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2. KAYECTBEH H KOJIMYECTBEH CHCTAB
Besxa ¢unvupana taGnetka ceabpika 550 mg HaNpoKceH HATpul (naproxen sodium).

3a OBAHKA CIIHCEK HA MOMOIMHUTE BEUIECTBA BIDKTE 6.1

3. JEKAPCTBEHA ®OPMA
DuiMupana Tabiierka

OuaMHpaHuTe TablIETKH ca OBAJIHM, JIEKO ABOIHHO H3MBKHAIH, C ASJMTEIHA YE€PTa OT eAHATA CTpaHa,
MOKPHTH CbC CHH (HIIM.

Tabserkara moxce na 6u1¢ pasenena Ha qpe paBHH A03H.

4. KIMHUYHH JTAHHUA
4.1 TepaneBrnunn nokazanus
Hanresus ¢opre e nokazan 3a KpaTkoTpaiiHO CUMITTOMATHYHO JIeYeHHE Ha GOIKH P BB3PACTHH H

Aela Hag 16-roaMiHa BR3pact.
Toti ce npunara npu:

. MOCTTPaBMATHYHA OONKa (M3KBIIYBAHE U HABAXBAHE),

. CICRONEPATHBHA GOJIKM (B TPABMATONIOIMATA, OPTOTICAUATA, THHEKOJIOTHATA, JTHIEBO-YETIOCTHA
XMPYPTHA),

. THHEKOOrMYHH Gosike (6oNKa H KpaMnK MpH MEHCTpYauus, ciie MOCTABAHE Ha BETPEMATOYHA
CTMHpana v ApyrH sunose Goska),

. rinasoSonue H 360607,

. NPO(GHNAKTHKA M NIeYEHHe HAa MUTPeHa,

. 6onku B rppOHAuHKA CTEIG,

. H3PBHCTABEH PEBMATHU3EM,

ITpu nHpekuMo3HMTE 3a60N9BAHAS CE H3MON3Ba B AOITBIHEHHE KBM CHELM(PUIHOTO JIEUEHHE 3a
HaManaBaHe Ha OONKaTa, BH3NANIEHHETO H TEeMIIepaTypara.

Hamnpokcen caiio Moxe na 6b4e usnonspan NpH PEBMaTHIHH 3a00/1ABaHNS, Thif KaTO NposABIBa
TNIPOTHBOBBINANMTENHO ¥ AHANT€THYHO ACHCTBHE- [PH PEBMATOMMIEH apTPHT, IOBEHHIEH XPOHHUEH
aPTPHT, OCTCOAPTPUTH, AHKUIIO3HPAIL, CIICHWIINT, M0Jarpa.

4.2 /IO3HPOBKA H HAYHN HA UPHIOKEHHE

ﬂOSH POBKA

Buvspacmmu u wnowu nao 16 200uuna ev3pacm

ObuualinaTa nHeBHa no3a 3a o6nekyaBade Ha 601k € 550 mg (1 Tabnetka) no 1100
Hauanuara nosa e 550 mg, crensaHa or 275 mg (V2 Tabnerka) Ha Bceku 6 a0 8 uaca.
IIpH nauueHTH, KOMTO MOHACAT HHUCKHTE 031 00PE H He ca HMAITH CTOMAIITHO-4pe
AHCBHATA 7032 MO3ke na ce moBHLIH A0 1650 mg (3 TabneTky) B cllyyauTe Ha M3KITIO
OOJIKH, HO 32 HE MO~ABLITBT NEPHOA OT ABe CEAMHLIH,




HavanHara fo3a 3a aHTHIMpeTHuHO AekicTBHE € 550 mg, nocneasana ot 275 m g Ha BcekH 6 10 8 yaca,
3a pohHIaKTHKA HA MHTDEHO3€EH MPHCTHI Ce NPEIOPHLYBAT ABA THTH AHEBHO 110 550 mg. B
CAYHAHTE, KOTaTo MeCTOTaTa, CHIATA H NPOABIDKUTEIHOCTTA Ha aTAKHTE HA MMIPEHO3HO IaBoboiue
HE HaMayeAT B paMKUTE Ha 4 IO 6 ceaMHULM, NPUEMaHETO Ha JIEKapPCTBOTO TpaGBa Aa 651e
TPEKPATeHO. 3a JIeUCHHE Ha MHTPEHO3HO [M1aBobosHe ce mpHeMar 825 mg (1 u %2 rabneTka) npu
ITbPBHTE NPH3HALM Ha MHTPEHA H, aKo ¢ HeobXxoaumo, 275 mg 10 550 mg cien 30 MuHyTH.

3a obnexyaBane Ha MEHCTPYAIHH GONKH U KpaMIy, ¢Jief NOCTaBAHE Ha BETPEMATOYHA CITHPANa MK
IPH IPYTH FHHEKONOTHYHY 0O0/IKH, NpenopLYHTe/IHATA HauaIHa Ao3a e 550 mg, IocCAeABaHa OT

275 mg na Bcekn 6 a0 8 yaca.

Ilpu ocTpBp NpHCTHI Ha NOJArpa, HAYANHATA #1032 € 825 mg, nocaeasana or 550 mg cnex 8 vaca, n
275 mg Ha Bcekd 8 yaca 10 NPeKpaTABaHe Ha NPHCTHIA,

[Ipn peBMaTOHMEH aPTPHT, OCTEOAPTPHT H AHKHIO3HUpALL CIIOHAMJIOAPTPHUT COMKHOBEHO HAYANMHATA
AHeBHA 103a € 550 mg no 1100 mg, paznenena Ha cyTpemen u Be4YepeH npueM. Havanna nosza or

825 mg a0 1650 mg ce npenopbYBa NPH NALMEHTH ChC CHITHH HOLIHHE GOMKH HITH TEHKKO CYTPEHO
CXBAIAHE, IIPH NALMEHTH, KOMTO Ca OHJTH Ha BUCOKH JO3H C APYIH NPOTHBOBB3NATHTETHH
JICKAPCTBEHH NPOAYKTH H NPEMHHABAT HA HANPOKCEH M IIPH NMALMEHTH ¢ OCTE0APTPHT, IPH KOUTO
Oonkara € 0CHOBEH CHMINITOM. JleYeHHETO NpoTsaXaBa C HEBHH 4034 OT 550 mg g0 1100 mg, Haii-
no6pe B aBe no3u. CyTpelHaTa u BEHEpHATa 1032 He € Heo0XoauMo na OeaaT enqHakeu. Te Morar na
C€ MPUrOAAT Cropen npeobnanasauiaTe CUMITTOMM T. €. HOIIHA GOJIKa WK CyTpemHo cxpamane. Ilpn
IUIKOH TALIHCHTH €AHOKPATHA I03WPOBKA JHEBHO, CYTPHH HIH BEYEP € NOCTATHYHA.

lleouampuuna nonynayus
Hanresun gopre He ce npenops4sa 3a ynotpe6a npu Jeua # roHOmH oz 16 FOJUILIHA BB3PacT.

4.3. IIpoTHBOMOKa3aAHHS

- CBPBXYYBCTBHTE/THOCT KbM aKTHBHOTO BELIECTBO HIIH KbM HIKOE OT IIOMOIHHTE BEILECTRA,
H30POCHH B TOUKa 6.1, cCanHuMnaTy KM ApyTH HeCTEPONAHH NMPOTHUBOBE3NAIHUTEIHH
CpencTBa;

- TalMeHTH ¢ aleprusi KbM ApyTH HECTSPOUHH TIPOTHBOBB3MAINTENHH JIeKapCTBA H
alCTAICATTHIMIORA KIICCIIHHA, NPOABABAINA Ce KATO GPOHXMAJIHA aCTMa, YPTHKApHA, PHHHT H
HA3aJIHH TIOJTHIIN,

-  HalHEHTH, KOUTO HMAT aKTHBHA HJIH PELMAMBHpAIA CTOMAINHA HIH AyOASHATHA 1382 WITH
KbPBEHE OT CTOMALITHO-YPEBHHS TPAKT;

- TIpH NALMEHTH € TEXKKA YCPHOAPOOHa, 6B0peuHa WK ChpIEUHa HETOCTATHYHOCT;

-  OpEeMEHHOCT H KbpPMEHE;

- [IAHCHTH C TEXKa ChPISYHA HEROCTATHUHOCT.

44.  Cpeunajnm npeaynpexieHHs m DpeIna3um MEepKH NpPH ynorpeda

YecroTaTa Ha HexceNaHUTE JIEKAPCTBEHN PEAKLMK MOKe 12 GbJe HAMATEHA KaTo 3a KOHTPpOJIHpaHe Ha
CUMIITOMHTE C€ YoTpeOsBa Bb3MOKHO Hali-HUCKaTa e(peKTHBHA 4034 32 BB3IMOKHO Haii- KPaTEK CPOK
OT BpeME. |

Ilpu naumenTH che 3abongBaHe Ha CTOMAITHO-YPEBHUS TPAKT, OCODEHO ¢ YILIepO3eH KOJIHT WK
bonectra Ha Crohn (a ¢bo0 ¥ APYrH MEHANH 3a00/11BaHN ), KOUTO MPHEMAT HAMPOKCEH TPA6BA
MHOTO BHHMATeJNIHO fia GbAar Habmonasauu ot TexHus nekap. Texkn CTOMAIITHO-YPEBHH HEXKEIaHH
peakuMH Morar Aa ObaaT HaG/IoAaBAHY MO BCAKO BPEME H 63 HHKAKBH TpEeABAPUTE/THE BTPH3HAIH
HPH NAIACHTH, NPHEMALIA HECTEPOUIHH NPOTHBOBB3MANMUTENHH JIEKAPCTREHHU cpencrea. Cnyuamre Ha
TCHKH HOKENAHH JICKAPCTBEHH PEaKLMK U KbPBEHE OT CTPaHa Ha IaCTPO-HHTECTHHAIHHS TPaKT HUIH
nepdopaLMy Ce YBeIMYARAT NAPATIENHO ¢ NPOABMKHTEITHOCTTA Ha NMPHIIOKEHHETO HA HAIIPOKCEH
(Taka KaKTO € M NpH JIPYTHTE HECTEePOUAHH MPOTHBORBINANHTEITHH JICKAPCTBEHH CPEACTBA), JKaKros Mo
nipu octananure HCIIBC, ¢ yBemuaBane nosara Ha HapokceH ce YBENMYaBa PHCKBT OT HEXeNann 46,’%%
PeaKuUHH. S/ b HELN\ O
[1pOTHBOBB3NATHTEIHOTO H AHTHIHPETHYHOTO AeHCTBHE HA HATPOKCEH TPAGBA 1a ce MiaT1be A R /A
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IpH HHQEKITHOZHUTE 3a00NABAHHA, THH KaTO TO MOXKe Ja 3aMacKHpa NpH3HALHTE Ha
3a00/1IBaAHH.




HanpokceH Moxxe Aa [OHIDKM TPOMOOLIMTHATA arperauys U 1a YABIDKH BpeMeTo Ha Kbpeere. Tosu
eext TpaGBa 1a ce HMa NPENBHA B CITYYAHTE, KOTATO BPEMETO Ha KBPBEHE € OT 3HAUCHHE. Ipu
MAIMCHTHTE Ha AaHTHKOAryJIaHTHA Tepanus (T.e. ¢ XeNAPHHOBH H AMKYMAapONOBY TIperapaTH) Moxe Aa
C€ TNOBHIIH PHCKBT OT KBPBEHE, KOraTo Ce IPUaraT ¢hbBMECTHO C HAmpokceH. I1o Tasu npuunya e
HeoOX0MMO BHUMAaHHE TPH MALMEHTH C HAPYLISHA XEMOCTA3a H TAKHBA, KOMTO CA HA JIEYSHHE ¢
AHTHKOATYJIaHTH WIH QUOPHHOIMTHIIM.

Heobxoaumo e aa ce ocHrypaT nogxoasino HaGmMOOCHNE U CHBET 3a MALMEHTH C AHAMHE3a 38
XHMEPTOHUA W/IUIH JIeKa 0 YMEPEHA 3a8CTOMHA ChpAeHa HeJOCTATHUHOCT, Thil KATO HMA ChOGILICHIA
32 OTOLH H 3a]IphKKa Ha TCUHOCTH, CBbp3aHH ¢ nevennero ¢ HCIBC. Knuunuuu npoyusanus u
CIUACMHONOrHY JaHHH MOKA3BaT, 4e ynorpedara Ha COX-II nuxuburopu u naxon HCTIBC
(0cobGeHO BbE BHCOKH JO3H M TIPH MPOAB/DKHTENHO TPIIOKEHHE) MOYKe na 6be CBBP3aHa C JIeKO
MOBHILICH PHCK OT apTEPHANTHH TPOMOO3HK ChOHTHA (HaIpHMEP MHOKap/ieH HHGAPKT HIH HHCYIT),
Benipeky, 4e naHHHTE NOKa3BarT, ye ynoTpeGara Ha HampokceH (1000 mg JHEBHO) MOKe Aa Obae
CBBP3aHa ¢ NO-HHCBHK PUCK, BCE MAaK H3BECTEH PHCK He MOxke Aa Obae HakmoueH. IlanmenTy ¢
HEKOHTPONMHPaHA XHNCPTOHUA, 3aCTOMHA CHPACYHA HEAOCTATHYHOCT, YCTAHOBEHA HCXEMHYHA GonecT
HA CBPLETO, 3a00ABaHe HA NEpUdepHITE apTEPHUM WILTH MO2BYHO-CEIOBA HONECT TpaOBa Aa ce
JICKYBAT C HAIPOKCEH CaMo C/ieAl BHUMaTeltHO obmucnane. TakoBa o6Mucnane Tpabea Aa ce mpaBH
MpPEAH 3aMI0YBAHC HA ABJITOCPOYHO JIEUCHHE HA NALMEHTH C PUCKOBH (PAKTOPH 33 CHPACUHO-CBHIOBH
HEXCTIARM CBOMTHS (HaNp. XHIIEPTOHMA, XHIEPIMNUAEMHUS, 3aXapeH quaber, TIOTIOHOITYIICHE ).

T'bii xaTO HANIPOKCEH M HEroBUTe MeTabONKTH Ce ENMMHHIPAT NPEIUMHO npe3 6uOpeurre upes
IMOMepynHa QEATpauus, TOH TpAOBa Aa ce NpHNara BHUMATETHO NPH NALHEHTH ¢ yepenena 6n0peuna
dynkuma. Heobxonumo e npocneassane Ha CEpPYMHHS KPEATUHHH H/HIH KPEaTHHHHOBHS KINPBHHC
MpH TE3H NALMEHTH.

KpeatunHHOBHA KnupbHC TPAGBa fa Gbae onpeaeneH Npeiy JICUEHUETO | NPOCAEAABaH PEAOBHO N0
BpeMe Ha JIEYCHHETO. AKO KPSATHHHHOBHAT KIMPBHC € o-Mako ot 0,33 ml/s (20 ml/min), He ce
MPENOpbYBa NEUCHHE ¢ HATIPOKCEH 3a ABJIBI TIEPHOI.

Ilpocnieassare Ha Gu6peunaTa hyHKIMS NPy U MO BpeMe HA JIEYEHHE ¢ HalPOKCEH Ce MPenopbh4Ba H
[IpH NIALHEHTH, MPH KOUTO PCHASTHATA KPhBHA LIMPKYNIALMs MOXe 1a Obie yBpeneHa, T.e. IbJDKH Ce Ha
HaMajlABaHe Ha H3BBEHKNETHYHHSA 00eM, YepHORpo6Ha LHPo3a, OTpaHHYEH TIPHEM Ha COJl, 3aCTOHHA
UBpACYiHa HEAOCTATHUHOCT M CBHIECTBYBAILO ObOpeuno 3aGonasane. [lo-sn3pacTHHTe NAlMEHTH NpH
KOHTO MOXe Nia ce 04aKBa yBpexcaane Ha OubpeuHara GpyHKUHMA U NalMeHTHTe, KOWTO ¢a Ha
AMYPCTH'IHA TC€panus ChINO NONanaT B TasM kareropus. [Ipenoprusa ce peaynmpane Ha AHEBHATA
1032 32 Jja ce H30€rHe NPeKOMepHO HaTPYNBAHE HAa METaGONUTHTE HA HaTPOKCEH.

AKO NaUMEHTUTe C eNUMIeNcH WK NOpHpPHA NpHEMAT HampoKceH, Te Tpabea xa Obaar HaOMoNaBauK
OT TEXHHS JIEKAD.

Haripokcen He Tpsa6Ba Ja ce mpumara npu mpecHM TEXKH PaHM M NoHe 48 yaca Npeay TeXKH
OTEpaLH.

KaKTo BCHUKH leKapcTBa, H3MO3BAHA OT MAIMEHTH B CTAPYECKA BB3PACT C€ MPpenopbyYBa H
IPHIOXKEHHETO HA HANPOKCEH Aa GpAe B Hali-HHCKHTE eheKTHRHH NO3H.

BHEMaHHE Ce M3UCKB2 K NPH NAUHEHTH ¢ YepHOAPOOHA HEAOCTATHUHOCT. Ilpe xpoHn4HHTE
YBPEKNAHHA C aNKOXOM, BEPOATHO U ApH Opyrure GOpMHU Ha LHpO3a, O0IaTa IUTa3MeHa
KOHLICHTpAIlMA Ha HATIPOKCCH C¢ peAyLHpa, HO NIa3MeHaTa KOHLIGHTPAIHA Ha CBOGOHMA HANPOKCEH
ce mopuilaea. IIpemopsusa ce npu Te3u nanMeHTH Oa ce W3NON3Ba Hal-HUCKATA edeKTHBHA 103a.
I1pn nosiBa Ha racTpo-HHTECTHHANHO KbPBEHE, IPHEMAHETO HA npoayKra TpaOBa He3abaBHO 1a Obae
MpeKpaTeHo. BE3MOXKHH Ca ITOABA HA OYHH, XEMAaTONOrHYHH, YEPHOAPOOHH YBpPEXKIaHHA,
aHA(DUNAKTHYHH PEaKLIMH, OTOK.

He Tpatea na ce komGunupa ¢ qpyra HCIIBC.

4.5. BsaumogeiicTBHE ¢ APyrH NeKApPCTBeHH NPOAYKTH H APYrd PopMu Ha B3aEMogeHcTBHE

MPOTHBOBL3INATIMTETHHA JIEKAPCTBEHH CPEACTBA HE C¢ NPENIOPLYBA NIOPAH HAPACTBAHE HA J
HEXKEMAHH JICKAPCTBEHH PeaKiLHu,

Hamnpokcen Moxe 11a yABIDKH BpeMeTO Ha KbpBeHe, KOeTO TpsiOBa na ce UMa NpeaBu If
CBBMECTHOTO NPHICKCHHE C AHTHKOATY/IAHTH.




JlexapCTBEHH NMPOJYKTH, KOMTO CBABPHKAT CHLIOTO AKTHBHO BEINECTBO (HANPOKCEH), HE TpaOBa na ce
npunarar ceBMecTHO ¢ Hanresun.

Hanpoxce ce CBbp3Ba ¢ IIIa3MEHHTE NPOTCMHY BB BHCOK NMPOLIEHT 3aTOBA € HEOBXOMHMO BHUMAHHE
Npy CTHOBPEMEHHOTO MY TIPHJIOMKEHHE ¢ XHIAHTOUH H CyiOHUNYpeiiHH AepHBATH.

Hampoxkcen Moxxe 1a peayLpa HATpHYPETHYHOTO AEHCTBHE HA ¢YPO3EMUA H AHTHXHIIEPTEH3HBHOTO
NEeHCTBHE Ha AHTUXMIIEPTCH3HBHUTE I€KAPCTBEHH MPOAYKTH.

AKO JINTHHA Ce NpUIara ChbBMECTHO ¢ HANPOKCEH, TUIA3MEHOTO HHBO Ha JIMTHA Ce HOBHINABA B pesyJrar
Ha peayuHpaHusa 6b0pevyeH KNHpBHC.

HanpokceH peaynnpa TyGynHaTa eKCKpeLMa Ha METOTpEKCaT, NOPaJH KOETO TOKCHUHOCTTA Ha
METOTPCKCAT C€ NIOBHILABA MPH ChbBMECTHOTO TMPHUNIOKEHHE.

CBhBMECTHOTO NPHIIOKEHHE ¢ LMKAOCTIOPHH MOXKE Aa TIOBMILH pHcKa oT OnOpedHO yBpexnaHe.

KakTo BCHYKH HECTEPOHMAHH MPOTHBOBb3NAMTEHH NICKAPCTBEHM CPEACTBA, HAMPOKCEH MOXKE A3
NOBHIIY PHCKa OT yBpexaHe Ha GbOpewmTe NpH chBMecTHOTO npreMane ¢ ACE uaxuGuTopy.
Hanpokcen B3aumoneiicrea ¢ 6era-6nokepure.

To#t Moxe fa NOBNHMSE M BBPXY PE3YATATHTE OT NaGOPATOPHHUTE HACIEABAHNS — HAMANEHHE HA
TpOMOOLMTHATA arperalis ¥ CBBP3aHO ¢ TOBA YAB/IKABAHE HA BPEMETO HA KbpPBEHE.

4.6.  DeprTniaaTeT, GPEMEHHOCT H KbPMENe

bpemMenHOCT

Tpabea na 6bae oTHETEHO CHOTHOIIEHHETO MEK/TY TIOTEHLMAIHATA NOJI33 32 MAHKATa H
NOTEHIHANIHHA PUCK 3a iona. Kaxro Bewdku apyrs HCIIBC, HanpokceH € IpOTHBONMOKA3aH Mpes
NOC/ICAHHUA TPHUMECTED OT OpeMEeHHOCTTA.

Knpmene
Ilo BpeMe Ha sleyeHKeTO KbpMEHETO TpAOBa 1a ce Mpekpary.

4.7.  Edext Bbpxy crocofHoCTTa 32 modHpane H pabora ¢ MAMHAHR

Hasresun dopre Moske aa moBnmse cnocofHOCTTa 3a mOQHpaHe U paboTa ¢ MalIMHA [IPH 10484 HA
CBCTOBBPTEK, CHHIHBOCT, CMYIIEHHUS BbB BIDKIAHETO, AETIPECHS U APYTH.

4.8. Hexenann JeKapcTBeHA peaknun

Hexenanure peakiMe, KOHTO MOTAT Ja BB3HMKHAT 1O BpeME Ha JICUCHHE C HAMMPOKCEH HATPHI ca
KIaCHQUUMPaHH B CIEJHUTE TPYIH [0 Peia HA YECTOTA:

- Muoro gectu: (> 1/ 10),

- Hecru: (> 17100, <1/10),

- Heuwectn: (> 1/ 1 000, <1 /100),

- Peaxu: (> 1/ 10 000, <1 /1 000),

- Muoro peaxs: ( <1/ 10 000),

- C HeH3BecTHA YecToTa (4ecTOTaTa He MOJKe Aa ObAe onpeAesnieHa OT HATHYHHKTE JAHHH)

HexxenannTe peakiyy Hali-4ecTo ce CBBP3IBAT C IPHEM HA NO-BHCOKH JIO3H.

CroMaluHo-UpeBHH HAPYICHUA

- Yectu: 3anex, kopemHa Gonka, rasieHe, JUCHENCHS, Auapyia, CTOMaTHT

- Heuectn: croMamHo-4peBHn kpbBousnuen u / wim nepdopauus Ha CTOMAaxa, XeMaTemeaa,
M€JICHA, NOBPBILIAHE

Xenaro-OHAvapHY HapYICHHNA
- HevecTH: nosnmmaBane Ha HUBOTO Ha €H3UMHTE, TOKA3ATEIHH 3a 4YepHOApOobGHaTa
KBJITCHHLIA

Hapynienus Ha HepBHATa cHeTeMa
- HecTu: rnapoGoiHe, CBETOBBPTEXK, 3aMaAHOCT, CHHHBOCT

-
......



- Heuecru: aenpecus, HapymeH ¢bH, HecnocoGHOCT 3a KOHIEHTpauus, Ge3chHue, YYBCTBO Ha
cnadoct, MycKyJIHH 0ONKH H MyCKyTHA cabocT

Hapyirenus Ha koxara H MOAKOKHATA THKaH
- Yecrn: cupbex, KoxHE OOPHBH, EKXHMO3H, 3NIOTIBAHE, YPIYpa
- Hewecru: anonenms, GpoTouyBcTBHTENEH JEPMATHT

Hapyiuenus Ha yxoTo u nabupunra
- YHecTH: 1IyM B yIIMTE, CIIYXOBH HAPYLIEHHS
- Heuectu: cimyxoBu yepesxnaHus

Hapymenusa Ha ounre
- YecTH: HapylIEeHHS Ha 3PEHHETO

ChpaeuHd HapymIeHus

- Yectn: otouy, 3anyx, chpuetuene

- HeyecTu: 3acToifHa ChpAe4Ha HEAOCTATHYHOCT

Bre Bpb3ka ¢ neuennero ¢ HCTIBC HMa ¢hOGIIEHHA 32 OTOLIH, XHIIEPTOHHA H ChPACYHA
HEAOCTATBYHOCT.

KnuHMMHUTE NPOYYBAHHA M eNHASMHONOTHIHHTE JAHHH [IOKA3BAT, Ye ynorpefara Ha HIKOH
HCCTEPOHAHH NPOTHBOBBINAIHTEIIHH JIEKAPCTBEHH MPOAYKTH (0c00€HO NPH BHCOKH JO3H H TIPH fI0-
IPOAB/DKMTENHO JIEYCHHUE) MOTAT A4 GbAAT CBBP3aHH C JIEKO NOBUIIEH PHCK OT apTepHATHM
TPOMOOTHYHH CEOHTHA (HaNpHMep PHCK OT HH(APKT Ha MHOKapAa WIH HHCYNT) (BXK. Touka 4.4 ).

Obuu HapyieHns 1 edeKTH Ha MACTOTO Ha IPIICKEHHE

- YecTn: xaxga

- Heuectu: peakii Ha CBpBXUyBCTBHTENHOCT, MCHCTPYaIHH CMYIEHHA, MMPEKCHA (TPECKa
MOBHINIEHA TEMNEPATypa)

Hapyuienus Ha 656peunre ¥ NHKOYHATE METHINE

- Heuectu: rnomepynonedput, xeMaTypHs, HHTEpCTHLHANCH HepHT, HeHPOTHUEH CHHAPOM,
6v6peuna venocrarpunoct, 66Gpeuna namnapHa HEeKpo3a

HapyiueHHs Ha KpbBTa M UMbHATA CHCTEMA
- Heuectn: eosuHOGUIHA, TPaHYIOLMTONEHH:S, TEBKONEHHUA, TPOMGOLIMTONEHHS

Pecnupatopum, rpbARN U MEAMACTHHANIY HapyIUEHUS
- Heuectu: eozunodunna nHerMoHMs

Hesxenanu peakipu, npH KOMTO MPHYHHHO-CIEICTBEHA BPB3KA ¢ HAIPOKCEH HEe € H3BECTHA!

Hapywenus Ha kpbBTa M MMHaTa cHcTeMa
- AnnacTHyHa aHeMHUa, XeMOJUTHYHA aHEeMMH,

HapylieHus Ha HepBHATa CHCTEMa
- AcenTHieH MEHUHTHT, KOTHATHBHA TUCQYHKLHS

Hapymenuns Ha KoxkaTa ¥ NOJKOXHATA THKAH
- Enunepmanta Hexponusa, epureMa MynTH(GOPME, peakuuu Ha (POTOUYBCTBHTETHOCT
HanozobAsaiy nophupus Tapaa kyradea H 6yno3Ha €NMUASPMOIIH3a, CHHOPOM Ha
Johnson cuHApOM, ypTHKapUs

CromManHo-4peBHH HApyIIEHUs
- YnueposeH cToMaTHT

CBA0BH HapyLIeHHS




- Backynur

OO6mu HapyIeHns U ePeKTH Ha MACTOTO Ha [IPHIIOKEHHETO
- AHTHOHEBPOTHYEH OTOK, XMIEPrINMKEMHA, XHIIOTTHKEMHUS

Crobmaeane Ha HOZI03WPAHH HEKENAHH DEaKIIHH

Cpo0maBaneTo Ha NONO3MPaHH HEXKENaHH PeaKLMH ClIe paspelaBaHe 3a ynotpefa Ha NeKapCTBEHHS
NPOAYKT € BasKHO. ToBa nospossaBa Aa npoxs/ku HaOMIOAEHHETO HA CHOTHOLEHHETO HON33/PHCK 32
JICKApPCTBEHHA MPOAYKT. OT MeIHUHHCKUTE CIIEHHAMCTH C€ H3HCKBA 1A ¢hoBLIABAT BCAKA
ITOA03MPaHA HEXEJIAHA PeakLHa Ype3

HamennuTenna aredmus no nekapereara yi. , Jamsau I pyeB” Ne 8

1303 Codus

Ten.: +35 928903417
yebcaiiT: www.bda.bg.

4.9. Ilpepozmpane

CuMITTOMH

AKO NMalMEHTET € [IPHeN No-roJsiMa 4034, CIY4aHHO MJIH YMUIUJIGHO, MOKE A4 ¢ce Hab/momaBar
CTOMALOHH 0OJIKH, TajieHe, MOBPLILAHE, 3aMadHOCT, IiTyM B YIIHTE, pa3apa3HHTEIHOCT, 4 B HAKOH IIO-
TEHKKH CyaH H XeMaTeMe3a, MeJICHa, HapYIUIEeHHI Ha Ch3HAHHETO, pPeCIHPaTOPHH HAPYILICHU,
rbpYOBE H OBOpedHa HETOCTATHLYHOCT H 4ePHOAPOOHN YBpeKIaHHA.

Ilopenenue
B Te3u cmyuam ce TIIpENIOPBYBA CTOMALIEH JIaBaXK, IPHEMAHE HA AaKTHBEH BBINICH H HaOmonenue or

CTPaHa Ha Jiekap. JleueHHeTo e CHIITOMATHYHO; aKO Ce HANOXKH Ce NpWIaraT anTHaaH, Hy
peLenTopHy GIIOKepH, HHXUOUTOPH Ha IPOTOHHATA IOMIIA MITH MH30HPOCTOJL.

5. OAPMAKQJJIOI'MTYHY CBOMCTBA

S.1. PapMaKoAHHAMHYHE CBoilcTBA

(bapMakoTepaneBTH4Ha rpyna: Criopen Anatomical Therapeutic Chemical Classification (ATC)
Hanreszun dopre ce knacuduipipa B rpyna MO1AE02 (HeCTepOHIHH TIPOTHBOBB3NATUTEIHH H
MPOTHBOPEBMATUYHH JICKAPCTBEHH CPEJICTBA).

MexaHu3bM Ha ieficTBHE

HanpokceH HaTpuii € HeCTEPOHAEH NMPOTHEOBB3IATHTEIEH JIEKAPCTBEH MPOAYKT ¢ OCHOBHO
AHANreTHyHo aelicreue. Tok uma chinuTe PapMaxo HHAMHYHE CBOHCTBA KATO HAIIPOKCEH.
HanpokceH npuresxapa 2406p0 MpOTHBOBE3NANHTENHO, AHAITETHIHO H AHTHITHPETHYHO JCHCTRHE,
KOHTO ca 10303aBHCHMH. DapMaKOIOTHYHHAT eeKT € pe3yTaT OT MOTUCKAHE Ha
LMKIIOOKCHI€HA3aTa, €H3UM, KOHTO B3HMa y4acTHe BbB (OPMHPaHETO Ha MPOCTAIJIaHAMHHTe, B
PESYJITAT Ha TOBA HUBOTO HA MPOCTArIAHAUHHTE B PA3THYHHTE TEJICCHH TEYHOCTH H THKAHH,
BIGTIOUMTENTHO M CHHOBHAJIHATA TEYHOCT, CTOMAILHATA JIMTABHIIA, YPHHATA ¥ KPEBTA Ce PeyLIUpAT.

DapMakOIHHAMHYHH e(heKTH
Kakro 1 octananure HecTepoHaHN NPOTHROBBINANHTEHY NICKAPCTBCHH CPEACTBA, HAIIPOKCEH MOXKe
/14 IPHYIHHH TACTPOHHTECTHHANIHO MHKPOKBPBEHE H €HIOCKOINCKH TIOTEBPACHH ACTPONHTEC THHAHY
Je3vH. B KOHTPONHpaHn Npoy4BaHua € JOKa3aHO, Y€ HAIPOKCEH NMPHYHHABA [10-MaJIKC HEXETaHH

PCAKIMH OTKOJIKOTO aUeTHACATHUHIIOBATA KHCEIMHA H MHIOMETALUH, M 0BEYE OT AHGIYHH3
€To/0/1aK, HabyMETOH M CyauHAak, KNIMHMYHHTE npoyvBanus NOKA3BAaT, Ye HaITPOKCEH C€
N00pe OT aleTHICATHIIIOBATA KHCETHHA H MHAOMETALIMH, ZOKATO HAMA 3HAIHTEIHA p
NOHOCHMOCTTA B ¢cpaBHEHHE ¢ ocTananmure HCIIBC.




BNuse cnabo BEPXy BpeMeTo Ha KbpeeHe. Haii-o6uo, HanpokceH ne MIPpUYHHABA BIOLIABAHE HA
OBOpeunaTa GyHKIMA, HO HMA JOKNAABAHH HAKOIKO CJIy4yas Ha BJIOHIABAHE IIPH MALHEHTH ¢ YBPEACHA
0BOpetna PyHKLMS WK chpPAEYHA HEAOCTATHYHOCT.

Hanpokcen He npurexapa ypukosypudHo aeiicrsnue.

35.2. (®apMaKOKHHETHYHH CTBOHCTBA

AGcopbrms
Cnen mepopanen npHeM, HaNPOKXCEH HATPHIA Ce pa3TBapsg B CTOMAILIHUA COK MHOTO GBp30.

MUHHATIOPHUTE YACTHYKH OT HANPOKCEH, KOHTO CE OTENIAT, MHOTO OBp30 ¥ HaIBIHO ce abGcopbupar
H [0paiH TOB2 HANIPOKCEH HATPHH AOCTHTa eeKTHBHM 06e36014BalIH [UTA3MEHH HMBA MHOI'O [10-
0BP30 OTKOIKOTO camMo HampokceH. Cien CAHOKPaTHA 11032 HANPOKCEH HATPHI MBKOBH IIa3MEHM
HHB4 HAIIPOKCEH Ce JOCTHIAT CiieA 1 10 2 yaca, OKATO NPH eHOKPATHA 032 CAMO HaTIPOKCEH Ce
AoCTHraT 3a 2 10 4 yaca, B 3aBHCHMOCT OT CTOMAWIHOTO CHABPIKUMO. Brrnpexn, 4e xpaHara noHmxapa
CKOpOCTTa Ha abcopbLus, T4 He HaMaisBa HeitnaTa crened. [Tpu MOBTOPHO NMPUJIOKECHHE PABHOBECHA
KOHUCHTpaLus ce XOCTHra Clied 4 10 5 AO3H, T.€. chea 2 o 3 auu. IDiasMeduTe HiBa Ha HaMpOKCEH ce
MOBHINABAT NMPOITOPUHOHAIHO KO HUBOTO Ha 1031 OT 500 mg, ciel KOeTo Te ¢a Mo-MaKo
MponopuHoHatty. I1pu no-Bucoka 03a 60peuHHs KIMPBHC Ha HAPOKCEH Ce MOBHINABA NopagH
HacHIllaHe Ha anGyMHHA.

[Tpu obuvalinyTe O3MPOBKH [IA3MEHOTO HHBO Ha HarpoKCeH ODHKHOBEHO € Mexay 23 pg/ml u
49 pg/ml.

Paznpeaenenue
HanpokceH ce cBpp3Ba ¢ masMenuTe POTEHHW BBB BUCOK MpoueHT (> 99,5%) npu koHueHTparms

Han 50 pg/ml. ITpu no-BHCOKH KOHUEHTpALMK HECELP3aHATA tpaxips ce nosumasa. [Tpu 473 pug/mi,
Ce YCTaHOBABA 2,4% HecBbp3aH HanpokceH. ITopagy exCTEH3HBHOTO CBBP3BaHE ¢ A0yMHHA 0OeMa Ha
PasTpCACICHNE € MATTbK, KOMHYECTBEHO M3pa3eH 0koio 10% oT TenecHoTo Tervio.

BHo_Tpchghogmagm H €THMHHHpPAHE

[Ipubnusurento 70% or nexapcTBoTO ce eKCKpeTHpa HemeTabonuzupano: 10% HenpoMeHeno u 60%
CBBP3aH C NIIOKYPOHOBATA KHCEJIHHA UK APYTH CheauHenua. Ocrananara yact (30%) ce
MeTabonu3upa 1o 6-aeMeTH-Hanpokced. To3u MeTaBoTHT & NPakTHYECKH Hee(peKTHBEH Thii KaTo
HMa [I0-MAJKO OT 1% OT GHOIOrHYHATa e(HKACHOCT Ha AKTHBHATA CyGCTAHLMA.

Ilpubnusurenno 95% ot vanpokceH ce €IMMHHHpa ¢ ypHHATa U 5% ¢ dekanunre. Bpemero na
MOTYXKHBOT € OT 12 10 15 yaca 1 He 3aBHCH OT NTA3MEHMTE HUBA U J034TA. brbpeunna xaHpeHC
>aBHCH OT IL1a3MEeHNTE HHBA HA HATIPOKCEH, Hali-BEPOATHO NOpaji¥ NOBHINABaHe (MPAKIMATA HA
HECBBP3AHHA HAIPOKCEH MPH T10-BHCOKHTE KOHHEHTPALMK HA NNIA3MEHHS HAIPOKCEH.

3.3. Ilpeakamanunm nanwn 3a GezonacHocT

[TpoyusanusaTa 3a ocTpa TOKCHYHOCT NPoBeaeHH MpH pa3imMdHd BHXOBE }KUBOTHH HE NTOKA3BAT
CTICIHAIHA YYBCTBHTENIHOCT. B 3aBHCHMOCT OT HaunHa Ha npuiokeHue | mona LDsg YCTaHOBEHA CE]
[EPOPATHO NpHITOKEHAE W Orta Mexmy 435 u 1234 mg/kg b.w. npu Munkmy; Mexay 435 u 543 mg /kg
b.w. ripn 3aiium; npu6nnsurento 4 000 mg/kg b.w. npu xamerep U 931 mg/kg b.w. npu kyuera.
LllecTMeceuHo npoyusaHe 3a XpOHHYHATA TOKCHYHOCT € GIIIO TIPOBEIEHO MPH TUTHXOBE C 1O3H: 2 mg,
10 mg u 30 mg/kg b.w./aHeBHO. CTOMOLIHO-YPEBHH YBPEXKAAHHA ca HAGMIOAABAHM CaMO npy Ha-
BHCOKHTE JO3M.

Hepopanuure nozu or 2 mgu 10 Mg AHCBHO, JaBaHH Ha ILTHXOBE B NPOXBIKEHHE Ha 22 Mecella He €
AOBENO f1a NPOMEHH, HO 1031 oT 30 mg/kg b.w./nreBHO ca pesyumpany TenecHoTO Termo, NPHIHHHIA
td FaCTPO-MHTECTHHAIHH JIC3HH, OBHIUMITH ¢a 00eMa Ha YPHHATA ¥ CMBPTHOCTTA.

He ca ycraHOBeHn MyTareHHu W KaHUEpOTeHHM e(eKTH Ha HamIPOKCEH.

He ca Habmonasann edextu supxy peprinmrera, TEPaTOreHHH M eMOPHOTOKCHYHH ed)
Koraro e naBaun B neprona Ha kecHa 6peMEHHOCT, HaNPOKCEH YABIKABA GpeMEHHOC




6. PAPMANIEBTHYHH JAHHHA
6.1 CnHChK HA IOMOUIHATE BelleCTBA
MOBH/IOH

MHKDOKPHCTANTHA LiETY032

TaJK

MarHe3Hes cTeapar

XHAPOKCHOPONKT METHIILETY 1034
THTAHOB AHOKCHA (e 171)

makporon 8000

HHIHUIOTHH (¢ 132)

6.2 HecnBMecTHMOCTH
Hempunoxumo.

6.3 Cpox Ha rogHOCT

5 TOOHUHH.

6.4 Cnenuaann ycuosHs Ha ChLXpaneRHE

Ha ce cpxpansgsa nog 25°C.

6.5 Bua u chabpkanAe HA OAKOBKATA

brucrepun onakosku (amymunueso donuo, PVC (ommo): 10 punmupanu Tabnerxu (1 6mucrep o 10
TabeTKH).

bnucrepuyu onakoskH (anymunueso donuo, PVC (posmo): 20 dpummupann Tabnetru (2 6mucTepa no
10 Tabnerxn).

banctephn onakoBku (anymunHeBo donno, PVC tomuo): 50 punMupan Tabnerku (5 Gnucrepa no
10 TaGnerxm.

6.6 Croenuannn npeanasum Mepks npH H3XBBpAsHE H paboTa

Hewsnonssanusar nexapcTseH NpoAyKT HIH OTIATEIHATE MaTepHaly OT Hero TpA0Ba 1a ce H3XBBPIAT
B CBOTBETCTBHE ¢ MECTHHTE M3HCKBAHMUA.

7. IIPUTEXXATEJ HA PASPENNIEHUETO 3A YIIOTPEEA

Krka d. d., Novo mesto, Smarjetka cesta 6, 8501 Novo mesto, Croserus

8. HOMEP(A) HA PASPENIEHHNETO 3A YIIOTPEEA

9900361

9. AATA BA ITbPBO PASPEHIABAHE/IIOJHOBABAHE HA PA3PEIIE
YIIOTPEEBA

Jara Ha nopBa perucTpamma: 19.11.1999



Hata Ha nocsienno nogHoBsaBane: 07.09.2010

H.  JATA HA IIOCHAEIHA PEJAKIUS HA TEKCTA




