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1. HME HA JEKAPCTBEHHMAT NPOAYKT PaspeieHue N_ﬂ

5/ Fh p- 16 53

Hypogen sa IOnomu Ioproxan 100 mg Mexu Kancy. 3a XeBGHE o e ... /0712 m /

Nurofen Junior Orange 100 mg chewable capsules, soft e e

2. KAMECTBEH H KOJTHYECTBEH CBCTAB
Besxa Mexa kancyna 3a aeBueHe ceaspka Hoynpoden (Jbuprofen) 100 mg

IToMOLOHH BelecTBa ¢ H3BECTHO ACHCTBHE:

roKo3a 358,3 mg 3a kancyna 3a AbBuEHE

3axaposa 251,6 mg 3a kancyna 3a JEBYCHE

coes netmTHH 0,012 mg 3a kancyna 3a AbBUCHE
Harpaii 0,027 mg (0,001 mmol) 33 xancyna 3a TeBYEHE

3a TBIHMA CIHCHK HA MOMOIIEHTE BEINECTBA BYDKTE TOYKE 6.1

i JEKAPCTBEHA ®OFMA

Kancyna 3a aAnBueHe, Meka

Opamkepa, KBaZpaTHa, MEKa KEIATHHOBA KamCyia 3a ALBYeHe, ¢ O HaJIMC oT efHara crpada “N100”.
O0HHaifHHTE pasMEPHTE HA MEKATA JKEATHHOBA Kalicyna ca NpRGIHsHTeNHo 5 a0 8 mm mupHHa |
npuGanzmETenHo 15 xo0 17 mm IeNKHHA N0 AMATOHATIA.

4. KJIHHHYHH JAHHH
4.1, TepaneBTHYHH NOKA3AHHS

Tosu nex BEH I KT € NOKa3aH 3a aera ¢ Terno ot 20 kg (7 ro. Ha Bhapact) mo 40 kg (12
TOJHIIIHA

3a nonikaBaHe Ha BUCOKA TEMOEparypa 1 o0nexiaBaHe Ha CHMITTOMHTE HA MPOCTYA H [PHII, H JIEKA A0
yMepeHa Golka kaTo BEp3NaleHo [BpIo, 3500000, 6onka B ymuTe, riasofonue, IEKH HApaHABaHHA H
HABAXBAHHA.

4.2. J03HpoBKa H HAYMHH Ha MPHIGKEHHE

O3HPOBKA
Camo 3a Mepopaiao NpilokeHne H KpaTKoTpaiina ynoTpeba.

Hexenannre peakuus Morar Aa GBAaT CBEACHH 10 MHHHMYM 4pe3 ynorpeba Ha Hait HEcKaTa e(peKTHBHA
7033 33 BB3MOXHO HAH-KPaTKo BpeMe, HeoGX0aMMo 3a ORIaJABAHE HA CHMITTOMHTE (BIXK T.4.4 ).

JozupoBkaTa Ha HOynpodeH pH AelA € COope TEIECHOTO TEMNO, KaTo npasuao oT 5 ac 10 mg'kg
TEJIECHO TEr7I0 KAaTo eAMHHYHA 1033, MakcuManHara aHeBHa no3a Hypoden 3a FOHoww Ioprokan 100
mg MEKH Kancynu 3a gppyeHe € 20-30 mg/kg Tenecuno terno. IlpenopbyUsanara AHEBHA 1033 MOXE A2
6B/¢ NOCTHTHATA KAKTO CleIBa:

TeJsecHo TErJIo Ha BoipacT (roanHm) Enunuyna no3a Makcumaana
netero (kg) AHEBHA 1032
20-29 7-9 200 mg nbynpoden wﬂmﬂmfkg




(ceoTBeTCTBAIM HA 2 | (CHOTBETCTBAIUM Ha &
KATCYNIH) KaICYJIH)

3040 10-12 300 mg ubynipoden 900 mg ubynpoden
(cvorBercTBamH Ha 3 | (choTBeTCTBAmY Ha 9
KalcyH) KaTCcyJH)

OtaennnTe Bo3H TpAGBa Aa ce MpWIAraT NpHONHIMTENHO HA BeekH 6-8 Yaca (MITH MEHHMYM OT 6 4aca
MEKIY BCIKA 103a) aKo € HEOGX OMHMO.

Ja ne ce y3anon3sa npy Aena noj 7-roAMIIHA BEIPACT MM MpH Jeua ¢ Tero non 20 kg.

AKO TIpH JIelia TO3H JIEKapCTBEH IIPOAYKT € HeoOX0MHMO 13 ¢ M3MON3Ba 33 MOBeYe OT 3 IHH HIH
CHMIITOMHTE CC BIIOIIAT, Heoﬁxomma € KOHCYIITaluA ¢ nexap.

Crenunaany rpyny NanHenTH

B16pedHa HENOCTATRIHOCT:

He ¢ Heo0X0AHMO NOHHKABAHE HA /103ATa NIPH NAMHMSHTH C JIEKO [0 YMEPEeHO HapyllieHHe Ha 6nbpeuHara
GYHKINA (33 NAHEHTH ¢ Texka GhOpedHa HEAOCTATHYHOCT BE T. 4.3).

YepHoapobHa HEIOCTATHYHOCT:
He e HeoOxoAMMO NOHMKABAHE HA J103ATA NPH MALMEHTH C JIEKO 0 YMEPEHO HapylIeHHE Ha

gepHONpoGHaTa HYHKLMS (33 MALMEHTH C TEXKA YepHOIpoOHa HEAOCTATEIHOCT BX T. 4.3).

HauuH Ha npHnoxeHHe
3a mepopanHoO NPHAOKCHHE.

To3u nexapcTner NPOAYKT TpaGBa Aa ¢e cAbBYE Npean nornpane. He e neobxonumMo ma ce mpuema ¢
BoAA.

43. lpoTuBOMOKa3aHMS

b4 CBp’BX‘IyBCTB]‘lTeJIHOCT KBbM aKTHBHOTO BEILIECTBO HITH KBM HAKOE OT NOMONIHHTE BCIECTBA,
130poeHH B Touka 6.1.

. TanueHTH ¢ aHaMHe3a 38 PEaKIHH HA CBPBXIYECTBHTENHOCT (HAMp. acTMa, PHHHT,
aHTHOENIEM HIH YPTHKAPHA), CBBP3aHM C IPHEM HA ALETHICATHIHIOBA KMCENHHA WK IPYTH
HECTEPOMIHK NPOTHROBB3NANUTENIHN neKapceTBenn npoAykta (HCTIBC).

. IMangenTd ¢ aKTHBHA HWIH aHaMHE3a 33 PeLHAHBHPAA MENTHYHA J382/KPHBOHIIHB (B4 HITH
[OBEYE OTHECTIHBH ENH30/a HA 10Ka3aHa YILCPalta WiH KbpBEHe).

. TNannenTH ¢ aHaMHe3a 33 CTOMAIIHO-YPEBHA NepdOpallia MM KPHBOHIINE, CEEP3aHH C
ynorpeba va HCIIBC.
. MatpenTH ¢ TexKa cCEpAeYHa HeAoCTATHYHOCT (Kica IV no NYHA), Texkka uepHoapobHa

HEJIOCTATRYHOCT WIH TEeKKA OBOpe Ha HEAOCTATHIHOCT (BHX T.4.4).
. IIpoTHBONOKA3AH € Npe3 NOCICAHNA TPHMECTED Ha GpeMeHHOCTTa (BXK T.4.6).

. Toan nexapcTBeH NpOSYKT CBIBPKA COEB AELATHH. [ HE ce HIMOJI3BA OT MALHEHTH ¢
anepruf KoM GeCTHLH WIH CO5.

. INanueHTH ¢ LEPeOpPOBACKYIAPHH WIH APYTH aKTHBHH KPBBOHIIHEH,

* TNaupeHTH ¢ HeM3ACHEHH XEMOMOSTHYHH HapylI€cHHA.




. TlaunenTH ¢ Texka ZexHApaTalws {NpeAH3BHKAHA OT OBPBINAHE, JHAPHS WIH OT
HENOCTAaTHYEH NPHEM Ha TEYHOCTH).

4.4, Crenuajing npexynpexieHHs H CNeNHATHA MEPKH NPH ynoTpeGa

HesxenaHuTe peakiyu Morat ja ObAAT CBEASHH A0 MHHUMYM dpe3 YoTpeOa Ha Haii-HHCKaTa epeKTHBHA
1034 32 BE3IMOXKHO Hali-KpaTko Bpeme, HEOOXOAMMO 3a OBAANSBAHE HA CHMTOMHTE (BIDK NO-DONY
CTOMAIIHO-UPEBHH H CHPAEIHO-CH0BH PHCKOBE).

IlpH nanyeHTHTE B CTapyecka Bh3PacT 4ECTOTaTa Ha HaGMmoNaBaHHTe HexenaHH peakuus ot HCTIBC e
TI0-BHCOKA, 0c00EHO HA CTOMAIHO-YPEBHH KPHBOHAIHMBHE H NephOpary, KOHTO Morat Aa §baar
daranHu.

Pecn HH:
Moxe na ce HaGmonaea GpoHXOCNa3LM IIpH GOJNHM CTpajaIIy BN C aHAMHe3a 32 GpoHxHaIHa acTMa
HIH ajiepraJHo 3abonasane.

i HCTIBC:
EnHospemenHaTa ynotpeta na ubynpodet ¢ apyrs HCIIBC nexkapcTBeH: NpOAYKTH , BKAOYHTETHO
INKI0-OKCHI€Hasa-2cnietHduuan nexubutopn Tpa0ea oa ce 136arsa (Bx T.4.5) .

CJIIE 1 cMeceHH CLeAHHHTENHO-THRKAHHHE 3a00IIBaHN
CHcTeMeH JIyIyC epHTEMATO3YC H CMECEHO CheMHHTENHO-THEAHHO 3a00NaBane - YBENHYEH PHCK OT

acenTHieH MEHHHTHT (BX T.4.8).

Metabonuism Ha mophupuna:

M3nckBa ce NPeANaznMBOCT PH NAIMEHTH ¢ BPOAIEHO HapymIeHHe Ha nopdupHHOoBaTa 0OMSHA (Harp.
OCTPa HHTEPMHTEHTHA NOPQUPHA).

Br6pevnu:
brbpeano yBpexaane, Thi kato e Bp3MOXHO 6b0peurara GysKk1ma na Ob1e NOTBIHATESHO BIOLICHA
(BxT. 4.3 uT.4.8)

CrmecTByBa pHCK 0T OB0peuHo yBpexa PR AeXuApaTHpaHy ACa.

OOuuaiiszaTa ynoTpeda Ha aHanreTUiH, MO-CReUKaANTO KOMOHWHALIITE OT PA3TWIHH aHANNeTHYHY
TEKapCTBEHH BELIECTBa, MOXKE Ta JoBeAe A0 TpaiiHo 6nipedano yBpexnare ¢ puck ot 650peuna
HENOCTATEYHOCT (aHANTETHYHA HE(pONIATHA ).

Yepronpobuu:
Yeproapobaa nuchyrkumua (ex T. 4.3 1 1.4.8).

XHpypruuHu HHTEPBEHIMH:
Heobxoanmo e BHHMaHHE HENOCPEACTBEHO C/IE] TONEMH XHPYPrHIHH HHTEPBEHIIHH.

Aneprus:

Heo6xonamo ¢ BHHMaHHE NIDA MALMEHTH, AJISPTHTHA KbM JIPYTH BEIECTBA, NOPajH NOBHIIEH PHCK OT
PEaKIHH Ha CBPBEXTYBCTBHTENHOCT KOMTO CHIIO MOraT Aa Ce MPOABAT H ¢lex ynorpebara Ha Hypoden 3a
IOnomu [Moprokan 100 mg Mexy kancyd 3a IBBYCHE.

CaluecTByBa TIOBHIICH PHCK OT MOABATA HA AIEPrHMHM Peaki(H NpH GOJHY CTpajallid oT CEHHA XpeMa,
Ha3aTHH TIO/THINE WIH XPOHHYHA oGCcTpyKTHBHA OGenoapobHa 6onect. Te MOTaT 1a ¢ W3pasiT Karo
A4CTMAaTHYHH [IPHCTHITH (T.H. aCTMA OT AHANTETHIM), OTOX Ha KBHHKE WIH ypTHKapHA.

Texxn oCcTpH PEaKUMK Ha CBPEXYYBCTBHTENHOCT (HAMpAMep aHad/ANakTHIEH HIOK), 4 Haﬁmo,uanaﬂn
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HeobxopumMure MEAMIMHCKN MEPKH 33 CHOTBETHHTE CHMITTOMH TpAGBA Aa C& MPeANPHEMAT OT
CHEHHaNHCTH,

Mackipase Ha CHMOTOMHTE HA TO/IEKALIATE HHOEKIAH

Hypoden 3a I0HomH IMoprokan 100 mg MEeKH KalcynH 3a AEBYEHE MO¥E 0a MACKHPA CHMITOMMTE Ha
HHPEKLNA, KOSTO MOXKE Ia JoBeAE 0 3a0apine Ha 3aN0YBaHe Ha MOOXOIANIO JeUeHHE B N0 TO3H HAUMH
Jla BIOMIH H3X0A2a oT HHdeknuaTa. Toea ce Habnogapa mpu GakrepuaIHa MHEBMOHHA, NPHAOGHTa B
00imecTBOTO, KaKTO 1 Np# GaKTepHAIHHTE YCIOXKHeHHs Ha Bapuliena. Koraro Hypoden 3a KOnomm
Tloprokan 100 mg MekH Kancynd 3a gpBIeHe C¢ MPANAra 3a JeYeHne Ha IOBAIMICHA TEMIIepaTypa WK 3a
obnexuasane Ha GonkaTa BB Bph3ka ¢ HE(EKUHS, ce mpenopbysa Habmonenxe Ha uHdekHaTa. [1pu
H3BBHOONHHYHH YCAOBHA TAUHEHTET TPAGBA Ja ce KORCYJITHPA C JieKap, ak0 CUMIITCMHATE HEPCHCTHPAT
HJIM C& BIOIIABAT.

prgeq}lo—%gonn H MO3BYHO-CHIOBH ed}ex'r H,

Heobxoaumo e nopumeno BHrManue (00CHKIAHE C NeKap HIH (apManeBT) NpeAH 3anoYBaHe Ha
JCYCHHE NP NAIUEHTH ¢ AHAMHE3A 32 XHIEPTOHHA H/UTH CHPAEIHA HENOCTATEIHOCT, Thil KaTo UMa
cBEOOIICHNA 33 JaAPEKKA HA TEIHOCTH, TIOBHIICHO APTEPHATHO HAJIATAHE H OTOK, CBLP3aHH C NEYEHHETO
¢ HCTIBC nexapcTpeHH pOAYKTH .

KnvHW4EH H3cneqBaHNUA NOKA3BAT, Ye yroTpefara Ha nGynpodeH, ocofeHo BHB BHCOKH J03H (2400 mg/
JeH) Moxe Aa Ob/ie CBBP3aHO C JIEKO YBENWYEH PHCK OT aApTEPHATHH TpoMOoTHIHH chOHTHA (Hamp.
MHOKapAeH HHpapkT Wi uHcynT). KaTo oo, endaeMHOMOTHYHITE HICHEIBAHHSA HE MOKa3BaT, 4
HECKMTe 1031 ubynpoder (ranp, <1200 mg/neH) ca CRBP3aHH C YBEHYEH PHCK OT apTepHaniy
TPOMOOTHYHH cHOUTHX . [TallMeHTH ¢ HEKOHTPONHPaHA XHIEPTOHHSA, KOHTECTHBHA CHPAEYHA
HepocTatsuHOCeT (NYHA II-IIT), yeranoBeHa nexemmuuna Gosiect Ha cspuero, 3abonapane Ha
neprepHITE apTepE B/ MO3BYHO-CBIORA Gonect Tpadaa Ja ce nexysar ¢ ubynpoden, camo cnen
BHHMAaTEIHO oOMHCHIAHe | yroTpebara Ha BUCOKH Fo3n {2400 mg nuesHo) Tpabsa na ce w3darsa.
BHumarenno oOMHuCIARE TpAORA 4 Ce HPABM CHIIO H PN 3aMoYBaHe Ha ALITOCPOYHO JICYCHHE Ha
MALMEHTH ¢ PHCKOBH (AKTCDH 32 CHPASUHO-CHAOBH CHGHTHA {RAND. XUNEPTOHWS, XHOSHMITHASMIA,
3axapeH AHabeT, TIOTIOHOTYINEHE), 0cofeHO B CIIyHaHTe H3NCKEAINR yoTpefaTa Ha BHCOKH O3H OT
HOynpoden (2400/mg nen).

VEepeneH HTET TIPH KEHH,

Hma orpaHnyenn qaHHY, Y€ NEKAPCTBEHATE OPONYKTH, KOHTO HHXROMpAT 1MIUI0-CKCHICHA3HATA
/MpoCTarmaHgMHOBA CHHTE3a MOXE A IPEAN3BHKAT YBpekIaHe Ha KCHCKHS (epTIIMTET Ipe3
BL3felicTRIE BLPXY OBynanuaTa. Tova e oOpaTMo Clie] IPEKPaTABAHE Ha NeueHMeTo (BXK T.4.6.).

CTOMAINHO-9PeBHH eheKTH:

HCIIBC nekapcTeHHTE NPOIYKTH TpA6Ba fa ce TpUIaraT BHHMATENHO MPH MAUMEHTH ¢ aHaMHesa 3a
CTOMAMHO-YpeBHH 3260Na8aHNAA (YIIEPO3CH KOJIHT, GonecT Ha KpoH), Thii KaTo Te3u 3a6oBaHis
Moxe Ja ce obocrpar (Bx 1.4.8).

Crofuiasa ce 3a CTOMANINO-IPEBHM KPLBOHINNBY, 4353 UITK NepOpalig, KOHTO MOKE 12 3aBbpHIAT
daranno, npu ynorpebara Ha pcwuku HCTIBC, no Besko BpeMe Ha NeueHneTo ¢ WiH Ge3
NpeAyNPeIUTENAHH CHMITTOMH, HIH TIpeIHIIHA AHAMHE3A 33 CEPHO3ZHH CTOMAIKO-YPEBHH NPo0IeMH.

PHCKBT OT CTOMAIIHO-YPEBHH KPHBOHIIHBH, A3Ba win nepdopais ¢ mo-BHECOK IpH ynorpeda Ha no-
pucokH Jo3d HCIIBC npH manmeHTH ¢ aHaMHe3a 3a 4383, 0CO0CHO © YCAOKHEHHA OT KPBBOHIIIHE HIIH
nepdopamms (Bx T. 4.3), KAKTO H MPH NALHEHTH B CTapiecka Bb3pact. Takusa DamEeHTH Tpa6Ba na
3ANOYRAT JIEYCHHETO C HAli-HHCKATA BE3MOXKHA 71033,

TTpH TakMBa NMAIHEHTH TPAGBA 4 ce OOMHCITH KOMOHHHpaHO JIUEHHe ¢ IPOTEKTHBHH areHTH (Hanp.
MH30MPOCTOIN WK HHXHOMTOPH Ha POTOHHATA NMOMIA), KAKTO B MPH MAI[HEHTH, H3HCKBAIIH
€IHOBPEMEHHOTO TNIPHIOKEHAE HA HHCKH LO3H AlleTHICATULIMIOBA KHCEITHHA HIH APYTH JIEKAPCTBCHH
OPOAYKTH, HOBHINABALIH PHCKA 0T CTOMAUTHO-YPERHY HEKeIAHH PEeakiuy (BK no-Zoiy U T. 4.5).




INaunedTHTE ¢ aHAMHE34 33 CTOMAIHO-YPEBHA TOKCHYHOCT, 0COGEHO Te3H B CTapyecka BB3PacT, TpAdBa
na croOIIABAT 33 BCHYKA HeOOHYaiHN CTOMAIIHHN CHMITTOMH (NO-CTIELHAIHO 32 CTOMAIIHO-4PEBHU
KPbBOHXINBH), 0COGEHO B HAYATHHUTE (a3H Ha NIEIEHHETO,

IManpenTuTe TpAGEA Aa 62T NCCHBETEAHY 1A YIOTPeOABAT BHAMATEIHO TO3U NIPOAYKT C APYTH
JieKapcTREHH NPOAYKTH, KOHTO MOXE 18 YBEIHYAT PHCKa OT A3Ba WIH KbPBEHE KaTo NepopanHi
KOPTUKOCTEPOHIH. AHTHKOArYJIAHTH KaTo BapdiapHH, celleKTHBHA HHXHGHTOpH Ha o6paTHOTO
3aXBalliaHe Ha CEPOTOHMHA WAH NPOTHBOTPOMOOTHYIHHE CPEACTRA KATO HATIPHMED ALIETHICANTHLUMIOBA
kucenuHa (Bk r.4.5).

Koraro ¢e nomyuy cToMaliHo-9IpeBeH KPBBORINMB WY C¢ TIOABH #3Ba IPA DALHEHTH NPHEMAINT
uGynpodeH, neuennero TpAOEA 1 ce IPEKPaTH.

Texk KOKHH peakiiH:
CepHO3HA KOKHHE PEaKLHM, HAKOH OT KOHTO JIETATHH, BKIHHMETEAHO eKCHOTTATHBSH ISPMAaTHT,

CHHEpoM Ha Stevens-Johnson B ToXcHYHA ETHAEPMATHA HEKPOIR3A c€ CHOOIABAT MHOr0 PAAKO BBB
BpB3Ka ¢ ynorpebara na HCIIBC (B, Touka 4.8). TlamperTaTe H3rnexaa ca BI0KEHA Ha Hali-BRCOK
PHCK OT TE3H peaKL[H\ HA PaHEH eTall 10 BpeMe Ha JIe9eHHEeTO: KaTo HACTHIIBAHETO HA PEaKIMATA Ce
na0iTronaBa B OBEYETO CY'UaH B paMKHTE Ha THPBHA Mecell oT nevenneTo. Crobmasa ce 32 ocTpa
reHepalH3HpaHa €K3aHTEMATO3Ha MMycTylo3a (acute generalised exanthematous pustulosis, AGEP) ses
BpPB3Ka C NPOAYKTH, chabpikamu ubynpoden. Hypoden 3a IOnown IMoprokan 100 mg Mexy Kancynu
'rpaGBa Ja ¢¢ NPEKpaTH OPH ITHPBAaTa [10ABa Ha MMPH3HATHA B CHMIITOMH Ha TEXKH KOXHH pEaklliH KaTo
0OpUB 110 XOXATa, JIe3HH HA IMTABHLIATA WIH APYT NPH3HaK Ha CBPBXUYBCTBHTEIIHOCT.

B H3KIFOMMTENHO peaxy ciTy4aH ca HabnronaBaHy cepro3HH HHGEKIMH Ha KOXKATA ¥ MEKHTE THKAHH NPH
BapHuena. [TpenopsunrTenHo € na ce H36area ynorpebara Ha Hypogen 3a FOnonm [Toprokan 100 mg
MEKH KATICYIH 3a ThBYCHE NPH BapHIena,

TpombouwTsa dyHiams;
HCIIBC Morar na naxubupa TpoMGouyTHaTa arperatid. [lopaan ToBa ce Penophuka BHUMATENHO
MOHHTOPHDAHE Ha NIAIMEHTHTE ¢ TPOMGOLMTONEHHA My PITypa H XEMOopardyHa JHaresa.

IIpu npoxsmxUTeNHe npuioxkeHue Ha Hypoden 3a KOHoum Hoprokan 100 mg MeKH Karcynu 3a
ABBYEHE € HeoOXOAMMO PENOBHO MPOCNEAABAHE Ha 9epHOAPOGHHTE NIoKazaTeNH, 6u0pednaTa QyHKLHMA H

KPBBHATA KAPTHHA.

IMpogpmikuTennaTa ynorpeGa Ha pasnuyHi AHATTECTHLN NIPH TIaB06OIHE MOXKE A4 Io RICIIH. AKO TOB2
ce CITy4H HITH Ce 0YaKsa, TpA0Ba A ce MOTHPCH MEHIHACKA KOHCYJITAINA H JISICHAETO Aa CE NPEKParH.
Jluarso3a nexapeTeeHo 00ycnoBeHo ras0fonue Tpabea na ce 0OCHAM MPH HAIMEHTH, KOHTO ¢4 ¢ YeCTH
HJTH e3KE[HEBHH OIUIAKBaHHA OT riaBo0osHe, BhNpeky (KWIH CBBP3aHHA ¢) peJOBHaTa ynotpeba Ha
AHANTETHIH.

Ilpu epHoepeMeHHa ynoTpeda Ha ankoxon n HCTIBC, cBeP3aHHTE ¢ IEKApCTBEHOTO BEMIECTRO
HexenaHH peaknyH, 0coGeHo Te3H 0T ¢TpaHa CTOMAIIHO-IPEBHHA TPAKT M LIeHTpanHa HEPBHA CHCTEMA,
MOXe J1a C& 3ACHJIAT.

To3u neKapCTBEHHAT TPONYKT ChObpsKa III0K03a. [TauHeHTH ¢ HACEACTBEHA TIIOK030-TaNnaKTo3Ha
Manabcopbuus He TpaGea a IpHEMAT TO3H NPOIYKT,

To3u nekapcTBEHHAT NPOIYKT ChIEPKa 3aXapo3a. [lannenTH ¢ HacIEACTBEHAa HETOHOCHMOCT KBM
tpyKxTo3a, CHHAPOM Ha DJIOKO30-TANAKTO3HA ManabcopOLMs WK 3aXap030-H3IOMANTO3EH JeQULIT He
TpAOBA Aa OPHEMAT TO3M MPOMYKT.

4.5. BaaumoaelicTBHS ¢ APYrH JeXapcTBeHR NPOXYKTH H APYTH GOPMH HA B3aHMOIEHCTBHA

Hoyn H He Tpa0Ba 3 ¢¢ HINOA3BA B KOMOHHALMY ¢!




. Apyra HCIIBC, Ba0MHTENHO UHKIO-OKCHIEHA3A-2cHeNHGHIAN HHXHOHTOPH:
EnHoBpemenHaTa ynorpeba na ubynpodes ¢ apyrn HCTIBC nexapcTBenH npoiykTH Tpabea aa ce
H304rBa, THH KaTe TOBA MOXKE A2 YBEIMTH PHCKA OT HexkenaHy peakiH {Bx 1.4.4)

. ATETHJICATHUHIOBA KHCEIHHA:

EanospemenHara ynotpeba Ha HGynpodeH ¢ aueTHICATHIMIOBa KHCETHHA NO ApHHIKN He TpAGBa na ce
NIPENophYBa, THH KAaTO TOBA MOKE A3 YBEIHYH PHCKA OT HEXEIAHH PeaKIHu.

EkcnepuMeHTaTHH JAHHK NI0KA3BaT, 9€ HOYIpodeH MoXke KOHKYPEHTHO Ja MOTHCHE eeKTa Ha HHCKHTE
J03H aUETENCATMUMIOBA KHCEIHHA BPXY TPOMOOLIHTHATA arperalus, KOraTo ce NPHEMaT
CTHOBPEMCHHO. B'LIIpCI(H € HMa HECHIYPHOCT NPH CKCTPAITOMIHPAHETO Ha TE3H JAHBH OT KNTHHHYHH
CITy4dH, HE MOJKE A3 Ce M3KIIOYH BB3MOKHOCTTA, 9 PEAOBHHAT, NPOALDKHTENeH MPHEM Ha ubynipoden
MOXKe Z1a HAMAIH KapARONPOTEKTUBHUA eheKT HAa HUCKH A03H AUSTHICANHUMIOBa Kucenuna. He ce ce
04YaKBa KITHHHYHO 3HAYHMM ¢(deKT npu HepeAoBHa ynotpebara Ha nGynpoden (px 1.5.1).

Hounpoden Tpaiba aa ce H3INO01382 BHAMATEAHO B KOMOHHAIINS ¢

. AnThxoaryaanrn: HCIIBC Morar na sacunar edexTa Ha aHTHKOArynaHTH Karo BapdapHH
(Bmxk 1.4.4).
. AHTHXHNICPTeH3HBHH A¢KapcTBenH npoaykTH (ACE HEXHGHTOPH, Geva-Oi0KepHn B

AHTATOHNCTH HA SHrNOTeH3un-II) B AWypeTHun: HCTIBC Moxe aa noHmkaT edekTa Ha TE3H
NeKapcTBEHH NPONyKTH. JIHypeTHIIMTE MOTAT Aa NoBHIIaT pucka oT Hedporokcyunoct ot HCIIBC. Ipn
HAKOH NMALMSHTH ¢ KoMnpoMmeTHpana 6u6pedna dyHxupa {(Hanp, AeXHWAPATHPAHH WiH B CTapUcCka
BBE3PACT ¢ yBpeacHa Gx0peuna QyHKIp) eIHOBpeMeHHOTO NpHokenHe Ha ACE nuxubuTopy, Geta-
6noxepn WM aHTArOHACTH Ha aHruoTeH3HH-II ¢ nexapersa, KOWTO HHXHOHpAT [THKIIOOKCHTEHA3ATA
MOske Oa oBefe A0 AOIMBLIHNTEIHO Bomasade Ha Gu0peunara GyHKINA, BRIIOYHTENHO 0cTpa Gbpena
HELOCTATHYHOCT, KOeTo 0OMKHOBEHO & o0paruMo, ClenosarenHo koMOuHaUMATa TpEOBa Na ce npunara
BHUMATENHO, 0COOEHO NPH NALMEHTH B CTapiecka Bh3pact. [launenTuTe Tpa6Ba Aa ObaaT aneKkBaTHo
XHAPATHPaHH ¥ Aa ce 06MMCchH HeoOX0AUMOCTTa OT NpocieasiBaHe Ha OrOpednaTa GyHKIHA B HAYANOTO
HAa KOMOMHHPAHOTO JICYEHHE H MEPHOAHYIHO CIIE] TOBA.

IMo-cneunanto, €AHOBPEMEHHATA YTIOTPEDA © KANHH-CHXpaHABAUM AKYPETHLM MOKE JA NOBHIUH PHCKA
OT XHNEPKATHEMHA.

. KOpPTHKOCTEPOHIN: YBEIHYEH PHCK OT CTOMAIIHO-9PEBHH S3BH H KPHBOHMI/IHME (BX T.4.4).

. AnTHaTperanTH 1 CelleKTHBEHH HHXHOHTODU HA o0PATHOTO 3AXBAIMANHE HA CEROTOMHHA
(SSRI): IToBrmeEH pHCK CTOMAIUHO-1PESHA KPbBOHIMHBH (BK T.4.4).

. Copaeatn raaxosuan: HCITBC Morar Aa oGocTpaT CHPACUHATA HEAOCTATHYHOCT, A3 HAMAIAT
rHmoMepynHaTa GIITPalUMA | A3 NOBHINAT [IA3MEHATE HUBA Ha [TIMKO3HAHTE., EnHoBpeMeHHaTa
ynorpeba Ha Hypoden 100 mg kancyns 3a ABBUCHE ¢ AHNOKCHE MOXE JIa MOBUIIH [UIA3MEHHTE HHBA Ha
auroxchHa. Ilpocienspanero Ha AMrOKCHHOBUTE HABA B CEpyMa HE MOKE Nia CE NPENOphYa KaTo
MPABIIO B CTy4aHTe Ha MpaBHIHA ynorpeta (MakcHMyM 3 IHH).

. JluTnii B peHuTONE: ViMa JaHHH 33 NOTEHIHATHO YBEAHYARAHE HA NNIA3MEHHTE HABA HA JINTHH

NPH eJHOBPEMEHHaTa My ynorpeba ¢ ubynpoded. [Ipu npapiinHa ynotpefa, npocieAgBaHeTO Ha
TIIMTHEBHTE HHUBA B CEpyMa He MOXKE Aa C€ NPEophya KaTo NpasKio.

] MpoGennunn 4 cyapuanupason: JlekapcTeeHnTe NPOAYKTH CHABPXKAMM NPOOCHELHT H
CynpUHNUpasOH MOTaT Aa 320aBAT eKCKPELMATA Ha HOYNpodeH.

° MeTvorpexcar: FimMa moTehuman 3a yEeNHICHHE HA TIIASMEHHTES HHBA HA METOTPEKCAT.

. IMaxnocnopun: PUCKET OT HePOTOKCHYHOCT € MOBHIICH.

. Mnudenpucron: HCITBC tpa6ea ke aa ce npunarar a0 8-12 anu cnen
mudenprcToH, T KarTo NoHMxaeatr edekTa Ha MAGenprCTOH.



. TakpoanmMyc: BeposTho mopnmen puck ot HeQPOTOKCHUHOCT IPH SAHOBPeMeHHA ynoTpeba Ha
HCIIBC ¢ Takponumyc

. 3unosyann: PHCKET OT XeMaTONOTHYHA TOKCHYHOCT € MOBHUILEH [PH eHOBPEMEHHa ynoTpeba
na HCIIBC u 3npoByaun. FiMa aanuu 3a yBenuueH PUCK OT XEeMapTpO3H H xeMaTtoMH npu HIV(+)
XeMOQHUITHLY, IEKYBaHH €THOBPEMEHHO ChC 3HAOBYAHH H HOynpodeH.

. XHHOJIOHOBH AHTHOHOTHUH: JIaHHH OT NPOY4BaHAA BBPXY KHBOTHH codat, ye HCTIBC morat
Ja YBECITHYAT PHCKA 0T KOHBYJICHH, CEBP3aHH C XHHOJIQHOBHTE aHTHﬁHO’TP]].l]d. HBJ.[I’IEHI'}I npHEMallH
HCIIBC 1 XMHONOHHM MO3Ke A2 ¢a M30MKEHH Ha TTOBHIIEH PUCK OT MOABA HA KOHBYICHH.

. Iepopannu xunornEkeMyyAH areuTh: [loTuckane MeTaGomiMa Ha IEKAPCTBEHATE IPOMYKTH
ChIBpAKALY CynhOHUTYpes, YIRDKEH MOMY-KHBOT H MOBHILEH PHCK OT XHIIOITHKEMHS.

L] Amunoranxosnan: HCIIBC Morat ja HaMansT eKCKpelATa Ha aMHHOTITHKO3H]IHTE.
Heua: HeobxonuMo e BHEMaHHE [IPH ¢AHOBPEMEHHOTO TIPHIOKEHHE HE AMUHOTIMKO3MH U HOynpoden.

. HAunxnéuropn Ha CYP2C9: ExHoBpeMeHHOTO NpHNokeHNe Ha uGynpoden ¢ CYP2C9
HHXHOHTOPH Mo2ke Jia IOBHIIH eKCNo3HIHATA Ha HOynpoden (cyGerpat Ha CYP2C9). lpa enno
Mpoy'BaHe ¢ BOpHKOHa3on H dnykonason (CYP2CY uuxnburopn) e qoxasano 80-100% ysenadeHHe Ha
excnosnumara Ha S{+)-uGynpoden. HeofxomaMo © HaMangeade Ha Jo3ata Ha uOynpodien npn
CAHOBPEMEHHOTO MY mpHNokeHHe ¢ Mommal CYP2CY nrxuburopn, ocobeHo Korato ce npHiarar
BHCOKH 103K HOymipodieH ¢ BOpHKONA3oJ1 WK QIIYKOHA30L.

4.6. DepTHANHTET, OPEMEHHOCT H KLPMEHE

BpeMennocT
IToTHCKaHETO HA MPOCTATIAHAMHOBATA CHHTE3a MOXe A NORNHAC HebraronpuaTHo 6peMeHHOCTTa
H/HAH eMBpuo/beTanHOTO pasBHTHE.

JatHH OT enHAeMHIONOrHIHH NPOYYBAHMSA MOKA3BAT MOBHIIEH PHCK OT HEAOHIHOCBAHE H CEPACTHH
Mas¢opMamHH B racTpOIIH3HC cnex yrnoTpe6a Ha HHXHGHTOPH Ha MPOCTATTAHAHHOBATA CHHTE3a B paHHA
GpemerHOCT. AGCONIOTHHAT PHCK OT ChpAedHE MandGopMaLuy ¢ G NOBHIIEH 0T NO-MATKO OT 1% A0
okono 1,5%. Cunra ce, 9e piCKBT ce NOBUMIABA MPH BHCOKH JO3H H NIPONBIKHTENHO JICUCHHE.

ITpH onutH ¢ KHBOTHH NPHNOXEHHETO HA MAXHGHTOPH HA NPOCTATTIAHAHHOBATA CHHTE3a BOMIK [0 [Ipe- B
NOCT-HMIUIAHTAMOHHA 3ary6a H eMOpHO-(eTaneH neranurer. OCBeH TOBA ce ch00NIaBa 3a NMOBULICHA
9ECTOTa Ha BPOASHATE MAIPOPMAITHH, BKIIOYHTENHO CHPISYHO-CBIOBH, PH KHBOTHH NOIYYHIH
HHXHGHTOPH Ha NPOCTArIaHAMHOBATA CHATE3A M0 BPEME Ha OPTaHOICHE3ATA.

Hb6ynipoden e Tpabea aa ce u3non3ea npe3 MhpBHA U BTOPHA TPHMECTHP Ha OPEMEHHOCTTa, OCBEH aKO
HE € KaTeropuYHo HeobxonuM. Ako HGynpodeH ce H3NOA3Ba OT XKEHH, KOUTO CE OIMTBAT A3
3abpeMeHesT WIH Npes ITbPBHA H BTOPHS TPHMECTHP Ha GpeMeHHOCTTa, A03aTa TpadBa na 6nae
MAKCHMATHO HHCKA ¥ MPOTBIKHTENHOCTTA Ha JICYCHHE Bh3MOKHO Hak-KpaTka.

B mocaenHoTo TpHMeceTHe Ha OpeMEHHOCTTa BCHIK) HHXUOHTOPH Ha MPOCTArJaHgMHOBATA CHHTE3A
MOTAT /3 H3JIOXKAT Ha PHCK:

¢ Ilnoma ot

o KapIHOMHONATHA (C MpeXAeBPEeMEHHO 3aTBapsaHe Ha deransua ductus arteriosus 1 6enoapotna
XHIEepPTEeH3HA);

o 6n0peuna JHCHYHKIMA, KOATO MOMKE Ja Iporpecupa Ao 6x0pedHa HEAOCTATEIHOCT ¢ ONIMFO-
X0 paMHHO33;

e  Maiikara 1 HOBOPONEHOTO B Kpas Ha OpeMEHHOCTTA OT!
o BBIMOIKHO YOB/KABAHE Ha BPEMETO Ha KbpBEHE, AHTH-arperanTeH chexT,
Haﬁmo,uasa JOPH B MHOT'O HACKH J03M,




o NOTHCKAHE Ha MAaTOYHHTE KOHTPAKLIHH H sabaBeno WM YABIDKCHO DAk NaHE.

Cnenoearento u6ynpodieH e IPOTHBONIOKA3aH IIPe3 NOCISAHOTO TPHMECEYHE Ha BpeMeHHoCTTa (B 1.
4.3).

KspMmene:
Ho6ynpoden 1 HerosuTe MeTabONMTH NPEMHHABAT B HUCKH KONHYECTBA B KbpMara. J[0 MOMEHTa He ca

H3BECTHH BPE/IHH eeKTH BBPXY KEPMAYETO, NIOPAIH KOETO OGHKHOBEHO HE CE Halara NpeyCTaHOBsIBaHe
Ha KBPMEHETO MPH KPATKOCPOUHO JIEYEHHE B NPENOPLYBAHUTE O3H.

QepTANHTET;
HmMa u3BeCTHHM NaHHH, Y€ NEKAPCTBATA, KOWTO HHXHOHpaT IMEKJI0-0KCHI¢HAZHATA/NPOCTATTAaHIMHOBA

CHHTE22 MOXKE Jia IPEAM3BHKAT YBPexKAaHe Ha JeHCKHA (PpepTHIHTET Ype3 BE3ACHCTBHE BEPXY
oBynaumusTa. To3u edekT e o6paTHM cliel NpeKpaTABase Ha JCIEHHETO.

4.7. EdexTn BBpxy ciocobnocTTa 32 modHpane H padboTa ¢ MallliEH

To3H NeKapCTBEH MPOAYKT HE BIIMsE WIH MMa npeHebpeximo cnab edexr Brpxy criocobHOCTTa 32
wodrpate H padora ¢ MaMHH.

4.8. Hexelann AeKapCTBEHH PEAKIHH

CIIHCEK Ha CIEAHHTE HEXCAAHH PEAKIUH BKIJIHOYBA BCHYKH HEXENAHN pCaknHHA HaﬁmonaBaHn B X0Ja Ha
nedeHue ¢ HOyNpodeH, BKIIYHMTENHO U ¢ BHCOKH JO3H NPH SBATOCPOTHO NeUeHHE NPH NALHEHTH C
pesmarusbM. [locodeHaTa 4ecTOTa Ha HEKERAHHTE PEaKHK, B TOBA YHCIO H Ta3H, KOATO HAOXBBHPIA
MHOTO DEIKHTE ChOOIICHHS, C& OTHACA 33 KPaTKOCPOYHO JiedeHke B THEBHH 103H B0 MakcAmMyM 1200 mg
ubynpoden 3a nepopanasTe dopmu H MakcuMyM 1800 mg 3a cynmosuTopuuTe. [TocoseHHTe M0-A0ITY
HEKENAHH ICKAPCTBEHH Peakilii ¢a MPEIHMHO J030-3aBECHME ¢ HHTCPHHAHBHIYAIHA BapHaOUTHOCT.

B13MOKHHTE HexeNanH JeKapCTBEHH PEAaKIHH, KOUTO CE TIPOABABAT NPpH HOyNpodeH ca NpecTaBeHH
NO-JI0NY, FPYIMPaHH 110 CHCTEMA-OPTaH KNAc KIACH(pHKAAATA H JECTOTA.

YecroTara ce OMpeAeisa KaKTo cieasa:

MHuoro yects (>1/10)

Yectn (>1/100 po <1/10)

Heuectu (>1/1,000 no <1/100)

Peaxn (=1/10,000 no <1/1,000)

Mpuoro penku (<1/10,000)

HenzpecTHa (He MOxKe 1a Obae ONpeAeIcHa 0T HATHYHATE JAHHH).

B oraennuTe CPYIIH 1) YCCTOTA, HEXKEIAHHATE PLaklHY ¢a NPCACTABEHH B HH3X O, pell CIIOPEa
CTCNCHTA Ha CCPHO3HOCT.

Haii-gecTuTe Hexxenanu peakLMH ca ¢ XapaKTep HA CTOMAIIHO-YpeBHA HapylleHHd. Hexxenaunure
PEakiHM ¢a 3aBHCHMH OT 103aTa M N0-CNIENHANHO PHCKA OT MOKBA Ha CTOMALIHO-YPEBHH KPBBOH3HBH,
KOHTO € B 3aBHCHMOCT OT A030BUTE MPAHHLH H MPOARIKATEITHOCTTA Ha NedeHHeTo. Moke aa ce mossu
MENTHYHA A3Ba, nepdopalrs WIH CTOMALIHO-YPEBHH KPHBOM3IHBY, NOHAKOTA (aTanmy, ocobeHo B
cTapuecka Bipact (Bux 1.4.4). CrobinaBa ce 3a rajexe, NoBpLIAHE, AHAPHA, GraTyNeHIHMs,
KOHCTHIIALWA, THCIENcHA, kopeMua Gonka, MeJieHa, XxeMaTeMe3a, YILEPo3eH CTOMaTHT, 000CTpaHe Ha
konuT ¥ Gonect Ha KpoH (rmk 1.4.4). [To-paako ¢ HaOnOIARAH TACTPHT.

Crobmasa ce 3a efieM, XAMEPTOHHA H CHPAEYHA HEIOCTATHYHOCT BBB BPB3Ka ¢ neuenue ¢ HCIIBC
JICKAPCTBEHH MPOOYKTH.

KiHHHYHHTE W3cneBaHMA NOKA3BAT, 9¢ yioTpebara Ha uSynpodeH ocobeHo BB B
ZHEBHO) MOXKE JIa C& CBBPXKE C JIKO YBETHUCH PHCK OT aPTEPHATHO-TPOMOOTH
MHOKapAeH HHPApKT WK HHCYAT) (BXK T.4.4).




Aoknaasano ¢ o6oCTpAHE HA BB3NANEHN, CEBP3aHH ¢ HHpekuua (Hanp. pasBHTHE HA HEKPOTH3HPALLl
tacuuT), CHENAAIMM MO BPEME ¢ YNOTpeaTa Ha HECTEPOHIHH MPOTHBOBBLINAIMTENHH NNEKaPCTBEHH
nponykTH. ToBa BepofTHO € CRBP3aHO ¢ MEXAHM3MA Ha AcliCTBHE HA HECTEPOMIHHTE
TIPOTHBOBB3NATHTC/IHH JICKAPCTEEHH MPOAYKTH.

Axo no ppeme Ha ynotpedata na Hypoden 3a FOxomm IMoprokan 100 mg MexH KancylH 3a IbBUCHE cE
TIOABST WIIH BNOMIAT CHMITOMHTE Ha HH(EKUMA, Ce NPenophYBa NAUMEHTHTe HezabaBHO Na ce o0LpHaT
xbM Jexap. TpaOBa Aa ce npeueHd HeoOXOQEMOCTTA OT AHTHMHKPOOHO/AHTAOHOTHIHO JICUEHHE,

IIp# NpoALIKATENHO NEUeHAE € HEOOXOAAMO PEMIOBHC MpociesBaHe HA KPLBHATA KapTHHA.

IMampenTuTe Tpsa6Ba na GBAAT BHCTPYKTHPAHH He3a0aBHO Aa ce o0bpHAT KbM JICKAp H 13 NPEKPaTAT
npreMa Ha Hypoden 3a KOuomnn [Toprokan 100 mg MeKH Kancynu 3a IpBYeHe aKo Ce MOABAT CUMITTOMH
Ha CBPBXIYBCTBHTENHOCT, KOSTO MOKE /3 CE CITYYH ACPH H CNel ITEPBHA MPHEM H Hajara ClielHa
NEKAPCKa HaMeca.

IMaupenTute TpaOpa ga GpaaT HHCTPYKTHPAHH He3abaBHO 1@ IPEXPaTAT NPHEMA HA TO3H JIEKAPCTECH
NPONYKT M Aa ce oObpHAT KEM Jlekap HebabaBHO aKO C¢ TIOABH CIUTHA Gollka B rOPHATA MOJIOBHHA HA
KOpeMHaTa 001acT, MENEHa WK XEMATEMEsa.

CHCTEMA-OpTaH KIAC YecToTA Hexenann peakiiii

Hadexumn u uHpecraumn | Muoro penkn | O6ocTpaHe HA BB3NANEHHA, CBbP3aHH ¢ HHGEKLMA
(Hanp. pasBHTHE H& HEKPOTH3HpAW dacluuT), o
H3KIIOYCHHE, TeXKH WHGeKOMH Ha KoXara H
YCIIOXKHEHHA OT CTpaHa HAa NOJKOKHHTE ThKaHH
MOraT a ce MOSBAT IO BpeMe Ha BapHIena.
Hapymenus sa xpeBra u | Muoro peaxn | Hapymenus  Ha  xeMonoezara  (aHemus,
nEMpHATa CHCTEMA JIEBKONEHHA, TPOMOOIUTONICHHA, TAHUMTONCHRA H
arpaHynmumurosa). [IspBATE  IpH3HAIM  ca
Temmeparypa, GONKH B TBPIOTO, TOBBPXHOCTHH
A3BH T YCTATa, TPHNONONO0HN CHMITTOMH, CHITHA
OTNAJHANOCT, KPBBOMIIMEBH OT HOCA M 110 KOXKATA,
TMamnenTrTe TpabBa Aa ce MOCHBETBAT B TaKHBa
chnydam fOa TpekpaTaT JIedeHHET0 ¢ TO3H
TeKapcTBeH MPOITYKT, Aa H30ArBaT CAMOJIECUCHHETO
¢ AQHANMeTHUH WA AATHIHMPETHLH H Ja C¢

KOHCYITHpAT C IeKap.
HapynreHus Ha MMyHHaTa Peakuuy Ha CBPBXYYBCTBHTEIHOCT, ChCTOALIH Ce
CHCTEMa or!
Heuectn Ypruxapusa H OPpYPHTYC

Mporo peaxknn | TexxkH peakiMH HAa  CBPEXYYBCTBHTENTHOCT.
CHMITOMHTE BKIIOYBAT OTOK HA IHIETO, €3HKA H
TNIApHHKCA, 3a8yX, TAXUKApPAUA, XOTOTEH3HA,
(anadunakcHs, aHTHOSJEM WIH TEXDBK WOK).
OGocTpane Ha acTMa.

HeuspecTna IMopKiueHa pPeaKTHBHOCT Ha PECHHPATOPHHUA
TPAKT, OTHACANI <& A0 acTMa, GpoHXoCIasbM HiaH

JHCNHE,
Tlcuxuarpuynu Mnuoro penkn | [IcuxotudHO HApYILICHHE, BEMpeCH.
HapyIueHuA
Hapymenns na Hepsuara | Heuectn Hapymenns Ha LUEHTPANHATA HEPBHA CHCTEMa KaTo
CHCTEMA rnapofonue, 3aMasHOCT, Oe¢schHHE, RB30YAA,

pa3ApasHATENIHOCT, YMOpa.
MHoro peaks | AcenTuteR MEHHHIHT




Hapymerns Ha ouuTe Heuectn: HapyweHo 3perne

Hapymenns Ha yxoto H | Penxm Ily™M B yirure

nabupHunTa

CHpAeYHH HApyIEHUa Muoro peaxs | Chpneysa HEAOCTATHIHOCT, AIMHTALMH H OTOIH,
HHAPKT Ha MHOKAPIA.

ChaoBH HapyIICHHAS Mguoro peaxs | Aprepuanta XANCPTOHHA, BaCKYJIHT.

Cromammnc- upeRHH | YecTH CroMalnHO-4YpEeBHH OIVIGKBAHHA KaTo KOpeMHa

HAPYLUEHHS Gonka, rageHe ® gucnencua.  Jluapus,
tnaryneHmm, KOHCTHITaLiHA, KHCEIIHHY,
MOBphIIaHe H crafda KpBEBO3aryda oT CTOMAlHO-
YpeBHHA TPAKT, KOATO MO H3KIKOYEHHE MOXe Ha
JOBejie JO aHEMHA,

Heuectu CroMamsHo-4peBHH A3BH, iepdoparis Hix
TACTPOMHTECTHHANER KPBEOHUIHE, YALUEPO3eH
cTOMaTHT, 0GoCTPAHE HA KONMHT ¢ Bonect Ha Kpoxn
(X T. 4.4), racTpUT
Muoro pens | Ezogarur, HHTECTHHAIIHA JnadparManEn

CTPHKTYPH, NTAHKPEATHT

XenaTo-OuwmapHn Muoro penkd | Hapymenne Ha uepHonpoGHata — dyHKumA,

HAPYINCHHR 9epHOAPeCHO  YBpEXIaHe, [O-CTICLHANHO IIpH
TPOABIKHTEIIHO JiedeHHe, AepHOApOOHa
HEJIOCTATHIROCT, OCThP XENATHT.

Hapymenus na koxarta ® | Hevectn PaznidaaH KoxHH 06pHBU.

TIOAKOAKHATA ThKaH Mzuoro peakn | Texkn $opMH HA KOKHH PEeaKUHH KaTo Bynozny

C HeHssecTHA
q¢CTOTa

o6pHBH, BKMOYBAWIA CHHApoM Ha CTHUBBHC-
JhKOHCBH, epuTeMa MYATH()OPME H TOKCHYHA
EMAZICPMATHA HEKPOITH3A, ATOTIELHA.

JlekapcTBeHa peaKIs ¢ €03HHOGHIHA H CHCTEMHH
cummromu (DRESS cuanpom).

Octpa TeHepanu3npana €K3aHTEMATO3HA

nycrynosa (AGEP).

PeakuuH Ha GOTOUYBCTBHTENHOCT.

Hapywenus na Op0penmTe
H NHKOYHHATE NBETHIIA

Peaku

Vepexnane na On0pednara TeKaH (anwiapHa
HeKpo3a) H MOBHIICHA cepyMHEA KOHIEHTPALMA Ha
yped, TIOBHINEHH HABA HA Ha MHKOYHA KHCEIHHA B

KpbBTA.

Mamuoro penxu

OfpazyBaHe Ha OTOIH,
NalMeHTH ¢ AapTepHaNHA XHOCPTOHHA MIH
6eOpeana HEAOCTATHIHOCT, HedpOTHYEH
CHHAPOM, HHTEPCTHIHANCH HEPpHT, KOHTO MOKe
Ja Obze npumpyxed or ocrpa On0peyna
HeOCTAaTHYHOCT.

TO-CHELHATHO  [pPH

Hiscnensarnua

Penxn

TloauxeHH HUBA HA XeMOTTIO0MHA.

Onucanne Ha H3IGPAHH HeXeJAHH PEAKIHH




! Toxnagsanu ca peakidy Ha CBPBEXMYBCTBHTENHOCT NpH NedeHue ¢ uBynpoder. Te Moxe 1a ce cuCTOAT
OT:

(a) He-cierMdMIHN aneprAdHE peakiHe H aHaQHIZKCHA,

(b) noENIIeHa peakTHBHOCT HA AHXATETHATA CHCTEMA, HANPHUMEp acTMa, RIOIHABAHE Ha aCTMa,
OpOHXOCNA3BEM H JHCIIHER MITH

{c) pa3nudHY KOXHH PEAKIMH, HaNpUMep OOPHBH, IPYPHTYC, YPTHKAPHS, ITypITypa, aHrHOSIEM U Nno-
PAAKOC exconnaTHBHY H GYyN03HR ZepMaTosu (BITIIOYMTENHO TOKCHYHA eMHICpMAIHA HEKPOJTH3a,
cHHApoM Ha CTHEBHC JIKOHCER U epuTeMa Myt opMe).

? [IaTOreHETUYHHA MEXAHHIBM Ha NIEKAPCTREHO-HHIYLIMPAHHS ACETITHYEH MEHHHIHT HE € H3ACHEH.
BbIIpexs ToOBa, JAHHHTE 33 aCENTHYEH MEHHHTHT CBBp3aH ¢ ynorpeba Ha HCTIBC nexapersenu
MPOAYKTH COMAT KbM MMYHOJIOTHYHA PEaKla (OPanH ChBIASHHE MO BPEME C JICKAPCTBEHATA
ynotpe0a ¥ pEMHHABAHE HA CHMITTOMHETE CJIe]l IpeKpaTaBaHe Ha Jiedenwer). Habnionasann ca
eNMHHYHH CMYY4K HA CHMITTOMH Ha GCENTHYeH MEHMATHT KAaTO BPATHA PHTHAHOCT, [aBobonue, raaexe,
MOBPBINAHE, IOBHIIEHA TEMIEPATYPa, HAPYIIEHO Ch3HAHHE IO BpeMe Ha ynoTpeba Ha nOynpoden npu
MAHEHTH CB¢ CHUIECTBYBAINM aBTO-HMYHHH 3a6onaBaHNs (cncmeuen AYTIYC EpPHTEMATO3YC, CMECEHA
ChHEeNMHHATENHO-ThkanHa GonecT).

JAoKnafpate Ha NOZO3APAHH HEXeJAHH JeKAPCTBEHH PeaKIHH

CpobliiaBaHeTo Ha MONO3HPAHH HEXENaH! PeakiliH clel paspelapaHe 3a ynoTpeba Ha JexapcTBeHHA
HPOAYKT & BaxHo. Topa M03BOMABA 1A MPOABIKH HaOMOASHHETO HA CHOTHOMIEHHETO TIONI3a/PHCK 32
JIEKAPCTBEHMA MPOIYKT, OT MEOUIIAHCKHTE CTNEIHATHCTH CE H3HCKEA 13 cho0INaBaT BCAKa I0103MpaHa
HEKCNAaHa Peaklna upes:

H3mpnBUTENHA areHIMA 10 IEKAPCTBATa

yia1. ,,Jdaman I'pyes™ Ne 8

1303 Codmst

Ten.: +359 2 8903417

yebeaiit; www.bda.bg

4.9, Mpenosnpane

Itpn nenara npueMET Ha nobede ot 406 mg/kg nGynpoden Moxe Aa MpeaH3BHKa NOABATA HA CHMITTOMH
HA TOKCHYHOCT, BBIIPEKH Y€ PHCK OT TOKCHIHH e(heKTH He Moxce Aa Objie H3KI0YEH A0PH H NPH A03H
Haa 100 mg/kg. TIpH BB3PACTHH 3aBHCHMOCTTA HAa CHMIITOMMTE OT J03aTa B¢ € TOIKOBA ACHO H3ABEHA.
ENHMHHAUHOHHHAT DONYXKHBOT [IPH npeosHpane e 1,5-3 daca.

CHMITTOMH npH npeaosupaHe:
IToBedero nanuenTH DpHENH KIHHHIHO 3HAIUMHE KonndecTBa HCIIBC nexapCTBEHM NPOAYKTH pa3sBHBaT

Hali-MHOTO rajeHe, NoBphLlaHe, enMracTpanHa 6onka WiH no-paako Zuapid. Be3sMOXKHH ca IIyM B
YLIHTE, [1aBobonHe H KBPBEHE 0T CTOMALIHO-YpeBHAA TpakT. IIpH no-cepHO3HH OTPaBAHNA MOXKE 14 Ce
HadmoaBaT HapymeHus OT CTPaHa Ha LIEHTpaNHaTa HEpBHA CHCTEMa, N3pa3aBally Ce B 3aMagHOCT,
NOHAKOTa BB30YAa M JIe30pHEHTaUHS HiH KoMa. [Tonskora ce Habmoaasar rspHose. [1pn cepHosHo
OTpaBAHe MOXeE 2 HACTBIM METAGONHTHA AlHAO3A H YIBILKABAHE HA MPOTPOMOHHOBO BpeMe/INR,
CEBP3aHO BEPOATHC C HaMECA BB (PYHKITHWTE Ha IMpKyMHpamuTe $axTopH Ha KPEBOCECHPBAHETO.
Moxe na ce Habmonasa 6LOpeyHa HEAOCTATHYHOCT H YBPEXKAaHe Ha YepHuA Apo6. BramoxHo e
o60CTpsHE HA ACTMATa NPH ACTMATHLIH.

TepaneBrHanu MEpKH NpH Npeo3HpaHe

Jlewenuero TpabBa fa 6BA¢ CHMNTOMATHIHO H MOATBKALI0 KATO BKITFOYEA NOAIBPKAHE
MPOXOAMMOCTTA Ha HXATEHUTE MBTHIA H MOHUTOPHpPAaHE Ha CHPACYHHTE H RXHIHCHH NMOKa3areny ao
crabunuznpanero, o eanH Yac cie NpHeM Ha MOTCHIHATHO TOKCHIHO KONHYECTBO MOKE /ia ce
NPHIOKHA aKTHBER BBIIeH. UeCTHTE # IPOIBIKUTENTHH KOHBYACHH TpAOBa A3 Ce TPETHPAT ¢
HHTPaBEeHO3CH JHasenaM MM Jopasenas. ITpu acTMa ce nmpHmarat 6poHXoqHIATATOPH.

5. GAPMAKOJIOFHYHH CBOHCTBA




5.1. DapMaAKOAHHAMHYHE CBOIicTBR

dapmaromepanesmusna zpyna: [IpoTHBOBB3NANHTEHH M AaHTHPEBMATHYHH TPOAYKTH — HECTEPOH/IHY;
JEepHEATH HA TIPONHOHOBATA KHCETHHA

ATC xon: MO1A EO1

Hbynpogen e HCTIBC nexkapcTBeH NpoAyKT, ACPHBAT Ha IPOMHOHOBATA KHCENMHA, NOKa3al
e(EeKTHBHOCTTA CH upe3 HHXHOHpaHe Ha OPOCTarIaHIHHOBATA cHHTe3a. [Ipu xopa HOynpoden HaManisa
BB3NANUTENHaTa GoNKa, 0ToKa H TeMneparypara. OcseH ToBa HOympoder o6paTHMO HHXHOHDPa
arperamuara Ha TpoMOoIuTH.

Kminuinara eexTHBHOCT Ha HOyNpodieH € Aoka3aHa NP CHMITTOMATHIHO JI€YCHHE HA neka a0
yMepeHa 6onka kato 3660600, rnapo6onne, KAKTO H IIPH CHMITTOMATHYHO JIEeYEHHE HA BHCOKA

TeMnepaTypa.

ExcriepuMeHTaNHM JAHHH NOKa3BaT, e HOyrpodeH Moxe KOHKYPEHTHO J1a NOTHCHE eeKTa Ha HACKHTE
J03H ALUCTHICATHIIMIOBSE KHCETHHA BRpXY TPOMOOLMTHATA arperals, KOraTo ¢¢ NPHEMAT
€HOBpeMEHHO. HakoH apmakoaBEaMUTHA NPOYYBAHHA MOKA3ZBAT, 9€ KOTATO ENMHNTHA J032
nbynpotesn 400 mg e npHera B pamMkuTe Ha 8 daca npeau wiH 30 MMHYTH ciefl no3a oT 81 mg
AUETIWICAUIHIMIOBA KHCEITHHA ¢ HENMOCPEACTBEHO 0cBofoXaBaHe, ce HablonaBa NoHIKeH edekT Ha
ANETHICATHIHAOBA KACENHHA BEPXY o0pazyBaneTo Ha TpoMOOkcaH 3a TpoMOOIMTHATA arperanys.
B’BITPEKH, 49€ HMa HCCHIYPHOCT IIPH €KCTPANONHPAHETO HA TE3W JAHHH OT KIWHHYHH CIy4YaH, He MOXKE
Ia Oejie H3KMoYeHa BE3MOKHOCTTA, Y€ MPH PEAOBHATA, NPOTb/DKHTENHA ynoTpeda Ha HOynpodeH Moxe
Ja Ce HAMANH KapAHOTPOTEKTHBHMA e)eKT Ha HHCKH J103H alLCTHACATHIINIOBA KHcennHa. He ce oyaksa
KIHHAYHO 3HAYHM e)eKT NPH HepeaosHa ynoTpedaTa Ha ROynpoden (Bux T.4.5).

5.2, dapMmaKoxnHETHYEN CBOlicTBA

Crnen nepopanyo nmprioxkeHne HGynpogeH ce pe3opOHpa YACTHIHO B CTOMAXa H HAITBIIHO B ThHKHTE
yepBa. MakcHManH# IUIa3sMeHH KOHUEGHTpanuH Ha HOynpodieH ce AocTurar 3a 1-2 gaca ciea nepopaiex
npueM Ha ubynpoden Tabrerku ¢ HezabaBHO ocBobMKAaBaHE.

Cnen Meraboniiupase B 4epHHA pol (xMIpoxcHnupane, kapbokcunapase), GapMakoIoTHIHO
HEaKTHBHHTE MeTaGo/HTH Ce eIHMHHMPAT HAITHLITHO, OCHOBHO upes Gu6permre (90%) H 0T yacTH npe3s
ANbuKaTa. EavMusanmoNHRaT NONYKMBOT NPV 31paBA HHAWBAIM W NPH TakuBa ¢ GOpeynn n
gepHOnpobHH 3aboimBamma ¢ 1,8 — 3,5 gaca, CBHP3BAHETO ¢ MIASMEHHTE NPOTEVHH € 0Kono 99%.

Crniopen orpasdyeny H3chenBanud, HoyYpodeH ce NoABABA B HACKA KOHIEHTPALHA B KbDPMATA.
PapMakOXKHHETHYHHATE apaMeTpH Ha HOynpodeH npu Jena ca cpaBHAMH ¢ Te3H IPH Bb3PACTHH.

53. lpeaAKANEHYHH AAHHH 32 GezonacHoOCT

TlpH ekcniepHMEHTH ¢ XKHBOTHH CYOXpOHUMHATA H XPOHMYHA TOKCHUHOCT Ha ubynpodeH e Guna
HaOJMoNaBaHa KaTo IE3HH W YIIEpALMA HA FaCTPOHHTECTHHAHUA TpakT. H6ynpodeH He e nokaszan
MYTar¢HEH NOTeHUMAN NPH in vitro | in vivo npoyusaHud, He e nokalaH kapipHOreHeH MOTEHIHAN Ha
uGynpodeH Npy NpoydBaHiA BEPXY NIBX0Be H MukH. M6ynipoden ¢ A0Bes 40 NOTHCKAHE HA
OBYNANMAATA IPH 38#10H, KAKTO ¥ J0 HapyIleHa HMIUTAHTALHA NPH PasN{iHH ®HBOTHHCKH BHIOBE
{zaifiy, rrsxoBe ¥ MuINkH). EXCNepHMEHTANHATE H3CTEABAHNA Ca AOKA3anH, ue HOynpoden npeMHHapa
Mpe3 NaleHTaTa.

Cnen npHnoxeHHe Ha TOKCHYHHE 3a MaliKaTa 1034 ce Habmoaga MOBHLISHA YeCTOTa HA BPOJEHHTE

ManpopManuH {(Hanpumep AedekTH Ha MEXAYKAMEPHATa perpaia) NpH NOKONCHHATA Ha IUTBX0BETE.

6. ®APMALEBTHYHH JAHHH
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6.1. COHebK HR MOMOIIHHTE BELIECTBA

Kenatun

IIpeuncrena poaa

I'nroxo3a, Teuna

3axaposa

dymaposa kncemuna (E 297)
Cyxpanoaa

Jlumonena xncenuna (E 330)
Aunecyndam K (E 950)
JleHaTpues enerar

I'nuuepon

Hoproxanos apoMar

YepeeH xeneseH oxcug (E 172)
HKrurr xenesen oxenn (E 172)

Mactuino:
Turanos asokenn {E 171)

TIponmunenriukon
HPMC 2910/Xunpomesnoza 3cP (E 464)

HpowzeoncTBeHN noGasku

TpHraHnepHAH (CpeAHOBSPHIKHH)

CoeBo nenHTHH

CreapHHOBA KHCETHHA

6.2. HechBMecTHMOCTH

He e npunoxsmmo

6.3. Cpok na rogHoer

24 mecena

6.4. CrellHaIHH YCIOBHS 32 chLXpaNeHHe
Ja ce cexpanaea noa 25°C.

6.5. [laAnH 33 onaxoBKaTA

Bbacrepn ot PVC/PE/PVJC! anymunueso $ono, MOCTABEHH B KAPTOHEHA KyTHA. Boska KyTHA MOXke
Jaceaepxamo 2,4, 6,8, 10,12, 14, 16, 18, 20, 22, 24, 26, 28, 30 nnw 32 kancynu.

He BeHuky roneM#HH Ha ONAKOBKHTE MOXKE AA CE MPOJABAT.
6.6. CrnenHa i NPeaNa3sHH MEPKH 33 H3XEBPARHE

Hen3non3panMaT NexapcTBeH NPOAYKT HTH OTHAALYHHTE MaTEPHATH 0T Hero TpAdBa Ja Ce M3XBBPIIAT B
CBOTBETCTEHE C MECTHUTE AZHCKBAHHAL

T NMPATEXATEJ HA PAZPEIIEHHETO 3A YTIIOTPEBA
Reckitt Benckiser (Romania) S.R.L.

43 Iancu de Hunedoara Boulevard, Building Crystal Tower
11th Floor, District 1, Bucharest, PyMbHus

8. HOMEP HA PASPEIIEHHETO 3A ¥IIOTPEBA
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Per. Ne 20170065

9. HAATA HA TBPBOTO PA3SPENNIABAHE / IOJAHOBABAHE HA PASPEUIEHHETO 3A
¥YHOTPEBA:
14.02.2017

10. JATA HA AKTYANTAIHPAHE HA TEKCTA
amryct, 2021




