAT 3a BCHUKH HEOOMYAHHM KOPEMHM CHMITOMH (OCOOEHO CTOMAHIHO-
YpeBHO KbPBEHE) U OCOOEHO B HAUATHUTE CTA/IUM Ha JICUEHHE.

CroManiHO-4peBHO KBbPBEHE WJIM 00pa3yBaHe Ha s3Ba / mepdopaliis MOXe Ja c€ MOSBH IO
BCAKO BpeMe Ha JICUEHHETO ¢ WM 0e3 HmpeaynpeauTeNTHH CUMITOMH WM aHaMHe3a Ha
raCTPOMHTECTHHAHY 3a00JIIBaHUs. AKO C€ MOSBH CTOMAIIIHO-YPEBHO KbPBEHE HIIH A3Ba
Nimesulide TpsioBa ma Obae copsiH. Nimesulide crneaBa fna ce mpuilara ¢ IOBHINEHO
BHHUMaHUE NPH MAI[UCHTH ChC CTOMAIITHO-YPEBHH 3a00IsIBaHKS, BKIIOYUTEIHO aHAMHE3a Ha
HENTHYHA A3Ba, TACTPOMHTECTHHAIHO KbpBEHE, SI3BEH KOJMUT WK 6osect Ha KpoH.

[TanueHTH, IpHeMaIly ChITBTCTBAINN MEAUKAMEHTH, KOUTO OMXa MOIUIM J1a [TOBHINAT PUCKA
oT oOpasyBaHe Ha 3Ba WIM KbpBEHE, Karo Hamp. IEpPOpaJHH KOPTHKOCTEPOMIH,
AaHTUKOAryJaHTH KaTo warfarin, CEJleKTUBHM HHXMOUTOPH Ha OOpaTHHA 3aXxBaT Ha
CEPOTOHHHA HJIM AHTH-TPOMOOIIUTHH areHTH KaTo aclUpHH, cliefBa Aa ObJaT NOCHhBETBAHU
Jla ca BHUMATEJTHH (BIDKTE pazzen 4.5).

IIpu mosiBa Ha CTOMANIHO-YPEBHO KBbpBEHE WM oOpa3yBaHe Ha s3Ba IIPH NAIMEHTH,
npuemarmy Nimesulide, nedenuero cienBa J1a ce IpeyCTaHOBH.

HCIIBC cnenBa ma ce jgaBaT ¢ IIOBHIIEHO BHUMaHWE Ha MAlMEHTH C aHAaMHe3a 3a
CTOMAIIHO-YPEeBHM 3200 1sIBaHus (SI3BEH KOJUT, OosecT Ha KpoH), ThH KaTo ChCTOSHUETO UM
MOXe Ja ce Bio (BHXKTe pa3fen 4.8 — HexelaH! peakLtu).

[TanueHTy B HampejHala Bb3pACT: NPU MalMEHTHTE B HallpelHana Bb3pacT ce Hablro1aBa
yBeJIMYeHa decTota Ha HexxenaHute peakinuu keM HCIIBC, mo-cmenmanno cromaiimHo-
4PEBHO KbpBEHE U Mepdopaunsi, KOUTo Morar Ja Ob1aT GaTannu (BHXKTE paszen 4.2).
CrnenoBareHo € He0OXO0IHMO HOAXOMAINO KIMHAYHO IPOCIIENsIBAHE.

Kapouoeackynapnu u yepedpoeacKyiapru peakyuu
Heo6xo1uMo e 1a ce OCHTypH MOAXOAS1I0 HaOIIOJeHHE H ChBET 3a MAllHEHTH ¢ aHaMHega 3a
XHIIEPTOHHS W/IUIM JIeKa O yMepeHa KOHIeCTHBHA ChpJICYHA HEIOCTATHYHOCT, T KaTo
MMa CHOBIIEHUS 33 OTOLH U 3apHKKa Ha TEYHOCTH, CBbp3anu ¢ nevennero ¢ HCIIB "




4.5

KnvHu4yeM nmpoydBaHUsS M €MHMIEMHOJOTMYHHM JAaHHH [OKa3BaT, ye ynorpebaTa Ha HIKOM
HCIIBC (oco6eHO BBB BUCOKH JO3M U IIPH MPOABIDKUTETHO IPUIIOKEHHE) MOXE Jia ObJe
CBbp3aHa C JIEKO IOBHMIIEH pPHCK OT apTepHajHu TPOMOOTHYHH cHOUTHS (HampuMmep
MHOKapJeH uHQapKT uian HHCynT). Hama gocrarsuHo AaHHM, 3a /1a Ce U3KIIFOYH TaKbB PUCK
npu Nimesulide.

IlaupenTH ¢ HEKOHTpONMpaHAa XWIEPTOHUS, KOHTECTHBHA ChpACYHA HEIOCTATHYHOCT,
yCTaHOBE€HA HCXEMHYHa 60JIeCT Ha ChpIETO, 3a00sIBaHe Ha MepUPEPHUTE apTePUH H/WIH
MO3BYHO-CBJ0OBa OoyiecT TpssOBa na ce jekyBaT ¢ Nimesulide camo ciel BHHMAaTEIHO
obmucisiHe. TakoBa oOMucisHe TpsbBa Ja ce IPaBH NMpPEaW 3allOYBAaHE Ha JIBJITOCPOYHO
J€YEHHE Ha MALUEHTH C pPHCKOBH (DaKTOpH 3a CBPIEYHO-CHIOBH CBHOUTHS (HArp.
XHUIIEPTOHHUSI, XUIIEPIUIUIEMUs, 3aXapeH A1abeT, TIOTIOHOIIYIICHE).

Twit kato Nimesulide Moxe ga nosiuse Ha GpyHKIUsATA HA TPOMOOLIUTHTE, TOU TpsaOBa na ce
H3II0J13Ba BHUMATEJIHO TMPH MAaIlMEHTH ¢ XeMOparuyHa auate3a (BIXKTE ChINO cexius 4.3).
Ho Nimesulide He e 3aMecTHTeN Ha AlETHICATUIMIOBATA KHCEJIMHA 32 ChPACYHOCHIOBA
npoUIaKTHKA.

bvopeunu peakyuu

[Tpn maumenTn ¢ 6BOPEYHO MM CHPACYHO YBpEXKIaHE C€ M3MCKBA OCOOCHO BHHUMAaHHE, ThH
Karo B pe3ynraT Ha ynorpebara Ha Nimesulide moxe ga ce HabmionBa BiOIIaBaHe Ha
6p0peunara ¢pynknus. B cioyyaii Ha BIomaBaHe JiedeHHETO TPAOBa 1a ObJe MIPEYCTaAHOBEHO
(BuxTe cbwIo cexuus 4.5).

Koorcnu peakyuu

MHoro psiako ce chobinaBa 3a CEpUO3HU KOXHH PEAKI[UH, HIKOH OT TAX (aTajlHH, KaTo
excdonupan] AepMaTuT, cHHApoM Ha CTuBbHC — JI)KOHCRH M TOKCHYHA €lUAECpMaliHa
HeKponu3a, cBbp3any ¢ usnonssanero Ha HCIIBC (BuxTte paznen 4.8). Ilo-BucOK pHCK OT
TE3M pEaKlMU ce HaONro[asa B HA4aJIOTO Ha TEpalnusTa, KaTo B [IOBEUETO CIyYad peaknusITa
ce MposIBsIBa B paMKHUTE Ha IIbPBUsI Mecel] OT JiedeHueTo. [IpueMsT Ha Nimesulide ciensa
Jla ce NMPEyCTaHOBH IIpH ITbpBa IOSBa HA KOXXEH OOpHB, paHU IO JIMTABUIATA WIH JOPYTH
[IpU3HAIM Ha CBPBXYYBCTBUTEITHOCT.

Penpooykmuenu gynrxuuu

Vnorpebara Ha Nimesulide Moxe fa yBpeu penpoayKTUBHATA (GYHKIMS MPH )XEHH M HE CE
IpeNnopbYBa IPH KEHH, KOUTO C€ ONMUTBAT Na 3a4ueHar. [Ipu >xeHu, W3MUTBAINKA TPYIHOCTH
IIPH 3a4YeBaHe MIIU [IOJUIOKEHH Ha U3CIeqBaHe 3a 0e3Iioiue, ce MpenopbyBa NpeKhCBaHe Ha
ynotpebaTta Ha Nimesulide (BuxTe cekuus 4.6).

Nimed 100 mg Tabnerku ChObpXKA JIAKTO3a, CJICIOBATEIHO TMAIMEHTH C PEIKH
HacJeICTBEHH NpoOJieMH Ha TajakTO3Ha HENMOHOCHMOCT, Lapp nakTazeH NeUIHUT UM
IJIIOKO30-TaJIaKTO3Ha MaabcopOus He TpsOBa /la mpueMart ToBa JIEKapCTBO.

JlexapcTBeHu M Apyru (popMH Ha B3aUMOEICTBHE
dapmakoAMHAMHYHH B3aUMOJEHCTBHS

Hpyru Hectepounuu mnporuBoBb3nanutTennu cpenactsa (HCIIBC) u aneruicanvumiona
KHCeNTHHA > 3g/neH:

KomGunanms na Nimesulide Ttabnetm (Bmxre cexkmus 4.4.) c OPYyrd  HECTEePOMIHU
IPOTHBOBB3NAIMTENHA  JIEKAPCTBA,  BKIIOYUTENHO  ANETHICANHIHIOBA  KHCEIHHa,
NIPeANECBAHY B IIPOTHBOBB3NAIATENHHA 103K (> 1g KaTo e/IHOKpaTeH MpueM i’ 3g Kato
JHEBHA 71034) HE CE MPENOPhYBA. ~ :




Koprtukocreponau:
ToBHIIEH PHCK OT CTOMAIIHO-YPEBHO KBPBEHE WK 00pa3yBaHe Ha A3BM (BHXKTE T. 4.4).

AHTHKOAryJIaHTH:

HCIIBC moxe na 3acuidr edeKra Ha aHTUKOAryIaHTUTe, KaTo warfarin (Bwkre paszgen 4.4).
ITanuentn TpeTMpaHu ¢ BapdapuH, HIM NOAOOHM AHTHKOATyJaHTH, Ca H3JIOKEHH Ha
MOBHIIEH PHCK OT YCJIOXXHEHHS C KbpBeHe mpu ymoTpeba Ha Nimesulide. 3arosa Tasu
KOMOHMHALUA HE CE€ NpPENnopbyBa (BHXKTE CHINO cekuus 4.4.) U € MPOTHBOINOKA3aHA IIPH
HDAlHEHTH C OCTPH CMYLICHHS B KPBbBOCHCHPBAHETO (BHXKTE CbBINO cekuus 4.3). Axo
KOMOMHaIMsTa He MOXe Aa ObIe u3bernara, aHTHKOAryJIaHTHATa JeMHOCT Tpsa6Ba na Oble
cieneHa oTonu3o0.

AHTH-TpOMOOLIMTHY areHTH W CEeNEeKTHBHH WHXWOMTOpDYM Ha OOpaTHHS 3axBaT Ha
cepoToHrHa (SSRI): MOBHIIEH PUCK OT CTOMAIIHO-UYPEBHO KbPBEHE (BUXKTE pasfien 4.4).

HuypeTHny, HHXUOUTOPY Ha aHTMoTeH3WH-KoHBepTupamus eH3uM (ACE uaxuburtopu) u
anrvoreH3uH Il anraronuctu (AIIA):

HCIIBC moxe na HamansaT epHKacHOCTTa Ha NUYPETHIIMTE W Ha JIPYTH JIeKapcTBa 3a
KOHTpOJI Ha KPBbBHOTO Hansrase. Ilpy Hsaxou namueHTH ¢ HamajieHa ObOpeuHa (yHKIHS
(Hamp. AexuapaTHpaHM NAlUEHTH HJIKM XOpa B CTapyecka BB3pacT ¢ HapyleHa ObOpevHa
byHkuug), enHoBpeMeHHUAT IpueM Ha ACE HMHXUOHTOp ¥ HHXHUOHTOpDH HA IHKIIO-
OKCHI'€Ha3aTa Morar Ja AOBeJaT IO Iporpecupamo BIOIIaBaHe Ha ObOpedHaTa (QYHKIHSA,
BKJIIOUMTENIHO O BEPOATHOCT OT ocTpa OnOpeuHa HEJOCTaTHYHOCT, KOSTO OOUKHOBEHO €
oOparuma.

IosiBaTa Ha Te3u B3aUMOJCHCTBHS Clie/iBa Jia ce UMa NPeABHI MPH MMAlUEHTH, KOUTO TpsAOBa
na npuemar Nimesulide 3aenao ¢ ACE unxuburopu unu AIIA. Eto 3amo Ta3su koMGuHANMS
OT JICKapCTBEHH NIPOAYKTH TpsAOBa na ce JaBa NpPela3iuBO, OCOOCHO Ha IMAlMeHTH B
HanpeaHana Be3pacT. [lanuenTuTe cinensa na Opaar 1oOpe XUApPATHPAaHH U JIa Ce aHATU3HPa
HEOOXOJMMOCTTa OT HpociiensBaHe Ha ObOpeuHaTa GYHKOMS T[PA  3allOYBAHE HA
ChbBMECTHATA Teparnus ¥ NePUOANYHO CJIe/ TOBA.

dapMaKOKMHETHYHU B3auMOJIeiicTBHs: Bauguue Ha Nimesulide Bppxy bapMakoKHHETHKATA
Ha APYIH JEKAPCTBEHHU IIPOIYKTH

Furosemide:

ITpu 3apasu maauBuau Nimesulide HamansBa edekra na Furosemide Bbpxy oTaensHeTo Ha
HATpH#, U B IO-MajKa CTENEH, BbPXY OTACISMHETO Ha KaIHM M pelylnupa AAypPETHYHHS
edexr.

B pesyntar Ha egHOBpeMeHHOTO npuemade Ha Nimesulide u Furosemide ce mabmonapa
HamaiisiBase (¢ okono 20%) na AUC, kakTo ¥ 40 KyMYJIATHBHOTO OTHejsSHe Ha Furosemide,
6e3 Ja ce IIoBNHsIe HETOBHS OBOpEUeH KIIMPBHC.

Ennospemennara ynorpe6a Ha Furosemide u Nimesulide TabneTkn u3uckBa BHUMaHHe IIpH

IHaITMCHTH, MpeAPpas3noJIOKEHH KbBM 6’b6p6‘-IHI/I U CBpACHYHH CMYIICHHA, OIUCAHH B CCKIUA
4.4.

JIutnii:
YCTaHOBEHO €, 4Ye HECTEPOUHHUTE MPOTUBOBB3NATUTEIHH CPEACTBA HAMAISABAT OTACIISIHETO
Ha JIMTHH, B pE3yJITaT HA KOETO C€ MMOBHUIABAT MJIa3MEHHUTE HUBA U TOKCHUHOCTTA Ha JIUTHH.
Axo Nimesulide TabneTku ce mpenmnuine Ha IAIUEHT, MOUIOKEH Ha Jmmeﬂet 'repamm
KOHLIEHTpAaUATa Ha JTUTAH TpIOBa peJOBHO Ja ce MpOoCieasBa.




) [lotenuuanuure (apMakOKMHETHYHH B3aUMOAEHCTBHS C TIMGEHKIAMHI, Teo(HIMH,
BaphapyH, JUrOKCHH, LHUMETHAMH W aHTHANMIHH CpeACTBa (Hamp. KOMOWHAIMsA Ha
ATyMHHHEB C MarHe3MeB XUIPOKCH[) CHINO ca M3cieaBaHu in vivo. He ca HabmopaBanu
HUKAKBU B3aUMOJEHCTBUS C KIMHHYHO 3HAYCHHE.

Nimesulide unxubupa CYP2CY9. [lnasmeHHTe KOHUEHTpalMH HA JEKapCTBa, KOMTO ca
CyOCTpaTH Ha TO3M €H3MM, MOraT Ja ce¢ yBelWdYaT Npd €IHOBPEMEHHATa ymoTpeba c
Nimesulide Tabnerku.

TpsabBa na ce 0ObpHE criennanHo BHuMaHue, ako Nimesulide e u3monssan mo-masnko ot 24
Jaca Opeld WK CIIe]l JIEYEHHE ¢ METOTPEKCAT, 3aIll0TO CEPYMHOTO HHBO Ha METOTPEKCAT
MOXE [a C¢ YBEJIMYM, a CJICJOBATENHO M TOKCHYHOCTTA HA JIEKAPCTBOTO CHINO MOXE 1A
HapacHe.

3apangu ebexta cu  BBPXy OBOpeUHMTE IIPOCTArAHAWHM, HMHXHOHTOpHUTE Ha
IPOCTArJIAHANHOBATA CHMHTE3a, Kato Nimesulide, Morar na yBenuuaT HeppOTOKCHUHOCTTA
Ha IUKJIOCIIOPHHHUTE.

PapMaKOKHHETHYHH B3aHMOJECUCTBHS: BIMSHHE Ha IPYIH JICKAPCTBEHU IIPOAYKTH BBDXY
dbapMakoxkuuerrkarta Ha Nimesulide

I/I3CJ'IGIIBaHI/IH HWH BUTPO MOKa3BAT M3MECTBAHC Ha Nimesulide or MecTaTa Ha CBBP3BAHC OT
CTpaHa Ha TOJ'I6YTaMI/I,I[, CAJIMIWJIOBAa KHUCCJIMHA H BaJIlIpOCBa KHCCIIHMHA. Ho BBIIPEKH
BB3MOXCH C(i)eKT BBPXY IINIABMCHHUTC HHBA, TC3H B3aWMO/ICHCTBUS HE ca ¢ JOKa3aHO
KIIMHHYHO 3Ha4YCHHC.

4.6 bpemMeHHOCT U KbpMeEHe

Vnorpebata Ha Nimesulide TabneTH e IpOTHBONOKa3aHa Ipe3 TPETOTO TPHUMECEUME Ha
6pemenHocTTa (BIXKTE 4.3).

Ilomo6uo na ocramamure HCIIBC, Nimesulide Tabnetun He GuBa na ce mpuema OT JKEHH,
OIUTBALM ce a 3a0pemMenesT (BIxX. 4.4).

Bo3npensTcTBaHeTO Ha CHHTE3a HA MPOCTATTIAHIMH MOXE [1a UMa HETaTUBEH epeKT BBPXY
OpEeMEHHOCTTa W/UIIH Pa3BUTHETO Ha ILTO/A.

Pesynrature oT eNMAEMHUONIOTHYHN H3CIEABAHUS MMOKA3BaT TOBUINEH PHCK OT CHOHTAHEH
abopT M OT chpieyHa MaupopMalHs U TaCTPOLIM3KC CIie/l U3MOJI3BaHe Ha MHXMOUTOp Ha
CHHTE3a Ha NpOCTarJlaHIAMH B HadalHHs CTaguii Ha OpeMeHHOCT. AOCOJIOTHHST PHUCK OT
chpae4YHn MandopManuy ce nopumana ot nox 1 % mo oxono 1.5 %. Cuura ce, 4e PUCKBT ce
yBEJIM4aBa C yBeJIM4aBaHe Ha 03aTa ¥ NPOIBIDKUTEIHOCTTA Ha TEpanusTa.

Ilpn XMBOTHHTE NpHEMAHETO HA MHXMOWTOPH Ha CHHTE3a HAa MPOCTArJIAHIHH IPOBOKHpA
NOBHIIABAHE HA MpeJ- U Cile/l- UMIUIAHTALMOHHATA 3ary0a ¥ CMBPTHOCTTA HA IUIOJA.

OcBeH TOBa ce chOOIIAaBa 3a YBeNHYEH Opoll CiiyyaW Ha pa3IMYHH MaipopManu,
BKJIIOUHTEJIHO ChPAECYHO-CHAOBH, NIPH XUBOTHH, HA KOUTO B MEpHOJa Ha OpraHoreHesa ca
IIPHAJIO’KEHN MHXUOUTOPU HA CHHTE3a Ha MPOCTariiaHIuH.

N3cnenBanudTa Ha 3aifiiM MOKa3BaT aTHIHYHA PENPOLYKTHBHA TOKCHYHOCT (BYIKTE CEKIUS
5.3), HO HAMa Ha pa3NoNIoXKEeHHEe JOCTAThYHO JAaHHHM 3a ynoTtpebara Ha Nimesulide TaGietu
(umu rpanyH), oT OpeMeHHH XeHHU. Taka Ye MOTCHUHATHUAT PACK 32 XOpa HE,© yC’t‘a:HoBeH
C TOYHOCT, 3aTOBA HE CE NMPENOPHYBA MPEANHCBAHETO HA JIEKAPCTBOTO HpPE3 IIbPBUTE mae ,
TpuMeceuns Ha OpeMeHHOCTTa, OCBEH B CIIyYauTe, KOraTo € abCoIOTHO Heo6xomeo




4.7

4.8

Axo Nimesulide TabneTu ce U3M03Ba OT XKeHA, KOSTO Ce ONMKMTBA Ja 3a4Y€HE WM II0 BpEME
Ha IBPBOTO M BTOPO TpHMeceuuss Ha OpeMEeHHOCTTa, J03aTa M MPOIAB/DKUTETHOCTTA Ha
JleyeHue cieiBa 1a ObaT Bb3MOXKHO Hali-MaJiKH.

IIpe3 TperoTo TpHMeceune Ha OpPEMEHHOCTTa, BCHYKM WHXMOWTOPH Ha CHUHTE3a Ha
[IpOCTarjaHAWH MOTaT Jia U3JI0XKaT

® [UIOABT HA PUCK OT:
- CbpAe4YHO- 6enoapoOHa TOKCUYHOCT (C MPEXACBPEMEHHO 3aTBapsiHe Ha boTaloBus KaHas
u 6enoapoOHa XMIIEPTEH3HS);
- 6pOpeuna nuchyHKUMS, KOATO MOXE Aa Hporpecupa A0 ObOpedHa HEIOCTaThYHOCT C
OJIMTOXHUPaMHHOH (HEJOCTAaTHYHO KOJIMUYECTBO OKOJIOILIOAHH BOJIN);

e MaifkaTa ¥ HOBOPOACHOTO, B Kpasi Ha OPEMEHHOCTTa, Ha PUCK OT:

- BB3MOXXHO yIbJDKaBaHE Ha BPEMETO 32 KbPBEHE U aHTH-TPOMOONUTEH eeKT, KOHTO Moxe
Jia ce IpOSBH JOpY MMPU MHOTO HUCKH 103U,
- NMOTHUCKAaHE Ha MaTOYHHUTE KOHTpPAaKIIMH, KOETO BOAU J10 3a0aBsHEe WM yIbDKaBaHE Ha
POJMITHHS IIPOLIEC.

Eto 3amo Nimesulide tabnets e npoTUBONOKa3aH IO BpeMe Ha TPETOTO TpHUMeECEeUHe Ha
OpeMEHHOCTTA.

Hama gasaum mamm Nimesulide ce otnesnst B MalfYyuHOTO MIIAKO.
Nimesulide e npoTHBONOKa3aH nIpu KbpMeHe (BUXTe cexiun 4.3 u 5.3).

Biausinue BbpXy cr1oco0HOCTTa 32 modupaHe U padoTaTa ¢ MAIIUHHA

He ca mpoBenenu uscienBanus oTHOCHO edekra Ha Nimesulide BbpXy cmocoOGHOCTTa 3a
uiogupane U padota ¢ MamuHA. Ho manuesTH, npu KOUTO ce HabMI01aBa 3aMasiHOCT, BUEHE
Ha CBST WM CBHIMBOCT clief ynorpebara Ha Nimesulide TpsiOBa ma ce BB3ABPXKAT OT
mogupaHe U paboTa ¢ MalTHHU.

Heskesanu jekapcTBeHH peaKkiHH

a) Oonro onucaHue

KnuHuuHy mpoydBaHUS M eNUIEMHOJIOTMYHH JaHHU [OKa3BaT, 4e yrnorpebara Ha HIKOM
HCTIBC (ocoGeHo BBB BHCOKH JO3HM M IPH MPOABJDKATETHO MPHIIOKEHHE) MOXE Ja Oble
CBBbp3aHa C JIEKO IIOBUIIEH PHCK OT apTepHaTHH TPOMOOTHYHH CHOUTHS (Hampumep
MUOKapJieH HHGApPKT UIH UHCYIT) (BHXKTe cekuus 4.4).

Nma croOimieHus 3a eneM, XWIEPTEH3Us M ChpAE€YHA HENOCTAaThbYHOCT BBB BpPB3Ka €
npunoxenue Ha HCIIBC.

JloxyiagBanu ca MHOTO peAKd Cilydal Ha KOXXHH peakllMd, BKJIIOYUTEIHO CHHIAPOM Ha
Stevens-Johnson u TokcuyHa enuiepMaTHa HEKPOJIU3a.

Haii-yecTo HaOnronaBaHUTE HEXENaHH PEAKLMH Ca TaCTPOMHTECTHHAIHH IO XapakTep.
Moske na ce MHOSBH IENTHYHA $3Ba, Iepdopalus WIM TaCTPOMHTECTUHATHO KbpBEHE,
nmoHsAKora ¢aTaaHd, MPEeIUMHO IIPH MAafHeHTH B HAIpeJHaJla Bb3pacT, MOXKE Ja Ce CIy4H.
(BmxTe pazznen 4.4).

CroOmmaBa ce 3a yJepaTiBeH CTOMATHUT, rajieHe, NOBpblIaHe, abaoMHHaNIHA O0JIKa,
MesleHa, Auapus, (IaTyJIeHIHs, KOHCTUIIANNS, UCTIENCAs, XeMaTeMe3a, eK3eLepOanys Ha
kouT ¥ Oonect Ha Crohn cien mpuem (BuxTe pasnen 4.4). Ilo-psaaxo ce"HaGJ’IIoﬂéB@::
racTpPHT. S

0) Tabanua HA HEKEJIAHH JIEKAPCTBEHH PeaKIuu




HacTosmmar chouchKk ¢ HEXENaHH JIeKapcTBEHM peakuuM ce 0asupa Ha JaHHH OT
KOHTPOJHMPAHH KIWHHYHH NpoyuyBaHHA™ (npubmm3utentHo wa 7800 manueHTH), KaKTO M OT
NOCT-MapKETHHIOBO MNPOYYBAHE, KAaTO IIOJNYyYEHHUTE pe3ydTard ca KIacH(pHUIIMpaHH I10

CJICIHHUA HAYUH:

MHOoro duectu (>1/10); wectm (>1/100, <1/10), mewectu (>1/1,000, <1/100); penkm

(>1/10,000, <1/1,000); muroro peaku (<1/10,000), BKIIOUMTEITHO U30IHPAHH CIIyYaH.

Hapywenua na kppema Penxu Anemus*
Eosunobmmus™*
MHoro peaxu | TpomOGonutoneHus
[Tannuronenus
Iypmypa
Hapywenusa na umynnama Penxu CBpPBXUYBCTBHTEIHOCT*
cucmema MHoro penxn | AHadHIaKCHA
Hapywenua na memaboauma u Psinko XunepkanueMus™®
XpaHeHemo
Ilcuxuunu napywenusn Penkn besnokoiictBo*
U3nepreHnoct*
Kommapu™
Hapyuienuna na nepenama Heuectun 3amasiHocT*
cucmema Msnoro peaxu | ['naBo6onue
CpHIIMBOCT

Ennedanonarus (Cuanpom Ha Pei)

Hapywienus na ouume

Penxu

3ambrieHo 3peHue*

MHoro peaxu

Hapymeno 3penue

Hapywenus na yxomo u
aabupunma

MsHoro peaxu

Buene Ha cBaT

CovpoeuHu Hapywienun Penkn Taxuxapnus™
Cv006u HapyuieHun Heuectn Xuneprensus™*
Penxu KpsBonznus*
HecrabmiHocT  Ha  KpPBBHOTO
Hansrane™*
["opemu BbaHA™
Pecnupamopru napywenua Heuectn Jucnues*
Msoro penku | ActMa
Bbporxocnazem
CmomautHo-4peeHu HapyuieHUA Uectn Huapus™
I'agene*
IloBpbinane*
Heuectu 3anex*
dnaryneHuus*

MtHoro peaxu

Kopemun 6omku
[actput*
Jucnencus
Cromarur
Menena , 2
['aCTPOMHTECTHHATHO KEpBene . -
JlyoneHanna s38a U mepdopars

N

Cromanina s138a ¥ ephopaiiug.




. Xenamobunuapru napywenus Mmuoro peaxu | Xematur

(Bmxte 4.4.”Crieniuanau QyIMUHAHTEH XEMAaTUT
IPEeayIpeXIeHUS U MEPKH 3a (BKJ. CMBPTHH Clly4an)
ynotpeba’) Kbnrenumna

Xonecrasza
Hapywenua na kosxcama u Heuectn IIpypuryc*
HOOKOMCHAMA MbKaH O6pus*

3acuseHo n3notspane*

Penxu Epurema*
Hepmarut*

MHoro peaxu | Yprukapus

AHTHMOHEBPOTHYEH OTOK

JluneB oTOK

Mynrudopmena eputema
Cungpom Ha Stevens Johnson
ToxcnuHa enuaepmaina HEKpOJIH3a
Hapywenus na 6v6peyume u Penxu Huzypus™

RUKOYHUMmME NbmMuuLa Xemarypus*

MHnoro peaku | bp6pevHa HEAOCTATHYHOCT
3anprkka Ha ypuHa*

Onurypus
HHtepcTunnanen Hehpur
Obuu napywienun Heuectn Enema*
Penxu Ou3nyecKko Hepa3noJoKeHHe*

Obmna dpusndecka ornagHamocT*
MsHoro peaku | XunorepMus

Jlabopamopnu uscneodeanusn Yecru YBeJMueHH YepHOAPOOHH eH3uMu™*
*yecroTa, 6a3upaHa HA KIMHHYHUTE
IPOyYBaHUSA

4.9  Tlpemozmpane

CuMITOMHTE ClEN OCTPO TPENO3UPAHE C HECTEPOMIHH NMPOTHBOBBINMAIMTEIHHM CPEICTBA
OOUMKHOBEHO C€ CBEXZAT [0 JIeTAaprus, 3aMasHOCT, TIajJeHe, MOBpbIIaHe, OOIKa B
€IUracTpuyMa, KOUTO II0 IPHHIMUII ca oOpaTUMHU ClIe]T MEAMIIMHCKA noMoI. Moxe na ce
Ha0Jl0/1aBa aCTPOMHTECTHHATHO KbpBeHe. VI3BeCTHH ca Cilyyad Ha XHIIEPTEH3Hs, OCTpa
ObOpeyHa HENOCTATBYHOCT, PECHHMpPaTOpHA IENpecdss W KOMa, HO Te ¢a MHOTO PSIKO
CpelllaHd. YCTaHOBEHH Ca H aHaQWIAKTOMIHH DPEaKudH Cliell TEPAIEBTHYCH IIPHEM Ha
HECTCPOMIHH IIPOTHBOBBL3NAIMTENIHHN CPEICTBA, KaTO Te MOTaT jJa ce HabomaBaT clen
peno3upane.

Cnen mpemosmpaHe ¢ HECTEPOUIHHM IPOTHBOBBL3NAIUTEIHM CPEACTBA, HA MAINUEHTHTE
TpsiOBa ja uM ObJ€ OKazaHa CHMITOMAaTHYHa M MeIMIMHCKa nomoul. Hama cnenuduynu
aHTUIOTH. He chiecTByBa MHQOpMaIHs OTHOCHO OTCTpaHsBaHeTo Ha Nimesulide upes
XeMOJIMaIi3a, HO OCHOBaBaWKM C€ HAa BHCOKAaTa My CTEIICH Ha CBBP3BAaHE C IJIa3MEHH
nporensn (10 97,5 %), HAMa romxaMa BEpOSTHOCT JHAM3aTa Na € OT MNou3a IpH
npenosupade. Ilperu3BUKBaHETO HAa MOBPBIAHE W/HIIM aKTHBEH BbrUeH (0T 60 mo 100 g
pH BB3PACTHH) W/ OCMOTHYHH CIAGUTENHU CPEJCTBA MOTaT Ja GbhIaT NPEAHUCAHH Ha
TalMeHTy 4 4aca Clief| MOTIBIIAHETO, IPH KOUTO Ce HabMoNaBaT ChOTBETHHTE CHMHTOMH
HJIH KOMTO Ca IOEJTU ToJIsIMa CBPBXZ03a. 3acHiieHara quypesa, anxannsnpaﬂerg Ha ypH,HaTa
XeMoauanu3ara MM XxeMmonepdys3uss Morar jga ce OKakaT Oe3loje3HH noﬁ%}.&n BHCOKOTO
IIPOTEMHOBO CBBLp3BaHe. brOpedynata M dyepHOApoOHAaTa GYHKIHA TpsrﬁBa na Ospar
HabmoaBaHu 0TOIN30. i




S ®APMAKOJIOIT'MYHU JAHHHA
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®apmakoAHHAMHYHH CBOMCTBA
DapMakoTepaneBTHYHA IPyIIa:
ATC xknacudpukamus: MO1AX17

Nimesulide e HecTeponaHo nmpotuBoBb3nanuTenHo cpeactso /HCIIBC/ ¢ aHanreTu4Hn u
AQHTUIMPETHYHU CBOMCTBA, KOETO eHCTBA KaTO HHXUOUTOp Ha €H3HMMa IIUKIOOKCHIeHas3a Ha
IPOCTArIaHAMHOBHS CHHTES.

PapMaKOKHHETHYIHH CBOMCTBA

Nimesulide ce abcop6upa mobpe, nmpueman nepopanso. Cren enquaudna mo3a oT 100 mg
Nimesulide npu BB3pacTHUTE ce MOCTHTa BHPXOBO IUIa3MEHO HMBO OoT 3/4 ml/l cnex 2-3
gaca. AUC = 20 - 35 mg h/LL. He e nHabmogaBaHa HHKAKBa CTATHCTHYECKH 3HAYMMA
pas3jiMKa MEXIY IIOCOYEHHUTE pe3yiTaTtu U Te3u caen 100 mg, npuemaHu 2 IbTH JIHEBHO B
NPOABJDKEHUE HA 7 JHH.

Cawp3Bane 710 97,5% c mi1a3sMeHn NpOTeHHH.

Nimesulide ce merabonmu3upa €KCTEH3MBHO B uepHHs Apo0, ClieIBalKM MHOroOpOHHM
nbpTekd, BKI. [lutoxpom P450 (CYP) 2C9 wu3oensumu. Taka de MMa NOTEHIHMAIHA
Bb3MOXXHOCT 33 B3aMMOJAEHCTBHE Ha JIEKAPCTBOTO MpPH €JHOBPEMEHHATA YIOTpeOa Ha
JeKapcTBa, KOUTO ce Merabonusupar upes3 CYP2C9 (Bux cekuums 4.5). OCHOBHHST
MeTabOoJUT € NapaXUIPOKCH JepUBaT, KOWTO € ChII0 (papMaKoJIOTHYHO aKTUBEH. Bpemero
J0 NosBaTa Ha TO3M META0ONUT B LMpKynamusTa € kpatko (okono 0.8 wuyac), HO
¢dopmupamara My KOHCTaHTa He € BHCOKAa M € 3HAYMTENHO MO-HHCKa oT abcopGuparnara
koHcTtanTa Ha Nimesulide. XuIpOKCHHEME3YJIUIBT € CIAHCTBEHHAT META0OIUT, OTKPHT B
IIa3Mara M € IOYTH H3LsUI0 KoHtorupas. /Ty,/ e mexnay 3.2 u 6 yaca.

Nimesulide ce exckpeTtupa rinaBHO B ypuHata /cpeHo 50% oT npuerara m1o3a/.

Camo 1-3% ce wu3xBBpisSs B HempoMmeHeHa ¢opMa. XUIAPOKCHHUMEIYIIHI, OCHOBEH
MeTaboIIUT, C€ OTKPHBA CaMO KaTo IMIOKypoHaT. Okoio 29% OT 1o3aTa ce eIMMHHUDA, CIIE]
MeTabou3upaHe BB QPeKATHUTE.

Kunernunara kaptiHa Ha Nimesulide ocTaBa HEmpOMeHEHa MpPH MO-BB3PACTHH ITAI[HEHTH
CJIel IpUJIaraHe Ha HHTEH3UBHU M HEKOJIKOKPATHH JIO3H.

B HHTeH3MBHO EKCHEpHMEHTAJIHO H3CJieABaHe, NPOBEACHO MPH MAUUEHTH C JIEKM J0
yMepeHn OnOpeuHM yBpexaaHus (KpeaTHHUHOB KIHphHC 30-80 ml/min), cpaBHEHH CBC
3paBu JOOPOBOJILIM, BBPXOBUTE MIa3MeHU HHBA HAa Nimesulide u Ha OCHOBHHSA METaGOIHUT
HE Ca I0-BHCOKH IIPY NAlMEHTHTE C YBPEXKIAHHS, OTKOJKOTO IPH 3IpaBUTE JOOPOBOJIIIH.
AUC n tiz 3 ca 50% no-BHCOKH, HO BHHAI'M B pPaMKHMTE Ha KHHETHYHHTE CTOMHOCTH,
HabmogaBany ipu Nimesulide y 3/ipaBH yUaCTHHIIH.

[ToBTOpHOTO NpHEMaHEe HE BOJH JI0 KYMYJIHPaHE.

Nimesulide e NpoTHBONOKa3aH NPH MAIMEHTH C YEPHOAPOOHA HEAOCTATHYHOCT (BHXK
cekiusg 4.3).

SR

IIpeakJNHUYHHA JAHHH 32 0€30MACHOCT : -

Bb3 ocHOBa Ha KOHBEHUHOHAJIHHTE W3IHUTBAHHUA 34 Q)apMaKOJIoquHa 6q30nacH6CT E
TOKCHYHOCT CJI€[l MHOTOKPATHHM JO3H, TEHOTOKCHYHOCT M KapIMHOTE€HEH: ,ho*renuaﬁ

NpEeIKIHHUYHUTE JaHHH HE MOKa3BaT HHUKAaKbB PHCK 3a 4YoBeka. [Ipu Hscue;,ut_sannxra 3a

10



6

6.2

6.3

6.4

6.5

10.

TOKCHYHOCT CJICZI MHOTOKPAaTHH 103H, Nimesulide noka3sa racrpousTecTuHaNHa, 656peyna
U YepHOJpoOHA TOKCHYHOCT.

Ipy u3scienBaHuATa 32 PEMPOYKTHBHA TOKCHYHOCT Ca HabJ0NaBaHH eMOPHOTOKCHYHH U
TEpaToreHHH €EeKTH NPH 3alIlK, HO HE U IIPH ILTBXO0BE, Ha 03K ¢ HETOKCHYHO 33 MaiKaTa
HEBO. [lpyn mibXoBeTe ce Habmonapa yBeIMYeHAa CMBPTHOCT HA HOBOPOIEHHTE B PAHHHS
cieapoauneH nepuoj, a Nimesulide oka3pa otpuiiatesieH eeKT BbPXy IMIOJOBHTOCTTA.

OAPMAIEBTUYHU JAHHHU
CnucbK HA MOMOIHHTE BEMIECTBA
Tabnemxu:

HaTpUEB JOKY3aT
XHIPOKCHITPOIHIILIENTYJIO3a

JIAKTO34a

MHKPOKPHCTaJIHA IIeJTyJI03a
HATPHEB HUILIECTEH TJIMKOJIAT
XHIPOTEHUPAHO PACTUTETHO MACTIO
MarHe3meB cTeapar

HecnBMecTuMoOCTH
He ca u3secTayu.

Cpox Ha rogHocT
S ronuHM.

CnennajHH yCJI0BHA 32 CbXpPaHeHHe

Jla He ce cbXpaHsBa MPH TeMIeparypa mo-pucoka ot 25°C .
CpxpaHsBaiiTe IEKapCTBEHHSI IPOYKT B OPrHHAIHATA OIAKOBKA.
Ja ce u3nonssa He3abaBHO clie OTBApSHE.

Bua u chabpikaHne HA ONMAKOBKATA
Tabnetku B OaucTepu mo 3, MOCTaBeHU B KapTOHEHA KyTHs, chabpkama 1, 2, 3, 5 uim 10
onucrepa.

IPUTEXATEJI HA PASPEIHEHUETO 3A YIIOTPEBA
LCII ®apmactotuxsi JIta - Boarapus EOO/
Codus 1592, 6yn. “Acen Uopnanos” 10
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INOCJIEAHA PEJAKIIUS HA TEKCTA
April 2010

11



