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BHATPEIIIHO YIIATCTBO: HH®OPMAIINJA 3A ITAIITUEHTHN

BanmareJiHO NPOYHTajTe rO YHATCTBOTO OHAEjKHA COAPIKA Ba:KHH HHpoOpManuu,
Ogoj nex e gocramneH 6e3 penent. Cenak, Tpeba BHHMaTenHoO Ja ro ynotpeGyeare 3a Jia JoGuere
HajIoOpH pe3yaTarTy.
e Yyeajme 20 ynamcmseomo. Modicebu ke mpeba 0a 20 npoyumame nosmopHo.
o Axo umame OONOTHUMENHYU NPAMArA WIU 8U € nompeben cosem, obpameme ce Kaj 8auUom
gapmayeem.
o Axo cumnmomume Ha éawama borecm He ce nodobpam 3a 30 dena, mozaw mopa 0a nojoeme Ha
aexap.
o Jlokonky Hekoe 00 Hecakanume 0ejcmeéa Cmane Cepuo3HO Wiy axko 3abenexcume HeKoe HECaKaHo
dejcmgo Koe He e HA8eOEHO 60 06a ynamcmeo, obpameme ce Kaj 6AUAUOM JeKAp Wl
dapmayesm.

Bo oBa ynarcTso:
[Ito npercraByBa [TuKoBUT U 3a IITO ce yHoTpedyBa

Ito Tpeba na 3HaeTe npex ga 3emere ITukoBuT
Kako na ro semare [IukoBut

Mo>xHH HecakaHH JiejCTRa

Yygame 1 poK Ha yrnorpeba Ha ITukoBuT

NhAEWON -

ITuxoBHT cHpyn
My/ATHBHTAMMHCKH CHPYN 32 Jlera

- Axmuenu cyncmanyuy: BUTAaMHH A, xonekammudeposn, ackopOHMHCKa KHCENHHA, THAMHH
XUApoxiopuA, pubodaBun HaTpuyM (ocdaT, MUPUIOKCHH XUAPOXIOPHA, LHAHOKOGaNaMHH,
HUKOTHHAMH, AeKCIIAHTEHOJL.

5 ml cupyn (1 ogMepHa JIaXKH4Ka) COIPIKHU:

- 900 ..E. ButaMuH A (vitaminum A) Kako peTHHUJI MaJIMUTAT,

- 100 H.E.. xonexanuudepon (cholecalciferolum, suramun [3),

- 50 mg ackopbuncka kucennHa (acidum ascorbicum, Butamus L),

- 1 mg tnamus xuapoxsopun (thiamini hydrochloridum, Buramun By),

- 1 mg puGodasun HatpuyM docdar (riboflavini natrii phosphas, Butamun B,),
- 0.6 mg nupuaoxcud xuapoxiopug (pyridoxini hydrochloridum, Buramus Be),
- 1 pg muanokobanamud (cyanocobalaminum, Butamus B,),

- 5 mg nukotuHamuj (nicotinamidum) u

- 2 mg aexcnantenon (dexpanthenolum).

- Iomownu cyncmanyuu: arap, tparakanr (E413), caxapoza, Teuna riryko3a, BKYC Ha Macjo of
HOpPTOKaJ, KOHLEHTPAaT O MOpToKal, KOHIEHTpaT of rpejudpyt, nomucopbar 80 (E433),
Oessogna muMoHcka kucennHa (E330), npsena 6oja 4R (E124), matpuym Genzoatr (E211),
MpOYKCTEHA BOJA.

CupynoT UMa nopTokanosa 60ja U pHjaTeH MEPHC.
[TuKOBHT € JOoCTaneH BO NaKyBamba KOU colpxar muire co 150 ml cupyn u ogMepHa jaxuuka.

HMe 1 agpeca Ha HOCHTENOT HA 0I00PEHNETO 33 CTABAIHE BO IPOMET:
KPKA-O®APMA JIOOEJI Ckonje, CepBucHa 30Ha jyr, peol 40, Hoponpoexrupana 6.6., 1000 Cxonje,
Peny6nuka Makenonuja

Hme u appeca Ha NPOA3BOJHTEJIOT:
KPKA, a.x., HoBo Mecro, llImapjemika necra 6, 8501 Hoso Mecto, Crosg

CTB-- Module 1

[ SmPCPIL022768/1 | 10.10.2011 — Updated: 10.10.2011

age | of 4

CONFIDENTIAL




Pikovit, syrup CTD - Module 1

1.3.1 Pikovit

SPC, Labeling and Package Leaflet SI

1. IITO IIPETCTABYBA IIMKOBHUT H 3A IIITO CE YIIOTPEBYBA

Cupynor IIMKOBHT COAPXH JEBET €CEHLHjaJHH BHTAMHHM KOH HMaaT yJiora BO peryjanujara Ha
Gpojun OHoxeMHCKH mpouecH Bo Tenoro. Buramunure on b rpymara (b, b;,bes, manTOTEHCKA
KHCENIMHA W HHKOTHHAMHJ) Ce BKIyYEHH BO MeTaboNM3MOT Ha jarnexXWapard, HIPOTEHHH W MACTH,
KaKk0 W BO (YHKUMOHHPAEmETO HAa HEPBHUOT cUcTeM. BurammHoT A € morpebeH 3a pa3Boj Ha
ENHUTEIIHNUTE KIIETKH H CHHTE3aTa Ha MUTMEHTOT 3a BuA. Buramun [I ja perynupa HCKOpHCTEHOCTa HA
KaJILlAyM M OBO3MOXYyBa COOZBETHA MHHEpaIx3alHja Ha KOCKHuTe U 3abute. Buramun I ja mono6pysa
ancopnuujara Ha >xene3o H € BKIy4YeH BO Pa3iIM4HM NPOLECH Ha OKCHAALHMja-pelyKIHja BO TENOTO.
Cupynot ITHKOBMT I 3a70BOJIyBa 3rojleMeHHTe NOTPeOH Ha TEIOTO 33 BUTAMHMHH M TO HaZlOMECTYBa
HEeIOCTATOKOT Ha BUTAMHHH BO HCXpaHAaTa KOora OIIITHTe MEpKH (pa3HOBUIHA U pelOBHA HCXpaHa) HE
ce JJOBOJIHH.

Cupynot IIuKOBUT € HAMEHET 3a Jena:

- NPy HaMaJIeH aleTHT,

- TIpH IpeKyMepeH 3aMop Kaj Jiella Ofi yYMIHIIHA BO3PacT,

- npH peTapaanuja(3aocTaHyBambe) BO pacToT,

- KaKo JOAATOK Ha aHTHOHOTCKA Tepanuja,

- KaKO JI0ATOK HAa BUTAMHHH BO HCXpaHaTa, 0cOOEHO BO 3UMa H IPOJIET.

Cupynot ITukoBHT He e 3aMeHa 3a H3balaHCHpaHaTa M pasHOBHJAHA McXpaHa. Criopes Toa, MHOTY €
BAKHO Jia My OBO3MOXHTE Ha BalIETO JeTe COOJBETHA M pasHOBHIHA MCXpaHa M 3a BpeMe Ha
ymotpebara Ha cupynoT ITukoBHT.

2. IITO TPEBA JA 3HAETE IIPEJ JA I'O 3EMETE IITNKOBHUT

Hemojre ga 3emare IInkoBHT:

- aKo CTe aJiepruyHy (XHIMePCEeH3UTHBHH) Ha HEKOja O/ aKTUBHHUTE CYICTaHLUM HJIH OCTaHATHUTE
coctojku Ha [TuKoBHT,

- aKo UMAaTe JIOKaXKaHa XunepeuramuHoza A u [I.

Buaere ocobeno npernazausu co IlnkoBuT: ,

- aKo MMaTe 1ekepHa GonecT, He ce mpenopauyBa aa 3emare ITuxoBut Gupejku 5 ml cupyn (1
OAAMEpHA JIaXKHYKA) COMpKM 3 g mekep, a eaHa JHeBHa Ao3a (10 ml xo 20 ml) coapixu 6 10 12 g
niekep.

Bo ciy4aj Ja ce ImojaBy aleprucka peakija, npecTaHeTe Ja ro 3eMaTe 0BOj JIEK.

[Ipen na ce OMIyMHTe HCTOBPEMEHO Ja 3eMaTe M [pYyrd BHTAMMHHM W BHUTAMHHCKO-MHHEPaJHH
TpenaparH, mopasroBapajTe CO BaIUHMOT JieKap WM (GapManeBT.

Ha meuwata noMamu of 1 roguna moxe Ha UM ce gage ITMKOBUT cHpyN IO Ipernopaka H Haa3op Ha
Jiexap.

3emame Ha ApYTH JieKoBH co IIukoBHT

Be monume da 20 ungopmupame 6awuom 1ekap unu Gapmayesm axko 3emMame Ui ko HeOOAMHA CMe
3emane 6uno Koj Opye nex, OYPU U OHUE KOU He Ce Ha AeKAPCKU peyenm.

He e yTBpZieHO [ieKa OBOj JIeK NMa BIIHjaHHE BP3 JIejCTBOTO Ha APYTHTE JIEKOBH.

BpeMenocT n Joeme

Cogemyeajme ce co éauirom nexap wiu gapmayesm nped O0a 3ememe OWI0 KAK08 Nex.

BpeMeHuUTE jkeHH M MajKHTE KOH JI0jaT MOXe J1a 3eMaaT BUTAMHHH 110 IIpenopaka o jexap. Jlosure Ha
BUTaMHHHUTE BO CHPYyHNIOT IIMKOBHUT ce MpUIarcicHH 3a Jena.

Baujanme Bp3 cnocoGHOCTA 32 BO3CH:€ HJIH 32 PAKYBame €O MAIUHH
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JTo cera HeMa CO3HaHHja Jieka OBOj JieK BIMjaHHe BP3 CIIOCOOHOCTA 32 BO3CHE HIIH 33 PaKyBame CO
Mamunu. OBOj JieK HeMa BlIMjaH#e Bp3 MOoTopHaTa GyHKIMja Kaj Aerara.

Baxnu undiopManan 3a HEKOH O MOMOUIHMTe cyncTaHnan Ha IInKoBHT

TTuKOBHMT COOpKH caxapo3a, Iyko3a H a3o 6oja E124. Axo BammoT Jiekap BM Kakajl AeKa CTe
HETOJICPaHTHH KOH HEKOH IeKepH, nobapajre COBET Npel Ia 3al0yHeTe Aa ro 3eMarte 0BOj Jiek. Moxe
na Guze mrereH 3a 3abure.

Aso 6ojara E124 mMoxe Jja IpeIN3BHKa aIEpTHCKU peaKiiiy.

3. KAKOJATO3EMATE INKOBHUT

Cmpozo npudpacysajme ce KoH ynamcmeama Ha lexapom. Ako He cme cuzypHu, obpameme ce kaj
gawom gexap uny gapmayeem.

BooGuyaeHa 1o3a 3a aAena Ha BospacT of 1 Ao 3 rogunu e 1 oaMepHa naxunaka (5 ml) ox cupymnor aBa
[aTH AHEBHO, 3a Jela Ha Bo3pacT of 4 1o 6 roaunu e 1 oamepHa jaxmnuka (5 ml) ox cupynor Tpu
[IaTH JHEBHO H 3a Jiela Ha Bo3pacT ox 7 no 14 rogunu e 1 ogmepHa naxnuka (5 ml) ox cupymot Tpu
710 MAKCHMAJTHO YETHPH NaTH AHEBHO.

Cupynor ce JaBa mo oOpoK Co IOMOII Ha OJMEpHATa JaKNYKa HIIH MOMEIAH CO 4aj, Nyc(COoK) MK
MIaCHPaHO OBOHIje.

Bo ciyuaj Ha HamaleH ameTHT, JeTeTo Tpeba Aa ro 3eMa cupymoT | Mecel, JoJeKa Ipu APYrH
cocTojOou Tpeba a ce 3eMa IOBpeMeHO, Mo MoTpeba.

Axo umame enewamox Oexa Oejcm@oOmo HA NEKOM € NPEMHOZY CUWIHO UIU HAPeMHOZYy Ccaabo,
nopaszzoeapajme Co 8auLUOM JeKap unu papmayeem. '

Axo cTe 3emaite noBeke IIMKOBUT OTKOJIKY LUTO € HOTPeGHO

Kora ke ce 3eMe BO Ipenopa4yaHuTe AO3HM, HE C€ 04EKYBa MIPEAO3HPAH-E.

JonroTtpajuara ynotpeba Ha MHOTY BHCOKH J03H MOXe Ja JIOBeAe o XHIepBHTaMuHO3a A U J[ Hako
PM3UKOT 3a NPEJO3UPALE CO CHPYTIOT € MHHUMAJICH.

AKko crte 3aGopaBuJie Aa 3emeTe [InkoBHT
He 3emajme 0eojua 003a 3a da ja nadomecmume nponyuwmenama.

Joxonxy umame OOROIHUMENHY NPAWIAreA 3a Ynompebama Ha 060 JieK, COBemy8ajme ce co aauiuom

Jexap unu papmayeem.

4, MOXHH HECAKAHH JEJCTBA

Kaxo u cume nexoeu, maxa u ITuxogum moice 0a uma HeCaKanu 0ejcmeaa, uako He Kaj cume 6oaHu,

MHuory peTks HecakaHH aejeTBa (kaj nomanky on 1 Ha 10,000 mauueHTn):

- Aneprucka peakiuja. Bo ciyuaj fa HacTaHe aleprucka peakiHja, HPECTaHETe Ja Io 3eMare
CHpYIIOT U COBETYBajTe CE CO BAIUKOT Jiekap WM (papMalleBT.

Hoxonky Hexou 00 Hecaxawume Oejcmea CMAHAM CEPUO3HU URY OOKONKY 3abenescume HeKou

Hecakanu 0ejcmea Kou He ce HagedeHU 80 084 YNAMCME0, 8e MOTUME KadCceme My HA 8AULUOM JeKap
unu gapmayeem.
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5. YYBAILE U POK HA YIIOTPEBA HA IINKOBUT

Hagun Ha 9yBame

Jexom uyeajme 20 na Mecma Hedocmanuu 3a oeyamal

Ha ce 1yBa Ha TemiepaTypa xo 25°C.

Ha ce 4yBa RO OPUTHHANHOTO MAKyBabEe 3a Aa CE 3allTUTH Off CBET/IHHA.

Pox Ha ynoTpeba »

Jlexom He cmee 0a ce ynompebysa no 0amymom HA UCIMeKOm HA POKOm HA ynompeba wmo e Hageden
Ha NAKY8arbemo. :

PokoT Ha ynotpeba ce oZjHecyBa Ha NOCIIEAHHOT ACH O/ HaBEIEHHOT MeceLl.

TTo oTBapameTo Ha HIMIIETO,CHPYIIOT MOXKe Ja ce yNoTpeGyBa yuiTe 2 Mecella.

JlexoBuTe He Tpeba nma ce ¢prmaaT co OTHANOLUTE Of AOMAKMHCTBOTO. Ilpamajre ro BaiIMOT
(papMaLIeBT KaKo J]a I'M OTCTPaHHUTE JIEKOBHUTE KOH I10BEeke He BH ce noTpeOGHH. OBHE MEpKH IOMaraar
BO 3aIITHTATa Ha XKUBOTHATa CpPEeAHHA.

Haunn Ha H35aBakhe HA JEeKOT
JlexoT MOXe Ja ce H3AaBa H Oe3 JIEKapCKU peLenT.

JlaTyM Ha nocJieHa PeBH3Hja Ha BHATPEIIHOTO YHATCTBO
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