JIMCTOBKA: HHQOPMAIHA 3A TANHEHTA

OEPAZOHH NAHPAPMA 1 g upax 33 HEXEKNHOHER PAITHOP
ITEQA3OJHH TAHPAPMA 2 g npax 3a HAKEKIHOHEH PA3TBOP

CEFAZOLIN PANPHARMA 1 g powder for solution for injection
CEFAZOLIN PANPHARMA 2 g powder for solution for injection

(nedazoxmn/cefazolin)

TIpogereTe BHEMATEIHO NEIATA JJHCTORBKA HPEXH A 3400THETE AR NPHIATaTE TOBA JEKAPCTRO.

- 3ama3ere Ta3d THCTOBKA. MOXe A2 ce HAJIONKH Oa 1 MpoYeTETe OTHOBO.

- AKO HMAaTC HAKAKBH JAOMBIHHTEIHH BHIPOCH, NONHTalTe Baiuus s1ekap WiH dapmaliest.

- Tosa nexapcrpo € npeanucaqo Huno Ha Bac. He ro npeorcransaiite Ha apyrs xopa. To moxe
J1a MM HABPE/H, HE3aBHCHMO OT TOBA, 9¢ TeXHHTe CHMIITOMH ca CHIIMTE KaTo Banuare.

- AKO HIKOA OT HeXKeJIaHHTe JISKAPCTBEHH PEakliiM CTaHe cepro3Ha, HNH 3abenexute Apyry,
HEOTHCAHH B Ta3H JIACTOBKA HEXEJIAHU Peakipiu, MO yeenomere Baumsg nexap dapmauesr.
Brxcre Touka 4,

KakBo ¢hampaxa Ta3H JHCTOBKR: «is[TRIHUTENHA ATERUVA NO NEKAPGTBATA
Kakso npeacrannasa Hedasonan Ilandgapma 1 3a Kakeo

BApuAGHKEIUE 2
Kaxso 1pa6Ba na auaere npenu Aa wsnomseare Megasoan l}::gprba 20040 j.;qi / 23

Kak na uzsnompare Hedasonan Ilandgapma
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Paspowetus Ne ¥

Kak na cexpaussare Iledgazonnn Mandapma
Coappxanue Ha ONAKOBKATA H JOTBJIHUTEIHA HH(OPM

ISR Sl e

1. KAKBO ITPEACTABJIABA IE®A3OJHH MAHPAPMA H 3A KAKBO CE
H3IMOJA3BA

Hmero Ha 10Ba nekaperso e 1legazonun [Mandapma, kaTo npax 3a napeHTEPAIHO (HHTPABEHO3HO HIH
MHTPaMYCKYJIHO) npunoxeHue. Tol chabpixa akTHBHA CYOCTAHIIHA, H3BECTHA KATO HAMPHUEEd COR HA
yegpazonun. Viedasonun Iandapma e nexkapcTaeH IPOAYKT OT IPyNaTa Ha uedarocnopaHoprTe Gera-
AaXTaMHA aHTHOHOTHIMM OT ITbPBA IEHEPALAA, KOHTO € [IOKA3aH 38 JIeY¢HHe Ha GakrepHamHi
¥neKiu, TIPHUNHEHH OT YYRCTBHTEHH MHKPOOPTaHH3MH, KATO HH(EKIMH Ha JHXATEHHTE
T5THILS, HH(EKIN Ha MHKOYHATE ITETHINA M NOJIOBATa CHCTEMA, HH(EKIH HA KOXKATA H MEKHTE
TBHKAHH, HA KOCTHTE H CTaBHATe, cencic. 1ledazonun Tlandapma ce npriara chmo Takd ¥ 3a
NpohuUnaxTiKa Ha CAEAONEPATHBHH HHPEKUMH NPH paiTu4HH XHPYPIHYHA HHTEPBECHIMH.

2. KAKBO TPSBBA JA SHAETE HPESU JA IBITOBBATE LHEP®A3OHMH NAHPAPMA
He m3nonssaiite edaronmn Handapma:
* 8KO CTE AJCPruvHy (CBPLXYYBCTBUTENHN) KbM Le]a3oNHH HIH ApyTH AHTHOHOTHIIH OT rpynara Ha

nedanocnopunmTe.

B cryvaii Ha MATPAMYCKYAHRO NPIWIOKCHNAE CHBMECTRO C IMACKAKH, He H3MOI3BakTe ].}

IMaadapma: Vs

- AK0O UMATE, MK HAKOTA CTC MMAJH ANEPruuHa PEaKIMa KbM JTHAOKAHH HIH KbM i [kfz, .
AHECTETHK; s A \
- 4KQ HMATE BPOACHO Wik npuAOOHTO MEeTAGOMMTHO HapyeHHe (mopdupHi); ( T Y }



= aKO B MHHANOTO CTe MMATH NMpob/ieMH ¢ MPOBOAHMOCTTA HA HMITYJICHTE OT NPSACEPAMATA NO KAMEPHTe
Ha CHPLETO {(8TPHOBEHTPHKYAAPEH GJI0K);
- 4KO B MHHAJIOTO CT¢ HMAJIH CHPOEYHA HEAOCTATEYHOCT.

Pasreopn wa uedasonuy, CrIbpKamy THAOKAHH 38 HIDKEKIMOHEH PasTBOp He TpI0Ba Jja c6 HIKEKTHPAT
BELB BEHA.

Obnpoere cnenuando saeManuae npa ynorpefara na Hegazonun Iandgapma:

~  8KO MMATE HIH HRKOMA CTE HM&IM AJICPrHYHa PEakiHs KbM NICHHIMNHH;

—  8KO HMAaTe HiIH HAKOra CTEC HMAITH AICPIHIHA PEaKUHA KbM APYTH JICKAPCTRA;

— KO MMaTe WIH HAKOTa CTE HMAJIH HAKAKBH APYTH aN€PTHH;

—  8KQ MMare HAKAKRW npobnemu ¢ gepHus qpob wik On6pemaTe;

~  8Ko AMaTe HAKAKBO HAPYIIECHHE Ha KPEETA WM Ha KOCTHHA MO3ZEK;

—  aKo HMare Hakakeo 3aboissaHe Ha CHpUETO;

~  aKo cre OpeMeHHa HIH HMaTe ChMMeHHA 33 GPeMEHHOCT;

- aKO CTe HMAITH CTOMAINHO — YPeBHO 3a0onaBane (HaIIpHMED KOJAHT), 0COOCHO KO € TIPHAPYKEHO C
FRapus;

~  aKo ¢Te CNOPTHCT, TpaGBa Aia HMaTe ipesr/ GaKTa, 9e HHKEKTHPAHE HA HETPAMYCKY/IHATA
dopMa, pa3TBOpEHA C THAOKAHH MOKE A3 OBEAE AO NOIMTUBCH TECT TIO BPEME HA M3RLPIICH afTH —
JOITHHIOB KOHTPO;

~  aKO HMaTe aneprus, CpOHXHAIHA aCTMA HIIH CEHHA XpeMa.

Ynompeba npu deya
-  Uedazonun [Tandapma ne Tpatea Aa ce nprnara npx HEAOHOCEHH M HOBOPOZCHH 10A 1 Mecen, Thi
KaTo 6€30NacHOCTTA HE € YCTAHORSHA.

- Legaszonun [Nanpapma He Tpa6ea Aa ce Npunara HHTPAMYCKYaHO npu feua o, 30 Mecena!

Kakro npyu BcHUKHM aHTHOHOTHIIH B TO3H TeparieBTHYEH KJIac, NPHIaraHeTo Ha TOBa JIEKapeTBo, 0cobeHo
B Cnyuali HA IPEAO3HPAHE HITH JIOMA KOPEKIHA Ha J038T4 IpH naupenTH ¢ 650pedHa qucy knus, MoXe
Aa BOBENE A0 PHCK OT eHNedanonaTHd, KOJT0 MOXe Ja oBeAe 10 o0ppKeaHe, HAPYIICHUY Ha
CH3HAHHETO, MPHNANBIM ANY HeOGHHUANHE ABIKEeNUa. AXO BE3HMKHAT TakuBa MpoGneMs, He3abasHo ce
KOHCYJITHpaiiTe ¢ Bamna nexap wim dapmauest (Bx. Touku 3 u 4),

Yuorpeba Ha APYTH MeKAPCTBA
Monn andopmepaiite Bamma nexap win GapMauesT, ako MPHEMATE WIH HACKOPO CTE IPHEMATH

APYTH JIEKAPCTRA, BICHOYATEHO H TAKHBA, OTHYCKAHH (€3 peuerntTa.

AKO CTe JIeKyBAHH HIIH HACKOPO cTe OWITH JIEKYBAHH C HAKOW OT CICAHUTE IEKAPCTRA, MONR
yBeaomere Bammna nexap:

- AHTHOHOTHIH (0COGEHO AMHHOTITIOKOIHAN) WIH ANYpeTHUH (dypo3eMH/] HIH eTAKPHHOBA
KHCeImAMa). TIpanoxesHeTo 5a Te3H AeKAPCTBSHH CPEICTRA 326AHO ¢ Heha30IHH MoXe a YBpeliH
Gr6permre;

- poSeHenE/ MOKE Na HAMAIH eNTUMMEMpPARETO Ha nedasomn or fubpenre By;

~ HECTEPOHIHHTE IPOTHBOBBL3NAIHTENHH JICKAPCTBEHU CPEACTRA 320aRAT EMMMHHUPAHETO Ha
nedasonHH;

- JIeKapCTRa, KOUTO NMPEAOTBPATABAT CHCHPBAHETO Ha KPphBTa (aHtHkoaryaaHTH). [IpuioxeHHeTo Ha
AHTHKOAT'YJIAHTH, €AHOBPEMEHHO ¢ HEedasoMHH MOKE 1A YBEJIHYH PHCKA OT KbpPBEHE.

KpbBHH TecToBe {TecT HAa Kymc). Mons yBegomere Bamus nexap, ue ynotpeGssare
TNandapma, axo Bu NpeicTONT HAKAKBH H3C/ICABAHHA HA KPBBTA I YDHHATA.  /,

Bpemennoct, KbpMene H pepTRIARTET (
}



bpemennocm:
TlocwsBernaiime ce ¢ Bannia siekap WiM hapManeBT npeau ynotpebaTa Ha KOETo H 1 € JIEKAPCTBO,

IetasonnH cnensa aa ce npriara no BpeMe Ha GpeMenHOCT, caMo B CTyyaH Ha OCTpa HeoOX0mHMOCT
MO NpelieHKa Ha JIeKyBaIlHA JIEKap.

Kvpmene:

Ledazonas npeMAHABa B MAYMHHOTO MIAKO ciiabo (< 5,0 %), MOIWIHATOTO KONHMYECTRO € Aaned ro-
HHCKO OT TEPANCBTHYHUTE K03H. ) :
CrienoBaTeHo, KbPMEHETO € BE3MOXHO M10 BPpeMe Ha JIEUCHHE ¢ TO3M JICKAPCTBEH MPOAYKT.

Tipu nosra na AHapua, KARTHAO3a WIH KoXeH oOpHB TPAGBA Aa yBeaoMuTe Baunnsg nekap.

Iliodupane a paGora c MAMIHAR
Tozu exapcTBeH MpoxyKT MO2e ia NOBJHAE B 3HAYHTE/HA CTelleH cnocobHocTTa 3a miotdupane # pabora
¢ MaIHEH, 0COOEHO Nopazi BE3MOXHATS NOABA HA eHIedanonaTua (BXK. Touku 3 i 4).

Baxcya wagopmanes oTHOCHO HEKOE OT ChbeTaBkHTe HA edazomn [Taanapma
edazsonun MNandapma 1 g

Tosa nekapcTeo coabpka 48,3 mg Harpuii (OCHOBEH KOMIIOHEHT B rOTBapCKATa COMT) BbB BCEKH
tbnaxon. ToBa KONHYCCTBO € EKBHBANECHTHO HA 2,42 % OT NPENOPHYHTEIHAE MAKCHMANICH THEBCH
XpaHHTeNleH IPHEM HA HATPHIA 38 BE3PACcTEH.

Ledazomnn INandapma 2 g

Tosa nexapcTro chappka 96,6 mg HATPHIT (OCHOBEH KOMIIOHEHT B FOTBAPCKATA COJT) BBB BCEKH
¢nakon. Tosa KOMHYECTBO € EKBHBANECHTHO Ha 4,83 % OT npenopbuvTeNHAS MAKCHMANICH AHEBSH
XpaHHTeJICH MPHEM HA HATPHH 34 BB3pacTe.

3. KAK JIA H3IIO/I3BATE HE®A3ZO/IHH MAHDPAPMA
Hegazomun INaHdpapMa ce npunara caMmo oT nekap WiH MeJHUHHCKS CecTpa.

Ho3zupoexa u navun na npunoxcenue
Hedazomun INandapma ce nixexmipa AI00K0 HHTPAMYCKYIHO HAH HHTPABEHOZHO.

Hu CKYJIHO NPRIOKEeHRE:
GiHu 003U NP UK, HO oNCEHUE. .
B 3aBHCHMOCT OT TexecTTa Ha HHGEKLHATA e Bu GhART NMPHIOKEHH CITCAHHTE H03HPOBKH:
- Bwmspacrnu: or 500 mg o 1 g Ha Beexn 8 o 12 gaca.
- /Jleua (ua sp3pact nax 30 meceua): or 25 no 50 mg/kg / 24 uaca

HETpaseno3N0 NPHIGCKEHHAE:

Obyuaiiny 003U 3a UHIMPAEEHOINO RPURQIICENE.

CregpuuTe NO3HPOBKH CE PUATAT B 3ABHCHMOCT OY TEXeCTTa Ha KudeximsTa;
-  Bwapactam: ot 500 mg mo 1 g va Bcexu 8 go 12 gaca.
- Jleua u GeGera (Han 1 mecen): o1 25 no 50 mg/kg Ha scexu 24 uaca
- Henmomocenm m HopoponeHu (mox | Mecem): f1a He C€ HINOI3RA,

AKo e Dpaoxena nosete oT Heobxonumara 103a Iledpazonnn Handapma
KakTo nps BeHIKH aHTHGHOTMINE B TO3U TEpAIEBTHYEH KIac, APHIAIAHETO H
AEKapcTEOo, 0co0eHO B Ciydali Ha Ipeao3HpaHe, MOXe Ia JOBEAE JI0 PHCK OT/f
KOSTO MOXE€ Ja 0Befie 10 00bpKBaHe, HAPYIICHHA Aa Ch3RAHHETO, MPHIaT



HCOOHYANHH JBHKCHUS. AKO BE3HAKHAT TAKABA HAPYIICHASA, He3a06aBHO ce KOHCYJATHPAHTE ¢
Banms nexap wimm ¢papmanest (Bx. T04xH 2 H 4).

4. BB3MOXHH HEXEJAHH PEAKITHA

Kakro acnun nexapersa, Ledasomun Iandapma Moxe Aa fNpeiu3BHKa HEKeJAHH PEaKIHH, EbIPEKH
4¢ HE BCEKH ' HOMydasa.

AKO M3MHTaTe HAKOH OT H3OPOCHHTE 110 — JOMY CHMITTOMH [0 BPEME WIIH CKOPO CJISA IIPHIOKEHHETO
Ha Lledasonuu IMandapma, Tpatea nesaGasno aa cwobiguTe Ha Bawss jtexap:

- XPHIFTEHE, 33TPYJHSHO JHINAHE, CTATAHE WITH N'eHepATM3ApaHa GOKa B rEpIHTE;
- KO3keH 0OpHB, ChPOSIIM HeTHA ¥ 3aUCpPRIBANE;

- CHMITTOMH, IIOZIOOHH HA CeHHA XpeMa;

- 3AMASHOCT HJIH YYBCTBO Ha C1abocT;

- BTPUCAHE;

- YYBCTRO Ha obbpraHoCT;

- GOKA B KOpeMa,

- yaecTeH NyNC Hid 3a0aBeH myJic;

- TeXbK 0OpHB ¢ HapyllaBane LENOCTTA HA KOXKATa,

- NPUTAKLIM,

,upyl'ﬂ HEXKENAHH ICKAPCTBCHH PEAKIMM BKTHOYBAT 1O pell Ha 9eCT0Ta HA BR3HHKBAHEC:

Yectu (MoraT aa 3acernar go 1 na 10 ayuim):

- Koxun o6puBn, chpbex, yprukapHs (konpussa Tpecka);

- CromMammo - 4YpeBHH HapyImICHHA: JHApHd, rafcHe, JIMICA Ha ANIETHT, MOBphillaHe, NOAYBaHe,
KkopemHa 6onka;

Penkn (Morar fa 3acernar 4o 1 Ha 1 000 aymm):

~ OTox Ha KIenaguTe, JMOETo, e36Ka, MEPIIoTO (AHrHOHEBPOTHYIEH €1eM) H aHA(HIAKTHICH INOK (TexkKKa
anepruvHa peakuyi, KOATO NPHYHHABA 3aTPYAHEHHE B IVIIAHETO WAH 3aMaiiBane);

- Tpecka,

- TlcernomemOpano3en KOIMT (TEXKA, NPOABKHTEIHA THADHSL, IPHAPYACHA ¢ KopemHa Gonka H
MOHAKOra HAJIHYHE HA KPEB);

- T'tOmuHa HHEKLMA B YCTHATA KYXHHA W/WIH NIATATHINETO;

- [Ilpomapa B 6pos HA HAKOE BUOBE KACTKH;

Bonka Ha MACTOTO HA HHTPAMYCKY/THOTO MPUJIOKEHHE ¢ BEPOATHO BTBBPIABAHE HA THKAHTA;
Bun3nanenue Ha BEHOSHHTE CTEHH CJIE] HHTPABEHO3HO NPHIOKEHHE.

C Hem3pecTHa 9ecTOTa (He MOXe A2 GpAe OueHeHA OT HATWIHWTES NAHHH).
- TlposBH Ha NEHTPANHATA HEPBHA CHCTEMA: INaBoGONHe, 3aMadHOCT, MapecTesHa (ycelaHe 3a
H3TPEMBAHE, MPABYYKAHE IO KOXKATA), TEHKKH HEBPOJIOIWYHH HAPYOICHHA, H3BECTHH KaTO
ennedanonaTHM CbC CHMITTOMH Ha 00bpKBaNe, HapyIieHHs Ha Ch3HAHAETO, KOHBY/ICHEHH NPHIIAXbIH
Wik HeoOUYalHH IBIDKEHNAN, 0COOCHO NPH BUCOKYM Ko3W win Oubpeuna aucdynrips (Bx. Touxu 2 1 3),
KOHBYNCHH (TIpH BHCOKH RO3H H 0COOCHO NpH NauHeHTH ¢ 650pedHo yBpexaane).

- KoxHn nposBH: mogRa Ha MOIEHE H MEXYPH 110 KOXKATa, YCTATA, OYHTE H FeHHTAITMHTE.

- Tlpexoano ysenmuenHe B ONpeNENeHH 9epHONPOGHH EHIHMH.

- ChaoBw NposABH: KbPBEHE, XEMOPArHUCH WOK.

- XeMaToNOrH9HH ITPOAEH: NPEKOMEPHO WM HEAOCTATHIHO KONHYECTBO HA HAKOH KPEBEH€
HApYIeHHe Ha KPhBOChCHPBAHETO.

AKO HAKOA OT HEXEAHHTE JICKAPCTBEHH PEAKUME CTAHE CEPUO3HE, Wik 3abenen
B Ta3H JIHCTOBKA HEXE/IAHH PCAKLIHU, MONd yRenoMeTe Bams nexap win dapmdid



Crobmasane Ha HeXkeIANE peaKnul

AKO MONyYHTe HAKAKBH HEXeJIaHH JIGKAPCTBCHH PeaklHy, yBeaomere Bawus nexap, GapMauest win
MEAHIWMHCKA CecTpa. Topa BKMIOYBA BCHYKH BBLIMOXHH HEOIMCAHH B TA3H JIHCTOBKA HEXKCIAHH
peavai. Moxere chimo A3 cHoONMTE HEKENANH PEakiHE HPEKTHO Ype3 HAHORAHATA CHCTEMa 33
crofmasane kKoM M3MLIHATETHATA ATSHIWA [0 JEKAPCeTRATE, Y. ,,Kaman Cpyes” MNe 8, 1303 Codun,
TelL: +35928903417, yebeaiir: www.bda.bg. Karo chobimasare nexenans peakuii, MOAKeTe 4 faneTe
CBOA NPHHOC 32 TIOAYYABAHE HE NOBSYE HHOPMAIHA OTHOCHO De30TaCHOCTTA HA TOBA JIEKAPCTBO,

5. KAKJA CBXPAHABATE NE®A3IOIHH HAHPAPMA

CpXxpansBaiiTe Ha MICTO, HEAOCTRHITHO 34 eHA.
Ja ce mazM OT CBETNIMHA M BJIAra.
Jla ce crxpandasa npu TeMneparypa nog 25°C.

He m3nonssaiire Hedasomnn Tlandapma cies cpoka Ha roHocT 0T6eN3aH BEPXY ONAKOBKATA.
CpOKBT Ha TOHOCT OTTORAPA HA NOCACSTHEA JICH OT NOCOUCHHMA MECel] M C OTHACA 32 IPABHITHO
ChXPaHABaH NPOAYKT ChC 3alia3eHa IUIOCT HA ONAKOBKATA.

BeHtk pasTBOpEH ¢ BO/A 32 HHDKEKTHPAHE, PA3TBOPUTEN, ChIbPKALR THIOKAWH HIM C PYT pasTBOp
3a MH(Y34a, CMECTTa OcTaBa cTalHTHa 32 48 4aca, ako ce ChXpaHsBa B XJIAAHITHHK IIPH TEMITPAaTypa
Mexgy +2°C u + 8°C,

JlexapcTeara He TPAOBa Aa o€ H3XBEPIAT B KAHANWIAUKATA WITH B KOHTeHRHEpa 3a JOMAIAW OTHANHIM.
Ionuralite Bawns dapmanestT kax aa yuumokuTe seHyxuure Bu nexapersa. Tesu Mepku e
CMIOMOTHAT 34 ONa3BaHe Ha OKONIHATA CPEAA.

6. CHABPKAHHE HA OTTAKOBKATA ¥ AOIIBJIHUTEJTHA HHOOPMAITHSA
Kakno cpabpaxa Hedazonun [Iandapma

AKTHBHOTO BeIIECTBO € Le(ha30IMH KATO HATPHEBA COJl.
Hedasomn Tlanpapma He CHOBPKA NOMOMHHM BEINECTRA.

Kax miraexna Hedasonmn [andgapma B kaxno ChALPKS OUAKOBKATR

Lledazonun Tlandapma mpeAcraensea npax 3a MIDKEKUHOHEH pasTBOBOp, MocTaBeH B GealpereH
CTBKJIEH QUaKoH,

JocTap4 ce B ONaKOBKH OT;

Uedasomm Tandapma 1 g npax 3a HEXKEKIMOREH PasTBOP 33 HHTPABEHOIHO/MHTPAMYCKYIIHO
TIPHAOKCHHE — KApPTOHeHH KyTHE 1o 10 B no 50 ¢nakona B oONaKoBKa.

Uedazonun INandapma 2 g npax 3a HIXKEKLHOHEH PA3TBOP 38 HHTPABCHOZHO/ MHTPAMYCKYIIHO
TIPHAOXEHHE — KAPTOHEHH KyTHHM 1o 10 ¥ nio 50 ¢uiakoHa B onakoBKa.

He BcuykH BHAOBE ONAKOBKH MOTAT Ja Ce Mpe/IaraT Ha 11a3apa.

TpaTexares RA PaspemeRNeTo 33 ynoTpea
PANPHARMA

Z.1. du Clairay
35133 Luitré
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