KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. WME HA JIEKAPCTBEHHA ITPOAYKT

PochocenTuk I3 g rpaHyaH 3a NepopasieH pazTBop

Fosfoseptic 3 g granules for oral solution

2. KAYECTBEH A KO/IMYECTBEH CBCTAB

AKTHBHO BewiecTBO B €aHO cawe DochomuuuH Tpomeramon (Fosfomycin trometamol) 5,631 g
(exBHBaJIEHTEH HA 3 g hocHOMHULIMH).

[loMOLWHN BEWECTBA ¢ U3BECTHO NeiCTBHE:
Besko cawe cvabpprka 0,928 gzaxaposa

3a NBIHHUA CMTUCHK HA NTOMOLLHHTE BEILIECTBA, BUXKTE TOUYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

['paHynu 3a nepopaneH pas3rTeop.

4. K/IHHHYHH JAHHH

4.1, TepaneBTRYHH NOKA3IAHHSN

DocdocenTuk 3 g rpaHy/In 3a NepopasieH pa3TROP € NokasaH 3a (BXK. Touka 5.1):
- JIEYEHHE Ha OCTDBP, HEYCNOXKHEH LIMCTHT NPH XKEHU U JEBOHKH;

- MepHorepaTHBHa aHTUOHOTHYHA NpoQMNAKTHKA NPUH TpaHCpeKkTaaHa OHONCHA Ha npocTarata npu
Bb3PaCTHH MBIKE.

Tpabsa na ce 06bpHE BHUMaHKE HA ODULMATTHOTO PHKOBOJICTBO OTHOCHO NOAXOASLIaTa ynoTpeba Ha
aHTHOAKTEPHATHH areHTH.

4.2. JIo3MpOBKa H HAYHH HA NMPHJIOKEHHE

o3npoBka

DochocenTHk 3 g rpaHyH 3a NepopaieH pa3TBop.

OCTbp, HEYCNOKHEH LMCTHT TIPH XKEHH H AEBOWKU (> 12 roamnn): 3 g GochoOMULIMH eJHOKPATHO.
[TepyuonepaTiBHa aHTHOMOTHUHA NMPOGUIAKTUKA NPHU TpaHCpekTanHa OMONCHA Ha npocraTtarta: 3 g
dbocoMHLMH 3 yaca npeau npoueaypara v 3 g bochoMuimu 24 yaca cliel nNpoLEeaypaTa.

bvbpeyno yspeooane.

M3nonssaneTo Ha QocdocenTuk He ce Npenopb4Ba NMPH NALUMEHTH ¢ TEXKo ObOpeyHo yBpexaaHe
(kpeaTHHHHOB KIHpbHC< 10 ml/min, BxK. Touka 5.2).

ITeouampuuna nonyrayus

bezonachoctra u edukacHoctra Ha PocdocenTHk npH aeuna noa 12-roam
YCTAHOBEHHU

HayuH Ha [MPpHUINOXKCEHHE




3a nepopanHoe NPHIOKERNE,

[1pn noka3aHHETO OCTHP, HEYCIIOKHEH LIUCTHT NPU XKEHH U AeBOlHKH TpAbBa 1a ce mpyeMa Ha NnpaseH
cToMax (0kono 2-3 yaca Npeamn WiIM 2-3 4Yaca cHejl XpaHeHe), 3a NpeAnoYHTaHe Npean JaraLe u cuen
H3IIpa3BaHe Ha NMHKOYHHA MEXYPp.

Ho3ara TpabBa fia ce pa3TBOPH B yallla BOJA M Aa ce NpUeMe BeaHara cjej NPHroTBIHETO H.

4.3. IIpoTHBONOKA3IAHHSA
CBpBXUYBCTBUTEJIHOCT KbM AKTHUBHOTO BeLECTBO (POCHOMHIIHH TPOMETAMOJ MM KbM HAKOE OT

NMOMOLIHHTE BellecTBa, H36poeHH B 1. 6.1,
4.4. CnennajHH NpegynpexleHHs B NPEANa3ZHH MepKH NpH ynorpeba

PeakiiM¥ Ha CBPBXMYBCTBUTEIHOCT

CepHO3HH H TIOHAKOTa (aTaNHM peakliMH HAa CBPBXYYBCTBUTE/HOCT, BKMOMYHTENHO aHaDUMaKCHA H
aHa(HIIAKTHYEH IIOK, MOTaT Aa HACTHIAT MO BpeMe Ha jJedeHue ¢ pochoMHIMH (BX. ToukK 4.3 u 4.8).
AKO TakHBa peakLHH HACTBIAT, JeueHHETO ¢ dochoMulMH TpabBa He3abaBHO Aa ce HPEyCTaHOBHU H
Ja 3anoyHe NpUaraHe Ha NOAXOAAINM CNEIIHN MEPKH.

Knoctpuauym audnumne (Clostridioides difficile)-acollunpasa aMapHs

Clostridioides difficile -acouuHpaH konuT ¥ nceBioMeMOpaHO3eH KONMMT ca chobllaBaHM npH
dochoMHLIMH H MOXe a BAPUPAT [10 TEXECT OT YMEPEHH A0 XKHBoTO3acTpamasaiiy (BxK. Touxa 4.8).
ETo 331110 € BaXKHO Ta3H AHArHO3a Ja ce UMa NpeABHJl NPH NALHEHTH, KOUTO ca ¢ JHApHA TNO BpeMe Ha
WM cnej nmpunaraHeTo Ha ¢ocpomuumH. Tpabea aa ce obcnan npeycTaHOBABaHE Ha JIEYEHHETO C
dochomums M npunarase Ha cnennduano nevenue 3a Clostridioides difficile. He Tpa6sa na ce napar
JeKapCTBEHH NPOAYKTH, KOHTO HHXHOUPAT NePHCTAIITHKATA.

[leanaTpHiHa nonyaanys

besonacuocrta H eukacHocTTa Ha PocdocenTuxk npu gena noa 12-rogHiiHa BB3PACT HE ca
ycTaHOBeHH. C/leJoBaTEIHO TOBA JIEKapCcTBO He TpAbBa Aa ce H3MON3Ba B TasH Bb3PacToBa rpyna (BX.
TOYKa 4.2).

[TepcucTHpay HHPEKUMK W NALKEHTH OT MBXKH Non

B cayuait Ha nepcucTHpald HHQPEKUMH ce NpenopbuBa 3agbLj0odeH nperiaex W NpecleHKa Ha
JHarHo3ara, TbH KaTo TOBa YECTO C€ OBbJ/IKH HA YCNOXKHEHM HHPEKUHH HA NMHKOYHHTE MBbTHIIA HIIH
npeobaanaBaHe HAa pPe3UCTEHTHH natoreHu (Hanp. Staphylococcus saprophyticus), Bx. Touka 5.1).
Kato uano undexunure Ha nukoynure nbtHila (UTI) npn maumeHTH oT MBXkHM non Tpsbsa aa ce
pasriexjat karo ycnoxHeHH UTI, 3a xonTo To3H AeKapcTBeH NPOAYKT He € MoKasaH (Bx. Touka 4.1).

IIoMOIIIHH BeilleCTRA

PococenTuk ChAbpKA 3axaposa. He ce npenoppuBa ynorpe6a npH NaLHEHTH ¢ HACJeACTBEHU
npobieMH KaTo HEMOHOCHMOCT KbM (pyKTO3a, IMIOK030-TanakTosHa ManaGcopOLys MM 3axapo3so-
H30MaJITa3Ha HEAOCTATHYHOCT.

4.5. B3auMoJeHcTBHE ¢ APYIrH JEKAPCTREHH NPOAYKTH H ApYrH GopmMM Ha B3auMoaeiicTBHe

MeTroknonpaMua

EZHOBpEeMEHHOTO NpUIOKEHUE Ha METOKJIONpaMM[ BOOM JO NOHIDKaBaHe H
¢ochoMHIIMH B CepyMa M ypHHaTa H TpaOBa Ja ce n3barea.




HApyru nexkapcTBeHH NPOAYKTH, KOKWTO TNOBHMINABAT CTOMAIHO-YPEBHHS MOTHIHTET, MOXe Ja
npou3seaar noaobHu edekTH.

EdekT Ha XpaHaTa

XpaHata Moxe na 3abaBu abcopbumsata Ha (ochoMHLUMH ¢ noCaeABalllo JIeKO NMOHMXKEHHE Ha
NUKOBHTE IUIa3MEHK HHBA H KORLEHTpauHHMTe B ypuHarta. CneaoBareNHO 3a NpeANoYHMTaHE €
JIEKAPCTBEHHAT NPOAYKT Jla ce MpueMa Ha Npa3¢H CTOMax HJIH OKono 2—3 vaca cliefl XpaHeHe.

Cneunduysy npobaemMu, cBep3any ¢ npoMaHaTa B INR:

CpobuieHH ca MHOXECTBO CIy4YaH Ha NOBHIUCHA NEPOpajHA AHTHKOAryNAHTHA AKTHBHOCT IpH
MAlMEHTH, MOAYyYABallY AaHTHOHOTHYHO JedeHWe. PHCKOBHTE (AaKTOPE BKIIOYBAT TeXKa WH(pEKLHSA
MY Bb3NaleHHE, BB3pacT H JIOMIO OOLIO 3/paBOCIIOBHO ChCTOAHME. [Ipu Te3m obcroATencrsa e
TPYAHO Aa ce onpenesin Janu npomsanata B INR ce anmxn Ha nH$pexumo3HoTo 3abondpaHe WM Ha
HErOBOTO JIeueHHe. BhIOpexky ToBa HAKOH KJ1acOBE aHTHOHOTHLM ca MO-4eCTO 3acerHaT M Io-
CNIEL{HANTHO: (GITYOPOXHHONOHH, MAaKPONHAN, LIMKJIHHH, KOTPHMOKCA30]T M HAKOH LedanocnopHHH.

IleauaTpuyHa Nonynanus

[IpoyuBaHHs 32 B3auMOAeCTBHATA Ca NIPOBEXJAHH CAMO NMPH BbL3PACTHH,

4.6. DPepTHANTET, OpeMEHHOCT H KbPMEHe

bpeMeHHOCT:

HanuuHH ca caMo orpaHu4eHn AaHHM 3a 6€30MacHOCTTa Ha JiedeHHeTo ¢ pocPoMULMH Npe3 MbpBUS
TpuMecTsp Ha OpemeHHocTTa (n=152), Te3n naHHM He AaBar CHrHan 3a 6e30MacHOCT MO OTHOLIEHHE
Ha TepaTOreHHOCT Jocera. PocoMHIMH NPEMHHABA Npe3 NaleHTaTA.

[IpoyyBaHHATA MPH XHBOTHH HE MOKA3BAaT NPEKH HIIM HENMpeKH BpeRHH e(eKTH, CBBP3aHH C
penpoJayKTHBHA TOKCHYHOCT (BXK. Touka 5.3).

Qococentik TpsAbBa Aa ce U3noN3Ba Mo BpeMe Ha HPEMEHHOCT caMo ako € Ge3cnopHO HeoBXOIHMO.

KnpMeHe:

DochoMHLHE Ce eKCKpeTHpa B KbpMaTa B MAIKH KOJIHYecTBa. AKC € Heo6XOAMMO mo BpeMe Ha
KbPMECHE MOXeE [1a C€ H3TO3Ba eAHHHYHA A03a GOoCchHOMHIIHH NEPOPATTHO.

DepTHINTET:

Hsama HanM4YHH AaHHH npH xopa. [Ipy MBKKM M XEHCKH IUTbXOBE NEPOPATHOTO MPHAOXKEHHE Ha
dpochomuitun 10 1000 mg/kg/aHeBHO He NOHKHXKABA (epTHIKTETA.

4.7. EdexTH BLpxy ciocobHocTTa 32 modupane H paboTa ¢ Mamuuu
He ca MpoBeXJaHH KOHKPETHH MNpPOYYBAHHA, HO MAalUEHTHTe TpabBa Ja OBbJaT YBEJNOMEHH, 4Ye Ce

chobllaBa 3a 3amaiiBane. ToBa Moxe Ja nopaMse Ha cnocobHoCTTa 3a modmupane W paboTara ¢
MallHHU NpU HAKOH NayHeHTH (BXK. Touka 4.8).

4.8. Hexelann JeKapCTBEHH peaKIHH

Ob6001eHKe Ha npoduna Ha 6e30macHOCT




Hali-yuecTTe HeXECNaHKM peakUWH cleld INpHiaraHe Ha eAWHMuYHA A032 GochOMHLHH TpoMeTaMon

3aciarat CTOMalIHO-YPEBHHUA  TPAaKT,

NpeoUMHO AOHapnia. Tesn CcHOMTHA

O0OHKHOBEHO

CaMOOTpaHH4aBaT Mo NPOABL/DKHTENHOCT B OT3IBYUABAT CIIOHTAHHO.
TabnugeH CNUCHK Ha HEXXENAHUTE PeaKinu

ce

Cnennara TabnuLa noxassa HEXCMAHUTE peakuuH, cboOlLaBaHM npH ynorpebara Ha dochoMUMH
TPOMETAMO, OT KJIMHUYHH H3MKUTBAHHUA HIH NOCTMAPKETHHIOBHA OMNKT.

HC)KBHEHHTQ DCAKIIHH Ca HEﬁPOGHH no _TcAcCHa CHCTCMAa H HCCTOTd, KAaTO €€ H3NOoN3Ba CAcAHATa

KOHBCH X

Msuoro yect (>1/10);

Yectu 1/100 no <1/10)
Heuecn (>1/1 000 oo <1/100);
Penku (>1/10 000 no <1/1 000);
MHuoro peaxn (<1/10 000);

C HeHn3BecTHa 4ecTOTA (OT HANTMYHUTE JaHHH HE Moxe Aa Obje HanpapeHa OLIEHKa).

B PAMKHTC Ha BCAKO IPYIIHPAHC MO Y€CTOTA HEXENAHHUTE JICKAPCTBCHH PEAKLUHMH Ca MpEeACTABEHH B
HH3X0hall p&l 10 OTHOLICHHUC Ha CCPUHO3ROCTITA.

Cucremo-opranuy |Hexe1aHH JexapeTBeHsl peakiHH
KJacoBc YecTH |Heqec'm C HeH3BeCTHA YeCTOTA
— — I - e — - L —— -—-1
HMudexuuu 1 BynBoparuHuT
HH(pecTallUH
HapyineHus Ha AHa(QUIAKTUYHH peaKLHH,
HMYHHATa CHCTEeMa BKJIICUHTENHO aHaQHAAKTHYEH
IIOK, CBPLXYYBCTBUTENTHOCT {BX.
TOYKa 4.4)
HapyumeHus Ha 3amaiiBaHe,
HepBHaTa CHCTeMa [rnaBofonue
CtoMainHo-upeBHM |/Iuapws, ragene, |([Tospbiuaxe AHTHOMOTHYHO-ACOLMNPAH KOMUT
HapylleHUA JHMCTIENCHA, (BX. TOUKa 4.4)
KopeMHa Oonka
HapywieHus Ha OOpna, ypTHKapH1, AHTHOeAeM
KOXAaTa H ApYPUTYC
(TIOAKOXKHATA ThKaH | !
- U — ——em —
100 € Ha NOJIO3UPAHH HeXENaHHW peaKkluy

CrofmaBaneTo Ha NOJO3IHPAHK HEXENaHH Peakiluu Cliel pa3pellaBaHe 3a YnoTpeOa Ha JieKapCTBEHHS
NpOoAYKT € BaxKHO. ToBa Mo3BONABA Aa NMPOABILKKM HabnioAeHHeTO Ha CHLOTHOLUEHMETO MON3a/pPHCK 3a
JIeKapCcTBEHHA NpOAYKT. OT MeIMLUUHCKHTe CNeLHanuCTH ¢e M3HCKBa Ja chobumasaT Beska
NMOAO3MpPaHa HeXenaHa peaklns upes:

HanbauMrenHa areHuMs no JEKapCTRATA

yn. ,JdamsaH I'pyer™ Ne 8
1303 Copusn
Ten.: + 359 2 8903417

yebcaiT: www.bda.bg

4.9. IIpenoaupane




OnUTLT NO OTHOWICHHE Ha Mpello3UpaHeTo Ha nepopaneH ¢ocdoMuLH e orpaHuded. [lpn
napeHTepalTHO NpWIOKEHHe Ha $OCHOMHLMH ca ChOOLIEHH CiydYad Ha XHNOTOHHA, CHHIMBOCT,
eNEeKTPONIUTHH CMYLUEHHA, TPOMOOLUTONEHUA H XHNONPOTPOMOHHEMHS.

B cnyuaii Ha npenosupane nainueHTsT TpaOBa pa Onge HabmopapaH (ocobeHo HuBaTa Ha
IUTa3MEHUTE/CEPYMRHUTE €JIEKTPOINUTH), a JNeueHHero Tpabpa Az O6bae CHMITOMATHYHO M
noaabpxaulo. [IpenopruBa ce pexuapartalMs 3a HOANOMAaraHe Ha €JIMMHHALMATA Ha AKTMBHOTO
BEIIECTBO ¢ ypHHaTa. POoCHOMHIMH ce U3YHCTBA €eKTHBHO OT OpPraHH3Ma upe3 XeMOJHAaIH3a ChbC

CPE€ACH NONY)XXHBOT Ha €THMHHaLHA OT HPHBHHSHTE.TIHO 4 yaca.

5. ®OAPMAKOJOINMYHH CBOHCTBA

S.1. dapMakoAHHAMMHYHH CBOYNCTBA

(bapMakoTepaneBTHYHa Trpyna: AHTHOakTepHalHM CpeAcTBa 3a CcHCTeMHa ynortpeba; [lpyru
aHTHOAKTEepHAIHH CPeACTRA.

ATC xoa: JO1XX01

MeXaHH3BM Ha JelcTBHE

®ochpoMHIMH  oka3Ba OakrepuuuieH eQeKT BLPXY NponxdepUpaliuTe TNAaTOreHH upes
NpeaoOTBpaTABAHE HA €H3MMHHUA CHHTE3 Ha OakTepHanHaTa KieThbUuHa creHa. QochoMuIMH HHXHOHUpa
NMbpBHA €Tall Ha CHHTE3a Ha BbTpeKIieThYHATa HaxTepHanHa KJIeTbYHa CTeHa KaTo OJIOKHpa CHHTe3aTa
HA NEeNTHAOTNHKaH.

DochOMHIHH Ce TpaHCMOPTHpPa akTHBHO B GakTepuanHaTa KI€TKA 4Ype3 ABe pa3fiHuHid TPaAaHCNOPTHH
CHCTEMH (Sn-raubepon-3-gocdar H Xekco3a-6 TpPaHCNIOPTHH CHCTEMH).

Bpn3ka bapMakokHHeTHKa/dhapMakogUHaAMHKa

OrpaHHyeHuTe NaHHM NOKa3BaT, Ye (ocPOoMHUNH Hal-BepoATHO AeHCTBa MO 3aBHCELl OT BPEMETO
Ha4YHH.

MexaHH3bM_Ha PE3UCTEHTHOCT

OCHOBHMAT MEXAHH3BM Ha PE3UCTEHTHOCT € XPOMO3OMHa MYyTauud, NPHYHHABALNA TpOMAHA Ha
OakTepHanHUTE TPAHCIOPTHH CHUCTEMH Ha ¢ochoMuiMH. JIOMBJIHUTENHH MeXaHH3MH 34
PE3UCTEHTHOCT, KOHWTO Ca MPeHECeHH OT IUIa3MUIM HIH TPaHCIIO30HH, MOPAXKAAT EH3HMHO
HHAKTHBHpaHE Ha (ocHOMMIMH [pe3 CBLP3BAHE HA MOJIEKYJIaTa KbM IFIYTATHOH MIIH CHOTBETHO 4pes
pa3LenBaHe Ha Bpb3KaTa BbIVIepoA-gocdop B MoJieKyaTa Ha (pochoMHiIUH.

KEI_:CTGG&HH PE3HCTEHTHOCT

He € U3BeCTHA KPBCTOCAHA PE3IUCTEHTHOCT MeXY POCPOMHIIMH H APYTIH KJIACOBE aHTHOHOTHLIM.

rEﬂHH‘IHH CTOHHOCTH HA M3NMTBAHE 34 YYBCTBHTCIHOCT

"'paHHYHHTE CTOHHOCTH HA YYBCTBHTE/IHOCT, YCTAHOBECHH OT EBponeiickua KOMHTET 3a M3MIHTBaHe Ha
aHTHMHKpOoOHATa YYBCTBHTEIIHOCT Ca KakTo cnejpa (Tabnuna Ha rpaHHyHNTe cTofiHoCcTH Ha EUCAST

Bepcus 10):

Buaose YYBCTBHTECIHH

Entepobakrepuu <32 mg/L

IIpeobnanapaHe Ha npuACOHTA PE3NCTEHTHOCT




[IpeobnagaBaneTo Ha npuaodUTAaTA pPEINCTEHTHOCT HA OTAETHHTE BHAOBE MOXE Ja BapHpa
reorpapcki U BbB BpeMeTo. [lopagn ToBa € HeoOxomauMa HHPOPMAUHMR HA MECTHO HHBO 3a
CbCTOSHHMETO HA PE3UCTEHTHOCT INaBHO C LEN Ja Ce OCHTYpPH MNOAXOMLIO JIeYeHHe Ha TEXKH

HHPEKLHH.

Cnennara tabnuua ce oCHOBaBa Ha JaHHH OT MporpaMu 3a Habmoaexnue M npoyupanus. Ta BKIOYBa
OpraHH3MH, NOJXOAALM 33 OI0OPEHUTE NOKAZAHHUA:

HecTo cpemanu YYBCTBHTE/HH BHA0BE
Aepobuu I'paM-0TPpHUATENHH MHKPOOPraHHIMH
Escherichia coli

Bunose, npH KOUTO NpHACGHTATAE PE3HCTEHTHOCT MoXe Na e npobnem
Aepobun I'paM-11010KHTEIHA MHKPOOPTAHUIMHU
Enterococcus faecalis

Aepobuu I'paM-0TpHLATEIHH MHKPOOPTraHH3IMH
Klebsiella pneumonia
Proteus mirabilis

Buaose ¢ NpUCHINA PEIHCTEHTHOCT
Aepobuu I'paM-NIOJOKHTEAHE MAKPOOPTaHH3MH

Staphylococcus saprophyticus

3.2. PapMaKOKHHETHYHH cBolicTBa

Abcopbiius

Cnen nepopanHo NpUIOXKEHHe HA €AUHHYHA A03a ¢ochoMHUMH TpOMETaMoNl HMa abCconoTHA
buonanryHocT 0KONO 33-53%. CxopocTTa U cTeneHTa Ha abcopOLMA ce HAMANABAT OT XpaHaTa, HO
00LLOTO KOIHYECTBO aKTHBHO BEIIIECTBO, €KCKPETHPAHO C YPHHATa BB BPEMETO, € ChlloTo. CpeaHaTa
KOHLEHTpauud Ha QochOMHLIMH B YPHHATA Ce NOANbPKA Haj Npara Ha MHHMMaNHaTa HExubHpaina
koHueHTpauua (MHUK) 128 pug/ml nadi-mankxo 24 yaca cieg npreMa Ha niepopajiia 103a 3 g Ha rnafnHo
HIIN Clie XpaHeHe, HO BpEMETO 3a JOCTUraHe Ha MaKCHMMalHa KOHLECHTpallMa B YpHHaTa ce 3abaBd ¢
4 yaca. PocGOMHIIHH TPOMETAMOJI € NOAJIOKEH Ha CHTEPOXENaTATHA PELHPKY Ay,

Paznpe/ieIEHHE

Harnexna, ue dochoMuunH He ce Mmerabonuzupa. ®ochoMHUMH Ce paslpPOCTPaHsSBa B THKaHHTE,
BKIOYNTENHO OBb0pennTe H cTenaTa Ha MUKOYHUA MeXyp. PochOMULAH HE ce CBBbDP3Ba ¢ NNIA3MEHHTE

NPOTEHHH M NTpEeMHHaBa IaueHTapHaTa fapuepa.

EnuMHHupaHe

®ochoMHLIMH Ce EKCKpeTHpa HENpOMEHEH OCHOBHO upe3 OnOpeuute NOCpeACTBOM TIIIOMEpYJIHA
¢untpauns (40-50% ot gozata ce HaMHpa B ypHHATA) ¢ €JIMMHHALHOHEH MOJYXHBOT OKONO 4 uaca
CleJl IepOopanHo NpHIOKEHHE H B ITo-Manka cTeneH BbB deueca (18-28% ot nozara). Maxap xpaHara
na 3abasg abcopbumsTa Ha aKTMBHOTO BEHIECTBO, OOILIOTO KOJHYECTBO €KCK .

BEUIECTBO B YPHHATA BbB BPEMETO € CBILOTO.

Crneuvaniy nonynalnnu

Ilpn nanveHTH ¢ HapyweHa 6B6peuHa (yHKUHMA ENHMHHALMOHHHAT MO
NpONOPLUHOHANHO A0 cTeneH Ha O0nOpeyHa HeaocTaThbYHOCT. KOHLEHTpaU




ypHHaTa NpH NAUMEHTH ¢ HapylueHa OnOpevyna ¢yHkiiia ocTaBaT e(eKTHBHH B MPOTbJDKEHHE Ha
48 gaca cne oOHualtHa n03a, aKO KPeATHHHHOBHAT KIHPBHC ¢ Hax 10 ml/min.

IIpy no-Bh3pacTHHTE XOpa KIKPBHCHT HA pocGOMHULNA HaMANABa B CHOTBETCTBHE ¢ 06YC/IOBEHOTO OT
BB3pACTTA HaMANABAHe Ha 6bOpeuHaTa pyHKLHS.

5.3. IlpeaxknuHuynH JaHHH 3a OelonacHOCT

HexmuuuyHHuTE JaHHU HE NOKA3BAT 0COOEH PUCK 33 X0pa Ha 0a3aTa Ha KOHBEHLIMOHAIHUTE
¢apMakonOrdH4HH1 Npoy4BaHUA 3a 6e30NacHOCT, TOKCHYHOCT NIPH MHOTOKPATHO NPHJIArase,
N€HOTOKCHYHOCT WM PenpoXYKTHBHA TOKCHYHOCT.

He ca HaNMHYHM JaHHY 3a KaHUEepOreHHoCT 3a PoCchOMHIIHH.

6. WAPMAIIEBTHYHH TAHHH

6.1. ChnHChLK HR NOMOIHHTE BELIECTBA
3axapo3sa

JIHIMOHEeHa KHCceNMHUHa, Oe3BoIHA
Tpumarsesues uuTpar, 6e3roneH

3axapuH

[TopTokanor apomar

MasxpapyHOB apoMar

6.2. HeCbBMECTHMOCTH

He ca H3BeCTHH.

6.3. Cpok Ha rogHoCT
3 rogHHM.

6.4. Crnenmpanauu yCN10BHE H3 ChXpPAHEHHE

Ja ce cbXpaHsBa Ha MACTO, HEJOCTBITHO 3a Aelal
Jla ce ceXxpaHsBa B OpHI'MHAJIHA OTNIAKOBKa NpH TemnepaTypa nox 25°C.

6.5. Bua¥ chabpxaHHe HA ONAKOBKATA

JlexapcTBeHHA NPOXYKT € OflakoBaH B CallleTa OT XapTHA-ANYMHHHHA-TIOIMETHIEH, NOCTABEHH B
KapTOHEHH KyTHH. BcAka KyTus ceappxa | unu 2 6pos calleta M IHCTOBKA 3a NallHEHTa.

He BCHYKH BHAOBE ONAaxKOBKH MoOrar Aa 6b4aT MyCHaTH Ha nasapa.

0.6. CnenHaJHH npeANa3HR MEPKH NPH HIXBLPJISHe H paloTsa

HsaMma crieliManey H3UCKBaAHUA.

7. IIPHTEXATEJI HA PASPEILLIEHUETO 3A YIIOTPEGA

AaudapMm EAJ]




O6yn CrmeoHOBCKO moce Ne 130

1700 Codus

brnrapus

8. HOMEP HA PA3PEILIEHHETO 3A YIIOTPEFA

Per.Ne 20180038

9. JAATA HA ITBPBO PA3PEIIIABAHENIOAHOBSIBAHE HA PABPEIIEHHETO 3A
YIIOTPEBA

JlaTa Ha TEpBO paspelaBsaHe:

06.03.2018

JlaTa Ha NocneaHo NOAHOBABAHE:
08.03.2023

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

OxToMepH, 2024




