KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. HMe BEa JEKAPCTBEHHS NPOAYKT
Aynun 100 mg tabnerku
Aulin 100 mg tablets

2. Ko/IH9eCTBEH ¥ KaueCTBeH CheTas
Beska Tabnerka ceabpxka 100 mg Hamesymua (Nimesulide )

IMomouHN BeecTBa ¢ H3BECTEH eEKT: TAKTO34
3a MBITHHA CIIUCEHK NTOMOIIHH BEIECTBA, Bk 6.1

W3NbAHUTENIHA ATERLRN «;.

3. JIEKaPCTBeBa (bopMa Kparmxa X8paxmepucimuid Ha npegykma - i
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4. KnHHHYHH aHuH Paapa '1\)1

4.1 TepanesTHYHH NOKAAHAS Nﬁ\ b 2 3 HZ'
Jleuenue Ha octpa Gonka. (Brkre 1. 4.2). | OGOODOING N uvsirzizsrssbiriveess v

ITepRUYHA AHCMEHOpPEA.

Humesyn#a tpaGea ia ce IpelImMCEa CaMO KaTo JieueHHe OT BTOpa JIMHHL.
Pemenmero aa ce npeanume Humesy mmn TpaGsa A4 ce OCHOBAaRa HA OLICHKA Ha OOHIMTE PHCKOBE HPH
OTNIeTTHHA NAUMEHT (BkTe T. 4.3 H T.4.4).

4.2 lo3upoBKA 4 HATHH HA BPHJIOKEHHE

Aynud Tabnerks Tpalra Aa ce npunara 3a BE3MOXKHO Hali-KpaTsK TIepHol OT BpeMe, B 3aBHCHMOCT OT
KIMHHYHATA CHTYalHs.

MunnmanHaTa edexTuBHa Ko3a TPAOBA qa ce npisiara 3a Bb3MOXKHO HaH-KpaTKHi lIEpHoa OT BpeMe, 34
Ja Ce HaMAJAT HeXElaHHTe peakiMH (BiDxTe T.4.4).

MaxkcHaMaTHaTa NpoIB/DKHTEAHOCT Ha NeueOHUA kype ¢ Humesynun e 15 anu.

3a pB3pacTHH:
Humesynua tabnetkn o 100 mg aBa 0LTH AHEBHO Clle]l XpaHEHe.

[Maumenrtu B HANpeAHANA BB3PACT: MPH TIX HE € HEOOXOMMO Ja ce HAMAJIABA JIHEBHATA K03a (BHXKTE T.
5.2).

Ileua (mon 12 rogunu): Aymun 100 mg rabnerku ca MPOTHBONOKA3AHM TPH TE3H MALMEHTH (BIDKTE
CBIIO CeKIag 4.3).

Muazexku (or 12 mo 18 ronsum): Ha 6a3ara HA KMHETHYHHA TPOGHII NPU BB3PACTHUTE W HA
thapMakoIHHAMHYHHMTE XapaKTePHCTHKH Ha HumesynHz, He € HeoOX0MHMMa PoMAHA Ha N03UPOBKATA

TIPH TE3H NALHCHTH.

[ManweHTH ¢ YBpeneHa Gpbpeuna GyHkuma: Ha 6a3ata Ha GapMakOKHHETHKATA, HE € HEOOXOAUMO

NOHIWKEHHE HA JJO3MPOBKATA NPH [ALMEHTH ¢ JIEKO 0 cpeaHo GrOpedHo YBpexaaHe (KpeaTHHHHOB
KupbHE 30-80 ml/min); aokaro Humesynua tabnetku € NPOTHBONOKA3aH B CIIy4ait HA TEXKKA
HBOpeuHa HEAOCTATHYHOCT (KpeaTHHEHOB KIHPBHC < 30 ml/min) (Bixre 1. 4.3 1 5.2)

[HauwenTy ¢ HapyieHa Yepronpobra Gyukuus: ynotpedata Ha Humesyang tabner
[IPOTHBOIIOKA3aHa [IPU TIAIHEHTH ¢ 9€PHOAPOOHA HELOCTATBIHOCT (BIKTE T. 4.3 4 5.

4.3 TIpoTrBONOKAZ2HHA



0 IlauMeHTH ChC CBPBXYYCTBUTENHOCT KBM HUMe3yIU HTW KBM HAKOH OT eKCLIAIIHEHTHTE,

o TTalMeHTH ¢ AHAMHECTHYHM JaHHM 33 PEaKIMH Ha CBPBXUYBCTBHTENIHOCT (Hanp. GpOHXOCNa3bM, PHHHTH,
YPTHKAPHA ) KBM ALETHICATHITHIOBA KHCEIHHA WIH KbM JIPYIH HECTEPOHIHH TPOTHBOBE3IATHTEHH
AeKAPCTBEHH IIPOIYKTH.

o TlauwpeHTH ¢ aHAMHECTHYHHM JJAHHH 32 XeTMaTOTOKCHYHHU peakiii kbM Humesynua.

0 EQHOBpeMeHHO MPUIOKEHHe C APYTI'd IOTEeHIHAIHO XEATOTOKCHYHH JIEKAPCTBEHHM BEILIECTBA.

0 AJTKOXONU3IBM, JIEKAPCTBEHA 3GBHCHMOCT.

0 AHaMHe3a 3a CTOMALIHO-YPEeBHO KbPBEHE WM nephopalus, CBbP3aHH ¢ NPEIHIITHA TEpants ¢
HCIIBC.

0 AKTHBHA 53Ba Ha CTOMAXa HIH JIBAHAZECETONPECTHHKA HiH AHAMHE3A Ha pEIiHINBHpAila
A3BA/KPBROUATHEH HA/OT XpaHOCMIIATCITHHTE OPTAHH (/1BA HIIH NIOBEYE M3SBEHH €IIH304a Ha I0Ka3aHO
ofpa3syBate Ha 93Ba HIIH KbpBEHE),

L{epebpopackynapHo KPBEHE HIH APYT'O aKTHBHO KHPBEHE HIH HAPYIUCHHA, CBBP3AHH C KbPBEHO.
TanHEHTH ¢ TEXKKH CMYIUEHRA B KPBBOCLCHPBAHETO.

FlanpeHTH ¢ TexKa ChpAeYHa HEOCTaTbIHOCT,

TaiwenT ¢ Teoskka Ob0pedna HENOCTATEYHOCT,

YepHoapodHa HEAOCTATEYHOCT.

[MaieHTH ¢ HOBHUIEHA TeMMepaTypa H/HIIH TPHIOTIOIO0HA CHMIITOMH,

Hena mon 12 roguH#.

TpeTn TpuMecTsp Ha OpeMEHHOCTTA M NP KbpMeHe (BHxTe T. 4.6 1 5.3),
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4.4 Coenyanuy npeRynpexIcHAY H NPENA3IHH MEPKH IpH ynorpeda

EnHoBpemennara ynotpeba Ha Humesymun ¢ apyri HCITBIL, BruouHTeNHO HIHKIOOKCHIeHa3a-2
CeJIEKTHBHH HHXHOUTOPH, He Ce npenopbusa. B 1onbjiHeHHe 110 BpeMe Ha JiedeHrne ¢ HuMesymun
nalMeHTHTe TpAOBa 1a ObJAaT CHBETBAHH 1A C€ BB3AbPKAT OT yHoTpedaTa Ha APYTH aHAITE THLIH.

HexxenaHuTe sexapCTBeHH peakuiu MOTaT fa ObJaT HaMaleHH KaTo 3a KOHTpOJIHpaHe Ha CHMITTOMHTE C&
YIIOTpeOsiBa BE3MOKHO Hali-nucKaTa edeKTHBHA 1034 32 BE3MOKHO Hall-KpaTbK CPOK OT BpeMe (BHIKTE T.
4.2).

Jleuenuero TpaGea na 6be MpexpaTeHo, ako He ce Habmonasa MoNOKHTeNeH edexT.

Yeprodpobru peakyitu

B peaxH ciiyuan e ycTaHOBeHO, ye HuMesymunm e CBbpP3aH CbC CEPHOZHHM YEPHOAPOOHH PEakiliH,
BIGTIOYHMTETHO MHOTO PeikH ¢Tydad ¢ aTaneH n3xon (BikTe cbilo cekls 4.8). [TaideHTy, npu KouTo ce
HaOIF0/1aBAT CUMIITOMH, CHOTBETCTBALIM Ha HepHONPOOHO YBpekaaHe no BpeMe Ha ne4cHHe ¢ HuMesynun
(Hanp. aHOPEKCHA, TAIEHe, NIOBPBIIAHE, OOJIKA B KOpeMa, yMOPa, ThMHA YPHHA) WIH MALHEHTH, YHHTO
TECTOBE 110Ka3BaT aHOPMATHA (yHKIMA HA YepHus Apol, TpsOsa jia IpeKpaTaT teueHneto. Tesu nauueHTH
He TpaOBa 1a OBAAT HOAIAraHK OTHOBO Ha jeueHue ¢ HuMesynun, Yima crobueHus 3a yBpekIaHe Ha
uepHUA Apol cen KpaTKo MPpHEMAaHEe HA JEKapCTBOTO, B MOBEYETO CIIy4aH 0OpaTHMO.

Ilpu noBrlaBaHe HA TEMIlePATYpaTa W/WIH NIPH NOABA HA MPUIONOJOOHH CHMNTOMH NPY MauKeHTH,
npHeMamu Humesynun, nedenuero TpadBa aa ce NpeKparH.

Taempounmecmunannu peakyuu
CToMaIIHO-4peBHO KbpBeHe, 06pasyBaHe Ha 382 H nepopauui: cro01laRa ce 3a CTOMAIIHO- YPERHO
KEpBeHe, 00pasysaHe Ha 138a W nepdoparis, KoATo Moke da Ob/e daTansa npu scudkn HCHBC, mo
BCAKO BpeMe Ha TepAIHATa, CbC WiH 0e3 TIpe AyNpeaAHTEIHH CHMIITOMH HAR aHAMHE3a Ha
CTOMAIIHO-YpeBHH 3a00nABaHMA.

PHCKBT OT ¢TOMANIHO-YPERHO KbpEEHe, 00pasysaHe Ha A3Ba WIH nepdopauud ce NopuLghh
yeenruaBare Ha Ao3ute Ha HCIIBC npu nanmeHTH ¢ aHaMHe3a 33 A3Ba, 0COOEHO akKo € Y
KPBBOM3IIHB WIH Nepopaums (BHKTE pasne 4.3) H pH NAlIMEHTH B HATIpeHANIA BH3pa
MALMEHTH Cle/[BA [1a 3aMOYHAT JiedeHHe C BE3MMKHO Hal-HHCKaTa 503a.



KomBuHupaHa Tepanus ChC 3aIMTHH areHTH (Hanp. MAKONPOCTON HITH HHXHOHTODH Ha MPOTOHHATA
noMna) € TOAXOJAINA 32 TE3H MALMEHTH, KaKTO W 32 MauMeHTy, HYAAeUH ¢€ OT ChIIBTCTRALIA MAJIKH
A031 aCIIHPHH WIH JPYTH JICKAPCTRCHH CPEACTEA, KOMTO OHMXa MOTIIH Jta NOBHIIAT CTOMAIIHO-YPECBHHA
PHCK {BHHKTE No-a00y U 4.5).

naLlHCHTH C aHaMHE34a 33 CTOMAIIHO-YPCBHA TOKCHYHOCT, ocobeHo B HanpeaHana Be3pacT, cjicapa la
¢hOOMIABAT 33 BCHUKH HeoOHUAHHA KOPEMHH CUMITOMH (0CO0EHO CTOMALIHO-UPEBHO KbPBEHE) H
ocobeHO B HAYATHHTE CTANHK HA JIedeHHeE.

CroMauIHO-4peBHO KbPBEHe Wik 00pa3yBaHe Ha 7382 / MepdopalMa MOXKeE Aa Ce MOABH IO BCAKO BpeMe
Ha JIEYCHHETO CBbC HIIM Oe3 mpeayNpeUTeIHH CHMITTOMHE HiIH aHAMHE3a Ha MaCTPOUHTECTHHAITHH
3afonsBaHui. AKO ce MOSBH CTOMAUIHO-YPEBHO KbPBeHe Wid 1383, Humesymma Tpabea jfa 6be CrpsH.
Humesyn#1 ciensa a Ce IPWIAra ¢ HOBKIICHO BHHMAHAE [IPH MALMEHTH CBC CTOMALIHO-YPEBHH
3a001BaHus, BKITFOUYHTEIIHO AaHAMHE3a Ha TenrHIHa A38a, TACTPOHHTECTHHAITHO KBEPREHE, A3BSH KOJIMT
unu Sonecr Ka Kpon.

NaimenTH, MpEeMalliH CHITPTCTBANIA MEARKAMEHTH, KOUTO GiXa MOLJIH J1a IOBHINAT PHCKA oT 00pasyBaHe
Ha 7382 MM KbPBEHE, KATO HAMNP. epPOPAIHH KOPTHKOCTEPOMIH, AHTHKOATYIaHTH KaTo BaphapHH,
CeNEKTMBHA HHXHOWTOPH Ha O0paTHHA 3aXBaT HA CEPOTOHHHA HIH aHTH-TPOMOOLMTHHK AreHTH KaTo
acITMpHH, cliefBa a ObJAT MOCHBETRAHM 12 Ca BHHMATEIHH (BIDKTE paszen 4.5).

fIpu nosgea Ha CTOMAMIHO-YPEBHO KHPREHE WK 00pa3yBaHe Ha A3Ba NPH NAlMEHTH, MPHEMAIIIH
HumMesynuz, nedeHHeTo ciiejipa Ja ¢e TIPeyCTAHOBH.

HCIIBC crnejpa na ce Japar ¢ HOBHIIEHO BHHMAHHE HA ITAITMERTH ¢ aHAMHE3a 3a CTOMAIHO-1peBHH
3abGonapanus (A38eH KONHT, fonect Ha KpoH), Thif KATO CBCTOSHHETO MM MOXE Ja C€ BIIOMH (BIKTE
pazaen 4.8 — HexenaHy peakiHm).

Ha].[l'IEHTld B HanpeAHalia BB3PacT. NpH NANHEHTHTE B HanpeaHata Be3pacT ce Haﬁmonasa YBCIIHHCHA
yecToTa Ha Hewenaunte peaxupn koM HCIIBC, no-cnenuaiHe CTOMAITHO-9PEBHO KbPBEHE M
nepdopaliis, KOWTO MoraT aa ObaaT datatuy (swkre pasgen 4.2). CrieoBaTelHo € He0OX0AUMO
NOAXOAAIG KITHHHYHO MpOCICIaBaHe.

KapanoBackyiapAs H nepedpoBacKy/IapHM PeAKIHH

HeobOx0a1MO & Ta ce OCHIypH MOIXOAAIN0 HAOMIOASHHE U CHBET 34 HALIHEHTH ¢ aHAMHe3a 34
XHNEPTOHUA H/HAH JIEKa A0 yMepeHa KOHICCTHBHA ChPACUHA HEMOCTATEYHOCT, Thil KaTO HMa
chODILEHHA 32 OTOLM M 3apPBKKA HA TEYHOCTH, CBBp3aHu ¢ edennero ¢ HCIIBC.

KiuuM4HH HpOoySBaHHA W eNMAEMUONIOTMYHHA JaHHH [10KA3BaT, Ue ynotpedata na Hakod HCIIBC
{0ocoGeHo BBE BHCOKH 03K H NPH NPOALDKHTENHO NPHIOKEHHE) MOoXke 1a Oble CBbp3aHa ¢ Iexo
TIOBHINIEH PHCK OT apTepHaNHi TPOMOOTHYHH CHOMTHA (HanpHMep MHOKAPAEH HA(APKT HITH HHCYIIT).
Hama nocraTsaHo naHHY, 3a Aa ¢& U3KTIOYH TaKkeB PHCK nmpH Humesymun.

Hal{HEHTH ¢ HEKOHTPONHPAHA XHHCPTOHHA, KOHI¢CTHBHA ChpACYHA HEAOCTATRYHOCT, YCTaHOBCHA
nexemuuna fonect Ha ehpiieTo, 3a60nABane Ha neprpepHIUTE APTEPHH H/HITH MOFBIHO-CHI0Ba Gomect,
TpaOBa Aa ce nekyBar ¢ Humesynna camo clien BEUMaTenno oomuciane. Takoea obMucnane Tpsbsa jia ce
TpaBH TPEIH 3aN0UBaHe Ha ABITOCPOUHO JIEYEHHE HA TAUMEHTH ¢ PHCKOBY (PaKTOPH 33 CHPACHHO-CHIOBH
CEOMTHA (Hamp. XMNCPTOHMA, XHICPIMIHIEMH:, 3aXapeH qrabeT, TIOTIOHOIYIIEHE ).

Toit kato Humesyaun Moxe g nosdse Ha GyHKHUATA Ha TpoMOoLuMTHTe, TOH Tpa6Ba Aa ce U3MoiI3pa
BHHMATEIIHO NTPH MALKEHTH ¢ XeMOparuyuHa Aparesa (BuikTe cbllo cekuns 4.3.). Ho Humeaynun He e
3AMECTHTE! Ha AUETHICATMLHIOBATA KHCEIMHa 32 ChPAEYHOCHI0BA NPOPUIAKTHKA.

Bwopeunu peakyuu
TpH nauperTH ¢ GBEOPETHO WK CHPASHHO YBPEXJAHE Ce H3UCKBA 0COOCHO BHHMAaHue, Tj
pesymrar Ha ynotpe6aTa na HuMesymin Moke na ce HabumioziBa Bioniapase Ha Ob0petHg
ciTy4aii Ha BIIoIaBaHe qeueHHeTo TpA6Ba 1a 6b/e MPEYCTAHOBEHO (BHKTE CHILO CEKIH
4.5).

Koxcriu peaxuuu



MHOI0 PAZIKO & ¢HODILIABA 32 CEPHOIHM KOKHH PEaKLMH, HAKOH OT TAX (aTamHy, KaTo ekcomHpain
JepPMaTHT, CHHAPOM Ha Stevens-Johnson W TOKCHYHA €NMHAEPMATHE HEKPONU3a, CBBP3aHH C
usnonseanero Ha HCTIBC (Buxcre pasnen 4.8). [To-BucOK PHCK OT Te3U peakiiH ce Habmoaaga B
HaYaj0TO Ha TepaITHATa, KATO B TIOBEUYETO CyYaH peakiuara ¢ MposBABa B PAMKHTE Ha [TbPBHA MECELl
or nedennero. [pueMsT Ha Humesymia cenipa 1a ce IPeyCTAaHOBH IIPH MBPBA [0sBa Ha KOKeH 06puB,
PAHH T10 IATABHLIATA KM APYTH IPH3HAITH HA CBPBXIYBCTBHTEIIHOCT.

Crobuiaear ce ciyyas Ha TOKAIMIUPaH KOXKeH 0OpHB OT IeKapeTsa U MeAMKaMEeHTH NPH HUME3YTH]L.
Humesynun He TpAGBa fa ce IPIIara OTHOBO NPH NALMEHTH ¢ AHAMHE3a 33 TOKAIIM3HPaH KOXeH 00pHB
OT JIEKAapCTBA H MENHKAMEHTH, CBLP3aH ¢ HUMe3yau] (BXK. TOUKa 4.8).

Penpooykmuenu pynxuuu

Vnorpefata Ha HUMe3yiua MOJKe 1a YBpeAH PENnpojiyKTHBHATA (DYHKITHs NPH JKeHH H HE Ce
nperiopbyBa NPH KEHH, KOMTO CE OTIMTBAT 1a 3a4eHaT. IIpH keHu, M3NMTBaLLM TPYAHOCTH MPH 3a4€BaHe
HITH TIOAUIOXKEHH Ha H3CTe/iBaHe 3a Gesnnoaue, ce Mpenopb4sa npekbesaHe Ha ynorpebara Ha
Humesymuj (BIKTe CeKLHA 4.6).

Aynun 100 mg tabneTkn cbbpka IaKT03a, CICHOBATEIHO TALIMEHTH ¢ PeIKH HACTIEACTBCHH npobaemMu
Ha FANGKTO3HA HENOHOCHMOCT, Lapp JlakraseH JebULMT MAK III0K030-TaTaKTo3Ha MatabcopOLms He
TpAGBa Ja IpHEMAT TOBa AEKapCTBO.

4.5 JlekapcrseHE B ApYTH GOpMH HA B3aHMOAEHCTBHE
CDagma&on HHAMWYHH B3aHMOgeﬁCTBH}I

Jpyry HecTepOMIHHE NpoTHROBB3nANNTeHA cpeactra (HCTIBC):

KomOuuarma Ha Humesynmun Tabnetkn (Brwkre cexuma 4.4.) ¢ APYTH HECTEPOHIHH
NPOTHROBB3NAIIMTEHH JIEKapCTBa, BKIOYHTETHO alEeTUICATHIAITORA KHCSTNHA, MPEAIHCBAHH B
MPOTHROBBL3NATATENHHA 1034 (>1g KaTO eAHOKpATeH PUEM WIH >3 KaTo IHEBHA [03a) HE Ce
MpenopsaBa.

KoptukocreporIH:
TTOBHILIEH PHCK OT CTOMALUHO-YPEBHO KbPBEHE IWIH 06pasyBane Ha a38H (BrkTe T. 4.4).

AHTHKOAryAaHTH:

HCTIBC Moxe Aa 3acHIIAT €EKTa Ha AHTHKOATY.IAHTHTE, KaTo Baphapis (Bikre pasaen 4.4).
TlaupenTH, TPETHPAHH ¢ Bap(hapHH, HITH MOAOOHH aHTHKOAry/1aHTH, Ca H3I0KSHH Ha TIOBULIEH PHCK OT
yC/IOKHEHHS ¢ KbpBeHe npH yrotpeba na HuMesynun. 3aTopa Ta3s KOMOMHALHA He 2 MPENopE4ea
(BIKTE CHILO ceKums 4.4.) H € IPOTHROMOKA3aHA NPH NAIHEHTH C OCTPH CMYIICHHA B
KPBBOCHCHPBAHETO (BIDKTE CBILO cekLmA 4.3). AKO KoMOMHALMATA He MOMKE J1a oObae m3beruara,
AHTHKOAryJaHTHATA AeHHOCT TpaGea ga Ghae credeHa oTOIH30.

AHTH-TPOMGOLMTHH ATEHTH H CENICKTHBHHA HHXMOKTOPH Ha 00paTHHs 3aXBaT Ha ceporonHHa (SSRI):
TOBMILEH PHCK OT CTOMAINIHO-UPEBHO KhpBeHe (BuxkTe pasaen 4.4).

JIHypeTHIMH, HHXHOGUTOPH HA ARrHOTeH3MH-KoHBepTHpama en3uM (ACE aHxHOMTOPH) 1 aHrHOTeH3UH 11
anrarovucTH (AllA):

HCTIBC moxe 1a HaManaT ehHKaCHOCTTA HA AHYPETHLIMTE ¥ Ha IPYTH JIEKapcTBa 33 KOHTPOIT HA KPBEBHOTO
Hanarase. [IpA HAKOH MalHeHTH ¢ HamMarena GsOpedna yHKUMs (Hamp. AeXHAPATHPaHH MAalHEHTH Wk
XOpa B CTapuecKa Bb3PacT ¢ Hapymena 656pevna yHKiHA), eHOBpeMenHMAT npyeM Ha ACE HHXHOHTOp U
MHXUOHTOPH Ha [IMK/O-OKCHTEHA3aTa MOTAT 3 I08eJAT 0 [POrpeciBHo BiloMiasade Ha Gx0peuHara
(yHKIHS, BRIFOUKTENHO IO BEPOATHOCT OT 0cTpa GBOpeuHa HeOCTATHYHOCT, KOATO OOMKHOBEHN.&
obparuma.

[MosBara Ha Te3H B3aHMOMIEHCTBHA ClleBa Aa c€ HMa MPeABH]I TPH NALKXEHTH, KOUTO TP. /k
npuemar Humesymun 3aeano ¢ ACE nnxuburopn wau AIIA. ETo 3amo Ta3u koMOAHAHAED
NeKapcTBEHHM HPOMYKTH TpA0Ba Aa ce aBa Ipe/Na3iuBo, 0cO0CHO Ha MANHEHTH B HATIfE
TMaupesrutre cenea aa 6baaT 06pe XMOPATHPAHHA H Ja CE AHATH3HPA HEOOXOMMMOCTY




npocieassaHe Ha O0peuynaTa (pyHKIM NPH 3aI0UBAHE HA CHBMECTHATA TepaltiA H SPHOIUTHO C1eA
TOBA.

DapMakOKHHETUYHH B3aUMoNeHCTRIA: BiHaHNe Ha HUMe3yiln BBpXY bapMaKOKHEETHKATA HA IPYTH
JE€KaPCTREHH NPONYKTH

Oypo3eMun:

Tpu 3upapw uEausuan Humesynun ramanssa edexra Ha Oypo3eMus BEPXY OTAETAHETO Ha HATPHI, W

B NO-MaJiKa CTETeH, BhPXY OTAENSHETO Ha KANHI U peAyLupa IHypeTHuHns edext. B pesyrrar sa

edHOBPEMEHHOTO NpHemane Ha Hremezynua 1 @yposemun ce uabmonasa HaMamsBale (¢ okono 20%)

na AUC, KakTo H Ic KyMyJIaTHBHOTO OTAeNsHe Ha Oyposemun, 6¢3 1a ce nopnmde Herorus GxOpeucH
' KJIHPBHC.

EnnoBpemensara ynorpeta Ha @yposemun 1 Humesynua tabneTky n3uckpa BHUMAHUE MDY TALMEHTH,

[PepA3NoNoXeHd KbM GROPETHH M CHPACHHM CMYILEHH, ONMCAHN B CEKLHA 4.4

Jiutwif:

VCTAHOBEHO €, e HECTEPOH/IHMTE NPOTHBOBLINANUTETHU CPEICTBA HAMA/IABAT OTHCNSAHETO Ha THTHHE,
B Pe3Y/ITAT Ha KOETO Ce MOBMINABAT [LTA3MEHHTE HHBA M TOKCHYHOCTTA Ha JTUTHH. Ako Humesyana
TalIeTKH ce TNpeAnHe Ha NaluueHT, [IOAIOKEH HA NHTHEBA TCpariis, KOHUCHTpAIINATA Ha JTUTHIA
TpsOBa peNOBHO Ja ce Mpoclieassa.

[otennansuTe hapMakOKHHETHYHY B3aUMOEHCTBHA C MIHOCHKIaMyu, TeodumiH, BapdapHH,
JMTOKCHH, [IHMETHAHH H aHTHAITMAHH cpeacTsa (Hanp. KoMOMHAUMS Ha aTyMHHUEB ¢ MATHE3HEB
XMAPOKCHI) CHILO ca H3cseaBaHH in vivo. He ca HabmoaapaHu HMKaKBY B3aHMOIEHCTBHA ¢ KITHHHYHO
3HAUEHHE.

Humesynua maxubupa CYP2CY. TInasMeHHTe KOHIEHTPALMY HA JIEKAPCTBA, KOHTO ca CyOCTpaTH Ha
TO3H SH3HM, MOTAT /1A C& YBENMUAT NPH eAHOBpeMeHHata ynorpeta ¢ Humesyimn tabnerkn. Tpsbsa 1a
ce OBBPHE CIEIHMATHO BHAManHe, ako HuMey/ i € M3N0/13BaH NO-Manko 0T 24 yaca NpejtH WM Cre
JIeyeHHe ¢ METOTPEKCAT, 3aI0TO CEPYMHOTO HHBO Ha METOTPEKCAT MOXNE A CC YBE/IH1H, a
CNEeAOBATENHO H TOKCHYHOCTTA Ha IEKAPCTROTO CHING MOKE A4 HAPAcHE.

3apaau edexta cu BHpXy GbOpeuHHTe NPOCTArIaHANHA, HHXHOWTOpUTE HA NPOCTArIAHIMHOBAT
cHHTE33, kKato HuMesynuj, MoraT Ja yBeaH4aT HehpOTOKCHYHOCTTA Ha LMKJIOCTIOPHHHTE.

(I)a[!MaJ(OKHHBTH‘-IHH B34MMOICHCTBHA, BAMAHNAE HA NPYTH JICKAPCTReHH NPOAYKTH BbPXY

dapmakoxuHeTHKaTa Ha Humesyana

Hacoiensanvs MH BUTPO [IOKa3BaT U3MecTBaHe Ha HuMesyama oT MecTara Ha CBBP3BaHE OT CTpaHa Ha
TONGYTaMHA, CANTHIAIIOBA KUCENHHA 1 BaaIpoera kucemuta. Ho Beripekn Bb3MOKeH eexT BHPXY
I1a3MEHHTE HHBA, TE3H B3AHMOICHCTRHA HE ¢a ¢ IOKA3aH0 KIHHHYHO THaYeHHe.

4.6 BpeMeHHOCT H KkpMeHE

Ynotpebarta na HaMesynua TabneTku e NpOTHBONOKA3AHA MPe3 TPETOTO TPHMECEUHE HA OpeMeHHOCTTa
{BikTe 4.3).

Moaobno Ha octananute HCIIBC, Humezynuya tabneTku He GHBA Aa ce MpyeMa OT JKEHH, ONHTBallH
ce jaa zabpemenenr (Bix. 4.4).

BL3penaTCTRAHETO Ha CHHTE3a Ha NPOCTATIAHINH MOXKeE J1a HMa HeTaTHBeH ed)eKT BEpXY
OpeMenHOCTTa H/WIH PA3BATHETO Ha IIONA.

Pe3ynTaTuTe OT enuAeMHOJIOTHYHY H3CHEIBAHMA NOKA3BAT MIOBHILICH PHCK OT CHIOHTA
ChpiiedHa Man(OPMais ¥ racTPOLIMIKC CIIEN H3NOA3BAHE HA HHXMOHTOP HA CHHTE3A
NPOCTArMAHNMHE B HAYAIHUA CTafAll Ha OpeMeHHOCT. AGCONKOTHHAT PHCK OT ChpAeY



¢e 1oBHIaea ot nof 1% 1o oxono 1,5%. Curra ce, ue pUCKBT C¢ YBE/IMUaBa ¢ YBCTHUABAHE HA N03aTa H
[PONBIDKHTETHOCTTA HA TEPANHUATA.

TIpH KHBOTHHTE PHEMAHETO HA HHXHOUTOPY Ha CHHTE3a HA NPOCTATNIAHIWH POROKHPA IOBHIIABAHE
Ha ApeI- H CJIE- HMILTAHTAIIMOHHATA 3ary0a i CMBPTHOCTTa Ha Iiojia. OceeH ToBa ce choduiara 3a
yeeTuded Gpoii ciIydan Ha paziuaHi MandopMaliy, BKTIOUHTEIHO ChPASYHO-CHIOBH, TIPH XKHBOTHH,
Ha KOHTO B IEPHOZA HA OPraHOTEHE3a ¢a MPH/I0KEHH HHXWOUTOPH Ha CHHTE3a Ha NPOCTarTaHInH.
HscreaBasnaTa Ha 3aiiiH M0KA3BAT ATHITHYHA PENPOAYKTHBHA TOKCHYHOCT (BEDKTE CEeKLIAS 5.3), HO
HAMA HA PA3ONOKEHHNE IOCTATHYHO JAHHM 3a ynotpebarta Ha HuMesysnun Tabnetkn o1 GpeMeHH#
#eHH, Taka ye NOTEHLMATTHUAT PUCK 33 XOPa He © YCTAHOBEH ¢ TOYHOCT, 3aTOBA He ce Mpenophypa
TIPEANHCBAHETO HA NeKAPCTBOTO Npe3 ITbPBHTE KBE TPHMEceTHS Ha GDeMEHHOCTTa, OCBEH B CIIYHaHTE,
KOTaTo € a0COMIOTHO HEODXORHUMO.

Axo Humezynua tabieTku ce #3M10/13Ba OT XeHa, KOSTO CE ONMTBA 13 3a9¢HE HIH 110 BpEME Ha MbPBOTO
1 BTOPO TPHMECEUMs Ha GpeMEeHHOCTTA, 103aTa M NPOIL/DKMTETHOCTTA Ha JIeYeHHe cie/Ba fa 6baar
BB3MOKHO HaH-MAJIKH.

I1pes TpeToTO TpUMECEeuMe Ha OPeMeHHOCTTA BCHYKH HHXMOMTOPH Ha CHHTe3a Ha IpoCTariatuH
MOraT s H3JTOMKAT

* IIOABT HA PHCK OF:

- cHpAcUHO-5eTOAPOGHA TOKCHYMHOCT (C NIPeXASBPEeMEHHO 3aTBAPAHE Ha BOTANOBKs KAHAIL H
OesronpolHa XUIIePTeH3Us );

- 6uOpeyHa auchyHKIMS, KOATO MOXE J1a MporpecHpa A0 6p0pedHa HENOCTATEYHOCT ¢
ONMrOXHAPAMHHOH (HEJOCTATHIHO KOIHIECTRO OKOIOIUTIORHH BOAK);

*» MaHKaTa ¥ HOBOPOJASHOTO, B Kpas HAa OPEMEHHOCTTa, Ha PUCK OT:

- BB3MOMKHO YIb/DKABAHE HA BPEMETO 34 KbPBeHe W aHTH-TPOMOOLIMTEH eeKT, KOHTO MOXKE Jia ce
NPOABH JOPH NPH MHOTO HUCKH JI03H;

- IOTHCKAHE Ha MaTOUHHTE KOHTPAKLME, KOETO BOXW 10 3aDaBiHe WM yIbDKaBAHe HA POLHIHHA
TIpOLiEC.

Eto 3amo Humezyaua TabneTky € TpOTUBONIOKa3aH [0 BpeME Ha TPETOTO TPHMECEUHE Ha
OpPeMEHHOCTTA.

Hama mapns gamy HuMezymig ce oTaena B MalfqHHOTO MJISKO.
HumMesyim e IpoTHRONOKA3AH NpH KbPMEHE (BibkTe cekiuu 4.3 | 5.3).

4.7 BansnHe BHPXY cnocofrocTTa 2a modrpane H padoTaTa ¢ MAINHHA

He ca mpoBe/ieHr H3CIeIBAHUA OTHOCHO edexta Ha HuMesylHa BBPXy ciocobHOCTTa 32 Wodupate 1
pabota ¢ mamuad. Ho naidedTH, IpH KOXTO ce Habmonasa 3aMasHOCT, BUSHE Ha CBAT MM ChHIUBOCT
cnen ynorpeGata na HuMesynua Tpabea aa ce BE3ABPXKAT OT miodupane U paboTa ¢ MalIHHH.

4.8 Hexkes1aHA JeKaPCTREHH PeaknHHA

a) O0mo onucanne

Kty MpoyYBaHMA H eMHAEMHONIOTHYHM JaHHH NOKa3Bar, ye ynorpebara Ha uaxon HCIIBC
(0coBeHo BBB BHCOKH [O3H H NIPH MPOALKHTEIIHO NPUIOKEHHE) MOxke Ja 6be cbp3aHa € ISk
TIOBHIIEH PHCK OT APTEPHATHH TPOMOCTHIHY CEOHTHSA (HarprMep MuoKapaeH UHapKT HIH HHCYIIT)
(miokTe cexima 4.4).

HiMa cpobleHns 38 €ieM, XMIIEPTEH3Us U Chp/ieYHa HEAOCTATEYHOCT BHB BPB3Ka C IPH/IOKEHHE HA
HCIIBC.

Jlox1aIBaHK ca MHOTO PEIKH CITydaH Ha KOXKHH PEaKLHH, BITIOUHTENIHO CHHAPOM Ha Stevens-Johnson
¥ TOKCUYHA eTHAEPMATHA HEKPOITH3a.

Haji-uecTo nabmogasaHunte HekeNaHH PEAKLMH €4 TaCTPOHHTECTHHAIHM TI0 XapaKTep,
IOABH NENTHYHA A3Ba, ephOpauHs WIH FACTPOHHTECTHHANHO KbpPBEHE, NOHAKOra dayy
TIpH DALMEHTH B HALPEIHANA BEIPACT, MOXKE 1a ce CIydM (BrkTe pasnesn 4.4).



CrobiaBa ce 3a yILEpaTHBEH CTOMATHT, rajeHe, NoBpbinaHe, adfoMuBanaa bosika, MeeHa, AMapus,
DraTyIeHIMA, KOHCTHIIAIMA, JHCTIENICHA, XeMaTeMe3a, eKzaniepbarid #a xonut H Gonect Ha Crohn

cien npHeM (BrokTe paznen 4.4).
Ho-panko ce Habmoaasa racTpyT.

6) Tabnnoa HA HeXKeTAHH JIEKAPCTBEHH PeakiuHi
HacToamuaT CIIMCEK ¢ HEXKeNaH# JIEKAPCTBEHH peakuH ce 6a3Hpa Ha NaHHK OT KOHTPOTHMpaHH
KIMHHYHH npoyuBanus (npubiauaureniHo Ha 7800 nalMeHTH), KAKTO W OT NTOCT-MapPKETHHIOBO
fpaydsaHe, KaTO MOAYYECHHTE PE3y/ITATH Ca KNACHPHUHPaHH N0 CNICIHHS HAYMH:

MHOTO dectH (>1/10); yectr (>1/100, <1/10), nevectu (>1/1,000, <1/100); peaxu (>1/10,000,
<1/1,000); MmHOoTO peaxu (<1/10,000), BRIIOUHATETHO H3OJHPAHH CYYaH.

Hapyuienua na Kpoema Penxn AreMus*
Eosunodunus*
Mmoro penku [TpomOOLTONECHHA
TTaspToneHus
[Typrypa
\Hapywietiua nie UWMyHRaGma cucmema Pemicu CBpBX4YBCTBHTETHOCT®
IMHOTO peaKH AnapHIaKCHA
Hapyuwienua na memadoauma u xpanenemoPsnxo XunepkataeMns *
Houxuunu napywienus Penku BesnokoiicTBo*
IsHepeeHocT*
KomMapu*
Hapyuienun na Hepeuama ciucmema Heuecti BamasHocT*
MHOr0 penkH nasoGonne
CBHIHBOCT
[Exuedanonarus (Curnpom Ha Peit)
\Hapyuternun na ovume Pemku 3aMbINeHO 3peHHe™
IMHOrO peaxH [Hapyiueso 3peHye
Hapywenus na yxomo u aabupunm Muoro penku BrueHe Ha CBAT
Crpoeunu napyuenusn Penxu Taxskapaus™
Codoeu HapywieHuA Heuectn Xuneprensua®
Pesxu KpreoH3nus™*
HecTabHIHOCT HA KPBBHOTC HamArane™®
OpellH BBIHA*
Pecnupamopnu napywenun CUECTH crHeg*
Meoro peakH ACTMA
[BpoHxocnazem
CrommuHo-upecHu Hapyuienun Yectn Jluapus*
Tanene*
Tloppeinaze*
HeuectH Banek*
DraTynenpa®
I"acTPOMHTECTHHATHO KbPBEHE
JlyoneHania s3pa H nepbopanus
Cromanisga a38a M niepdopariis
MHOro peaks Kopemun Gonku
acTpur*
Hucriericus
CToMaTuT
Menena
\XenamoGunuapru napyutenusn (BIKTe Hectn OBHIIEHH UePHOAPOOHH
4.4."Crienpanny NpeynpesxIcHia ¥ MepKH Muoro peiky Xenarut
3a ynotpeda') DynMUHAHTEH X
ciaAydan)
HsnTennua

Xonectaza




Hapywienua na Kodcama u ROOKOICHAM
preKan

HegecTH

IMpypuryc*
O6pHB*
Bacuneno #3noTaBaHe*

Pemiu

EputeMa*
epmaTuT*

MHoro peaku

Y prukapus

IAHTHOHEBPOTHYCH OTOK

Ulunes oToK

MynTudropMeHa epHTEMA

Cunnpom Ha Stevens Johnson
[TokcHMHE enuaepMaHa HEKpou3a

C Her3BecTHa

UToxanH3upaH KoKeH OOPHB OT JIeKapCTBa U

HgecToTa MeaMKkaMenTh (B, Touka 4.4)
\Hapywenun na Gv0peyume u nuxovynume Peaxu JTuzypus*
nvmua Xemarypus™
MEoro peaku brOpevHa HeNOCTATLYHOCT
Baapexka Ha ypuua*
Onarypus
HMuTeperuipanes He@pHT
O0mu HapywieHun HegecTn Enema*
Peaxn DUIHIECKO HEPA3MONOKeHHE™®

O6ma dusnyecka oTnaaHanoct*

IMHOrO peKH

A HIIOTEPMKA

*gecToTa, 0a3UpaHa Ha KIIMHHTHHATE
MpoyUBaHAR

CrobuasaHe Ha IOAO3HPAHH HEIKEIAHU PCAKIHH
CH0oGIIIaBaHETO Ha MOJ03KPaHH HEXKETAHH PEAKLIHH ClIE/ Pa3pelllaBane 32 ynoTpeOa Ha 1eKapCTReHHS
NpOAYKT ¢ paskHo. TOBa NO3BOJIABA Aa NIPOAREKH HAGMIONEHHETO HA ChOTHOMIEHHETO MOJ132/PHCK 32
NeKapcTBEHHA MPOAYKT. OT MeTHIMHCKHTE CIIELMATICTH Ce H3HCKBA Ja ChODIIaBaT BCsKa NOJI03HPaHa
HEXETAHA peaKius upe3 HAIlMOHATHATA CHCTEMA 3a chollllaBane: M3nbanyTe/Ha areHUMA no
nexapersata, yiu. Hamsan Tpyer Ne8, 1303 Codms, Ten.: 359 2 8903417, yeGeatit: www.bda.bg.

4.9 Mpexosmpane

CHMITTOMHTE CJIEI OCTPO NMPEEO3MUPAHE C HECTEPOUIHH TIPOTHBOEB3MAIATE/HH CPEACTBA OOHKHOBEHO
ce CBE/IAT A0 JIETAPIHs, 3aMasHOCT, rageHe, IOBpbhliaHe, DoJKa B eIMracTpuyMa, KOUTO 0 MPHHITHI
ca ofpaTHMH Cllell MEIHIIMHCKa oMo, Modke fa ce Hab/MIo1aBa FACTPOHHTECTHHATHO KbPBEHE.
M3BecTHH ca cyuad Ha XHIEpTeH3us, OcTpa GB0peuna HeJOCTaTEYHOCT, PECAHPaTOpHA JACTIPECHS H
KOMa, HO T€ Ca MHOT'O PS/IKO CPELIaHH. Y CTAHOBEHH ¢a M aHa(pHIAKTOHIHH PEaKLl|H CIel
TEPANEBTHYECH NPHEM HA HECTEPOHIHH NPOTHBOBE3MAIHTENHH CPEACTBA, KAaTO T¢ MOraT Jia ¢¢

Haﬁnfo,uaaa'r cae nmpeao3npaHe.

Cnej; Ipeo3UpaHe ¢ HECTEPOHIHH POTHBOBL3MATIHTENHY CPE/ICTBE, Ha TIalMeHTHTe TpsOBa 1a M
fBae oKa3aHa CHMITTOMATHHYHA M MEJMIHHCKA ToMonl, Hsma cnetpadianu antuaoTi. He chinecTByBa
uHBOPMALIHA OTHOCHO OTCTpaHssaHeTo Ha Humesyua 4pes XxeMoauanusa, HO OCHOBABAKKH C¢ Ha
BHCOKATA MY CTENEH Ha CEBP3BAHE ¢ TUIA3MEHH TIPoTeHHH (10 97,5 %), HiMa ronsma BepOATHOCT
IMaTH3aTa A2 € OT [10J13a NpH penozrpane. [IpeansBHKBAHETO Ha MOBPBLIAKE H/HIH AKTHBEH BBITICH
(ot 60 1o 100 g npu BE3pacTHH) W/WIM OCMOTHYHH c1abuTeIHK CpeicTaa MoraT Aa GbIaT NpeANmicaHH
Ha NAHEHTH 4 Yaca cie NOTTBIIZHETO, TIPH KOWTO ce HabNIoAaBaT ChbOTBETHHTE CHMITTOMM HIH KOUTO
ca MOeIH TOJAMa CBPhX103a. 3acHAcHaTa QHype3a, ANKaJIM3HpaHeTo Ha YpHHATa, XeMOAHAITH3ATa HITH

XeMorepdy2na MOraT Aa ce OKaxaT Ge3o/e3HH MOPaay BHCOKOTO MPOTEHHOBO CBBP3BAHE,
Br6peynara u ueproapobuara GpyHKuMs Tpabea Aa 6baaT HabmogaBanHk oTOMM30.

5 PAPMAKOJOIHYHHA JAHHN
5.1 ©®apmakogHHAMHYHH CBOliCTRBa
(DapMakoTepaneBTHYHA FPYHA:

ATC knacuburaums: MO1AX17




HuMesynnj e HecTeporaHO NpoTHBoBL3nannATento cpencteo /HCIIBC/ ¢ aHanreTHaHu 1
aHTHITMPETHYHH CBOHACTBA, KOETO feicTBa KaTo HHXHOHUTOP HAa €H3HMa HMKIIOOKCHICHA3a Ha
MPOCTAITIAHIHHOBAS CHHTES.

5.2 PapMakoKHHeTHUHH CBOHCTBA

Humesynuz ce abecopbupa no6pe, npuemaH nepopaiso. Crien efiHH4Ha 703a o1 100 mg HaMesynz
TIPY BH3PACTHHTE CE NIOCTUTA BHPXOBO [L1A3MeHO HHBO OT 3/4 ml/1 ciex 2-3 waca. AUC = 20 - 35 mg
h/L. He e HaOionaBasna HMKAKBA CTATHCTHYSCKH 3HAYHMA paziyKka MEKIMY TIOCOUCHHTE Pe3yITaTH H

tesd cien 100 mg, npreMany 2 MBTH ZHEBHO B IPOABDKEHHE Ha 7 AHH.

Cenp3sane A0 97,5% c nnasMeHH NpOTeHHH.

Humesynun ce MetaGonH3npa eKCTEHSHBHO B YePHHA P0G, clieBaikH MHOTOOPOHHH THTEKH, BKIL
Luroxpom P450 (CYP) 2C9 u3oeusumi. Taka uye HMa MOTEHLMANHA Bb3MOKHOCT 32 B3aHMOJEHCTBHE
HAa JIEKAPCTBOTO NPH eIHOBPEMEHHATA YNOTPeDa Ha JISKapCTBa, KOHTO ce Metabonmzupart upes CYP2C9
(B cexups 4.5). OCHOBHHAT MeTaGoNUT € napaxMAPOKCH ACPHBAT, KOHTO € ChII0 GapMaKONOTHYHO
aKTHBEH. BpeMeTo X0 NoABaTa Ha TO3H MeTaloJHT B LIPKY.JIaLiATa & KpaTko (okono 0.8 1ac), Ho
(opMHparaTa My KOHCTZHTA HE € BUCOKA M € SHAYMTEIHO NO-HHCKa OT abcopbupainara KOHCTAaHTA Ha
Humesynna. XuapoKCUHHMESYTHALT € eAHHCTBEHUAT MeTaboNuT, OTKPHT B [UTa3MaTa ¥ € MOYTH
U3HANo KoHIOTHpaH. /Tin/ e mexay 3,2 1 6 yaca.

Humesynuz ce eKCKpeTHpa TaBHO B ypHHATa /cpeatio 50% OT mpHeTaTa 1034/,

Camo 1-3% ce H3XBBpaA B HerlpoMeneHa opma. XuapOKCHHUMESY T, OCHOBEH MeTaCOMMT, ce
OTKPHBA CaMO KaTo Inokyposat. Oxomno 29% ot no3aTa ce eIMMUHKpA, el MeTaboau3npane BbB
dexanuuTe.

KureTHyHaTa KapTHHA Ha HUMe3yTHa ocTaBa HeNPOMEHEHA [1pH TIO-Bh3PACTHH [AlIHEHTH CIER
TipUnaraHe Ha HMHTCH3UBHKA H HEKOJIKOKPATHH JO3H.

B HHTEH3IMBHO €KCIIEPHMEHTAIIHO H3CIENBaHE, MPOREACHO MPH NALMEHTH C JIGKH JI0 YMEPEHH
Gr6peun yBpexnaHHua (kpeatHHuHoB ipEHe 30-80 ml/min), cpasHeHH ¢hbe 31paBi A00POBOIIH,
BBPXOBUTE MIA3MEHH HUBA Ha HUMe3yIHa B Ha OCHOBHHS MeTabONHT He ¢a M0-BHCOKH NpH
MaUHEHTHTE ¢ YBPEXKAaHHA, OTKOIKOTO pH 3apaente qodposonms. AUC u t/2 B ca 50% mo- Bucokw,
HO BHHATH B PAMKHTE Ha KHHETHYHHTE CTOHHOCTH, Habmogarany npu Humesynuy y 3apapx
YUACTHHIIH.

TIoBTOPHOTO IPHEMAaHE HE BOTH JO KyMyJIHpaHe.

Humesyiuz € NpOTHBONOKA3aH NPH NAIMEHTH ¢ 9e€pHOAPOoSHA HEAOCTATLYHOCT (BHk cekuad 4.3).

5.3 ITpeaxiuaMYHH JauBH 32 GezomacHocT

Bb3 OCHOBA HA KOHBEHLIHOHAIHMTE H3MWTBAHHA 32 hapMakonoru4Ha 6e30NacHOCT, TOKCHIHOCT CAC
MHOTOKPATHH AO3M, FEHOTOKCHYHOCT H KAPLHHOIEHEH MIOTEHIIHAN, NPEAKIHHHIHHTE JaHHH He
TOKA2BaT HHKAKBB PUCK 3a doBeka. [Ipy uscnenpaHHATa 38 TOKCHYHOCT Cliel, MHOIOKPATHH 1034,
HuMesynu nokassa racTpoMHTecTHHAIHA, GhOpeuna u yepHoapobHa TokcHuHoCT. TpH
H3C/TEBAHHATA 3& PENPOTYKTHEHA TOKCHYHOCT ca Hab/01aBaHy eMOPHOTOKCHYHH H TePaTOreHHH
edeKTH 1Ipy 3aiLy, HO He W NPH [LThXOBE, HA 03K ¢ HETOKCHYHO 34 MaHKara HHBO. [Ipn mibXxosete ce
uabnronasa yBEMIeHa CMBPTHOCT Ha HOBOPOJIEHHTE B PaHHHES CNIEAPOIM/IEH Nepuoa, a HuMeymun
OKAa3Bd OTPHLRTENEH €(eKT BBPXY ILICAOBHTOCTTA.

6. PAPMANEBTHYHN JAHHHU

6.1 Cnachk HA NOMOIIHATE BEUECTBA
Tabremcu:

HATPHEB AOKY3aT
XHAPOKCHIIPOMHILETYII034

J1IaKTO38 MOHOXHAPAT

MHKPOKPHCTATHA LeNyno3a

HATPHER HHIIEGCTEH TAHKONAT




XHMAPOTEHHPAHO PACTHTEIIHO MAaclIO
MarHe3ueB cTeapat

6.2 HecnBMECTHMOCTH
He ca u3BecTHH.

6.3 Cpox Ha rogHoCT
5 roaHHH.

6.4 CaennaiHH yc10BHA 3a cChXpanenue
To3u npoayKT He H3MCKBA CICLMATHY YCIOBHS 338 ChbXpaHeHue.

6.5 lanns 3a onakoBKaTa

Aynun 100 mg rabnerxu ce goctagd B PVC/amymunnii GmucTepy, nOCTaBeHH B KAPTOHEHA KYTHA,
chabpkama 6, 9, 10, 15, 20 win 30 TabneTku.

He BCHUYKH BUIOBE OMAKOBKHM MoraT Aa OpAaT mycHATH Ha rnasapa.

6.6. CuenMaJHn NpeANa3IHA MEPKA IPH H3XBbLDJsHE
HaMa cneuHanHiyd HIHCKBaHHA

7. MIPUTEKATEJN HA PASPEIIERHETO 3A YIIOTPEBA
Anmxennad ®apma Benrapus EQOJ]| 6yn. "Aced Hopaanos" 10, Codua 1392, bearapus

8. IPUTEXKATEJ HA PASPEIEHHETO 3A ITAPAJIEJIEH BHOC
“Becra Men” EQO/], yn. Kpuuo Cropuer Ne8, 5350 Tpapna, beirapus

9. PETHCTPAIIHOHEH HOMEP 9600168

10. JATA HA ITHbPBATA PETHCTPALIUSA/TIOJHOBABAHE HA PETHCTPAITUATA
13.08.1996
04.08.2008

11. HOCJHETHA PEJAKIIUS HA TEKCTA
01 FOnn 2022




