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2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Besaka kancyna chabpxa 115,85 mg MUHOUMKIIMHOB Xuapoxutopya auxuapar (minocycline
hydrochloride dihydrate), exeuanenten a 100 mg MuHouMKIMH (minocycline).

3a NBIHUSA CIUCHK HA MOMOLIHHATE BELLIECTBA BUXKTE Touka 6.1,

3. JEKAPCTBEHA ®OPMA
Kanicyna, rebpaa

Munouuxine Exodapm 100 mg kancyiu, TBLPAK ¢a IKBITO-OPAHIKEBH KAICYIIH, NBJIHH € XKBIT
XOMOT€HEH Mpax.

4. KUIMHWYHHA JAHHU
4.1 TepaneBTHunu nokazaHusi

Munonukiun Exodapm e nokasaH 3a Bb3pacTHH K Jelia Haa 12 roauHu npu JiedeHue Ha MHQEKLHH,
NPUYMHEHH OT YYBCTBHUTEIHH I"paM-nonoxuTenHu u ['paM-OTpHLIATETHH MUKPOOPTraHU3MH (BXK.
TOYKa 5.1), U NO-KOHKPETHO NPH CAeAHUTE HHPEKIIHH:
- HHudexuuu Ha kokaTa: aKHe;
- HMudexkuyn Ha quxaTeIHY MBTHINA: MTHEBMOHMS, NpuaobuTa B 0011ecTBOTO; Genoapoben
abcriec;
- HMudexuyu Ha cTOMALIHO-UPEBHHS TPAKT: OCTHP XOJICHUCTUT; XONAHIUT; GakTepHaita U
amebHa 1U3eHTepUs;
- Hudexkuuu Ha NMKOUHWTE NBTULIA: THETOHE(DPUT, THENUT, IPOCTATHT, LIMCTHT, HEFTOHOPEEH
ypeTpurt, npuunHeH ot Ureaplasma urealyticum v Chlamydia trachomatis,
- I'unexonoruuHn HHGEKUHK: HHOEKLMH, Pa3BHIIU Ce Clie/l paKIaHe WK abopT, METPHUT U
aJIHEKCHT HaH-uecTo npuuuHenu ot Chlamydia trachomatis.

Munouukiun ExodapM e nokasaH 3a npoduiakTika Ha MEHHHIOKOKOB MEHHHIHT MPH HOCHTE/H Ha
Neisseria meningitidis.

Tpabea na ce umar npenpua obULMATHHTE MPENOPHKY 3a NPaBUIIHA yNoTpeba Ha aHTHOAKTEPUATIHH
cpencTaa.

4.2 J03UpOBKa H HAYHH HA NPHJIOKEHHE

Zosnposka

Bw3pacmuu f
Jleuennero Tpabea na OGbae 3ano4Hato ¢ eaHokpatHa a03a ot 200 mg, nocneasaHaloT Ao03a ot 100 mg
Ha BCEKM 12 yaca.



[Ipu HeycnoXHEH TOHOpeeH ypeTpuT, obuyaiiHata no3a e 100 mg Ha Bcexu 12 uaca, B Npoab/KeHHE
Ha MOHE 5 OHMU.

IIpy Heyc0XKHEH HETOHOPEeH YPeTpHT, npuurHeH ot Chlamydia trachomatis una Ureaplasma
urealyticum, obnuatinata no3a e 100 mg Ha Bceku 12 yaca, none 7 gHH.

ITpn neuenuero Ha akHe ce npremar no 100 mg BeaHbK AHEBHO. JleueHreTo TPIOBA 1a MPOABLIDKH
MOHe 6 CeMHLUM U NPENOPBUHTENHO A0 MaKCUMYM 6 meceuia. OcobeHo BHMMaHKe TpAOBa 1a ce
00BbpHE, aKO JIEUEHUETO NPOIBIDKH MOBEYE OT 6 Meceld, Thil KaTO MOXE /1A Ce MOSABAT CHMNTOMM Ha
XenaTuT WM CUCTEMEH JIyImyC epuTemaroec. Jleuennero TpsabBa aa 6b1e He3abaBHO MpeyCcTaHOBEHO
NpH CbMHEHHKE 3a PA3BUTHETO HA Te3H CbCTOSHHSA (BXK. TOuKa 4.4),

[Tpyu npodunaxTHka Ha MEHHHIOKOKOB MEHMHIUT, ObuyaiiHaTa no3a € 100 mg Ha Bceku 12 uaca, 3a 5
Auu. Makcumannara qo3a He Tps6Ba Ja npesuiasa 350 mg npe3 nbpsus aed u 200 mg npes
NOCHEBALIUTE JHH.

Hayuenmu c 6vbpeunu yspescoanus
I1pn naupenTy ¢ 6L6peuHH yBpexaaHus, CyMapHaTa 103a Ha JIeYeHHTeTo Tpabsa 1a 6bae
peayuypaHa Ypes HaMaJIIHE HA JHEBHUTE JI03W WIIH yBellMYaBaHe Ha MHTEPBaAia MEX/y /IBa PHEMA.

Ileouampuuna nonynayus
Munouuknmu He TpabBa na ce u3non3ea ot Aelia noa 12 rogunu. [penopbuanara 103a 3a aeua u
IOHOLIM Haj 12 roguny e 50 mg Ha BcekH 12 vaca win 100 mg BeaHBk JHEBHO.

HayHH Ha npHnokeHHe

3a nepopajiHO TIPUITOKEHHE.

Kancynure Tpa0Ba na 6b1aT NOMTBIUAHH LETH, C JOCTATBYHO KOJIMUYECTBO TEUHOCT.

AbcopbunaTa Ha MHHOLMKIIMH MOXe Jia Ob/ie MOB/IMAHA OT IPUEMA Ha XPaHa WM MIIKO, BBIIPEKH e
Ce [OBJIUABA B MO-MAJIKa CTEMEH B CPABHEHHE C OCTAHAIIMTE TETPALUKIMHH.

4.3 IIpoTHBONOKA3aAHMA

CBpBbXUYYBCTBUTENHOCT KbM 2KTUBHOTO BELLECTBO, KbM [APYTH TETPALMIIIMHH MM KbM HAKOE OT
TIOMOLIHUTE BEILECTBA, U30pOeHH B Touka 6.1.

MUHOUMKIINH € NPOTHBONOKA3aH [PH NAKUEHTU C YSPHOAPOOHH HapyLIEHUS.
MHUHOLMKIINH € MPOTHBONOKAa3aH MpH MalMEeHTH ¢ Te)KKa ObOpeuHa HEA0CTATBYHOCT.

MHHOUMKIIMH € NPOTHUBOIMOKA3aH NO BpeMe Ha OPeMEHHOCT, KbPMEHHU W NPH Jela noj 12 roauHa
BB3pacT.

4.4 Cnennaanu npexynpesxieHHusi H IPeANA3HA MEPKH NPH ynorpeda

[Ipenu 3anouBaHe Ha Tepanus ¢ MUHOLMKIIHH, TpAOBA [a ce YBEpUTE, Y€ MaLUMEHTHT HAMA TPEIUILEH
ClTyyai Ha peakuys Ha CBPBbX4YBCTBUTENHOCT KbM TETPALIAKIIMHH.

Vnorpebarta Ha TETpaLMKJIMHH 110 BpEMe Ha Mepuoa Ha 356HO pasBUTHE MOXE J1a JIOBEIE 10 TpaitHa
NpoMAHA B LIBETA HA 3bOUTE W/UNK eMaiiJIHa XUIOIIIa3H.

Tpsa6sa na ce BHUMaBa ¢ ynorpebara Ha MHHOLMKJIMH MPH MALMEHTH ¢ YePHOAPOOHH U OBOpeunn
HAPYIICHHUS W KOraTo Ce NpHeMa 3a€HO C aJIKOXOJ UMK [PYTH XeNaTOTOKCHUHN MEINKAMEHTH,



Jloknaasany ca peiky ciyyan Ha aBTOMMYHHA XeNaTOTOKCHYHOCT, KAKTO M H30JIMPaHH ClTy4au Ha
CHCTEMEH JIYTyC €pPUTEMATOAEC WM BIOLIABAHE HA CHLIECTBYBAILl TAKbB. JICUEHHETO ¢ MUHOUMKIIMH
TpA6Ba na O6be MPEYCTAHOBEHO MPH M0SBATa HA MPU3HALA K CUMIITOMH HA CUCTEMEH JIyTyC
€pUTEMATONEC WIIH XENaTOTOKCUYHOCT.

Tpabsa na ce BHMMAaBa MpH NALKMEHTH C MUACTEHHUS FPABUC, Thil KAaTO ynoTpedara Ha TETPALMKIMRH
MOJ€E a IPUYUHH c1ad HEBPOMYCKYJIeH OI0KaxK.

KpbeTocaHa pe3sucTEHTHOCT MEXAY TeTPaLMKJIHHY MOXKe [a Ce pa3BUe NPH MUKPOOPTAHW3IMUTE U MPH
MaLUEeHTUTE MOXKE Na ce HabI01aBa KPBCTOCAHA YyBCTBHTETHOCT. JIeYEHHETO ¢ MHHOLMKITMH TpA6Ba
na 6be MpeyCTaHOBEHO, aKO C& HAOJIOAABAT MPU3HALM WITM CHMIITOMH 3a CBPBbXPACTEX Ha
PE3UCTEHTHH MUKPOOPTraHHU3MH (HAMNp. €HTEPUT, [JIOCHT, CTOMATHUT, BATHHUT, aHaJIeH NPYPUTYC MK
cTadHIOKOKOB EHTEPHUT).

Peakuuu Ha $oTOUYBCTBUTEHOCT ca GHIA HabIOAABAaHH [IPH MALMEHTH, JIEKYBAHH C TETPALMKIIHHH.
I1pu nosBaTa Ha nofOOHa peakLs, MAUHMEHTHT TPAOBA Aa WIOATRA Uanaralie 11a CaLINE H 11a
uskycrBeHa UV cBeT/IMHA 1 []a IPCYCTaHOBH NpHEMa Ha IeKapCTREHOTO CPEICTRO [PH MbPBATA T05Ba
Ha KoXell TUCKOMPOpT.

Kato npu apyrute TeTpauMKIMHY, MMa ChOOILEHHS 32 U3yBaHe Ha OHTAaHeNaTa IPU HOBOPOIEHH U
nosiBa Ha 106pOKaYeCTBEHA MHTPAaKpaHUaIHa XHIIEPTEH3HS IPY FOHOLUM M Bb3PACTHU [0 BPEME HA
JIeYEeHUE ¢ MUHOLMKJIMH. CAMNTOMUTE BKJIIOYBAT I71aBOOOJIHE, IIYM B YILHTE, 3aryba Ha 3peHHe,
JBOMHO BHXKJAHE, raJicHe U MOBpbIaHe. Brnpeku ue OOMKHOBEHO T€3M CHMIITOMM M34€3BaH CJIE]]
[PEeKbCBAHE Ha MpUeMa, HMa JOKJIaBaHH Clly4aH Ha TpaliHa 3aryba Ha 3peHueTo. [Ipu nosiBa Ha
WUHTpaKpaHHAIHA XUIEPTEH3UA, NPHEMBT Ha MHHOLIMKITHH TPAORA /1a Oh/ie npeycTaHOREH.

Clostridium difficile-acouuupaHna GosiecT: nosisara Ha qUapHs, 0OCOBEHO aKo € TeXKa, NOCTOSHHA
H/uau KbpBaBa, 10 BpeMe Ha JICYEHHETO C MUHOUMKIIMH, MOxe 1a Obae cumrnToM 3a Clostridium
difficile-acouuupana 6onect, MpH KOATO CEBAOMEMOPAHO3HUAT KOMT € Hali-Texkarta gopma. AKo ce
0031pa Pa3BUTHETO Ha NCEBAOMEMOPAHO3EH KOJIHT, JIEYEHUETO C MHHOLIMKITHH TpsibBa He3a6aBHO
aa 6b/ie NPeyCTaHOBEHO W MalMEHTHTE TPsA6BA [a MOyyaT afeKBaTHA [IOMOIL| WM crielndrYHA
Tepanus (Harp. OpHEM Ha CMeLHaTHi aHTHOWOTHLIH/XeMOTepareBTUYHH areHTH C J0Ka3aHa KIMHUYHA
euxacHocT). MHXMOUTOPH Ha MEPUCTAITHKATA Ca MPOTHBOMNOKA3aHH B Ta3H KIMHHYHA CUTYaLus.

MuHOUMKIIMH MOXE [1a NPUYMHH XHIISPIIUIMEHTALMS Ha Pa3IMdHH YaCTH OT TIOTO. Benpeku ye
XUMEPIUIMEHTALIMA MOXKE [1a CE TOABH HE3aBUCHMO OT [103aTa MM MPOIBb/DKHUTEHOCTTA Ha
JIEYEHHUETO, HAR-YECTO Ts ce HabMoAaBa NPY NPOABIDKUTENHO JedeHue. [launenture TpsaOBa na Gbnar
NOCHBETBAHM J1a JOKJIAABAT BCAKAKBH HEOOMYaHHU OLIBETABAHMS MO KOXKATA M NPHEMBT Ha
MMHOUMKJIUH TpsiOBa na 6be He3abaBHO MPEYCTaHOBEH.

ITaunenTkyn, npueMaliy nepopaiHy KOHTpalenTUBH, TpAOBa na 6baaT npeaynpeacHH, Ye NpH NosBa
Ha Iapust WK BaTHHAJIHO KbPBEHE U3BbH MECEUHHS LIMKBJI, € BB3MOXKHO KOHTpALIENLMATA 13 €
HeycrnellHa.

KnvHuuHY npoyyBaHus ca MOKa3aiu, Ue HiMa 3HAYMTEHO HATPYMBAHE Ha J03aTa NPY NALUEHTH C
OB6peyHH HapyIIeHHUs, KOraTO MUHOLIMKIIMH Ce TIPHEMA B MPENOPHYBAHUTE J03H.

I1py naumenTy ¢ rexka Gb0peuHa HEJOCTATBUHOCT € HeOOXOAUMO HAMAJIABAHE HA 103aTa H
NOCTOSHEH KOHTPON Ha 6b0peyHara ¢yHKLMA. AHTHAHAGOMHOTO NEHCTBHE HA TETPALMKIMHUTE MOXKE
Aa noBele A0 ysenuueHKe Ha cepymHara ypes. [Ipu nauuenTy cue 3HauMTeNHO HapylieHa Gb0peuHa
(yHKLHSA, NO-BUCOKHTE CEPYMHH HMBA HA TETPALMKITHHHTE MOJKE 1A IOBEJAT 10 yPeMus,
xunepdocharemus u aunaosa. [pu Hannune Ha GBOpeUHa HEAOCTATLYHOCT, 10PH OOMYAliHUTE 103
morar Ja JI0BeAaT 40 NMPEKOMEPHO CHCTEMHO HATPYTBAHE HA IEKAPCTBOTO M Bb3MOKHA
XENaTOTOKCHYHOCT. [

[Tpn naunenty ¢ 6uOpeunn HapyeHns no3ata TpsadBa qa Obae KopurupaHa.



IManuenTH B cTapyecka BL3PACT
ITpu natmeHTH B cTapyecka BB3pacT Jo3ara Tpsabea aa Obae chobpazeHa ¢ GbOpeuHara,
uepHoApobHATa U CLpAeUHATA UM DYHKLUS, KAKTO M C APYrH 3a60NABaHUs H ChITHTCTBALIN TEPAHH.

MepnaTprnana nonynanust

Hanon3saneTo Ha TeTpaIMKIMHU MO RPEMe Ha NePUOIA HA 3bOHO Pa3BMTHE IIPH Aeud 1o 12 roaMHu,
MOXe Nia IOBele 10 TpakHa NpoMsiHa B LiBeTa Ha 3b6uTe. J[OKIaqBaHH ca Cllyyad ¥ Ha XHIOILIa3us Ha
emaiina. MMHOUMK/IMH He TpAOBa 1a ce mpuema oT Aelia noa 12 roauHu.,

JlaGopaTopen MOHMTOpPHHT
brOpeunaTa v uepHoApoOHaTa yHKUNU TpAOBa 1a Ce HAOMOaaBaT PEIOBHO B CIIy4aH Ha
MPOABLIDKUTENTHO JIEUCHHE.

4.5 BsaumoaeiicTBHe ¢ APYTH JIEKAPCTBEHH NPOAYKTH M Apy1'd GOpMH HA B3aUMoAelicTBHe

AGcopbLuaTa Ha MUHOLMKITHH ce MOHWXKaRA NMPH eAHOBPEMEH MPHEM C AHTHALKMAHHW CPENCTBRa,
HKeJA30, KalLWH, Marue3ui, alryMuHUH, OHCMYT WITH LMHK-ChARPKaNIK conu. Tpenophura ce
BUTAMHUHHU WK APYTH J100aBKM, ChABPXKALIM TE3H COMH, 1a ObJaT NpUEeMaHH MOHe 3 Yaca Npeaqd Hiu
c/ie/l NpeMa Ha MHHOLIMKJTHH.

C’bl_l.[eCTByBa TNOBHIICH PUCK OT OsABa HA €ProTU3BM, KOraTo €proTaMuHOBH AJIKAITOUAH WIH TEXHH
NPOU3BOAHH CE MPHUEMAT €/UTOBPEMEIHIO C TETPALIMKIUHH.

ABcopOuuaTa Ha MHHOLMKIIHH CE MOHIKABa NPU €HOBPEMEH MPUEM C XOIECTHPAMHUH M KOJIECTHIION.

EdekTpT Ha NpoTHBO3a4aThYHUTE CPECTBAa MOKE Aa ObAe HAMATIEH NPH TPOALIKHTENEH
€JHOBPEMEH IIPHEM C TETPALIUKITHHH.

TeTpaI_Il/lKJ'II/IHl/ITe MOTHUCKAT IJIa3MEHaTa ﬂpOTpOMﬁI/IHOBa AKTHBHOCT K MOXE [a CC Ha/10KU
HaMa/IsIBaHE Ha 103aTa Ha €OAHOBPEMEHHO NpHEMaH aHTHKOAryJIaHT.

bakTepuunanuAT ePeKT HAa NEHHLMAMHA MOXe Na ObAe MOHWKEH OT NPUEMa Ha TETPALMKIMHH.
ENHOBpPEMEHHMAT NpHEM HA TE3H aHTHOMOTHLIM TPsAOBa Na ce U30srBa NPH CUTYALMH, B KOMTO UMa
HY>k1a OT Obp30 OaKTepPHULIMAHO AeiicTBHE (HAMp. NP MEHUHIHT).

JlHypeTHuMTE MOTaT a YCUIIAT HEBPOTOKCHYHUTE ehEeKTH Ha MUHOLIMKIIMHA.

[TpreMBbT Ha H3OTPETUHOMH, JPYTH CUCTEMHH PETHHOUIM WM PETHHOJ TPAOBA Na ce u3bArsa Maiko
NPeaH, [0 BPEME M CKOPO CJIE/ JIEYEHHE C MHUHOLIMKIIUH. BCHUKH Te3U ieKapcTBEHH CPeaCcTBa ce
acoLMHUpaT C MOBHLUEHO BETPEYEPENHO HaslsAraHe.

MHHOL[HKHHH MOJKE [1a [TOBJIMAC Ha NMPaBUJIHOTO OTUMTAHE HA (bﬂyOpeC[leHTHI/I TECTOBC, KOCTO Oa
AOBEAC N0 I'PpCUIHH PEIYIITATH MPU U3CIIEABAHETO HA KATCXOJIAMUHOBUTE HHBA B ypUHaTa.

4.6 DepTHIHTET, G peMEHHOCT H KbPMEHE

BpemeHHoCT

[IpoyuBanusTa npu XHBOTHH Ca NOKa3aJIH, Y€ TETPALMKIIMHUTE IPEMHHABAT MPe3 MIALEHTaTa 1
MOrar [1a KMaT TOKCHHEH eeKT BbPXY pa3BUTHETO Ha M10Aa (YeCTO CBbP3aH Che 3a0aBiHe B
Pa3sBUTHUETO HA KOCTHATa cucTema). JlokasaTencTea 3a eMOPHOTOKCHUHOCT ChLIO A YCTAHOBEHH TIPH
JKHMBOTHH, JIEKYBaHU NPe3 paHHUTE eTanu Ha OpeMeHHOCTTA.

MunouunkinH He TpA6Ba a ce npyueMa rno Bpeme Ha GpeMEHHOCT.



I1pu x0pa, MHHOLMKJIMH, KAKTO W APYrUTE TETPALMKIHHM, NPEMUHABAT NPE3 NJalleHTaTa ¥ MoraT Ja
JOBEIaT 10 YBPEXKAAHE Ha 1013, KOraTo ce mpuemar no Bpeme Ha 6pemenHoct. ChbuIo Taka uMa
HOKJI2/IBAHH CITyYan Ha BPOJEHH aHOMAJTMH, BKITIOUMTETHO CKbCSABaHe HA KpalHHULMTE.

[IpnembT Ha JIeKapCTBa OT rpyrnaTa Ha TETPALMKJIMHUTE 10 BpEMe Ha GpeMeHHOCT npes ¢azara Ha
3b0OHO pa3BUTHE (NOCIeHATa TOJIOBUHA OT GPEMEHHOCTTA), MOXKE A A0BEE 10 TpaliHa NpOMsHa B
uBeTa Ha 3601MTe NpH HOBOPOAEHOTO. To3u edeKT € Mo-BePOATEH NPH MPONBLIKUTETHA ynotpeba Ha
JIEKapCTBEHUS MMPOAYKT, HO ChILO € HabIK0JaBaH MpU NOBTAPALIM C€ KPATKOTPAHHHK Kypca Ha JIEUEHHE.
JokanBaHH ca chbIlo caydaud Ha JUCIUIa3us HAa eMaiina.

3abassue B pacTexa Ha GubynaTa e Hab/IOAaBaHO B IPEXIEBPEMEHHO poieHH GebeTa, npuemMany
NEPOPaIHU TETPALMKIKWHH B 1031 10 25 mg/kg Ha Bcekn 6 yaca. To3u edext e Gun oGpaTum ciien
NpEKpaTsIBaHE HA IEUEHHETO.

Kvpmene
MuHouuKIIMH ce u3buBa B KbpMaTa. TpaitHo oOe3LBeTsBaHe Ha 3BGHTE MOXKE /1a ce HabI/1aRa PU

HOBOPO/ICHH W KbpMayeTa. JlokIafBaHy ca ChIIO CYYal Ha eMaiiHa XMIIOMNIa3usl.
Munouukinn He TpaGBa 1a ce pHeMa Mo BpeMe Ha KbpPMEHE.

®Deprunurer
[sma poctaTiuno Jani oTioclo cheKTa HA MUHOLMKIMH BLPXY (hepTuamTeTa.

4.7 EdexTu BbpxXy cnocobHocTTa 32 modupane 1 paéoTa ¢ MAIHHH

B npenopbusannTe n03H, IPUEMBT HAa MUHOLIMKJINH PSOKO BOIM 10 HEXKEAHU PEAKLIMH BbPXY
LIeHTpaJiHaTa HepBHA CHCTEMA, KaTo rnaBoboie, NoBphLLaHe, 3aMaiiBaHe 1 OydeHe B YIIUTE.
Munounkinun Exodapm He oka3Ba WM OKa3Ba He3Ha4YUTeNeH eheKT BbPXy COCOGHOCTTA 3a
wodupane v pabora ¢ ManHH. He modupaiite u He paboteTe ¢ MaLIMHM, aKO UMAaTe HKOH OT
ropeu30poeHHTE CUMITTOMH.

4.8 Hesxenand jiekapcTBeHH peakunu

Hesxenannre iekapcTBEHH peakLUH ca npeacraBeu no CucTeMHoO-opraHeH kiac. Yectora Ha
He)XXeNlaHWTe peakuyu € Ae(HHHpPaHa Mo CIeJHUA HadnH: MHOro YecTr (>1/10); yectn (>1/100 no <
1/10); neuectu (=1/1 000 mo < 1/100); peaxu (>1/10 000 xo < 1/1 000); mMHoro peaxu (< 1/10 000); ¢
HEU3BECTHA YECTOTa (OT HAIMYHMTE IaHHHU He MOXe [a Oble HanpaBeHa OLIEHKA).

HNudexnun u nudectanun
Mhnozo peoxu: opanna kaHAMA03a M KaHAK[03a, 3aCAralla aHyCca ¥ FEHUTATUUTE, BYJIBOBATMHUT.

Hapymennsi Ha KpLbBTa H THMQHATA CHCTEMA

Peoxu: €03MHOQUIHS, TEBKONSHHUS, HEYTPONIEHHUS, TPOMOOLMTONEHHUS,
Mnozo pedxu: XeMONUTHYHA aHEMHUS, MAHLIMTONIEHUS,

C Heussecmna wecmoma: arpaHyJIOUHTO3A.

Hapymenunss Ha HMyHHATA CHCTEMA
Peoxu: anadunakriiHa/anadunakTounHa peakuus (BKJIIOYHTETHO IOK);
C neusgecmmna vecmoma: CBPbX4yBCTBUTENIHOCT, 6eI0APOOHM MH(UITPATH, aHADUNAKTOMIHA

myprypa.

HapymeHHsl Ha eHIOKPHHHATA CHCTEMA P
Mnozo pedxu: anopmanHa THpouaHa GYHKLUS, KahsBO-4EPHO OLIBETABAHE HA LIIMTOBHAHATA JKIE3a:

i
Hapymeununst Ha MeTab0/1M3M2 H XpAHEHETO 1

Peoru: aHopekcust. L\



Hapymennsi Ha HepBHaTa CHCTeMAa

Yecmu: 3amMaiiBane;

Peoxu: rnaBobonue, XMnecTe3us, NapecTesus, MOBULIEHO BbTPEYEPENHO HASATaHE, BEPTHIO;
Mnozo pedku: n3nysaHe Ha poHTaHenaTa;

C neuzgecmmna vecmoma: KOHBYJICHH, CeNaLHMs.

Hapymennsi Ha yXoTo u JIaGHpPHHTA
Penku: napylueH cityx, THHHTYC.

Chpaeynn HapymeHus
Peoxu: MuokapanT, nepuKkapaur.

PecnupaTopan, rph/IHA W MeIHACTHHAJIHA HAPYIUIECHHS

Pedku: kamauua, AMciHes;

Mnozo peoxu: 6poHxocnasbM, yCHIBAHE Ha aciMa, GejoupobHa eozuHodunus;
C' Heusgeemia yeCcmoma: MTHEBMOHMT.,

CToMalIHO-4peBHM HAPYLICHHS

Peoxu: nuapws, ragene, CTOMaTHT, MPOMSHA B L{BETa HAa 3bOHTC, [OBPBILAHE;

Mnozo pedxu.  nwenencus, nucharus, XUNONNa3us Ha eMaiifia, eHTEPOKOIUT, e30(haruT, 138a Ha
XpaHOMNpPOBOAA, ITIOCHT, TIAIIKPEATHT, [ICEBAOMEMOPAHO3EH KOJIUT;

C neuzeecmna vecmoma: NpoMsiHa B [IBETA HA yCTHATA KyXHHA (BKJIIOYBALIA €3UKA, YCTHHTE U
BEHLIUTE).

XenaToOHIHAPHH HAPYLIECHHS

PeoOxu: nOBUILIEHH HHBA HA YEPHOAPOOHH €H3UMH, XEMATHT, ABTOMMYHHA X€NaTOTOKCHYHOCT;
Mhnozo peorxu: uepnoapobHa xonecTasa, 4epHOAPOOHA HEIOCTATHLYHOCT, XUNEPOUIUPYOUHEMHUSL,
KBJATCHULA;

C neussecmna yecmoma: aBTOMMYHEH X€ETATHT.

Hapymennsi Ha KOXKaTa H NOAKOXKHATA ThKAH

Peoxu: anoneuus, epurema MynTHdopMe, epuTeMa HOO3YM, JIOKAIIM3UPAH KOKEH 06pHB,
XUMEePIMIrMEHTALMs Ha KOXKaTa, (POTOUYBCTBUTEIIHOCT, MPYPUTYC, OOPHB, YPTHKAPHSl, BACKYJIHT;
Mhnozo peoxu: anrnoenem, ekchonnaTHBEH JEPMATHT, XHITEPIIUTMEHTALMS HA HOKTHTE, CUHIPOM Ha
CrupbHC-J[XKOHCHH, TOKCHYHA eMHIepMaIHa HEKPOJIH3a.

Hapymennsi Ha MyCKY/IHO-CKeJIETHATA CHCTEMA H CHEIHHUTETHATA THKAH

Peoxu: apTpanrus, jymyc-nono6eH CHHAPOM, MHAITHS;

Mhnozo pedxu: apTpuT, NpOMSHA B LIBETAa HA KOCTUTE, H30CTPSIHE HA CUCTEMEH JIYITyC €PUTEMATO/IEC,
CKOBaHOCT B CTaBHTE, MOyBaHE HAa CTABUTE.

Hapymenns wa 6b0penuTe H NHKOYHATE IbTHLIA
Peoxu: yBennueH ypeeH a3oT; ocTpa 6b0peyHa HEAOCTATHYHOCT, MHTEPCTHLIHANIEH HEPHT.

Hapymenns Ha BE3NPOH3BOAHTEIHATA CHCTEMA H IbpAATa
Mnozo peoxu: 6ananur.

O6mu napymenust H eeKTH HA MACTOTO HA NPHJIOKEHHE
Heuecmu: Tpecka;

Mno20 peoxu: npoMsiHa B LBETa Ha CEKPETHUTE.

I[OKJ'[aIlBaHl/I Ca CJiy4au Ha CIIEAHHMTE CUHAPOMH, HAKOHU OT KOUTO (baTaJ'[Hle



- CHH/IPOM Ha CBPBbX4YBCTBHTEIIHOCT, BKJIIOUBALL KOKHA peakList (KaTo OOpUB WK
exchonuaTUBeH 1EPMATUT), €O3UHODUIINS U SAUH KT NIOBEYE OT CIIEAHNUTE CUMIITOMM:
X€MNAaTHT, THEBMOHUT, HEPPHUT, MHOKAPAHT, EpUKapauT. Morar fa ce HabaraaBaT u Tpecka 1
numdaaeHonaTus;

- Aynyc-noaoden CHILIPOM, CLCTOSLY Ce OT NOJIOXKHTETIEH TECT 3a AHTUHYKJIEAPHH AHTHTCIA,
apTpanrus, apTpHUT, CKOBAHOCT UM NMOAYBAHE HA CTABHTE W €AUIl WM NOBE4E OF CAEUHHTE
CUMIITOMH: TPECKa, MUAJITUs, XETIaTUT, OOPHB, BACKYJIUT;

- CHHIPOM, HanoAo0ABall, cepyMHa GOJIECT, ChCTOSLL Ce OT Tpecka, OOPUB WK yPTUKApHs,
apTpaJirys, apTpUT, CKOBAHOCT MJTH MOyBaHe Ha cTaBuTe. Moske Ja ce Habmonasa u
€031HOGHITH.

Kakrto u ITpH APYTI'H CEPHO3HHU HEXKETaHU peakUuuH, JICHCHHETO Tpﬂ6Ba Aa 6T>Lle peyCTaHOBEHO
B€AHara mjomM T€3u CUHAPOMH CC MOABAT.

Habnronarana e Chl0 XUIIEPIUIMEHTALIMA Ha HIKOJIKO MECTA MO TANOTO, BKITKOUWTENTHO HA KOXKATA,
HOKTHTE, 3b0HTE, yCTHATA IMTARWIIA, KOCTHTE, HNIUTORUTHATA Ke3a, 0unTe (RKTIUUTETHO CKIepaTa u
KOHIOKTHBATa), KbPMaTa, C/Ib3HH M MOTHHU cekpeTu. Haii-uecto xunepnurmeHTaums ce Habmoaaea no
koxaTa. To3u epekT 0OGHKHOBEHO € 06paTHM clie]] CrHpaHe Ha IEYEHHETO, BHITPEKH Ye MOXKe Jla
OTHEME HAKOJIKO MECELd WM B HIKOM cllydad Ja ce 3anasu. [lokadeHsBaHETO Ha KOXaTa MOXKE 1a ce
3ana3y Ha MECTa, KOUTO Ce U371arar Ha C/IbHYeBa CBET/IMHA.

CopobuaBane Ha 1M003HPAHK HEXKENAHH PEaKIHH

CpobuiapaHETO Ha MOAO3HPAHU HEXENIAaHH PEeakLHHy CIIe/l paspelasade 3a ynorpeda Ha JIeKapcTBEHHsS
NPOAYKT € BaxkHO. ToBa no3BossBa Aa NPOABLLKUA HAOIIOAEHUETO HAa CHOTHOLIEHHETO NO3a/PHCK 32
JIeKapCTBEHUS NPOAYKT. OT MEIMLIMHCKMTE CIIELIMATHCTH Ce M3HCKBa []a ChOOLIABaT BCAKA MOI03MpaHa
HeXejlaHa peakuMs upe3 M3mbiHuTeNnHa areHuus mo JiekapcrBata, yi. ,,Jlamsau I'pyes” Ne 8, 1303
Codus, Ten: +359 2 8903417, yebeaiit: www.bda.bg

4.9. Ilpepo3upane

Haii-uectute HabmoaaBaHH HEXeNTAHN PeaKLMH [PU CBPBX03a ca: 3aMaiiBaHe, rajieHe H NOBPBILAHE.
Hsma cneunduyeH aHTHIOT OpU MPUEM Ha CBPHX1032 MUHOLIMKITHH.

I[Tpu npuem Ha cBpBX103a, NALUMEHTHT TPAOBa Ja Obae eKyBaH CUMITOMATHYHO (BKJIFOYHTETHO
CTOMaIlIHA MPOMHKBKA). MUHOLMKIIMH He Ce NpeMaxBa B 3HAYUTEJIHA CTETIeH Upe3 XeMOJHAH3a WK
NEePUTOHEATHA THAITH3A.

5. ®APMAKOJIOTUYHH CBOMCTBA

5.1. dapmakoaHHAMHUYHH CBOHCTBA

dapmakoTepaneBTH4HA rpyna: AHTUOAKTepUATIHH areHTH 3a CHCTEMHA ynoTpeba. TeTpauvkiIuHM.
ATC kon: JO1AAO8

MuHouMKIIMHE € aHTHOHOTHK OT IpynaTta Ha TETPALMKIIMHKUTE, KOSITO HMa GaKTEPUOCTATHYHO AEHCTBHE
4ype3 NOTHCKAHE Ha IPOTEHHOBHS CHHTES.

MuHOUUKIHH € IWMPOKOCNEKTPEH aHTHOMOTUK € MO-TONsIMA €PUKACHOCT U MPOIBIKUTENHOCT Ha
ACACTBUE OT aHATIO3UTE OT ChILATA MPYTNa, KOETO NO3BOJIsBA TepaneBTH4YHaTa eheKTHBHOCT Aa Oble
JOCTHIHATA W NOJUIbP)KaHa NPH MO-HUCKHK I03H. :

[
Hsaxonko in vifro npoy4BaHus ca NoKasanu, Ye MHHOLIMK/IMH € CUJIHO akTHBeH cpelily ['pam-
NIONIOXKHUTETHA MUKPOOPraHU3MU, U3KJII0UBaiiku Enterococcus u I'pam-oTpuuarentu



MHKPOOpPraHu3amu, u3KaouBaiku Proteus. OcBeH TOBa e NMoKa3aHo, Y€ MUHOUMKIIMH € aKTHBEH
Cpelily TeTPaLMKIMH-PE3UCTEHTHH cTadunokoku B 80% oT cayyaure.

In vitro pesynraTute ca noaKpeneHU U OT Pe3yJITaATH OT HAKOJIKO KJIHHHYHH TIPOYYBAHUS C
MUHOUMKNMH. Hexxenanure peakuiy B moBe4eTo ciayyau ca OHMIIM JIEKU.

CrneKkrbp HAa AaHTHOAKTEPHATHA AKTHBHOCT Ha MMHOLIMKIMH

CroliHoCcTHTE HA MUHMMAaIHAaTa HHXHOUpalla koHueHTpauus (MIC), yctanosenun ot EBponelickus komMuTer
3@ W3NUTBaHe Ha aHTUMUKPOOHa yyBcTBUTENHOCT (EUCAST), 32 MUHOUMKIIMH ca My GIMKyBaHH Ha ClIeqHHUS
JIMHK:
https://www.ema.europa.eu/documents/other/minimum-inhibitory-concentration-mic-breakpoints_en.xlsx

5.2. @®apMaKkoKMHETHYHH CBOHCTBA

Abcopbiusg
MuHouukInHa ce abcopbupa JIECHO W MOYTH M3LSIIO OT raCTPOMHTECTHHAITHMS TPaKT. IIMKOBH

MIa3sMEHHW KOHLUCHTpaLHuH OOMKHOBEIIO ce nocturart jao 1-4 uaca.

AGcopbuuaTa Ha MHHOLIMKITHH MOXe /1a 6h/ie TIOHIDKEHA OT MPUEMa Ha XPaHa WK MITSKO, BBIIPEKH ue
B [10-MAJIKA CTENEH B CPABHEHHE C OCTAHAIUTE TeTPALMKIMHU. AGcopOLMaTa HA MHHOLMKIIMH CE
TIOHIDKABA MPH CAHOBPEMEH MPHUEM C aHTHALIMIYU HITH APYTH JIEKapCTRAa, ChABPKAIIN JKEIA30, KLU,
MarHe3uH Wi aTyMUHUH.

PasnpeneneHue
MuHOUMK/IMHA € 0-MaCTHO Pa3TBOPUM OT OCTAHAITUTE TETPALMKIMHH H IIHPOKO CE pasnpenens B

TBKaHUTE U TEYHOCTHTE, BKIKOUMTEIHO LiepeOpocniHaNHATA TeUHOCT. MHUHOLMKIIMH NPEMUHABA M1PE3
njaLeHTaTa u JudyHaupa B KbpMaTa.

Oxo110 75% OT MHHOLIMIJIMH B KPBBOOOPAIEHHETO CE CBbP3Ba C TJIa3MEHHTE MPOTEHHH.
buoTpaHchopmaina

O6patHo Ha IpyTrH TeTPAUMKIIMHH, MUHOLIMKIIHH Ce METaboIM3Mpa 4aCTUYHO OT YEpHHs Apob, MpH
KOETO ce noy4sar 6 metabonura. Brrpeku ToBa MexaHU3MBT Ha GHOTpaHChOpMAaLIUs HE € SICeH.

Enumunupane
[1na3mMeHusT Noay>KHMBOT Ha MUHOUMKIIMH € CTPOroO HHAWBMAYJIEH NpH 3ApBH NauuenTH. ChobuaBanu
€a CTOMHOCTH, BapHpaluy Mexnay 11 u 26 yaca.

[Ipoy4BaHus nokasBar, 4e mIa3sMeHHAT [OIY>KUBOT Ha MHHOLMKIIMH MPY NALMEHTH ¢ GLOPEUHH Uik
4epHOAPOOHH HapylUeHUs MOXKe Ja ObAe YAbIKEH.

5.3. llpenkJMHHYHM AaHHH 32 Oe30mACHOCT

B 1b1rocpoyny TyMOpOreHHH Mpoy4BaHHs MPH ILTbXOBE, IPUEMBT HA MUHOLMKJIMHOB XHIPOXJIOPU/]
B IM€TATA € IOBEJI 10 Pa3BUTHETO HA TYMOPH Ha LIIUTOBHIHATA jJie3a. XHUIEPIUIa3Hus U
XUNEpNUMrMeHTalus Ha LMTOBKMHATA JIe3a ChILO ca HabMI0AaBaHU B POYYBAHMS MPU MJTLXOBE H
KydYera.

TpanuuMOHHUTE reHOTOKCUUYHK KITMHMYHM NPOYUYBAHHUS He N0KA3BaT HATMYMETO Ha MYTATEHEH Wil
KJIaCTOr€HEeH e(eKT. / :

.Jll.
B npoyuBanus ¢ aHTHOHOTHK OT CBILOTO CEMEHCTBO, OKCUTETPALIMKIIMH, ChLIO Ca Oy YEHH
JI0Ka3aTeJICTBa 328 OHKOTE€HHA aKTUBHOCT MpPH ILUIbXOBE (OCHOBHO HaAOLOPEUYHH U XHMODHIHH

TYMODH).



KJIMHUYHY U3NMTBaHKSA BLPXY PENPOdYKTHBHATA TOKCHYHOCT Ca [alli A0Ka3aTe/ICTBA 33 HapyLleH
GEPTHINTET NIPY MBKKM NTHXOBE, MOPAIH CIIEPMATHH AaHOMAJIHU.

Pesynrarure OT KIMHHUYHH M3MNTBAHUS BBPXY )KMBOTHH NOKA3BaT, Y€ TETPALMKIMHHUTE IPEMHHABAT
Mpe3 MIaLEeHTaTa,0TKPUBAT CE€ B €MOPUOHAIHUTE ThKAHH M MOXKE 12 JOBEMIAT 10 TOKCH4YHH e(DeKTH B
passuBaiuns ce eMOpHOH (OOMKHOBEHO CBbP3aHH Che 3a0aBsiHe B PA3BUTHETO HA KOCTHATA
CTpyKTypa). ImMa loka3aTe/icTa 32 eMOPHOTOKCHYHOCT NPH XKUBOTHH NPK TPETHPAHE B PAHHUTE
CTaguu Ha OpeMeHHoCTTa.

6. OPAPMAINIEBTUYHHA JAHHHA
6.1. CnuchbK HA NOMOLIHATE BeLiecTBa

Cvovpoicumo na kancyrama:

ITapervvHO HHLIECTE

Maruezner creapat

Cunuimer OKCHI, KOJIonaeH Ge3soaeH
Cununmner THOKCHA, KONTOUOEH XHAPATHPaH

Tevpoa acenamunoga xancyaa:
Kenatun

IIpeuncrena Bona

Tutanor auokcuza (E171)
XuHonuHoBO xbaT0 (E104)
XKenezen oxcun, xwit (E172)
XKenesen okcun, yepeen (E172)
6.2. HecbBMecTHMOCTH
Henpunoxumo

6.3. Cpoxk Ha rognoct

3 ronnHu

6.4. CpoennajaHu yc/IOBHA HA ChbXPAHEHHE

Ma ce cpxpaHsBa npu Temnepatypa noa 25°C.
Jla ce cpxpansBa B OpUrMHAJIHATa ONIAKOBKA C LIEN TPEANa3BaHe OT CBETJIMHA U BJIara.

6.5 Bua u chbabpikaHde HA 0NAKOBKATA

Kancynute ca onakosanu 8 PVC/Alu Gnuctepu. baucrepure ca onakoBaHu B KApTOHEHH KYTHH
coraepxaiuy 8, 10, 16, 20, 24, 30 unu 32 kancysu.

>

He Bcruku BUOBE OMAKOBKM MOraT Ja ObAAT MyCHATH Ha Ma3apa.
6.6 Cuenna/nu npeanasHd MEPKH HPH H3XBbPJIsHE

Hsama cneuyandy usuckBadus

7. IIPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA
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8. HOMEP(A) HA PASPEIIIEHUETO 3A YIIOTPEBA

Per. Ne 20200159

9. AATA HA ITBPBO PASPEINIABAHE/IIOJHOBSABAHE HA PASPEIIIEHHUETO 3A
YIIOTPEBA

Jara Ha mepBo paspeiaBane: 29 CentemBpu 2020 r.
JlaTa Ha nocyieIHO IOJHOBSIBaHE:

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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