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Jucroska: nHdopmaums 3a natt BOMAMP - .oeoeirsrenronsenne o case Y AT

Asntpomuitne Pompapm 500 mg npax 3a uHdy
Acithromycin Rompharm 500 mg powder for solution tor infusion
(asurpoMuumrH / azithromycin)

[lpouyeTere BHUMATEAHO HAJATA IMCTOBKA, APEAH A2 3AN0YHETE 12 H3N0/138ATE TOBA J1EKAPCTBO,

Thil KATO TH CbALPXKA BaxHA 33 Bac uHgopmanus.

- 3anaiere TasdM JIMCTOBKA, Mowe 1a ce HAJIOWKH J1d % NPOUELTETE OTHORO.

- A0 UMaTe HAKAKBH JIOTTLIHKTEIHU BLIPOCH, MonuTaiiTe Bauma nekap ui (papMaliesT,

- ToBa feKkapcTBO e npeanucano aHo Ha Bac. He ro npeotcThisalite Ra Apyry xopa. To Moxe 1a
MM HaBPC/AH, HC3ABMCHMO UC NPHIHALMTC Ha TAXKOTO 3afonsBane ca CuuwTe KaTo BawwuTe.,

- AKO TIoNyunTe HIKaKBH HEXENAHN peakUnH, yseromeTe Batns jiekap nim gapMauesT. Toga
BKIOUBA W BCHUKH BB3MOMKHHM HCXKCIAHHM PCAKUMH, HCOTIMCAHN B TA3HM NUCTORKA. BuxkTe Touka 4.

KakBo cbabpxa Tain MMCTOBKA

Kakso ipcacrasiga Asurpomuunn Pombapm v 3a KakBO CC M3110413B4
Kakso 1pa0Ba a4 3HacTC, npciun Ja usnoussare Asurposuunn Pompapm
Kak 1a uinonisate AsutpoMuudd PomgpapM

Bh3MOXHHU HEeXeTaHH peakUun

Kak na chxpaHasate AUTpoMutlie Pompapm

CbALPKAHHE HA OTIAKOBKATA M TONBARHTENIHA HHHOPMALLHS

b N —

1. Kaxeo npeacrasaasa Azntpomuunu Pom¢papm v 3a Kakso ce ninoassa
A3ZHTPOMHUMII LIPHHALICHKH KBM 1'PyHIaTa Ha airrHdakTCpHaiivIC JICKAPCTBCHN LIPOAYKTH, NapeycHH
makposmau. Tol ce vinonsea 3a jacucune 1a HIGCKLMA, BprLuLIcin 01 DAKTCPHU.

A3UTPOMUIIMH € MOKA3aH MPU RH3PACTHU 3a JICUCHHE HA MHPEKIMH, TIPIHUHEHK OT TyRCTBUTETHY

MUKPOOPTAHWIMU NPH CIEHHUTE ChCTOSHHA!

- TIpuaofura B o6wecTBOTO NHeBMOHIA. NpuuHHeHa oT Chlumydia pneumoniue. Hemophilus
influenza, Legionella pneumophilla. Moraxella catarrhalis, Mycoplasma preumoniae, Staphylococcus
aureus MM Streplococcus pneumoniae nNpu NALACHTH, KOUTO CC HYXAAAT 0T NbPBOHAYANHA
UHTPABEHO3HA TepalHi.

- Taszosa Bb3nanuTenHa Gonecet, npuuuHcka ot Chlamidia trachomatis, Neisseria gonorrhoeae, nnu
Mycoplasma hominis, TpH MALMEHNTH, KOUTO CC NYKAAAT OT MBPBOHARLIIE HITTPABCIIO3ITA TCpanus.

2. Kaxso Tpn6Ba 13 38aeTe, Npeau Xa N300a38aTe AHTpoMuilng Pomdapm

He wianoasnainre Asnwrpomiuny Pomgapm

- AKO CTE ANEPrHYHI KhM A3HTPOMUILMH HAYN KbM HAKOA OT OCTAHAINTE ChCTaBKH HA TOBA NEKAPCTRO
(1130pOeHI B TOUKA O);

- AKO CTC ANCPTHUHKM KLA HAKOH ApYr aHTHOMOTHK OT rpynaTa Ha MakpOJHAHTC (HaNpaMcp
CPUTPOMMUHH) WK KBM KCTOIMIHH AaHTHOUOTHLM,

IlpeaynpexxaeHus » Npeana3Hu MepKu

Fosopere ¢ Bawus sickap Wik dapMaucst, LPCAK 42 H3L0I3BATC A3NTPOMUUMH Pompapm:

- AKo cTe aneprusuy KoM auTHOHOTHIKM OT rpynaTa Ha MAKPOIHNTE HAH KO PAAKO M10y1aBaTe
CEPHO3HH AJEPIHYHH PEAKIIHH. BEJIFOUHTEIHO AHIMOE IEM {PSH3KO 1O, (YBAHE Hid KOW A0 !
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Te3U peaKUiy, CBbp3aliM ¢ ynotpedata 1a asuTPOMULIMY, CE € tadaaasan peudans Ha CUHMNTOMAUTE.
3aTORa Ce Hanara Npocneasraie Npyu NPObMKUTETHO JICHEHHNE!

_ AKO CE NTOSBAT NPU3HAIM HA CYNEPHHMDEKIIMS, MPUUHHERE OT HEHYBCTRITENHY MHKPOOPTaH3MH
(HanpuMep TLOMHA HHEKIHUA);

- AKO MPHCMATC CPrOTAMHHOBY NPOU3BOAHH (ICKAPCTBA 3a JCHCHWL Ha MHUIPCHA), TbH KATO TC MOKC
a2 NPCAN3BHKAT CPrOTHIBM (rNABODONHE, 3aMASHOCT, MaACHE, MyCKYIHHA CNAas3MH), KOraTo Ce npuemar
e AHOBPEMEHHO ¢ MAKPOJIHIHH AHTHOMOTHLIK,

- AKOQ HMATC CCPHO3HM UCPHOAPOOHH MPOONCMAU: MOKC J1a CC HAOWI Bawuvgr nexap aa ¢acau
yepHoapoliiaTa BH pyuxums vy aa crupe NeUHCMeTo,

- AKo umate cepHostin 0b0peuin npotaemMu: B TO3H cayqai Bamnat nexap tpa0sa 14 KOpUrupa
1103272 Ha TOBA JIEKAPCTRO.

- AKO MMAaTe HapyllleHWe Ha Chp/letHus pHThM (yabmken QT unreppany,

. AHTHOHOTHIIHTE MOTAT /[a IPOMEHAT HOPMAJIHKATA UPEBHA (POPa H TIO TOTH HAHH 12 TIPEI3BHRAT
[MAPHA, KOATO MOKE a € MPH3HAK Ha CEPHO3HO UPEBHO Bb3NaNeHHe. AKO NONYUUTE AHAPHSR MO BpeEME
Ha NCUCHHC ¢ aHTHOHOTHULN, TpaBBa HesaGaBHO Aa cc KoHcyaTHpaTe ¢ Bawns nckap,

- AKO CTpaJaTe OT MHACTCHHS IPaBUC (MYCKYIHA cnadocT).

A3MTPOMHLUKMH MOYKC J1d NTOBHLLIH PHCKA OT NOKBA HY HCNPABWIICH CHPACHCH PHTHM. KaxeTe Ha Bawus
JICKap, TIPCAHM 13 3a1I0UHCTC 1A 1IPHIATATC TOBA JICKAPCTBO, aKO HAKOC OT H30POCHHTC HO-10JIY CC OTHACH
3a Bac:

— CupaeyHH 1pobaeMy (HanpHUMep ChpAeHHa HEQOCTATLYHOCT), MHOTO HuBeH CLPAEUCH PHTLM,
HCAPABUACH CBPACHCH PUTBM HIIH OTKNOHCHUSA B CICKTPOKAPAHOTPAMATA, T.Hap. CHHIAPOM Ha
yapmxkcHuua QT vHTCpBan (KOHTO CC OTKPHBA 4pC3 CNCKTPOKAP.AMOTrpama);

— HuckH CTOMHOCTH HA Kanii Han MarHesid B KpbLRTA.

JAeua ¥ HOWH
Bc30nacHOCTTA M C(RPHKACHOCTTA HA MHTPABCHO3HATA MHYY 3HH HA a3HTPOMHUMH 3d JICHCHHC HA HH(pCKLMAK
LIpH Jcua M FHOWK (101 18 TOMHHN] HE ca YCTAHOBCHMN,

JdApyru nekapersa H ASUTPOMHLIHH Ponidapm
TpsORa la KaxkeTe Ha Banus nexkap wiv (gapManenT, ako NpUeMare, HaCKOpo CTe MPUEMATTH WITH €
BBLIMOMHO /14 NpHeMare JIpyru nexapcTaa.

OT OCOBCHO 3HAUMCHHC € A& NPCAYNPCAHTE Bawima siekap, npein 1a SallOHHCTE 1a 3MoN3BaTE TOBY
NICKAPCTBO, AKO NIPHEMATC HAKOC OT CJICHUTC JICKAPCTRA:

— AHTHalMAK (TeKapcTBa 3a NEUeHHEe Ha CTOMAllHW MpobieMu): NpUNaraHeTo Ha aHTHAMAK HE BOAH
10 MPOMSHA B PA3MpeNeNeHHeTo Hd MHTPAREHOZHO NPUIOKEH a3HTPOMUILINH.

— JIMIOKCUH (JICKAPCTBO 3a JACHCHWC HA ChPACYHA HCUOCTATBUHOCT): HHBATA HA JHFOKCHH B KpbBld
MOME 714 ce 11oBULWAT, Bawuusr jeKxap MOXKE 2 U3C/ie/iBa HABaTa HA JMI'OKCHH B KpbBTa Bu;

— KonxnuuH (M3Mon38an 3a ACHCHHE Ha noaarpa v hamunna (racaeacTscHa) Cpeau3cMHOMOPCKA
TPECKa):

— 3MA0BYAHH (NEKAPCTBO, HYKNEO3HACH QHAJIOT, uHXHOHNTOP Ha ubpaTHaTa TpaHckpunTasa). Tece
13MON3RAT 3a SIEYEHIIE HA CHHAPOMA Ha NpilofiTaTa MMy HHa HeocTaThYHocT (XMB
nHeKUNA): KPLBHATE HUBA HA 3ULOBYIHUH MOTAT J1a CC MOBHUIAT.

— EproTaMuy, JUXHAPOSPrOTAMHUH (JIEKapCTBa 3a JIEICHHUE HA MHUTpeHa): MOKeE J1a HaCTbIH
epProTU3HLM (M3TPHIBAHE Ha KPANHUIIMTE, MYCKYSIRW CNA3MH W TARTPEHA HA PHIIETE U KpakaTa
nopaiu JIOWo KpbBooOpalleHie). 3aTOBa HE ce IIPENOphiRa ¢ THOBPEMCHHATA ynotpeda (Bx.
Mpeaynpexaenus v [IpeanasHi MEPKH).. —
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— Bapgapun win apyru npoTHBOCLCHPBALULM JIEKAPCTRA. €THOBPEMEHHATA HM yr1oTpeda MoKe na
YBCIHYH PUCKA OT KbPBCHC,

— 1lsknocnopHH (JIeKapcTBO. KOETO MOTHCKA HMYHHATa CHCTEMA. 3a Aa NpEeA0TBPaTH OTXBBPIAHETO
Ha TPAHCTIIIAHTUPAHH OPraHd MK KOCTEH MO3LK): aKO €€ Haslara €HOBPEMEHHO NIPHIIOKEHHE,
BawwsT ackap TpadBa NCPUOANYHO [a KOPUTHPa A03aTa U 4a U3CACABA HWBATA HA NCKAPCTBOTO B
KpLBTa 13U;

~ Hendunarup (JekapcTBo 3a seuenne Ha XUB-vHpekuns): KpbBHHTC HHBA Ha a3HTPOMULIMH MOTaT
Na ce MORMILAT, HO HE € HEOOXOAUMO KOPHIHpiaHe Ha N03aTta:

— PudabyTun (nekapeTBo sa nedenne tia XHB n daktepnani HIMPEKILHU, BEAIOUUTETO
TyOepKyI03a): BH3MOKIIO € J4 MMa Hamaneil Opoit 1a OeANTe KPLBIH KASTKH:

— TepdeHaAKH (JCKAPCTBO 38 ICHCHHUE HA CCHHA XPCMa): CAHOBPCMCHHOTO MPUAOIKCHUCT €
A3UTPOMMLIMH MOXKE a J0BEE 0 ChbPASUHM NpodIEMH;

— TeoduHK (1EKAPCTBO 33 NEUeHHEe Ha acTMa): epeKTHT HA TEOPILIHH MOXe JIa € 3aCHIIEH.

— AropsacTatyii (H3LUON3BAH 33 1101HKABAIC VHBATA N JIMIMAXTC B KPBBTA). CAHOBPCMCHIIATA
ynotpeba 11a aTopBacTaTHII H a3HTPOMHLIKIL C€ CBBLP3BA € MOBHILEH PHCK OT Pasrpaxadiie ta
MYCKYNIHAT& TbKaH (pabaoMHOIN3a), KOETO MOXKE Ja 10BEIE A0 MYCKYNHA O0nKa H NOTHMHSIBAHE
Ha ypHHaTa.

EnnoBpcMcHHaTa ynotpeba Ha CNCAHUTC AICKAPCTBA MOXKC a A0BCAC 10 CCPHO3HU CbPIACUHH npodJicMu
(KOUTO CC OTKPUBAT MpH CACKTPOKApAHOrpama)
—  AHTHAPUTMHUYHH CPEICTBA (HAMPUMEP XHHUAWH, MpoKansamitl, A0(ETHITHA, aMHOLapOH,
CcOTaAnoON), peryaupaniu ChpACHHUN pHTHM!
—  Lnsanpna (3a JcucHue Ha cromawing npodiacmu);
- TepdenaanH (MpOTHBOANEPTHUHO JIEKAPCTBO);
—  Jlexapcrsa 3a JICHEHHE HA ICHXAYHH 320015 3aHHN (AHTHIICHXOTHLM, KATO ITUMO3HL):
~  OnpeAcnCHW aHTHACAPCCAHTH (TPULHKIAKYHH QHTHACOPCCAHTH KATO LU TANONPAM);
— JlexapcTsa 3a NeueHHe Ha HH(ERURH (AHTUHOROTHLIM KaTO MOKCH(BIOKCAUKH, TEBOPTOKCALIKH).
- XHAPORCHXJIOPOKBHH (JCKAPCTBO, H3NOH3BALIO 32 ACHCIIHC HA ABTOHMYIIIH 3a00BaIM ). Tps0OBa
14 CC BHHMABA, KOIATO a3 TPOMULIHIL 1 XHAPOKCHXJIOPOKBHII CC H3110/13BaT CANOBPEMCILILO
nopaay NOBULLIEI PHCK OT ChPAEtHN APHTMHH.

bpeMeHHOCT H KhpMEHE
AKO cTe BpeMeHHa WiTH KBPMITE. CMATATE, e MOXKE JIa ¢Te DpeMeHHa 1UTH IaHipaTe OpenMeHHOCT,
nocbBETBAMTC ¢¢ ¢ Bawua nekap vid dapmMaucsT npean ynotpedata Ha TOBA NCKAPCTBO.

bpemernnocy
He Tpabaa 12 v3OM3BATE TOBA JICKAPCTBO M0 BPCMC HA OPCMCHHOCT. OCBCH aKO Bawuusar Aackap HC BH ¢
[IOCbBETBAL.

Kbpmene

A3UTPOMHIIMH CE€ EKCKPETHPA B KhpMaTa, Bhrpeky TORA, HAMA 10CTATHhYHO NAHHH 33 KhPMEIITH HEHH, 34
/12 Ce XapakTePU3UPa MPOLECHT HA EKCKPEItUA HA a3MTPOMUIIH. TTopann ToRa HE Ce NPEnophlBa KhpMeHe
Mo BpEME Ha NEHEHHETO.

Lllopnpatic u padoTa ¢ MAIMIHIIH
Hsma OKa3aTCNCTBA, COYCILH, UC AZUTPOMULIMH MOBJIMABA CNOCOBHOCTTA HA NAUWCHTHTC 3a LWWOGUPAHLC H

paboTa ¢ MALLIMHH,

AszutpomuuH Pombapm cbabpika HATPUH,
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ToBa nekapcTBO ChABbPKA 115 mg natpuil (OCUOBHHMAT €IEMENT HA FOTBAPCKATA COJI) BbB BCEKH PAAKOLL.
Toka € eKRURANEHTHO Ha 5.7% OT NPENOPHUUTENRHHSI MAKCHMAJIEH JIHEREH NIPHEM HA HATPUH NpH
Rh3PACTHH.

3. Kak zxa uanojieate Asnrpomyuni Pompapm

Bullaru 43non3saiTe ToBa eKapeTio TOYHO KakTO By e kasan Balnnart nekap Uiy rapMaLenT.
Koncyatupaiite ce ¢ Bawus nekap Hian (apMauesT, aKo HE CTE CHIYPIIN.

Azurpomuunt Pomdapm ce Lipuiiara camo 01 MEAMUMHCKH CHELMAJINGT, KOHTO MOXe [1a Bu nane ioseue
ungopmains. Ule By 6bne npunoxken Karo HHTPABEHO3HA HH(Y3HA.

BatiusaT nekap e onpesieny nojxosuara 3a Bac n103a v npoJik/KHTEIHOCT Ha AEYEHHETO.

[IpcnopbuMTCIHATA 1038 € KaKTO CICIBA:

Buvspacmut

{ teamonust npudobuma ¢ obgecmaomo: S0 mg KATO CAMHHYHA THCBHA A034, BLBCK1aHA HHTPABCHOZHO
B 1IPOABIDKCHUC Ha HaH-Maliko 2 uHU. UHTpascHo3naTa tepativa OH CHICABAIO U CC NPOABIIKH ¢
HepopasiHa ¢ S00 mg azyrpOMHUMH KATO CAHOKPATHA AHCBHA 107a, 10 3JaRbPWBAHC HA KypCa HE 1TCpanns
ot 7 .10 10 siHu.

MOMEHTHT 3a TPeMHUHABaHe KbM TIepopanHa Tepanus Tpadea 1a Obae MpeueHeH OT JeKyBallHs JieKap,

B 32aBUCHUMOCT OT KJIMHHYHHA OTTOBOD.

Tazoro-agnsnaumeana Horecm: SO0 mg xkaTo eAMHUYHA JTHEBHA 1034, BRLBEXKAAHA UHTPABCHO3HO R
NPOABLIKCHUC HA CAMH WIIW ABA AHW. MHTparcHO3HATa Tepanudg O CicaBano a ce npoabAXH C
ncpopanda ¢ 250 mg a3uTPOMHALMH KATO CAHOKPATHA AHCBHA J030 A0 34BbPIIBAHC Ha 7-THCBCH KypC
Tepanus.

MOMCHTBI 33 1IPCMUIABALIC KM HCPOPaJiia Iepating 1psadsa da ObAc HPCUCICH O JICKYBALLIMS JICKAP. B
3ABUCHMOCT O KJIUITHYHHA O110B0P.

IMaunenru ¢ 6L6peyHn WK YepHO:IPOOHH Npodiiemu
Mosns, nahopmupaiite Batnua nexkap, ako umate 6106petHi Hav ueproapodHH npodiemMu. Thil KaTo MOXe
Jla ce HaNOXH Kopekuus Ha obu4aiiHaTa ao3a.

Ynotpeda npu Aeuna H w0n0mM
Be30MacHOCTTA M eYUKACHOCTTA HA a3sHTPOMMUMH NIPax 3a HHY3HOHEH pasTBOp 3a NeYEHHE Ha MH(PEKIHH
HE ¢ yoTaloBeHa 1pHy Acud W 1I0H0LWIN,

Yuorpeta nupy naumeHyu B Crapyecka sb3pace

He ce Hasara npomsiHa HA 1032712 1IPU HAUMEHTH B Crapuecka Bbipacr. [Ipenopsusa ce clenualivo
RHHMAaHHE NPH NAIMEHTH ChC ChJIEUHN 3a00NSRAHUA, NOPAJIH PUCK OT HAPYIIIEHUE HA CHPIEHHHS PUTHM
H YCKOpEH ChpledeH PUTHM. (BUkTe pasfaen . llpeaynpexaerHus u npeanasHu MEpKH™).

HauMH HAa NPHOOMCHUC
AsutTpomuLiuH Pomdapm 500 mg npax 3a MHQY3HOHEH pasTROP TPAOBL 14 Ce NPUaAra No CACAHNA HAYHH!

KaTO MHTPABCHO3HA MHPY3INS B NPOABMKCHHC HA 3 Haca NpY KoHucHTpauua 1 mg/ml uan B NpoABAKCHHC
Ha 1 vac npu Kouueutpauus 2 mg/ml. [lo-8HcoKH xolLenTpal TpAOBa Nd ¢e U30ATBAT, ThH KilTO MOXE
U4 CC LOSBH JIOKAIHA KOXHA PCAKLHA Ha MACTOTO H LUPHIDKCHHC HA HH(Y 3SHATA HPH KOHLICHLES

BHCOKH o1 2 mg/ml.




[Ipenopbuba ce no3a ot SO0 mg a3HTPOMMLIMH, NPUTOTBEHA B CbOTBETCTBHE C HIICTPYKLIKKTE, 14 ce
npufara KaTo MHTPAREHO3Ha URPY3IHA B MPOTLAKEHUE HA HE NO-MaNKo 0T 60 MUHYTH.

AzuTpoMHUuH Pomdrapm 500 mg npax 3a nugy3HOHEH pa3TBOp He TpADRA Ja ce nnpunara kato donyc
(UR10TO KOMHUCCTBO HARCAHDIK) UIIH KATO HHTPAMYCKYNTHA HHAKCKUMA (B MYCKYIT),

AKoO ca Bu npHaoxKuiaH noseye o1 neodxoaumarta 203a AsuTpomuunn Pompapm

Toi kaTo AzuTpomuurH Pompapm 300 mg npax 3a HHPYIMOHCH pa3TBOp CC Mpuiara OT JcKap unu
MEJIMLIMIICKA CECTPA. € MAJKO BEPOSTHO A4 NIPHEMETE NO-BHCOKE J03a. AKO olave sabenexuTte Hexenalm
peaKUUy HIY MMATE YYBCTBOTO, 4e Ca BH NPUAMKHUIM NOBEYE OT 11COOXOIHMATA 1034, BEAIlard KAXKETE Ha
Bawus siexap.

HexxenanuTte peakilMi NMpH 1IpHEM Ha TIO-BUCOKH JIO3M €2 NOAODHI Ha TeId peaxitid, Habmonasany ciiesl
NMPHAQKEHHE HA NPErOpbUNTEAHHTE 1034, (ODHUANHHTE CHMNTOMI NPH 1IPEAOINIPAHE ¢ MAKPOIHAHH
aHTHOHOTHUM BKNKOUBAT 0OpaTrMa 3aryba Ha cayxa, TCaxKa opMa Ha raicHC, NOBPBLILAHC W Avapua. B
CIY4ai Ha NPCRO3UPAHC, CC HAlara NPHAAraHe Ha AKTHBCH BBITICH H OCHOBHA CUMITOMATHYHA TEpanus,
KAaKTO M OOMYAHHHTC MCPKH 33 MOAABPHKAHC HA KUIHCHUTC (PYHKLHH NPH HCOOXOAMMOCT.

AKO UMATC HAKAKBH AOIIBJIHUTCIHY BBIIPOCH, CBbP3aHH ¢ YHOTPeOaTa Ha TOBA JICKAPCTBO. HOIMTAHTC
Bawus Jjickap nay papMaucst.

4, BL3MOAHH HEKETIAHK peakun K
KakTo BCHUKM JIEKapCTBa, TORA JIEKAPCTBO MOXKE 14 Npear3BUKa HEXKCIAHH peakiii, RhIIPEKH Ue HE
BCEKIl i NOJY'ARA.

Kaxcre HesabaBHo Ha Bawwus ackap ako novyBCTBATC HAKOH OT CACAHHUTC CUMMTOMH CACA MPHJIOKCHUEC
Ha TOBA NCKAPCTBO, ThH KATO TC MOraT A4 OLAAT CCPHO3HM.

Ccprosiin 1eKCHa1n PCAaKUMK ca;
— BHC3anHO 3aTPYAHCHHC B AHLWAHCTO, NMOBOPCHCTO. NPCTALILIAHCTO,
— [loayBaHe Ha YCTHUTE, €3UKA, JIMUECTO W BPATA;
— MHOro TekKKa 3aMasHOCT HAM KOaarnc,

— TexbK 11 chbpDRLL KOXEH 00pHB (BKA. CHHIPOM HA CTHBBLH-KOHCLH). 0CODEHO aKO €€ NOARAT
MEXYPI 111 MIoLIeHe (TOKCITMHA eIIIISPMUTHA HeKPOAH3A) 11 IYRCTBHTCIHOCT HA OMHTE. YCTATa
WK FCHHUTANHHTC ;

— Texka anapus, 0codEHO aKO € NPONBLIIKUTENHA U ¢ NPUMECH HA KPBB {TORA CHIID MOXKE /13 €
[ICEBAOMEMOPAHO3IEH KOJIMT). CBIIPOBOISHA ¢ KOpeMHa OoJKa 1K Tpecka. Tora MOXke Aa ca
NMPU3IHAIK HA CEPUO3HO Bh3NaeHHe Ha 1e0enoTo YepRo. KOETO MOKE PAKO 1a HACTHNHU Cien
MPUCM HA AaHTHOHOTUIIN,

— TTowbJITSIBAHE HA KOXATA WM CKEPaTa, 1HOPAIH HEPHOUPOOHH LIpODIIEME,

— Bu3nancHue Ha nankpeaca, CbNPOBOJCHO C TCKKA Kopemua donka 1 Honka B rupha:

— TTOBHIIICHO MJTH HAMAJICHO OT/IE/IIHE HA YPHHA HIIH CJICAN OT KPBLE B ypHHara:

— KoCcH 0DpHB MOXKC 1A CC 110HBY 1HOPALM 1IOBHILICHA YYBCTBHTCIIHOCT KbM CBCTIIHHA;

— HcobuuyaiHo KpBBOHACAAAHC UK KLPBCHC,

— HeupasuieH chpueteH pHIbM.

ﬂpyFH BhIMOMHKY HOKCITAHH PCAKIIHH

MHoOTro YecTH (MoXe ja 3acerHaT noeeve o1 1 Ha 1) aymi)
- JAnapus
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YecTu (Moxe sia 3acerHat ao | Ha 10 ayin)

[ nagobonue

[TopuiaHe, KOpeMHa O0JIKa, raJeHe

Bonka ¥ Bb3MNANCHUC HA MICTOTO HA HHXCKTHPAHC

MonnxcH Gpoi NMMDOUKTH, NOBHLLICH 6PO# COIUHOPHAH, NOHKKCHA KOHUCHTPALKMS Ha OukapbonaTH
B KPLBTA, NoBULIeH Opoii 6asoduan, nosuimed 6poil MOBOLMTS, NUBHLLEH PO HeYTPOOHAN B
KPbBTa

HeyecTu (Morar ga sacerdat ao 1 ia 100 ayiiu)

Kanuuuo3za (1ipyunnena or 1s0uiky or poy Candida) , BarmHanHa HHQESKUNSA, 1IHEBMOHUA, 1"bOHUHA
nHbeking, 6akrepuanya HHpeKIHS, QapUHIHT, CTOMAINHO-UPERHO RL3INANCHUE, /IKXATENHY
HapyllleHus, Xpema, Bb3rajieHne, rbOHYIKH B YCTaTa):

HamaneH Opoti Geny KPLBHH KIeTKN (NEBKONEHHS), Hamaned 6poit Ha HeyTpohHK (HEYTPONEHHA),
YBCAMHCH OpOit COZMHOMHAKN (CO3UHODUNHS),

[MToAKOKCH OTOK MAKX OTOK B ABAOOKUTC CIOCBC Ha KOXaTa (AHMHOCICM), CBPbXHYBCTBHTCIIHOCT,
Jlunca unu 3ary0a Ha ancTUT (AHOPCKCHA);

HepeHOCT, OCICBHHC,

3aManHOCT, ChHIUBOCT, IPOMAHA BbB BKYCA (UMCICY3UA), HCOOKUAITHO YCCLIAHS 1O KOXKATA KATO
WIrapsAHe, HATBPTBAHE, KPAMItH, H3TDBIIBAHC (11apCCTe3us ).

HapyiieHnue Ha 3peHHneTo;

YBpexane Ha cliyxa. BEpTUTO

HenpuaTHo ycewaHe 3a 6Bp3 M yHecTeH nync (ChpUeOHeHe),

[Copenit BbAHI;

JaTpyIHEHO AULLIAHE (JINCTIHEA), KLPBEHE OT HOCA,

3anck, chbOMpAHC Ha Fa30BC B HCPBATA H CTOMAXE, HAPYUICHO XPAHOCMITNAHC, BLIMANCHHE HA CTOMaXA
(FaCTPHT), HAPYLICHO MPCHILILAHC, NORYBAHC HA KOPCMIY, CYXOTa B yCTATA, CNA3MKU, A3BK B yCTaTJ,
MOBHLIEHA CEKPELIMA HA CIIOHKA,

Koxen 06pus W ChpOCHK, 3a4CPBCIA, CHIHIO ChPOsLLa KOXKA (KOLIPHBIIA TPCCKA), BB3IAICIMC Ha
KOMaTd (ACpMaTHT), CyXd KOXa, LIPCKOMCPHO H3LOTHBAIIC,

Octreoaprput, MyCKy/iHa Golika (Muasirus), boska s 1'6pba, O0J1Ka BbB Bpala!

Bonesneno ypunupane, bonka s 6On0permTe:

HeoBuuaiiHo MaTOUuHO KPhROTEUEHHE (METPOPArUR), HAPYIIICHUS Hi (BYHKITMATY HA TECTUCUTE!
0TOK. cnabocT {acTeHls), Hu3ltecko HEPA3NONMKEHIIE, YMOPA. OTOK Ha nHUeTo, Dosika B odnacTTa Ha
MBPAMTC, MOBULLICHA TCICCHA TeMIICpaTypd, DONKa, epriepen OTOK:

MOBHILICHH CTOMHOCTH HA aCapTaT aMHHOTPpaHCcepasaTa, NOBHUICHH CTORHOCTH HA AlTaHUH
AMMHOTpaHchEPA3ATA, MOBULIEHN CTOMHOCTH Ha OMnupyOUH B KPLBTA, [IPOMAHA B CTOHHOCTHTE Ha
KM B KPbBIA, HOBHLUCITH CTOHIIOCTH 113 ankania gocparasa B KPLBTA, HOBAWCHHK CTOMHOCTH 1ia
XJOPHAN B KPbBTA, NOBUUIEIIN CTORIIOCTH 11a TIIOKO34 B KPbBT4, NosHuiel OpoH TPOMOOLMTH B
KPBBTA, NONKXKEN XEMATOKPUT, NOBHIIEHHN CTOHIIOCTH 113 OMKAPOOIIATH B KPBBTA, NOBHILCHH
CTOMHOCTH H2 HATPHH B KPbBTA

YCIOKHEHUS CNE/L MPoIeNypaTa

Penxi (Moxe aa 3acernar o | na 100G avang)

min

C Heu3BecTHa 4ecToTa (OT HAaJHYHHTE AAHHW HE MOXE Aa ObAe HANPABeHa OlCHKa)

Anraums

HapyumeHa uepHoapobHa PYHKIIHA, X0J€CTATHYHA KLATCHHLA;
CBpBbX4yBCTBUTC/AHOCT KbM CBCTHHA.

Koxila peakuysa, XapaKTepU3Hpallla e ¢ BHE3alild NOABY 114 YEPBELIN KOXKIHN YHACTHUH C MDY
LYCTYIIH (MCXYPH, W3lIbtLICIY ¢ Dla/KbilTa TCHILOLT),
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- TcesaomemOpatosell KOANT (Bb3nanelHe Hi 1e0en0TO UepBO. BAOCACACTBHE Ha AUTHOHOTHUILO
NeYveHHe),

- Hamanssane Ha 6pos Ha TPOMOOIUTHTE (TPOMOOIMTONEHNA ), XEMONNTUYHA AHEMUS (HAMalIsiBaHE HA
6poA Ha YepBEHHTE KPLBHHK KJETKH, TOPALN YCHJIEHOTO HM NPERICBPEMERHO paspyllaBaHe):

- aHadunakTHYHA pcakuns (BUXKTC pasacs ,, [lpcaynpexkacHus U NPCANa3Hy MCPKN™);

- Arpecus, 6e3n0KOWCTBO, ASNHPHYM, XANHOLUHHALWH,

- BHesanHa KpaTKOTpaHHa 3aryda Ha cL3HaHME (CHHKOM),

- Kpamnu, XapakTCcpHi3MpaL ¢ CbC CHAHO TPCTICPCHE HA YACTI OT TANOTO HAH LUATOTO TANO
(KOHBYJICHH),

- [lonxzKena 4yBCTBHTEINOCT NPH 10K,

- TlcUxOMOTOPHA XHIIEPAKTHBHOCT, 3aI'yDa Ha 0DOHsIHME, HACTHIHA NI LHUIOCTHA 3aryba Ha BKyca HIIK
oTcnabBaHe Ha BKyCa. NPOMEHEHO 0BOHAHIE, MYCKYJIHA CaboCcT (MMACTEHHA MPABKHC) (BUXKTE pasnen
JIpeaynpexaenuns ¥ npenaziu Mepry ),

- HapyweHHe Ha cnyXa. BKNIOYHTEAHO TIYXOTa W LWYM B YILHTE (THHHTYC).

- Torsades de pointes ¥ pUTBMHHM HAPYLWICHKSA (APUTMHUS) (BHXXTC pasjic LI pCAy npPCKACHUA U
NPCANa3HY MCPKH'"), BKNIOYHTCIHO KaMCpHa TaxWkapana (yekopceH nyjc). yasmkeH QT uHTcpBan Ha
cncKTpoKapanorpamaTa (BuxKTC pasaca , J[IpeaynpexkacHns W npeinasi MCPKE ),

- HHCKO KpbBHO HAAATAHC (XHITOTOHHA )]

- BwsnaicHue Ha nankpeaca (HaHKpedaTuT), HIPOMCHCH UBAT Hil C3HKQA]

- UcpHo1poBHa HCAOCTATLYHOCT (PAIKO BOICLLA U0 CMbPT) (BHIKTC DA3C] W IPCUAYNPCKACHHA H
npeanasHu Mepku”), QYIMHUHAHTEH XENaTUT (B CACCTRHE HA 1aryda Ha UepHOAPOOHH KJIETKHU TpH
xenaTHT A. B uan xenatht D wHdekuns). 4epHoapobHa HEKpo3a (BHE3alHa YepHoapobHa
HEAOCTaTHYHOCT):

- Tewkn KOKHN peakiiii, Hanpumep citHApoM Ha CTHBLHC-[DKOHCHLH, TOKCHYHA eNWAEPpManHa
HEKPOTHIA, EPUTEMA MYJITHDOPME,

- TCAKKO 3a601BAHC, CLIPOBOACHO ¢ 0OPA3YBAHC HA MCXYPH NO KOXATA (TOKCHYHA CNWICDMANTHA
HCKPONI3A), PA3IONOIHO JA4CPBABANC (MYITHROPMCH CPHTCM)

- bolka B ¢cTaBUTE {apTPasIlna)

- QOcrpa GbOpeHHA HCAOCTATEYHOCT, Bb3IANCIMC 1a ObOpCuMTIC;

- Jlexaperseua peakums ¢ COBHIIOQHINA M CHCTCMIIH CUMIITOMH (DRESS)), ocrpa rencpajinisnpatid
ek3anTemarosda uycrynosa (AGEP):

HexxenaHy JiekapCTBEHU PEAKLHMH Bb3MOXKHO HJIM BEPOATHO CBBLP3AHH C JICHEHUETO Ha Mycobacterium
Avium Complex (MAC):

MHoTOo HecTH (MO¥e j1a 3acernat noreue o7 | Ha [0 nynm)

- Jlapud, Kopemita oK, raaeie, nOBpblUane. HENPHATIO yeelidlic B OOILICTTA HA KOpeMa, JHAPHYIIH
H31IPAXKHCH WS

YecT (MOXe na 3acerdat a0 | na 10 ym)

- 3aryba Ha aneTHT

- 3aMafHoCT

- [ naBoboanc

- HeobyrnaiiHo ycellaHe Mo KOXdTd KaTo ropeHe

- HaTbLpTBaHC, KPaMInu, MPABYUKIHC (MAPCCTCINA)
- TlpomsaHa BbB BKYC (IUCICY3HA),

- HapyuwcHuce Ha 3pCHUCTO!

- Tnyxora,

- Koxen obpus, cbpbex (NPypHTYC)

- bonka B ¢cTaBUTE (AapTPaNITHsA)
- YMopa




Heuectn (Moxe na 3acernat no | va 100 qymu)

- TMoHuxena WyRCTRHTEIHOCT 3a JIONTHP

- HapyueH cnyx, iyM B yUHTE

- Hcobuuaiino vecuwate 3a Obp3 1 CHACH NYAC (ManfuTallny)

- Bwb3nancHuc Ha ucpHAs Apod (XenaTuT)

- Texka aneprutta peakuus (CHHApoM Ha CTUBLHC-[KOHCLH), PEUKIHA HA (pOTOHYBCTBUTENHOCT Hd
Ko»kKaTa

CnabocT (acTenus), GU3KUECKO HEPANONOKEIIHE

)

Cobo0aBane Ha HEXRCJTAHH PECAKUHH

AKO 1101y HHMTE HAKAKRM HEKCNAHN NIEKAPCTREHH PEAKIIUH, YBEOMETC Baniua nexap unu papMantenT.
ToBa BEITIOURA BCHUKH BBIMONKHH HEOTIHCAHHU B Ta3H AUCTOBKA HEXe1aHK peakiii. MoxkeTe ChIio 1a
CRODLLKTE HEeXENanH PEAKUMH NHPEKTHO Ypes:

MU3nbeAHUTCAHA arcHEMA NO ACKAPCTBaTa

yi. ,Jamsad [pycs”™ Ne &

1303 Codus

Ten.: 43592 8903417

yebeaitr; www.bda.bg

Karo choBULaBaTC HCKCIANKM PCAKIIMHM, MOMKCTC 14 4A4CTC CBOR 1IPHHOC 33 10JIYyHABAHC HA HOBCUC
MH(OPMAIUA OTHOCHO DE30NACHOCTTA HA TORA NIEKAPCTRO.

5. Kak aa coxpanasate AsuTpomuuuu Pomdapn

Jla ce cvXpaHfBa Ha MACTO, HEOOCTLITHO 3a Jeua.

He v3nonssalTe TORY ACKEAPCTBO CC CPOKA Hil M0IHOCT, OTOCIIA3UH BLPXY KAPTOHCHATL OTHIKOBKA H
dbnakoHa cien naanuca ., [oaed 10" CpOKBT HA TOAHOCT OTTOBAPS HA ITOCICARUA ACH OT NOCOYCHIA
Meceu.

To3u NeXapcTBEH NPO/YKT HE M3HCKBA CTIENHATHN YCAOBUS HA CHXPAHCHHL.

KOHUCHTPHPaH pPa3TBOP CACA PCKOHCTUTYWPAHE (IPHFOTBCH CHINAacHo HHCTPYKLUHHTC):
XUMHUHAT2 ¥ QU3HUHATA cTaBHIIHOCT e TOKa3aHa B IPOALIAKEHUE Hi 24 HAca IPH 25°C.

[TonyucH paspcAcH Pa3TBOP (MPUTOTBEH CLIIACHO HHCTPYKLIMHTE):
XUMHYHATA K PHU3HYHATA CTAOMTHOCT Ha TOTOBHA 34 ynoTpeOa pasTBOp € MOKA3aHa B NPONBIKEHIE Ha 24
yaca npu 25°C n no 7 any npu Temnepatypa ot 2°C - 8°C,

He u4mos4BaliTe TOBA JEKAPCTBO, aKO $u0enexnTe NPoMAId BbE BN BYA (LIANPUMED pasTBopa
ChAbPKE BHIAUMH HACTHLUH ).

He W3xBLPAANTE NEKAPCTBATA B KAHAIM3AMUATA MK B KOHTEHHEDA 30 IOMAITHK OTNA/IBLH. [lonutanTe
Bawvs dhapMalesT KaK A2 H3XBBPIATE NeKapCTRATA, KOWTO Bete HE H3N0A3BATC. Tean Mepxu e
CMOMOTHAT 33 ONA3BaHC Ha OKOAHATa cpeia.

6. ChibpKaHHe HA ONMAKOBKATA H JONMLJIHUTETHA HHPOPMALIHA

KakBo cbibpxa AsnTpoMuurH Pompapm
- AKTHBHOTO BCUICCTBO ¢ asHrpomuumy. Beeku duiakon cpanpika SO0 mg asnipg

Auxuapar. N
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- ﬂ,pyru CBHCTABKH Ca JUMOIiIEIa KHCeIHHa H HATPHEB XHAPOKCH.

Kak m3rnex/ia AsnvpoMuilui Pompapm U KaKBO0 ChjIhPXKA OIHAKOBKA'TA

Asutpomuiiue PomdapM e cTepuien, 64n 1o mouTH 6an npax 3a HHGYIUOHEH PA3TROD, HAITLIIHEH B
MpO3PALCH, CTHKACH PNIAKOH, XMAPOJIMTHUCH KNac |, 3aTBOPCH ¢ TyMCHa anyLlanka, 3ancyaraH ¢
anyMUHUCBA 00KATKA, ONAKOBAH B KAPTOHCHA KYTHS.

AszuTpoMuuuH Pomdapm ¢ HATNMUCH B CNICIHUTC ONAKOBKH;
OnakoBkaTa 0T 1 utakoll.
OntakoBkaTa 0T 5 (p1akoa.

He BcHUYKHM BH/I0BE ONAKORKH MOTAT J1a OH,1aT NYCHATH Ha nalapa.
[putexaren Ha Pa3pCcBiCHUCTO 34 YIOTPEOA H NPOH3IBOAHTC

SC Rompharm Company SRL.
Eroilor Street. no. 1A, Otopem, Ilfov County, 075100, PymbHus

To3u nekapcTseH NPOAYKT e paipeltieH 8 cTpany uaeHku Ha ENITT noa cnenvnTe nmena:
Yurapus: Azithromycin Rompharm 500 mg por oldatos infuziéhoz

Pymbuna: Azitromicind Rompharm 500 mg pulbere pentru solutie perfuzabila
Bwarapus: AsutpoMuitvi Pompapm 500 mg mpax 3a MHQY3HOHEH pa3TROp

JdaTta Ha NocIeaAHO Npepa3rijexiane Ha JHCTOBKATA
10/2024
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Cneanara nndopManng e npeHasnadeta 3a MeMIHICKH CTIeHaJINCTH

Hucmpykuyuu 3a npuzomesie Ha UHGYIHORHUA Pa3meop.

PeKOHCTHTYHPAHE

Mpubascte 4,8 m! cTepuaHa BOAA 33 HHKCKUMK KbM (PakoHa azuTpomiitny 500 mg npax 3a
uuy3MoNEN PASTBOP, 34 la pastBopuTe S ml oT bpBoHAYaLA PasTBOP. ChAbpKAHUETO 1A PIAKOII
1psi0Ba Aa CC pa3kIaula, JOKaTo JICKAPCTBOTO CC PA3TBOPH HAIlBIHO, Exnn ml o1 nojyHcHus pasrsop
chaspxa 100 mg asuTPOMHITHH.

[Tonyuenus KOHUEHTPAT 38 HH(Y3MOHEH pa3TBOp € crabuien 24 waca 1pu remueparypa oa 25°C.
Toi TpadBa Aa OBLIC ACTTBAHUTCIHO PASPCICH, NPCAN NPHIATAHC.

Paspenciane

Pasrsop, cbabpxawl 1 mg/ml uau 2 mg/ml a3uTpOMULKH CC MOAYHABA YPC3 PA3PCIKAAHC HA MONYHCHHTC
5 ml KOHUCHTPAT 3a MH(pY3KOHCH pa3TBOp (€ xorucHTpaunsa 100 mg/ml) ¢be CHBMCCTUM pa3TBOpHTCA,
K4KTO € u30poeto Nno-aomy:

- 0.9 % pa3TBOP HA HATPUCBE XJIOPHLL
- 5% pa3rBOp HA LIIHOKO34a HIIH

- Pasrsop na Puinep




KorueHTpauus Ha KonuuecTso pazpeauten (ml) Bpcme Ha nHy3usTa
asuTpoMuuMH(mg/ml) B
KpadHHA HHQY3IHOHEH PAa3TBOD
1,0 mg/ml 500 ml 3 yaca
2,0 mg/ml 250 m! | yac

[Mosny4eHHAT MHDY3HOHCH PA3TBOP, NPUIOTBCH CLIVIACHO MHCTPYKUMMTC. ¢ (PH3MUCCKH M XUMMUUCCKH
ctabunex ia 24 uaca rpu temnepatypa noa 25°C unn 7 1uu npu Temnepatypa Mmexay 2 - 8°C.

[Ipcau HPHIMKCHHE PCKOHCTHTYHPAHHTC W PA3PCUCHH DA3TBOPH TPAOBIL Ja ObUAT IPOBCPCHI BH3YAJIHO 3d
HAMHYHE HA RUHMH HACTHIH. AKO Pa3TROPBT Ch/UbPXKa BHAMMH HACTHIN, TPADRA Jla Ce YHITUIOXKIL,

Mpcitopbunresto ¢ 500 mg 1033 a3WTPOMUUME KATO 11paXx 3a HIHPYINOUCIT PASTBOP, PATIBOPEI M PA3PCUCH,
KAKTO € OMUCAHO NO-TOPe, /1a CE NMPHAra KaTe WHTPAaReHO3HA HRAY NS B PO/ IhlkeHHe HA NoHe 60 MUHYTH.

AHTpOMHULIK Pomdapm ne Tpalisa ja cc npUaara KaTo  HMHTPABCHO3HA DOMYyC MHMCKUWA MIH
KUTPAMYCKYJ1HA UIDKEKLHA.

Hen3non3eaHMAT ACKApCTBCH NPOAYKT HAK OTNAABYHUTC MATCPHANH OT HCTO TPAOBA Aa CC U3XBBPIIAT B
CBOTBETCTBUC C MCCTIHTC HIKCKBAHIYA.
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