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COJIKOCEPHII 42.5 mg/ml nHKeKLHOHEH pa3TBOp -
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JIHCTOBKA: HHOOPMAIIUSA 3A ITIOTPE A
COJIKOCEPUJI / SOLCOSERYL?, 42.5 mg/ml nuxexkuuonen pPa3TBOP
(ocBODOAEH OT OEITHK XEeMOAHAIH3AT OT TEJEIIKA KPhB,
XHMAYECKH H OHOJIOrHYECKH CTAHAAPTH3HPAH)

IIpoueTeTe BHUMATEHO HAJIATA JIHCTOBKA NPEXH A 3aM09HETE 1A MPHEMATE TOBA
JIeKapcTRO.

- 3amazere Tas3H JMCTOBKA. MoXe a ¢ce HanoXH Ja 1 IpovYeTeTe OTHOBO.

- AKO HMaTe HIKaKBH JOITbJIHUTEIHH BBIIPOCH, MonuTaiiTe Bamms snexap wiu dapManesrT.
- T'oBa n€eKapcTBO € MpeaAnucano JHYHO Ha Bac. He ro npeotcTwiBaiite Ha npyru xopa. To
MOXE J1a UM HaBpeU, HE3aBUCHMO OT TOBA, Y€ TEXHHATE CHMIITOMH Ca CBIOHUTE, KAKTO
Bamure.

- AKO HAKOSA OT HEXEJIAHUTE JICKAPCTBEHH PEAKIIUM CTAHE CEPHO3HA, HIIH 3aDeNNeKuTe
JAPYTH, HEONHCAHH B Ta3H JIUCTOBKA HEXEIaHH Peakluu, MOJIA yBeaoMeTe Bamus nekap umm

dapmalesnT.

B Ta3d JHcTOBKA!

KakBo npejictaBisBa COJIKOCEPHI H 32 KAKBO C€ H3M0JI3Ba
[Ipean na n3nonsBare Conkocepu

Kak na usnonzsare Conkocepun

BE3MOXKHH HEXEJTaHH peaKiiuy

Kak na cuxpansasate COMKocepu

JIOITBIIHMTENHA MHOOPMAI{HS

ANl o

1. KAKBOIIPEJACTABJIABA COJIKOCEPHUII A 3A KAKBO CE U3ITOJI3BA

ConKocepHsI € aKTHBATOP Ha KIETHYHOTO JUILaHe, KOUTO yBeIu4aBa KOHCYMallHATa Ha
KUCNIOpOod B ThKaHuTE ¢ NoBede oT 200%, nogobpasa Metabom3Ma, noAIIOMara THKaHHATA
pereHepanus, peaoTBpaTsIBa UM HamMalgBa BTOPHYHUTE JeT€HCPAITHOHHH H
NAaTOXUCTOJOTHYHH IPOMEHH B 00PaTHMO YBPEICHH KJICTHYHH CHCTEMH, MOA00PABa CHHTERa
Ha KOJIareH U CTUMYJIHpa KJIeTh9HAaTa MUTpAlHs ¥ MpoIudepaiusi.

Hznon3sa ce 3a:

Hepughepru yupxynamoprnu nHapyuenus
XPpOHUYHA BEHO3HA HHCYDUIIMEH U, TPUAPYKEHA OT HEMOBIUABALIHN CE OT JIpyra

Tepanus BapuKO3HHU A3BH (ulcus cruris);

+ OxnysuBhHM 3a001aBanus Ha nepudepuute aprepuu B cragui I1-IV no knacudukanugra
Ha OOHTEH pPH NALMEHTH ¢ IPOTHBONIOKA3AaHHUI/HECHBMECTUMOCTH € APYTH Ba30aKTHBHU
JIEKapCTBEHH NMPOIYKTH;

* Oxkny3nBHY 3a00yaBanud Ha niepudepaute aprepun B ctaguii I1-1V no xnacuduxauusra
Ha POHTEH NP NALMEHTH ¢ TPOPUIHH Jie3HH (IIpeAraHrpeHa, raHrpeHa).

Hpyeu unouxayuu. neKyOUTYC, KOXKHU TPAHCIUIAHTAIIAH, TEXKHA HU3rapsHus (BKJIOYHTENHO

PEHTIEHOBH ), Pe3UCTEHTHH HA TEpaAUA S3BH 110 K0XaTa (ulcus cruris).

2. IIPEIM JA U3IIOJI3BATE COJIKOCEPUII

He m3noasaiite Conxocepnn
LA
- aKo CTE AICPTHYHH (CBPBXYYBCTBUTENHH) KBM aKTHBHOTO HIIH HIAKOR &T
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COJIKOCEPHJI 42.5 mg/ml uHKeKIMOHEH pa3TBOp
Moayn 1.3.1.3. JlucroBka: Mndopmanus 3a norpeburess

BEIIECTRA.
O0bpHeTe cIEMATHO BHUMAHME IpH ynoTpedaTra Ha Couxocepui

CMecTa OT aKTUBHUTE CBCTABKU Ha CONKOCEPHN-HHXEKITMOHEH PAa3TBOP € OT KUBOTHHCKU
IPOU3XO0l. 3aTOBa ¢ NpenopbYBa NOAKOKHA alepruyna npoda c 0.5 ml Conkocepui-
WHXXEKI[HOHEH PA3TBOp NIPEAH 3anQuBaHe Ha Tepanus ¢ Hero. [lopanw BepoaTHOCTTA OT
ANCPIHYHU PCAKIHH HE CE IIPENophUBA NPUIAraHe HA CMECEHH HHDY3HH H KOMOHHKpaHa
Tepanus, ocobeHo ¢ ekcTpakt Ha Ginkgo biloba.

TBH Kato € aepuBaT Ha TeAelKa KpbB CONKOCEPUI-HHXEKIITMOHEH Pa3TBOP ChABPKa Kanui U
3aTOBA ca HEOOXOAMMH CHINUTE MPEANA3HH MEPKH, KaKTO IIPH JPYTH KAINH-ChABPKALIH
npoAyKTH. HeoOXoauMo € BHUMAHHE IIPHU MMAIHEHTH, IIPH KOUTO CHIECTBYBA PUCK OT
[IOBHILIABAHE HA HUBOTO HA CEPYMHMS KM, HANp. MNAlUEHTH ¢ XUNEpKaIMeMus; 0L0peuna
HEAOCTAaThYHOCT; HAPYIUEHHS B ChPACYHHMS PHTHM; OCTHP MHOKApACH HHPAPKT U APYTH
ChCTOSHUS, HAJIArally NpHIIOKEHUETO Ha JISKApCTBa, KOUTO MOTaT Ja JOIpUHECAT 3a
[IOBHLIABAHE HA HUBOTO HA Kauug (BuxX 1lpueM Ha Apyru nekapcrsa ).

IlpueM Ha Ipyrv JeKapcTBa

Monsa unpopmupavime Bawus nexap unu papmayesm, axo npuemame Uiy Hackopo cme
npUEMaiu Opy2u lexapecmeaq, KoY UmMenHo U makuea, omnyckanu bes peyenma.
Conxocepun-HHXECKIHOHEH Pa3TBOP, He TpAOBa J1a Ce Ipiara, CMECEH ¢ APYTH JeKapcTBa U
XpaHUTEIHU J00aBKH (OCOOEHO ¢ PaCTHTEIHH €KCTPAKTH, ChALPKALIH eKCTPakT oT Ginkgo
biloba). U3kmoueHne npassT caMo (PU3AOTOTHYHHAT pa3TBOP Y INIKOKO3HUTE PAa3TBOPH.
HeobxoanMo ¢ BHIManKie, ako CoIKocepHII ce TIpUiiara 3ae¢/IHO ¢ JIEKapCTBa, KOUTO NMaT
NOTSHITHAA /12 IIOBUINAT HUBOTO HA CEPYMHHS KaJIWH, KaTo KamueBu npenaparu, ACE-
UHXUOUTOPH, KaTUi-chXpaHsBamy JuypeTunn. (Bux cpio OObpHeTE Crienna a0 BHUHMaHBE
npu ynorpedara Ha COJIKOCEPHIT HHKEKIIHOHEH Pa3TBOP).

bpeMeHHOCT H KhpMeHe

Hocveemeatime ce ¢ Bawua nexap unu gapmayesm npedu ynompebama Ha koemo u 0d e
JleKapcmeo.

Conkocepui-HHXEKIMOHEH pa3TBOP NpU OpeMEHHH KEHM /1a ¢¢ Ha3HAYaBa caMo IIpH KpaiiHa
HeoOxomumocT. HaMa naHuu 3a ynorpedara Ha CoOIKOCEPHI B IEpHOAa HA TaKTaMATA. AKO
Ce Hajara JICYEHHE IO BpEME HA JIAKTAlUATA, IPEnophUBa ¢ 0TONBaHe Ha 6edeTo KaTo
npeana3zHa MsapKa.

Illopnpane u paboTa ¢ MAIIHHNA
Cyura ce, 4e IPOAYKTHT € 0e30naceH U HAMa OTpHIATelcH ePeKT BEpXY CIIOCOOHOCTTA 32
modupane 1 pabota ¢ MamuHU. Jlocera He ¢ ChLo0maBaHO 34 TaKBLB €(PEKT.

Baxxna nndopmManusg 0THOCHO HAKOH OT ¢heTaBKHTE HA Colkocepuin

B peayirar Ha npOH3BOACTBEHUSA NIpoLieC CONKOCEPHIT-HHKEKIIMOHEH PA3TBOD ChALPKA
CIIEM OT METUNOB, ETIJIOB | NPONHIIoB p-xuapokcudensoar (E218, E214 u E216), kakTo 1
cBoOOHaTa p-xuapokcubenzoena kucenuna (E210). a ce nma npea BU MpH TAIUEHTH,
aJIeprHYHH KM Te3H CHEAMHCHU.
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3. KAKJA HM3IOJ3BATE COJKOCEPW RHOKEKIIMOHEH PARTBOM /4
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Bunazu npuemaume Conxocepun, mouno xkakmo Bu e kazan Bawiusm i
CU2YPHU 8 HeW0, nohumaiime Bawus nexap unu papmayesm.

\E\ . o

[IpenopbUuTEeNHO €, KOTATO € BEMOXKHO H KOTaTo KIMHUYHOTO ChCTOSHHE"
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COJIKOCEPHII 42.5 mg/ml HHXEKLIIMOHEH pa3TBOP
Moayn 1.3.1.3. Jlucroska: HugpopMmauus 3a norpeburens

O3BOJIABA, COJIKOCEPHI Ja ce Mpuiara rmo-CKopo Ype3 HHTPaBEHO3HO BIIMBaHE, OTKOJIKOTO
Yype3 UHTPABEHO3HO HHXEKTHpaHe. COoNKocepH - HHXEKIIHOHEH pa3TBOp He Ompa 1a ce
npuiara Karo 60J1yc HHXEKIusI.

Korarto ce npunara 4upe3 uH¢y3us Win HHxeKiua, Coakocepun TpsaoBa J1a ce paspeiu Haii-
Maixo 1:1 ¢ pu3nomornyes pasTBop, pa3TBOP Ha IIIOKO3a HIIH TIIH0K03a-(H3HOIOIMYEH
pasTBOP U Ja c¢ BMBa 0aBHO. Conkocepun He TpaOBa Aa ce pa3pexa ¢ HHPY3IHOHHHK
PasTBOD, CHABPKALIN KAIHM.

+ Mady3ua: 3a npeanountade € CoJNKoCepHI Jia ¢ npunara upes uHy3usa, 0co0eHO KoTraTo
oOmuAT 00eM Ha paspeaeHus pa3Teop € mosede o1 40 ml. CkopocTra Ha BIKBaHE 3aBUCH OT
XeMOJHHAMHYIHMA CTaTyC Ha MMAllHEeHTA.

+ HxekTupaHe: ako HHXKEKTHpaHeTO Ha COJKOCEPHI € Hen30e:KHO, pa3TBOPHT A Ce
BBBEXKIA 0aBHO B MPOIBIDKEHHE HA HE T10-MAJIKO OT 2 MHHYTH, 3a Jia c€ HaMaJll
BEPOSITHOCTTA OT OBP30 HOB/IH3aHe Ha Kaimi. PazpenenusaT pazrsop Ha Conxocepus He OuBa
na maasuiasa 40 ml.

[IpenopbuBanuTe 03H Ca, KAKTO CAEIBA:

XpOHUYHA 8EHO3HA UHCYPUYUEHYUA C Y8PEeNHCOaHe HA MbKAHUME (BAPUKOZHU A36U):

425 mg Conkocepull (ekBuBancHTHO Ha 10 ml mHepaspenen pa3TBop) HHTPABEHO3HO 3 ITETH
ceaMu4HO. OOHKHOBEHO NPOAB/DKUTCITHOCTTA HA TEPaUgTa € OKOJIO 4 CSAMHUITH U CE
ONpeacis OT KIMHUYHATA KapTUHA. [loka3zaHu ca Chino AOIIBJIHUTEIHH MEPKH 34
HogoOpsiBaHe HA BEHO3HHUS OTTOK.

OxnysusHu 3aboassanus na nepugepnume apmepuu (cmaouti I-1V no xnacupuxayuima Ha
Fontaine): 850 mg Coixocepui (ekBUBajIcHTHO Ha 20 ml MJI HepaspeaeH pa3TBoD)
HHTPABEHO3HO BCEKH AeH. OOHKHOBEHO NPOAB/DKHUTETHOCTTA Ha TepanuaTa € A0 4 CeIMHIIH U
3aBHCH OT KJIHHUYHATA KapTHHA.

Hzzapsanus, nenpaeuano 3azopasseane na paru. 10 1o 20 ml uHTpaBEeHO3HO BCEKH JICH B
3aBUCUMOCT OT TEXKECTTa Ha paHarta. | IpoaB/DKUTENHOCTTA HA Tepanu[aTa 3aBUCH OT
KJIIMHUYHATa KapTHHA.

IIpu AONBNHUTENHY MHAWKALMHA MaKCUMaJTHATa 403a TpAOBa J1a e He mo-BUCOKa oT 850 mg
AHeBHO (€KBHBAJICHTHO Ha 20 ml Hepa3peneH pa3TBOp IHEBHO).

AKO cTe NpHeJH IoBeYe 0T HeodxoauMaTa 70332 CoJIKOCEPH HH)KEKIHOHEH Pa3TBOp
He e crobuiaBano 3a mociaeacTBus OT npego3upane Ha ConKoCepuI-HHKEKIIHOHEH Pa3TBOD.

AKoO cT¢ IponycHAIH Ja npueMere CoONKOCEPHRI HHKEKIIHOHEH PA3TBOP
IIponycraTara 1034 HE Ch3AaBa MpPoOIeMH.

Axo umame naxaxeéu OONLAHUMENHU 6BNPOCHU, CEBP3AHY C ynompebama Ha mo3u npooyxm,
moas nonumaume Bawus nexap uiu papmayeem.

4. BB3MOXHU HEXXEJIAHHU PEAKIIMN

Kaxmo ecuyxu nexapcmea, Conxocepui modice 0a npedu3euKa Hedxiceran peagy
ye He 6CeKU 2u noay1asaq. .

B penxu cirydau (<0.1%) Morar aa BR3HHKHAT aIEprUyHA U aHa(pHIaKTOM I}
(BeposATHO npeau3BHKany ot IgE). B TaksB ciny4dail npuiaraHeTo Ha opoay
[IpEKpaTy H aKO CE Hajlara Ja ce B3eMaT HCOOXOIUMHTE MEPKY.
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COJIKOCEPWJI 42.5 mg/ml UHKEKIHOHEH pa3TBOP
Moayn 1.3.1.3. JluctoBka: MHpopMaus 3a notpebuTens

Hopanu ¢baABpKaHHETO HA Kanui, npmiaradero Ha CoaKocepus MOXKe Ja NpUUMHHE 00/Ka Ha
MSACTOTO Ha HHXXeKTHpaHE (IOCTABAHE HA MHXEKIUATA).

AKo HAKOA OM Hederanume 1eKapcmeenu peaKxyuu CImaHe Cepuosna, uiu 3abenescume
Opy2u, HeONUCAHYU 8 MA3U TUCMOBKA HEJICENAaHY peaKyuu, Mo yeeoomeme Bawius nexap unu
gapmayesm.

5. KAKJIA CbXPAHSABATE COJKOCEPIJI

Jla ce ¢hXpaHsaBa Ha MACTO, HEAOCTHIIHO 3a Jena.

He n3nonssaiite COKOCEPHI Cae CpOKa HA FOJHOCT, OTOENA3aH BBPXY OllakoBKa (3a
or0eA3BaHe CpoKa Ha TOJHOCT ca M3MOI3BAHM ChKpamenns ), CpoKbT Ha TOJHOCT OTroBaps
Ha MOCJICTHUA ICH OT IIOCOYCHHS MECELL.

Ha ce cpxpassABa pH TeMIeparypa nox 25°C. Jla He ce 3aMpassBa.

JlexapcTBara He TPsAOBA A C€ U3XBBPJIAT B KaHAIM3ALMATA WA B KOHTEHHEPA 3a JIOMALIHY
otnaabii. Ilonuraiite Bamms papManeBT Kak Ja yHULIOKHTE HEHYKHUTE By jiekapcTaa.
Te3u MepkH e CIOMOTHAT 33 Olla3BaHe Ha OKOJIHATa cpela.

6. JOIIBJIHUTEJHA HHO®OPMIIUA

Kakpo cpanpxa Conaxocepun

- AKTHBHOTO BEIIECTBO € OCBOOOAEH OT OEATHK XEMOAUANU3AT OT TEIICIIKA KPbB,
XUMHYECKH H OHOJIOTHYECKH CTAHAAPTUIHPAaH.

Beexy ml HHXeKIMOHEH pa3TBOpP ChALPXKA 42,5 mg ocB0oOOAEH OT OEITHK XEeMOAHATN3ZAT OT
TENENKa KpbB, XUMHUYCCKH U OHOJIOTHYECKH CTAaHAAPTU3UPaH (M3pa3eHO KaTo CyXo

BEIIECTBO ).
- JlpyruTte ¢hCTaBKH Ca BOJA 32 HHXCKIHH.

Kax mriaexaa Coaxocepu ¥ KAKBO ChIbPXa 0IIAKOBKATA

ConkocepH HEXEKITHOHEH Pa3TBOP MIPEACTABIABA OUCTHD, KBJT A0 KBITCHUKAB pa3TBOP ¢
XapakTepHUs MUpHUC Ha COJIKOCCPUIL.

Kapronenute kytuu cbabpxar 30 aMyny ¢ 2 ml MHXEKIHOHEH pa3TBOP U JIMCTOBKA 34
MalKCHTA.

IlpuTexaren Ha paspemeHHeTO 3a ynoTpeta ¥ NPpOH3IBOAUTE]
[Ipouszsooumen

AJIKAJIOHUJ AJl - Ckonue

By:n. “Anekcanasp MakegoHcku” 12

1000 Cxonue, Penyonuka Makemonus

Ten. +389 2 31 04 000

daxc: +389 2 31 04 021

www.alkaloid.com.mk
[To muuens: Valeant Pharmaceuticals Switzerland GmbH, Birsfelden, Swit

3a BcAKakaBa HH$OpMAIHs OTHOCHO TOBA JIEKAPCTBO, MO, 0OpBINAATE ce
npeacTaBuTell Ha [Iputexarend 3a ynorpeoa:
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COJIKOCEPHII 42.5 mg/mi mHiKeKLHOHEH pa3TBOP
Moaya 1.3.1,3. JIuctorka: Hudopmarmd 3a notpeburens

Ipumexcamen na paspewenuemo 3a ynompeba

AJIKAJIONU EOO/]

*.K. "Motonucta" 2

yi."Pukapao Bakapuau" Ne 2, er.3, an.10
rp.Codus 1404, P. benrapus

tel. +359 2 80 81 081

fax, +359 2 95 89 367

e-mail: office(@alkaloid.bg

IIpouzsooumen, omzoeopen 3a 0c8000xCOABAKHEe HA NApmMUOUmMe
ALKALOQOID d.o.0. Ljubijana

Celovika 40 a
1000 Ljubljana
P. Cnopenus

ara Ha mocjieAHo oAo0penne HA JUCTOBKATA .........
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