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1. MME HA JEKAPCTBEHHS TIPOAYKT e M _7 []5 08 B‘l\

Bucernrron 100 mg/20 mg Tabnerkn T e
Biseptol 100 mg/20 mg tablets

2. KAYECTBEH H KOJIHYECTBEH CbCTAB

Beska rabneTka chabpika komOHHanma ot 100 mg cyndamerokcason (sulfamethoxazole) n 20 mg
TpuMeTonpaM (trimethoprim), 1.e. 120 mg ko-TpHMoOKCa30L.

3a oEAHMA CIHCHK Ha IOMOIHEKTE BEHNIECTBA BIKTE TOYKA 6.1

3. JEKAPCTBEHA ®OPMA

TabneTka.
Bemu TabneTkH ¢ KBITEHHKAB HIOAHC, KPBIVIH, ABYILIOCKOCTHH, C TIAJKa DOBLPXHOCT 0¢3 pa3spoHEHH
KpaHIla, OT ¢qHaTa CTPAaHa ¢ TpaBHpaH 3HaK “-“Oyxeute "Bs" maq Hero.

4. KJIHHHYHH JAHHH

4.1. TepaneBTHYHH NOKAZAHAN
e YponndexnuH, IpUYHHEEHH 0T YyBCcTBHTENHH mamose E. coli, Klebsiella spp., Enterobacter spp.,
Morganella morganii, Proteus mirabilis u Proteus vulgaris.
3abenexxa: HeycnoxkHenn HHGEKIHA Ha TUKOYHKTE ITHTHINA CE IPEIOPHYBA 2 ¢ JICKYBaT C
TPAMETONPHM CAMOCTOATENHO HIH ¢ APYT NEKAPCTBEH MPOLYKT, ChIBPIKAIL CaMo €JHO
aHTHOAKTEPHATHO aKTHBHO BEIIECTBO.

» OcTpo BE3NANIEHHE HA CPETHOTO YXO, IPHIMHEECHO OT TyBCTBHTE/IHY MAaMOBE Str. pneumoniae u
H. influenzae, B ciyqaii, e NEKapAT IPEICHH, Y€ NPHIATAHETO HA KO-TPHMOKCA30I €
NO-ONpPaBAaHo OT JABAHETO HA €HH aHTHOHOTHK.

e Ob6ocTpane Ha XpPOHHYHH OPOHXHTH, NPHIMHEHH OT LYBCTBHTEIIHH MAMOBE Sireplococcus
pneumonige A H. Influenzae, ako NexapAT OpeLeHH, Y€ NPUIArAHETO HA KOMOHHHpPAH
JE€KapcTBEH NPOAYKT € NMo-0NaronpuaTHO 0T MOHOTEPAIIHS.
CroManso-apeBHy HEbeKIMI, npranHeHH oT Shigelia.
MukpoGHOIOrHYHO NOTBLP/IEHA THEBMOHKS, IPUYHHERA 0T Preumocystis jiroveci (P. carinii) n
NpeAna3BaHe 0T HH(EKTHPaHe ¢ HEro NPH MAUMEHTH ¢ saManes wvynuter (nanp. CTTAH).

¢ Jluapus HA ITETEMECTBEHHKA TPH BB3PACTHH, IPHYMHEHA OT eHTEponarorenny mamose E. coli.

4.2, lo3ApoBKa H HAYHH HA OPHIOKERHE

AHeya nod 6 200uny: He ce NpenopbYBa 3a ynotpeba, Nopaay PACK OT acTApanys Ha Tabnerxara. [Ipu neia
noz 6-ToAMIIIHA BB3PAcT ¢ MPENopsIBa ynoTpebaTa Ha NpoxykTH nox popMaTa Ha CyCIISH3HL.

Yporudexnud, cTOMAINHO-IPEBHA HHGEKNHH, Npuaanend oT Haxrepnn Shigella m ofocTpsne Ha
XpOHHYHH OPOHXHTH IPH BLIPACTHMH:

O6HuaHHEAT peskHM Ha JO3HpaHE € 8 TaGNeTKM npe3 ycTara ABa METH AHEBHO, T.C, 10
KO-TpHMOKca30ll. IIpH ypoundeximn ekapcTBeHUAT NPOAYKT OOHKHOBEHO CE DI
NpH 000CTPEHE XPOHHIHH Gpomm J0 14 aHH; npH cCTOMAaLUHO-YpeBHA HE(QEKL
Shigella - 5 pan.




YporH(pEeKIHHA, CTOMAINHO-YPEBHE BHpEKIHH, HPHYHHEHH oT OaxTepan Shigella u ocTpo
BL3NAJICHAE HA CPENHOTO YXO MPH AeNa:

Obu4aiizo 48 mg/kg TenecHO TErNo/icH Ha JBe OTAEIHY 1034 Ha Beekn 12 gaca. He mpunaraiirte
NO-BHCOKH JO3H OT NPEATIHCAHNTC 33 BB3PAcTHH!

IIpn yponndekiME ¥ OCTPO BB3NANCHHE Ha CPEAHOTO YXO JIEKAPCTBEHHAT IPOAYKT ¢ npuaara 10 auu,
npH ARQCKIHY, NpUaIHHeRw oT Shigella - 5 aun.

IaesMonns, apEanaHena oT Preumocystis jiroveci (P. carinii) Ipu Bb3pacTHn A Aena:
IlpenopbunTenHaTa 032 33 NAlHEHTH ¢ NOTEbpAcHA HHpekTma ¢ 90-12( mg ko-TpHMOKCa30T Ha
KHJIOTPaM TEJIECHO TETTO Ha JgH Ha OTACIHH JIO3H, IPHEMAHH Ha BCeKM 6 vaca 3a mepuoa oT 14 1o 21 quw.

IIpodrnaxkTaxa na Haphexnun o1 Preumocystis jiroveci (P. carinii):

Bwr3pactam 1 noapacteamm: 960 mg ko-TpuMokcason (8 TabeTku) BeIHEK JHCBHO B MPOTBIDKCHHE Ha 7
JHH OT CeaMHEIATa. B ciryqaii Ha 10ma MOHOCHMOCT MOXE Ja ¢¢ 0OMHCIIH MOHIKAaBaHe Ha JHEBHATA /1034
1o 480 mg.

Jena: 900 mg Ko-TpuMOKca3on/m’ TenecHa IO HA JBE PaBHH OTAEIHH AO3H HA BCeKn 12 daca B
NPOAB/DKCHUE Ha 3 HOCAEOBATEIHM IHH OT ceMHLIaTa. Makcumanmara AHeBHA qo3a € 1920 mg (16
TaORETKH).

HAnapas Ha ILTEMECTBCHHKA NPH BH3PACTHH, NPHIAHEHA OT eHTeponaTorenen mam E coli.
IIpenoprurTenaTa nosa e 960 mg (8 Tabnerxkn) Ha Beekd 12 gaca.

Hozupoexa npu nayuermu c 6vOpexna Hedocmantvurocm:

Jlo3aTa IIpH nalMeHTH ¢ KIMPHHC Ha KpeaTHHuna 15-30 ml/min cnensa na Gble HamMalieHa HaTIONOBHHA,
4K0 KIHMPHHCHT HA KPEATHHHHA € NO-HACHK 0T 15 ml/min, He ce npenopsaBa MPHIATAHETO HA
KO-TPHMOKCA30IL.

HauwH Ha npunoxenne:
TabneTknTe HE GHBa Ja ce pa3fieliqT Ha ABE JO3H.

JlexapcTBEHHAT MPOAYKT ¢ IpHIaTa MEPOPAIHC 10 BpeMe Ha XpaHEeHe HITH BeJHara cicn ToBa. [To Bpeme
Ha JICYCHHETO MAIHEHTHT TPsiOBa Aa MpreMa MEOTO TEIHOCTH.

4.3. IlpoTHBONOKAZAHAS

- CBpBX4YBCTBHTENHOCT KBM cyNi(aMeToKca3om, TPHMETONPHM, CYAGOHAMHAH HWIH KbM HAKOE OT

MOMOIMHKTE BEIIECTRA, H30pOeHH B TO4KA 6.1

- JJHarHOCTHIHPAHO YBPEKAAHE HA 9EPHOAPOGHNA NapeHXHM;

- Texxa 650peaHa HEAOCTATEIHOCT, aKO HHBOTO HA NEKAPCTBEHUA IPOAYKT B CEpyMa HE MOXE Jia Ce
OlIpEenecs;

- TexkH XeMaTONOrHHH HaPYTIEHHA,

- MeranobnacTHa aneMus, IPHAHACHA OT HCAOCTHT Ha GOIMEeBa KHCETHHA;

- Hepoctur Ha rmoko30-6-gocdar nexuaporenasa, nopaay Bb3MOXKHA XeMOJH3a;

- Jlena non, 2-Mecena BB3pacT (PHCK OT AAPEHA KBITCHHLA);

- bpemennocT 1 kBpMeHE

4.4. Cienuainy npeAynpexIeHAA B IPEINAIHE MEPKA NPH ynoTpeba

Or6enszany ca pemKy CIIyHaH Ha XXHBOTO3ACTpAIABAIIH YCIOKHEHNS], CEBP3aHH C PHIATAHETO Ha
CyAhOHaMI/IH, BKITIOYATENHO cHHApoM Ha CtapbHC-IHKOHCHH, cHHOpoM Ha JIaifsn, ocTpa a
HepHHA AP0, aTACTHYHA AHEMI, aTPaHYIIOLUHTO3a, APYTH HAPYIICHHA B ChCTaBa Ha X
CBPBXYYBCTBHTENHOCT HA MXaTenHaTa cucTeMa {(GenoapoGHa nnduntparms).




B caryqaii, ue TedeHHETO ¢ KO-TPAMOKCa3071 € NIPHAPYXKEHO 0T OOpHB, BE3MANIEHO IbPJIO, BHCOKA
TeMIICpaTypa, Gomxm B CTaBWTE, Kalllinna, 3aayX NAH KbATSHHIA, TOBA MOXKE 13 € HHOHKAIRA 32 DEIKH, HO
NOTEHIHAITHO B3IMOXKHHA HEXEIaHHM PEakilMy M NPUEMbT Ha JICKapeTBOTO TpAGBa fa 6be npeKpaTcH.

I[IpunaraneTo Aa KO-TPHMOKCA30JI IPH CTPEITOKOKOB (apHHTHT ce 0Ka3Ba Hee(EKTHBHO B TO/LAM Opoil OT
CITy9aHTe, THH KaTo JIEKapCTBOTO He YHUOIOKaBa GakTepunre. Ko-TpHMOKcason He € moaxondil 3a
NEYCHUE HA CTPENTOKOKOB QapHATHT Wi BLINANCHUE HA CHMBHLIMTE.

Ko-rpamokcason tpabsa na ce npriara ¢ BHEMaHKE IIPH TalUeHTH ¢ 6p0peuna HenocTaTbyHOCT (BXK.
TouKa 4.2), ¢ HENOCTHT Ha (OIHERA KHCENHHA (Hallp. no- Bb3pacTHH MAUWEHTH, ATKOXOIHIM, DalHEHTH,
NeKyBaHH ¢ AHTHKOHBYJ/ICHBHH JIEKapCTBa, Py NAllMEHTH CHC CHHAPOM Ha ManabcopOnns u ¢
HEJO0XPaHBaHE), PN NALMEHTH ¢ TEXKH aNepPrHYHHA PEAKINH WIH CTPAJANHN oT GpoHxdanna acT™a.

[ToBymIEH PHCK OT TEKKH HEKCIIAHH PEaKiMy pH IPANAraHeTo HA KO-TPHMOKCA30/, BEIOYHTEIHO
Op6peuna HiK YepHOAPOGHA HEROCTATHYHOCT, CE IPOABABA IpK NO-BL3pacTHY manvenTH. Hail-yecto
OTOENA3BAHUTE TEHKKH HEXKENAHH PEaKIIMH, TOABABANIH CE [IPH IO-BE3PACTHH MANHEHTH, €4 TSKKH KOXKHH
PEaKItHH, IOTHCKAHE HAa KOCTHOMOIBYHHTE DYHKIMHE H TpoMOomHTONEHNA ¢ HIM 6e3 nypirypa.
EmroBpeMEHHOTO MPHEMaHE Ha ANYPETHOHM [OBHILIABA PHCKA OT ypIypa.

Hexenanm peakin ce npoABABAT N0-9€CTO IIPH nanHenTH, ctpanamm oT CITHH, nexysann ¢
KO-TPHMOKCA3011 OPaly uB(EeKIyY, NPHYHHERN OT Preumocystis jiroveci (P. carinii). Takupa HexenaHu
PeaKIHy BKIIOYBAT OOPHB, BUCOKA TEMIICPATYpa, JICBKONCHHSA, HOBHAICHUE Ha TPAHC(hEPA3HATA AKTHBHOCT
B CEPYMA, XHIICPKATUEMHSA 1 XUTIOHATPHEMHUA.

KakTo H npH IpyrH aHTHOaKTepHaIHA NeKapCTRa, 110 BPEME Ha JISIEHAETO C KO-TPHMOKCA30/1 MOXKE Ja ce
Habmonasa ncesaomemOpanoseH komnt. [Iporiuanero Ha GonecTTa Moxke Ja 6ba€e OT JIEKO 0
JKHBOTO3aCTPAIABAING, 3aTOBA € MHOTO BaXKHO T Ja Ob€ NPaBMITHO THATHOCTHIIHPAHA, KOraTo
NPHIATAHETO Ha aHTHGAKTEPHANHOTO NIEKAPCTBO MPUIHHABA JHAPHA. TeparmusTa ¢ aHTHOAKTEPHANHOTO
JIEKapcTEO BHSAE BLPXY du3Honornunara ¢noepa Ha Aefe0To 9ePBO H MOXKE A3 HMa 33 PE3yNTaT
3HAYHTENHOTO NOBHILIABaHe Ha Opos aHacpoOHH GakTepnn. ToxcHHHTE, Npon3eexRann oT Clostridium
difficile ca cpen IpHYMHHTENTHTE HA KOJMT.

IIpexpaTaABaHETO Ha NPHEMA HA NEKAPCTBOTO OOMKHOBEHO ¢ JOCTATHYHO B TIEKUTE CIyJaH Ha
ncesAoMeMOpalO3eH KOTHT. B cpelHO TeXKHTe H TEKKHM ClIyyad Ha NaiHeHTa TpsabBa fa ce nasar
TEIHOCTH, eNEKTPOITHTH, IPOTCHHH K anTHGaKTEpHAIHA NekapeTBa cpemy Clostridium difficile
(MeTponnpason um BankomMunus). Ha nasmenta Be TpsafBa ma ce AaBaT NEKapCTBCHA NPOAYKTH,
HOTHCKAINM NEPHCTANTHKATA HITH TAKHBA ¢ 0OCTHNALHOHEH EKT.

CroeTcTBAmaTa yno*rpeﬁa Ha JICKapCTBCHHA NPOAYKTH, 34 KOHTO € H3BSCTHO, € NPCOAH3IBHKBAT
XHICPKATHEMHA, CbC CIHPOHONAKTOH MOXE Ja JOBCIC A0 TCKKA XHIICPKANHCMHA.

TokcH9IROCT 38 HMXATENHATA CHCTEMA

ITo BpeMe Ha Ie4eHHE C KO-TPHMOKCA30 ¢¢ CHOGIABA 33 MHOTO PE/IKH TEXKH CTydaH Ha TOKCHIHOCT 3a
IMXaTeNHATa CHCTEMA, IIOHAKOTa MPOrPeCcHPaIIll 0 OCTHP pecnHpaTopeH quctpec cHHApoM (ARDS).
[osata Ha 6€n0APOOHA CHMITTOMH KATO KANLMKMLA, IOBKIIEHA TEMIEPATYPA U THCIHEA, IPANPYKEHH OT
PEHTTEHOIIOTMIHH JaHHH 3a Genonpobun mAGHNTpaTH ¥ HapymaBaHe Ha OenmoApobHUTE QYHKIHH, MOTAT
Aa OpAaT wepBHTe npH3Haii Ha ARDS. ITpw TakuBa 06¢TOATENCTBA KO-TPHMOKCA30] TpAGEa 1a ce
MPEyCTAHOBH H [a ¢ MPHII0AH MOAXO0IANI0 JIeICHHE.,

Xemodaro a TMQoxHCTHO 38 ophagocytic lymphohistiocytosis, HL.

Meuoro psaaxo ca crofmapanu ciygan sa HLH npn nanpenTH, tekyBanH ¢ ko-tpumokcason. HLH e
AHBOTO3aCTpaIABall CHHAPOM HA NMATOJIOTHYHO aKTHBHPAHE HA HIMYHHATA CHCTEMa, KOHT
XapaKkTEPH3Hpa ¢ KIMHHIHH IPH3HAIH i CAMOTOMH HA €KCLHECHBHO CHCTEMHO BE3IIAN
MOBHILIEHA TEMIIEPATYPA, XENATOCHNCHOMETANA, XHNEPTPHTIANCPUACMHES, Xrnodu
BHCOK CEpyMeH (pepHTHH, IHTONEHAH U XeModarounTosa). [lannenTure, KouTo pas




Ha NaTONOru<Ha HMyHHA aKTHBALMA, TpA0Ba Heza0aBHO 1a ce OIEHAT. AKO ce ItoctaBH Anarso3a HLH,
NIeUYeHHETO ¢ KO-TPHMOKCa3071 TpAOBa A2 ¢€ IMPEKPaTH.

4.5. BzaumozeiicTBHe ¢ APYrE JeKAPCTECHH NPOAYKTH H JPYTH (JOpMH Ha BIaHMOJEHCTBHE

Tuazudnu duypemuyu
EnnOBpEeMEHHOTO NIpHEMaHE Ha KO-TPHUMOKCA30J1 ¢ HAKOM JHYPETHIM, 0CO0SHO THA3HIH, YBCIHIaBa PHCKA
oT TpoMboITONEHN A,

Hepopanuu anmuxoazyranmu
Ko-TpimMoKca301 MOKe Ja YCIIIH €(peKTa OT aHTHTPOMOOTHIHHTE JIEKapCTRa A0 CTENCH, Hajlarama
OpOMAHA Ha 103aTa.

Denymoun

Ko-Tpumokcason noTHcka MeTabonmnsma Ha DEHHTOHH; ONYXHBOTHT Ha GPEHUTOMH TIPH NAIHEHTH,
NpeeMallli OBCTE JIEKAPCTBA, CE YAR/DKABA CpenHo ¢ 39%, a KIHPBLHCHT Ha GEeHATOHHA HAMAJLBa CPEIHO ¢
27%.

Memompexcam
Ko-TpHMOKCa3011 yBenHdaBa KOHLEHTpaHATa Ha CBODOACH METOTPEKCAT B CEpyMa, NOPa/IH H3IMECTBAHETO
MY OT CBBP3aHOCTTa My ¢ OenrpruTe.

Ilpouzeoonu na cyaponunypesn
Ilpn eaHOBpeMEHEH NPHEM KO-TPHMOKCA30/ MOXKE A3 YCHIIH AEHCTBHETO HA aHTHMAa0eTHHTE
NEKAPCTBEHH NPOYKTH, IPOH3ROJHM Ha CYN(OHHIYpes H MOXKE Ja OPHIHHH PHCK OT XHIIOTTTHKEMHS.

Huzorxcun
Ko-TpumMoKca301 MOXE 1a TOBHIIH CEPYMHOTO HMBO HA IMTOKCHH IPH HAKOH II0-BB3PaCTHH MAHECHTH.

Tpuyurcnuuny anmudenpecanmu
Ko-TpHMOKCca301 MoXe a HaManH eHKaCHOCTTA HA TPHUMKINGHATE AHTHACTIPCCAHTH.

Luxnocnopun
Ilpn naupenTH ¢ TpaHCIUIAHTHPAH GBOPEK, IEKYBAHH ¢ KO-TPHMOKCA30N H IMKIOCNOPHH, ce 0TOenI3BaT

BPCMEHHH CMYTICHHS BbB (YHKIMATE HAa TPAaHCIUTAHTHpaHHA O50peK, KOMTO ce H3pa3ABaT B IOBHIICHO
HHBO Ha KPEaTHHHH B CEPyMa, KOETO BEPOATHO € MPHIMHEHO OT ACHCTBHCTO Ha TPHMETOLIPHM.

Aumumanapuiinu nexapemea
Ko-TprMoxca3oln ¢ nHpuMeTaMAH MoXe 1a IPHYAHH Meranob/iacTHa aHeMus OPH A03H Ha TMPHMETaMHEH,
HaABHINABANIH 25 mg CEIMIIHOD.

XHMHIECKH CyNoHaMETHTE ca TOA0GHA HA HAKOH AHTHTHPOHIHH JICKapCTBa, HYPETHIH (aLeTomaMu/ H
THA3H/1) H IIEPOPANTHY aHTHAMAOETHH JIEKapCTBA, KOETO MOXE A3 IPHYHHHA KPhCTOCAHA ANEprHA.

Aumuxoazynanmu
YcuiBane Ha eQEKTHTE Ha aEHOKYMApOI H BapdapHH.,

Aunmuduabemnu cpedcmaa
Ycunsane Ha edexra Ha cyndoHHIypeiinu aHTHIHA6ETHH IEKAPCTBA.

ACE unxubumopu
PHCK OT TeXKa XUNEPKATTHEMHA.,




Anecmemuyu
[IoBHIMIEH PHCK OT METXEMOTTIOOHHEMHS, KOTaTo CYJA(OHAMHIHTE Ce IPHEMAT ¢ IPAIOKAHH.

Anmuapummnu nexapcmsa

ITopnmen puck oT KAMEPHH apHTMHH LPH TIpHeM ¢ amuoaapod. [InasMennTe HARA HA JOodeTHIH ¢&
MOBHIIABAT 3HATHMO IPH NPUEMaHE ¢ TPHMETONPHM/CYIaMeToKca301, KOSTO BOOH A0 HHAYLIMPAHO OT
Jdodernun yavwkasade Ha QT HHTEpBaIa H PHCK OT aDHTMHAL

Aumubaxmepuannu rexapcmea

CepyMHuTE BHBa Ha JAICOH H TPHMETOPHM/CYyN(aAMETOKCA30M € BBIMOKHO /I CE TIOBHINAT IPH
xoMOunmpan npreM. Heo6xoamMmo € nosulicHo BHEMAHAC HOPAJH TOKCHIHOCT Ha JAliCOH, IPHYNHABAMA
METXEMOTNOOHAEMIA. PHCKBT OT KPHCTANYPHA Cé IIOBHIIABA [PY NpHIAraHe Ha cynOHaMHIH C
METCHAMHH. ETHOBpEMEHEH IPHEM Ha TPHMETONPHM/ CYJI(paMeTOKCa30N H pHPaMIHIMH MOKE /12 NOBEJE
10 MOBHIICHH HMBA Ha PHGAMITHIIHH H CKBCEH NOMYXHBOT Ha TPHMCTOIIPHM.

Anmugonamnu nexapemsa
AKO C¢ NDANAraT TaKHBa CPEACTBA, € He0OX0AHMO Ja ce OOMECIH JOITLTHATENEH NPHEM Ha (onaTH.

Anmueupycnu rexapcmea

Brcoku 1031 TpHMeTONpHM/CyndaMeTokca3on Tpa6ea a ce B30ATBAT, THil KaTO NMOBAIIARAT [TAIMCHHATE
KOHIEHTPAMK HA JaMUBYIHH. EQHOBpEMEHHO NeUeHHEe ChC 3UAOBYANH MOXE N3 MOBHIIH PHCKA OT
XEMATONIOTHIHH HEXKETAHHM PCAKIMH KbM TPHMETOIPHM/CYnhaMeToKCca3ol. [InasMeHHTe KOHIIEHTPAHH
Ha 3amMTabHE ¢ BE3MOXKHO Ja C& HOBHINAT OT TPHMETOIPHM/CyIhaMeToKCa3ol.

Kamuonu npu puzuonoziano pH
Tlpu eaHoBpeMerHa yToTpe6a Ha TPHMETONPHM C OPOKaHHAMEZ, H/HIIH AMAHTAIMHE MOXe Jia CE MOBHIIIH
TIIa3MEHATA KOHIICHTPAHA Ha €AHOTO WK JBETE BENIECTBA.

Knozanun
Ja ce H36:ATEa £N1HOBPEMEHHA YIIOTPE6a IOPagH HOBHINEH DUCK OT (ATANHA arPaHyNONHTO34.

Kanuee amunobenzoam
Tlotrcka edexra va cyndonamuapTe,

Canuyunamu
Ycunsar nelicTeuero Ha cynoRaMuaHTE.

Anmuayuonu npooyxmu
Hamanssat aGcopbumsaTa na cyndameTokcason.

Bapbumypamu
YcHnBaT TOKCHYHOCTTA H2 TPHMETOIIPUM,

Ilpn enHoBpeMenHO NpHeMate ¢ HHAOMETALMH c¢ Ha0/MI0JaBa OBANICHO HURO HA Cy/IpaMeTOKCa30M.

B pomeinHeRne XM APYTH NEKapCTBEHW IPOAYKTH, 32 KOATO € H3BECTHO, Y€ MPEAH3BHKBAT
XHIEpKaIHeMus, CbITBTCTBAMATA ynoTpeba Ha TpAMeTONpHM/CyNiaMeToRca30n (KO-TPHMOKCA30M) ChC
CIMPOHONAKTOH MOXE /1A HOBEE A0 KIHHHIHO 3HATAMA XHIEPKATHEMHA.

Brusnue avpxy pesynmamu om nabopamopu u3cnedeanus:
CrobmaBa ce, ue TPHMETONPUM H CYI(OHAMHIHTE NOBIHABAT AUATHOCTHZHHATE TECTOBE, BKI. CEPYMHH
HHMB2 HA METOTPEKCAT M KPEATHHHH, Ypes, ITHOK03a B YPHHATA H TECTOBETE 3a ypob

- TpaMeTonpaM MoJKe Ja MPOMEHH PE3YNITATHTE OT HIMEPBAHE HA METOTPEKCAT B



METOJi, HO HC BIHAE BEPXY Pe3yNTaTHTe OT aHAJIH3H, U3BEPIIBAHH YpE3 PAXMOMMYHONOTHYIEN METOTH.
- Ko-TpuMoxcazon moxe 1a nosHmH cpeano ¢ 10% pesynTaTHTe OT aHaIH3a HA KPEaTHHUH [10 METOA Ha
Ade (c anmkanen nukpar).

4.6. @epTHIATET, GPEMEHHOCT H KbPMEHE

bpeMcHHOCT
MHOI‘O BHCOKH T03H KO-TPHMOKCA3011, IlpHJIaI‘aHH IlpH EKClIepHMCHTH C HKHUBOTHH, leH‘l}ﬂ-IﬂiBaT AaHOMAallHHA

B eMGpPIOHaJI}IOTO Pa3BUTHE, THIITHYHH 332 BMTHAHHUCTO HA AHTArOHHUCTHTC Ha d)OJIHCBaTa KHCCITHHA.

HsmMa npenusHys 1 Ao6pe KOHTPONMPanH NPOy4BAHYA BEPXY YHOTpeOara Ha KO-TPHMOKCa3071 IIpH
OpeMeHHM XKeHM,

brcerrron He OuRa a ce H3MON3Ba N0 BpeMe HA GPEMEHHOCT, 0COGEHO B ITEPBHSA TPHMECTEP, OCBEH IIPH
abcomoTHa HeobxommocT. Ao BrcenTon ce npitara npy OpeMeHRH, ce HasHawasa Jo0aBka Ha ¢oxnar.

Kepuere
KakTo TpaMeTOnpHM, Taka H cyadamMeToKcazol IpeMHHABAT B KbpMara. He ce mpenopbupa NpUEMaBeTo

Ha KO-TPHMOKCA30J1 IPH KbpPMEHE.
4.7. Edpextn Bupxy cnocobHOCTTA 32 Inodmpane u pabora ¢ MamH

JIeKapCTBEHHAT IPOAYKT OOHKHOBEHO HE OKa3Ba BIHAHHE BEPXY NCHXO(QH3IHIHOTO CHCTOSHHAE,
cnocobHOCTTa 3a modHpade H paboTa ¢ MAITMHM.

Berpek# TOBa, ako ce NOABAT HEKENAHH peakiy KaTo rMapobonye, KOHBYACHH, HEPBHOCT, yMOpa, Tpa6sa
Jla ce BHEMaBa 10 BpeMe Ba Iodupane wix pabora ¢ MAITHHH.

4.8. HexxelaHH NeKAPCTEEHH PEAKIHE

Haii-gecTo nposeABamMTE CE HEPA3NIONOKEHNA CA TE3H HA CTOMALNIHO-UPEBHUA TPAKT (TaNeHe,
MOBPBINAHE) H KOXKHH NpoMeHH (00puB, ypTHKapHs).

Hsnonspanu ca ceAHATE 0SHAYSHHES 32 9eCTOTATA HA HEOXEIAHNTE JEKAPCTBEHH DSaKLHH:
MHOro Yect (=>1/10);

gectd (=1/100 <1/10);

HewecTH (>21/1 000 <1/100);

pemxu (>1/10 000 <1/1 000);

MHOTO peaxH (<1/10 000);

¢ HEH3BECTHA YECTOTA (0T HAMMYHKTC JaHHH He MOXe J1a Obe HampaBeHa OLeHKa).

HapyuienHs Ha KpbBTA H JHM(HATA cHCTEMa

Penxu: neBKoneHNS, HEYTPOIIEHHA, TPOMOOLHTONCHHA.

Muoro peaxu: arpaHyIoHTO32, METano6acTHA aHCMHEA, ATJIACTHYHA AHCMIA, XEMOMHTHIHA AHEMHA,
METXEMOTIIOOHHEMHS, €03HHOQHIINS.

C HEM3IBECTHA YECTOTA: XHIIONPOTPOMOHHEMHuS.

HapymeHHa HA HMYHHATA CHCTEMA
YecTn: anepruaay oOpHBH

MHoro peaxi: cHHAPOM Ha cepyMHa Gonect, aHAQHIAKTHYHH PeaKITHH (BKIIOUMTCITHO TEKKH K
XHBOTO3aCTPAIIABAIIIH), BHCOKA TEMIIEpATypa OPHYAHEHA OT JIEKAPCTBOTO, AHTHOENIEM, ANCPIHIeH
MHOXApANT, nypypa Ha XeHoX-1I[sornaiin, aprepunTie HONO3a, MOAOGEH Ha IYIYC CHHAPOM, CHMIITOMH
Ha CBPBXYYBCTBHTEIHOCT Ha AMXATETHATA CHCTEMA.

C HeH3BecTHA 9eCTOTa: KOHBYICHH, XHITEPEMHS HA KOHIOHKTHBATA M CKIEPATa.




Hapymenas Ha KOXKATa H NOAKOKHATA ThKAH

YecTH: KOXKHE peaknnn {HanpaMep oOpHB, yprHKapHs, ChpOexk)

Muoro peaku: GoTOIyBCTBHTENHOCT, eKCOIHATHBEH JICPMATHT, epHTEMa MyATHDOPME, CHHIPOM Ha
CrupbHC-JXOHCEH, CHHAPOM Ha Jlaifsi (TOKCHYHE enAgepMalta HEKPOIK3a)

C nem3pecTHa yecTOTa: OcTpa (ebpiiina HeyTpodHITHA AepMaTo3a (CHHAPOM Ha Sweet).

Hapymenns Ha MeTaloIH3Ma H XpaHEHETO
MHoOro penxu: XUTIepKATHEMES, XMIOHATPHEMIS, XUTIOTTIMKEMIL, JIAGCA HA ANSTHT.

Icrxr4Ed HapymeRns
Muoro peaku: JenpecHi, XamomHHAIEY,

Hapymenna Ha HEPBHATA CHCTEMA

YecTH: rmapobonme.

MHOro peaKu: CBETOPBPTEN, ACEITHICH MEHHHTHT, KOHBYIICHH, NEpHPECPEH HEBPHT, aTaKCH, [IyM B
YIIHTE.

C Heu3BeCTHA YECTOTA: ANATHA, HEPBHOCT.

PecnupaTopHs, rPbAHA H M¢AHACTHHANNIN RAPYIICHAR
Muoro penku: 3aayx, Kanumna, GenoxpobHa HHGHITpaLA.

CroMaluBO-4peRHHE HAPYIIEHAN

Yectu: ranese, noBpPHIIAHE.

Penxu: auapnd, riI0CHT, CTOMATHT,

Mnoro pemxu: ncepromeMOpato3en KOMHT, IAHKPEATHT.
C Hen3BeCcTHA YECTOTA: KOPSMHH OONKH.

XenarofuIMapuy Hapymenns
MHoro peiky: MOBHHICHA AKTHBHOCT Ha YEPHOAPOOHHUTE €H3MM, XeTIATHTH, OHAKOTA IPHIPYKEHH OT
XONeCTATHYHA KEBATCHHUA AW HEKPO3a Ha IepHEa pob.

Hapymenns Ha MyCKyJHO-CKEJIETHATA CHCTEMA H CheAHAHTETHITA ThKAH
Mpuoro penxu: Go/KH B CTABHTE, GOJKH B MYCKYIIHTE.

Hapymenus ua 066penaTe H DHKOIRHTE MHTHINA

MHoro peakH: kpHCTanypus, 656peyna HeNOCTATEIHOCT, HHTEPCTHUHANEH HE(QPHT, TOBHIICHHE Ha
HeGeNnTLYHNA a30T, NOBHIIABAHE HEBATA HA KPEATHHHHA, BIOMIaBaHE Ha Hype3ata.

C HexsBecTHA YeCTOTA: TOKCHYCH He(POTUIEH CARAPOM ¢ aHYPHA WIH OJIHTYPHA.

O6mn Bapymenns 1 edeKTH NPH UPHEM
C Hem3BecTHa YecToTa: cHaboct, ymopa, Ge3chune.

Crpobmapane Ha nONO3MPAHH HEKENAHH PEAKITHH

CrobmaraneTo Ha MOAOSHPAHN HEXENAHH PEaKI[HK Cic/l pa3pelaBane 3a yIoTpeba Ha NeKapCTBEeHUS
NPOIYKT € BAXHO. TOBA MM03BONABA JA MPOLB/DKH HAOMIOACHHETO Ha CHOTHOLICHAETO II03a/PHCK 3
NieKapCTBEHMA MPOAYKT. OT MeIMLIMHCKHTE CHEMHAIMCTH CE WIHCKBA Aa ¢hoOmasar Beska NnoJo3upana
HEKETAHA peakI(Hd Ha:

HansraHTeNHa areHIHA N0 IeKapCcTBaTa
yi. ,Jaman [pyes™ Ne 8

1303 Codus

Ten.: +35928903417

yebeaitt: www.bda.bg




4.9, Tipeno3mpane
He e H3BeCTHO KaKBa ¢ 3XHBOTO3aCTPAIIABAILATA 4033 KO-TPHMOKCA30.

[Ipenosnpanero ¢be CyndoHAMAIM IPHIHESBA: 3aryfa HA ANCTHT, CTOMAIITHE GOJKH, TajicHe, MOBPBIIAHE,
CBCTOBRBPTEK, IMaBobonue, CEHITHROCT, 3ary0a Ha Ch3HaHHE. MoXe Ja c¢ MOABH BHCOKA TEMIIEPATYpa,
KPBB HIIH KPHCTAIH B ypHHata. Ha mo-kpCen etan MOXE 12 C€ [0SBH TOTHCKAHE Ha KOCTHOMOIBIHHTE
dyHKTym ¢ xErTeRRna. OCTpoTo NPENo3nNpane ¢ TPAMETONPHM MOXKE I3 MPHYMHH TajeHe, IOBPHIIAHE,
CRETOBBPTEXK, MIABO0OIIHE, EPECH, PA3CTPOICTBA Ha CE3HAHMETO, IOTUCKAHE HAa KOCTHOMOSBYHHTE
¢ynxoun. [Iponeaypara, xosTo TpAGBa Aa ce ClIeHBa, BKTIOYBA OTCTPaHABAHE Ha JICKAPCTBOTO OT
CTOMAIIHO-IPEBHHA TPakT (CTOMAINHA MPOMHBKA HIH MOBPHIIAHE) U AaBAHE HA NAHCHTA HA TOEMH
KOJIMYIECTBA TCYHOCTH, ako OHype3aTa € HegocTaThuHa 1 050peunara GpyHKIMA € HopMaTHa.
[MoaxHCIABAHETO HA YPHHATA YNECHABA NMMHHALMATA HA TPHMETOTIPHM, HO MOXKC Ja YBEIHYH PHCKA OT
KpuCTanusanus Ha cyndonaMua B 6s0pennte. Tpabsa na ce clied KphBHATA KApTHHA, ChABPKAHHETO HA
ENICKTPONHTHTE B CEPYMA A APYrHTe OHOXMMHIHH IAPAMETPH Ha mamHenTa, Tpabea fa ce caensar
CLOTBETHHTE MIPONEAYPH, KO CE MOSBH KOCTHOMO3BYHO YBPEXKZaHE WM XkbATeHana. EdukacaocTTa or
XeMOAMANH3ATa € YMEPEHA, a [IEPUTOHCATIHATA qHAMKN3A € Hee(eKTHRHA.

XPOHHIHO OTPaBAHE: MPOABIDKHTEITHOTO IPUEMaHE Ha TOJIEMH 1036 KO-TPHMOKCA30JI MOXE /1a IPHYHHA
MOTHCKAHE HA KOCTHOMO3bYHATA (PYHKIHA, KOETO Ce IPOABABA KATO TPOMOOIHTONEHH, ICBKOTICHAA HIIH
meraobracTaa aneMus. B cyvaii, 9e ce moABAT CHMITTOMH HA KOCTHOMO3SYHH YBpEeXXAaHHs, Tps0Ba Ma ce
NIPEAOKH NEBKOBOPHH, KATO CIIOPE] HAKOM aBTOPH NPENOPBINTENHATA A03a ¢ 5-15 mg/neH.

5. ©APMAKOJIOTHYHH CBOMCTBA
5.1 dapMaKoAHHAMHYHHE CBOHCTBA

@apMaKoTepaneBTHIHA rPyna: KOMOHHAUMY OT CY/IpOHAMHIM H TPHMETONPHM, BKIIIOYHTEITHO
NPOH3BOTHH.
ATC xon: JO1EEQO1

Bucerrron 100 mg/20 mg cpaspika cynponammaa — cyndamerokcazon u TpumeronpuM. KomGuaanuaTa s
CBOTHOMIEHHE 5:1 OT CheAHHEHHATA HOCH HMETO KO-TpUMOKcaszol. Tosa € koMOHHEpaH aHTHOaKTEpHANCH
Nexapcrse npoaykrt. Tol cbappxa cyadamerokcazon — cynGoHaMER CBC CPEAHA MPOTBIKHATENHOCT Ha
AeHcTBHE, KHHXHOHTOD Ha CHHTE3a Ha (OIMeBaTa KHCEIHNHA 9pe3 KOHKYPEHTEH aHTArOHH3bM ©
NapaaMHEOOCH30CHATA KHCENTMHA H TPHMETONPHM, KOHTO € HHXHOHTOp Ha GakTepuanHaTa
DeXBAPOQONATPENYKTa3a, yIACTBAMA B CHATE32 HA GHONOTHIHO AKTHBHATA TeTpaxuapodonHesa
Kucenuua. KombunammsaTa or nBere akTMBHE BeIECTBa, KOMTO JCHCTRAT BEPXY €QHA H ChILA BEPHTa
GHOXHMAYHH PEAKIHY BOZH 0 CHHEPIH3LM HA aHTHOAKTepRannoTo neicTere. Cuura ce, 9¢
KOMOMHAIMATA HA ABETE AKTHRHHM BCIICCTBA MMA HETATHBEH €()eKT BHPXY Pa3BHTHETO Ha GakTepHallHaTa
PE3HCTEHTHOCT, KOETO € 1I0-02BHO B CpaBHEHHE C M3MIOA3BAHETO CaMO HA SAHOTO BEIECTBO.

Ko-tpuMoxcason neficta in vitro Bepxy Escherichia coli (BKIIOUMTENHO eHTEPONATOTEHHH IAMOBE),
HHIO/MIO3UTUBHY aMoBe Ha Proteus spp. (Brmountenro P. vudgaris), Morganella morganii, Klebsiella
spp., Proteus mirabilis, Enterobacter spp., Haemophilus influenzae, Streptococcus pneumoniae, Shigella
JSlexneri, S. sonnei, Neisseria gonorrhoeae u Pneumocystis jiroveci (P. carinii).

5.2 ®apMaKoOKHHETHYHH CBOHCTBA

Abcopbnuas
Hpere akTHBHY BELIECTBA HA JICKAPCTBEHAS MPOAYKT ce abcopbupar GBP30 OT CTOMAIIH;

MaxkcumMannoTo cepyMHO HHBO Ha ABETE BEIMECTBA Ce AOCTHrA OT 1 /1o 4 9aca cez mepg
OT TPUMETONPHME H 44-62% 0T cynhaMeToKCa30/Ia B cepyMa ca cebp3an ¢ Genrbun. Pagly



BCSIKO BELICCTBO € PAasIgIHO.

Pasnpenenenne

CyndoraMuIbT IPOHHKBA CAMO B H3BBHKAETHIHOTO NMPOCTPAHCTBO, HOKATO TPHMETONIPHM CE
pa3lpocTpaHABa BLE BCHOKH TelecHH Te9R0cTH. BHCOKH KOHLIEHTpalH Ha TPHMETONPHM C€ OTKPHBAT B
CEKpeTHTE Ha OpOHXHATHHTE JXKIIe3H, MPOCTATHATA XKJIE3a M XKITbiKaTa. KornenTpamuure Ha
cyndaMeToKca30N B TENSCHATE TCYHOCTH Ca I0-HHCKK, JIBETe CHEMUHECHHA ¢¢ OTKPHBAT B TCPANCBTHIHH
KOHLEHTPAUMH B CIIOHKATA, BATHHATHHA CEKPET U B TCHHOCTTA B ¢peanoTo yxo. O0eMbT HA
pasnpenencHue 3a cyidamerokcason € 0,36 Ukg n 3a tpumeronpum — 2,0 Lkg.

CyndameTokcason i TPHMETOIPHM IPEMAHABAT B KEPMATa H B KPEBOOOpameHHeTo Ha II0AA.

bu aHC MAMA
Jpere BemecTBa ce MeTabomuzupar B yepdnrs apod; cymbonamum;r OCHOBHO 9pe3 aleTwipane 1
KOHIOTHPaHe ¢ TTIOKYPOHOBA KHCE/IHHA, a TPHMETONPHAM — 4pe3 OKHCICHNE H XHAPOKCHITHPAHE.

Eanmanapage

JBeTe cheMHERNA ce M3XBLPIAT Ope3 6n6pemuTe 9pe3 ruoMepyHa GUITpanMs 1 akTHBHA TYOynHa
exckpelus, KOENeATPaNuKTS Ha AKTMBHATA CHCTABKA B YPUHATA & MHOTO NO-BACOKH OTKOAKOTO B KPHBTA.
B pamxuTe Ha 72 qaca 84,5% ot noerara no3a cyadonaMun ¥ 66,8% 0T 103aTA TPHMETONMPHM Ce OTIEIAT €
ypHHATA.

Bpemero Ha noxyenuMHHUpaHEe 0T Cepyma € csoTBeTHO 10 gaca 3a cyndamerokcaszon u 8-10 gaca 3a
TpuMeTonpEM. Bpemenata Ha onyenAMUHNpane NpH NalHeHTH ¢ 650peYHa HENOCTATHIHOCT Ca
N0-ABLITH, KOSTO NPefiionara IPOMAHA Ha A033Ta.

5.3. lIpeAxnNAHMYHA A2HHH 32 6e30MACHOCT

HexnMHHYHATE JAHHH He MOKA3BaT 0COGEH PUCK 3a XOpa Ha 0asara Ha KOHBEHIHMOHATHHTE
thapMaKoNOTHIHH NpOY4BaHHA 3a Ge30MAaCHOCT, TOKCHYHOCT IIPH MHOMOKDPAaTHO PHIATAHE,
TCHOTOKCHYHOCT, KapIHHOTEHESH MOTEHNHAN, eMOPHOTOKCHYHOCT H TCPAaTOTEHHOCT.

6. PAPMAIIEBTHYHH JIAHHH

6.1 CuachK BHA MIOMONIHATE BEIECTBA

Kaprodeno aumecre 42,25 mg
Tank 3,75 mg
Marseswues creapar 1,25 mg
IHonuBAAMNOB AMKOXOI 0,75 mg

6.2. HeCHBMECTAMOCTH
Henpunoxumo.

6.3. Cpok na rogaocT
5 rogueH

6.4.CnelHanEH YCIOBEY HE CLXPAHEHAE
Ha ce cnxpansBa B OpMTHHAIIHATA ONIAKOBKA IIPH TeMIIEparypa nox 25°C.

6.5. Bua B chABLPKaHHE HA ONAKOBKATA

PVC/Al Gmacrep B KapTOHEHa KyTHA.
20 Tabnerxu (1 6mmcrep chabpxa 20 TabneTkN)

Creiuiena OyTiika B KAPTOHEHA KYTHS
20 Tabnerku (1 cTekneHa GyTiiKa chabpxka 20 TabaeTkH)




He pcHaky BuIOBE ONMAaKOBKH MoraT Ja ObaT mycuats B mpofaxta.
6.6, Cnenaainn NpeANa3HA MEPKH IPH u3XBbpisine 4 pabora

Hama crnieranss #3sckBanus.

7. IPHTEXATEJ HA PAZPEIIIEHHETO 3A YIIOTPEFA H MPOH3BOJUTEJ
Adamed Pharma S.A.

Pienkow, ul. M. Adamkiewicza 6A

05-152 Czosnow

Homma

8. HOMEP HA PA3SPELHIEHHETO 3A YIIOTPEBA

Per. Ne 20000048

9. TATA HA ITBPBO PAIPENIABAHE /MOJHOBABAHE HA PASPEHIEHHETO 3A
YIIOTPEBA

Jara Ba mupBo paspemasane: (4 despyapn 2000 T,

Jlata Ha nocneaHo nogHOBsBaHe: 27 Maii 2011 .

10. JATA HA AKTYANTU3IUPAHE HA TEKCTA

07/2021
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