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Aymin 100 mg rpanyny 3a nepopaiiHa CycleH3us
Aulin 100 mg granules for oral suspension

KAYECTBEH H KOJIHYECTBEH CHCTAB
Besako cawe epabpaa 100 mg Nimesulide (Humesymua)

[ToMOLUHH BeLLIECTRA ¢ H3BECTEH e(eKT: 3axaposa
3a MBJIHUA CNUCHK NOMOLLHH BELECTBA, BHXK 6.1

JIEKAPCTBEHA ©®OPMA
['paHyJiH 33 nepopanHa CycrneH3us,

Kbat rpaHyaupad npax.

KJIMHUYHH JAHHH

TepanesTHYHN NOKAZAHHSA

Jleuenne Ha octpa bonka. (Bvxre T. 4.2 ).
[1tpeHuHa aHemeHopes.

Humesynun Tpsadsa na ce npeanucsa caMo KaTo NeYeHHe OT BTOPA JIHHHAL

Peiuenneto aa ce npeannime Humesynua TpsOea na ce OCHOBaBa Ha OUEHKA Ha OBILIMTE PHCKOBE
NPy OTAENHHS MalMeHT (BHxkTe T. 4.3 M T.4.4 ).

JA03NPpOBKA H HAYHH HA NPHJI0KEHHE

AYNHH rpaHysv TpsadBa Ja ce npuiara 3a Bb3MOMKHO Hal-KpaThK NEPUO/, OT BPEME, B 3aBHCHMOCT OT
KJTHHUYHATA CHTYaLHMS,

MunnmanHaTa edekTHBHA 103a TPAGBaA Ja ce NpHAara 3a Bb3MOXKHO Hali-KpaTkus MepHojl OT BpeMe,
34 1a €€ HAMANAT HEXEJlanuTe peakuuH (Buxre T.4.4 ).

MakcrMannaTa NpoALKHTENHOCT HA neveOHida kype ¢ Humesynua e 15 anu.

3a Bb3pacTHH:
Humesynua rpanyyiu no 100 mg aBa mbTH AHEBHO CIIEA XpaHEHE.

[laniMenTy B HanpeaHaia BB3pAcT: NP TAX HE € HeOOXOAHUMO 1a C€ HAMANSBA NHEBHATA 1034 (BIDKTE
T. 3.2).

Heua (non 12 roamruu): Aynud 100 mg rpaHyfid ca npOTHBOMOKA3aHH NPH TE3H NALHEHTH (BHKTE
CBLUO ceklms 4.3).

Mpagexu (or 12 po 18 roauum): Ha GasaTa Ha KUHETH4HMA Tpodmi np (HMTe M Ha
dbapMaKkoAMHAMHMYHUTE XapakTEpHCTHKH Ha Humesynup, ue e Heo HPQQ]%LHEI Ha
NO3HPOBKATA TIPY TE3H MALIMEHTH. oo ?-u_*”"-\_




4.3

kaupbHC 30-80 ml/min), nokaro Humezyaua rpanyan € npoTHBOMOKAa3aH B ClAy4dall Ha TeXkKa
OBOpeyYHa HEAOCTATEYHOCT (KpeaTHHHHOB KAupbHC < 30 mi/min) (BuxkTe T. 4.3 1 5.2).

IlausienTn ¢ HapywieHa 4epHosnpoOHa @yHxuusa: ynorpedara Ha Humesynun rpanyln ¢
NPOTHBONOKAZAHA [TPH MAUMEHTH ¢ YepHOAPOOHA HepocTaTbHHOCT (BrokTe T. 4.3 U 5.2).

Ha4yHH Ha [MPHJIOKEHHE

[TepopanHo npHIIOKEHHE.
['paHynute TpAGBa 1a c€ pa3TBOPAT B yallla ¢ BOAA.

HPOTH BONOKA3IAHHA

O

[TaneHTH CbC CBPbLXUYBCTBHTENHOCT KbM HUME3YNIUA HIH KbM HSIKOW OT €KCLUITHEHTHTE,

[laumeHTH ¢ aHAMHECTHYHHM [JaHHH 34 pEakUMH Ha CBPBXYYBCTBHTEIHOCT (Hamp.

OpOHXOCNa3bM, PHHHMTH, YPTHKApWA) KbM ALETHICATMIMIOBA KUCENHHA WIH KbM JpYTH

HECTCPOHUIHH TPOTHUBOBB3NANUTEIIHH JICKAPCTBECHU TTPOIAYKTH,

o [lauueHTn ¢ aHAMHECTMUYHH JAHHM 34 XENATOTOKCHYRU pPeakiH kbM Humesynng.

o EanospemenHo npunomxeHue ¢ Apyrd MOTEHUMANTHO XEMAaTOTOKCHUHH JIEKApCTBEHW
BELLECTBA.

O  AJIKOXO/IW3BM, IEKAPCTBEHA 3aBUCHUMOCT.

O AHaMHe3a 3a CTOMALIHO-4YPEBHO KbPBEHE WM nepdopauus, CBLP3aHH C NPEAHIIHA TeparHs
¢ HCTIBC.

O AKTHBHA 5I3Ba HAa CTOMAaxa WIH ABAHAACCETONPLCTHHKA WM aHAMHE3a HA PELiUMBUPAILA
93Ba/KPBROV3NHBYU HA/OT XPaHOCMMUNATENHUTE Opraiy (JBa WM TMOBEYE M3ABEHH Eeruzoia
Ha AokasaHO o0pa3zysasxe HA A3BA WIIH KbPBEHE).

HepeOpoBackynapHo KbpBeHe HIH APYro aKTHBHO KbPBCHE WM HAPYLICHHA CBBP3aHH <
KbpPBEHE.

[lanpeHTH ¢ TEXKH CMYLIEHHS B KPHBOCHCHPBAHETO,
[TanMeHTH ¢ TEXKKA ChpagyHa HEAOCTATHYHOCT.
[TanmenTu ¢ Texka OpOpeuna HeaOCTATLYHOCT.
YepHoapoOHa HEA0CTATHUHOCT.

[TaunenTH ¢ NOBUINEHA TeMIiepaTypa W/HUNH rPUNONOAOOHH CHMIITOMM,
Jeua non 12 roanuu,

Tpers TpuMecTbp Ha OpEMEHHOCTTa U NPH KbpPMEHeE (BUKTE T. 4.6 U 5.3).
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4.4 CnenHalHy npeaAyIpexICHAR H NPeANa3Hl MePKH NpH ynorpeda

Ennoepemennara ynotpeba na Humesynua ¢ apyrn HCIIBIT, sxuoudTeIHO LHKI0OKCHTIEHa3a-2
CENEeKTHBHH MHXHOHTOPH, e ce mpenopbuBa. B gombineHue no speme Ha feveHHe © Humesynun
nauMeHTuTe TPAOBAa 1a 61LAAT CHBETBAHHU Aa Ce BbL3ABLPKAT OT yroTpebata Ha APYTH aHAJIFeTHLH.

HexkenaHure snekapcTBeHHM peakuwM MoraT fga ObAaT HaMmajieHM KAaTo 33 KOHTPOJAMpAaHe Ha
CUMMNITOMUTE Ce ynoTpeOsBa BB3MOKHO Hail-HHUCKATa €(PeKTHBHA 03a 34 BL3MOXKHO Hal-KpaTbk
CPOK OT BpeMe {BWXKTE T. 4.2).

Jeuenunero TpabBa na Ovae npexpareHo, axo He ce HabMOAaBa NoJIOXKUTENEH eBEKT.

Hepnodpobnu peaxyuu

B peaku cnyqan e ycraHoBewo, ye Humesynua e cBBP3aH CbC cepHO3HM 4epHOIPOGHH peaxiuu,
BKJIIQUHTEIHO MHOTO PEAKU ciiyuad ¢ (paTancH u3xol (BHKTE Cbilo cexuus 4.8). Haunemu npu
KOWTO ce HaOmoAaBaT CUMNTOMH CBOTBETCTBAINM HA H4EPHOAPOGHO yBpe o

neveHue ¢ Humesynun (Hanp. aHopekcus, rapese, NOBPbILAHE, GONKM B
YPHHA) HIM NALKEHTH, YHHTO TECTOBE MOKA3BAT AHOPMAJIHA DYHKUMS Ha -
NpeKpaTaT nedeHWeto. Tesu mauueHTH He TPAGBa Ja ObaaT noanara) QBﬂ Ha ﬂeqema

Humesynna. Hma cnobuwienns 3a yBpeskaaHe Ha depHHs apob cne{u- 'f’rlco npuemaﬂq* Ha
JIEKApCTBOTO, B MOBEUETO Cilyyan oOpaTHMO. A S =/ A
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[Ipu nosuinaBaHe Ha TeMriepaTypaTa H/UIH [PH NOABA HA rpHACTIOAC0HN CHMIITOMH NPH THALMEHTH,
npueMaii Humesynun, teucHuero Tpadea a ce npexpaTH.

Facmpounmecmunannu pearuuu

CToMalIHO-YPEBHO KbpBeHe, oOpasyBaHe Ha fa3Ba M nepdopauusa: chobliaBa ce 3a CTOMALIHO-
YpeBHO KbpBeHe, 00pa3zyBaHe Ha A3Ba W MNepgopauus, KoATo Moxe Aa Obae daranHa npM BCHYKH
HCIIBC, no Begxko BpeMe Ha TepanuaTa, ¢ Wik 6€3 npeaynpeMTeIHE CUMIITOMH HIIH aHaMHE3a Ha
CTOMALIHO-UPEBHH 3a0019BaHHS,

PHCKBT OT CTOMAIIHO-YPEBHO KBbPBEHE, oOpazyBaHe Ha S3Ba WNU mepdopauus ce NOBHIIABA ¢
yBennuasane Ha 103ute Ha HCIIBC npu nauuenTu ¢ anamuesa 3a a38a, ocobeHo ako € yoIoKHEHa ¢
KPbBOH3JIMB HIH nepdopaudd (BHKTe pasgen 4.3) H NpU NAUKEHTH B HanpeaHaia Bb3pacTt. TesH
NaLMEHTH CNESABA 1A 3a10YHAT NEYCHHE ¢ Bb3MOKHO HAH-HHCKATa J034.

KomOuHupaHa Tepanusa ©bC 3alUMTHM areHTH (Hanp.  MH3OMPOCTON  WAM MHXMOHMTOPH Ha
MPOTOHHATA MOMMA) € MOAXOASINA 334 Te3H NMALMeHTH, KAKTO H 3a MNALMEeHTH, HY>KAACIH Ce OT
CBITBTCTBAILM MAJIKH O03W ACIIHPHH HA#¥ APYrd JIEKapCTBEHM CPEICTBa, KOMTO OMXa MOrnu jaa
MOBHILIAT CTOMALITHO~YPEBHAS PHUCK (BMAKTE Mo-gony U 4.5).

[latieHTH ¢ aHaMHE3a 32 CTOMALIHO-4YPEBHA TOKCHYHOCT, 0CODEHO B HAmpegHana Bb3PacT, CAeBa

Aa ChOOIIABAT 34 BCHUKH HEOOHUYalHH KOPEMHH CHMNTOMH (0COOEHO CTOMAIIHO-YPEBHO KBPBEHE) H
OCODEHO B HAYANTHUTE CTaIUH HA NNEYECHHUE.

CTOMAWHO-YPEBHO KbPBCHE HIIH 00pa3syBaHe Ha A3Ba / nepdopauqsa Moxe Aa CE MOABH MO BCAKO
BpeMe Ha JedeHHeTo ¢ WiIM ©0e3 npeaynpeaMTeSHH CHMIITOMHM WM aHaMHE3a Ha
TACTPOMHTECTHHAINHH 3a00NABaHKHA. AKO ce MOSABH CTOMALIHO-YPEBHO KbpBeHe WM a38a Humesynua
TpsabBa 12 Obae cnpgH. Humesynua ciiesBa na ce Npuiara ¢ NOBHIIEHO BHHMAHKE TIPH NAIMEHTH
ChC  CTOMAIIHO-4PEBHH  3a0ONdRaHMg, BKIIIOUMTEIHO AHAMHE3a 33  [IEOTHYHA  S3BAa,
racTPOMHTECTUHANIHO KbpBEHE, A3BEH KOJIMT unu Oonect Ha KpoH.

MNMampeHTH, NpHeMamy ChOBTCTRALLH MEAYWKAMEHTH, KOMTO OHXa MOTVIH [Ja MOBHILAT PUCKA OT
00pa3yBaHe Ha A3Ba HJIM KbPBEHE, KATO HAIp. MEpoOpaHH KOPTHKOCTEPOUIM, AHTUKOATYIAHTH KATO
BaphaprH, CETEKTHBHH MHXHUOUTOPU HAa OOpPATHUA 3aXBAT HA CEPOTOHHHA HJIM AHTH-TPOMOOLIMTHM
areHTH KaTO ACTIHPHH, CNEARA 1A OBAAT NOCHBETRAHM 4a ca BHUMATENHM (BKTe paszen 4.5).

[fpy nosiea Ha CTOMallHO-4PEBHO KbpBeHe WiH oOpa3yBaHe Ha S3Ba NMPH NALMEHTH, NPHEMALLH
Humesynua, neuenuero cnensa 1a ce NpeycTaHOBH.

HCIIBC cnenBa aa ce napat ¢ nosyilieHO BHHMAaHHE HA MAUMEHTH C aHAMHE3a 34 CTOMALLHO-YPEBHH
3a00/1ABaHHA (A3BEH KOAMT, OonecT Ha KpoH), Thil KaTo CbCTOAHUETO HM MOXKE 2 CE BIIOIUM ( BHXKTE
pazaen 4.8 — nexenany peaklyH).

[laumenTd 8 Hanpeanana BB3pacT: NpH [IALKMEHTHTE B HanpeaHana BB3pacT ce Habmonasa
yBE€NHYEHa 4YecToTa Ha Hexkenauure peakuud ksM HCIIBC, no-cnepuanHe cromaluizo-ypeBHO
KbpPBEHE W nepdopalua, KOUTO MoraT aa 6uaar dhatanuu (BrkTe pasaen 4.2).

CnefoBaTenHo € HeoOX0aUMO NOIXOAAIIO KITHHHYHO NMPOCASAABaHE.

Kapouosackynapnu u yepeopoeacky1apHu peakyuu

HeoOxoauMo € aa ce ocurypd noaxoaswo HaGmozeHWe W CHBET 33 nalUdeHTH C aHaMHe’a 3a
XWMEPTOHHS H/WMAM JIeKa A0 yMepeHa KOHMeCTHBHA ChPIAEYHA HEAOCTATHYHOCT, THH KATO HMMA
ChOOILEHHS 3a OTOUM H 33PBIKKA Ha TEUHOCTH, CBBLP3aHH ¢ Jieyendeto ¢ HCIIBC.

KnvHHYHM NpoyvBaHMA M eNMAEMHONIONHYHH JaHHH MoKa3ear, ye ynotpebata Ha uskod HCIIBC
(0c00eHO BBB BHCOKHM [JO3H W MPH NPOSBIKUTENHO NIPUIOKEHHE) MOXe 1a ObAe CBbP3aHa ¢ JEKO
MOBHIIEH PHCK OT apTepHanHu TPOMOOTHYHH CBOMTHA (HanpWMep MUOKapaeH HWHQapKT WIH

MHCYNT). HAMa AOCTaThyHO AaHHy, 33 Ja ce H3KII04M Takbs pHCK npH Humesy TN

.
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[TaLMeHTH ¢ HEKOHTPONMpPAHA XUNEPTOHHA, KOHFECTHBHA ChHPACUHA Hej qﬁﬂgf‘ra..yé*agﬁo&eua
HCxeMH4Ha Oonect Ha cbpueTo, 3abonsBaHe Ha NepudepHATE apTEPHA SHMIMT MO3bUHO-CEIOBA
GosiecT TpabGea aa ce nexysart ¢ Hume3ynua caMo ciien RHHMATeTHO 06Mj cﬁ_’ﬂ{aél ‘Takopa obMuGHsHE
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4.5

TpabBa aa ce npaBy NPeaH 3aM0YBaHE HA ABATOCPOUHO JIEYEHHE HA MALIMEHTH C PUCKOBH (aKTopH 3a

ChPACUYHO-CHAOBH  ChHOMTHA  (Hanp.  XMNEPTOHHA, XHMNEpPAMIHAEMHsA, 3axapeH  aualer,
TIOTIOHOIYIIEHE ).

Tei karo Humesynua moxe 7a noenMae Ha yHKUMATZ Ha TpomOouMdTHTe, TOH TpabBa na ce
U3M0/3Ba BHUMATENHO TMPH NALMEHTH ¢ XeMOparuvHa juarteza (Bwkre cbio cekudsa 4.3). Ho
Humesynua He € 3aMecTHTeNl Ha  auUeTMACANMUMAOBATZ KHCEIHMHA 34 ChpAedyHOCHAOBA
npogUIakTHKA.

bubpeunu peaxyuu
IIpy nauueHT ¢ OBOPEUYHO HNH CHPASUHO YBPEXKAAHE Ce M3HCKBA OCOOEHO BHUMAaHHE, Thii KATo B
pesyatatr Ha ynotpebara na Humesynup moxe na ce nabnwoaea enowaranHe Ha OwnOpeunarta

(pynrumns. B cayuaii Ha BrollaBaHe sieueHHeTo TPIOBa 1a ObAC NPeyCcTaHOBEHO (BHKTE CBLIO CEeKHMA
4.5).

Kooicnu peaxyuu

Muoro paako ce cho011aBa 33 CEPHO3HH KOKHH PEAKLMH, HAKOH OT TAX daTasiHu, KaTo ekcdonupall
NepMaTHT, CHHApPOM Ha Stevens-Johnson W TOKCMYHA €nMIepManHa HEKpPOJM3a, CBbp3aHH ¢
n3nonassaHero Ha HCIIBC (ewkre pasnen 4.8). [lo-Bucok puck oT Te3M peakudd ce Habmonasa B
Ha4yanoToO Ha TepanuATa, KaTO B MOBEYETO CAYYAH peakUHUsTa ce MpOsBSIBA B PAMKUTE HA ITLPBMS
Mecel, oT jevyedHeto. IlpueMbr Ha Humesynun cneasa [a ce mpeycTaHOBHM NPH MbPRA NOSBA HA
KOxeH oOpHB, paHW NO NUraBHiUaTa UK APYTH MPU3HALH HA CBPBXYYBCTBUTEITHOCT.,

Penpodyxmuenu fhyuxyuu
Ynorpebata Ha Humesynua Moxe ga yBpeaM penpoaAyKTHBHaTa GYHKIHA NMPH KEHH H HE ce
NpenopbYBa MPH JKEHH, KOWTO Ce ONMTBAT Aa 3a4eHar. 1lpu sxeHu, M3NUTBAIK TPYAHOCTH NpU

3aueBaHe WK NOANOXKEHH Ha H3cAe/BaHe 3a OE3MNOAME, € MPenopbUBa NPeKbeBaHe Ha ynoTpebara
Ha Humezynua (BuxTe cekums 4.6).

AymuH 100 mg rpaHynd Chabpika 3axapos3a ¥ CJAENOBATEIHO MALMEHTH ¢ PEAKH HACICACTBEHH
Npob/JeMM HAa HEMOHOCHMOCT KbM (PyKTO3a, MIIOKO30-ranakro3Ha ManaGeopbuns wnu cykpasa-
H30MAJITA3HA HEOCTATLYHOCT He TpAOBa a NpueMar TORA IEKApPCTBO.

BaaumonelicTeue ¢ APYru JJeKADCTBEHH NPOIYKTH H APYTR GopME HA B3auMOAeHCTBHE
PapmakogHHAMMYHE B3aHMOACHCTBHS

Hpyru HeCTepoHAHM NpoTUBOBb3nannTe HH cpeactea (HCIIBC):
Kombunauus na Humesynug rpanynu  (Bxre cekuus 4.4) ¢ ApyTH  HeCTepOMIHM
NPOTUBOBBINAIMTC/IHY JIEKAPCTBA, BKIIOYHWTENHO AUCTHICATHUMIOBA KUCEJIMHA, NPEINMCBAHU B

NPOTUBOBB3MNANHTENHH 1034 (> |g KaTO €THOKPATEH MNPUEM WIM > 3g Karo JHEBHa 103a) He ce
NpenopLyea.

Koprukocrepounu:
[ToByweH pHEK OT CTOMALIHO-YPERHO KbPBEHE WM 00PA3yBaHe HA A3BU (BHIKTE T. 4.4).

AHTUKOAryNaHTH:

HCIIBC Moke na sacunar edekta Ha aHTUKOArylaHTUTe, kato BaphapwH (BHXKTEe paznen 4.4).
[launenTy TpeTHpaHH ¢ BapdapuH, WiH NOACOHH aHTHKOAryJIaHTH, ¢a M3N0KEHH HA NOBHILIEH PHCK
OT YCIOXHEHHMA ¢ KbpBeHe upH ynorpeba Ha Humezynua. 3arosa Tasuy komMOuHauMg He ce
NpenopbuBa (BHKTE ChIUO ceKuus 4.4.) U € NPOTHBONOKA3AHA NPK NAUWEHTH C OCTPHU CMYILEHNMS B

KPBBOCBCHPBAHETO (RWKTE Cbulo cexuust 4.3). Ako KOMOMHAUMATA HE MOXE Aa Obje H36erHaTa
aHTHKOAarynaHTHara aeifHocT Tpabea na 6bae cieaena oT6Au30., - :

AHTR-TPOMOOLIMTHU ATEHTH M CENIEKTUBHK UHXHOUTOPY Ha OGPATHMA 3axBAT Ha,
DIOBHLIEH PUCK OT CTOMAILIHO-4PEeBHO KbpPBEHE (BinKTe paznen 4.4).



Huyperuiy, WHXHOWTOPU HA AHMHOTEH3MH-KOHBepTHpalud en3uM (ACE  uuxubuTopn) w
anruoressu Il antaronncru (AllA):

HCTIBC moke ga HamansT €(HKACHOCTTA Ha JHYPETHUUTE M HA JPYTH JIEKapCcTBa 3a KOHTPOJ Ha
KpLBHOTO HassraHe. [1py HAKOM MalMEHTH ¢ HaManeHa 6b0peyHa (yHKUMA (Hanp. AeXWapaTHpaHH
MAIHEHTH HAM X0pa B CTApUECKa BB3PacT ¢ HapylieHa ObOpeuHa QyHKUNS), AHOBPEMEHHUAT NPHEM
Ha ACE HHXHOHTOp W MHXHOMUTOPH Ha LIMKNO-OKCHI€HalaTa MOrar fa JOBeJaT A0 NMpOorpecupario
BIOUIAaBaHe Ha ObOpeunara ¢yHKUMd, BRIOUHTENHO [O BEPOATHOCT OT ocTpa Onbpeuna
HEAOCTATBYHOCT, KOATO OOMKHOBEHO € obpaTuma.

llosiBaTa Ha Te3W B3aUMOIECHCTBHA CleABAa a C€ MMa MpPeJABHA NMpU NALMEeHTH, KOUTO Tpabsa aa
npuematr Humeszynun saeano ¢ ACE uuxudburopn nmm AllA. Eto 3amo tain koMOuuauus of
eKapcTBeHM NMPOAYKTH TpAOBa da ce JaBa NpeanasyivBo, ocoOEHO HA MAllMeHTH B HanpeaHala
BBL3pacT. IlaumenTure crenpa Aa Obaatr Ao0pe xMapaTMpaHHU W a Ce aHATH3HPa HEODXOWMOCTTA OT

npociaeadaBade Ha OwnOpeuHara yHKLUHS NpU 3aN0YBAHE HA CHLBMECTHATA TEPANMA W NEPHORUYHO
CNES TOBA,

DapMaKOKHHETUYHH B3aUMONCHCTBHA: BAWsSHHWE HAa Humesynua_ BbpXxYy (apMakOKHHETHKATA HA
APYTU JIEKAPCTBEHHU NIPOJYKTH

DypozeMum:

[lpu 3n0paBn unauenan Humesynua namansaea edekta Ha Dypozemua BbpXy OTOENAHETO HA HATPHIA,
H B MO-MANKa CTEIeH, BbPXy OTACAAHETO HA KanHit ¥ penyuMpa JuypeTHYHHS eeKT.

B pesynrar na exHoBpemMeHHOTO mnpuemade Ha Humesynun u ®yposemua ce Habmonara
Hamanseare (¢ okosno 20%) na AUC, xakto # go kymynatueHoTO oTaensHe Ha Pyposemun, Oe3 na
CE NMOBAKUAE HErOBUA OBOpEUEH KIHPHHC.

EnHospemenHata ynorpeba Ha @yposemua W Humesynua rpaHysin U3HMCKBa BHHMaHHE NpU
MaLUMEeHTH, MPEAPasNoJoKeHH KbM ObOpEedHH U ChPICYHU CMYIUEHHSA, OTIUCAHH B ceKuus 4.4.

JuTHia;
VeTaHoBEHO €, Y€ HEeCTEePOMAHHTE MPOTHUBOBB3ANHTENHH CpPEACTBAa HAMANABAT OTAENAHETO HAa
JIMTHH, B PEIYNITAT HA KOCTO C€ MOBHIIARAT TUIA3MEHWUTE HMBA W TOKCHMUHOCTTA Ha JHTHIL. AKO

HuMezynaui rpadysid ce npeanyiuie Ha NAUMEHT, MOMANAMKEH HA JIMTHEBA TEpamnusi, KOHLEHTpALMATA
Ha JIMTUH TpsaOBa peOBHO Jia € NPOCASAABA.

INoTeHunandure (papMakOKMHETHYHW B3aHMOIEHCTBHA ¢ TiiMGeHKIamMua, TeopHnuH, Bapdapu,
AUTOKCHH, UMMETHIWH H aHTHAUMAHH CpeacTsa (Hamp. kOMOMHAUWS HA aMYMUHWEB C MarHe3HeR

XHAPOKCHI) ChILO ¢a u3cneABaHW In vivo, He ca HabmionaBaHd HHUKAakBU B3aHMOIESHCTBUS C
KJAMHHYHO 3HAYEHHUE,

Humesynun uuxubupa CYP2C9. [lnasmMeHuTe KOHLICHTPAUHH Ha JIEKAPCTBA, KOUTO ca cyGeTpaTy Ha
TO3W CH3UM, MOI'aT 1a e YBEJIMUAT NPH eaHoBpeMeHHaTa ynotpeba ¢ Humezynaun rpanynu.

Tpadsa na ce oObpHE crieHANHO BHUMAaHHe, ako HUMe3yniua € M3Mon3BaH no-mainko ot 24 uaca
NPEad WAM CNREA NIEUEHHE ¢ METOTPEKCAT, 3all0TO CEPYMHOTO HHUBO HAd METOTPEKCAT MOXKE 1a ce
YBEJIHYY, 2 CACAOBATEAHO H TOKCHYHOCTTA HA JIEKAPCTBOTO ChIUIO MOXKE 14 HapacHe.

3apaan edekra cv BbpXy OBOpeUHMTE MpocTarnaHavHH, YHXHWOMTOPHTE HA NPOCTANTAHAWHOBATA
CHHTe34, karo Humesynua, Morat sa yBenuvar HeQpPOTOKCUMHOCTTA HA LIMKJIOCTIOPHHHTE.,

(DAPMAKOKMHETMMHN _B3AMMOIEHCTBHS: BAMAHME HA JIPYTH JICKAPCTBEHH TPOAYKTH _BBPXY
(hapMakokuHeTKaTa Ha HuMe3ynuna

Mscnenpanus wH BUTPO noka3sat usMecTeaHe Ha Humesynun or mMectara Ha cebp3BaHe OT CTpaHa
Ha TonOyTaMu/, CalULHIOBA KHCG/IMHA M Ba/NpOEBa KHCENMHA. Ho ennp




4.6 MepTHINTET, OPEMEHHOCT H KbPMeEHE

4.7

Ynotpebata na Humesynua rpaHynu € DpoTMBONOKAazaHAa [IPE€3 TPETOTO TPHMECCUHE Ha
OpeMeHHOCTTA {BHXTE 4.3).

[ToaobHo Ha ocrananute HCIIBC, Humesynun rpady/in He 61MBa 1a ce nprAemMa OT XKeHH, OIMUTBALLH
ce na 3abpemenear (prk. 4.4).

BbanpenaTcTBaHeTO HAa CHHTE3a HA MPOCTarnaHAMHH MOXKe Aa UMa HeraTtuseH egeKkT Bhpxy
OpeMeHHOCTTa U/WITH Pa3BUTHETO HA NJ10A.

Pesynrarure oT €nMIEMHONIONHYHN H3CTEABAHMA MOKA3BAT MIOBHUILEH PUCK OT CROHTaHEH abopT W OT
ChpAeYHa MandopMals M TaCTPOCXMZHC 2JI€/l H3MOA3BAHE HA WHXUGMTOP Ha CHHTE3a Ha
MpOCTarnaHAHH B HayalHudg CT1aauMil Ha OpeMeHHOCT. AOGCOMIOTHUAT PUCK OT  ChbPACUYHM
MaspopMalnK ce noBHwara ot noa t % po okonc 1,5 %. CuuTa ce, Ye PUCKET CE€ YBEIHYARa C
YBENH4YaBaHe HA N03aTa K NPOAB/DKHTENHOCTTA Ha TEPANUAITa.

[lpu xuMBOTHMTE npueMaHeTO HA HHXMOMTOPH HA CHHTE3a HA IPOCTAINIAHAMH MPOBOKHpa
NOBUIIABAHE HA Npel- U Clle- UMILTAHTALIMOHHATA 3ary0a ¥ CMBPTHOCTTA Ha U10Aa.

Ocpen TOBa ce cpoOluaBa 3a yBeJIMUeH Opoi cliyuad HA pasiMuHK MANQOPMALMH, BIITHOUMTEHO

CbPACTHO-CHLAO0BH, IIPH XKHBOTHH, HA KOUTO B NEPUOAA HA OPraHOreHesa ca NpUAoKeHH HHXHﬁHTDpH
Ha CHHTC3a Ha IPOCTari1aHauMHH,

HscneapanuaTa Ha 3aiiuM NOKa3BaT aTHNWYHA PENpPOAYKTHBHA TOKCHYHOCT (BIXKTE ceklMst 5.3), Ho
HAMa Ha pasnoJioKEeHHe NOCTAaTbYHO NaHHM 3a ynoTpedata Ha Humesynun rpaHyad, or Opemensu
KEHH. Taka Y€ NOTEHUHAJTHUST PHCK 33 XOpa HE € YCTAHOBEH ¢ TOUYHOCT, 3aTOBa HE CE NPENopbuBa
MPEANHCBAHETO Ha JICKapCTBOTO Mpe3 MbPBUTE OBE 1pUMECCUUS HA OpPEeMEHHOCTTA, OCBEH B
ciiyyauTe, Koraro e abcontoTHo HeoOx0aUMo.

Ako Hume3synui rpaHysid ce 43no/n3Ba OT JKEHa, KOSATO Ce OMUTBA Ja 3a4YeHe WM MO BpeMe Ha

iI'LPBOTO H BTOPO TpHMeECeud Ha OpeMeHHOCTTA, J03aTa U NPOALIDKATETHOCTTA HA JIeYCHHE ClenBa
Ja ObJaT Bb3MOKHO HAN-MAJIKH.

[Ipe3 TpeToTO TpHMeceuHe Ha GPEMEBHOCTTA, BCHUKH MHXHOWTOPH HAa CHHTE3a Ha NpOCTarTaHIHHHA
MOT'AT Jd U3JT02KaT

¢ JUIOALT HA PHCK OT:

- CbpAeYHO- DenoapobHa TOKCHMUHOCT (c MPEeXKIEBPEMEHHO 3aTBAPSHE HA BOTANOBMS KaHam W
OenoapobHa xunepreH3usa);
- OBOpeyna nnchyHkuMs, KOATO MOKe Oa mnporpecHpa Ao OBOpeYHa HEROCTATHYHOCT <
ONMUTOXWIPAMHHOH (HEAOCTATHHHO KOAHYECTRO OKOJIOINOAHH BOAU);

® MaHKaTa M HOBOPOJEHOTO, B Kpasd Ha OpeMEeHHOCTTA, Ha PHCK OT:

- BB3MOXKHO YIBJDKAaBaHE HAa BPEMETO 3a KbpPBEHE M aHTU-TpoMOouMTeH edekT, KolTo MoKe fa ce
NPOSIBH IOPH NPH MHOTO HUCKH O03H;

- TIOTUCKAHE HA MATOYHHUTE KOHTPAKLMUH, KOSTO BOAM N0 3a0aBsHe WK YAbLMKABAHE HA POTHIHHS
npouec.

Eto samo HuMesynun rpanynm e npoTHBONOKa3aH Mo BpeMe Ha TPETOTO TPUMECEYHE HA
OpeMEHHOCTTA.

HaMma nannu aann Humesynna ce otaens B MaliqHHOTO MJISKO.
Humesynua € nMpoTHBONOKA3aH [pH KbpMeHe (BHikTe cexumuu 4.3 u 5.3).

Edexrn Bbpxy cnocofHOCTTA 32 Modgupane ¥ padoraTa ¢ MAIIMAH

CBHIIHBOCT ClleA ynoTpebara Ha Humesynuza Tpabea fa ce BBL3ABPRKAT OT
MAIIIUHH. /
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Hexe1aH# JJIEKAPCTBEHHN PEAKIIHH

a) O0mo onHcaHHe

KAOMHUYHE NMpOyYBaHUA M €NUAEMHONOrHYHK AaHHW MOKa3BaT, e ynorpedara Ha HAkoH HCIIBC
(0coDeHO BbB BUCOKH AO03H H MPH NPOILKHTEHO NPHIOKEHHE) MOXe Aa ObAe CBbP3aHa C JIEKO
MOBULIEH PUCK OT apTepHanHu TpomMOOTHYHM CcwOMTHA (HampuMep MUOKapAeH WHEGAPKT HIH
HHCYIT) (BHOKTE CeKuMsA 4.4).

Mma cpobiuerns 3a eaeM, XUNEpTEeH3UI M ChPAECYHA HEOCTATHYHOCT BLE BPL3KA C NPUIIOKEHHE Ha
HCIIBC.

JoxnanasaHu ca MHOTO PelkH caydal Ha OYJIO3HH KOXKHU pEaKlUMH, BKIIOUHTETHO CHHIPOM HA
Stevens-Johnson M TOKCHYHA enuEepMAalTHA HEKPOJIH34.

Hait-vecTo HabniogaBaHHTE HeXENaHH peakLHH ca FACTPOMHTECTHHANHM Mo Xapaktep. Moxe 1a ce
MOosiIBM NENTHYHA fA3Ba, Nepopallis HIH racTPOMHTECTHHANIHO KbPBEHE, TOHAKOTa daTanHu,
NpeaMHO NIPH NMaLKUEeHTH B HanpeaHana Bb3pacT. (BwkTe paznen 4.4).

CrobiaBa ce 3a ynuepaTHBEH CTOMATHT, FafeHe, MOBPbUIaHE, abaoMuHaiHa OO0JIKa, MeNeHa,
AHapHd, PnaTyNeHLHA, KOHCTHNAUMA, JUCTIETICHA, XeMaTeMesa, ex3auepbaups Ha KOJIMT U BonecT Ha
Crohn cnea npuem (BuskTe pasaen 4.4).

[lo-paako ce HaOMOAaBa racTpMT.

0) TabaHna HA HeXKENAHH JIEKAPCTBEHH PEAKIIHH

HacToAmAT CIMCBK ¢ HEKE/IAHH JIEKAPCTBEHH peakuMH ce 0asHpa Ha JaHHH OT KOHTPOMHpPaHH
KJIMHHUYHU TIpoyuBaHMs (npuOnuzutenHo Ha 7800 maumeHTH), KAKTO M OT MOCT-MAPKETHHIOBH
HabJI0AeHNUA, KATO YECTOTHTE Ha A0K/IAABAHE Ca KIACH(HLIMPAHH 11O CASHHS HAYUH:

muoro uectu (>1/10); uwectn (>1/100, <1/10), neuectu (>1/1,000, <1/100); peaxu (>1/10,000,
<1/1,000); muoro peaxu (<1/10,000), BKIIOYHTENHO H3ONUPAHU CTYYAM.




Hapywenun na kpwema Peakn AHemus*
Eosunodunus*
Mnoro peakd | TpoMmMOouudTONEHHA
[laH1IMTONCHUA
[ypnypa
Hapywenua na umynnama cucmemaq Penaku CBPBXUYBCTBUTENHOCT®
MHoro peaku | AHadunakcus
Hapywenua na memaborusma u Penku Xunepkannemus®
XPAHENEmo
Hlcuxuynu napymenun Peaku besnokoiicTro™*
HMsHepBenocT*
Kouimapu*
Hapywenun na nepenama cucmema Heuectn JaMaaHocT*
Muoro peaku | [naBobonue
ChbHIHBOCT

Exnnedanonarus (Cunapom Ha Peif)

Hapywenun na ouume

Penku

3aMBIrjI€HO 3peHue™®

MHoro peaku

Hapyweno 3penne

Hapywienun na yxomo u arabupunma

MHoro peaku

BueHe Ha eBaT

Cvpoeunu napywenusn Penku Taxukapaus™
Crvoosu napyuienun HeuecTu XunepreHsua*
Peaku Kpteouzniup*
HecrabunHocT Ha KPBBHOTO
HansaraHe®*
["opewuy poaun®
Pecnupamopnu napymenun HeuectH Jcnuen®
MHoro peakn | Acrma
bpoHxocna3zsM
Cmomamno-uypesnu napymenun YecTH Huapna*
['aneHe*
IToppbiane*
Heuectu 3anek™
DOnatyneHumg™

["'acTpOUHTECTHHANTHO KbpPBEHE
HAyoneHanua 138a u nepdopaims
Cromamna s3ea v nepdopaums

MHuoro peakn

Kopemuu Gonkn
[acTpuT*
Iucnencus
Cromarur
Menena
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Xenamoburuapnu nHapyweHun YecTu . TToBUEeHH YyepHOAPOOHH CH3UMH *
(BrxTe 4.4.”CneunaiHi
MpeAyNpeKICHHA H MEPKH 3a
ynorpeda”)

MHoro peakn | Xenarur
PyIMHHAHTEH XeNaTHT
(BKJ. CMBPTHH Cy4aH )
Kbatenunua

| Xonecrasa

Hapywenua na xoxcama u HeuecTu [Npyputyc*

ROOKOMCHAMA NTBKAH O6pus*

JacuseHo H3NOTsBaHe™
Penku Epurema*

Hepmarur*

MHoro peaky | Yprukapus
AHCHOHEBPOTHUYEH OTOK
JInuer oTok

Myntudopmena epurema
Cungpom Ha Stevens Johnson
TokcHYHa enuaepMaiHa HEKpOn3a

Hapywenun na 6vopeyume u Peaxu Huszypus*
RUKOYHumME HbmMulia Xemarypua*
MHuoro peakd | brOpevHa HepOCTATEUHOCT

3aapikka Ha ypuHa*
Onurypud

HMuTepcTHunanes nedpur

Obwu napyuenun Heuectu Eaema*

Peaku Ou3nuecko Hepa3noNoKeHUE™
Obuia duzmuecka ornaananoct*
MHOrO pefkH | XunorepMHA

*uecToTa, Oa3MpaHa Ha KIMHHYHHTE
NPOYyYBaHHs

CrofluapaHe Ha NOAO3KHPAHH HEXENAHH PEAKLHH

Cro0liaBaHeTO Ha MNOAO3MPAHHM HEXKEJAHHM PEAKUMH cien  paspeliasade 3a ynotpeba Ha
JIEKAPCTBEHHA NPOAYKT € BAXKHO. ToBa No3BonsaBa Ja NPOABIXKH HAOMIOACHUETO HA CHOTHOWIEHHETO
MoJ3a/PHUCK 32 NEKAPCTBEHHUA MPOAYKT. OT MEAMUHHCKHTE CNEUHAIMCTH CE M3MCKBA Aa C¢hoOI@aBaT
BCAKA NOAO3HPAHA HEXENTAHA peaKUMA 4pe3 HALIMOHANMHATA CHCTeMa 3a crobluasane: Msnbiaurenya

arcHuMsa no Jjexapcreara, ya. Jlaman I'pyes Ne8, 1303 Codws, ten.: 359 2 8903417, yeGceaiit:
www bda.bg.

Hpexoinpane

CuMaTOMHTE CNEA  OCTPO MpEeo3HpaHEe 2 HECTEPOUAHM NPOTHBOBL3NAIMTEIHE CpecTBa
OOMKHOBEHO Ce CBEX[AT A0 JIeTaprus, 3aMasHOCT, rajeHe, NOBpblLaHe, GONKa B EMHracTpHyMa,
KOMTO 110 MPHHUHN <¢a oOparuMd ciiel MeZHUHHCKa nomowl. Moke 1a ce nHaGmogasa
FaCTPOMHTECTHHANHO KbpBEHE. FI3BECTHH ca c¢iyyad Ha XHMNepTeH3usa, ocTtpa 6nOpeyHa
HENOCTaTbYHOCT, PECNUPATOPHA JENPECHA H KOMA, HO TE Ca MHOIQ PAAKO CPELLAHH, Y CTaHOBEHHU Ca
H aHA(UNAKTOMIHH PEAKUHH Clell TEParleBTHYEeH NPHEM Ha HECTSPOMIHH MPOTUBOBBLIMANMTENHH
CPeACTRA, KATO T€ MOTaT Aa ce HaONMIOABAT CJIC/l Npea03UpaHe.
Clien npesiozupaHe ¢ HECTEPOWIHH MPOTHBOBB3NATUTE/IHH CPECTBA, HA NAUMEHTUTE:
Oblle OKaszaHa CUMOTOMATH4HA M MEOWLMHCKA mnomom, Hama cneunduvng: &
CbUICCTBYBA HH(OPMALMA OTHOCHO OTCTPaHABAHETO Ha HuMesynun upes;
OCHOBaBalKM C& Ha BMCOKAaTA My CTETEeH HA CBBP3BAaHE ¢ MNIA3MEHH TIpoTenHA g 97,5 7% _

ia ospravie

ronsgma BePOATHOCT AMAJIM3ATA Aa € OT 11013a NpH npeaosupane. [IpeausBUKBAHE
W/WJIH aKTHBEH BbrieH (oT 60 no 100 g npu BBL3PACTHH) M/MIM OCMOTHYHH & E[ﬁﬁ:r@gj}l‘jﬂ cpeacTpa-

MoraT Aa ObAaT NPEANHCaHK Ha nauMeHTH 4 yaca ciell MOMTbLIAHETO, NPH KOUTO ce Rabmonasat //
N, e SRR
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ChOTBETHHTE CHMINTOMH HJIH KOHTO Ca [MOESIM rojgMa  CBpPbXZ03a. 3acuneHaTta AHypesa,
ANKATH3HPAHETO HA YPHHATA, XEMOAUANM3ATA UITH XeMonepdy3Hd MOrar Ja ce OKakaT Oe3noyesHu
Nnopaayd BUCOKOTO NMPOTEHHOBO CBbp3BaHe. brbpeuHara U yepHoapoOHaTa GyHKUMA Tpabea ga GbaaT
HaOrOaaBaHU OTOMH3O.

3 @®APMAKOJOI'HYHH JAHHHU
5.1 PapMaKOAHHAMHYHH CBOHCTBA

dapmakoTepaneBTHYHA rpyna.
ATC knacudukauus: MOTAX17

Humesynua € HecTepoMZHO MpoTHROBB3NANMTeNHo cpeacreo /HCITIBC/ ¢ ananretwunu w
AHTUITMPETHYHHA CBOMCTBA, KOETO JEHMCTBA KATO HMHXWOUTOP HA €H3MMa LMKIOOKCHreHas’a Ha
MPOCTarJaHJAHHOBHA CHHTE3.

5.2 PapMAKOKHHETHYHH CBOHCTRA

Humesynun ce abcopbupa nodOpe, npueman nepopanuo. Cnen eaunuvysa noza or 100 mg
HuMesynun npu BB3pacTHUTE C€ MOCTUra BBPXOBO miazMeHo HUBO oT 3/4 ml/l cnen 2-3 waca. AUC
=20-35 mg h/L. He e HabmoaaBaHa HUKAKBA CTATHCTHYECKH 3HAYHMA PAIMKA MEXAY NMOCOUYEHHTE
pesyatatH H Te3d cien 100 mg, npueMaHH 2 MbTH AHEBHO B NPOAL/PKEHHE HA 7 IHM.

Cebpssane 10 97,5% ¢ nna3sMeHH APOTEHHM.

Humezynua ce MeTabonusHpa €KCTEeH3UBHO B YepHHUA APob, crneaBaiiki MHOrOOpoHM MbTHLLA, BKII.
Huroxpom P450 (CYP) 2C9 m3oewsumu. Taka 4e wuma nNOTEHUHAJHA BL3MOXHOCT 34
B3aHMOICHCTBHE Ha JIEKapCTBOTO MPH €JHOBpPEeMeHHaTa ynotpeba Ha NeKapcTBa, KOHMTO e
merabonusupar upes CYP2C9 (Buxk cexuma 4.5). OcHoBHMAT MeTabONNT € MapaXuapoKCH JEpHBAT,
KOUTO € Chbie (apMakonorHyHo aKkTHBeH. BpeMeTo 10 nossaTa Ha TO3H MeTaGOANHT B LMPKYJIaLAgTa
¢ kparko (oxkono 0.8 4aca), HO dopMuUpaIlaTa MY KOHCTAHTA HE € BHCOKA U € 3HAMMTEIHO MO-HHUCKA

ot abcopbupalliaTa koHcTaHTa Ha Humesynna. XuapokcHHUME3Y IMIBT € €JMHCTBEHUST MeTaboNuT,
OTKPHT B MJIA3MATA H € NOUYTH H3LAJI0 KOHIorupaH. /Tyw/ € mexay 3,2 n 6 uaca.

Humesynun ce ekckpeTnpa IIaBHO B ypHHaTa /cpeado 50% ot upuerara noza/.
Camo [-3% ce U3XBBbp/IA B HenpomeHeHa (opmMa. XUIAPOKCMHUME3YIIHA, OCHOBEH MeTabonuT, ce

OTKPHBA CaMO KaTO rmiokypoHat. Okono 29% ot nozata ce eMMMUHHDA, clel MeTa0oIU3HpaHe BLE
(pexanuure.

KuHeTHUuHaTa KapTHHa Ha HHMEB}’J’IH,[[ OCTaBa HENpOMEHCHA MpH TO-BB3PACTHHM TMAUHEHTH Ccle,
rnpyrjiarane Ha HHTECH3HMBHU H HCKOJIKOKPATHY J03H.

B WHTEH3UBHO €KCMEPHMEHTANIHO U3CJIEABAHE, MPOBEACHO NPH DALUMEHTH C JIeKH 10 YMEpeHH
ObOpeuHn yspexaanua (kpeaTnHHHoB knupbHCe 30-80 ml/min), cpaBHeHH cbe 3apask R0GPOBOILM,
BbPXOBHTE MNa3MeHM HuBa HAa Humesynua v Ha OCHOBHMS MeTaDONUT He ca [M0-BHCOKHM NpH
MALUKUCHTHTE C yBDPEKAAHHA, OTKOJIKOTO TIpH 3apaute gobGposonud. AUC u t1/2 B ca 50% no-
BHCOKH, HO BHHArd B pAMKUTE Ha KHHETHYHHUTE CTOHHOCTH, HabmogasaHu npH Humesynun y sapasu
YHaCTHHULH.

[10BTOPHOTO NpHEMaHe HE BOJH 0 KyMYIHpaHe.,

Humesynua e npoTuroniokasad npy nauyMedTH ¢ YepHoapodHa HEAOCTATHYHOCT (BH}I{ CEK[IHH 4. 3)

%\Nﬂ N0 ..
53  Nlpeaxinnu4HH ganny 3a GezonacHoct ‘5’ ’%.J \

11111

Bb3 OCHOBA Ha KOHBEHUMOHATHWTE H3MKTBaHUs 3a apMakoJorH4Ha 6630TI&CHO¢T TDKGHHI;LOC’F
CJie]l MHOrOKPaTHH 1034, TCHOTOKCUMHOCT H KAPLHHOIEHEH MOTEHIIHAIL, npe,mfnuu\utmm ,uau}m HQ
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6.1

6.2

6.3

6.4

6.5

6.6

HOMEP HA PA3PEINIEHHAA 3A YIIOTPEBA

MOKa3BaT HUKaKbLB puck 3a yoseka. [lpu uzcnenBanuATa 3a TOKCHUHOCT CJig/i MHOTOKPATHH J03H,
HuMe3ynia nokassa racTPOHHTECTHHANTHA, ObOpewna # yepHoapobHa TOKCHMYHOCT.

[Ipu wu3cnenpaHMsaTa 32 penpoOAYKTHBHA TOKCHYHOCT ca HabmomaBaHu eMOPHOTOKCHYHH H
TepaToreHHu e(ekTH npu 3aiily, HO He ¥ NPY MNbXOBe, HA JO3H C HETOKCHYHO 3a MaiiKata HWBO.
[1p# nnbxoBeTe ce HabnroAaBa yBEJHUYEHA CMBLPTHOCT Ha HOBOPOJEHHTE B PAHHHA CISAPOAWIESH
nepmnoa, a HumMesynua okassa oTpulUaTesicH epekT BEPXY NIOAOBHTOCTTA.

DAPMAIEBTHYHH JAHHHU

COHMCHK Ha IOMOIMHHATE BellleCTBA

MAaKpOro/LEeTOCTEAPHNOB ETEP
3aXdapo3a

TAMOHEHA KHCenHHa 0e3s0oaHa
LIAPEBUYHO HHINECTE

TEYHA [JIIOKO3a

NOPTOKANOBE ECeHLIHA

HecLBMECTHMOCTH

He ca u3pectHu.

Cpok Ha roaHocT

5 rOAUHH.
Cneuna/jiin yca0BHA 34 CHXpPAHECHHE

To3u nekapcTBEH NMPOAYKT HE H3HCKBA CNIELMATIHH YCAOBUA HA ChXPAHEHHE.
CbxpansBaiTe NEKAPCTBEHHA MIPOAYKT B OPHIHHAIHATA OITAKOBKA.
Ha ce u3rmon3ea He3abaBHO Clie/] OTBApAHE.

Bua H chabpKaHHE HA ONMAKOBKATA

Aynun 100 mg rpadynd ce aoctaBs B JIaMHHUPAHO (ATyMHHWI/XapTHA/MONMETHNEH WIH
anymuHui/xaprus/nonuwernned/Surlyn) caiue.

Caiuerara ca NOCTABEHH B KAPTOHEHA KyTHA X 6; X 9; x 14;x 15; x 18; x 30.

He scHuki BUIOBE ONIakOBKM MOTaT a ObJAT MYCHATH B Npoaaksa.

CHennaInH NpeanazHu MepKH NPH H3XBLPJIAHE

Hama cneyanuy vzuckBaHKs.

INPHTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

AHmxenunn ®apma brarapua EQO/]
6yn. “Acen Hopaanos” 10

Codis 1592, buirapus

Ten.: +35929751395

Maxc: +3592971 5745

9700287




9.

10.

HATA HA ITBPBO PA3ZPEINIABAHE/IIOJHOBABAHE HA PEINEHHETO 3A
YIIOTPEBA

15/05/1997
04/08/2008

[MOCJETHA PEJAKITHA HA TEKCTA

07/2020
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