Mpuno)xeHune no un. 127a

YcnoBusa nnam orpaHmyeHun 3a 6esonacHarta n edpekTuBHa ynortpeba Ha iekapCcTBeHuUsA
NPOAYKT, KOUTO TPSA6Ba Aa ce U3NDbJ/IHABAT OT AbPXXaBUTE YJIEHKMU



Ycnoeusi Unn orpaHuyeHuns 3a 6esonacHaTta u epeKTMBHa ynoTpe6a Ha NeKkapCcTBeHUSA NMPOAYKT,
KOUTO TpsA6Ba Aa ce M3NBb/IHABAT OT AbPXXAaBUTE UYJIEHKU

[bpxaBuTe uneHkn Tpabsa Aa rapaHTMpaT, Ye BCUUKM YCI0BUS MW OrpaHMueHus 3a 6esonacHarta u
edexkTuBHa ynoTpeba Ha NlekapcTBeHMS NPOAYKT, ONMCaHN MO-A0SY Ca U3MbJIHEHN:

1. ObprxaBaTa uneHka Tpsbea Aa cbrnacysa NoApo6HOCTUTE OTHOCHO KOHTpOSIMpaHa cucTeMa 3a
pa3snpocTpaHeHue C NpUTexaTeNns Ha paspelleHneTo 3a ynoTtpebda (MPY) cbrnacHo HauuoHanHUTe
pasnopeabu 1 cucteMa Ha 34paBeornasBaHe M A4a MpWIoXKW Takasa nporpaMa B HauMoHaseH mMawab, 3a

Aa rapaHtupa, 4e:

Mpeav npeanuceaHeTo (M KbAETO € NOAXOANALWO, U CbriacyBaHo ¢ MNMPY- npean oTNyCKaHETo) Ha BCUYKMU
MeAWLUMHCKM CneunanmcTn, KOuTo nMaT HaMmepeHue ga npeanuceat (U otnyckar) JleHanngomug Krka

d.d. Novo mesto, e npegoctaBeH KOMMIEKT C MHDOPMaLMS 3a Nlekaps, CbAbpXall, CNefHOTO:
e  ObyunTeneH KOMMMEKT 3a MEeAMLMHCKU CheunanmncTm
e  Ob6yuuTtenHu 6powypu 3a naumeHTu
(] KapTn Ha nauneHTun

e KpaTka xapakTepuctvka Ha npoaykTa (KXIM) 1 1UCcToBKa M AaHHW BbpPXY OMakoBKaTa

2. ObpxaBaTa ufieHka TpsabBa aa rapaHTmpa, ye MPY npunara nporpama 3a npegnasBaHe oT
6pemeHHocT (MMNB) Ha TepuTopusTa Ha cTpaHaTa. NoapobHocTuTe Ha MIMNbB, BKAOUYBALWLM BbBEXAAHETO
Ha HauMOHasIHM MepPKM 3a oueHKa Ha edpeKTUBHOCTTa 1 cnaseaHeTo Ha [MB, Tpsabsa aa ca cbrnacysaHu
C KOMMETEHTHUTE OpraHM Ha HauMOHA/IHO HMBO BbB BCSIKa AbpXXaBa YseHKa u aa 6baaTt npuioXXeHu

npean NyCcKaHeTo Ha JIeKapCTBEHUA NPOAYKT Ha Masapa.
3. ObpxxaBaTa uneHka Tpﬂ6Ba Aa CblracyBa OKOHYaTENTHNUA TEKCT U CbAbPXAHUETO Ha 06y‘-IVITeJ'IHVIFI
KOMMJIEKT 3a MeANUMHCKUTE cneunanuctu ¢ MNPY n ga rapaHTupa, 4e MatepmasanTe CbAbpXaT OCHOBHUTE

€/IEMEHTU, KaKTO € OnncaHo no-aony.

4. Abp>xaBaTta yneHKa Tpﬂ6Ba Aa Cbrnacyea npuaaraHeETo Ha CMCTeEMaTa C KapTa Ha NauneHTa BbB

BCAKa AbpXXaBa YJieHKa.

OCHOBHN e/IeMEHTW, KOWTO A3 6bLAAT BKAIOYEHN

Q6yyurenieH KOMNASKT 33 MEANUMHCKY CNEUNITTUCTH

O6y‘-WIT€J'IHVIFIT KOMMNEKT 3a MEANLUMNHCKUTE CcnelnanncTtum Tpﬂ6Ba Aa CbAbpXa CneaHnTe eNIEMEHTU!

. KpaTka nHdopmauusa 3a neHanmaomma n ogobpeHoTo My nokasaHue
° Jo3npoBka
° MakcuManHa NpoAb/IHKUTENHOCT Ha NpeannucaHoTo neyeHne
o 4 cegMMUM 3@ XXEHW C AeTepoaeH noTeHuman
o 12 ceamnum 3a MbXe 1 xeHn 6e3 geTepoaeH noteHuman
° NHdbopmaums 3a HeobxoamMocTTa Aa ce usbarea ekcnosmums Ha deTyca nopaam

TEPATOr€eHHOCTTa Ha NeHanngoMmmna npu XXMBOTHU N O4YaKBaHUA TEPATOreHEH ECDEKT Ha



NneHanuaoMua npu xopa, BKAUUTENHO 0606LleHne Ha pe3ynTaTute oT npoyysaHe CC-5013-

TOX-004

PbkoBoacTBo 3a paboTta ¢ 6nuctepa unu kancynata JleHanngomug Krka d.d. Novo mesto 3a

MeAMLUMHCKU cneunannctn n 6onHorneaaym

3aabXKeHNs Ha MeAULMHCKMS CNeunanncT BbB Bpb3Kka C NpeanucBaHeTo Ha JleHanngomma Krka

d.d. Novo mesto

o TpsibBa Aa NpenocTaBu M3yepnaTesiHW CbBETU U KOHCYNTUPaHe Ha naumeHTuTe

o) MaumeHTuTe Tpsi6Ba Aa Ca B CbCTOSIHWE Aa Cna3BaT U3MCKBaHUATa 3a 6e3onacHa
ynotpeba Ha JleHanmaomma Krka d.d. Novo mesto

o Tpabea fa npenocTtasBn Ha NauueHTuTe noaxoaswa obyuntenHa 6powypa 3a naumeHTn m
KapTa Ha naumneHTa

CbBeTn 3a 6e30NacHOCT, OTHaCALWM Ce A0 BCUYKM NaLUEHTH

o MN3XBBbpASIHE Ha HEHYXXHO JIeKapCcTBO

e} Paznopenbu 3a otnyckaHe Ha npeanucaH JleHanuaomua Krka d.d. Novo mesto,
cneundnyHM 3a BCSKa CTpaHa

o) OnucaHue Ha pucka OT peakumsi Ha TYMOpPHa aKTuBaLms

o OnucaHue Ha pucka ot BIM33

OnwucaHue Ha MNMNB 1 KaTeropusMpaHe Ha NauneHTUTe, No Noa 1 AeTepoAeH NoTeHuMan

o AnropuTbM 3a npunaraHe Ha MMNb

o OnpepneneHuve 3a XeHu ¢ agetepoaeH noteHuman (XKAPM) n gencrems, KOUTO NeKapsaTt
TpsibBa oa npegnpueMe B Cilyyal Ha CbMHEHue

CbBeTu 3a 6e30MacHOCT 3a KeHU C [IeTepoaeH NoTeHLuMan

o HeobxoamMMocTTa Aa ce n3bsrea ekcno3mumsl Ha deTtyca
) OnuncaHue Ha MNMNbB
e} HeobxoauMocTTa OT noaxoasiwa KoHTpauenuus (A0py ako XeHaTa e C aMeHopesi) U

onpeaenieHne 3a NOAXoAsLA KOHTpaLenums
o CxeMa Ha TecToBeTe 3a 6peMeHHOoCT
. CbBeT 3a NoAXOAALN TECTOBE
i MNpeaun 3ano4yBaHe Ha sle4eHMNETOo
i Mo BpeMe Ha neyeHneTo, basmpainkn ce Ha KOHTpPaLENTUBHUS MeTo4
. Cnep Kpasi Ha nevyeHMeTo
o HeobxoammocTtTa He3abaBHO aa ce cnpe npuema Ha JleHanmaomua Krka d.d. Novo mesto
npu CbMHeHne 3a 6peMeHHOCT
o HeobxoanmocTTa He3abaBHO Aa ce yBeAOMM fleKyBaluus nekap npu CbMHeHMe 3a
6pemMeHHOCT
CobBeTM 3a 6e30MacHOCT 3a MbXe
o HeobxoammocTTa aa ce nsbsarea ekcnosmumsl Ha deTyca
o) HeobxoanmocTTa Aa ce U3non3eaTt npe3epBaTUBM, ako CEKCyasiHaTa NapTHbOpKa €
6pemeHHa unu XAPI, KOATO He M3Mnona3Ba ePekTUBHA KOHTpauenums (40pn ako MbXbT €
npeTbpnsa Ba3eKTOMUS)

. Mo Bpeme Ha neyeHuneto c JleHanngommg Krka d.d. Novo mesto



o Hal-manko 7 gHu cnep nocnegHata Aosa.

o HezabaBHo TpsibBa oa yBeaoMu fieKyBallusa CU iekap, ako napTHbopkaTa My 3abpemeHee,
aokarto 1o npuema JleHanngomug Krka d.d. Novo mesto nnm ckopo cneg kato e cnpsn
npuema Ha JleHanmgommg Krka d.d. Novo mesto

. MN3unckBaHnA B cnydan Ha 6peMeHHOCT

o) YkasaHusa He3abaBHO Aa ce cnpe npuema Ha JleHanugomuma Krka d.d. Novo mesto npu
CbMHeHMe 3a 6peMeHHOCT Ha NauMeHTKaTa

o HeobxoanMocT naumeHTKaTa Aa 6bae Haco4eHa 3a oLeHKa U CbBeT KbM flekap,

cneyuanucT uam ¢ onut B obnactta Ha TEpATONOrnaTa n AnarHoOCTMUMpaHeTo n

o JaHHn 3a MeCcTHM KOHTaKTK 3a cbobllaBaHe Ha nogo3MpaHa 6peMeHHOCT.
o) dopmynsap 3a cbobuwaBaHe Ha 6peMeHHOCT
(] Cnuncobk 3a nekapuTe, € KOWTO Aa ce rapaHTupa, 4ye naumMeHTMTe nosydasaTt Nnoaxoasln CbBeTH

OTHOCHO NeYeHNEeTo, KOHTpauenTMBHNTE METOAN U Npeana3BaHe OT 6|Z)EMEHHOCT, noaxoadauin 3a

TEXHUA Non U aeTepoaeH CtaTtyC npu 3ano4yBaHe Ha NeYEHNETO

° dopMynsapu 3a CboblaBaHe Ha HEXeNaHu peakunm

O6yuntesnHyu 6poLypum 3a NnaymneHTH

O6yuntenHuTe 6polypu 3a nauneHTuTe Tpsibea Aa 6baaTt 3 BMaa:

. Bpollypa 3a nauMeHTn OT XEHCKM MNoJ C AeTepoAeH noteHuman
. Bpolypa 3a nauMeHTH OT XXeHCKM Non 6e3 AeTepoaeH NnoTeHuman
. Bpollypa 3a nauMeHTN OT MbXKK Mo

Bcuukn 6pOU.Ipr 3a NauneHTun TpF|6Ba Aa CbAbpXaT CneaHnTe eNeMeEHTU:

o MHd)OpMaLI,I/Iﬂ, ye neHaanaomMma e TepaTtoreHeH rnpu >XMBOTHU MU Ce O4YaKBa Aa € TepaToreHeH
npu xopa
o OnuncaHue Ha KapTaTa Ha nauneHTa u HEO6XO,CI,VIMOC'I'I'a OT HeA

N3XBBbpriiHE HA HEHYXXHO /1eKapCcTBO

PbkoBoacTBO 3a paboTa C neHannaoMma 3a naumeHTn, 6onHornenaym m YieHoBe Ha
CEMENCTBOTO
J HaunoHanHu nnun apyru npunoxumm cneundundHn pasnopenbu 3a oTnyckaHe Ha npeanuncaH

Nenanupomua Krka d.d. Novo mesto

NHdopMaums, 4ye naumeHTbT He TpsibBa Aa gasa JleHanngomma Krka d.d. Novo mesto Ha apyru
xopa

. NHdbopmaumsa, ye nauneHTbT He TpsibBa Aa AapsiBa KPbB MO BpeEME Ha TepanusTa (BKIKYUTENHO
npu NpekbCcBaHe Ha NPUIOXKEHNETO) N HaW-MaNKo 7 AHW Cref NpeycTaHoBsIBaHe Ha JliedeHUeTo

c Nenanngomna Krka d.d. Novo mesto

MHdbopMaums, ye naumeHTsbT TpsbBa Aa yBe4OMM CBOS SleKap 3a NnosiBaTa Ha BCAKaKBU

HeXenaHn cbbuTus

CnepHaTta nHdopmaums cblio Tpsbea aa 6bae npenocTaBeHa B CbOoTBETHaTa bpouypa:

Bpolypa 3a nauneHTu OT XXEHCKW Mof C AeTepoaeH noTeHuman



) HeobxoamMocTTa Aa ce nsbarea ekcnosnumns Ha deTyca

° OnucaHue Ha IMMNb
° HeobxoaumocTTa OT noaxoAsila KOHTpauenunsa n onpeaenieHme 3a noaxoasaia KoHTpauenuus
° CxeMa Ha TecToBeTe 3a 6peMeHHOoCT
o Mpeawv 3ano4BaHe Ha NeYEHNETO
o Hai-manko Ha Bceku 4 cegMmumM No BpeMe Ha JIeYEeHWETO, OCBEH B C/lyyal Ha NMoTBbpAEHA

TybapHa ctepununsauyms
o Cnepn Kpasi Ha nle4eHneTo
° HeobxoanmocTtTa He3abaBHO aa ce cnpe npuema Ha JleHanngomug Krka d.d. Novo mesto npwm
CbMHeHMe 3a 6peMeHHOoCT

L4 HeobxoanmocTtTa He3abaBHO aa ce CBBbpPXXAaT CbC CBOA JIeKap Npu CbMHEHUE 3a 6peMeHHOCT

Bpolwypa 3a naumMeHT! OT MbXKMW MO
. HeobxoammocTtTa Aa ce usbarea ekcnosnuus Ha deTyca

L4 HeobxoanmocTTa aa ce nsnonssar npesepsaTtnBu, aKO CEKCyasiHaTa NAapTHbOPKa € 6DEMeHHa

unu XAPM, KosATo He M3non3ea edeKkTMBHA KOHTpaLenums (4opy ako MbXbT € NpeTbpnsan

Ba3eKTOMMUSA)

o Mo Bpeme Ha neveHuneto ¢ JleHanngommg Krka d.d. Novo mesto

e} Han-manko 7 gHu cnep nocnegHata Ao3a.
. NHdopMauums, ye HezabaBHO TpsibBa Aa yBeAOMM fleKyBallus CU 1eKap, ako napTHbopkaTa My
3abpemeHee
[ NHdopmauus, ye He Tpsabea Aa AapsiBa criepMa no BpeMe Ha TepanusaTa (BKIYUTENHO Npu

NpeKbCBaHe Ha MPUIOXEHUETO) N HAN-Manko 7 AHW Cnef NpeyCTaHOBsIBAHE Ha JIeYEHWNETO C

Nenannpomuna Krka d.d. Novo mesto

Kapra Ha naymeHTa

KapTaTa Ha nauveHTa TpF|6Ba Aa CbAbpXa CneaHnTe eNneMeHTn:

. MoTBbPXAEHWNE, YE € 3BbPLUEHA NOAXOASLATa KOHCYTaums
. [JoKkyMeHTUpaHe Ha cTaTyca Ha AeTepoAHust MoTeHLMan
. [aTtu Ha TecToBeTe 3a 6peMeHHOCT 1 pe3ynTaTu



