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1. UME HA JIEKAPCTBEHUS IIPOAYKT

Hexcoden 25 mg dpunmupany radbineTku
Dexofen 25 mg film-coated tablets {Ogodperue M ... evosssarecanas /.
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2,  KAYECTBEH M KOJMMUECTBEH Ch(CTAB

Bceaka ¢unvupana tabnerka cuxippika 25 mg nexckeronpodet (dexketoprafen) xato nexckeronpopeH
TpomeTamon (dexketoprofen trometamol).

3a TBJIHNE CITHCHK Ha TIOMOLIHNTE BEECTRA BHXKTE TOUKa 6.1,

3. JEKAPCTBEHA ®OPMA

dunMupana tabnerka
benu, xkpuran puamupann TabneTxu ¢ neIuTeHa yepra.
Tabnetrxkara moxe fa Gbne pasgeiicHa Ha Ase paBHY JIO3H.

4. KJIHUHHUYHH JAHHH
4.1 TepaneBTHUHH NOKA3aIHHA

CHMIITOMATHYHO JEUYEHHE Ha JeKa A0 yMepeHa DoKa, HAllp. B MYCKYJIHO-CKENeTHaTa CHCTEMA, IPH
aHcMenopes 1 3x0606017.

4.2 JlozupoBka H HAYHMH ¥Na NPHAIOKERUE

EDSHEGBK&

HalM-uuckara edekTHBHA 032 TPpaOBa Aa ce M3II03BA 34 Bh3IMOXHO HalH-KPaTKOTO BpeMe,
HeobXoAUMO 33 ofneKuaBaHe Ha CHUMNTOMUTE (BXK. TO4KA 4.4),

Buv3pacmnu

B 3aBHcHMOCT OT BUAA M TekeCTTa Ha OonKkara, ipenophunTennara 1o03a ¢ 12,5 mg na udtepsany 4-6
gaca wian 25 mg na Beekn 8 vaca. Obuiata qHeBHA 1032 He TpabBa Aa HaxABHIIaBa 75 mg.

Tlexcoden 25 mg He ¢ NpeNHa3HaYeH 3a NPOABILKHTENHA YROTPeba M neueHueTo Tpabea Aa ce
OTpaHUUN B CHMNTOMATNYHMA TIEPHOL.

Cmapuecka év3pacm

TIpn naunenTy B CTApYECKa BH3PACT CE MpenophyBa ACYEHHETO Aa 3aNI0YHE C J10-HICKA 1032 B
ONpeAesieHMTe rPasuild #a A03HPOBKaTta (0bima NuesHa nosa 50 mg). Jlozara MOXKe [ia ce yBennyd 1o
IIPenOPENTERHATA 32 ofluaTa TIoNynanys caMo Clel ycraHoBasane Ha 10bpa odia NOHOCHMOCT.

Heproopobro yspescoane
[MauyenTH ¢ neKo A0 YMepeHo HapyiieHa yepHoapobHa dyuxiys TpabBa fa 3aNo4yHAT NEYEHHETO C
gamaienu nosu (o6wa anesna noza 50 mg) v na ¢e npocnenssar BHuMmarenno. exkcoden 25 mg ne
TpsOBa fa ce U3N0A3Ba NPH NAUYEHTH ¢ TEXKO HapyilieHa yepHoaApobha dyHKIns.




bBvbpeuno yepexcoane

ITpu raunenTH ¢ Neko HapyweHna OvOpeuna GyHkuus (KpearrHnroB KMpeace 60-89 mi/min),
HavyanHata 103a TpsOBa na ce HaMany fo 50 mg obma anepna noza (Bx. Touka 4.4). [exkcoden 25 mg
He TpsAOBa [a ce ¥31107138a HpH NalHeHTy C YMEPEHO N0 TEXKO HapyweHa 6u6peyna GyHKIHA
(kpeaTHHHHOB KINPEHC <59 mli/min) (BX. ToukA 4.3).

[Teduampuuna nonyaayus
Hexkcoden 25 mg He e npoyued NpH fena 1 1oHon. ETo 3a1i0 6e301acHOCTTa M €(HKACHOCTTA IPH
Jela M JOHOIYM HE ¢a YCTAaHOBEHH M JEKAPCTBOTO HE TpAbaa Ja ¢¢ W3No3Ba NPU Nielia B FOHOLIH.

Hauun Ha npujaoxeHne:
Tabnerkara TpaGpa 1a Objle NOrBIHATA ¢ JOCTATHHHO KOAMYECTBO TEYHOCT (Hanp. ¢ elHa Yailia BOAa).

EQHOBpEMEHHOTO HpUTIoKEHHE C XpaHa 3abaBs CxopocTTa Ha abcopOuNs Ha NEXAPCTBOTO (BXK.
dapMakoOKHHETHYHH CBolicTBa) M 33aTOBA B Clyyail Ha ocTpa 6oKka ce nperoppisa 1a ¢e npujara noHe
30 MUHYTY Npeay XpaHeHe.

4.3 JlpoTHBONOKA3AHAA

Hexcoden 25 mg ve TpabBa aa ce NpUNara B CACAHHATE Cl1yJan:

- TAKUCHTH CBHC CBPBXYYBCTBUTENHOCT KBM AKTUBHOTO BEILECTBO, KbM Hikoe apyro HCIIBC uau
KBM HAKOE OT MOMODIHUTE BEIECTBA, N30POEeHH B TOYKa &.1;

- TAIMEHTH, TIPH XOWTO BeWECTRa ¢ 1ono0Ho AeficTBre (Hanp. alleTUNCANHIIMIIOBA KMCENnsa Wil
apyra HCIIBC) npennssuksaT aCTMATUYHU NPUCTHINM, OPOHXOCIIA3EM, OCTRD PHEHT HIH
NPRYHHABAT HA3AJHA TONKII03a, YPTHKAPUS MITH aHTHOHEBPOTHYEH SlEM,

- M3BECTHY (POTOANEPTHUHH UNH GOTOTOKCHYHH PEaKLMH J10 BpEME Ha JIeHEHHE ¢ KETONPOdEH Kild
dudpary;

-  MalMeHTH ¢ AHAMHE3A 33 CTOMAIHO-YPeBEH KPBBOHININB HIIK Itepdopaliisd, B pesyaTat Ha
npenmectBamo iedenne ¢ HCTIBC,;

- TIAUMEHTH C AKTHBHA NCNITHYHA 23B2/CTOMALIHO-YPEBEH KPHLBOUINNB UK aHAMHeE32 32 CTOMAIITHO-
4YpeBeH KPBhBOM3IHB, yauepalus Wi nephopauys,

~  TIALMEHTH ¢ XPOHUYHA OUCIIENCHS;

- TIALMEHTH C APYT aKTHBREH KPhBOHM3IHNB WM HapyILeHUs, CBBP3aHU ¢ KbPBEHE;

- naudedTH ¢ fonect Ha Crohn MY YNLEPO3EH KONKT;

- IauMeHTH C TEXKAa ChpASYHA HeIOCTATBEYHOCT;

- NAuMeHTH ¢ YMEepEeHo A0 TeXko Hapymesa OnOpeuna QyHKuMs (KpeaTnHRHOB KIMPBHC <39
ml/min);

- MaUMEeHTH C TeXKO Hapyllena sepropobna ¢ynxuus (Child-Pugh score 10-15);

- MAUMEHTH ¢ XeMOparn4Ha auare3a H Apyry KoaryjJaluiOHHHA HapyiieHus,

- MAUMEHTH ¢ TeXKa ACXHApaTalnig (B pesysiraT Ha NOBPBLUIAHE, AHapR4 HAR HEAOCTATHUEH NIPHEM
Ha TEYHOCTH);

- 710 BPEME HA TPETH TPHMECTRP Ha OPEMEHROCTTA ¥ 11O BPEME HA KbpMeHe (BXK. Touka 4.6).

4.4 Cnennanuy npenRynpesxaeHnst B NpeanasHu Mepky upn ynorpeba

ITpy nauHUeHTH ¢ aHAMHE3a 32 aNePrUuBM ChCTOAHMS TPAOBA 1A ce NpUiara ¢ BHEMaHMe.

Tpabra aa ce uz69rBa efHOBpeMeHHO npunoxenue Ha excoden 25 mg ¢ ppyru HCIIBC,
BKTIOYUTENHO CENEKTHBHEM HHXHOUTOPH Ha WUKIOOKCHTEHasa-2.

HexenaHuTe nexapcTBEHN peakiiiy Morat a 6b1aT HaManeHu KaTo 3a KOHTPOJIMpaHe Ha CHMNTOMNATE
ce ynnoTpebsBa BE3MOMHO Hali-HHMCKATA €(PEKTHBHA 4034 334 Bh3MOXKHO HalH-KpaThk NEpuon OT Bpeme
(Bx. Touka 4.2 ¥ NO-ZI0NY NOCOYEHUTE TACTPO-HHTECTHHANINY W CHPAEYHO-CHIOBU PHCK




Cromainng-ypesHa $e300acHOCT

CToMallIHO-4pEeBEH KPHLBOM3INB, 9382 UK nepdopailns, KOHUTO MOXKE Ja ¢a GaTanyy, ca CrobuiaBasy
npy Benyka HCTIBC no BCAKO BpeMe Ha JICHEHHETO, C BAaX BE3 NPeAyNpeiuTeny CUMIITOMH HITH
NpEAIECTRALIA AHAMHE3a 33 CEPHO3HY CTOMAIHO-YPERHN HapyWIeHUs. AKO IPH [IPAI0KEHAE Ha
Jexcoden 25 mg BL3HMKHE CTOMAWHO-UPeREd KPBBOU3IHE HIIN 4382, JJeUeHUeTo Tpabsa na ce
NPEYCTAHOBY.

PucksT 0T CTOMAMIHO-YPEBEH XPHBOU3INE, 93Ba UNH Niep@opatius € No-BHCOK NpH YBEIHYaBaKe
nozata Ha HCTIBC, np naunesTy ¢ adaMiesa 3a 1382, 0OCOOEHO aKo e YCIIOKHEHA ¢ XPhEOU3INHEB MITH
nepdopanus (XK. Touka 4.3) ¥ B cTapuecka Bb3PacT.

Crapyecka Bh3pacT. XOpaTa B CTApyeCcKa BB3PacT €a ¢ NI0-BHCOK PHCK 32 HEXKETIAHN PCAKUNM KbM
HCIIBC, ocobeno CTOMALHO-4PEREH KPHBOH3NAE ¥ nepdopanys, kouTo Moxe aa ca patagHy (Bx.
Touka 4.2). Tean nanyenTy TpsaOBa Na 3aNI0YHAT NEYEHUETO ¢ Bh3MOXHO Hal-HHCKa J03a.

KaxTo npy seuaxa HCIIBC, Tpa0Ba BHUMATENHO 3 CE ThpCH aHaMHE3a 3a €30(arut, racTpuT W um
NENTHYHA 938, C 11e/ TIXHOTO MBIHO H3NeKYBaHe MTPenH 2afloyBane Ha JIeUeHHe ¢ JIEKCKEeToNpogeH.
[TanMenTUTE ChC CTOMAIIHO-YPEBHH CHMIITOMH WM ¢ AHAMHE3a 33 CTOMAIIHO-YPEBHO 3a60/1BaHE
Tp6Ba Aa ce HabIOAaBaT 33 XPaHOCMUNATENHI HAPYIICHHA, 0CO0EH0 3@ CTOMAUIHO-YPEBHO KBPBEHE.
HCTIBC tpabBa aa ce npywiaraT BHUMATENHO [IPH HalBeHTy ¢ AHAMHERA 32 CTOMAWHO-1peBHO
sabongBane (yaueposeH konut, bonect s8a Kpon), Thil KaTo TIXHOTO CHCTOAHHE MOXKE A2 ce 0D0CTPY
(BX. TouKka 4.8).

ITpH Te3l NANMEHTH, KAKTO H HPH NAUMEHTH, IPX KOUTO TPaOBa eNHOBPEMEHHO A Ce IpHaratT HUCKHY
A03H aHeTHIACANMIRKIORA KUCEIHHA WIN APy JIEKapCTBa, KOHTO MOTaT Jia YBEJHYAT CTOMANIHO-
4peBHNA PUCK, Tpa6Ba aa ce 06MHCAR KOMOHHHPAHO JIEUCHUE C IIPOTEKTHBHY areHTH (Hamp.
MH300POCTON HAn HUXNGATOPH Ha MPOTOHHATa noMna) (BXK. To4ka 4.5).

TlalmendTH C aHaMHe3a 33 CTOMANTHO-YPEBHA TOKCHYHOCT, 0coDEHO B CTapuecka Bu3pacT, TpAdBa na
CHOOLIABAT BCHYKK HeOOHaiiHy KopeMHH CUMIITOMY {0CODEHO CTOMALIHO~YPEBEH KPhBOHINNB),
0ocobeno B HAYAJTHUTE £TallK Ha JieYeHHE.

Ipenopbyea ce BHUMAHKME NTPH NALHUESHTH, KOUTO NPHEMAT eNOBPEMEHHO JIEKapCTBa, KOUTO Morar a
YBEAWYAT PHCKa OT yIlepalys ¥ KbPBEHE, KaTo NEpOpaNHu KOPTHKOCTEPOHIH, RHTHKOATYNAHTH,
yanp. Baphapun, celleKTHBHY HHXuOHTOpH Ha 06paTHOTO 3axBallaHe Ha CEPOTOHMAA MU
ARTUTPOMOOIUTHH JIeKapCTBa, KATO AlETHICATTMITHIIOBA KHCENHA (BXK. ToOuKa 4.5).

Brbpeuna Ge3onacHoCT

BuuManye ce H34CKBa NP NALUENTY ¢ HapylieHa 6L0peuna Qyrkund. Ipy Tezn nanpentn
npunoxennero na HCTIBC moxke na ropexe 20 Baowasane Ha Op0peunara GynKuus, 3aapeKKa Ha
TEYHOCTH H OTOM. BRUMaHne ce Hapara ¥ Npyl MallMeHTH Ha AHYPEeTHYHA Tepaitia HAH IIPH PHCK OT
XHTIOBOJEMHS TIOPALH NOBUILEH PUCK OT HEQIPOTOKCUYHOCT.

[To BpeMe Ha JieueHueTo TpAOBa Aa ce OCUTYpH JOCTATHYCH TIPHEM Ha TEYHOCTH, 3a [ia C¢ npenoTBpaTH
AEXMAPATAlKs Wk Bb3MOXKHOCT OT acoLMupana NoeHileHa 0p0peyna TOKCHIHOCT.

Kakro npu scuvukn HCYIBC, Moxe ia Ce NOBMIIAT NNa3MEHNHTE HHBA Ha ypeATa H KpeaTHHHHa, KaxTo
IpY¥ ApYrH MHXUOUTOPH HA NpoCTarlafAKHOBATa CHHTE3a, TOBA MOXE JIa € CBBP3aHo C HEXKEIaHk
peaKuuM OT CTpaHa Ha 6n6pelinTe, KONTO Aa IOBEAAT N0 rIOMEPYNOHEDPUT, HHTEPCTHEAANER HeQPHT,
6B6pedHa nanunapya Hekpo3a, HepoTHIEH CUHAPOM 1 ocTpa OplpetHa HeloCTaTPYHOCT.

[TaenTUTE B CTAPUECKA BB3IPACT € NO-BEPOATHO Jia CTPAfaT OT Hapyuiena 6ubpeyna pyHxumus (BX.
TOuKa 4.2).

Yeprnoapobna Hezonacuoct
BuuManue ce U3UCKBA NPY HaUUEHTH ¢ HApYLIEHA YEPHOAPOOHA HYHKIMA.




Iono6uo sa apyrn HCIIBC, Moxxe 12 ce Npean3BrRKa NPEeXoAHO0 JAEKO YBEAHUCHHE Ha HAKOH
yepHOAPOOHH NapaMeTpH, KakTo 1 3paauTenHo ysenndenne Ha SGOT u SGPT. B ciyyau Ha
3HAYHTENNO YBENHYEHYE HA TE3M IlapaMeTpl, IeYeHHeTO TPIORa Aa ¢ NpeyCTaHOBH.

TTauMeHTUTE B CTApYECKA BH3PACT € [10-BEPOSTHO Jia CTPaiaT OT Hapyliiena uepnoapobna dynxuus
(Bx. TOuKa 4.2).

ChpleyHo-ChLA0Ba B MO3BYHO-CHAO0BA Ge301acHOCT
H3uckear ce noaAXoaAIo NPpocneRABaie H ChbBETH NIPH NAIMCHTHTE ¢ aHaMHE3a 3a XUIIEPTOH A H/HITK

JIEKa KO YMEPEHA ChplleuHa HEeNOCTaTBYHOCT. OCco0eH0 BHUMAHUE € HE0DX0AMMO NIPH TIAITMEHTH C
aHaMHe3a 3a ChpAeyHo 3abongpane, ocobeHO NPy NpejulecTpalld CHMNTOMH Ha ChpAeyuHa
HEeOCTATHYHOCT, TOPAIN HalW4YMe Ha NOBUIIEH PHCK OT BPEAH3BHKBAaHE Ha ChLpASYHATa
HeOCTATBYHOCT, Thif KaTO ca ¢hoOuIaBaHM 3a1bpXKaHe Ha TEYHOCT H OTOK BbB BPB3KA ¢ NEYEHHE C
HCIIBC.

Knunnann npoyysBaHHs 1 eNMAEMHONOTMYHH AAHHHM MoKa3BaT, ue ynorpebara na Haxon HCIIBC
(0coBeHO BEB BUCOKH HO3H H IPH NPONBIMKUATETHO NPUAOKEHHE) MOXe 1a ObJIe CBBP3aHa ¢ JIEKO
NOBHILIEH PUCK OT ApTEPUAlHH TPOMGOTHUHY CHOHTHA (HATTpHMEP MHOKapAeH HHGMAPKT UK KHCYNT).
Hama gocTaThuHO IaHHA, 3a 11a C€ H3KIIOYH TaKbB DUCK JIPH JEKCKETONPOMhEH.

CnenoBaTeNnHo MANHEHTH ¢ HEKOHTPOJIHPaHa XUNEePTOHNs, 3acToHHa ChpeyHa HEROCTAThYHOCT,
JI0KA33Ha BCXEMMUBa 60NeCT Ha CBPIETO, 3a00Bale Ha NepHQEPHATE apTEpUH WK MO3LYHO-
cba0Ba 6GostecT TpadBa a ce JeKyBaT C AeKCKeTOMpodieH camo Clie/l BHUMaTeNHa olieHka. TakaBa
oneHka TpA6Ba 1A Ce IPaBH M Nipe[H 3aOYBAHE Ha ALATOCPOYHO JIeYeny e IPY NAlUEeHTH ¢ PUCKOBH
daKkTopH 3a CHPACHHO-CHACBH 320019BalNd (HaNp. XUNEPTOHNS, XHIICPIHNHACMH, 3aXapen nnaber,
THOTHHONYIIEHE),

Beyuky vecenextneHi HCIIBC morar aa uaxubnpat TpoMOORHMTHATA arperalius ¥ J1a yabibKar
BPEMETO HA KbPBEHE upes HHXUOHpase Ha NIPOCTATrIaHAMHOBATA CHHTE3d, ET0 34110 HE ¢¢ penoppuBa
JIPUAOKEHHETO HA AeKCKeToNpoheH NpH NAUHEHTH, KOUTO NONYYaBaT IPYTH NeKapcTRa, NOBNUIBAIN
XeMocTasara, Kato saphapuH WM Ipyry KYMapHHA WM Xenapus (Bx. Toyka 4.5).

[TatenTUTE B CTapHeCKa BH3PACT € NO-BEPOATHO Aa CTPaAaT OT HapylIeHa ChpACYHO-CHLAOBA
pyuknua (Bx. To4xa 4.2).

KoxHN peakiyu

Cepro3HH KOXHH PeaklIil, HAKOM OT TSIX (paTanty, BKIIOYHTEIHO eKCOaHaTHBEH AEPMATHT,
caApoM Ha CTABLHC-IKOHCHH H TOKCHYHA eNHAEPMANBA HEKPOJH3a Ca ChoDillaBan MHEOTO PAAKO
BLB Bphaka ¢ npunoxenuero Ha HCIIBC. PuckbT 0T Te3n peakuyi € Haif-BHCOK paHo B Kypca Ha
NIEUEHMETO, KATO B MO-TONAMATA YaCT OT CAYYAUTE Ha4YalIoTo HA peaklIMUTE € npe3 IbpBHA MECeLl OT
tepamiara. Jexcoden 25 mg TpsOBa Aa ce IPeyCTAHOBH NPH [TEPBATA 1POABA HA KOXkeH 00pHuB,
MYKO3HH JIE3WA HIH APYT MPH3HAK Ha CBPBbXYYBCTBUTEIHOCT,

Mackupane Ha CUMITOMHTE Ha MOANEKAHIHTE HHDEKLBN
HexcxeronpodeH MoXe 1a Macknpa CUMIITOMMTE Ha HHPEKIIHA, KOETO MOXE 12 ZOBEAE 1O
3a0apsHe HA 3aN04BaHe Ha OAXOAAI0 NEYEHNE ¥ TI0 TO3H HAUWH 12 BJIOWIM H3XO0Aa OT UH(pEeKUHATA.
Toga ce nabmonapa npyu GakTepuanya MHEBMOHNA, Npu106UTa B 00LIECTBOTO, KAKTO M IPY
DaxTepualHuTe YCNOKHEeHAs Ha BapHuena. Korato Jlekckeronpothen ce npunara 3a

neyeHye Ha NOBMLIEHA TEMIIepaTypa Wiy 3a o0nexvaBane Ha 60jikaTa BBR Bpb3Ka C HHpeXuys, ce
npenopkypa Habnoaesre Ha HrekunaTa. 11pn u3pLuOONHAYHY YCII0BHS NAHEHTHT TP
KOHCYJITHPA C TIEKAp, aKo CUMIITOMUTE NEPCUCTAPAT HIlH ce BOINABAT.




Q;gyra HH[DDEM&QHH

OcofeHo RHYUMAaHUE CE HINCKBA APH NaNBEeHTY C:

- BpOAEHO Hapylliesye B MeTabonuaMa Ha noppupHHATE (Hanp. ocTpa HHTEPMUTERTHa nOpdHpPHS);
- JexXMpaTauys;

- AUPEKTHO CIel ronsgMa onepaims.

AKo fiekap NpeneHH, Je € ReoOX0ANMO NPOLBLIDKUTERHO NeYEHHE C ACKCKETONPOQEH, TPAOBA PEIOBHO
Jia ce npoclieAsrat YepHoapobHaTa 1 666peunarTa QyHKUNs B KPLBHATA KapTHHA.

TexXxy OCTPH PEaKiMM Ha CBPbXYYBCTBUTENHOCT (Hallp. aHa(UIAKTHYEH JLIOK) e HabmoiaBaH B MHOIO
penky ciuyyan. JledeHnero Tpabsa Ja ce NpeyCTaHOBH NPH THPBHUTE NPUIHALH HA TEKKH peaKiHH Ha
CBPBXYYBCTBTENHOCT clief npHeM Ha Jexcoder 25 mg. B 3aBHCHMOCT OT CHMITTOMHTE, BCHUKH
HeoOXOAMMH MEAHUHHCKH Ipoltenyps Tpab8a na OBAAT U3BLPIUSHH OT MENTUBMHCKH CIEHHANTHCTH,

[TauyieHTHTE C acT™MA, KOMOHHHPAHA ¢ XPOHHYCH PHHNT, XPOHHYEH CUHY3NT WM HazanHa NonuIosa
ca ¢ MOBMIIEH PHCK OT AJEPria KbM alleTHIcaiumnoBa kucenusa nw/am HCIIBC B cpaBienne ¢
obmara nonynanus. [TpunoxerHeTo Ha TO3H NEKAPCTBEH MPOAYKT MOXE 1A NPHYHHH acTMa UIH
6ponxocnazsM, 0cofeyo npy AUNa, aNepravHy KbM anerhicanuuuiiosa kucennna unn HCIIBC (rx.
TOUKA 4.3).

[1o naxmoueHne, Bapruena MoXe fia JOBe[e A0 CEPHO3HO KOXKHO BN MEKOTbKaHHO HHPEKLHO3HO
yenoxkHenue, o MoMenTa He Moxe na ce uskmouy, ye HCIIBC nonpuHacar 3a BiomaBaHe Ha Te3H
undexunn. Eto 3a110 ce ipenopsusa fAa ce H364rsa npunoxenneto Ha Hexkcoden 25 mg B cyyait Ha
Bapuuena.

Hexcoden 25 mg tpabBa za ce npHiaara BHUMATENHO NPU NAUKEHTH ¢ XeMOIIOSTUYHH HapyHieHHA,
CHCTEMEH JYNYC EPUTEMATONEC HIIM CMECEHA CHhEAUHHUTEIIHO-THKAHHA OONeCT.

Monobuo na apyru HCIIBC, nekckeronpodeH MOXE 1a MACKHPa CHMATOMHTE Ha HHOEKIMO3HY
33001 aBaHUA.

Tosa nexapcTBo ChAbpiKa no-manko ot ! mmol sarpui (23 mg) na tabneTka, T.e. MOXE Ja C€ Kaxe,
Yye NPAKTHYECKY HE ChABPIKA HATPHI.

[TegmaTpydHa gonyaanns
besonachara ynorpeda npy 1eua v I0HOIH HE € YCTaHOBEHaA.

4.5 BzanmopelicTBue c APYIrH jIeKAPCTBEHN NPOAYKTH U Jpyry GopMn HA B3aUMoOaeHcTBHE
o npuanmn 3a HCTIBC ca xapaktepHy CReANNTE B3aHMOACHCTBIA:

KomOnnaumnu, KouTo He ce npenopb4Bar:

- apyru HCHIBC (BkmounTeNHO0 LNKI00KCHI€HA3a~-2 CeIEKTHBHM HHXHONTOPK) H BHCOKH N03H
canuipiaTy (23 g/neH): eNHOBPEMEHHOTO NpHacKeHue Ha #akonko HCIIBC moxe 1a yBenH4u
PUCKA OT CTOMAIHHO-YPERHA 9382 Ml KPHBOU3INE NOCPEACTBOM CUHEPTUUEH edeKT,

- aptuxoarynanti: HCIIBC morar na yeunar edekTHTE HA aHTHKOATYIRHTHTE, Hanp. BaphapuH
(k. TouKa 4.4), nopany BUCOKaTa CTENEH Ha CBLP3BAHE C NNA3ZMEHNHTE NPOTEHHY Ha
AEKCKETONPOMEH, KaKTo U opaAM HHxHOupane Ha TpoMOounTHATa QYRKLNA ¥ YBpE
CTOMALIHO-YPEBHATA JHTABHLA. AXO KOMOMHNPAHOTO NEYEHNE HE MOXKE A ce 136




- XenapWHHK: [OBHLIEH PHCK OT KbpBeHe (Nopaiu MHXHOMpane na rpomGouKHTHATa PYHKIHA 1
YBpEXNaHe Ha CTOMAIIHO-4UPEBHATA JIMFaBUlla). AKO KOMOMHHPaHOTO JIEHEeHHEe HE MOKe Aa CE
n3ferse € HeoGX0AMMO CTPHKTHO KNMHNYHO BabiMoneHne 1 NpocaeAsBaHe Ha KIHHRYHUTE
apaMerpu, |

- KOPTHKOCTEPOWN: HANUIIE € MOBHUIEH PHCK OT CTOMAWHO-YPEBHA A3Ba HIK XPBBOM3JINS (BXK.
TouKa 4.4);

- ymthii (onncano e ¢ Hakonako HCTIBC): HCIIBC nopuinasaT HUBaTa Ha JIMTHHA B XPhBTA, KOKTO
MOTraT Jia JOCTHIHAT TOKCHYHH CTOMHQCTH (NORMKEHA 060peUHa eKCKpeLus Ha JUTHH).
CnenoBaTellHo TO3M NapaMeTsp TpaOBa Aa ce MpoCneaBa [pH 3allouBaNne, aJalTHpaye u
NPEYCTAHOBABAHE HA NEUEHHUETO C JEKCKETONpOQEH;

- METOTPEKCAT, H3MI0N3BaH BLB BHCOKM 034 0T 15 mg/cenMulla MM NoBeYe: 3aCUICHa
XeMaTOJOTMUHA TOKCHYHOCT Ha METOTpEKCAT NOCPEACTBOM NOHKXKEHHe Ha Op0peunng My
KANPEHC OT NPOTHBOBB3NANHTEAHH CPEACTBA IO NPHBIAIL

- XHAAHTOHHH M CYJNDOHAMWAN: TOKCMYHUTE eDEKTH HA TE3H BEIECTBa MOTaT Aa C€ 3aCHIIAT.

KoMOuHauuu, KOUTO H3UCKBAT BPEAIIA3HYE MEPKH.

- anyperunu, ACE-naxubnropy, aHTubaxTepHansy aMAHOTTHKOSHAN H aHTAaroHKHCTH Ha
anrnoTensun 11 peuentop: aexkckeronpoden MOXKe 1a NOHWXH eleKTUTE Ha JTHYPETHUMTE U Ha
aHTHXHIIepTEeH3uBHATE Jekapersa, TIpn HAKOU NAlMeHTH ¢ Hapymieda 0s0peuna dynxams (Hanp.
JEXMpaTHPaHy IAUMEeHTY AN NALMEHTH B CTAPHECKa Bh3pacT ¢ Bapylieda Ob0peuna Qpynxuus)
eJ{HORPEMEHHOTO NIPHIIOKEHHE HA BellecTBa, KOWTO HHXUOUpaT IMiiookcureHasata H# ACE~
HHXPOHTOPHU, anruoTen3un 11 penenTopuy aHTaroHHCTH WK AHTHOAKTEPHANHY AMIHOTINKO3HIH
MOXE 13 AOBEIE 10 NOMBAHMATEIHC HapyilepHe Ha 6L0peyna GyHKaNsA, KOeTo OOMKHOBEHO €
ofpatamo. B cayyaii Ha koMOHHEUPAHO NpeNUCBaHE Ha NEKCKETONPOQECH H AUYPETHK € BKHO A4
ce OCHTrypU aIeKBAaTHO XHIPATHPAHE Ha fAliHEHTa H Aa ce u3caenpa Opbpeunara PyHKuuA Mpy
3aTIOYBaHe Ha JdedeHneTo (B, Touka 4.4 Cnel[UaliHi npelynpexIcHUA H IIPeANa3siy MEepKy OpH
ynorpeda);

- METOTPEKCaT, U3NONIBAH B HHCKH J03H, IO-MaNKo oT 15 mg/cenmuiia: XeMaToIoTHIHaTa
TOKCHYHROCT Ha METOTPEKCAT O TIPHHLIMII CE 3aCHIIBA TIPH ITORIDKEHUE HA O50peunya My KIUPHHC
OT NPOTHBOBL3NATMTEIHNA CpeAcTBa. ExxeceAMHYHO H3cneABate Ha XPBBHATA KapTHHA npes
I'bPBUTE CEAMUIM OT kKOMOHHMpaHOTO Neuenre. Tlo-akTHBHO HabmoaeHNe NpH HATHIHE ROPH H
Ha neKko yepexpase na 6nbpeunarta QyHKUNS, XaKTO H B CTAPYECKA BB3PACT,

- TIEHTOKCH(HINH: HOBULIEH PHCK OT KbpBeRE, 110-aKTHBHO KIMHUYHO NPOCNEANBAHE Y N0-YECTO
W3cNeRaHe Ha BPEMETO Ha KbPBEHe,;

- 3UBOBYNMH: PUCK OT 3aCHNBase HA TOKCHYHOCTTA BBPXY epUTPOUMTHATA PEANLA TOCPEACTBOM
NIEHCTBHE BBPXY PETHKYNOWHTHTE € Bb3HUKBaHE HA TEXKKA aHeMHd €HA CEAMMLIA ClIe 3a1104BaHE
na HCIIBC. IlpoBepka Ha IbiHATA KPBBHA KapTHHA K 6pos Ha pETHKYNONNTHTE €QHA J0 JBE
cenMMIY clieq 3anourade Ha gevenreTo ¢ HCIIBC;

- cyndanunypeiiny nexapcrpa: HCIIBC morar 1a 3aCHAST XUINOTJIMKEMHYHHS eQEeKT Ha
cynhaHuaypelHUTEe NEKAPCTBA TIOCPEACTBOM K3IMECTBAHETO HM OT MECTATA 32 CBHP3BaHE C
11a3MEeHNTE IIPOTEHHM.

Kombunanun, xouto TpaOea fa ce UMAT IpeaBua:

- Oera-6nokepu: neqernero ¢ HCTIBC Moxke na NOHMXHA AaHTUXUTNIEPTEH3WBHOTO UM HEHCTBHE HPE3
HHXNONPane HAa CUHTE3aTa HA NPOCTarialIuHNTE,

- LMKIOCNIOPYH M TAKPOJIHUMYC: HedpoToxCcHuHOCTTa MOXKeE A2 ce 3achim ot HCTIBC, nocpeacrsoM
MeRMUPAaH OT mpocTarnanunute edekt BLpxy 6nOpenure. 1o Bpeme Ha KOMGHHMPAHO JIEYCHHE
TpadBa Aa ce u3cnensa 6p0peynara QyHxUna,

- TpoMOONUTHUK: TOBHILEH PHCK OT KLPBEHE,

- aHTUTPOMOOLMTHHU NEKAPCTBA W CENEKTHBHU HHXUOUTOPH Ha 00PaTHOTO 3aXBalla
cepoToHuHa (SSRI): moBriLieH pUCK OT CTOMAIBO-YPEBHO KbpBEHe (BX. TOUYKa 4




- ppoberenul: NNa3MEHVTE KOHUEHTpAUUH KA Aexckeronpoded MoXKe Aa Ce NOBULIAT; ToBa
B3a¥MONCHCTBIE MOXKE Jia Ce AhJIKH Ha HHXuOHpane Ha MAcToTO Ha ObOpeurara TyGyaHa
CEXpelus M Ha rIIOKYPOHOBATA KOHIOTALMa ¥ N3MCKBA ANaNTHPAHE Ha 103aTa Ha AcKCKeTonpoden;

- ¢upaevunn riavkosuas: HCTIBC Morar aa ysennuar njnasMeHata XOHIEHTPAung Ha TTHKO3HINTE;

- MWpENPHCTOR: ChIIECTBYRE TEOPETNYHEH PUCK OT TPOMAHA B €PEKTHBHOCTTA Ha MRQIETIPUCTOH OT
HHXUORTOPUTE Ha NpocTariaHANHOBaTa CuNTe3a, OrpanKueHuTe HaHHH Covar, Je
efHoBpeMennoTO Npuaokerne va HCIIBC 1 npoctariaan/iMby B €AHH ¥ ChIK AEH HE Binge
HEONATONPHATHO BBPXY €PEeKTHTE HA MUQENPUCTOH WIH Ha MPOCTATNAHANHNTE BEPXY y3PABAHETO
Ha LEPBUKCA WM KOHTPAKTAIHTETA Ha MATKaTa U He HAMAJIABA KIHHUYHATA e(PUKACHOCT Ha
NPeKPaTABaHETO Ha OpeMEHHOCTTA IO MEANIIMHCKH IIPHYKRHA,

- XWHONOHOBH aHTHOHOTHIN: OTIUTUTE NPH KUBOTHH ITOKA3BAT, Y€ BHCOKM JI03H XMHOJIOHH B
komOurauna ¢ HCIIBC Morat fa yEenuuaT pHcka OT [IpOABa Ha KOHBYJICHN,

- tenodosup: ennoppeMennara ynorpeba ¢ HCIIBC Moxe 22 noBH1IN nhasMenns ypeey a3oT u
kpeaTHHHHA, bLOpeunaTa ynxims 1pabBa Ra ce TpoCAeaBa, 3a 1A ce€ KORTponHpa
HIOTEHUMAHOTO CHHEPIUYHO BE3ACHCTBHE BhpXy 660peunaTa Gynxuns;

- nedepasnpoxc: enHoBpeMernara yiorpeba ¢ HCIIBC moxe aa ysenuuu pucka oT
racTpOMBTECTHHANHA TOKcHyHOCT. HeoGxoaMo e BHUMATENHO KINEHYHO HAOIHOACHHE, KOTaTo
Jedepaznpoke c¢ KOMOMHHPA ¢ T€3H BEIIECTRA;

- nemerpekcen: eAHoBpeMennaTa ynorpeba ¢ HCIIBC moxe fma namaiu endMBHHPARHETO Ha
nieMeTpeKce, Iopajid KoeTo TpsAOBa ia ce BHUMAaBa Npy Nipunarade Ha no~sucokn xosn HCIIBC,
IMpu nanuesTH ¢ lexka 3o yMepena 650peyHa HENOCTATHYHOCT (KPeaTHHHHOB KAHPBHC oF 45 1o 79
ml/min) eAHOBPEMEHHOTO TPHJIOKERNE HA TIEMETPEKCER € XO3H OT HECTEPOHIHH
NIPOTHBOBBINATHTEHH cpeAcTBa TPaOBA Aa ce u36ArBa 2 RdH fIpeH ¥ 2 ABN CNER NPUNOKERUETO
Ha NEMEeTPEKCE.

4.6 @epTUANTET, DPEMEHHOCT 1 KLPMEne

Hexcoten 25 mg e NpOTHBOIOKA3aH Mpe3 TPETH TPRMECTHP 0T HpeMesdnoCTTa U 110 BpeMe Ha
xnpMmeHe (Bx. Touka 4.3).

bpeMEHHOCT

Hnxubupasero Ha TpOCTariaHAHMHOBATa CHHTE3a MOXKE [a NOBiHAe HeONaronpuaTHO OpeMEHHOCTTA
n/unn eMpOuo/deTanioTo pazsutHe. JaHHH OT eNMAEMNONOTUYHY NPOYYRAHNS TOPaXAaT ONacenns 3a
DOBHINEH PHUCK OT abopTH H cnprevHa MaldopMalnsa M racTPOCXH3HC CHER NPUIAOKEHNE Ha
BHXNONTOPY Ha NPOCTATAaAHAMHOBATA CHHTE3a NpH paHHa OpeMeHHOCT. ADCOINIOTHMAT PHCK 3a
CHPACUHO-CHIOBH Mai@opManny ce yBenudasa oT oA 1 % a0 oxono 1,5 %. Cunra ce, ye pUCKBT ce
YBEMYABA C YBENH4YABaHE HA J03aTa W NPORABIKHTEIHOCTTa Ha neveduero. JIpW XKMBOTHHM €
OEMOHCTPHpPaHO, e MHXMOHTOPUTE HA NPOCTArNAHAWHOBATA CHHTE3a BOAAT JO YBEJIWYEHM npe- U
NOCTUMINARTANHONNH 3aryby u emOpHo-GeTaned nerandrer. B JonbsaHEHVe NPH DPHNOKEHUE HA
HHXHOMTOPH Ha NPOCTATIaHARHOBATA CHHTESA MPH XKBOTHH 1O BPEME Ha Opraforenesara ce cyo0lilana
33 IOBUIIEHA Y€CTOTA Ha Pa3iIMuRN MandopMaliii, BKIFOUHTENHO ¥ ChPAEYHO-CHA0BU. Hezasucrnmo T
TOBA, NPOYYBAHKATA FIPY KHUBOTHU ¢ JEKCKETONPOQPEH HE €2 HOKA3AIM PENPOAYKTHBHA TOKCHYHOCT (BXK.
TOUKa 5.3).

Ot 20-ta ceamnua Ha OpeMeHHOCTTa HATAThK, YnoTpebarta Ha nekckeTronpodeH MOXE Aa NpUUHHH
ONNTOXMAPAMHNOH B PE3YNTAT Ha HapylleHue Ha Opbpeunara pyHKuNs Ha deryca. Toa Moke na ce
CIIY4¥ CKODO CJIe]l 3an04Bale Ha JjedeHHeTo N OONKHOBEHO € 0OpaTuMo Npy NPeKpaTsBaneTo

My. B fonbanenne, nMa cho0HieHuA 38 CTECHABAHES HA IYKTYC apTepHo3yC Cliel IeYeHne npes Brops

TPUMECTLP, TOBEUETO OT KOHTO OT3BY4aBaT CleA NIpekpaTaBaHe Ha fedennero. Ilopann Tosa, no




TpsOBAa Aa Ce NOANBPKA RB3MOXKHO Hali-HIWCKA ¥ NPOABIKUTENHOCTTA Ha Neuesne Tpabsa fa e
BH3MOXKHO Hal-kparka.

Cnien excrioznlus na Aekcketonpoded B IPOIBIDKEHH HA HAKOAKO JHH OT 20-Ta recraljuOHHa CeAMHIA
HataThk TPa6Ba fa ce oOMMCIP aHTEHATANHO MPOCIEAIBaHE 33 ONUIOXHAPAMHHOH B CTECHABAHE Ha
AYKTYC apTepuosyc, JlekckeronpodeH tpsaOBa Aa ce npeycTaHoBY, aKO ce YCTAaHOBY OJIMTOXW/IPAMHHOH
H CTECHABAHE HA AYKTYC apTepuo3ycC.

Ilo BpeMe HA TpeTU TPUMECTLP Ha OPEMERHOCTTA, BCMHKH HHXHOUTODH HA NPOCTarIaHAMHOBaTa

CHHTE3a MOXKE Ja u3narar Inaoja Ha:

- KapAHOMYIMOHAPHA TOKCHYHOCT ( MPEKACBPEMEHHO CTECHABAHE/3aTBAPSHE BA BYKTYC
apTepRO3yc H DenoapobHa XUunepToxus),

- OpOpeyHa JUCHYHKUHA (BHK O-TOPE)

a MalikaTa ¥ MIOALT B Kpas Ha 6peMEHHOoCcTTa NO:

- BBIMOXHO YALKABaHE Ha BPEMETO Ha KbPBEHE, aHTHATperanTe eexT, XOATO MOXKe Jia ¢
Haba0AaBa JOpH NPH MHOTO BUCKY NO3H;

~  IOTHCKAHE HA MAaTOYHHMTE KOHTPAKIUH, KOETO BOAM JI0 3aDaBEHO WM YIBIKEHO PAXAHE.

KhpMeHe
He e u3BecTHO Aanu fekckeronpodeH ce nanwyea ¢ kepMara. Jexcoded 25 mg e IpOTHBOIIOKA3aH N0

BpeMe Ha KbpMene (B Touxa 4.3).

QepuanTeT

KaxTo u gpyrute HCIIBC, ynotpebata Ha Hexcoden 25 mg Moxe Ja Hapylu geprunmrera Ha
’KeHaTa ¥ He ce IPEenopbYBa NPH KeHU, KOUTO Ce ONUTRAT Aa 3abpemenesrt. [Ipy sxeHu, KOWTO UMAT
TPYAHOCTH HpH 3a6peMeHgBate HIM KOHTO ce U3cneanar 3a 6esnsonue, Tpabpa ja ce oOMHCIH
IIPEYCTAHOBABAHE HA IEKCKETONPOQEH.

4.7 Edexrts BLpPXy cnocoGHOCTTa 32 modhHpane ¥ padboTa ¢ MAINHHH

Hexcoted 25 mg MoXe fa NPHYHHH HEXENaHW PeaklliH KaTo 3aMaliBaHe, 3pATelIHA HapylIeHUA HiH
CHHIMEOCT. BE3MOXKHOCTTA 3a Pearupaie v CmocoOHOCTTa 32 aKTHBHO YYacTHe B IBHKEHHETO 110
NBTHLEATA ¥ 32 paboTa ¢ MAIEHY Moxe Na OBbAe HapylleHa B TE3R Cliyvau.

4.8 Hexenann JEKAPCTBEHH PEAKIUA

CrobImasanuTe HeXenanu ChOMTHS Ca IOHE BEPOATHO CBBHP3aHH ¢ JEKCKETONPOMEH TPOMETaMOJ B
KIMHMYHHTE IpOyuBanus, kaTo B Tabiyunara nony ca n3bpoeHn HexenanuTe peakuH, Cbo0IaBaH
cnej MycKane Ha nasapa Ha [lexcoden 25 mg, noapeneHH no CHCTEMHO-0PraHHa KacHpuKaLus ¥ 1o
4ecToTa.

Cucremo-opranun ) Yecrn Heuectn Peaxu Mmnuoro peaxn
KJ1acoBe (=1/100 to (=1/1 000 to (21/10 000 to <1/1 | (<1/10 G00)
<1/10) <1/100) 000) )
Hapymenns na --- ~=- ~—- | HeyTponenus,
KPBBTA ¥ THM$HATA TPOMGOUUTO-
CHCTEMA nexus




Cucremo-oprasun | Hecrn HeuecTn Penkn MHuoro peaxs
KJIACOBE (=1/100 to (=1/1 G090 to (=1/10 000 te <1/1 | {<1/10 000)
<1/10} <1/100) 000)
Hapymenns na ~-- --- Orok Ha nappHkca | AnadniakTH4HA
UMYHHATa CHCTEMA peakums,
BKBOYMTENHO
aHaQHUNaKTHYSH
HIOK
Hapymenns Ha == - AHopekcus -
MeTabosm3Ma B
| XpaneHero _
Ilcuxuuny -—- bescnhne, - am-
| HAPYIEHAS He3mokoHCTBO _
Hapyimenna na -— I'nasobonyue, Iapacresnn, -
HEPBHATA CHCTEMA 3aMagHoCT, CHHKOI
CbHJIKBOCT
Hapymennn na -—- = - 3aMbIIeHO
O1HTEe 3 BIKJaHe
Hapymenus na - Beprnro - Tunuryc
 YXOTO B 120npunTa 3
Chpneunn —en Cnpuebnene - Taxuxapaus
HapyDIeHus
Crnaosu napymenns | --- _| 3ayeppspane X HICPTOHHUA XHIIOTOHHA
PecnpaTopnH, --- ~-- Bpanunnes bponxocnassm,
TPLAHE U JYcIHes
MEQHACTHHANHH
HAPYIUCHHSA
Cromamno-ypean | I'anene w/unu | [actpur, 3anek, ITentryHa 51383, Hauxpearur
HAPYLIEH K NOBPBIAHE, |CYyXa YCTa, KPbBOU3NHB OT
KOpeMHa dnaryneHnus NenTUYHa A38a Hiu
0oJika, nepdopauns na
Jnapus, MenTHYHAa A3B8a {BK.
JUCTIETICH A TouKa 4.4.)
Xenare-6nanaphn o s XenaToueny;aapHo
Hapylenus _ BpeXK1aHe
Hapymenns na ~ee Obpus Yprukapis, akae, | CHHZIpoM na
KOXATa H NOBNIICHO Stevens Johnson,
 moaKOKRATA THKAH H3ITOTABAHE TOKCHYHA
ENuACpMAaNHa
HEKpOnu3a
(cuHapOM Ha
Jlaken),
AHTHOSEM,
(paunasieH OTOK,
peaKkuux Ha
(hOTOYYBCTBUTEN-

HOCT, chpbex




—

CucTeMO-0Opranysu HecrH Heuectn Peaku Muoro peaxu

Kiacose (=1/100 to (=1/1 000 to (21/10 000 to <1/1 | (<1/10.000)
<1/10) <1/100) 000)

Hapywenus: Ha --- e~ Bonky B repba .-

MYCKYJIHO-

CKETeTHATA CHCTEMA
H CheAHNHHTEAHATA

THKAH B
Hapymienna na -~ --- Octpa 0b6peyna Hedput nin
O0p0peunTe H HEAOCTATHYHOCT, HedpoTHYeH
NYKOYHATE NbTHINA NONBYpHS CHHAPOM
Hapymenus va - o Mencrpyanuu “ne
Bb3NPONIBOANTEIHA HapyuIcHus,
TA CUCTEMA H 3acATaHe Ha
rbpaaTa NPOCTATATA
O6umn napymennsg u | --- ¥Mopa, 601xKa, [Mepudepen orox -
edexTH HA MACTOTO ACTEHHS, PHIop,
Ha NpHJIoKeIHe obuia cnabocT
Hacaenpanus - — Orknosenue B “ae
yepHOApoOHUTE
(P YHKLUHOHANHY
npodu

Haii-yecTo HabnIoAaBaHNUTE HEXENAHH Peakiy ¢a CTOMalHo-ypeBHY. Moxe 11a ce Habmopasat
NeNTHYHA 53Bd, TEpGOpaas HIH CTOMAILHO-YPEREH KPLBOM3INB, TIOHAKOra GaTaiHi, 0CO0EHO B
crapyecka BB3pacT {BXK. Touka 4.4). Cnen upuuoxesie ¢ca chobmaBaln rajeHe, DoBpbIaHe, NHapus,
duaTyneHuus, KOHCTHIALKA, AXCIISNCH, KopeMHa D0ka, MeneHa, XEMaTeMesa, YIIepo3eH CTOMATHT,
H30cTpAne Ha Konut nin Gonect Ha KpoH (Bxk. Touka 4.4 CrieuHaniy NpeaynpexAeHus n BpenasHu
Mepku npy ynorpeda). Io-psiaxo e vabnogasan ractput. HMa choOLICHNM 33 OTONM, XUNCPTOHHSA U
ChpleyHa HeRoCcTATEYHOCT, c8bp3any ¢ ynoTpebara Ha HCIIBC.

Kakto v npy apyru HCIIBC, Morar fa ce 1104BAT B CASAHHTE HEXENaHR NEKAPCTBEHN peaKllyn.
ACENTHYEH MEHHHIHUT, KOHTO € BpOoABsIBa Hail-Beue NPY NallMeTH ChC CUCTEMEH TYNyC epHTeMaraaec
WIIKE CMECENa CheMHNUTENHO-TEXaHHA O0NECT; XEMATONOTHYHN peakiiuy (nyprypa, annacTivHa u
XEMONUTUYHA aHEMHKS, DALKO arpaHyJouMTo3a Uy KOCTHO-MO3bYHA XUNONNAasus).

Byno3uy peakiuiy, BKHOYNTENHO CHHAPoM Ha CTHRBHC-/KOHCEH H TOKCUYHA EITHACPMANHA
HEKpoau3a (MROro PAAKO).

IJIMHMEY NpoyYBaHys B eNMIEMHONOTHUHHA AaHHHU NIPEAIIONAarat, Y€ yrorpebarta Ha naxon HCIIBC
(0co6eHO BB BHCOKH I03Y H TIPH NPOIBRKHRTENHO HPHIOKEHNE) MOXKE 1A € CBBLP3aHa C JIEXO
NOBMILEH PHCK OT apTePHANHK TPOMOOTYHY cHOMTHS (HanpuMep MHOKAapACH HHQAPKT HiH HHCYNT)
(BX. TOUKa 4.4).

Cpob11aBane Ha NOAO3MPAHH HEXENTAHU PEaKIuN

Cpo61l1aBaHETO Ha NOAO3NPAHK HEKEIaHN pPeaKiyy ¢/l paspellaBane 3a ynoTpeda Ha JIEKapCTREHHS
NPOAYKT € BakRO. ToBa FTO3BOSSABA J1a NPONBIKY HabMONEHNETO Ha CHOTHOLICHHETO NON3A/PHCK 32
nexapcTBeHns NpoRYkT. OT MeJUIIMHCKHUTE CIICIHANNCTH €€ H3KUCKBa Aa choDInapar Beska nogo3upana
HexenaHa peakiiusg 4pe3 HalHoNaHa CHCTeMa 32 ChoDIlaBane:

WanbnuuTenHa aretiiys no neKkapersara
yn. ,,Jdamsad ['pyes” Ne 8

10

Y - W -.-‘;:;'*-- '
e

Lt -l::la-
o 1 <
- :_.. 1|. I'
AL
. " o
Y )

~ A o . Y "‘,\"r /.‘
.*..:}‘_% .r' f__v:;;_;"ﬁ'fﬁ{y

! many vty PR

\ S



1303 Codiug
Ten.: +359 28903417
yebcaiT: www.bda.bg

4.9 Ipeno3zupaue

CHMAOTOMUTE IPH IPEAO3UPAHE HE ca U3BECTHH. 110200HH NeKapCTBENH NPOXYKTH €A NPEAN3BAKAIN
CTOMAIBHO-UpeBln (NoBpbilane, Oe3aneTHTHE, KOpeMHa 60Ka) U HEBPOJIOrHYHH (CHHIANBOCT,
BEPTUI0, IC30PUEHTANUA, IT1aBobonue) HapyBIeHHA.

B cnyuaii Ha HENPeAYMHIUACHO HPSAO3HPAHE WM IPHIIOKEHNE Ha I0-BUCOKA 103a Ce Hanara
He320aBHO CUMIITOMATHYHO JIEYEHHE B 3aBUCHMOCT OT ISTKHUNHOTO CHCTOAHME HA NAMEHTa. AKO ca
npHeT Noseye oT 5 mg/kg OT BB3pacTex M JeTe B PAMKUTE HA €1UH Yac TpAOBa Aa ce MPUIoKH
3aKTUBCH BBIJIEH,

Hexckeronpoden TPOMETaMO MOXE Aa C& EAHMURMPA ¢ THANIN3A.

5.  DAPMAKOJOrHIHH CBOHCTBA
5.1 PapMaxkoANHAMHYHY CBOIICTBA

PapMmaKoTepaneBTHYEH KIaC: NPONNOHOBA KUCENHHA U IPOH3BORHH

ATC xon: MOIAEL7

HexckeTonpodeH TPOMETAMON € TPOMETAMIHOBa coll Ha S-(+)-2-(3-benzoylphenyl)propionic acid —
JIEKAPCTBER TIPOAYKT C aHANTICTHYHH, NPOTHBOBBINAINTEINH B AHTHIIHPETHYIHM CBOHCTBA, KOETO
NMPUHATEXH KbM HECTEPOUIHNTE NPOTHBOBL3NAIATENHH cpencTBa (MO1AE).

MexannseMm Ha REHCTBHE

Mexaun3MsT Ha JeficTBHE HA HeCTePOUHNTE TPOTHROBB3NANHTEC/IHN CPEACTBA CE CBBP3BA ¢
HaMmaJlenyie Ha NpoCTariaHIUROBaTa CHHTE3A yped NHXuONpane Ha unkiookcurenasara. Ilo-
CIIenHAaNHO € Hasme HHXuOHpaHe Ha NPEBPBUIAHSTO Ha apaxMAOHOBA KHCETHHA B IMKNMYHY
enponepoxkcunasd, PgGs u PgHs, kouto obpazysar PGEL, PGE2, PGF20 u PGD2 u caio
npocTaupkianay PGI2 1 tpomGokcany (TxA2 n TxB2). OcpeH Toka, HHXHOHPAHETO HA
TIPOCTArJaNIHOBAaTa CHHTE3a MOXKE [a NOBNUAEC H APYIH MEAHATOPH Ha BB3NAIEHHETO, KaTo
kuHuHuTE. TORA € eAMH HHAMPEKTEH edeKT, KOHTO [ONbIIBa AUPEKTHOTO ACHCTBHE.

dapmakoauuaMuuEy eQEKTH

B npoyusands Npy >KMBOTHY U XOPa € 0Ka3aH0, 4¢ AeKCKeTonpodeH HHXNONPa aKTHBHOCTTa Ha
COX-1 u COX-2.

KnuHHYHA ePHKACHOCT ¥ O6e30MacHOCT

KnuHAYER Npoy4BaHUA BBpXY pazInyHyu OONKOBY MOAENY AEMOHCTPHPAT edexTHBHa aHANTreTHYHA
AKTUBHOCT Ha JiekckeTonpodeH. B HAKOM NpoyuBaHHA HavalOTO Ha aHANTETUYHOTO AeHCTRYE ce
nposisaBa A0 30 MHHYTH ClieRl RPUNOXEHNHETO. AHANTETHYHHAT eeKT € C NPOABIDKMTENHOCT OT 4 10 6
Jaca.

5.2 <PapmakoKBHeTHYHH CBOHCTBA

Abcopbius
Cnen nepopaito npuaoKesne Ha AekckeTonpodied npy Xopa, Cmax €€ TOCTHIA HA
30-rara MuHyTa (B AManazoH oT 15 10 60 MUBYTW).
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[Ipy enHOBpPEMEHHO FIpUAGKEHKHE € Xpana nnowsra nof xpupara (AUC) He ce npoMeHs, BLNPeKH ve
Cumax Ha AexcxkeTonpodet ce NOHMKABA ¥ CKOpOCcTTa Ha pe3opOuug ce 3abapst (YBenNYaBa € tmax).

Pasnpeneneyue

BpeMeTo Ha NOAYKHBOT BbE $azarta Ha pasnpellcfieHHe N Ha SNUMUHHPaHE Ha JeKCKETONPOPEH €
cxoTBeTHO 0,35 yaca 1 1,65 vaca. Kakto npy ApyrH J€kapcTBa ¢ BHCOKA CTENCH Ha CBBP3BaHe ¢
nnasMexnure npotedax (99%), obeMsT Ha pasnpencnente e cpenHo non 6,25 1/kg.

ITpu dapMaxoKNHETHYHH NpOoyYBalnsa ¢ MHOrOKPaTHO MPHIOKEHHE HE C2 Habio1aBany pazny¥ku
mex iy AUC ciien nocnegnoTo npunokeHue ¥ Tasy Ciell eAHOKpaTHa 103a, KOSTO Noka3Ba, 4¢ HaMa
KYMYJIMDAHE Ha JIEKapCTBOTO.

buorpancdopMaiivs ¥ eTUMIHUpaHe

Canen npHaoXKeHHETO Ha JEKCKETONPOHEH TPOMETAMO, B YPHHATA CE OTALAS CaMo
S-(+)-eHanTHOMEPDBT, KOLTO JAEMOHCTPHPA, Ue [PH Xopa HIMa KOoHBepcHs B R-(-)-eraHTHOMED.
OcHOBHHAT I'BT HAa EAUMHBHDPAHE HA JEKCKETONPOdEH € NOCpeACTBOM TIIIOKYPOHOBA KOHIOTaLtH4,
riocneaBsaHa OtT nanbuBaHe npes 6sdpenuure.

5.3 Ilpenxknuuuuny AaHKRH 3a fe3onacHoCT

HeknunuunuTe JaHKY HE NOKA3BaT CEHpHYEH PHCK 32 XOPa, KATO ¢ OCHORABAT Ha
KOHBEHUMOHANHY N3CNeABaHH 3a 0€30T1aCHOCT, FEHOTOKCHYHOCT K HMYHOQPApMAaKONIOrHA.
[IpoBenennTe BEPXY MULIKH H MaiMyHH H3CAICABAHKS 32 XPOHWYHA TOKCUYHOCT Ca N0KAa3anH HMBO Ha
nunca Ha nexenanu edextn (NOAEL, No Observed Adverse Effect Level) apu o3z 2 ne1H no-
BHCOKH OT MaKCHMAaJIHATa penopbyBana n103a Npy Xopa. OCHOBHUTE HEXENAHH pPeaKIMH
HabmonasaHy IpY MaliMyHH, IPY MO-BUCOKH JI03U €4 KPBB B HINPAKHEHHATA H HaMaJIEHO TENECHO
TETJIO, A ITPH Hal-BUCOKATA 4032 - ePO3NBHM raCTPOMHTECTHHANHY Jie3hH, Te3n edeKTH ce mossaBaT
TIPH AO3H, ONPEAENsili €KCII031UIINA Ha NeKapcTBoTO 14-18 nbTH [10-BHCOKA OT Tasy NIPU
MAaKCUMAJIHATA IPENOophUBRata 1032 NPH X0pa.

HsMma npoyvusanug 3a KaHLEpPOTreHHUS NOTEHIMAT [TPH JKRBOTHHTE.

Kakto e ycranoReno 32 nemis papmaxonoruue knac ga HCIIBC, gexcexeronpogen Moxe aa
NpeM3RUKA TPOMEHM B eMOpHOo-heTaTHaTa NPeKUBAEMOCT HPH XHBOTHHCKM MOAENH, KaKTO KOCBEHO,
Taka ¥ 4pe3 racTPOMHTECTHHANHA TOKCUYHOCT Npu OPEMEHHN Maiiky ¥ IMPEKTHO BBPXY PA3BHTUHETO
Ha TUIONA.

6. @APMAIIEBTHUYHHN JAHHU
6.1 Cpnebk HAa NOMONTENTE BElIeCTRA

LapeBpnusnio yyuiecre
MukpokpUcTanHa yenynosa
Harpues HpmecTeH ramxonar
I"nuueponos aucreapar
Xunpomenosa

Twutanos pHoOKCUA
ITpormnexrauxon

Makporon 6600

6.2 HecnhBMeCTHMOCTH

Hsama #3BECTHH.
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6.3 Cpox Ha rogHoCT

PV C-anymunues Onuctep : 2 rOAVHY.
Aclar-anymunues 6aucrep : 3 roAHHH

6.4 Crnenualng yC/10RHA Ha CbXpPaHeHHe

PV C-anymuHnes OrucTep :aa ce cbXxpanssa noa 30 °C; dnucrepnTe fia ce ChXPaHsaBatT B KAPTOHCHATA
KYTHA, 32 [1a €2 3QIIMTEHH OT CBETIIMHA.

Aclar-anyMuHueB OIHCTED : TO3M NEKAPCTEEH NMPOAYKT HE H3HCKBA CNEIMAlIHH YCNOBHA 33
CbhXpaHCHUE.

6.5 Buau cbAhpKaHHe HA ONAKOBKATA

TaGnetite ce npeanarar B Omiacrepu ( PVC-anymuuues 0anctep uan Aclar- anymuHnes GavcTep)
Hexcoden 25 mg ot 10, 30 unu 50 puamMupany TabneTKy

He scuuicu BHOBE ONAKOBKY MoTaT A2 GbJAT NyCHATH B nMponaxoa.

6.6 ChnenuajiHu Npeana3zHN MEPKH IIPH N3XBLPJIAAHE

Henznonzpanuar ACKApCTBEH MIPOAYKT HIH OTNaAbYHHTE MATEPHANA OT Hero TpabBa Jla ce U3XBhPIAT
B CHOTEETCTBHE C MECTHHTE M3UCKBAHNS

7. TPUTEXATEJ HA PASPEIINEHVETO 3A YIIOTPEBA
MENARINI INTERNATIONAL Q. L. 8. A.

1, Avenue de la Gare, L-1611, JhokceMbypr

8. HOMEP(A) HA PASPEIHEHHETO 3A YIIOTPEBA
20010826

9, JATA HA IIBPBO PASPEHIABAHEMTIOAHOBABAHE BA PA3PEINEHHUETO 3A
YIIOTPEBA

Jlata na nbpBo pazpelarane: 24.07.2001 r.
JlaTa Ha nocneHo nmoaHosarane: 12.08,.2011 r.

10. JATA HA AKTYAJIMINPAHE HA TEKCTA

09/2022
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