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Paspewenue Ne
1.  WME HA JEKAPCTBEHUSI IPOAVKT samamp. € 2707 130 1D
Ogospawve Me ... ...,

Hexckeronpoden Codapma 50 mg/2 ml HikekMoHeH/ HH(Y3HOHER PAITEOP
Dexketoprofen Sopharma 50 mg/2 ml solution for injection/infusion

2. KAYECTBEH H KONMHMYECTBEH CbhCTAB

Bcekn ml oT MHDKeKUHMOHHUA/MHDY3HOHHUSA pa3sTBOP ChAbPKa 25 mg nekckeTonpodeH
(dexketoprofen) (kato pekckeronpoden TpomeraMon) (as dexketoprofen trometamol).

Enna ammyna ot 2 ml ceaspika 50 mg nexckeronpoden (dexketoprofen) (xato nekckeronpodeH
Tpomeramon, dexketoprofen trometamol).

[ToMOLIHH BELIECTBA ¢ H3BECTHO JEHCTBHE: eTaHOM (96%) 1 HaTpKeB Xnopua.
Beaxa amnyna ot 2 ml ceaspxa 200 mg eranon (96%) n 3,61 mg varpwii wau 0,157 mmol.

3a OBJIHHUA CIIMCHK Ha MOMOLIHHATC BEIICCTBA BHAKTE TOUYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

HHxeKuHoHEeH/ MHQY3HOHEH pa3TBOP

bucrbp ¢ OellBeTeH pa3TBOP, NPAKTUHECKH CBOOOIEH OT YACTHLIH.
pH (7,0 - 8,0) .

Ocmonapurer (270-330 mOsmol/1)

4. KJHHUYHU JAHHH

4.1 TepanesTrYHR NOKA3AHHA

CHUMNTOMaTHYHO JICYECHHE Ha OCTPA, YMEPEHA 0 CHWIHa 60JKa, KOraro nepopajHoTO NPWIOKEHHE He
€ NOAXOAALUO, HAITpUMeEp NPH nocToneparusHa Ooska, OnOpeuHa konuka, O0NKH B KPLCTA.

4.2 [1o3MpoBKA H HAYMH HA NPHIOKECHHE

EOSH POBKAa

Bv3pacmnu

[IpenoprumrTentara n03a ¢ SO mg Ha BcekH 8-12 yaca. [IpH HeoOXOAMMOCT NPUITOKEHHUETO MOXKE Xa
ce NOBTOPH ciiel 6 waca. Obuara AHeBHA f03a He TpaOBa Aa HagsHwaea 150 mg.

Hexckeronpoder Codapma HHXKEKLIHOHEH/MHGY3HOHEH pa3TBOP € MPeIHA3HAYEH 33 KPAaTKOCPOYHO
JIEYCHHE H MPHIOKEHHETO My TpAOBa J1a C€ OrpaHMYH CaMO B OCTPUA CHMITTOMAaTHYEH NEpHo/ (He
rnose4e OT ABa AHHU). [Ipu BB3MOXKHOCT TpsOBa 1a ce NMpEMHHE Ha MEPOpaANHA aHANTETHYHA Teparus.
Hexenanure NeKapcTBEHH peakLiMU MOrart aa ObJaT HaMaleHH, KaTo 3a KOHTPOJIHpaHe Ha
CHMITTOMMTE C€ H3MO0J13Ba BE3MOXHO HalH-HUCKATa ePeKTUBHA 1032 32 HAH-KPATEK MEPUOA OT BpEME
(BX. TOuKa 4.4),

[Ipy ymepena 1o cwiHa nocronepatusHa 6osnka ekckeronpoden Codapma
HHOXEKUHOHEH/MHDY3HOHEH pa3TBOP MOXeE J1a ce KOMOMHMpaA ¢ OMHOMNIEH aH
ChILATA JO3UPOBKA, KOATO CE MPEenopbUBa 32 Bb3PACTHU NAUMEHTH (BX. TOUK

[leouampuuna nonysayus



IexckeronpodeH Codapma He e npoyueH npu Aeua u 1HowH. ETo 3amo 6e3onacHoctTa M
edukacHocTTa Ha Jlekckeronpoden Codapma npH Jeua ¥ FOHOLIH HE €A YCTAHOBEHH H NMPOLYKTHT HE
TpsbBa na ce U3rnona3Ba npu TAX.

Iayuenmu 6 cmapuecka év3pacm

Ilo NpHHIMI HE C€ Halara KOpUMrupaHe Ha J03arta IIpH NautueHTH B cTapyecka Bb3pacT. Bolipeku ToBa,
nopaiu GUIHOIOrHYHO NMOHWKeHaTa O bOpeyHa PYHKLUMS MPH MAUMEHTH B CTAPYECKA BL3PACT, NPH
nexo 6LOpeuHo yBpexxnaHe ce npenopbupa No-HKUcKa no3a:; 50 mg odbuia qHeBHa 103a (BXK. TouKka 4.4).

Hapywena weproOpobna gpynxyus

[Tpu nauueHTH ¢ ACKO 40 yMEpeHO uepHOoApoOHO yBpexnane (peayarar ot S Ao 9 no Child-Pugh),
no3ara Tpabpa Aa ce HaManu o 50 mg obia AHeBHA A03a NPH PEACBHO NPOCIECAsBAHE Ha
yepHoapoOHaTa GyHkLuA (BXK. Touka 4.4). HekckeronpodeH CodapMa HHXEKIIMOHEH/ HHDY3HOHEH
pa3TBOp He TPAOBA 1a ¢e U3MOA3BA NPH MALMEHTH C TEKKO HapyllieHa yepHoApoOHA PyHKUMA
(peaynrar ot 10 xo 15 no Child-Pugh) (8x. To4ka 4.3).

Hapywena bvbpeuna ¢pynxyus

[lpu nauxeHTH ¢ NeKo HapylueHa 6u0peuna pyukums (kpeaTHHIHOB KIMpbHC 60-89 ml/min), o0wara
IHeBHa a03a Tpadea aa ce Hamanu A0 50 mg (B Touka 4.4). [lekckeronpoden Codapma
HHXKEeKUMOHEH/MH(PY3HOHEH pa3TBOp He TpAOBa Ja ce npuiara fnpH NaiueHTH ¢ YMEPEHO A0 TEXKKO
HapyuieHa Ob0peuHa QyHKUMA (KpeaTUHHHOB KIHPBHC S 59 mi/min) (BXX. Touka 4.3).

HauuH Ha ApUIOXKEHHE
Hekckeronpoden Codapma HHXKeKLIHOHEeH/HH)Y3HOHEH Pa3TBOP MOXE /A Ce Mpunara

HHTPAMYCKYJIHO WIH HHTPABEHO3HO:
® HHTPAMYCKYJIHO NPHIOKEHHE: CHABPXKAHUETO Ha eaHa ammya (2 ml) Hexckeronpoden Codapma
HHKEKLIMOHCH/MH(Y3HOHEH pa3TBROp ce npwiara 6aBHo, ABNOOKO MYCKYITHO,
® HHTPABEHO3HO MPUIOKEHHE:
- UHTPABEHO3HA HH(Y3HA: pa3TBOPHT CE pas3pexaa, KaKTo € ONUCcaHo B Touka 6.6 M ce npunara xaTo
OaBHa HHTpPaBEHO3HA MHPY3HA ¢ NpoabKHTENHOCT 10 - 30 MmuHyTH. PasTBOPET TpAOBa Na ce nasu
OT €CTECTBEHA IHEBHA CBET/IMHA.
- HHTPABEHO3HO DOMYC NpWIoKEeHHe: NpH HEOOXOAUMOCT ChABPKAHHETO Ha €/lHa aMnya (2 ml)
Hekckeronpoden CopapMa HHKEKLIIMOHEH/HHPY3HOHEH pa3TBOp MOJKE J1a ce NPUNIOXKH DaBHO
WHTPABEHO3HO KaTo 00NyC B MPOAL/IDKEHHUE Ha HE NO-Manko orT 15 cekynam.

HMucTpykuuH 3a NpapuiHa ynorpeda

[Tpu uHTpaMyCKYAHO MM HHTPaBEHO3HO Donyc npunoxeHue Ha exckeronpoder CodapMma
pa3TBOPBLT TPAOBA [a ce NpIIOXKHK BeaHara cliell aCHPHPAHEeTO MY OT LIBETHATA aMIynia (BaK. ChLIO
To4ka 6.2 n 6.6).

[Tpu uHTpaBeHO3HA HHGY3UA Pa3TBOPBT TPAOBA Aa ce pa3pean, KaTO ¢€ Cra3paT npaBujiaTa Ha
acelTHKATA M ¢€ Na3H OT eCTECTBEHA JHEeBHA CBETIIHHA (BXK. TouKa 6.3 U 6.6).

3a yKa3aHus OTHOCHO Pa3peXKIaHETO HaA JICKAPCTBECHUA NMPOAYKT NPEAH NMPHIOKEHHE BIDKTE ToUka 6.6.
4.3 IIporHBONOKA3AHHS

HexckeronpodeH Codapma nHkekIIMOHEH/WHGY3ZHOHEH pa3TBOp He TpAdBa ja ce mpuiiara npu
CNIeAHUTE CAYUAM:

¢ [MALUMEHTH CbC CBPBXYYBCTBUTEIHOCT KbM AKTMBHOTO BEWIECTBO, KbM HAKOE JpYro
KbM HAKOE OT NOMOUIHUTE BeleCTBa, H30poeHH B TOUKA 6.];

® NaUHEHTH, IPYA KOUTO BELIECTBA C MOJOOHO AeHCTBHE (Hanp. aUeTHICATHLIMIOB
apyru HCIIBC) npeau3snksaT acTMaTHYHH MPUCTBNH, HPOHXOCNA3bM, OCTBP PHH;
Ha3aJIHa MOJIMII033, YPTHKAPHA WIH aHTHOHEBPOTHYECH EIEM; |




¢ JaHHHU 3a JoToaeprHuHH WIH QOTOTOKCHYHH PEAKLHH MO BpEME Ha JIeUEHHE ¢ KeTonpodeH Win
dubpaty;

® MAaLMEHTH C aHAMHE3a 3a CTOMALIHO-YPEeBEH KPHBOKIMB MITH nepdopauus, B pe3yJiTaT Ha
npeawecteaino neyenne ¢ HCIIBC,

¢ [MALUCHTH C aKTHBHA NENTHYHA A3BA/CTOMALIHO-YpEeBeH KPbBOU3INHB WK aHAMHe3a 32 CTOMALUHO-
4YpeBHO KbPBEHE, A3Ba WM nepdopaliu,

[MAUMEHTH C XPOHHYHA JUCHIECICHA;

[ALMEHTH, KOUTO UMAT HAKAKBO APYTO KbPBEHE WK HAPYILEHHA B KPbBOCHCHPBAHETO,
nauueHTH ¢ bonect Ha Crohn MaM ynuepo3eH KOIUT;

NalMEHTH C TEXKKA ChpASHHA HEAOCTATHBYHOCT;

NALUUEHTH C YMEPEHO 0 TEXKO HapyileHa 6n0peuHa ¢pyHkuMs (KpeaTHHHHOB KIUPBHC <59
ml/min);

® [IAlHEHTH C TEXKO HapylieHa yepHoapoOHa Ppyrkums (Child-Pugh score 10-15);

® MAlMEHTH C XeMOpParu4yHa JHaTe3a U APYrd KOaryJauHOHHHA HapYLICHHMA,

® [AUMEHTH C TEXKKA Aexuaparalma (Mpeu3BHKaHa OT MOBPbLIAHE, JHAPHA WIH HEAOCTAThYEH
[IPHEM HA TEHHOCTH);

® [I0 BpEME Ha TPETH TPUMECTHLP HAa OpPEeMEHHOCTTa H 10 BpeMe Ha KbpMeHe (BX. Touka 4.6).

Hexckeronpogen Codapma HHKEKLMOHEH/ MHDY3HOHEH Pa3TBOP € MPOTUBOIIOKA3aH 3a
HEBPOAKCHATHO (MHTPATEKAIIHO HITH ENUAYPATHO) NPUIOKEHHE, Thid KATO ChIbPXKa €TaHOI.

4.4 Coenuannd npeaynpexienns H NpeINa3sHH MepPKH NpH ynoTpeba
[Tpy nauMeHTH C aHAMHE3a 32 ANePruvHA ChCTOAHMA TPAOBA Ja ¢ce NpUJiara ¢ BHHMaHMHE.

EnHOBpeMeHHOTO NpuiioxeHue Ha aekckeronpoden ¢ apyru HCIIBC, BKIIOYHTENHO CENEKTUBHH
MHXHMOMTOPH Ha LHKIIOOKCHIeHa3a-2, TpAOBa Oa ce u3bsarea.

Hexenanure nekapcTBeHH peaklMd Morar Ja ObJaT HAMaeHH KaTo 3a KOHTPOMpPaHE Ha
CUMIITOMHTE C€ ynoTpedspa Bb3IMOKHO Hal-HHCKaTa e(peKTUBHA 1032 33 Bh3MOXHO Hal-KpaThk
[IEPHOA OT BpeMeE (BXK. TOUKA 4.2 U 10-401Y NOCOYEHHTE racTpO-UHTECTHHAJIHM KW ChpAe4YHO-ChAOBH
PHUCKOBE).

CTomalHo-4peBHa 0€30IacHOCT

CToMalIHO-YPEREH KPHBOHIINB, A3Ba HAH nepdopallis, KOUTO MOXe Ja ca paTanHy, ca cbodbliaBaHH
npu scuakd HCIIBC no Beako BpeMe HA IEYSHHETO, ChC WK Oe3 npeaynpeANTENHH CHMITTOMH HITH
npeAilecTBAIlA AHAMHE3a 3a CEPHO3HH CTOMALLHO-YPEBHH HAPYLUICHUA, AKO MPH NPHIOKEHHE Ha
Jlexckeronpoder Codapma Bb3IHHKHE CTOMAIHHO-YPEBEH KPBbBOM3IIIMB WIIH A3Ba, JIeUECHUETO TpAOBa Ja
ce NMPEeYCTAHOBH.

PUCKET OT CTOMALIHO-YPEBEH KPbBOW3JIMB, 4382 WK Nepdopalua € 110-BUCOK MPH YREIKWYABaHE
no3zara Ha HCIIBC, npu nausenty ¢ anamHesa 3a g13sa, 0cOO€HO aKo € yCII0KHEHA C KPLBOHW3IUB HITH
nepgopauus (Bx. Todka 4.3) ¥ B cTapyecka Bb3pacT.

[TauneHTHTE B cTApYECKa Bb3PACT €A C NO-BUCOK PUCK 3a HexenaHu peakuud kbM HCIIBC, ocobeno
CTOMALLUHO-YpeBeH KPBBOUIIUB H Nepdopalmsd, KOUTO MOXKe aa ca gatandu (BXx. T. 4.2). Tesu
NALUKUEHTH TpAOBa Aa 3an04YHaAT NCYEHHETO C BH3MOXKHO Hal-HHCKA 1034,

W/ WM NenTHYHA f3B4, C UECJI TAXHOTO ITBJTHO K3JICKYBAHC IPCAU 3anO4YBaHe HA N1
HEKCI{GTOI'IPOCIJEH H&I.[HEHTHTE CHC CTOMALIHO-YPCBHH CAMITTOMH WJIH C aHaM

CTOMALUHO-YPCBHO KbPBCHE,



HCTIBC tpabea aa ¢e npwiarat BHUMAaTETHO MPH MALMEHTH ¢ aHaMHe3a 38 CTOMALLHO-YPEBHO
3a0ongaBane (yaueposzeH Konut, Sonect Ha KpoH), Teit KaTo TAXHOTO 3abonsBaHe MOXKeE Aa ¢ce obocTpH
(8. Touxka 4.8).

[1pu Te3u nanMeHTH, KaKTo U [IPU TE3H NALMEHTH, NIPU KOHUTO TPAOBAa €JHOBPEMEHHO Aa Ce NMPUIIAraT
HHUCKH /103U aLIETWICATMLAIIOBA KHCENTMHA WIH APYTH JIEKapCTBa, KOUTO MOTaT /Jla YBE/JIM4aT
CTOMALITHO-YPEBHUS PUCK, TPAOBA fa ce OOMHCIH KOMOHBHPAHO NeUEeHHE ¢ NPOTEKTUBHHA are¢HTH
(Hamp. MU3OIIPOCTON WIN KHXMOHUTOPH Ha MPOTOHHATA NOMNA) (BX. MO-A0AY ¥ TouKa 4.5).

[TauueHTH ¢ aHaMHeE3a 3a CTOMALIHO-YPEBHA TOKCHYHOCT, 0COOEHO B CTap4Yecka Bh3pacT, TpabBa aa
¢cbo011aBaT BCMUKH HeoOMyaiHH KOpEeMHHM CHUMITTOMH (0co0eHO CTOMAaLIHO-YpEBEH KPHBOHAIHB),
0co0€HO B HAYAJITHUTE €TalHy Ha JICYCHHE.

[IpenopbuBa ce BHHMaHHE MPH NALUEHTH, KOUTO NPHEMAT eIHOBPEMEHHO JIEKapCTBA, KOWTO MOrar Aa
YBEJMYAT PUCKA OT YyJLEpaLs WIKM KbPBEHE, KATO NEPOPATHH KOPTHKOCTEPOWIH, AHTHKOATy/IaHTH
Hamnp. Bap@apHH, CeleKTHBHH HHXHOMTOPH Ha OOpaTHOTO 3axBaillaHe HA CEPOTOHHHA MITH
AHTHArperaHTH, KATO alIETWICATHLIWIOBA KUCENHHA (BX. Touka 4.5).

b16peuna 6e3onacHocT

H3uckBa ce BHUMaHUE NPH NAUMCHTHTE ¢ HapyuleHa O0b0peuna ynkumd. [Ipu Tax, ynorpebara Ha
HCIIBC moxe na noseae o BaoulaBade Ha ObpOpeuHaTa G yHKLUHA, 3aIbPKAHE HA TEYHOCTH H OTOLIM.
BHuMaHHe ce H3HCKBA CBIHO H MPH NAaLMEHTH, MONIOKEHH HA AHYPETHYHA TePanus WIH MPH TE3H,
KOWTO MOraT [a Pa3sBHAT XHIIOBOAEMHUS, ThH KAaTO NMPH TAX HMA MNOBHULIEH PUCK OT HEPPOTOKCHYHOCT.
[To sBpeme Ha neuenueTo TpAdBA Aa C€ OCUTYPH aICKBATEH NPHEM HA TEYHOCTH, 32 Aa ce MpeJoTBpaTu
AEXMPATALMATA H €BEHTYAIHO MOBHILEH PHCK OT TOKCHYHOCT 32 6n0peumre.

KaxkTto npu scuuku HCIIBC, Moxxe aa ce noRUILaT I1a3MeHHTE HUBA Ha ypesta M KpeaTUHHHA. KakTo
NpH ApYrH HHXMOUTOPH Ha NpoCcTariaHIUHOBATA CHHTE3a, TOBA MOKE /18 € CBLP3aHO C HEXETaHH
peaklHMy OT cTpaHa Ha ObbpeuuTe, KOUTO 1a AOBEAAT A0 IIOMEPYNOHEDPHT, HHTEPCTHLHANEH
Hedput, OBOpetHa nanunapHa HeKpo3a, HeppoTUIEH CHHAPOM H ocTpa OBOpeuHa HeTOCTATLYHOCT.

[lauvieHTHTE B CTapyecka Bb3pacT € N0-BEPOATHO Aa cTpajar oT Hapyuwesa 6n0peuna dyHkLuA (BK.
TouKa 4.2).

YepHo Ha 6e3onacHoCT

HM3uckBa ce BHUMaHuE NPH NALMEHTH ¢ HapylleHa yepHoapobua ¢pyukuus. [lonobHo Ha apyrure
HCIIBC, moxe na ce Habsro1asa 11pexo/1HO JIEKO TMIOBHILIEHHE HA HAKOW YEpHOAPOOHH nMapamMeTpu u
3HauuMo noBuucHUe Ha ASAT u ALAT. B cayuyait Ha 3Ba4MTESIHO MOBHILEHHE HA TE3H 11apaMeTpH,

JIe4eHUETO TPAOBA na ce NpeyCTaHOBH.

[lauyeHTUTE B CTAPUECKA BB3PACT € MO-BEPOATHO Ja CTPAJAT OT HapylueHa YepHoApoOHa GyHKLHA
(8. TOUKA 4.2).

ChbpeyHO-CHAOBA U MO3bYHO-CHA0BA O€30MaCHOCT
HeobxoauMo € 1a ce OCUrypaT NoaXoa41uo HabnoaeHne M ChBeT Npu NAUMEHTH ¢ aHaMHe3a 3a
XHUIIEPTOHUA W/ WK JieKa 10 YMepeHa chp/euHa HeaocTaTb4yHOCT. HeobxoaumMo e cneunanto
BHHUMAaHHE MPH NaLKMECHTH ¢ aHAMHE3a 3a ChpAcYHO 3abonsBaHe, 0cCOOESHO NPH Te3H C NMpealleCTBaIH
eMU30N Ha ChbpACYHA HEJOCTATHUYHOCT, Nopaad GakTa, Ye € HAIMLE MOBHUIEH PHCK OT OTKIIOUYBAHE
Ha ChpAEYHA HEAOCTATHLYHOCT, Thid KaTO MMA ChODLIEHHS 33 3aAPBHXKKa HA TEYHOCTH H OTOLIH,
cBbp3aHH ¢ eueHrero ¢ HCIIBC.

\
\



[laumeHTH C HEKOHTPONMUPAHA XUIIEPTOHMA, 3aCTOHHA ChpJAEYHA HE/IOCTATHYHOCT, IOKa3aHa
HcxeMuuHa fonecT Ha ChpuUeTO, 3a00NnaBaHe Ha NepUPEpHHUTE ApTEPHH W/IWIH MO3BYHO-ChA0Ba Honect
TpAOBA J1a ce NEKYBaT ¢ ACKCKeTONnpodeH caMo cnea BHHMATE/THA OLCHKA. 1aKaBa OLleHKa TpsOBa na
ce MIPABY M MPEIH 3anoyBaHe Ha ABLJINOCPOUHO JIEYEHHE MPU NalMeHTH ¢ PUCKOBH (GaKTOpH 3a
ChPAEYHO-ChAOBH 3a00/1ABaHHA (HANp. XUIIEPTOHHA, XMIIEPJIHITHAEMHA, 3aXapeH 1ualerT,
TIOTIOHOMYLIEHE).

Bceuukun HCIIBC morar aa uuxubupar TpoMOOLIMTHATA arperalys 4 1a yAb/DKAT BPEMETO HA KbpPBEHE
ype3 HHXUOUpaHe HA NPOCTATIAHAMHOBATA CHHTE3a. B KOHTPO/IMpaHH KIIHHUYHH H3MTUTBAHHUA €
MPOYYE€HO €HOBPEMEHHOTO NPWIOKEHHE HA NEKCKETOnpodeH H NMpodHIaKTHYHH A03H
HUCKOMOJIEKY/IEH XETIAPHH B MOCTONCPATUBHUSA NICPHOL, MPH KOETO HE ca HabnionaBaHu ehexkTH
BLPXY KOAryJauMOHHHTE napaMetrpy. HezaBUCHMO OT ToBa, MALMEHTH, ITPHEMALLIM JICKapCTBA, KOMTO
MOBJIUABAT XEMOCTA3ATA, HANp. BapapyUH WK JPYrH KyMapHHH WIK XeNapuHH, TpAOBa BHUMATEHO
[1a ce TIpoCneaaBar npHy npwioxkeHue Ha aekckeronpoden (Bx. Touka 4.5).

[latmeHTHTE B CTAapyecKa BL3pacT € MO-BEPOSTHO Ja CTPaAaT OT HapylleHa ChbpPAeYHO-ChI0BA
byuxuma (Bx. ToOuKa 4.2).

KoxxHH peakiiuu

CepUO3HH KOXHH peakLyH (HAKOH OT TSX PATanHKU), BKIIOYHTENHO eKCPONHATUBEH AEPMATHT,
cuHApOoM Ha CTHBBHC-J/DKOHCHH H TOKCHYHE EMMHAEPMAIIHA HEKPOIH3a, ca Cho0IaBaH MHOIO pAAKo
BbB Bpb3Ka ¢ npuiokeHruero Ha HCIIBC. PucksT OT Te3n peakiuM H3riexaa € Hali-BHCOK B
Ha4yanioTO HAa TepalluaTa, KaTo B MO-rOoAMAaTa YacT OT CyHauTe HAYAIOTO HA PEaKLIMHUTE € Npe3
MbpBUsA Mecel OT Tepanuata. Jekckeronpoder Copapma HHKXEKUHOHEH/HHPY3IUOHEH Pa3TBOP
TpAOBa [1a ce NpeyCTAaHOBH IPU ITLPBATA MPOABA HA KOXKEH OOPHB, MYKO3HH JIC3UH WIH APYT MPH3HAK
Ha CBPBbXUYBCTBUTEIHOCT.

Jpyra ungopmanus

CreunyanHo BHUMAHKE €€ U3UCKBA NMPH MALMEHTH:

- ¢ BpoAeHH 3abonsaBaHus, CBbpP3aHH ¢ MeTabonnsMa Ha NopPHPHUH (HAMp. OCTPAa HHTEPMHUTEHTHA
nopdupus);

- ¢ Aexuaparauus,

- HEMOCPEACTBEHO Clie/] ro/itMa XMpypruyHa onepaiusi.

AKO JIeKyBalIMAT JieKap CMHUTA 3a HAJIOXKHUTE/HA MPOABDKHTENHATA TEPAIHA C ASKCKeTonpodeH,
He0OX0aUMO € fa ce NMpoCcneasraT NepuoAMyHo uepHoapobHaTta u 6Hro6peunara gyHKUNA, KAKTO H
KpbBHATA KApTHHA.

Texkxku OCTPH peakuMu Ha CBPBXUYBCTBUTENHOCT (Hanp. aHapWIAKTHYEH 1IOK) ca Ha0/1101aBaHH B
MHOT'O Pe/IKH ciy4au. Jledenuero TpaOBa Aa ce npeycTaHOBHU MPU MEPBUTE NMPH3HALM Ha PEaKLMH Ha
CBPBXYYBCTBHUTEIIHOCT, MOMYYEHH ClIeH NpuUiarale Ha gekckeronpoded. B zaBucumoct ot
CHMIITOMHTE, TpAOBa Ja ce 3aN04HAT ChbOTBETHHTE HEOOXOAHUMH MEOUUMHCKH MPOLIEAYPH OT
MEAMLIMHCKH CIIELHAITHCT.

[TaumeHTH ¢ acTMa, KOMOMHHMpAHA ¢ XPOHHYEH PUHHUT, XPOHHYEH CHHY3HT W/HIH HA3a/THA MOJIKIO3a,
UMAaT M0-BUCOK PUCK OT a/lepryus KbM aleTwicanuuuiora kuceanda wwin HCIIBC, B cpaBHeHHE ¢
obwara nonynauus. [Ipunaranero Ha TO3M JIEKAPCTBEH NPOAYKT MOXE A NIPEAHUIBHKA aCTMATHUYEH
NpUCTRIN WK BpoHxocnazbsM, 0COOEHO NMPH JHLIA, AleprHuHH KbM ALIETHICATMLMUIOBA KUCEIMHA MK

HCTIBC (Bx. Touxa 4.3). TN
S

[To n3xmodeHue, BapHLenara Moxe Aa Obae B OCHOBaTA Ha CEpHO3HH HH(EKLIH
KOXKaTa K MEKMTE TbKaHH. KbM JHelllHa JaTa He MOXe jJa € H3KJTIOYH MPHH
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Jlexckeronpoden Codapma UHXKeKLIHOHEH/HHDY3HOHEH pa3TBOp TpA0Ba Aa ce npujiara BHUMATETHO
IpH MALHEHTH ¢ XEMOTOETUYHM HapYLIEHWA, CHCTEMEH JIYIYC ePUTEMATOAEC HIIM CMECEHA
CBEAUHHTETHO-TbKaHHA GoMecT.

[Tonobuo Ha apyru HCIIBC, nekckeronpodeH MOXe fa MaCKHpa CHMITTOMHTE HA HHPEKLHO3HH
3a00n9BaHMA. B H3onupaHu ciiydaH € ONKMCAaHO YTEXKHABAHE HA MEKOTbKAaHHU UH(EKLIMM B NMpEeXoaHa
BpB3Ka ¢ npunoxxeHuero Ha HCIIBC. ETo 3amo Ha nauyesTa ce npenoprusa He3abaBHO Aa ce
KOHCYIITUpA C JieKap IpY NosBa Ha CHMOTOMU Ha DaktepuanHa MHPEKLUUA WIH BIOLIABAHE HA
CBCTOSHHETO MY [10 BPEME HA JICYEHHUETO,

ITloMomnn BemMecTRA

Bcsaka ammmyna ceaspaka 12,35 06. % eraHon (ankoxon), .. o 200 mg Ha 1034,
€KBHBAJICHTHH Ha 5 ml 6upa, 2,98 ml BuHO Ha no3a.

BpeneH e 3a xopa, cTpajaity OT aIKOXOJIHIBM.

Ha ce n3nonssa ¢ 0cOOeHO BHEMAHHE NIPH OPEMEHHH HUITH XEHM, KOHTO KBPMAT, Aclia H
BHCOKOPHCKOBH I'PYITH, KaTO NAaLHEHTH ¢ YepHOAPpOOHO 3ab0naBaHe UMM ENMUJIETICHA.

Tora nexapcTso chrabpaka mo-Manko ot 1 mmol Hatpuii (23 mg) B eaHa ammyna, T.€. MOXKe Aa ce
KaXe, 4€ NMPaKTHYECKU HE ChAbpIKA HATPHIA.

[lennarpuiHa nonyaanus
besonacHara ynorpeda npH Jela H IOHOWIY HE € YCTAHOBEHa.

4.5 BiaumoaeHCTBHE ¢ APYIH JIEKAPCTBEHH NPOAYKTH H APYrH GopMA HA B3aHMoAelicTBHE

[1o npuuunn 3a HCIIBC ca xapakrepHu cneaHdTe B3aUMOACHCTBHA:

Kombunayuu, xoumo ne ce npenopvueam.

e apyru HCIIBC (BrnrouMTEHO CENEKTUBHH HHXHOMTOPH Ha LIMKJIOOKCHIE€HA3a-2) ¥ BUCOKH JIO3H
canuuunath (>3 g/neH): eqHoBpeMeHHOTO MpHiioxeHHe Ha Hakonko HCIIBC moxe aa yBennuu pycka
OT CTOMALUHO-4YPEBHA 4384 HJIH KPbBOH3/IHB IIOCPEACTBOM CHHEPruieH e(deKT;

¢ anrtukoarynantd: HCIIBC morar aa yeunar edekture Ha aHTHKOArynaHTHTE, Hanp. sapdapHH
(Bx. TOouka 4.4), noOpagH BUCOKATA CTENEH HA CBbP3BaHE C IUTA3MEHHUTE NPOTEHHH HA
ACKCKETOIPO(dEH, KAKTO H NMopaay HHXUOHpaHe Ha TpoMOoLUTHATA PYHKLIHA H YBPEK/AaHE Ha
CTOMAIHO-4YPEBHATA JIMrapula. AKO KOMOMHHPAHOTO JIeUYeHUE HEe MOXe Aa ce u3berHe, € HeoOXOauMO
CTPUKTHO KIIMHMYHO HaOModeHUe U npocieaspaHe Ha KINHHYHUTE NapaMEeTPH;

® XElapHHU: NOBHIUEH PHCK OT KbpBeHe (nopaaH HHxubupaHe Ha TPOMOOLIMTHATA PYHKLHSA U
YBpEKAAHE HAa CTOMAIIHO-YpeBHATA MMraBuia). AkO KOMOHHUPAHOTO JIeYeHHE HE MOJKE Ja Ce
n30erde, € HeOOXOAUMO CTPUKTHO KIIHHHYHO HabNoACHUE M NpoCcNeIABaHE HA KITMHUYHHUTE
napameTpy;

¢ KOPTHKOCTEPOMIH: HAMUE € MNOBHIIEH PUCK OT CTOMAILHO-YPEBHA 93Ba WIM KPbBOH3IHUB (BiK.
Touka 4.4);

e autnii (onHcano € ¢ Hakoako HCIIBC): HCIIBC niosumasaT HHBaTa Ha JIMTHIi B KPBBTA, KOUTO
MOTaT J1a AOCTHI'HAT TOKCHYHH CTOMHOCTHU (MOHIbKEHA ObOpeUHa eKCKpeLHa Ha TUTHH).
CnenoBaresiHO TO3H napaMeTbp TPROBa Aa Ce NpOCneasBa MPH 3aMouyBaHe, aJanTHPaHE U
NpEeyCTAHOBABAHE Ha NEYEHHETO C AEKCKETONpodeH;

® METOTPEKCaT, H3MOJI3BaH BLB BHCOKM A03H OT 15 mg/ceaMuua unm noseye: 3acUieHa
X€MAaTOJIOrHYHa TOKCHYHOCT Ha METOTPEKCAT NOCPEACTBOM NTOHKKEHHE HA 6BOpeYHNA My KIIMPBHC OT
NPOTUROBL3NAJIUTENIHH CPEACTBA MO NMPHHLIMIL;

® XWIAHTOMHH H CYN(POHAMUIH: TOKCHYHHUTE e(PEKTH Ha TE3U BEIECTBA MOXKE

Kombunayuu, koumo uzuckeam npeonazHu Mepxu.

o auypeTulH, ACE-unxuburopu, aHTHOaKTEpHATHH AMHHOITTMKO3HIH H aHTAOF
aHrnoTeH3uH-1I-peuentopure: nekckeTonpodeH MoXe A2 NOHWKHN ePexTHTE HY ARYpeTHUMTE A HA
JPYIrH aHTHXHIIEPTEH3HBHH JekapcTBa. [Ipy Hakou nauueHTH ¢ HapymeHa 6LOpoYHa
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AeXUApaTHPaHH NALMECHTH WM NMAUHEHTH B CTAPYECKa BB3pacT ¢ HapylueHa OuOpeuHa QyHKLNA)
€OHOBPEMEHHOTO NPWIOKEHHUE Ha BElECTBa, KOUTO HHXubHpaT umkiookcHreHasara u ACE-
WHXHOUTOPH, AHIHOTEeH3HH-1I-pellenTOPpHU aHTATOHUCTH WIIH aHTUOaKTepHaIHH aMHHOTTMKO3HIM
MO3KE J1a J0BeAe 00 AOIThIHUTENHO HapylueHue Ha Ob0petHa QyHKLMA, KOeTO 0OHKHOBEHO €
obpatumo. B ciny4ait Ha KOMOMHMPaHO NPEANMCBAHE HA JIEKCKETONPOMeH U AMYPETHK € BAXKHO Ja Ce
OCHTYPH aJACKBATHO XHUIpaTHpaHe HA NALHEHTA K Aa ce u3caenpa ObOpeuHaTa GyHKUMA NpH
3aMOY4BaHE Ha JIeueHUeTOo (BK, TOUKa 4.4);

® METOTPEKCAT, U3MOJI3BAaH B HUCKH 103M, NO-MaNKo OT 15 mg/cenqMuLIa: XeMaTonoriyHara
TOKCHYHOCT Ha METOTPEKCAT M0 NPHHLIMI €€ 3aCHIIBA MOCPEACTBOM NOHUKEHHUETO Ha OBOpEeUYHHA My
KIIHPBHC OT NMPOTHBOBL3NAIMTE/IHM cpeacTea. ExxeceAMUYMHO U3cneBaHe HA KphBHATA KAPTHHA mpe3s
MbPBHTE CEIMHULIM OT KOMOMHMPAHOTO JiedyeHue. BHUMaTenHO HAONIOACHHE NPH HATHYHE JOPH M HA
neKo yspexaaHe Ha 0b0peunara ¢yHKLMA, KAKTO ¥ NIPU IALMEHTH B CTApYECKa Bh3pacT;

® MEHTOKCU(WIUH: IOBHILECH PHCK OT KbpBeHE. [10-aKTHBHO KIMHWYHO HAOMIOAEHHE 1 T10-4E€CTO
H3c/ielBaHe HA BPEMETO HAa KbPBEHE;

¢ 3HIOBY/HH. DHCK OT 3aCHJIBaHE Ha TOKCUYHOCTTA BEPXY CPHTPOLIMTHATA PEAMLA NIOCPEACTBOM
NCHCTBHE BBPXY PETHUKYJIOLHMTHTE C Bb3HHKBAHE HA TE€KKA AHEMHMA €1HA CEAMHIIA CIE]] 3aNoYBaHe Ha
HCIIBC. Ilpoeepka Ha nbiHaTa KpbBHA KApTHHA ¥ OpoA HAa PETHKYJNIOUMTHTE €AHA A0 JBE CEAMHLIU
cjen 3ano4ysaHe HA neueHuero ¢ HCIIBC;

e cyndanunypeinu nekapcrea: HCIIBC Morar aa 3acumaT xunornukeMuuHunsa edekT Ha
cypaHUNypeHUTE JIeKapcTBa NOCPEACTBOM H3MECTBAHETO MM OT MECTaTa 3a CBLP3BaHE C
TUTA3MEHHUTE [TPOTCHHH.

Kombunayuu, xoumo mpabea da ce umam npeoguo.

e Oera-6mokepu: neuennero ¢ HCIIBC moxe na noHMXKH aHTHXHAEPTEHIUBHOTO UM JIeHCTBHE
MOCPEACTBOM MHXUOHMpAaHE Ha CHHTE3aTa Ha NPOCTArIaHIUHUTE;

® [MKJIOCIIOPHH H TAKPOIUMYC. HedPOTOKCHYROCTTA Moxe aa ce 3acuin ot HCIIBC, nocpencterom
npocrarnaHguH-MeuHpaH edext Bpxy 6x0peumre. [To Bpeme Ha KOMOMHHpaHO NeueHue TpabBa Aa
ce nicneasa OpbpeunaTa pyHKLMS;

® TpPOMOONUTHLIK: MOBULIEH PHCK OT KbPBEHE;

® AHTHTPOMOOLMTHH JICKAPCTBA H CEACKTUBHHM MHXHMOUTOPH HAa 00paTHOTO 3axBallaHe Ha

cepoToHHHa (SSRIS): MOBUILEH PUCK OT CTOMAIIHO-YPEBHO KbpBeHe (BXK. Touka 4.4).

¢ npoOCHEUHA: IU1a3MEHUTE KOHLCHTPALHU Ha JeKCKeTonpodeH MOoXKe ia ¢€ [IOBUINAT, TOBA
B3aHMOJCHCTBHE MOXKE Ja C€ J/DKH Ha HHXMOHpaHe Ha MACTOTO Ha 6b0peyHaTa TyOyHa ceKpelsa U
Ha MIIOKYPOHOBATa KOHIOalMA ¥ U3HCKBA aAallTHPaHe Ha 403aTa Ha JekckeTonpodeH;

e cohpaeuHH ravkosuau: HCIIBC morar aa yrenHuar rnasmMeHaTa KOHUEHTPALHA Ha MTHKO3HAUTE,

® MHQENPUCTOH: UMA TCOPETUHHHR PUCK KHXHOHUTOPHTE HA TIPOCTAarjaHAMHOBATA CHHTE3a AA
MPOMEHAT eKacHOCTTa Ha MUdernpucToH. OrpaHUYeHH JaHHH COYAT, Y€ €AHOBPEMEHHOTO

npunarade Ha HCIIBC B geHs Ha npwiarade Ha npocTarjiaHIHH He OKa3Ba HEONAronpHATHO BIIMSTHHE
BBPXY edEKTHTE Ha MHGPENPHUCTOH HIIH MPOCTArJaHAMH BHPXY Y3PABAHETO INHMKATA HA MATKATa KM
MATOYHHMA KOHTPAKTWIHTET H HE HAMAISBA KIIMHHYHATA €HKACHOCT NPH MEIHKAMEHTO3HOTO
[IpeKbLCBaHe HA DPEeMEHHOCTTa;

® XHUHOJIOHOBH AHTUOHOTHLIM. ONTUTHTE MPH XKHUBOTHH TTOKA3BAT, Y€ BUCOKH JO3U XUHOIIOHH B
komOuHauums ¢ HCIIBC morar ga ysenuuar pucka OT NposBa Ha KOHBYJICHH;

¢ TeHodOoBHp: eaHoBpemenHarta ynotpeda ¢ HCIIBC mMoxke na noByiuy riasMeHHUs ypeeH a3oT U
KpeaTHHHH, ObOpeuHaTa QyHkuua TpabBa Aa ce ciieqy, 3a Aa ce€ KOHTPONUPa NOTEHIHATIHOTO
CHHEPrH4HO BIIHAHHE BLpXY OnOpeuHaTa PyHKLHA;

e nedepasupokc: eaHoBpemenHara ynotpeba ¢ HCIIBC moxe fa yBenHuH pucka OT racTpo-
MHTE€CTHHATHA TOKCHYHOCT. Heobxoaumo e BHUMaTENHO KIMHRYHO HaOMoOaeHHe NpH KWC
aedepasupokc; /‘ei AWM 7, \?\
* neMeTpekced. egHoBpemeHHaTa ynorpeba ¢ HCIIBC moxe na Hamanu enumu
[MEMETPEKCE, CJIELOBATENHO TpAOBa 1a ce BHMMABA MIPH NPWIAraHe Ha Mno-BUCoO
NALHEHTH C JieKa 10 ymepeHa Ob0peyHa HeAOCTaTHUHOCT (KpeaTHHUHOB K.nanH:b of Z" ;1.0 9 mlh']:un) =
€AHOBPEMEHHOTO NpunoxeHue va nemerpekcen ¢ HCIIBC tpabsa na ce Hsﬁarﬂaz ‘mm npe,uu p‘i 2
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4.6 DeprRANTET, OPEMEHBOCT H KbHpMene

HekckeronpogeH CogapMa e NPOTHBOMNOKA3AH Mpe3 TPETH TPUMECThP Ha OPEMEHHOCTTA H MO BpeEMeE
Ha KbpMeHe (B3K. TO4Ka 4.3).

bpeMeHHOoCT
HuxnbupaneTo Ha [IPpOCTAriIaHIWHOBATA CHHTE3a MOXKE /14 MOB/IHAC HBﬁJ‘!&l“DI‘!pHHTHO OpeMeHHOCTTA

W/ WK eMOpHO-QeTanTHOTO pa3BHuTHE. [JaHHH OT ENMHAEMHONOrHYHH TIPOYMBAHHA MTOPAXKIAT OMACEHUS
34 MOBMIUEH PHCK OT abopTH M ChpaeyHa Man(OpMaLMA HIH FACTPOCXU3IKMC CAe/l MPUJIOKEHHE Ha
MHXHOHTOPH Ha NPOCTarIaHAMHOBATA CUHTE3a NPH paHHa OpeMeHHOCT. AGCOMKOTHUAT PHCK 3a
CbpACYHO-CHJOBH MaJihopMaLu ce yBeandana oT oA 1% 10 okono 1,5%. Cuura ce, ye pUCKBT ce
NOBHILABA C YBEJIMYABAHE HA J103aTa U IPOABL/IKHTEIIHOCTTA Ha JeueHHeTo. [IpH »uBOTHH e
HEMOHCTPHUPAHO, Y€ HHXHOHTOpUTE HA NPOCTArNaHAWHOBATA CHHTE32 BOJAT JI0 YBEIHYEHH Npe-H
[MOCTUMIUIAHTAUHOHHHM 3aryOn u emOpuo-Qeranen neraaurer. B jombaHeHue, IpH NPUIOKEHUE Ha
MHXMOMTOPH Ha NpOCTarjiaHAWHOBATA CHHTE3a APH XKMBOTHH MO BPEME Ha OpraHOreHe3ara ce
HabmoRaBaT pa3TUYHH MAIPOPMALIMH, BKIIOUHTENHO U ChPACYHO-CBAOBH. He3aBHCHMO OT TOBa,
NPOYYBAHHATA MPH HUBOTHH C AEKCKETOINpPOdEH He ca MOKA3aJIH penpOAyYKTHBHA TOKCHYHOCT (BXK.
Touka 5.3).

Ot 20-Ta ceamMHLa Ha OPEMEHHOCTTA HATaThK, yroTpebaTa Ha AekckeronpodeH Moxe Aa NMPHYHHH
OJIMIOXH/IPAaMHHOH B pe3YyJITaT Ha HapyleHHEe Ha ObOpeunara dyHkuua Ha peryca. Tosa Moxke na ce
CJIy4H CKOpO CJIe]] 3aMOYBAHE Ha JICUEHHETO H OOMKHOBEHO € 0OpaTHMO NIpU npekpaTABaHeTo My. [lo
BpeMe Ha NbpPBHA U BTOPHA TPUMECTHP OT OpeMEHHOCTTa JekckeronpodeH He TpaOBa aa ce npunara,
OCBEH aKO HAMA KaTeropHYHa HEOOXOAUMOCT. AKO JAEKCKETONPOdEH C€ H3ION3BA OT KEHH, KOUTO Ce
OINUTBAT /4 320pEMEHEAT WIH [0 BpeMe Ha ITbPBH WK BTOPY TPHMECTDbP Ha OpeMeHHOCTTa, 1034Ta
TpAOBa 1a C€ NOARbPKA HUCKA W NPOAB/IAKHUTE/THOCTTA Ha JieueHHe TpsabBa 1a € BL3MOXKHO Hail-
Kpatka. Ciea eKCno3suuusa Ha AEKCKeTonpodeH B MpOAb/DKEHHE HA HAKOJIKO AHH oT 20-Ta
recTallHOHHa CEAMHMLIA HATATHK TPsOBa Ja ce OOMHUCIHM aHTEHATAITHO MPOC/eAIBaHe 3a
OJIMrOXHApPaMHHOH. JlekckeronpodeH TpAdBa 1a ce npeyCTaHOBH, aKO €€ YCTAHOBH
OJIMrOXUAPAMHHOH.

[Io Bpeme Ha TPETH TpUMeECTLP HA OPEMEHHOCTTA BCUUKY MHXHOUTOPH Ha NpocTaniaHANHOBaTa
CHHTE3a MOXKE Ja H3J1arat riojaa Ha:

- KapJAHOMY/IMOHAPHAa TOKCHYHOCT {C NMPEXACBPEMEHHO 3aTBAPAHE HA JYKTYC apTepHo3ycC W
denonpobHa XunepTonua);

- HapylwueHa 6b0pedHa QpyHkuUus, (BXK. MO-TOpE);

a Maifikara 4 IIOALT B Kpas Ha OpeMeHHOCTTa Ha:

- BE3MOXKHO YIBJDKaBaHE HA BPEMETO Ha KbpPBEHE, aHTUArPEraHTeH e(eKT, KOMTO MOJXKeE J1a ce
Habnawonasa JOPH NPH MHOTO HUCKH JO3M;

- MOTHCKAHE HA MAaTOYHHUTE KOHTPAKLHH, KOETO RO A0 3aDaBEHO UM YALLKEHO paXKJaHe.
Cre10BaTeIHO AEKCKETOINPO(EH € NPOTHBONOKA3AH [0 BPEME HA TPETHA TPUMECTBD Ha OpeMeHHOCTTa
(BHxxTE TOUkKH 4.3. U 5.3).

Kspmene
He e n3secTHO AaaH AekckeTonpodeH ce m3nb4Ba ¢ KbpMara. JlekckeTonpodeH € NpOTUBONOKAa3aH Mo
BpeME Ha KbpMEHe (Bx. T. 4.3).

DepTUIUTET -
[logobHo Ha apyrure HCIIBC, npunoxkxeHneTo Ha aekcketonpogeH MOoXe Ja NOH A
Ha )X€HATa U He Ce€ NPENnopPBUBa MPU KEHH, KOUTO CE ONMUTBAT Ja 336peMeHeﬂT

NpEYCTAHORABAHE HA JICYEHHETO C JeKCKeTOonpodeH.
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4.7 EdexTH BLpXy cnocofnOCTTA 32 MOPpHpaHe H paboTra ¢ MALIHHA

HexckeronpodeH CodapMa HHKEKUUOHEH/MHPY3HOHEH Pa3sTBOP MOXE Aa NPUYMHH HEXEIaHH
peaKLMM KaTo 3aMasHOCT, 3PUTETHHM HAPYLUIEHMS W ChHIMBOCT. TOBa MOXKE Aa AOBEJE A0 MOHWKEHU
BL3MOKHOCTH 32 peakiyd 4 38 aKTHBHO YYaCTHE B YJIMYHOTO ABHIKEHHE, KAKTO U 3a MOHWKXEHA

BB3MOKHOCT 32 paboTa ¢ MALLIHHM.

4.8 Hexe1anH JIeKapCTBEHH peaKlnn

B tabnuiara ca orIMcaHH HEXKEIIaHHTE pC€aKliMHi, KOHUTO Ca ITOHC BEPOATHO CBBP3aHH C

JAeKCKeTOnpodeH B KIIMHUYHH NPOYYBAHUS, KAKTO H HEXEAHUTE PEaKLMU, JOKIAIBAHH B MOCT-
MapKETHHIOBHSA TIEPHOJ, NIOAPEAEHH MO CHCTEMO-0PraHHa KiIacu(PHKaLMA U HO YECTOoTa.

CucremMo-oprauna YecTH Hedecrn Penxn Muoro peaxn
KJIACHPHKAUHS (>1/100 oo (>1/1000 zo (>1/10 000 no (<1/10 000)
<1/10) <1/100 ) <1/1000)
HapymeHnns Ha - AneMus --- HeyrponeHus,
KPbBTA H TPOMOOLIMTOIIEHUS
JEMGbHATA CHCTEMA
HapymeHHsa Ha --- --- OToK Ha napuHKca AHadunakTHYHA
HMYHHATA CHCTEMA peakuus,
BKJIFOYHTENHO
aHaIAKTH4CH
LIOK
Hapymenns na --- --- XHUNEprinkeMus, -
MeTaboaH3Ma H XUMOrIMKEMHUS,
XpaHeHeTo XHANEPTPUTTTHLECPUAEM
Wi, AHOPEKCHUA
Icuxuunn --- bescbHUE --- ---
HApPYIICHHS
Hapymenus Ha -—- [‘naBobonune | [Napectesuu, cuHkoON a—
HEpPBHATA CHCTEMA 3aMasiHOCT,
CLHJIMBOCT
Hapymenns ga --- 3aMBIIIeHO --- -—-
OYHTE BHXKJaHE
Hapymenns ra - --- Tunutyc ---
| YXOTO H JIabHpHHTA
Copaeunn --- --- Exctpacucronm, “--
HapynieHny TaXMKapAHA
CopaoBH HApDYIIEHHR | --- XHNoToHua, | XWNEepTOHUSA, ---
ropetu NOBBPXHOCTEH
BBJIHH TpoMboduebuT
Pecauparopun, --- --- BpagunHes bponxocnasbm,
rPhLAHH H -
MeAHACTHHAIHH et AR 5 SN
‘:ff“" e T ‘-{‘f_‘f__ N
HAPYIICHHSA ‘ . SN
CromamHo-upeBHH | ['ajeHe, Kopemna IlenTuuHa s3Ba, 1 \[IaHkpeaT
HapymeHns NOBpBLIAHE bonka, KPbBOH3JIMB OT
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AHUCIIETICHA,

[NICITTUYHA A3Ba WIH

Auapus, nepgopanusa Ha
KOHCTHINALMA, | TENTHYHA 93Ba (BXK.
XxeMaremMesa, | Touka 4.4)
CYyXOTa B
ycrara
Xenaro-OnHaApHH --- “-e XenatoueayjaapHO ---
HapyIeHUs YBPEXKAAHE
Hapymenns HR --- Hepmarur, YpTukapus, aKHe Cudapom Ha Stevens-
KOXKATA H chpbex, Johnson,
NOAKOKHATA ThKaH KOXeH obpus, TOKCHYHA
NOBUUIEHO enuacpMalHa
H3MOTABAHE HEKpOU3a
(cMHOpPOM Ha
Jlaiien),
aHTHOEeEM,
dalaieH OToK,
peaklHMu Ha
$OTOUYBCTBHTEAHOCT
Hapymenns Ba --- --- MycCKynHa CKORAHOCT, | ---
MYCKYJIHO- CTaBHA CKOBAHOCT,
CKeJIETHATA CHCTeMA MYCKYJIHH KpPaMIlH,
H CheAHHHUTE/IHATA bonku B repba
THKAH
Hapymenus na --- --- Octpa OL6peunHa Hedput unu
6nOpennre n HELOCTATHYHOCT, He(pOTHUYEH CHHAPOM
NHKOYHHATE NHTHINA NoJINypHi, bonka B
61v0peuuTe,
KeTOHYpHA,
[IPOTEHHYPHA
Hapywenus na -ne --- MeHcTpyanHu ---
BBb3IPOH3BOAHTE/THR HapyLICHUA,
TA CACTEMA H 3acAraHe Ha
rLpPAATA npocTarTara
O6mnu napymenns | bonkas Bucoka H3tpbnBane, -e-
H eexTH Ha MACTOTO Ha TeMIeparypa, | nepudepeH 0ToK
MACTOTO HA HHXXEKTHpaHe, | OTIaAHAIOCT,
NpaIoKEeHHE peakLMH Ha OONKH,
MACTOTO Ha BTPHUCAHE
MHXCKTHMPaHET
o,
BIJTEKOUMTETHO
Bb3NaEHUE,
NOCHHABAHE
HIIH
KPbBOH3IIHB
HaciieaBaRus --- -—- AOHOpMHH
YepHOAPOOHU H
(G YHKUHOHATHH |
TECTOBE
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Haii-uecTo HaOnoaaBaHuTE HEXENAHW PEaKLIMH ca CTOMaIHO-4peBHH. Moxe 1a ce Habmoaasar
NenTHYHa A3Ba, nepdopauma WIH CTOMAUIHO-YpEBEH KPhBOU3/IHUB, MOHAKOra GaTalHH, 0COOEHO B
cTapyecka Bh3pact (BXK. Touka 4.4). Cnen npunoxenue ca ceobmaBaim rajeHe, noBpbilaHe, JHapH,
¢aryneHLMs, KOHCTHIIALMA, AMCHENCHA, KopemMHa Honka, MejieHa, XeMaTeMe3a, YIUEpO3eH CTOMATHT,
ek3aLiepbatiua Ha konut Wi 6osect Ha Kpod (BK. Touka 4.4). I[To-psaako e HaGnroaaBaH racTpur.

MMa choOLIEHHA 32 OTOLM, XMIIEPTOHHMA M ChpJAEYHA HEOCTATHYHOCT, CBbP3aHH ¢ ynoTpebara Ha
HCIIBC.

Kaxto u npu apyru HCITIBC, morar ga ce nossat ¥ cieIHUTE HEXENAHH IEKAPCTBERH PEaKIMH:
ACENTHYEH MEHHHTHT, KOMTO C€ NpOABABa HAW-BEYe PU MALMEHTH CBC CHCTEMEH JIYIYC
EPHTEMATOAEC HIH CMECEHA CHEAUHMTETHO-TEKAHHA 00NeCT; XeMATONOrHYHH peakuyH (mypnypa,
aryIacTU4YHA ¥ XeMOJIMTHYHA aHEeMHUA, PAAKO arpaHyIoLMTO3a HITH KOCTHO-MO3IBYHA XHIIOIUIA3HA).

byno3nu peakiiiy, BKIIOYHTENHO CHHAPOM Ha Stevens-Johnson u TokcuuHa enuaepManHa HEKpoIn3a
(MHOrO pAIKO).

KiHHYHH npoy4BaHus H €MMIEMHOIOTHYHH JaHHH NOKa3Bar, ye ynorpebara Ha Hakod HCIIBC
(ocobeHo BBLB BUCOKH I03M M OPH MPOABKHTETHO NPHIOKEHHE) MOXKE /1A € CBbP3aHa C JIEKO
MOBHIIEH PUCK OT apTepHAIHU TPOMOOTHYHM CBOUTHA (HanpuMep MHOKAPAECH HHPAPKT MK HHCYJIT)
(k. T. 4.4).

CrobLiaBaHe Ha IOAO3IMPAHH HEXEIAHH PEaKLINH

CboOlaBaHeTo Ha NOLO3MPAHH HEXKEJTAHH peaKLiMM clie]l pa3peliaBaHe 3a ynorpeda Ha 1eKapCTBEHUA
MPOAYKT € BaxkHO. ToBa N03BO/NABA Aa NMPOABLIDKH HaOJIOIEHHETO HA ChOTHOLIEHHETO NON3a/PUCK 32
JeKapCTBEHHA NPOAYKT. OT MEAHLMHCKHTE CIEHHATUCTH CE H3HCKBA Aa CHOOIIaBaT BCAKA
MOJO3UPaHa HEXEaHA peakilks Ype3 HALMOHAIHA CHCTEMA 3a Cho0LIaBaHe B

A3nbiiHMTENHA areHUUs 1o J1eKapcTBaTa

yi. ,,Jlamad I'pyeB” Ne 8,

1303 Codus,

Ten.: +35928903417,

yeOcaitt: www.bda.bg.

4.9 Ilpenosnpane

He ca n3sectHu cummrromure npy npegosupare. [lonoOHM nekapcTBeHU NPOAYKTH BOASAT [0
CTOMALLHO-4YPEBHH (MOBPBIIAHE, AHOPEKCHA, KOpeMHa B01xa) 1 HEBPONIOrHYHH (CHLHAHBOCT, BEPTHIO,
AE30pUEHTALHA, I11aB000IME) HAPYILCHMS.

B ciay4yaid Ha HenpeAyMHLILIEHO NPeAO3HPaHEe UK NMPHEM ce Hanara He3a0aBHO CUMITOMATHYHO
JIEYEHHEe B 3aBHCHMOCT OT KIIMHHYHOTO ChCTOSSHHE Ha nauuenTa. /lekckeronpodeHn TpoMeTaMon Moxe
na ¢€ CNMMHHHPA ¢ AHA/IM3A.

5. ©OAPMAKOJOIHYHU CBOHCTBA

5.1 apMakoaEHAMHYHH CBOlCTBa

-
PapmakoTepanesTrdHa rpyna: [IpoTHBOBB3INANUTENHH H AHTUPEBMATHYHH g,yq%;kﬁ;';“*‘- R AN
Hectepouanu, [Tpou3BoAHM Ha MPOMHOHOBATA KHCENMHA S/ it NB
ATC xon: MO1AE17 A A
HexkckeTonpodeH TpoMeTaMon € TPOMETAMHUHOBA ol Ha S-( +)-2-(3-6eH3oun ) nponuﬁﬂpga W
KHCEJIHHA H € JIEKAPCTBEH NPOAYKT C aHANTE€TUYHH, MPOTHBOBBIMAIHTEIHH H Hp’hﬂﬂﬂu %f‘ ;
W -t?s,;.: '“5:\1 3
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CBOMCTBA, KOHTO MPHUHAAIEKH KbM IrpynaTa Ha HECTEPOMAHMUTE NPOTHBOBBL3NAJINTEHH CPEeICTRA
(MO1AE).

MexaHU3BM H3 JCUCTBHE

MexaHH3MBT Ha AEHCTBHE HAa HECTEPOHIHHTE [IPOTUBOBBLINAIIUTENIHH CPEJCTBA CE€ CBBP3Ba C
HAMAIIBAHE Ha NpocTarjlaHAHHOBATA CHHTE3a 4Ype3 HHXHOHpaHe Ha LIMKJIOOKCHIeHa3aTa.
[lo-cneumanao Hanuue € HHXHOHpaHe Ha NPEBPBLIAHETO HA APAXHAOHOBA KHCENHHA B LIHIJTHYHA
enpgonepokcuaasu, PGG2 u PGH2, xouto obpasysar PGEl, PGE2, PGF2a u PGD2 u ¢wiuo
npoctauriiveK PGI2 u TpoMbokcanu (TxA2 u TxB2). Oceen ToBa, mHxubupaHeTo Ha
NPOCTArJIaHAHHOBATA CHHTE3a MOXKE 4 MOBJIHAE U APYTH MEIHATOPH Ha BB3MAICHHETO, KHHUHHTE.
ToBa e eMH HHAUPEKTEH e(PEKT, KOHTO NOMbJIBA JUPEKTHOTO AEHCTBUE.

dapMaKoAHHAMHYHH edeKTH
B npoyuBaHusA NpH XKUBOTHHU M XOpa € JOKA3aHO, 4€ JeKCKeTonpogdeH HHXHOUpa aKTHBHOCTTA Ha

COX-1 u COX-2.

KaunuyHa edukacHocT M De3onacHocT

KnuHHYHH NpOyuBaHus BEPXY pa3iiuyHHA OONKOBH MOJENH AEMOHCTPHpPAT eheKTHBHA AHANTETHYHA
AKTUBHOCT Ha AEKCKeTOnpodeH.

AHaNreTHYHHAT €PEKT Ha ACKCKETONPOMhEH, MPHIOKEH MHTPAMYCKY/THO HNH

HHTPABEHO3HO MPH YMEpeHa a0 ciiHa Oonka, € JoKa3aH B HAKOMNKO NMPOYYBAHUA - XHPYPrHUHH
OoNKOBH MOAENH (OPTONEAHYHH, THHEKOMIOTMYHW/ KOPEMHH XHPYPTrHYHY ONIEPALIMH), KAKTO H NpH
MYCKYJIHO-CKeNeTHa Sonka (Moaeny npu octpa 60onka B KphCTa) H 6b0peyHa KOJIHKa.

B npoyuBaHHsiTa HAYAIOTO HA AHAJITETHYHOTO ACHCTBHE € OLP30, KaTO B pAMKHMTE Ha ITLPBUTE 45
MHHYTH C€ JOCTHIa MAKCHMAIIEH aHAITETHYCH e(deKT. [IpoabDKHTENHOCTTa Ha aHANMeTUYHHA e(eKT
npH npiioxkeHue Ha 50 mg aekckeronpodeH oOMKHOBEHO € 8 yaca.

KnuHHYHH npoy4yBaHus 3a J€4eHHE Ha nocToneparieHa 6071Kka AEMOHCTPUPAT, Y€ KOMOHHHPAHOTO
MPUIOKEHHE HA JEKCKETONPOPEH HIDKEKLIHOHEH/ MHHPY3HOHEH Pa3sTBOP H ONMHOMAH 3a0enexxHmMo
HaMaJIgBa J03aTa Ha oNHoKAa. B npoy4BaHus NpH nocrornepaTUBHa OOIKa NALHEHTHTE 0Ay4YaBaT
MOp¢HH 4pe3 anapar 3a KOHTpOJIMpaHa OT MaLMeHTa aHanre3us. IlauueHTHTe, NEKYBaHH ¢
ACKCKETOMNpPOogeH, ce HY)IAAT OT 3HAYHUTENHO NMo-Maiko Mopdhud (Mexay 30-45% no-mManko), B
CpaBHEHHE C MALUEHTUTE OT mauedo-rpynara.

5.2 QapMaKOKHHECTHYHH CBOiHCTBA

Abcopbiug
[1p# HHTPAMYCKYIHO NIPHAOKEHHE HA AEKCKETONPO(dEH TPOMETAMON Ha XOpa MaKCHMAaJTHU

KOHLUEHTpaluH ce gocturat Ha 20-ta muHyT2 (ot 10 no 45 MuHyTH). 32 eAHOKpATHH JO3H OT 25 mg 1o
50 mg, nnowrra noa xpusara (AUC, area under the curve) e nponopunonanHa Ha nNpUIOKeHaTa 103a
KaKTO MPH UHTPAMYCKYJTHO, TAKa U IIPU HHTPABEHO3ZHO MPHJIOKEHHE.

Pasnpeaencuue

[lono6HO Ha ApYrH eKapcTBa C BUCOKA CTENEeH Ha CBBP3BAHE ¢ TUTA3MEHHUTE NIPOTEHHH (99%),
obeMbT Ha pasnpeaeneHue uma cpeita croifaoct noa 0,25 Vkg. Bpemerto 3a nonypasnpeaeneuue e
cpenHo 0,35 yaca, a eMMMHHALIMOHHHAT NOJIY>KMBOT BapHpa okono 1-2,7 yaca.

B MHOrono308u papMakOKMHETHYHM M3NUTBaHUA € HabmogasaHo, ye Crax H AUC cnen
MHTPaMYCKYIHO ¥ HHTPaBEHO3HO MPHIOKEHHE HE CE PA3IMYABAT OT TE3HM, MOJIYUYEHH Ce NpHUIaraHe
Ha €AMHHYHA 0034, KOSTO MOKa3Ba Y€ He HACTHIBA aKyMYJIMpaHe Ha JIEKapCTBOTO.

buotpanchopmMaLms
Crnea npunoKeHHEeTo Ha REKCKETONPOPEH TPOMETAMON, B YPUHATA CE OT/e)A
€HaHTHOMEpA, KOETO JIEMOHCTPHPA, Y€ NPH XopaTa HAMa KoHBepcHA B R-(-)

EiuMHHKpaHE
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OCHOBHHAT ITBT HA ENTMMHMHUPAHE HA JACKCKETONPOQEH € MNIOKYPOHOBA KOHIOrauus U Noc/eapaiia
OBOpeuHa eKCKpelu.

| lauMEHTH B CTap4yecKka Bb3pacT

[Ipu 3apaBH xopa B cTapuecKka Bb3pacT (65 roaMHH M No-BL3PACTHH ), EKCITO3HLIMATA Ha JEKaPCTBOTO €
3HAYUTETHO MO-BHCOKA, B CPaBHEHUE C MIaau JOOPOBOIILY, Clell eJHOKPATHO U MHOTOKPATHO
NEPOPATIHO NMpUIOKEHHE (10 55%), NOKATO B MAKCUMAITHUTE MIA3MEHH KOHUSHTPALMH U BPEMETO 34
JOCTHIaHETO UM JIHIICBAT CTATUCTHYECKM 3HAYUMU pa3nvku. CpeAHOTO BpEME Ha [OJIYXKHBOT CE
yabJDKaBa Cllell €AHOKPAaTHO M MHOIOKPaTHO npuinoxeHue (a0 48%) v obUIHAT KNMPBLHC HaMaJsigBa.

5.3 Ilpeak/iHHRYHH JAaHHH 33 Oe3zonacHoCT

[IpeAKTMHUYHHMTE JaHHH NPU KOHBEHLIMOHATHUTE (papMaKoNOrHYHM M3NMUTBAHHA 34 H€30MacHOCT,
F€HOTOKCHYHOCT H HMYHO-hapMaKkoIorHuHa TOKCUYHOCT HE MOKAa3BaT 0COOEH PHCK 33 XOpaTa.
[IpoyuBaHHATA 33 XpOHHYHA TOKCHYHOCT NIPH MUIIKH H MAMYHH TIOKA3BaT JIMIICA HAa HEXKEJIaHH
nekapcteeHH peakuru (No Observed Adverse Effect Level, NOAEL) B no3a 2 nbTd no-BUCOKa OT
MaKCHMaJIHaTa Npenopbysata no3a npu xopa. [lpu MaiiMyHu npH no-BHCOKH 034 OCHOBHUSAT
HebaaronpuaTeH edekT, KOHTO ce HabonaBa, € KpPbB BBB (PeKaaTHnTe, HAMAIEHO HAaJIaBaHe Ha
TEJIECHO TEIJIO H B HAH-BUCOKATA [1033, CPO3UBHH CTOMAIIHO-YPEBHM J€3uH. Te3u epekTH ce nossaBaT
B 103H, ONpEREALUM CKCIIO3HIHA HA NEKapCTBOTO 14-18 mbTH NO-BUCOKA OT Ta3Hu NPH MaAKCUMAITHO
penopb4BaHaTa Ao3a NpH Xopa.

Hsama wiIMHHYHK NPpOYYBaHHA 32 KAHUEPOreHEH MOTEHLMAN MPH JXHBOTHH.

[Tono6Ho Ha uenns ¢papmaxonorudex knac HCIIBC, nekcketonpodeH MoXKe 1a NPHYUHHA TPOMEHH B
eMOpHO-(peTanHaTa MPexKUBIEMOCT IIPH KUBOTHHCKH MOJIENHU, KATO JEHCTBA KAKTO HHIHPEKTHO, Upe3
CTOMALIHO-YPEBHA TOKCUHHOCT NpH OPEMEHHHTE MalKH, TAKA H AHUPEKTHO BbPXY Pa3BUTHETO HA
U1o0/a.

6. ®APMALIEBTHYHH JAHHU

6.1 CnHCHK HAa DOMOIMHHETE BeOIECTRA

Etanon (96%)
Harpues xnopua

Hatpues XUAPOKCH]

Bona 3a MHXXKEKLIUH

6.2 HeChBMECTHMOCTH
Hexckeronpoden Codapma HmkekuuoHeH/ MHQY3MOHEH pasTBOp He TPAOBA [1a ce CMECBA B MAITBK
obeM (Hamp. B CIPUHLIOBKA) C PA3TBOPH HA ACNAMMH, IPOMETA3HH, NEHTA3OLMH, IETUANUH WK
XHAPOKCU3HH, Th{l KATO TOBA MOIKE Ja AOBEAE A0 NPELUITMTALIMA Ha pa3TBOpa.

PaspeneHure HHQY3HOHHH Pa3TBOPH CE MIPUIOTBAT, KAKTO € ONUCaHo B ToYKa 6.6., M He Tpabra ga ce
CMECBAT C [IPOMETA3UH WIH C MEHTA3OLIKH.
TOUKA 6.6.

6.3 Cpox Ha rognocTt

4 rOOUHH
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JloxazaHa € XUMHMYHA U (U3NUYHA CTAOUITHOCT CleA Pa3pexaaHe B CbOTBETCTBHE C YKA3aHHMATA, AaACHH
B TOUKa 6.6., 3a 24 vyaca npu 25 °C u 24 vyaca npu 2 °C no 8 °C.

Ot MuKkpoOHonoruyHa rneaHa TO4Ka NpUroTBEHUAT pa3TBOp TpAOBa Aa ce NPHIOXKH He3a0aBHO. AKO
HE Ce MPWIHKH BEAHAra, BpEMETO H YCIOBHATA Ha ChXPaHEHHE NMPeaH NPHIOKEHHE ¢a OTTOBOPHOCT
Ha norpeburens u oOMkHOBEHO He TpAOBa Aa Oble cbXxpaHaBaHO noseue oT 24 waca npH 2 °C po 8 °C,
OCBEH aKO pa3peXJaHETO HE € U3BBPLLICHO MPH KOHTPONMPAHH W BAITH/AUPAHU ACESITTHYHH YCTOBUA.
PasTBopsT TpsabBa na Ob/e 3aLHUTEH OT CBETIHHA NPE3 LIIOTO BPEME.

6.4 CrnenHanHn yCIOBHE HA ChXPAHCHHE

To3u nekapcTBeH NPOAYKT HE H3HCKBA CIICUMAIHM TEMIIEPATYPHH YCIIOBHA 3a CEXpAHEHHE.
AMITyJIUTE Aa ¢€ ChXpaHABAaT B KApTOHEHAaTa KyTH4, 3a [1a Ce NMPeAra3sT OT CBET/IHHA.
3a yCJIOBHSTA HA CEXPAHEHHE Clell paspexJaHe Ha NeKapCTBEHHA NPOAYKT BIXKTE TouKa 6.3.

6.5 Bua s chabpKAHAE HA ONAKOBKATA

JlekapcTBEHHAT NPOAYKT € AO3UPAH B AMITYJIH OT Ka(pARO CTHKIO THN 1, ¢ BMecTHMOCT 2 ml, ¢
MapKMpOBKa 3a OTBAapsAHE Ha amMnyid. Ha Bcaka ammysia HMa caMo3anernBall] ¢ce ETHKET.

1 (eqna), 2 (age), 5 (net) wm 10 (aecer) amnysn ca onakoBaHu B 6nucrep ot PVC donmo.
CuabpxaHue Ha onakoBkMre: 1, 5, 6, 10, 20, 25, 50 u 100 amnynu.

CeOoTBeTHUAT OpOit ONHCTEPH H TUCTOBKA C YKa3aHHA 3a ynotpeda ce nocTaBaT B KAPTOHEeHa
ONaKoOBKa.

He BcHukH BHIOBE ONMakoBKH Morat aa 6bAaT nmycHaTt B npoaaxoda.

6.6 CnennajiHH npeanazHu MepKH NPH HIXBbLPJAAHE

HexkckeronpodeH Codapma HHKEKUHOHEH/ MH(PY3HOHEH Pa3TBOP € MOKA3al CbBMECTHMOCT MPH
CMecBaHe B MaIku oO0eMH (Hamp. B CIPHHLIOBKA) ¢ HHXKEKLIMOHHM PAa3TBOPH HA XENapHH, JIMAOKAHH,
MOPGUH U TEODHIUH.

Hekckeronpogen CopapMa HHXKEKIIHOHEH/MHPY3HOHEH Pa3TBOP € ChBMECTHM ChC CIICHHTE
MaTECPHATH: MOJMITPOITHWIEH, MoadeTieH ¢ BUcoka ribTHOCT {HDPE) ¥ nonueTneH ¢ Hucka

mreTHOCT (LDPE).

3a npunoXXeHue noa GopMara Ha HHTPABECHO3HA HHPY3HA ChABPAKAHMETO HA €aHa aMmyna (2 ml)
HexckeronpogeH Cofdapma HHKEKLHOHEH/ MHPY3HOHEH pa3TBop TpAOBa aa ce paspeau B obeM Ao
30 mil w go 100 ml ot 0.9% HaTpues xnopua, 5% rioko3eH pa3TBOP WM pasTROp Ha Puxrep
nakrat. PasTBopbT TpadBa Ja ce pa3peay aCENTHYHO H [a Ce M1a3M OT €CTECTBEHA JHEBHA CBETIHHA
(Bxk. cbilto To4ka 6.3). PazpeacHuAT pa3TBOp € Mpo3pavHa TEYHOCT.

Hexckeronpogpen Codapma HHKEKUMOHEH/ HHPY3IHOHEH pa3TBOP € NpeHa3HAYEH 3a €IHOKPATHA
ynoTpeba K BCAKO HEM3MOJI3BAHO KonuuecTBO TpabBa na ce yuuwoxkH. [Ipeau npunoxkenuero,
pa3TBOPBT TPAOBa Aa ce MpoBepH BU3YAITHO AANH € OUCTHp W Mpo3payucH K He TpaOBa Aa ce H3MON3Ba,
aKo c¢ HabMOAaBaT YaCTHLIM.

Hewznonisauusar JCKAPCTBCH NPOAOYKT UK OTIIAABYHHTC MaTCPHAIN OT HETO Tpﬂﬁﬂa Ad CC
H3XBBPJIAT B CHBOTBETCTBHEC C MCCTHHTC H3IUCKBaHHA,

7. IIPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

CODAPMA A
yi1. Mnuencko moce 16, 1220 Codus, brarapus
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8. HOMEP(A) HA PAJPEHIEHHUETO 3A YIIOTPEBA

Per. Ne: 20200257

9. JATA HA ITBPBO PAZPEINIABAHE/TIOJHOBSABAHE HA PAZPEINIEHMETO 3A
YIIOTPEBA

Jlara Ha bpBO paspewaBaHe: 22.12.2020 r.
JlaTa Ha NOAHOBABAHE:!

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Hoemepu 2024
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