KPATKA XAPAKTEPUCTHUKA HA HPOJ],YKE'
IO I9 06"(7,
1. UME HA JIEKAPCTBEHHWUA TTPOAYKT

6286/ 15035,

Jlnkaogenak Jyo 75 mg TBLPAN Kancyan ¢ VbAKEHO 0CBOO0K 1aBaHe
Diclotenac Duo 75 mg prolonged-release capsules, hard

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Beska 75 mg TBbp/a Kancyna ¢ YabAKEHO 0CBOOOKIABAHE ChAbpAa 70 mg AHKA0(peHaK HATPHII.
(25 mg anknogeHak Hatphii B ctomawwHo-ycToiiunga popma. 50 mg ankiaodenak Hatpiii BbB (hopma ¢
VbBIAKCHO OCBOOOK, 1aBaHe).

[TOMOULIHI BELLECTBA ¢ M3BECTHO ACIHCTBIIE:
Besika 75 mg TBbpaa Kancysia ¢ VAbIKEHO 0CBOOOK1aBaHe Cbabpzka 5,6 mg Harpuii u | mg nponuieHrnnko.

3a NbJHHA CMNHCHK HA MOMOLLHHITE BelleCTBa BIHKTE ToUka 6.1.

3. JIEKAPCTBEHA ®OPMA

I'Bbpaa karncyaa ¢ VaibiaKeHO 0CBOOOK, 1aBaHe
Tebpaa skenarnHoOBa Kancyna. pasmep 2. ¢bC CBETJIOCHHS FOpHA YacT U Npo3payvHa /10JHa YacrT.

4. KJIUWHHUYHMU IAHHHU

4.1 TepaneBTHYHH NOKA3AHHS

- OCTpi apTpHTH (BKIKYHTEIHO NPHCTBLITH HA nojaarpa)

- XPOHHYHH aPTPHTH. OCOOCHO PEBMATONIEH apTPHT (XPOHHYEH NOJAHAPTPHT)

- AHKH03HpaLL CrnoHAnAnT (bonect Ha bextepeB) u Apyru Bb3najauTeHH PeBMAaTHYHH 3a009BaHHA Ha
FPbOHAYHHSA CTHJO

- [lpn nereHepatiBHI HAPY LWEHHS HA CTABNTE N FPLOHAYHIS CTHAO (APTPO3H H CIOH/HAAPTPO3H).

- H3BBLHCTABEH peBMaTH3bM,

- bone3HeHu oTouH HaH Bb3naaeHus ciel TpaBMa Il XHPYPruYHH HHTCPBCHLLHH.

4.2 J1o3upoOBKAa H HAYMHH HA NPIJIOKEHIe

Jo31poBka

Jlo3aTta AnKjao(heHaK 3aBHCH OT TE/KECTTa HA ChCTOAHHETO.

Bb3pacTHH: e1Ha Kancyia Be1HbAK 1l ABa NMbTH AHEBHO (€KBHBAJCHTHA HAa 75 nan 150 mg anknodenak
HaTpHil).

HauiH 1 npoaABIKHTEIHOCT HA MPHAOKEHIIE!
Juknodenax lyvo 75 mg ce npuema npei xpaHeHe. 0e3 1a ce 1bBYe H ¢ MHOro tTeqHocT. He
HYBCTBHTEJIEH CTOMAX ce npenopbusa aa npuemar Jluknodenax Jlyo 75 mg no Bpeme Ha X

/




JlekvBalHAT NeKkap npeueHaBa NPOIbAKHTETHOCTTA HA NPHAOKEHILTO,

Flpi pesmatnuui 3adonasadig moke 1a € Heoodxoaiimo Juknoderar yvo 75 mg 1a ce npiema 3a no-
NPOABJKITENEH NEePHOT OT BPEME.

Hekenannte NeKapCTBEHH peakuisil MOTaT 1a 0b1aT ¢BEACHI O MUHHHMYM 4Ype3 113N03BaHe HA Hali-HICKATA
epexkTiBHA N03a 3a Hali-KpaTKHA NepHOoa OT BpeMe, HEOONOIIIM 38 KOHTPONHPAHE HA CHMNTOMNHTE (BAK. TOUKA 4.4
Cneunandn opeaynpe:kaeHia 1 0peanazHii Mepkil npit ¥ynoTpeoda).

CreunanHi monyvnaunin:

[launeHT B CTApUECKA Bb3PaCT:

He e HeoOXOAnMO cneunanso Kopiirupane Ha ao3arta. [opaan npodmna Ha NOTEHUHANHITE HEWREAAH N
NEKAPCTBEHY peaKiiti € HeoONOAHMO CMeLHAaNHO BHIMAHKE NPH NPOCALIABAHETO HA NAUHEHTH B CTapyecka
BL3PACT.

[lautedTI ¢ HAapyLUeHHA Ha ObOpeuHara (pvHKILIA:
[1pn nauHeHTH ¢ IeKO 30 VMEepeHo HapyweHa ObopeduHa QyHKUNS He e HeoOXCIIIMO HaMansBaHe Ha no3ara (3a
NAWHEHTH ¢ TEXKKH ObOpeUHI HapyLUeHHS., BHATE Touka 4.3).

[lauHeHTH ¢ HApPYLIEHHA HA YepHoApoDRHaTA (hyHKLIHA (BILKTE T. 3.2):
[TpH NaLHEHTH € AEKO 10 YMEPLHO HapyLeHNe Ha 4epHOIpoOHa QVHKLIIA He € HeOOX0AHMO HAMaIABaHe Ha
103aTa (3a NAUIEHTH ¢ TEXKKO HapyLIeHHe Ha 4epHOApoOHa PYHKLIIA. BIBKTE TouKka 4.3).

Jleua H $OHOLLIH:
Huknodenak Jlyo 75 mg He e noaxoAail 3a aeua H ioHOWH noa 18 roaHLwHa Bb3pacT.

4.3 IlporHBonoka3zaHusA

—  CBPBXUYVBCTBHTEIHOCT KbM aKTHBHOTO BELLECTBO THKAOPEHAK HATPHIT HIH KM HAKOE OT NOMOLLHIITE
BeLIECTRA:

—  H3BECTHH NPeANOAHI PeaKUH Ha OpOoHXOCNA3bM. acTMa. PHHHT HAH VPTHKApNA cNel NPHEMAHE Ha
AUETHACATHUHIOBA KHCEAHHA HAH APYTH HECTEPOU,AHH NPOTHBOPEBMATHYHE HITH
npoTHBosb3INanuTeaAHN cpeacrea (HCTIBC):

—  HEH3ACHEHH HApVLICHHA HA XeMomnoesara,

—  CbWECTBYBALLA HAH NPSANOAHA AHAMHE3A 3a NOBTAPALLH C& NENTHYHH A3BH HAN KPBBOH3NHBN (NOHE 2
padIiHMHH enH30/1a Ha J0Ka3aHa s$38a HIH KPbBOIIHB):

— aHaMHe3a 3a raCTPOHHTECTHHANIEH KPBLBOHAHB HiH nepdopauts, CBbp3aHil ¢ NPEAXCAHO AeYeHHe ¢
HCTIBC:

—  UepeOpOBacCKyNnapeH Wik APYT AKTHBEH KPbBOWIHB:

—  TeKKa 4epHOApOOHA QHCPVHKUIA 1A ObOPEHHO VBPEK1AHE!

—  TEAKKO CbPACYHO VBpPEKIAHE.

—  YCTAHOBEHa 3acToiiHa ¢cbhpaeuHa HeaocTaTbuHoCT (NYHA II-1V), HexemiuHa doaecT Ha cbpueTo.
nepudepHo apTepiianHo 3ad0NABaHE 1/11l MO3IBYHO-CbHA0BaA DONECT:

—  NOCNeaeH TPHMECTbP Ha OPeMeHHOCTTA (BK. To4Ka 4.6).

4.4 CuoeuHaanu nNpeaynpe:xRIeHHA H NPEANa3HN MepPKN OpH ynotpeda

Q0o

Kaxto npu apven HCTIBC. anepriivdn peakuli. BRAOYHTENHO aHAPHAAKTHYHI/AHAPI1AAKTOHAHH PeakuHi,
MOYKE CBLIO Aa Bb3HIKHAT B PEAKI ¢iydan 1 Npu AMKAo(deHaK, 083 NpeaN0o1Ha eKCNO3HLHA Ha




[TorooHo Ha apyri HCTIBC. anknodenak mMoske 1a MaCKIpa npisHauiTe 1 CHMITOMITE HA HHdekuns nopaai
(hapmaroanHamiyHitTe ch coiicTsa. [To Tasi NpitviHa NAUHEHTLT TPAOBA 1a Gb1e NOCHBETBAH 1a NOCETH AeKap
HE3a0aBHO. IPH NOABA HJH BOLLABAHE HA NPI3HALK HA IIH(EKUHA. NO BPEMEe HA NPHEMAHE HA THKAO(EHAK.
HeoOxoauso e aa ce nposepit Aaam € nokaszaHa aHTHIH(EKUHO3HA/aHTHOHOTIIYHA Tepanis,

Heenaniite nekapcTBeH peakList MOraT 1a ObaT HAMAJEHH. KATO 338 KOHTPOSUPAHE HA CHMATOMHTE ¢
ynoTpedsBa Bb3MOKHO Hall-HIICKATA €(PEKTIBHA 1032 32 Bb3MOKHO Hali-KpaTbK NepHoA OT BpemMe (B, NO-100V
33 FACTPOIHTECTIIHAIHIL H CBPASUHO-Ch10BH PHCKOBE). |

[acTpolHTECTIIHANHA 0830NACHOCT:
CbemecTHaTa yrnotpeda Ha aiknodeHak cbe cietemuit HCIMBC, BKAKOYNTENHO CeNeKTIBHI HHXHOHTOPH HA

UHKJOOKCHTeHA3a—2. TpHﬁBﬂ na ¢e n3osrea nopagl auncard Ha 10Ka3atcncTea. NOKa3BaWw HAAHYHETO Ha
CHHCPIHYHH [TON3H H BB3MOAHOCTTA 34 HATPYNBAHE HA HEXKCNAHNTE DECAKLLHH.

[lailiteHTiH B CTAPYECKA BbL3PACT:

[To npiHuin € HEOOXOAHMO NOBHWEHO BHHMAHHE NP TPETHPAHE HA NAUHEHTH B cTapuecka Bwipact. [lo-
CMEUNANHO C& NPENopPDbUBa Aa CE H3INO0A3BA Hali-HIICKATa eheKTHBHA 103a NPH HITOLWEHI NAUHEHTIE B CTapyecKa
Bb3PACT HIH TAKHBA C HHCKA TeaecHa Maca. HewkenaHHTe nekapcTseHil peakuiii ¢a No-4ecTo CPewant npi xopa
B CTapyecka sb3pacT. npHemalli aeveHite ¢ HCTIBC. ocodeno npil racTponHTecTiiHANEH KPbBOH3ANB 1

nepdropauns. KaTo NOHAKOra Morar ia ca daranuis.

CTomauwiHo-4peBHi edeKTH:

[Tpn Beiruky HCTIBC ca noknansany peakuUiti KaTo raCTpOHHTECTHHANEH KPbBOIH3MHER, 3811 AN NepdopaLii.
nouskora ¢ ratanen kpaii. Te ce noayuasar cbe HAN §€3 NpeWIECTBaLIH NPEIY NPEHTENHH CHMITOMH §LH
HAANHHE HA aHAMHE3a 3a CePHO3HH raCTPOHHTECTHHANHH CBONTHA. NO BCAKO Bpeme Ha neyeHHeTo. OOHKHOBEHO
T€ HMAT NO-CEPHO3HII NOCAEAHLI NP NAUHEHTH B CTAPYECKa Bb3PAacT.

PHCKBT OT NoABata Ha raCTpOHHTECTHHANECH KPBLBOI3NNB, 93Ba HAH Nepdopautis € No-BHCOK NP npHemMaHe Ha
no-eHcoki 103 o1 HCTIBC n npit naunedT ¢ aHasiHesa 3a %38il. 0COOEHO ¢ VCAOKHEHHA, BKAKOYBALLLH
KPBBON3AHEB HAH nepdopauits (B:K. Touka 4.3). H NpH NaUNEHTH B HANpeIHana Bb3pacT. 3a 1a ce HaMan PHCKBT
OT FACTPOHHTECTHHAIHA TOKCHYHOCT NPpil TE3H NAUHEHTH JEUYEHHETO TPAOBA 1a 3anoyHe H Aa NpoabIKI ¢ Hali-

HilcKaTa eeKTHBHA no3a.
3a Te3H NanHEHTH. KaKTO H 3a NauHEeHTH. NP KOHTO € HEOONOAHMO ChNBLTCTBALLO JICYEHHE ¢ MANKH 1O3H

aueTiacannuinosa kucennda (ACK) nni ¢ apyry nekapcTBeHH CPeICTBa. KOHTO MOTaT Aa VBENHYAT
FacTPONHTECTHHANHHTE PHCKOBE (BAK. TOYKA 4.3). TPAOBA 1a Ce 0OMNCAN KOMOHHHPAHO NEYEHIIE C Npeana3BaLH
NEKAPCTBEHN ¢PeACTBa (Hanp. MI30NPOCTON 11H HHXHOHTOP HA NPOTOHHATA NOMAA) (BK. No-100Y i T. 4.3).

HauuenTute ¢ aHaMHe3a 3a raCTPOIHTECTHHANHA TOKCHYHOCT. 0COOEHO TakiBa B CTAPYECKA Bb3PACT. TPAOBa Na
¢b00WaBaT 3a BCHYKH HEOOHYAITHH CTOMALLHK CHMATOMH {H NPEAH BCHYKO 3a racTPOHHTECTHHAMHH
KPBLBOH3/HBH ). OCOOEHO B HA4ANOTO HA sieyeHleTo, HeoOX0IHMO € NOBHIWEHO BHIIMAHHE. aKO NALlHEHTHTE
NPHEMAT €1HOBPEMEHHO NEKAPCTBEH I NPOAYKTH, KOHTO MOraT 1a yBeJH4aT PHcKa OT A3BH H KPbBOIH3AHBIL. KAaToO
HaNpIHMEP CHCTEMHH KOPTHKOCTEPOHIH. AaHTHKOArYIAHTH KaTo Bap(papHH. CENEeKTIBHI HHXHONTOPH Ha
OOpaTHOTO 3aNBaLAHE Ha CEPOTOHITHA HAH HHXHOHTOPH Ha TpomGounTHaTa arperauns. kato ACK (Bk. Touka
4.5).

AKO NI NALSIEHTH. NPHEMALLH THKNO(EHAK. 3anoMHAT KPbBOI3AIBH HH A3BI. NEYEHNETO TPAOBaA Ja ce
[peKpary.

HeoOxonM € ¢Tpor MeauuitHCKI! KOHTPOA H BHHMAHITE PH NALNEeHTH C yauepaTHeeH KOaHT
KpOH. Thil KaTO CHCTORAHHETO HM MOMKE 1a ¢& BIOWI (BA. Touka 4.8).




Kakto npu seirukn HCIIBC., BkatounTenHo ankao@penak. CTpOriaT MeTHUHHCKH KOHTPO € 3a1bl&HTeeH
KaKTO H 1A €€ NOANO 1A ¢ NMOBHIUEHO BHIUMAHNE NPH NPEIANIICBAHE HA NIKAO(EHAK HA NAWISHTH Cb< CHMITOMII.
ROHTO ¢a MoKazaTesHIt 3a racTPolHTEeCTHHAAHN (I'H) HapyWeHts 1711 ¢ aHAMHE3a, NOKA3ATENHA 34 CTOMALIHA

HAH YPEBHA VAUEepaUHA. KbpBeHe nan nephopauna (Bx. Touka 4.8).

HCTIBC. BRAKOUHTENHO AHKNODEHAK, MOKE 1a €a CBbP3aHH ¢ VBEAHYEH PIICK OT H3THUAHE OT CTOMALLIHO-YPEBHA
aHacTomo3a. [Ipenopbusa ¢¢ BHUMATENHO MEANLUIHHCKO Ha0AKASHIIC N MOBHIUEHO BHIIMAHIIE NPH vNoTpedara Ha
ANKAOPEHAR cnell CTOMAWHO-YPEBHA XHPYPrituHa HHTEPBEHLLIS.

CbpAeHHO-CBAOBH H MO3BYHO-CHAOBH CHOHTHA:

HeoOxonitMo € 1a Ce oCHrypaT NoaXoAA IO HA0MOASHHE Il ChBETH 3a NAUHEHTH ¢ aHAMHE3a 3a XHNEPTOHIIS
H/HAIE NEKA 10 YMEPEHA ASKOMNEHCHPAHA CHPACYHA HeA0CTATbYHOCT. Thil KATo HMA CHODWISHIE 3a 32TbPKAHE
H& TEYHOCTH H OTOWN. CBBP3aHil ¢ neueHneTo ¢ HCTIBC.

KAHHIUKI NpoyYBaHHA 1 €NHASMIOAOTHYHIT JaHHII NOKA3BAT. 4e VYIIOTPedaTa Ha 1nKIo(eHaK. 0COOSHO BbLB
BHCOKa 1032 (150 mg 1HEeBHO) # nPH NIPOABIKHTERHO NPHACKEHIIE. MOKe 1a Ob/1e CBbP3AaHA € NEKO NOBHLUECH
PHCK OT apTepHaNHH TPOMOOTHHUHH CBHONTHS (HanpyuMep MHOKApACH HH(APKT AN HHCVAT).

[MTaustenTH ¢ HEKOHTpONHpaHa XHNEPTOHHS H/HAN 3acToiiHa CbpaeuHa HeaocTaTbdHOCT (NYHA ) Tpadea na ce
neKyBat ¢ AHKNOMEHAK caMo ¢Nel BHUMATENHO oOMHCAsHe, [TauHeHTHTE CbC 3HAUHTENHIT pHCKOBH BaKTOpH 3a
CHPAEYHO-CBA0BH CHOHTHA (HANP. XHNEPTOHNA. XINEPAHANAEMIIA. 3aXapeH AHA0eT. TIOTIOHONYWEHES) TpaOBa 1a
Ce NEeKYBAT ¢ ABKNO(EeHAK caMo Clel BHHMATEHA NpelcHKa.

Tbit KaTo CBHPALUHO-CHAOBHAT PHCK NPH AHKIO(EHAK MOKE 14 HAPACHE ¢ 103aTa 1 NPOAbIKIUTENHOCTTA Ha
eKkcnosnunsTa, Tpadea 1a ce nphnara Hali-Hnckara eeKTHBHA AHEBHA 1034 3a Bb3MOKHO Hali-KpaTKiia nepion
oT Bpeme. [lepHoanyno TpadRa na ce 13BbPLIBA NPEOLSHKA HAa HEOOXOANMOCTTa HA NAUHEHTA OT OONEKUaBaHe

Hd CHMOTOMHTE H HA OTrOoBOpPa KbM TCpaniaTa.

Cepuo3HIL KOKHI peakuii;

[Tpn sneuenne ¢ HCTIBC MHOro paaxo ca 10k1a71BaHH CEPHO3HH KOAKHH peakilii, HakoH ¢ daTaneH kpaii,
BRIIOUHTENHO eKChOoMHATHBEH 1epMaTHT. CHHApoM Ha Stevens — Johnson, TokcHuHa ennaepymanHa Hekpoiia
(citHapom Ha Lyell) u renepanuszupan OviaoszeH gukcHpaH nekapcTBeH 00pHB (B, Touka 4.8). Uarnexna. ue
Hall-BUCOKIIAT PHCK OT TaKIIBA PEAKLLitH € B HA4YaNOTO Ha N€4EHHETO. Thil KaTo 8 NOBEUETO CAYHAH TE3H PEaKLHH
ce HadMKaaBaT Npes NbpBeia Mecel oT aeyenneto. [puemsbT Huknodenak yvo Tpadea na ce npekpati npH
MBPBHTE NPH3HALH HA KOAKHHN OOPHBH. MYKO3HH JIE3UH HAH APYTH CHMNTOMI HAa peakuHH Ha
CBPBbXYYBCTBHTEAHOCT.

YepHroapoOHN peakLyi:

HeoOxoanm e cTpor MeaHLIIHCKIE KOHTPOA [P NPeANHCBaHe Ha AHKAO(EHAK HA NALHEHTH ¢ YBpPeXAaHe Ha
YePHOPOOHATA PYHKLIIA. Thii KATO CBCTOAHHETO HM MOZKE 1A CE BAOWI.

Kakto npit apyru HCTIBC. BkaounTenHo anknodeHak. CTONHOCTHTE Ha eHH il NOBEYE YEPHOIPOOHH
€H3IMI MOKe 1a ce nosHwart. [1o Bpeme Ha NPOABAKHTEAHO NEUEHNE ¢ AHKIOMEHAK. Pe1OBHOTO NPOCIEIABAHE
Ha YepHoapodHAaTa (PYHKUHSA € NoKa3aHO KaTo npennasHa Mapka. Ako aOHOPMHHTE TeCTOBE Ha YEPHOAPOOHAaTa
hyHKLHSA 0epCHCTHPAT HAN €€ BNOLIAT. KO C€ NOABAT KAHHIIYHI NPI3HAUN HAE CHMMITOMH. NOKA3ATENHH 3a
4€PHOAPOOHO 3adoNABAHE HITH AKO HACTLNAT APYTi NPOABH (HANP. €03MHOPHANAL, OGPHB). NEUEHIIETO TPAOBA na
ce npekpatH. [Tpn ynotpedara Ha AnknoeHak MoOXKe 1a pa3BHe XenaTHT 6€3 NPoapoManKii CHMITOMIL.

[ToBHUIEHO BHIIMaHIIE € HeOOX0AIMO. KOraTO ZHKNODEHAK Ce HINOMA3BA NPH NAUHEHTH ¢ HePHOAPOOHA
nopdHphA. Thil Karo Toil Moxke Aa npeTi3BIKa NPHCTLI.

YBpeaeHa ObOpeyYHa U CbpacuHa (PpyHKUNS
Toii kKaTo ¢a J0KNaaBaHI 331bP/KAHE HA TEYHOCTH W OTOK. CBbp3aHit ¢ TepannsTta ¢ HCMBC
aHknoderHar, ocoGeHO BHIIMAHNE € HEOONOTHMO NPH NALHEHTI C VBPEISHA ChPaeyHA HIH
aHaMHEe3a 3a XUMEPTOH}A. NAUNCHTH B CTAPUECCKA Bb3PACT. NALHEHTH. MPHEMALL CHBMEC




AUNPETHUN AN ASKAPCTBEHI NPOAN KTII. KOHTO MOraT CbWECTBEHO 1a NOBANAAT 0bOpPeUHATA PYHKUHA. KAKTO I
NPH NAUHEHTH CBC JHAYIITENHO HANMQIABAHE HA EKCTPALCAVAAPHIA O0CM. HE3ABICHMO OT NPHMUIIHATA, HANP.
APEIN AN CNIED FOASMIL XHPY PrvecKil IIHTEPBEHLWINI (BA.ToUKA 4.3). B Te3n cayuan kato npeanaita Mapka
npH vnoTpedara Ha AHKNOPEHAK ¢ NpenopbyBa npocaeasBaHe Ha ObOpedHaTa (hvHkung. CnipaHeTo Ha
TepannsaTa OOHKHOBEHO Ce NOCe1Ba OT Bb3CTAHOBABAHE HA 113X0IHOTO ChCTOAHIIE.

XeMaTonorn4uHi ek
Kakto 1pyrn HCABC. anknodenak moske 1a noTHCHE BPEMEHHO TpoMOounTHarta arperauns. Maunentnre ¢

Hapy LWEH!A HA XemocTasaTa TpAaoBa 1a ObaaT HaOnK1aBaH BHHMATENHO.

Ynotpedata Ha AMKAO(EHAK € NPENOPbUHTENHA CAMO 3a KpaTKOTpaiido nedeHue, [No BpemMe Ha NPoabIKUTENHO
neyerne ¢ anknodena. kakto i npn apyrit HCIIBC e npenopbulTeNIHO pe10BHO NPocaeasBaHe Ha KpbBHaTa
KapTHHA.

PecrnupaTopHil i anepruvHit Hapy weHHs

[Tpil nauneH T ¢ acTMA. CE30HEH ANSPriHeH PHHNIT. NOAYBAHE HA HA3ARHATA JHrasHLa (T.€. Ha3alHH NoAuNi).
XPOHIYHA OOCTPYKTHBHA 0eI0APOOHA 0ONECT N XPOHHYHH HH(EKLHI HA HXATEAHNTE NbTHLLA (0COOCHO ako
Ca CBbP3aHHl CbC CHMMNTOMH. MOACOHIL HA ANEPrHYE€H PHHIT, B CPAaBHEHHE C APYrHTe MauNeHTH ¢a No YecTH
peakunnTe Ha BaowasaHe Ha actMa oT HCTIBC (T Hap. HENOHOCHMOCT KbM aHanreTiu / aHanreTH4Ha acTMa).
oTok Ha KBHHKe nai vpTuxapua. Mopann Toea npH Te3H NaUEHTH ca HEOOXOAIMII CNEUHANTHA NPeana3Hil
MEPKH (FOTOBHOCT 3a cnewHa nomot). ToBa ¢blLO Taka ¢ OTHACS H 33 NAUHEHTH, aNepriu4Hi KbM ApYrH
CVOCTAHUMIL, HANP. KOKHH peakuHi. OPpYpHTYC HITH YPTHKAPHA,

Huknopenak Tpadaa na ce H3N0A3Ba CAMO CeJ CTPOra NpeLeHKa Ha CbOTHOWEHNETO pHck/nonsa
—  Mp# BPOJEHO HApYLUEHHE Ha MeTadoA3MA HA NOPPHPIIH (HANP. NPH OCTPa HHTEPMHTEHTHA NOPQHPIIA):
—~  Npu CHCTEMeH epHTeMaTo3eH avnyve (SLE) unn npit ¢CMeCeHO ChbeaHHBTEAHOTHKAHHO 3a00NBaHe (BK.
ToukKa <4.8).

Oco0eHO BHItMATENHO NEKAPCKO HADAKISHIIE Ce I3HCKBA:
—  NPH HapVILEHHA Ha ObOpeyHa QyHKUHS:
— MOPH HApYLWEHHA HAa YepHoapoOHaTa QyHKUNA:
—  HEMOCPEICTBEHO Cel CEPHO3HA XHPYPrHYECKA HHTEPBEHLHS:
—  [IpH HAGHEHTH C peCnUPATOPHH {H afepriuHi HAPV WEHNA:

— [OpH TAUHEHTH, KOHTO HMAT aJNCprHiHi peakuni KbM JPy Tl BCLUCCTRA. Tbil KATo 1iMa NOBHLWEH PHCK OT
NOABATA Ha allEpriHvHy pCakKuiii B NpH rnpHeMaHeToO HA .’_'I.HI{J'IG(I)EHEIH.

MHOro paako ca HadMOZABAH N TKKH OCTPIH peakuii Ha CBPbXUYBCTBHTENHOCT {KATO aHaA(HAAKTHYEH LWOK).
[Tpn mbpBHTE NPH3HALN 38 PpeaKillsA HAa CBPbXYYBCTBIITENHOCT 1€ 3aN04BaHE HA NPHEMAHETO Ha AHKIo(eHaK
REUEHHETO Tpa0Ba 1a ce npekpaty. HeodxoaHnMO € 1a ce 3ano4HaT MEAHUHHCKI NPoMeypH. A1eKBATHI CIIPAMO
CHMITTOMITE, OT NEPCOHAN CbC CIEUHANHI 3HAHIA,

Hdpvyra nHcdopmauis
[TpH AbArocpoyeH npiem Ha ANKA0PEHaK € HEOOX0AUMO PeaOBHO HadNWAeHHe HA ObOpeunaTa pyHKUMA 11 HA

KPbBHATA KAPTIIHA.

[1pit nbarocpousa ynotpeda Ha aHaNreTHLH MOraT Aa ce NOABAT FNaBOOO/IA. KOHTO He TpAOBa 1a Ce NeKvBaT ¢
MNO-roAeMit 10341 OT NeKAPCTBEHHA NPOAYKT.

Hait-o0wo o014aiiHoTo H3MoN3BaHe Ha aHaNTeTHUH. OCOOEHO KOraTo ¢e KOMOIHHIPAT HAKO
AKTHBHH BELLECTBA, MOKE 1a A0Beae 10 NPOALAKHTEAHO YBPEKAaHe HA ObOpellITe ¢ pUCK
HENOCTaTbUHOCT (aHaAreTHYHa HedponaTHa).



[MpuemaneTo Ha HCTIBC e1HOBPEMEHHO ¢ ANKOXOA MOZKE 1A 3aCHIN HEKRSNAHIITE NCKAPCTBEHH PEeaKLLII,
NPHYHHEHN OT aKTIIBHOTO BELWECTRO. OCOOSHO Te3H. KOHTO 3aCAraT FACTPOHHTECTIHANHHSA TPAKT HIIH
LIEHTPANHATA HEepPBHA CHCTEMA.

OTHOCHO DepTNAHOCTTA APH KEHI, BILKTE TOUKa 4.6.
Hatpitii

ToBa JIEKAPCTBO CbAbPAKA No-manko ot 1 mmol Hatpuit (23 my) Ha TBbP2a Kancyna ¢ VAbIKEHO
OCBOOO/K1aBAHE, T.€. MOKE 14 C& KA/KE. HE NPAKTHUYECKI HE ChAbP/AaA HaTpnil.

[ponineHrnikon
Toea nekapeTso Cbabp-ka 1 My NpPONIICHIHKON BbB BCAKA TBBPAA KANCYJA ¢ VABIKEHO 0CBOOOA 1aBaHe,

4.5 BsaumoaeiicTBie ¢ APYri JeKAPCTBEHI NPOAYRTH M APyl QOpMIL HA BIanMoaeiicTBHE

Opvry HCTIBC, BKAKOMHTEAHO caaluHAaTH
ExHoBpemMeHHOTO NpriemaHe Ha Hakonko HCTIBC moxke 1a yBennul plcKa OT racTpoHHTECTHHAMHH A3BH H

KPbBOIIIHBH NOPA1H HATPY NBaWoTo aciicTeie. [lopaan ToBa enHOBPEMEHHOTO NPHEMAHE HA AHKNO(EHaK i
apyru HCTIBC He ce npenopbyBa (8. T. 4.4).

HNrokcitH. GeHHTOHH. ANTII]

[TpHemaHeTo HA AHKAO(PEeHAK C AHTOKCHH. QEHNTOIH MM JHITHIT MOKE 12 VBSIHYH KOHUSHTpAUHATA Ha Te3il
NeKAPCTBEHI NPOAYKTH B KpbBTAa. MOHUTOPHPAHETO HA CEPYMHIITE HHBA Ha NHTHIT € 3aAbIKHTENHO.
MOHHTOPIHPRHETO HA CEPYMHNTE HHBA HA JNTFOKCHH H HA (PeHHTOHH € NpenopbLUHTENHO.

Huvperiun. ACE-nHxyOUTOPH i AHTHOTEH3HH {| AHTArOHTHCTH

Kakto npu apvrn HCTIBC ¢bBMECTHOTO NpHNokeHile HA THKAOEeHAK ¢ JuypeTHUH HA aHTHXHNEPTEH3HBHN
cpenctsa (Hanp. 0eta-ONoKEPI. HHXHOHNTOPH HA AHTHOTEH3HH-KOHBepTHpatig eH3iM (ACE — HHXHOHTOpPH ).
AHTArOHHCTH HA aHrnoTensuH ) MoAxe 1a npHYNHN HaManeH e Ha AHTHXHNEPTEeH3HBHHA LM edekT. [Topaaw
TOBA Ta3H KOMO#IHaUa Tpa0Ba Ja ce npinara ¢ 0Co0eHO BHHMAHHE H HAa NALHEHTHTE, OCOOSHO Te3H B
CcTapyeCKa 8b3pacT, CTOHHOCTHTE HA KPbBHOTO HandraHe TpAaOBa Aa ObAaT peaoBHO npocneaasaHit. [lopaan
NOBHLUEHHA PHCK OT HE(PPOTOKCHHYHOCT. naukleHTHTe TpAOdBa Aa 0BbaaT 100pe XiapaTHpaHi it ObOpevHarTa nM
¢VvHKUHA 1a Obae npocieasBaHa NpH 3anotBaHe Ha CbBMECTHA Tepanid., KaKTo { NEpHOAHYHO Cnel TOBA.
CBBMECTHOTO iedeHNe ¢ KaniHi-CbXPaHaBaLLH JIEKapCTBA MOAKE 1a C& aCOLHHPA ¢ NOBHLWEHI CEPYMHH
KOHUEHTpALHY Ha KaNHii. nopaan KOeTO € HEOONOAHMO HECTO MPOCALIABaHE HA CTORHOCTHTE MY (BXK. TOUYKA
4.4.).

[ NHOKOKOPTHKOCTEPOHIH
YBEeNHUYEH PHCK OT FaCTPOHHTECTHHAIHI KPbBOII3NHBH (B/K. TOUKa 4.4).

CeAEKTHBHIL HHXHOUTOPH HA OOPATHOTO 3axBaulaHe Ha cepoToHuHa { SSRs)
CbBMECTHOTO NPHAOKEHHE MOKE 14 YBEANYL PHCKA OT FacTPOHHTECTHHANHIT KPbBOHIHBH (B, Touka 4.4).

AHTHANA0ETHH NeKAPCTBEHH NPOAYKTH
KauHuuHnTe npovusania ca nokazann. 4¢ AHKNOPEeHAK MOKE 1a c€ APHEMA 3ae1HO C NepopaiHH aHTHAHACETHil
CpeACTBa, 03 1a NOBAHABA TEXHHUA KAHHIYeH edekT. B xoaa Ha neyenne ¢ AHKNo(eHaK. 00a4e ce ¢bodLaBa 3a
H30AHPAHH CAYYall KAKTO HA XHIOOMMHKEMHUHH, TAKA I Ha XHNePraKeM Y+l eeKTH. Hanarawi npomMsHa Ha
103aTa Ha aHTHAHAOCTHITE CpeacTBa NO BPpeMe Ha AgueHHe ¢ auknoderak. Mo Tasi npuunHa,

Tepanis.

MeToTpekcar




JknodeHaKk Moke 1a HHXHOIpa TYOVIAPHHA ObOPEUeH KNIPBHC HA METOTPERCAT H NO TO3H HAYHH 14 NOBHLLH
HIIBaTa My, [Tpenopbusa ¢e nostitweHo BHItMaHie npu npinarade Ha HCTIBC. gkatounTeaHe anknodeHar, no-
Manko o1 24 vaca npean nit CNel NSUEHHE ¢ MEeTOTPERCAaT. NOPail Bb3MOKHOCTTA 32 NOBIWABAHE HA
NaazMeHaTa KOHUCHTPAUHA METOTPEKCAT H VBEJAHYABAHE HA TOKCHYHOCTTA HA TOBA BELWLECTRO.

LinkaocnopiH

[MoaooHo Ha apvrn HCTIBC anknodgenak moxke na yveeantil He)pOTOKCHYHOCTTA HE UHKAOCNOPHH. nopad
NOoBANABaHE Ha ObOpeuHNTe npocTarnadanun, [lopaan toea Toil TpadBa Aa ce npinara B 103H. NO-HHCKH OT
T€3H KOHTO OHXa OHJIH H3NOMA3BAHN NPH MAUHEHTH. KOHTO HE MPHEMAT UHKIOCTIOPHH.

AHTIIKOArvaaHT H AHTHTPOMOOUMTHI CpeacTBa

[lpenopbusa ce NOBNWEHO BHHMAHIE. Tbil KATO €AHOBPEMEHHOTO NPHACKEHIIE MOKE Na NOBILIH PHCKA OT
KbpBeHe (BAR.Touka 4.4). BbApekn 4e KAHHNYHNTE H3CAeABAHHSA He NOKa3BaT. ve AHnkJodeHak noBniiaea
ASNCTBHETO HA AHTHROArYNAHTHTE, HMA ChOOLUEHHS 3@ NOBHLLEH PHCK OT KPLBOINIBIB NPH NAUHEHTH. KOHTO
NoAYUaBat €HOBPEMEHHO MHKAOPEHAK H aHTHKOArvaaHTiL. 1o Tasy npHunKa ce npenopuyYsBa BHHMATENHO

HAOIKOAEHHE HA TaKHBA NALLHSHTH.

[IpodeHeun
JlekapcTBEHHUTE NPOAYKTIH. KOHTO ChAbPKAT MPOOEHEUHT MOraT 1a 3a0aBAT CKCKPETHPAHETO Ha AnKnodeHak.

XHHOJOHOBH aHTHOAKTEpHANHH CPeacTBa
Mma n3onnpann Ao0Knan 3a rbpHOBe. KOHTO MOKE 1a Ce AbJAKAT HA ChbBMECTHATa yNoTpeda Ha XHHONOHI 1

HCTIBC,

KosecTinon 1 XoneCTHPaMIH

Tezn cpecTea MoK 1a NpeIH3BIKAT 3a0aBAHES WA HAMansBaHe Ha adcopounaTa Ha aiiknoderak. Mopaan Toea
C& NPENOPBLYBA NPINTOAEHIE HA NHKNO(EHAK Hall-ManKo €11H yac npein nmt 4 10 6 yaca ¢iel npHACKEHHE Ha
KONECTHITON/XONEeCTHPaMIIH,

Mouwnn CYP2C9 unxnbuTOpi!

[Mpenopbysa ce NOBHLLIEHO BHHMAHHE NPH €3HOBPEMHEHHO NpeanHcBaHe Ha Anknodenak ¢ MmowHn CYP2C9
HHXHOHTOPH (KaTO cyN(HHMIPaA30H U BOPHKOHA30J ), KOSTO MOKE 1a N0BECAE 10 3HAYHTEIHO VBEJHUYEHHE Ha
MAKCHMANHHTE NNA3MEHII KOHUEHTPAUHH H €KCNO3BUNATA Ha MHKAOPEHAK. nopaal HHXHOHPAHE HA HEroBHS
MeTa0O0H3bAL.

4.6 @epTnanTeT, OPEMEHHOCT H KbPMEHE

bpeMeHHOCT

MHXHOHpaHeTO Ha NPOCTArNaH IHHOBHA CHHTE3 MOYKE 14 11MA HETATHBHO BIHAHIIE BLPXY OpeMeHHOCTTa 1/
Pa3BHTHETO HA eMOpHoHa/PeTyca. JaHHH OT entaeMIIOAOTIYHH NPOYUBAHHA NOKAIBAT VBEIHYEH PHCK OT
NOMATAHE. KAKTO H OT CbPACYHH MaN(POpMaUnil H racTPOCXH3NC ¢aed NPHAAraHeTo Ha HHXHOHTOP Ha
MPOCTArNaHAHHOBHA CIIHTE3 RBpe3 paHHaTa OPEMEHHOCT. ABCOAIOTHIAT PHCK OT CbPASYHOCHA0BA MandopMaLia
ce vBeanyasa oT no-manko ot [% 1o npudnusntenno 1.5%. [Ipnema ce. ye pHckbT ce yBennuaea ¢
VBEHYaBaHETO Ha 03aTa H NPOABAKHTENHOCTTA HA NeUEHHETO.

[Tpi &NBOTHII NPHIArAaHETO HA HHXHOHTOPN H2 NPOCTANIAHIHHOBHSA CITHTE3 BOAH 10 VBenHteH Opoii 3arvBn na
nNoxa nNpead H caed HMNAAHTHPAHETO, KAKTO H 30 CNBLPT Ha eMOpHoHa/(eTyea. MmMa 10knaan v 3a ys

Ot 20-ata ceamuua ot OPeMEeHHOCTTA HATATLK yNOTpedara Ha AHKNODEHAK MOKES 13 NPiivH
ONHTOXHAPAMHIOH. IbAAKALL C€ HA HapyLUeHIte HAa ObOpeyunaTa PyHKUHA Ha peTyca. Tosa M



CKOPO CE1 3ano4BaHe Ha ASUSHHETO 1 OOHKHOBEHO € 00paTIMo NpH npekpaTtasane vy, B ronbadeHne, nya
ChOOLLEHUA 30 CTECHABAHE HA ductus arteriosus cnel ASueH e Npe3 BTOPHA TPHNECTbP. MOBEUETO OT KOHTO
OT3BVHABAT CAEA NpeKpaTaBaHe Ha AedenueTo. [Topanit Tosa. npes NbPBHA 1t BTOPIA TPHMECTBD HA
OpeMeHHOCTTA aHKNo(eHaKk He TpadBa 1a ¢e Npifara, OCBEH aKo € a0CONTHO HEOOXOAHNMO. AKO THKIO(PEHAK
CE 13MOA3BA OT *KEHA. KOATO € ONMHTBA 14 3a4eHe. 11 1O BPEME HA NMbPBIA H BTOPIA TPHMECTHP HA
OpeMeHHOCTTA. J03aTa TPAOBa 1a Ce NOANbPAa Bb3MOKHO HAN-HNCKA. @ NPOABAAKHTENHOCTTA HA JEYLHUETO —
BbIMOAKHO Hali-kpaTka. Cnex eKCno3iuis Ha JHKAOPEHAK B NPOIBIAKEHHE HA HAKOAKO AHII OT 20-aTta
recTaUIOHHA CeAMIILA HATATBHK TPA0BA 3a c€ OOMHCAH AHTEHATANHO NPOCNSIABAHE 3a OAHIOXHAPAMHITOH i
cTecHABaHe Ha ductus arteriosus. YnoTpedara Ha AHKNo(eHAK TPA0Ba 1a & NPEeVCTAHOBII. aKO C& YCTAHOBH
OJHTOXNILAPAMHIIOH 1A CTeCHABaHe Ha ductus arteriosus.

[Tpe3 TpeTHA TPIIMECTbP HA OPEMEHHOCTTA BCHYKI HHXHONTOPH HA CHHTE3a HA NPOCTAriaadIilH MOraT 1a
H310/4AAaT N02A Ha:
®  KapAHONYJMOHAPHA TOKCHUHOCT (MPEKICBPEMEHHO CTECHABaHe/3aTBapsAHe Ha ductus
arteriosus 1 0e101poOHA XHNEPTOHHA):
e OvbOpeuHa nHcdyHKUHS (BA. NO-rope).

MAITKaTa H HOBOPOAEHOTO B Kpas HA OPEMEHHOCTTA. HA:
¢  Bb3MOKHO YIbJIZKAaBAHE BPEMETO HA KbPBEHE. aHTHArperupatl epekT. KoHTO MOAKE 1a ce NpoABH
J0pPH NPH MHOMC HHCKH A03H:
® HXHOHUPaAHE HA KOHTPAKUHITE HA MATKATA. BOAEWO 10 3a0aBSHO HAH VABNKEHO pakaaHe.

Cnenosatendo Jhnknodenak Jlvo 75 myg TBLPIH KancyaH € VABAKEHO 0CBO0OXK1aBAHE € NPOTHBOMNOKA3EH MO
BPEME HA TPETHA TPHMECTBP HA OPEMEHHOCTTA (BAK. TOUKH 4.3 11 3.3 ).

KbnpMmeHe

MankH KOMHIHECTBA OT AKTIHBHOTO BELWECTBO AHKAO(DERAK H HEMOBHTE OCTAaTbYHH NPOAVKTH NPEMIHABAT B
maiiylHaTa KbpMa B Mankil konnyecTsa. [lopaan Tosa aHkaodeHax He TpadBa 1a ce NpHEMa Mo BPEMe Ha
KbpMEHeE, 3a fa ce w3derHar HexkenaHnTe eQeKkTH 3a KbpMayeTo.

DepTHIHTET:

[TpnnaraveTo Ha AikNoQeHaK. KAKTO H HA APYIH AEKapCTBEHH NPOAVKTH. KOHTO HHXHOtpaT
LHKIOOKCHTeHas3aTa/ NpocTariaHAHHOBHA CHHTE3. MOKE J1a HapyvilH PEepTHNHOCTTA HA AKEHATA. NOPAAH KORTO HE
€ NPENOPBUHTENECH NPit ACHN. KOHTO HCKAT aa 3a0pemMeHeat. [IpekpaTasaHe Ha 1CUEHHETO ¢ AHKNO(peHak TpadBa
14 C€ OOMHC/IH NPH REHIL. KOUTO HMAT TPYAHOCTH 12 3a0PEeMEHEAT HTH KOITO NIpeMILHABAT H3CASABaHHA 3a
Oesnnoate.

4.7 Edexti BLpXY cnocobHoOCTTA 33 Wodupane n padora ¢ Mmamwinul

[TauneHTH, KONTO HMAT 3PHTENHI HAPYILUEHIIA. BEPTHIO. CHHANBOCT I APYTH HAPYIWEHHA HA UCHTPAJIHATA
HEPBHA CHCTEMA. Z0KATO NpHeMaT AHKIo(heHaK. TpA0Ba 1a ¢ Bb3AbPKAT OT wodHpaHe nni padora ¢
MatlHHL. ToBa BaXH OCODEHO. KOraTo HMA 1 B3aHMOIElCTBIE ¢ aJIKONOA.

4.8 Hexenann nerapcTBeHH peakuui

CrnedHUTE KaTeroptitl ¢€ H3N0A3BAT 3a 0a3a 3a OUEHKA HA HEeXKeNaHUTE NeKapCTBEeHH peaKuHi:
Muoro uecTit (=1/10): uectn (Z1/100 a0 <I/10): HeuwecTtn (=1/1 000 no <1/100): peakn (=1/10 600 10 <
MHOTO peakH (<I/10 000): ¢ HeH3BeCTHA YeCTOTA (OT HAAHYHIITE AaHHH HE MOXKe 1a Obae Hanpa




Tpﬂﬁﬂﬂ Ad CC HAMA NPCABHA. HE MOCOUCHHTE HEACIAHN NCKAPCTBCHII PLakUI HA JERKAPCTBCHOTO CPLICTBO €4
MPCiail BCHYRKO J0303aBHCIIMI 1T CC NPOABABAT pa3JHHYHO NpH PAINHYHNITE HHANBHAIL.

Haii-uecto HadnaaBaHTE HEXXSAAH I NEKAPCTBEHH peakUy 3acaraT raCTPOHHTECTHHAMHNA TpakT. Morart 1a ce
NpOSABAT NENTHYHI A3BH. NepdopaLiil HAH KPbBOH3AHBIL. TOHAKOrA ¢ gaTaneH kpait. 0co0SHO Npit nauleHTH B
HanpeaHana eb3pacT (BK. Touka 4.4). Cnea npiaoKeHe ca J0KNAABAHH TaAeHE, NMOBPBLLAHE. ANAPIA. NOJYVBaHE
Ha KOPEMa. KOHCTINALHA. HAPYILUEHO XPAHOCMINAHE, KOPEMHA O0AKA, HEPHIT N3NPAKHEHHA. XEMATEME3IIC.
VLUESPATIiBEH CTOMATIIT. BAOILABAHE HA KOANTA AN Ha OonecTTa Ha KpoH (B, Touka +.4). [No-psako e
Ha0MKOaBaH racTpuT.

[Tpu neuenne ¢ HCHBC ca noknaaBaHi eaem. XHNESPTOHUA 1t CHPICUHH HAPY LLEHIIS.

JaHHNTE OT KANHUYHNTE NPOYUBAHHA H NILISMHONOTHYHHTE JAHHI €THAKBO COYAT KbM MOBHUIEH PHCK OT
apTeptialnHil TPOMOOTHYHI CHOHTHA (HanpuMep MHOKapaeH HHBAPKT HAN HHCVAT). CBbP3aHI ¢ viioTpedara Ha
anknogeHak. 0codeHO NpH BHCOKaA 203a (150 mg AHEeBHO) ¢ Npit NPOIbAKNTENHO JeueHne (BxK. Touka 4.3 n 4.4
[TpoTisonokazaHia v CneunanHi npeaynpekIeHHs H npeana3Hi MepPKH MpH ynoTpeoda).

CbpaedHn HapvILeHlig
MHoro peaki: nannutaunil, 00NKa B rppaHTE. €1eM. ChPACUHI HAPYLUCHIA, MIIOKAPAEH HH(ADKT.
C Hel3BeCTHA ueCcToTa: CnApoM Ha Kounis.

HapvuieHna Ha KpbBTa H AHMGBHATA CHCTEMA

MHOro peakn: XemMaTonoeTHYHH Hapy WeHNA (AHEMHS BKAIOYHTEHO XEMOMHTIIYHA H ANNACTHYHA aHeMHS,
NEeBKOMEHHS. TPOMOOUHTONEHHA. NAHLUHTONEHIINA. arPpaHVOLIITO3a).

[TbpBUTE NpH3HALN MOraT na ObaaT: Tpecka. Bb3NAACHO Mbpao. NOBLPXHOCTHH PaHH B YCTaTa. FPHIONOA00HI
CHMMTOMI, TERKO H3TOILUEHHE. KbPBEHE OT HOCA H MOAKOAHO KbPBEHE,

[1p11 1bAFOCPOYHO fedeH e € HEOOXOTHMO PEIOBHO HAGMIONEHHE HA KPbBHATA KapTHHA.

HapvuweHua #a HEpBHATA CHCTEMA:
HecTil: HapyWeHNs Ha UEHTPAHATA HEPBHA CHCTEMA. KAaTO HanpiiMep mMagodosiie H 3aMasHOCT. Bb30y/1a.

PenkH: CbHAHBOCT
MHOro peaks: MO3bHHO-CHA0B HHUIICHT, HAPYLUEHA Y4y BCTBIITENHOCT. HAPYLUEHO YCellaHe 3a BKYC. HApyiUeHi
HAa NAMETTa. KOHBYACHH, TPEMOD.

HapyLeHug Ha o4iTe
MHOro peakn: HapyLWeHHS Ha 3peRIeTO (3aMbIIHO 3peHHe H ANNJONHL ).

HapvitienHs Ha yXOTO 1 1a0HpIIHTA
YecTh: Beptiro
MHOro peaki: THHHTYVC. BPEMEHHO HapyllaBaHe Ha cavxa.

CTOMALWHO-4YPEBHI HAPY LUEHHA;
Mozke 1a ce noaBaT neaTiYHH 83BH. nepdopauia 1ail CTOMALIHO-YPEBHO KbPBEHE. KOHTO NOHAKOra ¢a haTanHil.
OCOOEHO NPH MALHEHTH B CTAPHECKa BbL3PaCT (BK. TOUKA <4.4).

HecTn: raaeHe. nospbiuaHe, aHapia. ancnencus. pnatvieHua. KopemHa 001Ka. aHOPeKCis.

Peakn: racTpiT. CTOMALWHO-YPEBEH KPBBOIIHB. XeMaTeMe3HC. KbPBaBa AHAPHS. MENIeHA, CTOMALHO- YPEeBHA
2184 (CbC 111 0€3 KbpBeHE HAKN nepdopauts).

MHOro peakH: nasKpeaTHT. KOAHT (BKAIOYHTENHO XeMOparH+eH KOJHT H BAOWIABAHE HA VALEpaTHBEH KOANT Kl
Oonect Ha KpoH) (8. Touka 4.4). CTOMaTHT, BKIKOUYUTENHO VAUSPATHBEH CTOMATHT, IOCHT. e3odareanti nesmn.
KOHCTIIMAUNA. NaHKpeaTuT, JuadgparMo-noao0Hit UpEBHIL CTPHKTY P,
C HengecTHa yecroTa: Hexemnuer konnT




[TauneHTsT TPadBa 2a ObAE HHCTPYKTIIPAH AQ NPEKPATH! MPHEMAHETO HA AEKAPCTBEHIIE NPOAVKT H A4 NOTbPCH
HE3A0ABHO NERAP. AKO NOAVYI TEARKH OONKII B TOPHATA HACT HA KOPEMA 1LTH AKO 1IMA YEPHIT HINPAAHEHIA 11
NeNATEME3HC.

HapyviuieHiia Ha ObOpeulTe 1 NHKOYHIITE NbTHILA

HeugeTii: pasentne Ha eaemM. 0COOLHO NPH NaLIEHTH CbhC CHETEMHA XHNSPTOHIA 1L1H ObOPEUHO VBpEAK 1aHe.
MHOro peaki: yBpeR1aHe Ha ObOpeHHaTa ThbKaH (HHTEPCTHUHARCH HEYPIHT. NanuaapHa HEKPO3a). KOSTO MOAE
12 € NpHAPYKEHO OT OCTpa OLOPEUHA HEAOCTATBHUHOCT. NPOTEHHY PHA H/unn xematypiis. HedpoTuuen ciinapon.
EvOpeunata GpvHKuia TpadRa 1a ¢ Had aaBa PelOBHO,

HapviueH1ia Ha KOAKATA It NOIKOKHATA ThKaH

HecTH: KoweH cOpHB

Peaki: vpTtukapus

MHOro peaki: ex3aHTeMa. ex3ema. epiTema. eputeMa MvaTHdopame. ekcdonnaTieed JepMaTHT. koconas.
NpypiTYC. (POTOUYBCTBIITEAHOCT. MYPNYPA (CHLUO i aNepriuyHa nypnypa) i OvI03HH peaKkLitit Ha KokaTa. KaTo
HanpitMep ciHHApom Ha Stevens-Johnson 1 TOKCHYHA enyaepMania Hekposiia (cunapom Ha Lyell’s).

C HenssecTHa yectoTa: (PHKCHPAH NeKapcTBEH OOPHB. reHepalii3ipaH Oviio3eH QIKCHPpaH NeKapCTBEH OOpIB.

Hugpekwii v nHpecTauin
MHoro paako € ofitcaHo BloulaBaHe Ha Bb3NafeHHATA nopann HHPeKkuHa (HanpiMep. pa3BITHE Ha

HEeKpOTII3HpaLl (pacLHT). KOETO CE CAVYBA NO €1HO I CbULD BPEME 3a€AHO CbC CHCTEMHO 113M0A3BaHe Ha
HCTIBC. Tosa naii-BepoaTHO € CBbp3aHo ¢ MexaHi3Ma Ha aeiicteue Ha HCMBC,

AKO [0 BpeMe Ha NPHEMAHETO HA QHKNOGEHAK Ce APOABAT HAH Ce BAOWAT CHMNTOMHTE Ha HIH(PEKUHS. Ha
NauneHTa ce NpenopbyYBa 1a NOTLPCH BeAHAra nekapcka nomoil. HeodxoanMo € 1a ce npoBepH Aanil € NoKa3aHo
NPOTHBOBBLINAHTEAHO/AHTHOHOTHYHO NEYEHHE,

MHoro PAIKO MO BPpEME Ha MPpHEMAHCTO HA ,’_HII{JIU[I)EHHH Ca HAOJAHOIABAHH CHMIITOMIT HA 2CeNTHHYEH MEHIHTHT. ¢
B1bpBABAHC HA BpATA. rnasooonHe. rAacHe. NOBpbLWAHE HH 3aMBIMABAHC HA CBHIHAHHETO. H3rneAna. ye
NAUHCHTHTC C ABTOHMVYHHH 3a00AABaHISA ('CHCTEMEH JVOYC CpHTEMATOZHE, CMECCHO CHEAHHHTCNHOTBKAHHO

3a00NABAHE) HMAT NPEAPAINONOKEHHE KbM TOBA.

Cba10BH HApYLUEHIIA
MHOro peakn: XunepToHHsa. BaCKYAHT.

PecnuparopHi. rpbaHH H MeIHACTHHANHH HApYIUEHHSA
Peakit: acT™Ma ( BRIIOYMHTENHO THCNHER ).
MHOro peaki: NHEBMOHUT

HapvlieHita Ha IIMYHHATA CHCTEMA
Penkn: peakuni Ha CBPBXUYBCTBHTEAHOCT. aHA(PHNAKTKHYHIT 1 aHA(HNAKTONAH N peakUH i ( BKTHOUHTENHO

NHMOTOHUS, TAXHKAPAHSA | LLIOK).
[TauieHTsT TpsadBa 1a Obae HHCTPYKTHPAH B TAKIBA CAYYail 1a CbOOLLH He3a0aBHO HA NEKapa CH H 1A NPeKpaTii
NPHEMA HA AHKAOPEHAK,

MHOro peiku: aHrHOHEBPOTHYEH OTOK. BRAOUHTEIHO NHUEB OTOK. NOAVBAHE HA €311Ka. BbTPEILHO NOAYBAHE Ha
AapitHKCa ¢ 0OCTPYKLUHA HA Bb3AYXOHOCHHTE NbTiWA

AKO HAKOH OT T€3H CHMMTOMII C€ MPOABIL. KOETO MOKE 1a €€ CIVUH J0PH NPH NbPBOTO NpuemaHe. AHKnodeHak
TpAOBa 1a Ob1e cNpaH 1 He3a0aBHO Ja Ce NOTHPCH METHUHHCKA NOMOLLL.

XeNnarcOHIHAPH I HAPY LUEH!!S
HecTn: yBeanuaBaHe Ha cepyMHITE TpaHCaMiHA3M.




Peakir: xenatnT. KbATSHHUA. HSPHOAPOOHO HAPYLUICHNE

MHoro peaki: GyvaAMIHAHTEH XenaTuT {03 NpoaAPOMAHH CHMIOTOAMII ). YHEPHOIPOOHA HEKPO3A. Y4epPHOAPOOHA
HET0CTAThYHOCT.

[1pi1 1bArOCPOYHO NEUEHHE NOKA3AHIIATA Ha YepHIta Apod TpAdBa aa ce HadNKaaBaT PeaoBHO.

[McHuxit4HH HApY LUEHA
MHOro peakn: jaesopieHTauns. Oe3CbHIe. pa3apa3sHHTENHOCT. IICHXOTHYHE PeaKLWwii. AenpecHs. 4VBCTBO Ha

TPEBOAHOCT. KOLUMAPH.

Cbo0WABAHE HA NONO3HPAHI HEKENAKI PeakLHi

Cpo0WaBaHeTO HA NOA03HPARH HEKENAHH peakulili cel pa3pellaBaHe 3a vnoTpeda Ha 1eKapcTBEHHA NPOIVKT €
Ba:kHO. ToBa M03B0AABA 14 NPOIbAKH HAONOAEHHETO HA ChOTHOLIEHHETO MOA3a/PHCK 3a AEKAPCTBEH S

NPoAVKT. OT MEAHUIIHCKNTE CREUHARNCTY C& H3HCKBA 13 CHOOLUABAT BCAKA MOA03HPAHA HERENAHA PeaKUHS 4pe3
M3nbaunTenna areduss no nekapeTaara

vi. Jasmsau [pyeB” Ne 8

1303 Codus

Ten.: +35 928903417

veocaiit: www.bda.bg

4.9 Ipeaosupane

Cumntomu

Hama THniiyHa KAHHHYHA KapTHHA, acouHHpaHa ¢ npeaosipaHe Ha aHkiogdenak. [Tpeno3upaHeTo Moxke 1a
NpeaH3BiiKa CHMNTOMI KaTO HAPYLWWEHNA HA USHTPANHATA HEPBHA CHCTEMA (INMaBo0oaNe. 3aMAKHOCT. H 3arvoa Ha
Cb3HAHE). NOBPBILAHE. CTOMALWHO-YPEBHO KbPBEHE. THAPHA. 3aMafsHOCT. THHUTYC 111 rbpuoBe. B cayuail Ha
3Ha4HMO OTPABAHE € BLIMOKHO 14 HACTBLNAT 0cTpa ObOPeUHA HEAOCTATBYHOCT H YSPHOAPOOHO YBPEHK 1aHe.

TepaneBTHYHY MEPKH

JleueHneTo Ha ocTpoTo oTpaBaue ¢ HCIIBC. BknwounTenHo aHknodeHak. ce 13pa3asa rMaBHO B NOATbPKALLH
MEPKH I cHMNTOMAaTHYHO neveHne. [lo1abpxkaun MepxH 1 CHMTOMATHYHO NeYeHHe Ce npittarat np
VCNOAKHEHHS KaTo XHMNOTOHNA. 0bOPEUHa He10CTATbHHOCT. MbPYOBE. CTOMALUHO-YPEBHH HAPYLUEHHS |
MOTHCKAaHe Ha NHILAHeTOo.

Manko BEpOATHO € cneuHanHH MEpKH KaTo hopcHpana Jiypesa. Jnanisa HiaH xemonepdy3Ha 12 nOMOTHAT 3a
eniMuHiipade Ha HCTIBC. srnovuntenso ayknoderak. tbil KaTo CTENEHTa Ha TAXHOTO NPOTEHHOBO CRbP3IBAHE €
BHCOKA H MeTal0OMH3IMBT HM € EKCTEH3NBEH.

Moke 1a ¢e nma npciaul NnpHAGAKCHNRC Ha AKTHBCH BbITICH CNEA NOMbLUAHE HG NOTCHUHANTHO TOKCHYHA
CBPBbNI103a H ACKOHTAMHHALHAR HA CTOMAXA (HElI'lp. NOBPbLIAHEC. CTOMALUHA npomuaﬂa) npH NOrbLIIAHC Had
NOTCHUHANHO RHBOTO3aCTpallaBadllld 1034,

S, GAPMAKOJIOTHYHH CBOUCTBA

3.1 @apmakoanHaMH4YHH CBOIICTBA

PdapmakoTepaneBTHYHA rpyvna: HecteponaHit NpoTHBOBLINARNTEAHI H AHTHPEBMATIIYHI NPOAVKTH;
[IpoH3B80AHN HA OUETHATA KHCEHHA Il CPOIHH BELUECTBA;

ATC rkoa: MOTABOS

JInknodeHax € HeCTEPOIAHO NPOTItBOBLINAMIITENHO/ AHTHPEBMATHHHO CPEICTBO. KOETO npit
AHBOTHH € C A0Ka3aHA €(DECKTHBHOCT CAPAMO OOIKHOBESHHTE MOJEIH HA Bb3NANEHHE, KaTo
npoctarnanamnHosua ciHTes. [1pu xopa anknodeHak Hamanaga 0onkaTa. OTOKA 1 Temnepar



Bb3NaMITeNHIA npouec. B 1onbakeHne AHKA0(PeHAK nOTIICKA TPOMOOUNITHATA arperautif. npliviiHeHo ot A
Il KOJIAreH,

5.2 @apmakokKHHEeTHYHI ¢BONCTBA

AdcopoLLS

[1pi nepopanHo NpHioKeHHE HA OOHYAlTHHTE CTOMALWHO-YCTONYIBI NSKAPCTBEHII (JOPMII AKTHBHOTO BELUECTBO
TUKAOPEHAK ce pe3opOIPa HANBAHO. HCTANTHO OT cTOMaxa. MakCHMANHN Na3MeHH KOHLIEHTpaUHH ce
aoctrurar ¢nea | - 16 gaca. 8 3aBHCIHIMOCT OT NPOABIKNTEAHOCTTA HA MPEMITHABAHS NpPe3 CTOMAaxa. KaTo
cpeaHara cToiiHoCT € 2 — 3 vaca. Hauanoto Ha pe3opOHpaHeTo ¢ 0TAara. Koratoe npHeMbT € ¢Jie] XpaHeHe.
KoauuecTBOTO Ha pe3opOHpaKe He 3asycH oT XxpaHata. [lepopanHo npHeTHAT AnknodeHak € NoANOKeEH Ha
JHAYHTENHO Bb3AeiiCTBIIE TPI NBPBOTO NpemMitHaBaHe (first pass effect): camo 35 no 70% o1 akTHBHOTO
BELLIECTBO. KOLTO CE € pe3opdipano. 10CTHra NOCTXSNATANHATA UHPKYIAUHA B HEMPOMEHEHO ChCTOAHNE,

Paznpeaeneniie
AKTHBHOTO BELUECTBO €€ CBbP3Ba ¢ NPOTeHHH 10 99.7 %. rnasHo ¢ andvymiH (99,4 %),

JuknodeHak NpoHHKBa B CHHOBHANHATA TEYHOCT. Kb/JSTO JOCTHIA MAKCHMANHI KOHUEHTpauHy 2 — 4 vyaca ¢cnen
MOCTHIAHETO HA NHKOBH MAAZMEHH CTOITHOCTH. ABHHAT €AHMHHAUIOHEH NOAYKHBOT OT CHHOBHAMHATA TEUHOCT
e 3 — 6 uaca. [lpa yaca cnea 10CTHraHETO HA MHKOBH NAA3MEHH CTONIHOCTH. KOHUEHTPALITHTE HA AKTHBHOTO
BELLECTBO BEYE €A NO-BHCOKH B CHHOBHANHATA TEYHOCT. CTKOJKOTO B MAa3MAaTa. M OCTaBaT O-BHCOKH 34 0KOJ0

[2 vaca.

buotpancdopmauiis

buotpaHcdopmaunaTa Ha AHKAO(EHAK C€ OCBHLLECTBABA YaCTHYHO Ype3 [MIOKYPOHHPAHE HA HHTAKTHATA
MOJIEKVJ1A. HO OCHOBHO YPE3 €IHHHYHO HIH MHOTOKPATHO XIAPOKCIUTHpaHe HAH METOKCIUTHPAHE, B PE3VATAT Ha
KOETO €€ NOAYHABAT HAKOJIKO (PEHONOBH METAOONHTA. MOBEHETO OT KOHTO €€ KOHBEPTHPAT A0 [AIOKYPOHOBH
cbeaHHeHus. [lBa o1 Te3n (peHoNoBH AleTadositTa ca OHONOTHYHO AKTHBHI, HO B MHOTO NO-MAJKA CTENEH OT
TKnoderHak.

EnumuHyipane

ToTanHHAT cHCTEMEH KITHPBHC HA AHKAo(eHaK B nnazMarta € 263 £ 56 mL/min (¢peana croiinoct £SD).
EAHMBHAUHOHHIUAT NONVAKIIBOT B Naasmara € okono 1 - 2 yaca. YeTuptl or MeTadonnTHTE, BKIAIOYHNTENHO ABATA
AKTHBHN, CHULO HMAT KPAaTbK NAA3MEH AOAVKIBOT OT | — 3 yaca.,

Orono 60 % oT npieTaTa 103a € €KCKPETHpa B ypHHATa Noa (hopMaTa Ha [MIOKY POHOBH CbeTitHEeH ! Ha
HHTAKTHATA MOJIEKYAA H KaTO META0ONHTH. MOBLUETO OT KOHTO CHUIO CE KOHBEPTHPAT A0 MMIOKYPOHOBH
cbealHeHud. fo-manko o1 1 % ce ekckpeTiipa KaTo HENPOMEHEHO BewecTBO. OcTaHanara 4acT oT 103ara ce
EAHMIIHIPA KaTo MeTaDOAHTH Upe3 KIbUYKATA B H3NPAKHEHHATA |

bHOHANHYHOCT

B Quknodenax Iyo 75 mg. T8bpaH kancyan. 25 mg o1 AHKA0(EHAK RaTPHii NPHCHCTBA B CTOMALLHO-VCTONYHBA
popma. 50 mg ot anknogenak HaTpiit — BB opmata ¢ VILIKEHO 0CBOOOKN1aBaHe. KOMNOHEHTLT OT NpoavKTa
¢ 0OBHTA NEneTa OCHrypsaea Obp3a HANHYHOCT Ha aKTHBHOTO BEWECTBO B KpbBOOOpalleHNeTo. ¢iel Obpio
MpemMuHaBaHe fnpes cTtomaxa. [lenetara ¢ yabiaxeHo 0CcBO00K 1aBaHe OCHIYPABA PO bAKHTEIHO
OCBOOOXKNaBAHE HA aKTHRHOTO BewecTio. [TnasMeHuTe koHUeHTpautni Hag 13 ng/ml (40 pmol/l). morar 1a

L2
LY

Obaat 3anicadu ot 0.5 1o 8 uaca (cpe1HO) chen npHem.

brnorannuHocTTa Ha Anknodenak-duenac 75 mg e npoyuBaHa Bbpxy 24 cvOeKkTa H CpaBHEHa ¢ 1Ba pedepeHTHI
npoavkta (Auknodenak 50 mg EC [cTomawHo-yeToliunen Tadnetkn] i1 Juknodenax 75 mg SR [TabneTku ¢
VAbAKeHO ocBoOOK1aBaHe]). [Toayuenu ca cnegHuTe pesvaTtath:




TectoB npoayvkr PepepeHTeH NpoayvkT PedepeHten npoavkT
Jinknodenar-Jlnsi o Jlnknogenak 50 mg EC JInknodenak 75 mg SR
75 mg*. kancyviau ¢
VIbJKEHO
0CBOOOZK, 1aBaHe. TBbP.II
MakcHManHi nJaasmMeHil 8693 1003.0 289.9
KOHUEHTpaL (C )
[mg/ml]
(OxBar: 232,1 — 16523 0,0-=2152,1 1443 - 1160.9
Bpene 3a MakcimanHara 1,00 2,00 6,00
nJasMeHa KOHUEHTpaLLis
(t may) [Hac|
OOxBar: 0,67 — 2,00 1,5 -6,00 0,33 - 8,00
O0aacT Noja KpHparta Ha 1473,1 1315,7 1428.4
KOHLEHTpaLLs/Bpeme
(AUC o) [Lmu* ngf]nl] 787.5 — 3592.1 0.00 — 2798.3 7414 - 2973.2

* CbCTaBbT € HiaeHTHUeH ¢ To31i Ha Jluknodenak [vo 75 mg.

CpeaHuTe KpHBH Ha niaasmeHnTe HiBa Ha Jluknodenar-Ausniao 75 mg (Jlukno-Jlnenio)*. cpapHenn ¢
pepepeHTHITE NPOAVKTH B AHArpamMa BpemMe/KOHUSHTpauHs:
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‘ ") Aneno-Ainenao ] Avenodenax 75 mg SR 4 Awrnogemax 50 mg EC

* CbCTaBbT € HaeHTHYeH ¢ To3n Ha Jlnknodenak Ivo 75 mg.

OCOOCHOCTH NPH NaLHEHTH

[Tcpuenmu 6 cmapuecka sv3pacm: He ca HadatoaaBavi 3aBHCHMI OT Bb3pacTTa pasindig B pe30pOHpaHETOo.
METa00aN3Ma HIH €KCKPETHPAHETO Ha JICKAPCTBEHHS NPOAVKT. ¢ H3KIOUEeHHEe Ha (paKkTa. ye npi neT nauHieHTa B
CTapyecKa Bb3pacT Kato pe3varar oT [3-munyTHa i nHpy3ns ca aqocturnati ¢ 30 % no-BHCOKH 1a3MeH
KOHLEHTPALLII. OTKOJIKOTO C€ OHAKBa MpPH MJIATH 3paBH T00POBOJILLI.

[Hayuenmu ¢ napyueene nd ovopeynamed ¢dnvnrxyust: Tlpi naunenT, ¢Tpajauii oT Hapy LWeH
(pYHKLHSA, KOraTto ce npujara o0nyaiiHaTa 1030Ba CXeMa, He €€ HATPYIBa HEMPOMEHEHO aK
KIHETHKaTa Ha eanHnyYHa 103a. [1pn kpeatnHinuoB kanpbHe noa 10 ml/ mun. n3uncneno




(steady state) HaQ NAAIMEHNTE HHBA HA NHIAPOKCH-METAa00MITHTE € ORONO 4 TBTIt NO-BHCOKO. OTKOJIKOTO NPt
3APABH HHAHBHAH. Bbnpekii ToBa. MeTadOANTHTE B KpaiiHa cMeTKA ce eKCKpeTHpaT Ypes wabukara.

Hanernmin ¢ weprnoopoono sacoascane: TIpHn nauHeHTH ¢ XPOHHYEH XeNaTtHT HAH HEASKOMIOSHCHPAHA uipoia
KHHETHKATA i1 META0ONH3MDBT HA ANKNOYPEHAK €A ChLUHTE. KAKTO NPH NALUSHTH 023 YePHOAPOOHO 3a00N98aHE,

5.3 IlpeaknuHnuHi XaHHH 32 0e30nacHOCT

[MpeaKAHHENYHIITE AaHHII HA 0a3aTa Ha KOHBEHUHOHAMHH NPOYHBAHHA 34 (PAPMAKOIOrHYHA OL30NMACHOCT.
FEHOTOKCHYHOCT H KAPUSHOTEHEH NOTEHUHAN HE PA3KPIIBAT OCOOCHA ONAacHOCT 3a XOPa. KOATO 1a HA1BHILABRA
PHCKOBETE. BeYe ONCAHH B pa3Ril4HITE TOUKH OT HH(pOPMALHATA 38 MEAHLUHHCKIITE CneuHanHcTIl. XpoHHvHaTa
TOKCHUHOCT HAa ANKNO(peHaK e HaOdNI0AaBAHA NP MPOVYBAHNA NPH KIIBOTHIL NPEINMHO NOJ (popmaTta Ha Ae3HI
Il A3BH B FACTPOIHTECTHHANHHA TPAKT. [1pH ABYOAHLLHO $13CAEABAHE 3 TOKCHYHOCT NABNOBE. IEKYBAHH C
THKAO(EHAK, ca pa3BHIH 10303aBICHMO YBEMIIHYABAHE HA TPOMOOTHUHITE CbAOBH 3anyIUBaHHA HA CHPLETO.

[Mpi npovyBaHHa 3a PENPOAYKTHBHA TOKCHUYHOCT NPH AKHBOTHH AHKIOPEHAK ¢ 3aTPVAHIA OBYAALHATA NPl
3AHLN U CbLUO TAKa € HAPY LM HMINEMERTHPAHETO H PAHHOTO Pa3BHTIIE HA €EMOPIHOHA Npit nabXxose. [lon
BIIHAHHE HA AHKNOJIeHAK C€ 3a0aBAT reCTAUHOHHHAT NEPHOI H NPOUECHT Ha paxkiade. EMOPHOTOKCHYHHAT
noTeHUHan Ka AHKAodIeHAK € H3cASIBaAH B TPH AXHBOTHHCKN BN AA (MIBXOBE. MHWKH 1 3aiiui). [TpH TOKCHYHI
HHBA v MaiikaTa ce HAOJIK1aBaT CMbPT i1 3a0aBeH pacTex Ha emMOpiioHa. Ha ©azaTta Ha HaJIHYHNTE JaHHY
anknodenak ce cyiTa 3a HeTepatoreHeH, JIo3h noa TOKCIYHHTE HHBA 33 MAilKaTa He ¢a HMANH BAHAHIE BbPXY
NOCTHATANHOTO Pa3BHTHE HA MOTOMCTBOTO.

6. OPAPMALUEBTHYHHA JAHHHU
6.1 Cnuchbk HA NOMOIMHIITE BEIIECTRA

TajK.

MIIKPOKPHCTAHA Ueaynoia.

nosiI10H K- 25,

CHIHLHEB QHOKCH,1. KOAOLH IeH Oe3B0IEH,
NPOMHASHIIHKON.

KOIOJHMEP Ha dMOHHEB METAKpHAAT. THl A,
KOTIONIHMEDP HA AMOHHEB METaKpHAaT, TN b,
KONONHMEP Ha METAKPIJIOBATA KHCEIHHA N eTha akpuaart {1:1)
TPHETHALMNTpAT.

AENATHH,

HHANTO KapMuH (E 132).

THTaHueB nnokcna (E 171).

Ne4aTaApPCKO MaCTH.IO.

6.2 HecuLBmMecTHMOCTH

He ¢a u3BeCcTHI! KbM HACTOALLHA MOMEHT.

6.3 Cpok Ha roaHocT

3 roamHIL.
To3n AeKapcTBEH NPOAYKT HE TPAOBA 13 C& H3NOA3BA C183 H3THUAHETO HA CPOKA HA oA



6.4 Cneunaaun ycnosif HA CbXpaHeHIe

Ha ce ¢uXxpanasa non 25 °C,
Jla ce ¢cbhXxpaHABa B OPHTHHAMHATA ONAKOBKA. 3a A4 ¢€ Npeana3i OT CBETNHHA I Bara.

6.5 Bua n ¢uaAbpAKAHIE HA ONAKOBRATA

BanctepHi onakosxn ot PVC/PVDC 1t anymntneso dostio.

Opurudanau onakosxH oT 10. 20 unn 30 kancvan ¢ yabakeHo 0CBODOKAaBAHE, TBLPH.
He Bcituxil 811,108¢ ONAKOBKI MOraT 1a ObjJaT NvCHaTH B npoaakoa.

6.6 ChneunaqgHi npeanasHu MepKH NpH W3XBLpAAHE I paboTa

Hsana cneunansi H3lCKBaHA,

7. NPUTEXATEJ HA PASPEIMEHUETO 3A YIIOTPEBA

Bausch Health Ireland Limited
3013 Lake Drive
Citywest Business Campus

Dublin 24, D24PPT3
Hpnanans

8. HOMEP(A) HA PABPELHIEHHUETO 3A YIIOTPEBA

20000064

9. JATA HA ITbPBO PAZPELIUABAHE/IMNMOJHOBABAHE HA PABPELIEHUETO 3A YHHOTPEBA

Jlata Ha nbpBo paspewnasare: 04.02.2000
Hata Ha nocaeaHo noakossisaHe: 27.05.2011

10. JATA HA AKTYAJIHIUPAHE HA TEKCTA 08/2025




