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1 HME HA JEKAPCTBEHHAT IPOAYKT by ootimiie B

Hypoden 3a I0nomn Sroaa 200 mg/S ml nepopana cycrieisus -
Nurofen Junior Strawberry 200 mg/5 ml oral suspension

2 KAYECTBEH H KOJJHYECTBEH CHCTAB

B 1 ml cycriensus ce ceaepakar 40 mg ubynpodeH (ibuprofen)
TloMomya BelecTsa ¢ H3BECTHO ACHCTBYE:

Tewen ManThTon 2226 mg 3a 5 ml,

Harpnii 9,18 mg (0,40 mmol) 3a 5 ml

ITponunenrnakon (E 1520): 16,45 mg 3a 5 ml

3a ITBJIHHA CIHCHK HA MOMOILIHHTE BEIECTBA, BIXKTE TOUKa 6.1.

3 JIEKAPCTBEHA ®OPMA

HepopainHa cycnensHs,
INourn G:1a BHCKO3HA CYCHEH3H, ¢ BKYC HA Aro/a.
4 KJIAHHUYHMW TAHHH

4.1 TepaneBTAHE IOKAIAHHA

3a KpaTKOCPOUHO CHMITOMATHYHO JICHEHIE HA JIeKa 10 yMepeHa Gomka.
3a KpaTKOCPOYHO CHMITTOMATHYHO JIEYEHHE HA BHCOKA TEMIEparypa.

4.2 [lo3HpOBK2 H HAYHH H2 NPHAOKEHHE

03NPOBKa
IIpn Gonka 1 Temnepatypa: JlHeBHaTa fo3a Ha Hypoden 3a HOnomx Aroaa e 20-30 mg/kg tenecuo
TErJI0, pasnpeneNeHa Ha oTAeHA JO3M. ToBa ce MOCTHTa ¢ MOMOIITA Ha J03HPAlIoTo YCTPOHCTEO N0
CIIEAHHA HAYHH!

Terno Ha gerero (BB3pact) Kona4ecTpo M RaunH Ha npraokeHae | Yecrora 3a 24 gaca

20-29 kg (6-9 roxuHu) I x 200 mg/5 ml (enHokpaTHO 3 meTR
' TIPUICKEHHE 10 ChOTBETHATA

MAapKHpPOBKa Ha MEPHTEAHATa

JTBHHIKA)

3040 kg (10 -12 ronsnn) 1 x 300 mg/7,5 ml (nBykpaTHO 3 meTH

NPWIOKEAHE Ha MEPHTETHATA

NBxHYKA (10 MapKHPoBKaTa 3a 5 ml 1

2,5 mi))

OtaennuTe No3H ce NpUiarar npubIUINTENHO Ha Beeky 6 1o 8 gaca.

He ¢e npenepeyea 3a A¢ua noj 6 roayMmHa BL3pacT WiH ¢ terno nog 20 kg.

Camo 3a XpaTkOTpaiina ymorpeba.

AKO cHMITTOMHTE e BICIIZBAT TPAOBa Ja ce MOACKA CHBET OT JIeKap.




-

AKO TO3M JIEKAPCTBEH MPOAYKT ¢€ TIPETONEYEA 32 NOBEYE OT 3 HK WM aK0 CHMITTOMHTE C¢ BIOLIAT,
Tpa6Ba Ja c& KOHCYNTHpATE C JIeKap.

Hexenanure peakuns Morar Ja ObAaT CBeZIeHH 0 MUHMMYM ¥pe3 ynoTpeba Ha Hail-HHCKaTa
etdexTIBHA 032 33 BE3MOXKHO HAl-KpaTKO BpeMe, HeoGX0qHMO 32 0B/12JABAHE HA CHMITTOMHTE (BHX
1.4.4).

CneHanHH rPynE NaUHEHTH

bu0peina segocTarbYnoCT (Bx T.5.2):

He e neofxoAMo noHInKaBaHe HA 103aTa P NEKo [0 YMEPeHOo HapylleHue Ha 6s0peynara GyHKIiHs
(3a maIHeHTH ¢ Texka Gu6petHa HEAOCTATHYHOCT Bk T. 4.3).

YeprOapobHa HEAOCTATHIHOCT (BXK T.5.2):

He ¢ HeobxonnMo noiyxasate Ha 163aT2 MPH JIEKO JO YMEPEHO HapyIIeHNE Ha yepHonpobHaTa
GdyHxuma (32 NAUMEHTH ¢ TexkKa YepHonpobHa HEIOCTaTHYHOCT BX T. 4.3).

Hauun Ha npunoxkeHne
3a mepoOpATHH MPHAOKEHHE.

IpenopryuBa ce NAMERTHTE ¢ YYBCTEUTENEH CTOMax A2 Npuemar Hypoder 3a IOnomm Aroga mo
BpeMe Ha XpaHeHe.

43 INporEBonoxa’anns
Hypoden 3a IOnommu Aroaa e npornsonokasas:

e I[IpH naMeHTH CLC CBPBXIYBCTBHTEIHOCT KbM aKTUBHOTO BEHIECTBO HIIM KBM HAKOE OT
NIOMOLLHHTE BemecTBa M3GpoeHH B Touka 6.1,

o IIpu namueHTH KOHTO ¢a HMaTH PeaKiMH Ha CBPBXYYBCTRRTENHOCT (Hamnp. GpoHXoCIazLM,
acTMa, PHHUT, aHTHOEHEM HNH YPTHKApHS), CREPIaHN ¢ ANeTHICATHIHI0BA KHCEHHA,
u6ynpotheH Wi APYTH HECTEPOHIHN MPOTHBOBB3NATATENHHA NEKAPCTRA.

¢ [Ips NauKeHTH ¢ aHAMHE32 38 CTOMALTHO-PEBEH KPLBOMMNHB MK Nepdopalis, CBLP3aly C
npeauinko nederne ¢ HCITBC.

o TIpH nanueHTH c aKTHRHA MK AHAMHE3A 33 PEIMANBAPALIA NENTHYHA A3BA/KPHBOH3IHB (J1Ba
HIH NIOBEYE OTYECTHHBH €TM0A4 HA N0KAMAHA YANEPAUNS HiY KLDBEHe),

» Ilpn namueHTH ¢ UEPeGPOBACKYIAPHH WIH IPYTH AKTHBHH KPHBOHTHBH.

o Ilpn maiMeHTH ¢ TeAka YepHoApobHa HENOCTATLYHOCT WK TeXKa Gs0peuna
HEOOCTATHEYHOCT.

o Tlpu mauMeHTH c TexKa cxpAcUHA HepocTarhudocT (NYHA V).
o [Ipu manpeHTH ¢ HEHIACHEHN XEMONOETHYHH HapyILeHHAT.
¢ Tlpes nocnenHus TpuMecThp Ha GpeMenHocTTa (B T.4.6).

¢ [IIps nanvenTr ¢ Texka gexuapaTaups (B pe3yTaT 0T DOBPBIIAHE, JHAPHA WK
HENOCTATEYCH OPHEM HA TEUHOCTH).




44 Cpensajanu npeaynpexkAeHHs U COCUHAINH MEPKH NpH ynorpeba

Hexenannre peakuiun Morar aa Gbaar cBeACHH A0 MUHAMYM 4pe3 ynotpela Ha Hali-HHCKaTa
edeKTHRHA 1032 32 BPBIMOXKHO HAH-KPATKO BpeMe, HeoOX0IHMO 33 OBNanABase Ha CUMTOMHTE (BIDK
NO-N0JTY CTOMAMIHO-YPEBHH H CHPIETHO-CBAOBH PHCKOBE),

IaupeHTHTE B CTapYecKa BE3pact: MPH NAlHEHTHTE B CTApYEcKa Bh3PacT YeCTOTaTa Ha
HabronasanATe Hexenann peakuau o HCIIBC e mo-ucoxa, ocobeHo Ha CrOMAllHO-YPEBHWTE
KPBBOMITHEH ¥ nepdhopalii, KOHTO MoTaT Aa ObAar datanyy. [TlaliHEeHTHTE B CTAPIECKA BB3PacT
HMAT TIOBHIIEH PHCK OT NOCTENCTBAATA OT HEXENAHHTE PEaKIHH,

Hsmcksa ce NpeAna3aMBocT IPM TAHERTH C:

s  CHCTEMeH Nynyc EpHTEMATO3YC H CMECEHO CHLEIAHHTENHO-TEKARHO 3a60NMBaHe nopany
YBEJIHYEH PHCK OT aCcelITHYCH MEHHHTHT (Bxk T.4.8)

s Bpoaeno Hapywenne Ha nopdUpHHOBUA MeTaGONUAEM (HAIp, OCTpa HHTEpPMHTSHTHA
nopdupus).

¢ CroMalHo-upeBHU HapYLIEHHA W XPOHHYHH BE3NATHTENHH YpeBHH 3a601BaHNA (YILepo3eH
KoHT, §ofect Aa Kpon), (8% 1.4.8).

¢ AnaMHe3a 33 XHIEPTOHNA W/HAM CHPICYHA HEAOCTATHYHOCT, Thil KATO HMa ¢hoONIeH R 32
3aAPBAKKE HA TEYHOCTH 1 OTOLM nipH ynotpebara Ha HCIIBC (Bx 7.4.3 B 1.4.8)

e Bru6peqno yspexaane, Thii karo Gs0peunara GpyHKUHMA MOXKE JOMBIHETENHO 1A C& BIOMH
(pEx 1.4.3 171.4.8)
YeproapobHo QyHKIMOHETHO Hapylienne (Bx 7.4.3 1 1.4.8)
HenocpeacTBeHOo ciied rondMa XHPYpPragHa HETepBeHIns.
CeHHa XpeMa, HAa3aTHH MOJHIY WIH XPOHHYHE OOCPYKTHBHE PECTIHPATOPHY HapyICHHA
MOTaT Aa Ce MOSRAT KATO ATSPridHE peaKiuH. Te MOrar 1a ce H3pagBaT KaTo acTMaTHYCH
NpHCTEH (TAKa HApEUeHa AHANTETHYHA ACTM4), €NcM Ha KKBHHKe WITH YPTHKApHA.

o TlpH nanMeHTH, KOHTO C3 MMANH ANEPrHYHH PEAKIHH KbM IPYTH BELICCTBA, ChICCTBYBA
TIOBHMIIEH PHCK OT PEaKIUH HA CBPBXYYBCTBHTEIHOCT IPH TPHEMA Ha TO3H IMPOAYKT.

Pecrmparopry

Moxe na 6bie npoBoKHpaH OpPOHXOCNAIBM NpPH MALUMEHTH crpajamid o1 OpOHXHATIHA acTMa HIH
ANSPrivyHu 3a60IABAHML.

HCTIBC

Ennospemennata ynorpeba ¢ Apyru HCTIBC, BXIH09HTENHO HHKII0-OKCHTEHa3a-2-CrielnHIHH
uHxHOATOPY TpabBa Aa ce H3bATBa.

Mack#paye Ha CHMIITOMUTE Ha DoAIexaniuTe HadeKImuy

Hypoden 3a IOromu Sirona Moxe 18 MACKHPa CHMITTOMMTE Ha HHMEKLHA, KOETO MOXE J1a NOBEE [0
3abaBAHe Ha JAN04BaHE Ha MOOXONAIIO NEYEHHE H N0 TO3H HAYMH A3 BIONIH H3X01a 0T MHEKIHATa,
Tosa ce nabmozapa npu GakTepranta THEBMOHMA, NPH/AOOHTA B 0OLIECTBOTO, KAKTO M IPU
GakTepHanumre yenoxuenua ga sapunena. Koraro Hypoden 3a IOuomu fArona ce npunara 3a
JiedeHHe Ha NOBHIEHA TEMIIEPATYpa WK 3a o0NieKyapaHe Ha OoixaTa BBB Bpb3Ka ¢ HHexkund, ce
npenopbusa HabmoneHue Ha HH$exIMATa. [py M3BBHOGONHHYHK YCIOBMA NALMEHTET TPAGEA a ce
KOHCYIITHpA ¢ JieKap, aKO CUMITOMUTE [IEPCUCTHPAT HIH CE BIIOMIABAT,

CroMalnHO-9peRHH KTH:

Crobmniasa ce 3a CTOMAIIHO-IPEBHH KPLEOMVIMBH, 4383 WIH NEpHOPALAS, KOUTO MOXE 1T
baranno npu ynorpebara sa Bemuxy HCTIBC nekapcTBeHH NPOIYKTH, TI0 BCAKO BPEM




¢ HIH 0¢3 NpenynpeInTe/IHH CUMITTOMH HITH NPEIHIIAE aHAMHE3a 31 CEPHOIHH CTOMALIHO-YPEBHH
CcrOHTHA.

PHCKBT OT CTOMAIIHO-YPEBHH KPLBOMINMHBHY, A3Ba WIH Nepdopalius € No-BHCOK NpH ynoTpeda Ha I1o-
Bucokd o3 HCITBC nexapcTBens NpoayKTH, MpH NAIHEATH C aHAMHE3a 33 A3B3, 0c00cH0 ¢
YCIOKHEHHA OT KPBBOHAIHB AN nepdopatm (BHK T. 4.3), KAKTO 4 PH NAIMEHTH B CTAPYECKa
BB3pacT. Takuea anueHTH TpEGpa A2 3a1104BaT JeUeHHETO ¢ Hall-HHCKATA PB3MOXHA A034.

Ilpu TakHBa NANMEHTH MOXE A3 € HeoOX0AMMO KOMOHHHPAHO JIeYeHHE ChC 3AlIATHH BelecTsa (Harmp.
MH30NIPOCTON HIH HHXMOHTOPH Ha IPOTOHHATA NIOMNA), KAKTO H NPH MalMEeHTH, H3HCKBAILH
€IHOBPEMEHHO NPUIOKEHHE HA HHCKH JIO3H aLCTHIICANTHIIMNIORE KRCSNHHA HITH APYTH JNEKapCTBCHH
BEIIECTBa, IOBHINABANIH PYCKa OT CTOMALTHO-SPEBHH HeXeIaHH Ppeakluy (BK Mo-A0Ty H T. 4.5).

TManpenTyTe ¢ AHIMHE3A 33 CTOMANIHO-YPEBHA TOKCHIHOCT, 0CO0EHO Te3H B CTApYECKa BBIPACT,
TpsbBa fa choOIIARAT 33 BCHYKK HeOOHUANHN CTOMAIIHA CHMITTOMHE (TO-CIICHAIIHO 33 CTOMAIIHO-
9PEBHH KPBBOHINHBH), 0co0eHO B HaVATHHTE (a3 Ha JISICHHETO.

[aunentwre Tpabea az 6baaT NoOCEBETBAHN Ja YNOTPeGABAT BHAMATEITHO TO3H NPOAYKT
€MHOBPEMEHHO C APYTH NEKAPCTEEHH NPOIYKTH, KOMTO MOTaT A3 YBEIHYAT PHCKA OT YALEPAHH KK
KEPBEHE KaTo NEPOpaIHH KOPTHKOCTEPOHAY, AHTHKOATYJIAHTH KaTo BapdapHH, CEICKTHBHH
HHXHOHTOPH Ha OOPATHOTO 3aXBamaHe Ha CEpPOTOHHMHA HITH MPOTHBOTPOMOOTHHHH CpeacTBa KaTo
ANCTHICANHLIMIOBA KHCENTHHA (BX T.4.5).

Koraro ce nonyus cToMaiiHo-4peRreH KPBBOHIIAB HIH CE NOARH A3Ba IPH NALMEHTH, IPHEMAIIK
uHGynpodeH, nedennero TpAdBa 1a e MPeKpaTH.

HCIBC nexaperseHyTe IPOAYKTH TpAGEA Aa ce NPWIAraT BHAMATETHO NIPH NALHEHTH C AHAMHESA 32
CTOMAIUHO-9peBHH 3aConaBanky (ynueposeH Komut, Gonect Ha Kpon), Toi kaTo Te3m 3abonaanus
Moxe A3 ce ofocTpar (Bx T.4.8).

Texki KOKHH PeaKLH;

CepHO3HR KOXHH PEaKlHH, HAKOH OT KOXTO JIETAIHH, BKIHYHTEIHO eKconuaTHBeH ASPMATHT,
CHHAPOM Ha Stevens-Johnson B TokcHYHA eNTHIepMAaITHA HEKPOIH3a Ce ChOOIIABAT MHOTO PAAKO BLEB
BpE3ka ¢ ynorpebara Ha HCIIBC (Bx. Touka 4.8). ITaueHTHTE H3rneka ca H3I0KeHH Ha Hali-BHCOK
PHCK OT TE3H PEaKilie HA PaHEH eTal N0 BpeMe Ha TeTEeHHETO, KaTO HACTHIIBAHETO HA PeaknusTa ce
Habnonasa B NOBEYETO CITyHaH B paMKHTE Ha MBPBHA Mecell oT nedennero. Crobinasa ce 3a ocTpa
TeHCpATH3APaHa eK3aHTEMATO3HA MycTy03a (acute generalised exanthematous pustulosis, AGEP) sn8
BpB3Ka C IPOAYKTH, chAbpKamy nbynpoden. Hypoden 3a IOnomm Arona Tpabea aa ce mpekparn
TIPH TbPBATa NOABA HA IPH3HAIN H CHMITTOMH HA TEXKH KOKHH PEakiMy KaTo oOpUE 10 KoXKara,
Ne3HH HA IAMABULATA WK OPYT NPH3HAK HA CBPBXTYBCTEBHTENHOCT.

B M3KIMIOUMTEIHO PENKH CiTydau ca HabmonapaHi cepHO3HN HHOEKIHH HAa KOXKATa H MEKHTE TEKAHH
nipH sapuuena. Ipenopsusa ce ga ce w30area ynorpedara Ha uOynpodeH B ciryqan Ha BapHLETA.

C'LQQB‘IHO—C'LQOBH H MO3B9HO-CHLIOBH GQCKTH:

KnuHrYHN npoyyBaHus NoKa3naT, 4e ynoTpebara Ha ubynpoden, 0coGeHO BEB BHCOKH A03H (2400
mg/aeH) MOXe na 6bie CEBP3aHO ¢ JIEKO YBENHYEH PHCK OT apTepHAIHA TPOMOOTHYHH CHOHTHA
(nanp. MHOKapneH HHQApKT WK HHCYAT). KaTo uino, eMuaeMACAOrHHHUTE H3CICABAHEA HE
NOKa3BaT, Y€ HHCKHTE J03H MOynipoden (nanp. < 1200 mg AHEBHO) ca CBLP3aHH ¢ YBEJIHYEH PHCK OT
apTepHaTHy TPOMOOTHYHH ChOHTHA.

Gonect morar aa 6baar nexysanu ¢ nGynpodie caMmo cell BHUMATenHe 0GMHCAHE | BHEO

(2400 mg/nen) TpaGBa Ja ce WIGATEAT. : Q@ yd Tr




Coito Taka € HeoGXonHMO BHEMATENHO 0GMHECISHE, IPEIH 3aN0YBAHETO HA IPOABIDKUTENHO NeUeH e
Ha MAUMEHTH ¢ PHCKOBH (JaKTOPH 33 CHPAEYHO-CHAOBH CHOHTHA (HANp. XANEPTOHUA,
XHIEPIHIMAEM, 3aXxaped auabeT, mymene), ocobeHo ako ca KeoOXoIHMH BHCOKH T03H (2400
mg/nen).

TH HIH:

MHoro paaxo ca BabnrofaBany TEKKH OCTPH PEaKLMH HAa CBPbXIyBCTBHTEIIHOCT, HATIPHMED
aHauiakTHueH miok. [TpA noABaTa HA TEPBUTE MPU3HALM HA PEAKIHS HA CBPBX1YBCTBHTENROCT ClEH
npuem Ha Hypoden 3a I0momm flropa, neqenuero Tpabsa na ce npekpar. HeoOxoammure 3a
CHOTBETHMTE CHMITTOMH MEAMIIMECKH MEpPKH Ja C€ NpeANpHEMAT OT CHeLHATHCTH.

Hbynpodes, aktHHOTO BemecTBo B Hypoded 3a IOxomu Srona Moxe BpeMeHHo Aa RHXHOHpa
dynxumaTa Ha TpoMGoLTHTE (TpoMGOLHTHATA arperanis). [fopazn ToBa NAIHEHTHTE ¢ HAPYINEHO
KPBBOCECHpBaHe TpAlBa BHUMATEIHO A4 ce Habmronasar.

ITpn npoxemkHTENHO MpiUToxeHue Ha Hypoden 3a IOHomm Slrona e Heo6XxoAHMMO PEAOBHO
mpocAeasBaHe Ha TePHOAPOORHTe nokazarend, GuOpednara HyHKIMA, KAKTO H Ha XEMATONIOTHYHATA
tyHK1HA/KPEBHATA KapTHHA.

TTps NPOARIKHTENIHO NPHIOKEHHE HA PA3NHYHH AHANTETHLA 3a [N1aBoBONNA MOXe A OBee KO
ROBENE 10 BIOIIABAHETO HM. AKO TDBA ¢ CTYTH HiIH MOJXE JIA C¢ Npenoiara, TpaOBa 1a ce NOTEPCH
JICKapCKM CHBET M JISUEHHETO Aa ¢¢ MpeKparTh, JparHosara rnasobonme MpH JEKApCTBEHO
npegosnpane (IT) Moxe 1a ce 09aKBa NPM NALMEHTH, KOHTO HMAT YeCTO HIH EXEAHEBHO
rnasoGofne BENpeKH (WK Nopaly) PEAOSHMS IPHEM Ha JIeKapcTha 3a rnaBoBorue.

INpu ensoBpeMeHHaTa ynoTpe6a ¢ aKoXol, HemeTaHUTE eeKTH CBLP3aHH ¢ aKTHBHOTO BEINECTEO,
N0 CHENHANHO TAKHES, KOWTO CE OTHACAT IO CTOMAIUHO-IPEBHHA TPAKT HIH LEHTPATHATA HEPBHA
CUCTEMA, MOTAT J1a ce IoBHmAaT npH yrotpelara Ha HCITBC nexapcTBens npoXykTH.

Hapymierns Ha 610penmTe;

O6mo, obyyakinara ynoTpefa Ha asanTeTHLM, NO-CNIEUBATHO KOMOHHALIMMTE OT PA3THYHA
AHANTETH4HH JICKApCTBEHH BEMIECTRA, MOXKE J1a AOBeE Ao AbiroTpaling GpOpeuHy NIe3HH, C PHCK OT
6p0peuHa RENOCTATHIHOCT (aHANTETHYHA HEQPOTIATHA).

CrulecTeyBa pHcK 0T ObGpevHO yBpeKnane Npu AeXHAPATHPAHHU LENA.

Creimdnunn €HH 32 Ta;

JlexapCTBEHNAT IPOAYKT CHABPHA TEUESH MATHTOMN.

He Tpa6Bsa fa ce DpKeMa OT MALMEHTH C PeAKH HACIEACTBEHH NpobiieMu Ha PpyKTO3HA

HENOCTATHYHOCT.

Tlopaay ¢EOBPKAIINA C€ TEIEH MANTHTON, TO3H JEKAPCTREH IPOAYKT MOXE A MM JIEK JAKCaTHBEH
edexT.

Coaspxannero Ha Kanopu e 2,3 keal/g marruron,

Toan nexapcrBen nponyxr crabpxa 27,54 mg garpuit Ha 15 ml cycnensus (=1,87 mg uatpuii 3a 1 ml
cycnensns). Tpabpa na ce WMa B IpeBHA NPH NALKEHTH Ha JHUETa C KOHTPOMHPAH TIPHEM HA COJL.

4.5 BsaumojeiicTBHE ¢ APYIH JEKAPCTBCHH NPOAYKTH H APYTH GOPMH HA B3AHMOACHCTBHE

Hoynpopen He TpuiBa Aa ce M3Noa3B2 B KomOHBaUMS ¢!




Jpyrid HCIIBC nexapcTBeHH NPOAYKTH, BKTIOUHTEIHO CEJIEKTRBHH HHXHOWTOPH Ha ITHKOOKCHIEHA3a-
2: n3bsrpatiTe exHoBpeMenHaTa ynorpeba Ha Ase win noeede HCIIBC, Thit xaTo ToBa MOXe 1a
YBEIMYH PHCKA OT HEXENaHH peakims (3K 1.4.4).

ALETHICANTHITHNIOBA KHCETHHA!
Ennospemennara ynorpefa Ha uOynpodeH v alleTHICATIATIOBRA KHCETHHA HE C¢ NPEMOPHUBA 1I0pany
BB3MOKHOCTTR 33 TOBHIIABAKE HA HEXENAHHUTE PERKIHH.

ExcriepuMeHTaTHH JaHHH MoKa3ear, 9e HoynpodeH Moxke KOHKYPEHTHO I MOTHCHE edekTa Ha
HACKHYE JIO3H AUETHICATUITHIOBRA KHCETHHA BEPXY TpoMOOLIMTHATA AIDEralisi, KOraro ce npueMar
€IHOBPEMEHHO. BBIpeKH ue HMa HeCHIYPHOCT [IPH eKCTPATIONHAPAHETC HA TE3H NAHHH OT KITHHHYHH
CITyqaH, HE MOKeE Ja C€ H3KIIE09H BE3MOKHOCTTA, Ye PEAOBHHEAT, NPOSHUKHTENEH NPHEM Ha
HOYMpoieH MOXe 1a HAMATH KapAROTIPOTEKTHBHIA epeKT HA HUCKH JO3H ALeTHICATKIAIOR
kucennHa. He ce oMakBa KTMHWIHO 3HaYMM edekT Npy paaka ynorpebara Ha ubynpoden (pux 1.5.1).

Hoynpoden (Kaxto apyrure HCITBC) tpufBa 58 ce H3NO0A3BA ¢ BHUMAHHE B KOMOHUAUNY C:

AntaxunepreH3neHH (ACE uHXHOMTOpH W aHTaroHHCTH Ha aHraoTersHH-11) u mryperdny:

HCITIBC moxe /1a noHmKaT eeKTa Ha T3 NeKapcTBeHH MponyKTH. [Ipu HAKOH nauKeHTH ¢
KoMnpomeTHpana Os0peuna $yHKIHA (BeXMIpaTHPAHH HAH B CTApIECKa BBIPACT € YBPENEHA
6B0peuna GyHKIMA) eNHOBPeMERHOTO MpHaoxeHHe HA ACE uaxuCutopu, OeTa-01oKepH WiH
aHTATGHWCTH HA aHrHOTeH3HH 11, KakTo H BellecTsa, KOMTO HHXHOHRPAT WHKIOOKCHIEHA3ATA MOKE 13
HOBEIE A0 AOIHIIHMTENHO BIOIIARAHE HA GLOpesHaTa QYHKIMS, BRIOYHTENHO ocTpa 656pedna
HELOCTAaTLIHOCT, KOETo 00uKHOBeHO € 00paraMo. CnexoBarento koMGunaipaTa Tpabsa ma ce
IpHIara BAUMATENTHO, 0co0eHo Npy NalienT! B cTapdecka Bh3pact. [lamesTute Tpabea na ca
ANEKBATHO XHAPAaTHPAHA H J1a <& 0OMHECIH HeofXONNMOCTTA 0T MpocnenssaHe Ha GrOpeynara
dyHKIES B HA9AOTO HA KOMOHHHPAHOTO NeyeHHe H NEPHOTAYHO CIIEA ToBA. JIHypEeTHIHTE MOTaT Jia
NOBHIAT pHCKA oT HedpoTokcHIHOCT, CBbp3aHa ¢ HCIIBC.

Crepaeunv rnakozuny: Hanp, Jurokcerd: HCITBC mMorar na oSocTpaT chpae HaTa HEAOCTaThYHOCT,
Jla HAMAJAT ITIOMEpYIHaTa (PRITPAlTAS ¥ Ja TOBHINAT IUTA3MEHHTE HHRA HA CEPACTHHTE [TIMKO3HAM.
ExaHoBpemeHHata ynorpeba Ha HypodeH 3a HOHolm ¢ nekapeTsa, ChABPAKAILN AHIOKCHH MOXE A
TIOBHIIM CEPYMHHTE HUBA Ha AMrokcHH. [Ipocnenssanero Ha JHIOKCHHOBHTE HHBA B CEPyMa HE MOKE
I1a ce Npenopbia KaTo MPABKIIo B CliydauTe Ha MPaBWiHa ynotpeba (MakcuMyM Ha 3 ITHH).

JiuThii: HMa gasHH 32 NOTEHIHANHO NOBHLICHIE HA IUIa3MEHHTe HHBA Ha JTUTHE. MOHMTOPHHIBT Ha
CEPYMHHTE HHBA Ha JINTHA HE € TPABUIIO, KOETO Ce N3HCKBA 33 MpaBHIHATA YNoTpeda (MakcHMyM Ha 2
OHH),

Kanui-cpxpaHapaing anyperamy: ExgoBpeMernata ynorpeba Ha Hypoden 3a IOnomm n kanmii-
CHXpaBABaIly AWYPETHIH MOXKe Na NoBele 10 XUNEPRaIHeMud (TIperopsusa ce NpociesBaHe Ha
KallMEBUTE HHBA B CEpyMa).

(denvront: Eqnospemennara ynorpeGa na Hypoden H0nomm fArona ¢ ¢deHHTOHH MOAE 1a TOBHINH
IJIa3MeHATe HHRa Ha (permronH. IpocnensasaneTo Ha QEHHTOMHOBHTE HHEA B CEPYMa HE MOXKE Ja ¢¢
NPEnoOpLYa KaTo IPABHIO B CIYHAHTE Ha TIpaBHIHA yroTpe6a (MakcHMYM Ha 3 OHH).

Merorpekcat: MMa faHAM 33 NOTEHUMATHO NOBKUIABAHE HA TA3MEHHTE HHBA Ha METOTPEKCAT.
punaranero Ha Hypoden 3a FOnomu Sirona B paMxuTe Ha 24 uaca IpesH WiH cel TPAIAraHeTo Ha
METOTpEKCaT MOXKE A3 AOBEAE A0 MOBHIIARAHE HA KOHUEHTPALAATA HA METOTPEKCAT H 10
NOBHIIABAHE HA TOKCHYHUSA MY edeKT.

Taxponumyc: Bramoxen nosumeH puck ot kedpotokcwanocet, korato HCIIBC nex
MPOAYKTH ¢ ARBAT ¢ TAKPOTHMYC.

Linknocnopun: Iosrmed puck 0T HEPPOTOKCHUHOCT.,
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Kopruxocrepounu: IToBHmEH pHCK OT CTOMAITHO-IPEBHH A3BH H KPHBOHIIHB (BX T.4.4).

AnrekoarynaHTi: HCITBC nexapcTBeHMTE NPOAYKTH MOTAT Ja 3aCHIAT epeKTa Ha aHTHKOAryIAHTH
kato BapdapiH (B 1.4.4).

AHTHArperaiTH H cENEKTHEHH MHXHOUTOpH HA 0OpaTHOTO 2axBaliaHe Ha cepoToHMHa: [TosHIleH
PHCK CTOMANIHO-YpEeBHH KPBBON3IHBH (BK T.4.4).

Cymomurypeitnn: KitaHiraan npoydsanus ca moxasani asapMoaeiicraua mexxny HCTIBC n
cynpoHIy pefili NpoTHBOAMAbETHYHH eKapCTBEHN NPOAYKTH. BBIpekH, 1e 0 MOMEHTA HAMa
OFIMCAHH B3aMMoneiicTeaa Mexny uGynpoden H cyndoHAmypeiiHH IEKapCTBa, KATO NPEANasHa MApKa
IIPH €HOBPEMEHHATA BM YHOTpeba ce Mpenopbypa NpOCciegBase Ha KPbBHO-3aXaDHATE HHBA.

3azoBynyH: MMa 1aHHH 32 YBENHYECH PHCK OT XEMapTpo3n u xeMaToMu nipi HIV 6omnun (+)
XeMO(HIHIY, JIEKYBAHH ETHOBPEMEHHO CHC SHAOBYIMH ¥ HOYTIpodeH.

[Mpoberermn 1 cyndHHMAPa3cH: JleKapcTBEeHHTE MPOAYKTH, ChABPKANIH npobenenmn U
CynUHNHPA3OH MOTAT Aa 3a0araT eKcKpeunaTa Ha nOynpodeH.

Baxnoden: Moxke na ce noseaT TokeHuHH edexTr HA 0akTOdeH cnex HavarHo Ip#eMaHe Ha
ubynpoden

Puronaenp: PHronaBup Moxke Ja moBumy nnasMeHata koHuentpana na HCIIBC
Amuzornuxosuaa: HCIIBC mMorar 1a HaMannaT eKCKpeLHATa HAa aMHHOTTIHKOSH/HTE.

Xnanononosy antubroruim: JlarHM OT Ipoy4BarHa BHPXY XHBOTHH codart, 9e HCTIBC morar 1a
YBENHYAT PHCKA OT KOHBYJICKHH, CBBP3aHH ¢ XHHOJOHOBHTE SHTHOHOTHIM. [JallHeHTH NIpHeMALIH
HCIIBC u XxuHONOHN MOXe Ta C3 HAMOMXEHH Ha NOBHMIEH PHCK OT NOSBA HA KOHBY/ICHH.

CYP2C9 unxnburopn: EnHoBpeMeRnaTa ynotpeba Ha nGynpoden ¢ uuxuburopu na CYP2C9 moxe
Jia NOBHITH C€KCMO3UIMATA Ha HOynpoder {CYP2C9 cyberpar). TlpoyisaHe ¢ BOPHKOHA30N H
¢nykonazon (unxuburopn Ha CYP2C9) nokassa 80-100% rnopuineHa eKCO3uiHs Ha HEynpoden.
Tpabsa ma ce ¥Ma npeaeHa HAMANARAHE Ha Ao3aTa HA HOYNpoden MPH eXHOBPEMEHHO NPHAMKEHHE
Ha MOLIHM HHXHGHTOPH Ha CYP2C9, ocofeHo B CTydaHTe Ha CBBMECTHA YNIOTpe6a Ha BHCOKH JIO3H
ubymnpodeH ¢ BopukoHa3on B GIyKOHA30M.

Karrronpmn: ExcrieppMeHTATHH Mpoy9YBanKa MOKA3eaT, 9e uynpodeH HHXHOHpa edeKTa HA
KanTONpPHI BPXY HATPHECBATA SKCKPELIMA.

XonectapamuH: IIpH eqHOBpeMEHHO MpIOkeHHe HA HOynpodeH H XonecTHpaMuH, abcopbumaTa Ha
rbynpodeH e 3abaseHa u HamaneHa (25%). JlekapcTeeHUTe npOAYKTH TpAGRA fia ce NPHEMAT Npes
HHTEPBAJ OT HAKOJKO Yaca.

4.6 DepTHAUTET, GpeMeHHOCT H KbpMEHe

bpemennOCT
IMoTHcKaHeTO Ha NPOCTArNAHAHHOBATA CHHTE3a MOMKE A MOBIHAE HeDNaronpHaTHO GPEMEHHOCTTA
w/nnu eMOpHodeTaTHOTO pa3BHTHE. JJaHHM OT EMHASMHONIONHYHK POYYBAHHA N0KA3BAT NOBHINECH
PHCK OT HETIOHOCBAHE M CHpAeYHH MandopMaLiH, H racTpocxmsa cnell ynorpefa Ha HHXHOMTOPH Ha
NpOCTarmaEAHHOBATA CHHTE3a B paHHa OpemeHHOCT. CHHTA ce, Je PUCKBT C¢ MOBUINABA TIPH BHCOKH
HO3H H NPONBNKHUTENHO NedeHHe. AGCOMOTHUAT PHCK OT CHPISTHO-CHIOBH MaohopMaliHF ce
nopamaea ot 1 % no npubnusuresnto 1,5 %. [Ipy ONHTH ¢ KUBOTHHA MPHIOKEHUETO HA HHXHOUTOPH
Ha MpOCTarflaHMHOBATA CHHTE3A BONH A0 Ape- M NOCT-HMIUIAHTALHOHHA 3aryda i eMOpHo-
nerammret. OCBeH TOBA ce chOOMIaBA 3a MOBHIIEHA YECTOTA Ha BpoaeHHTe Mandopmann
BKJIIOGHTENHO CHPAEYHO-CHIOBH, NPH KMBOTHH NOTYYHTH HHXHGBTOPH Ha NIPOCTATTIaH)
CHHTE3a [0 BPEME Ha OPraHOTEHE3aT4.




Hoynpodenr He TpaGea a ce M3MON3Ba NPE3 BTOPOTO M TPETOTC TPHMECedHe Ha OPEMEHHOCTTA, OCBEH
aKO He e KaTeropuyHo HeoOxoaum. Ako HOYTIIpO(EH ce H3NOI3BA OT XKEHH, KOUTO CE OIIMTBAT 13
336peMEHeAT WIH npe3 NOCHEIHOTO TPAMECETHE Ha GpeMeHHOCTTa, No3aTa Tpabea Na Gpae
MaKCHMAaNHO HACKa H NPONBIDKHTEIHOCTTA Ha JISUEHHE Bh3MOKHO Hali-KpaTKa.

B nociieioTO TpHMEcEHE HA GPeMeHHOCTTa BCHYKH HHXHOHTOPH Ha IIpOCTariaHanNoBaTa CHATE?A
MOTaT A3 H3MI0KaT I0/a Ha PHCK OT:
O KapAHOMYNMOHAHA TOKCHYHOCT (¢ mpeXIeRpEMEHHO 3aTBapARe Ha (eTanHus nykTyc
aprepaosyc u benonpobHa XANIEpTEH3RA)
o 6n0penna pucdyHKMA, KOATO MOKE a NporpecHpa no 650pedHa HENOCTATHYHOCT ¢
ONHUIOXOAPaMHHO22

MalikaTa H HOBOPOAEHOTO B Kpad Ha OPeMeHHOCTTA Ha pHCK OT:
O Bh3MOKHO YIR/DKABAHE HA BPEMETO HA KBPBEHE, AHTHArpEraHTeH edexTt, koHTo MoKke
Ja ce HAGNIOOaBa NOPH B MHOIO HECKH TO3H
O NOTHCKAHE HA MaTOMHHTE KOHTPAKNHH H 3a0aBEHO WIH YXBIIKEHO PaKIaHe

Cnenoparento HGympogeH ¢ IPOTHBONOKA3aH Mpe3 NOCNEAHOTO TPHMECETHE Ha OPEMEHHOCTTA.

Knpmene:

H6ynpoden 1 HerosuTe MeTaGONHTH MOTAT [ja HHCKA KOHUEHTpAaKA B KbpMaTa. He ca H3pecTHH
BpeiHH eeKTH BEPXY KBPMAvueTo, TAKa Ye OOHKHOBEHO HE C¢ Hanara npeycTaHOBABAHE Ha
KBPMEHETO NPH KPaTKCCPOYHO H3NoN3BaHe Ha ubynpoden B mpenopbysaHdTe J03H 3a 6o/1ka u

TeMnepaTypa.

Hma n3BecTHE JaHHN, Y€ NeKapCTBaTa, KOMTO HHXHOHpPAT IHKI0-OKCHICHA3HATA/
NpOCTarnaHAiMHOBa CHATE3a MOXE Jja MPEAN3BHKAT YBpeKAane Ha seHckus hepThnyTeT Ypes
BB3OCHCTBHE BHPXY oByJamATa. Topa e 0OpaTHMO cleA MPEKPATABAHE HA JCUEHHETO.

47 EdexrTn Bupxy cnocobHocTTa 32 modupaHe n pabora ¢ MAUIHHM

Ilpn kpaTkocpouHa ynoTpeGa TO3H IPOAYKT HAMA HiIM HMA HesHaTHTeNieH eexkT BbPXY CIOCODHOCTTa
3a wodHpane 4 paboTa ¢ MANIHHH.

48 HexenaHn NeKapceTBeHH PpeaxknHyu

CIucHKBT Ha CIEAHATE HEXENAHK peakUMH BKIIOYBA BCHUKH HEXETAHH PEakLMH, HabmoAaBaHH B
X0/a Ha NeveHne ¢ HoynpodeH, CHILO TE3H NPH MO-BHCOKH A03H, NIPH THITOCPOTHO NEUCHHE [IPH
NALMEHTH ¢ peBMaTH3EM. [locoueHaTa 4ecToTa Ha HeXelaHHTe Peakiuy, KoSTo o0XBaila MHOrO
penxHTe CroOIICHH, CE OTHACA 32 KPATKOCPOIHO JIgUeHHe B THEBHH N03H A0 MakcuMyM 1200 mg
nbynpodeH 3a nepopaniure hopMu u MakcumyM 1800 mg 3a Cymo3HTOPHHTE.

CJICIIHHTC HEXKENAHH JCKAPCTBCHH pEAKIHM Ca NPCAHMHO J030-32BHCHMH ¢ HHTCPHHAMBHIY anHa
BapHabHIHOCT,

Hexenanure peakipiH, KOHTO Ca CBEP3aHH ¢ ynoTpebara Ha hGynpoger ca Toco9eHH No-A0y.
IpeacTareny ca 110 CHCTEMO-OPTAHHE KNACOBE H TeCToTa. YecToTaTa € OpeieNieHa KaTo:

MHoro wectn (=1/10) Yectn (>1/100 no <1/10)
Heuecru (21/1,000 go <1/100) Peaxn (21/10,000 no <1/1,600)
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Mmnoro penks (<1/10,000) HemnasectHa (He Mexe Aa Obae
onpeneNcHa OT HATMMHUTE NaHHH)

Tpabsa na ce orbenexu, 4e B OTACAHKUTE IPYITH [0 JECTOTA, HEKENIAHKUTE PEaKLIHH Ca MPE/ICTABCHH B
HH3XOMALL PR CTIOPEA CTETICHTA HA CEPHOZHOCT:

Habnionasanure Hexenaun peakiiy HAl-4eCTo ¢a ¢ XapaKTep Ha CTOMAMHBO-YPEBHH HAPYIIECHNA.
HexenanuTe peaklii B TOBEMETO CIIYYaH Ca A030-3aBHCHMH, NMO-CNICIHANHO PHCK OT CTyYaH Ha
CTOMB.].[IHO-‘]peBHO KBPBEHE, KOETO € 3aBHCHUMO OT A030BHA OOXBaT M II])OJI’BJDKHTCJ]HOCTI‘EI Ha
AegeHnero. Moxke fa ce MoABH NeNTHYHS 7382, epdopalyi WIH CTOMAITHO-YPEBHY KPBBOH3IHBH
noHaxora daranmm, ocobeHo B cTapyecka BhapacT (vx 1.4.4). Cro0mapa e 3a rafieHe NOBPEINaHE,
Imapus, ¢naTyneHIns, KOHCTHITALMS, AHCIENCHS, CTOMAIHA fonka, MeNeHa, XeMaTeMe3a, H30CTPAHE
Ha ynueposer koMt H 6onect Ha KpoH (8% 1.4.4). [To-panko e Rabmoaasan racTpur.

Cno6maBa Ce 3a eIeM, XHIEPTOHHA H CHPACYHA HEAOCTATEYHOCT BhB BPB3Ka ¢ nedeHHe ¢ HCIIBC.

KnHuMYHH Npoy4YBanHHA MOKA3RAT, Ye ynotpedara Ha ubynpodeH ocobeHO FBB BHCOKH A03H (2400 mg
IHEBHO) MOXE /13 C€ CBEPXKE C 1EKO YBESIHIEH PHCK OT apTepHANHO~-TPOMOOTHYHHE CHOUTHA (Harp.
MHOKap/ieH UH(ApKT WIH HHCYIIT) (BX T.4.4).

Hoxnagsane e 06ocTpAHe Ha BE3INANEHHA, CBLP3aHHU ¢ HAbEKIHA (Hanp. pasBuTHE Ha HEKPOTHIHPAILY
tdacimurT), chBnanamy no BpeMe ¢ ynorpebara Ha HeCTEPOHAHM NPOTHBOBBINAIHTENHH JIEKAPCTEA.
ToBa BepOATHO € CREPIAH0 ¢ MEXAHH3MA Ha AefiCTBHE HAa HECTEPOUIHATE NPOTHBOBL3MAIHTEIHH
NeKapcTBa.

AK0 1o BpeMe Ha ynotpebara Ha Hypoden 3a FOHomu fArona ce NosABAT WIH BIOMIAT CHMITTOME Ha
uH(exms, ce NpenopsBa NalHENTHTE Aa ¢e 06bpHaT He3abasHO KuM Nekap. Tpabpa fa ce npeleH:
HEOOXOMMMOCTTA OT AHTHHHQEKIHOZHO/AHTHOHOTHYHO JIEYEHHE.

BpoAT Ha KPEBHHTE KWIETKH TpAGBA na GhAE NpOBEPABaH PETyIAPHO PH NPOXBDKHTENHO JeHeHHE.
TMatpeHTHTE 1a ce HHCTPYKTHPAT B TAKHEBA CAIYYaH Ja HHOpMHpAT Nexaps ci HesabaBHO M 1a
NpEyCTaHOBAT yNoTpebara na Hypoden 2a I0xomm frona, ako ¢ NOABKAT JOPH EIHH OT

CHMNITOMHTC Ha PCaklliA Ha CBPBXTYBCTBHTENHOCT AOPH, KOraTo €€ noseaka 3a I-pBA BT,

[Naumenrute TpabBa fa c¢ MHCTPYKTHPAT Ja ce 0GbpHAT He3a0aBHO KbM JIEKAp NPH N0SBATa Ha CUIHA
Gorka B ropHaTta 4acT Ha KOpema, KAKTO H MIPH MOABATa KA Me/EHa WIH XeMaTeMe3a.

Cucrema-opran | Yectora Hexenann peaxuun

KJac

Hudexnuu n Muoro peaxu  Joxnaaparo e 000CTpAHE Ha BRINANCHWA, CBLP3AHH C
HHpecTIUHH HEdekIud (HATD.pA3BATHE HA HEKpOTH3Upals $hacuuut),

B M3KITIOYHTEITHY CTy9aH, MOTAT Ja C€ NOABAT TEHKKH KOXKHH
Peaxdi H yCIIOXKHEHHA HA MECKHTE THKAHH 110 BpEME Ha
BApHUETa WHPEKLHNA.

Hapywenns sHa  Muoro pegku  HapymieHns Ha xeMomnoe3aTa (aHEMHS, JIEBKOICHHA,

KPLETA H TpoMOOLIHTOMEHHS, MAHIINTONIEHHA, arpaHyJIOLHT033).
JuMbnara IiLpBATE TIpH3HALA MOzKe NI ca MOBHIICHA TEMIEPATYpa,
CHCTEMA BB3NAICHO I'bIIC, NOBBPXHOCTHH A3BH B YCTATA,

TPHNONOAOOHH CHMITTOMH, CHUITHO YWyBCTBO HA H3TO
CHHHHH ¥ KBbpPBEEHE 0T HOCA H KOXaTa.

ManyenTHTe Aa ce HHCTPYKTHPAT B TAKNBA
NpeycTaHORAT HesabaBHO yrioTpeGara, 1a 5
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Hapymenus Ha
HMYHHATa
CHCTEMA:

emxnuun
RapymeHns

Hapymenun ua
HepBHATA
CHCTEMA:

Hapymenus Ha
OUHTe

Hapymenus na
YXOTO H
nabupunTa

Coppneann
HApPYIIEHHA:

Coaosu
RapyUiIeHHS

Cromamno-
YpeBHH
HApYUIEHNS

Xenaro-
GHAHADEN
HApYIIEHMS:

Hegectn

MHoro penxe

HeuspecTHu

Mtuoro penxu

Hegect

MHoro peaku

Heuectd

Penxu

Msuoro peaku

MHuoro penku

Yectn

Heuectn

MHoro penku

Mmuoro peaku

C SHATITETHLH HJTH AHTHITHPETHIIN | A CE KOHCYJITHpAT C©
nexap.

Peakuuu Ha CBPLXYYBCTBHTENHOCT, CHCTOALLM CE OT
YprHKapus u cephex

Texxn obwp peakudy Ha CBPBXUYBCTBHTEAHOCT,
CuMnToMHTE BKLIOUBAT OTOK Ha JIMIETO, €3HKA H JIapHHKCA,
3a/TyX, TAXHKap/AHA, XONOTeH3HA, (aHA(KIAKCHS, AHTHOEAEM
HIH TeXBK ok} . OBocTpsaHe Ha acT™A.

PeaxTHBHOCT HA AMXaTeHATE ITETHIIA, NnpofABABaa cc B
acTMa, 6p0oncna35M H 3aTPYAHCHO NUILIAHE.

TcuxoTH™HH peakLiy, AEIPECHH,

HapyureHHs Ha UeHTPANAATA HEPBHA CHCTEMA KaTo
raasofonne, 3aMasHOCT, GeachHue, BEI0Y A,
pPasnpasHETEIHOCT HAH yYMOPa.

AcernTHYeH MEHHHTHT
Hapymeno 3peHne

Llym B ymnre

Chspaeura HeOCTATHYHOCT, TANNHTALMH H efieM, HHGAapKT Ha
MHOKapaa

AprepuanHa XANEPTOHAA, BACKYNHAT

CroManHo-1peBHH pa3cTpoiicTBa KaTo KopeMHa Bonka,
rafeHe H AHCNETICHS, nnapud, ¢uaTyneHIHs, 3aMek,
KHCENHHK B CTOMAXa, MOBPBIAHE H ciabo cTOMAIHO-9PEBHO
KbpBEHE, KOETO N0 HIKTIOYEHHE MOXKeE 13 OBEE 10 aHEMHA.

CroMalHO-uypeEHH A38H, HOHAKOTS ¢ niepdopaliys H
CTOMAINHO-YPEBHO KhPBEHE, YJILEPO3CH CTOMATHT,
0bocTpaHe Ha KomuT ¥ Oonect Ha Kpod (smk 1.4.4), racTpur

Ezodiarnt, u oOpasyeane Ha HETECTHHATHH CTPHKTYPH,
nogoGHH Ha guadparMa, NaHKPEATHTH.

Hapymienne na 9epHogpobHaTa dyHrums, 9epHoapobHO
yBpexaaHe, 0co0eHO MPH NPORBIKATENHO NPHITOHK :
gepHOApoOHA HEXOCTATEIHOCT, OCTHP xenam,{'r Q\\wﬂ No




Hapymenna na  Heuectu PazmavHy komHH 06pHBH.

KOXKATa H
IOAKOKHATA Muoropeakr Texxn GopMu Ha KOXKHH PeakuyH KaTo Gyno3HH KOXHH
ThKAH: PEaKLHY, BKTIOUATENTHO CHHAPOM Ha CTHREHC-J[KOHCHH,
epuTeMa MynTHGOpME H TOKCHTHA eNKAEPMATHA HEKPOIH3a,
ANOMeNHA.
C HemssectHa  JlexapcTBeHa peakiMa ¢ €03HHOMIINA B CHCTEMHH
9ecToTa cummrroMu (DRESS curnpom).
OcTpa renepanisHpana ex3aHTeMaTo3HA mycTyiosa (AGEP).
PeakuyuHa GoTouyBCTBHTENHOCT,
Hapymesna na  Penku Vepexpade Ha G6pevHaTa ThKau (MAMHIapHa HEKpo3a) U
6ubpenute n YBeJIAYEHa KOHLIIEHTPAlMATA HA Ypea B KPLBTa CE MOABABAT
NMUKOYHHTE PAAKO: YBEIHUCHA KOHICHTpaliATa Ha NHKOYHA KHCENHHE B
NBTHINA: KPBBTA.
Mmuoro peaxkit Ilogea Ha oroum, ocobeHe NpH MANKREHTH ¢ apTepUanta
XHIEePTOHMA MM GB6peTHa HeNOCTATHIHOCT, HEDPOTHYCH
CHHApPOM, HHTEPCTHIMANCH He(PUT, KOHTO MOXe Aa Obae
Tpufipy:KeH oT ocrpa 6-0pedHa HeIOCTATEIHOCT.
Hi3caeasanus Mpmuoro penkn TomKeHH HEBA Ha XeMOTrTTO0HHA

Onnacanne Ha onpenesieHH HEAKEJAHN PEAKUMHE
|loknansasmTe peakMi HA CBPBXYYBCTBHTEIHOCT [IPH NeyeHHe ¢ nGyMpodeH ce OTHACAT 10:

(a) HecnienUMHA ANePrUvHE peaKilHy, IHHMYHHA CIy4aH Ha aHa(uIaKCus;

(0} moBuIieHa PEAKTHBHOCT HAa PECIHPATOPHHA TPAaKT, OTHACAIN CE N0 acTM2 H WIOWABaHeTo H,
GpOHXOCTIA3EM, MITH 33]YX;

(8) PasHOBMARH KOXHH TPOSBH, BKIIOYHTENHO ODPHBM OT PasiuMeH THIL, NPYPHTYC, YPTHKAPHI,
MypIIypa, aHTHOEAEMA K MHOTO PAAKO eKConHaTHRHE M §Y103HH JIepMaTo3d (BKIIOUHTETHO TOKCHYHA
enMAepMalHa HEKPONK3a, CAHAPOM Ha CTHRBHC-JKOHCEH H epHTeMa MYJiTHdOpME).

*[laTOreHeTHYHUAT MEXAHUIEM HA JIEKAPCTRO-HHY TAPAHHS ACETITHYEH MEHHHTHT HE € Hammb/HO
H3ACHEH. BBrpexn Topa HalmqanuTe qaHHK 3a cBbp3anus ¢ HCITBC acenTuveH MEHHHTHT HacOUBaT
KBEM Peakius Ha CBPLbXYYBCTBHTENHOCT (NI0pafH ChENAJCHHE NIO BpeMe ¢ ynoTpefaTa Ha nekapCTBOTO
H NpeMHHaBaHe HA CHMIITOMHTE cJieA NpeKpardBae Ha neveHrere). Tpabea aa ce otbenemxn, 4e ca
Habimronapasy eINHHYHE CHMITOMH Ha ACEITHYEH MEHHHTHT {KaTo BpaTHa PHTHAHOCT, IaBoOone,
rafieHe, IOBPBUIANE, TPECKA KIIH 3aMEITIEHO Ch3HAHKE) MO BpeMe Ha neyeHne ¢ uGynpoded mpu
MAUMEHTH ¢ ARTOHMYHHH HapYIISHUA (KATO CHCTEMEH JIYIYC EPHTEMATO3YC, CMECEHa CHEJHHHTETHO-
TBKaHHa Gonect).

JoknaaBane Ha NOJOINPARH HEXKCIARH NEKAPCTBEHH PEAKIHH
CrobmiapaHeTo Ha MONO3HPAHH HEXENaHH PeaKIiH CIe] PaspellasaHe 3a ynoTpe6a Ha NeKapcTReHHA
NPOLYKT € BaxHO. TOBA M03B0/ABA [a MPOTRIDKH HAOMIOASHHETO HA ChOTHOIIEHAETO ITON3a/PICK 3a
JiekapeTBeHMA npoAayKT. OT MeAMIMHCKATE CHENHaNHCTH Ce H3HCKBA A3 cho0MmaRaT BCAKa
MONO3UPAHA HEKETAHA PeaKkA Jpes:
HamenauTeNHa areHuss Mo JIeKapCTRATA
yi. , Jlamss lpyes” Ne §

1303, rp. Codmsn

Tem.: +359 2 8903417 www.bda.bg




4.9 IpenosupaHe

Hosa ot uGynpodeH Hag 400 mg/kg Moke Aa JoBene A0 MOABATa HA CHMITTOMH HA TOKCHYHOCT, KATO
pHCKa OT TOKCHIHH edeKTr He TpA0Ba Ia ce H3KAKIBa [IpH 203H Hax 100 mg/kg.

a) CHMITTOMH TpA 03 e:

TloBeYeTo NALUNEHTH, IPHENH KTHHHTHO 3HaYAMH KomriecTea HCTIBC passuBar Haii-MHOTO rauese,
NOoBpBINaHe, ENHracTpatna 0oka HIH NO-PAAKO AHApHA. BEIMOXHH ca HHCTAreM, HAPYIIEHO 3PCHHE,
LIyM B YIIMTE, r1aBo0oNHe H KbPBEHRe OT CTOMAIIHO-4peBHHA TpaxT. [Ipn no-cepHOZHH oTpaBIHHA
MOX€E Az ce HA0MOAaRaT HApYIIeHHK OT CTPAHa Ha HEHTPAIHATA HEPBHA CHCTEMA, H3PasABallli Ce BhB
BEPTHIO, 3aMasTHOCT, CLHIMBOCT, MIOHAKOrA BE30yAa H Ae30pHeHTalHA, 3ary0a Ha Ch3HaHHA KIH KOMa.
TMonskora ce Rabmoaasar repuose. [Ipa CEpHO3HO OTpABAHE MOXKE A2 Ce MosBH MeTaboNHTHA
auunosa. Moxe na ce HabmoRaBa XHIOTEPMMA H XHNEPKAIEMUS M MOKE 113 C€ YBIDKH
npoTpoMbrHOBOTO BpeMe/INR, CBBHP3aHO BEPOATHO C HaMeca BbB (YHKIMHTE HA LHPKYTHPAIIHTE
dakTopH Ha KPBBOCECHPBAHETO.

Moxe na ce Habmozasa ORGpedHa HENOCTATHYHOCT, YBPEXAAHE HA YEPHHAS APOO, XHIOTOHHS,
pecnHpaTopHa JeNpecHs H IHaHo3a. BL2MOXKHO € 060CTpAHe Ha ACTMATA NPH aCTMATHIIH.

6) Jlegenpe

Hama cnenyguaeH anTHaoOT.

Jlesenuero Tpatea A2 6bie CHMITTOMATHYHO H NOANBPXKANIO KATO BKIIOYBA NIOATBPIKAHE
HPOXOAHMOCTTa HA AUXATENHHATE MBTHINA H MOHHTOpPHPAHC Ha CHDACTIHHTS H KH3IHCHH IMOKA3ATENH A0
crabrinsnpadeTo. Jio eMH Yac clie] NIPHEM Ha IOTEHIHANIHO TOKCHIHO KOIHIECTBO MOXE J1a ce
NIPHIOKH AKTHBEH BbIvieH. Ako HOynpodeH e sete aGecopGupaH, MOTaT Aa e IPHIOKAT ANKATHH
BEILECTRA, KOHTO 13 YCHIAT EKCKPELHATA Ha HOYTIPOGEH KHCEIAHA B YPHHATA. YecTHTE H
NPOABDKHTENHE KOHBYICHH TPAOBA [1a c€ TPETHPAT ¢ HHTPaBEHO3EH AHA3CaM HiIH JopasenaM. Ilpu

5. ®APMAKOJOIHYHH CBOMCTBA

5.1 ®apMakoIHEAMHMHE CROACTBA

Papmaxomepanesmunng spyna: NPOTHBOBBINANHTEITHH H AHTHPEBMATHYHH NPOXYKTH —
HECTEPOMIHH; AEPHBATH HA TIPONHOHOBATA KUCEIHHA

ATC koa: MO1A EO1

Hb6ynpodeH ¢ mecTeponnso npoTuBoRb3NanmTeNHO nekaperso (HCIIBC), aokasano edexTHBHOCTTA
CH NpH o0HYaliHATE excriepUMEHTARHE MOIEITH HA BE3NATCHHE TIPH JKABOTHY 4pes HHXUOHpaHe Ha
npocTaraaHaHROBaTa CHATE32. IIpH xopa, wbynpoden Hamanspa Gonkara, 0TOKAa H TEMIIEpaTypaTa
NpHYHHEHH OT Bh3NancHue. OcBeH ToBa HOynpoder obpariMo MHXMGHApa arperaifHaTa Ha
TpoMboLmrTHTE.

Kiuavunara edexTaBrOCT Ha MOGynpodeH € JokasaHa MpH CHMITTOMATHYHO JIEYESHHAE Ha JIeKa 0
ymepeHa 6onka kato raasobonne, 3560607 1 NPA CUMOTOMATHYHO JedYelue Ha GeGpriuTeT.

AHalreTHIHATA 103a 3a fietia e 7 10 10 mg/kg Terno Ha npueM npu Makcamanto 30 mg/kg/nen.
Hypoten 3a FOnonm froza ceabpika nbynpodeH, kONTO NoKazea, B OTBOPEHO NPOYHBAHE, HAYANO HA
AHTHIHPETHYHO ASHCTEME cNex 15-Ta MMHYTa M IOHMKABA TEMIISPATYpaTa NpH AenaTa no § yaca.
ExcneprmeHTansn JaHHH MOKa3Bat, e HoymnpodeH Moxke KOHKYPERTHO g IOTHCHE eekTa Ha
HMCKHTE A03H ALCTANCATHITIOBA XUCETHHA BBpPXY TPoMOOLMTHATA arperauns, KoraTo ¢¢ IMpHeMaT




aLETWICAITMIMIIOBATA KHCE/IHHA BEPXY 00pasyBaHeTo Ha TpOMOOKCaH Wi TPOMOOHTHATA arperalys.
BhnpekH, ue HMa HECHTYPHOCT TIPH €KCTPanoAHpaHeTo Ha Te3K JaHHM OT KIHHWYHH CIY4aH, He MOXe
na 6pae HIKMIOUEHa BE3MOKHOCTTA, Ye PeOBHATA, IPOaBLKMHTENHA ynioTpeba Ha HOynpodeH Moxke
Jla HaMANH KApAHOMPOTEXTUERHA eeKT Ha HUCKH A03M aleTHICATHIANOBA KucestiHa. He e
BB3MOXHO Ja ce HabmonaBa KIAHHYHO 3HAYMM eeKT NpH HepeaoBHara ynorpeba Ha nbynpoden
(Bix T4.5),
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He ca nposexaaHK crieuHanHu MpOyYBaHKA Ha apMaKOKHHETHKATA IpH Aena. JlureparypHHTEe
JaHHH NOTBLPXKIABAT, 9e afcopbimara, MeTabonnsMa 1 eTMMuHALIATA Ha HGynpoden NpH feuara ce
OCBINECTRABAT IO CHIIMA HadMH, KAKTO HPH BL3PacTHHTE.

Cnen nepopanno npunoxeune, nbynpoden ce pesopiupa JacTHIHO B CTOMAXa H HAITBIIHO B TBHKHTE
yepna. Cnep metabonnsnpane B HepHHA APOG (XMAPOKCHIHDEHE, KApGOKCHIHPaHE, KOHIOTALMA)
(bapMaKoNnorIHO aKTHEHHTE MeTA0ONHTH Ce eNMMUHRPAT HaTBITHO, OCHOBHO 4pe3 OnGpewie (90%)
H OTYACTH [pe3 XNb4KaTa. ENHMHHAUHOHHUAT NOJYKUBOT TIPH 3APAsH MHANBHIM M NIPH TAKKHBA C
616peunn n 9epHoapoGHH 3a6omaBanuA e 1,8 — 3,5 yaca. CBLP3BAHETO C AASMEHNTE NPOTEHEN €
okono 99%.

Br6peuno yepexpane

Twi xaro wGympodeH ¥ HEroBHTE MeTaGONKTH C€ OTIENAT MpeAMMHO npe3 Gr0penuTe, pH
TIAIACHTHTE ¢ PAa3NiIHA CTeneH Ha (bOpedHO yBpexkaaHo MOXe 1a Ce HaGI0aBaT NPOMEHH BbB
dapmaxoxkuHeTHKATA Ha NekapCTBEHMA NpoayKT. Chobluasa ce 3a nanpeHTH ¢ 61L6peuHo YBPeXIaHE ¢
HAMAIICHO CBLP3BAHE ¢ IUTa3MEHHTE NPOTEHHM, IOBHINEHH IA3MEHR HHBA HA 00MIHMA M HECBEp3aHuA
(S) ubynpoden, nopumenn croiinocti Ha AUC 32 (S)-uGynpoden u nosameno eranTromepno (S/R)
ChLOTHOIICHHUE B CPABHEHUE CHC 3ApaBy HHAMBHAN. [pH MaUpMeHTH ¢ KpaliHo Texko OpOpeaHo
YEpeKIaHe Ha XeMOAHATN3a, CpeAHaTa chobonna Qpakuua Ha csoboaeH udynpoden e 6una 3% B
cpaBHeHME ¢ mpuOH3KTenHo 1% npu 3apasu goGpoponiH. TeXKOTO HapyIneHHe Ha 6R6peynara
(yHKIMA MoXe /12 AOBEE 0 KyMY/IMpaHe Ha MeTaGonuTH Ha HOynpoden. 3HAYMMOCTTA Ha TO3H
edext He ¢ misecTua. MeTaGomuTHTS MOTAT A3 GLIAT H3BICYEHY Ipes XeMOoIHann3a (Bx como T. 4.3).

YepnoapoGuo YBpexaane

AnkoxonHa yepHozpobHa GoNecT ¢ Nexo ¢ ymepeHo ybpeleHa YepHoapoGHa GpyHKLuA HE € fJoBena
Jl0 SHAYMTENTHY NPOMEHH Ha (GapMAKOKMHETHYHHTE moKasarend. YepHoapoOHo yBpekaaHe Moxe Ja
TpOMEHH JHCOO3NITHOHHATA KHAETHKA Ha HOynpoden. [Ipa nallHeHTH ¢ LMPO3a A YMEPEHo
9epHOAPOGHC yBpesxkaaHe (6-10 otenka no Child Pugh) e nabmogapano ¢peHo ABYKpaTHO
YABIDKABAHE Ha NONYXHBOTA H 3HAYATENHO NOHIDKARAHE Ha eHAHTHOMEPHOTO (S/R) choTHOLIEHHE B
CPaBHEHHE CHC 3APABH HHOHBMIH, [I0KA3BAINY HApyIneHa MeTabonuTna FuBepcHs Ha (R)-HOynpoden
B aKTHBEH (S)-eHaHTHOMED (BX CBLIO T. 4.3).
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IIpu excneprMeHTH ¢ XHBOTHH CYOXPOHHIHATA B XPOHHYHA TOKCHHMHOCT Ha nOympoden e Grna
HabmonagaHa ozl (JopMaTa Ha JIC3UK M yJILEpalid Ha FACTPOHHTECTHHANHHA TpakT. HEympogeH He e
TIOKA3AT KTHHHYHO 3HAYKM MYTarcHeH NOTEHIHAI NPH in vitro ¥ in vivo npoydeanni. He € fokazaH
KaHUEporeHeH edext Ha KGynpoden npu MpoyYBaHHs BHPXY IUTBXOBE H MUAIKH.

Hb6ynpoder e zoBen Bo NOTHCKaHE HA OBYNAIMATA NMpH 3aiI, KAKTO M 0 HADYILEHA HMILIAHTALIHA
NpPH Pa3iIHYHA KHBOTHHCKH BY0Be (3aliy, IThXOBe M MHIIKK). EKCIepAMEHTATHHE POYYBAHNA ¢a
AoKasanw, ge HOynpodeH npemuHaBa Npes IMIANEHTATa B TOKCHYHH 3a MaiiKara Jo2H H ce Habmozasa
NOBMINEHA YECTOT2 Ha BPOACHMTE MangopMaukH (HanpaMep aedeXTH Ha KaMepHATa Iperpana) Ipy
MOTOMCTBOTO Ha TThXOBE.

6. PAPMAIEBTHYHHU JAHHH




6.1 ChoHEchLK Ha NOMOUIHHTE BeIECTRA

JluMoHeHa KHCEMTHHA MOHOXMIPAT,
HaTpHER LHTPAT,

HaTpHEE XJIOPHI,

3aXapHH HaTpHii,

noxxcopbar 80,

TomudeH Opomua,

TedeH MaITHTON,

rIHLEpo,

KCAHTZHOBA I'yMa,

ATONOBA ECERUMA (ChIBPXA MPONKIEHITIHKON),
IpeYHCTERA BOAA.

6.2 HechbBMEeCTHMOCTH
He e npunoxumo
6.3 Cpok na rogHoct

Byrunkn ot 50 ml, 100 ml, 150 ml 1 200 ml: 2 rogumm.

Bymaks or 30 ml: 1 ronuna.

Cpok Ha roHOCT el OTBapAHE Ha OMAKOBKATA: 6 Mecela.

6.4 Chneunajsn yCJIOBRH 33 CLYPANEHME

Jla ce cexpansea moa, 25°C.

6.5 BuaH chabPKAHME HA OTAKOB KATA

Kadasa 6yTunka ot nomuetinenrepedranar (PET), ¢ 6aa 3aUTeHa OT Jella Kanadika ot
NOJHETHICH BHCOKA ITeTHocT (HDPE)

OnaxoBkaTa ChABPKA MEPHTEIHO YCTPOCTBO: ABYCTPAaHAZ MEPHTENHA ILXHIKa OT PP (c 0bem 2,5
ml H ¢ BeTpeiltna MapkupoBka 1,25 ml of eaHara crpana u ¢ o6em 5 ml ot gpyrara cTpaHa).
Byruikara ceaepka 30 ml, 50 ml, 100 ml, 150 ml wm 200 ml mepopaiHa cycreH3us.

He BeHYKH oOmakoBKHM MOraT fia GhIaT IyCHaTH B Tpogax6a.

6.6 CneunaJnH NpeJAa3sHH MEPKH 38 HIXBLPISHE

Hsama cnenpansy H3HCKBaHuY,
7. TMPHTEXKATEJ HA PAIPELHIEHHETO 3A ¥YIIOTPEEA

Reckitt Benckiser (Romania) S.R.L.
48 Iancu de Hunedoara Boulevard, Building Crystal Tower
11th Floor, District 1, Bucharest, PyMmuHus
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Per. Ne 20150019
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YIIOTPEEBA:
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