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MOPUJIOKEHUE I

KPATKA XAPAKTEPUCTUKA HA TIPOAYKTA



<vTo3n JIeKapCTBEH MPOJYKT IOIEKHU Ha TOIBIHUTEIHO Habmonenue. Topa 1e mo3sonu 66p30To
yCTaHOBsIBaHE Ha HOBA MH(OPMAIMsA OTHOCHO Oe3onmacHocTTa. OT MEAULMHCKUTE CIIEIMAINCTH Ce
M3MCKBA JIa ChOOIIABAT BCAKA N003MPaHa HEXKeNlaHa peakuys. 3a HAYMHA Ha ChoOLIaBaHe Ha
HEXEJaHU peaKIny BIKTE Touka 4.8.>

1. HUME HA JIEKAPCTBEHUS TPOAYKT

{(CBoOOHO M30paHO) HME KOJMYECTBO Ha aKTHBHOTO BELIECTBO B JO30BA SIMHMIIA JIEKaPCTBEHA
¢dopma}

[CumBonuTe ® ™ He TpsiOBa 1a ce BKIKOYBAT HUTO TYK, HUTO B OCTaHAIaTa 4acT OT TEKCTa; ,,KIEeTKH
" ,,BUPYCHU T€HOMH* B MHOXKECTBEHO YHCJIO. |

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
2.1 OOmo onucanue

{X} {<(INN)><(obmomnpuero ume)>} € reHeTHIHO MOAN(PUIUPAH <aABTOJIOKEH><aJIOICHEH>
MPOJYKT HAa OCHOBATa Ha KJIETKHU, ChAbpKam] T-kieTky,
<TpaHC(EKTUPaHU><TPaHCIAYLHUPAHN><PEIAKTUPAHU> exX Vivo, Upe3 M3I0J3BaHe Ha <{HUMe Ha MeToJa
3a pegakTHpaHe } ><{THIl BEKTOp }>, ekcrpecupail aHTu-{A} xumepen anturereH peuenrop (CAR),
BKITIOYBAII <MHIIN><YOBEUIKH> <aHTHU-{A} eTHOBEpPIIKEH MPOMEHINB (parment (scFv), cBbp3an
kbM {B} koctumymupai gomeits u {C} curHaieH 1oMein>.

{X} {<(INN)><(oOwmomnpueTro ume)>} ¢ TeHeTHIHO MOAUGDHUIUPAHA AaBTOJIONKHA MOITyJIAINS,
oborarena ¢ CD34" kieTKH, KOATO ChAbPKA XEMOIOETHYHH CTBOJIOBU <H IIPOT€HHUTOPHK> KIIETKH,
(HS<P>C) <rpancayuupann><pefakTHpaHI> ex vivo ¢ <{UMe Ha MeTO/ia 3a peJaKTupane}> <{Tumn
BEKTOp }> , eKCIIPECHPALIH {ME Ha TeHa} <reH>.

2.2 KauecTBeH H KOJMYECTBEH ChCTAB

Besika {onmakoBka} {X} <3a KoHKpeTeH marueHT> chabpika {<(INN)><(obmonpuero nme)>} npu
omnpeaeeHa KOHIECHTpaUMs Ha <aBTOJIOKHU><aJIOTCHHU> T-KJ’IeTKl/I, TEHETUYHO MouucpnunpaHu na
eKkcrpecupat aHtu-{A} xumepeH anturenex peuentop (CAR-nonoxurennu xuznecnocoduu T-
KJIIETKH) <, KaTO KOHIIEHTPAIMATA 3aBUCH OT MmapTuaaTa>. JIekapcTBEHNAT MPOAYKT € OTaKOBaH B
<emuH><eqHa><eIHO> WIH IIOBeYe {OMaKoBKa(u)},
<ChIbPKAIL><CHIbPIKALIA™><CHIBPKAI0><CHIbPXKAIII> KICThYHA {JIlekapcTBeHa hopma} Ha {n}
CAR-nonoxxuTensn xu3Hecnocobnn T-KIeTKH, CyCIeHIUpaHy B <KPUOKOHCEPBHPAIIL> Pa3TBOP.
Bcesika {omakoBka} chappxa {obem} {mekapcTBena (opma}.

<Wupopmanusta OTHOCHO KOJIMIECTBOTO JEKAPCTBEH MPOLYKT, BKIIOYBAIIA OPOs {OMaKkoBKH} (BXK.
To4Ka 6), KOUTO TPsOBA Ja ce MPHUIIOKAT, € MPEJIOCTaBeHa B <HH()OPMALMOHHYS JINCT Ha MapTHAATa
(LIS)><cepTtuduxkara 3a ocBoboxaaBane 3a <uHy3us><umkekuus> (RfIC)>, <nocraBeH B kamaka
Ha KPUOKOHTEIHepa, M3MOII3BaH 3a TPAHCIIOPTHPaHe ><, KOITO MpHUApYy’KaBa JIeKapCTBEHHUS TPOTYKT
3a JeUeHHEe>>.

Besika {omakoBka} {X} <3a KOHKpeTeH manueHT> chabpika {<(INN)><(obmonpuero nme)>} npu
oIpe/iesieHa KOHIIEHTPAIKs Ha TeHETHYHO MOAU(HIIpaHa aBTOI0XKHA MOIyJIanus, o0oraTeHa ¢
CD34+ knetku <, KaTo KOHIIEHTpaLUsTa 3aBUCH OT IapTujaara>. JIekapCTBEHUSAT NPOJYKT € ONaKOBaH
B <emuH><eIqHa><eIHO> WM IOoBeue {OMaKoBKa(M)}, KaTo IsUI0
<ChABPKALP><ChIbPIKALEA><ChABPKALIO><ChIbPXKAIL> {IekapcTBeHa popma} {n} ot
JKHU3HECTIOCOOHA nomyJanus, oborarena ¢ CD34" kieTky, CyCreHAMpaHu B <KPHOKOHCEPBUPALIL>
pasTBop.

Besika {onakoBka} chabpika {odem} {X}.



<MHdopmarysaTa OTHOCHO KOJIHYECTBOTO JICKAPCTBEH HPOJIYKT, BKIIFOUYBAIa Opost {OmaKoBKu} (BiK.
TOYKa 6), KOUTO TPsIOBa J1a ce MPHUIIOKAT, € peocTaBeHa B <HH()OPMALMOHHNS JHCT Ha apTHIaTa
(LIS)><cepTuduxkara 3a ocBoboxnaBane 3a <uH¢y3us><ummkekuus> (RfIC)>, <noctaBeH B kamaka
Ha KPHOKOHTEeHHEepa, N3MO0JI3BaH 3a TPAHCHOPTHPAHE ><, KOMTO NPHAPYKaBa JIEKApCTBEHHUS IPOLYKT
3a JIeUeHHE>>.

<[IomorrHO(H) BelecTBo(a) ¢ M3BECTHO JICHCTBUE™>

<3a IIbJIHKS CIIUCHK HA MTOMOIIHUTE BEIIECTBA BIKTE TOuka 6.1.>

3. JIEKAPCTBEHA ®OPMA

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHH MOKA3AHUS
4.2 Jlo3MpOBKa U HAYMH HA NPUJIOKEHHE

<{X} tps6Ba 1a ce npunara B cCepTUGULUPAH MEAULIMHCKH LIEHTBP OT JEKap C ONUT B {TeparieBTUYHA
HMHTEPBEHINS | <JICYeHHEeTO><IPOo(HIAKTHKaTa> <IpH><Ha> {[l0Ka3aHHEe} U 00y4eH B IPUIIAraHeTO
Ha JIEKapCTBEHHS MPOIYKT U IPIDKATE 32 MAIMEHTH, JIEKyBaH! C HEr0.>

<B ciyyaii Ha <CHHAPOM Ha ocBoOoaBaHe Ha uTokuHH (CRS)><...> Tpsi0Ba 1a MMa Ha
pasnonoxkeHne <moHe> exHa no3a <{Y }><{Z}> u obopyzaBaHe 3a CIIeIIHa IIOMOII Ipeau HH}Yy3HusTa.
MeauUyHCKUST HEeHTHp TPsiOBa 1a MMa JOCTBIT 4O JOIBJIHATENHH 1031 <{Y }><{Z}> B paMKuTe Ha
<...><8>uyaca.>>

EO3I/I[ )OBKa

<{X} e mpeaHa3Ha4yeH 3a aBTOJIOKHA yroTpebda (Bxk. Touka 4.4).>

<Jlo3ata {X} Tps6Ba 1a ce olpe/ieTd B 3aBHCHMOCT OT TEJIECHOTO TEIJIO Ha AIIUEHTa KbM MOMEHTa
Ha uHQY3HUs.>

JleyeHneTo ce CbCTOM OT <eIMHHUYHA><MHOTOKPATHI> 103a(1) 32 <UH(DY3US><UHKEKIH>,
KOsITO(UTO) ChaBpKA(T) {nekapcTBeHa popma}> Ha CAR-ITO3UTHBHH XU3HECTTIOCOOHH T-KIeTKU B
<emHa><WJIHM 1OBe4e™> {OnaKoBKa(y)}.

TaprernaTa 1o3a e {00II0 KOIHIECTBO KIIeTKU Ha 10332} CAR-IoI0XUTETHN )KU3HECTIOCOOH! T-
KJIeTKkH B AuanasoH {n-m} CAR-monoxuremnn xu3Hecnoco6nn T-kneTkn. Bikre mpuapyxaBamms
<uHdopManoHeH iucT Ha napruaara (LIS)><ceprudukar 3a ocBoboxnaBane 3a
<uHy3us><umxeknus™> (RfIC)> 3a nonbaHuTenHa HHGOPMAIHS OTHOCHO J03aTa.

JleueHnero ce CbCTOM OT <eIMHHUYHA><MHOTOKPATHI> 103a(1) 32 <UHQY3US><UHKEKLMST>,
KOsATO(UTO) Chabpka(T) {ekapcTBeHa hopma} CD34" xiieTku B <egHa><WIIU [TOBEYE™>
{omaxoBka(n)}.

MunuMaiHaTa npenopbuuTenta 1o3a {X} e {n} CD34" xnetku/kg TenecHo Tero.

Bumxre npuapysxasanus <uHdopmannoneH nuct Ha naprunara (LIS)><cepruduxkar 3a
ocBobok1aBane 3a <uHQy3wr><umkekimss™> (RfIC)> 3a nonbiaHUTEIHA HHPOPMAIIHSI OTHOCHO J03aTa.

<IIpeaBapuUTENHO JieyeHne <(XMMUOTEpanus 32 JUM(OLUTHO U3YepHBaHe)><(KOHAMIMOHUPAHE)>>

<I[Ipemenukanus>



<IIpenopbunTeNHO € Ja ce Npuiara npemeaukanus ¢ {Y} <u {Z}> uian eKBUBaJIECHTHH JIEKAPCTBEHU
MpOAyKTH {Opoit MEUHYTH} TIpean <HHQY3UATa><WHKeKIuATa> Ha {X}, 3a J1a ce HaMaJIn PUCKBT OT
peaKiMy, CBbP3aHy ¢ <UH(DY3HATa><UHKEKLHUATa>.>

<Habmonenue>

Ileouampuuna nonynayus

Hauun Ha npunoxenue

<IIpeau npunoxkeHue TpsiOBa [a ce MOTBBP/M, Y€ CAMOIMYHOCTTA Ha MAIMCHTA ChBMAga C
YVHHUKAITHUTE TAaHHU 32 MAalUCHTa BbpXY {omakoBkata(ute)} Ha {X} U mpuapyxaBaiara
nokymeHTanus. OOmuAT Opoil {OMakoBKH |, KOUTO TPSIOBA J1a ce MPHIIOKAT, CHIIO TPsIOBa 1a Obae
MOTBBPACH ChC CICUU(PUIHHUTE 32 MANKUCHTA JaHHN B <HH()OPMALMOHHMUS JIUCT HA MapTHIaTa
(LIS)><cepTuduxara 3a ocBoboxnaBane 3a <un¢y3us><utmkekuus> (RfIC)> (Bxk. Touka 4.4).>

3a moapoOHY yKa3aHUsS OTHOCHO MPUTOTBSHETO, IPHIOKEHHETO, MEPKUTE, KOUTO TPsiOBa /1a ce
MpenpueMar B CITydaii Ha CllydaliHa eKCIIO3HIINs, U U3XBHPISIHETO Ha {X}, BIDKTE TOUKa 6.6.

4.3 IIporuBomoxa3zaHust

<CBpBXUYBCTBHTEIHOCT KbM aKTHBHOTO(HTE) BEIIECTBO(a) HIIM KbM HIKOE OT TIOMOIIIHHATE
BeIeCTBa, N30poeHH B TouKa 6.1, <wiu {HauMeHOBaHME Ha OCTAThYHOTO(HTE) BelecTBo(a) }>.>

4.4 CrneuuajaHyu nmpeaynpe:kaeHus: U MpeaNa3HN MepPKH NMPH yrnoTpeda

IIpocnenumoct

TpsiOBa na ce mpuiIaraT M3UCKBAHMATA 32 HPOCIEIUMOCT Ha JEKAPCTBEHH TPOIYKTH 33 MOAEPHU
TepaluM Ha OCHOBATA Ha KJIETKH. 3a J1a C€ OCUTYpPH IIPOCIIEUMOCT, UMETO Ha NPOJYKTa, MAPTHAHUAT
HOMEp U UMETO Ha JICKyBaHHs MAIMEeHT TPsA0Ba 1a ce ChXpaHsBaT 3a nepruof ot 30 roauHu ciief
Jlatata Ha M3THYaHE Ha CPOKa Ha TOAHOCT Ha MPOTYKTa.

<ABTOJIO)KHA ynoTpeba

{X} e mpenHa3HayeH caMo 3a aBTOJIOXKHA yHOTpeba 1 IPpU HUKAKBH 00CTOATEICTBA He TPsOBa J1a ce
npuiIara Ha Ipyru nanueHTtd. {X} He TpsOBa ja ce mpuiara, ako MHQOpMalusTa BbpXy €TUKETHTE Ha
npoaykTa <u> <uH(popMaLHOHHUS JIUCT HA napTuzaara (LIS)><ceprudukara 3a ocBoOoxknaBaHe 3a
<uHdy3us><umxekus> (RfIC)> He cbBIaza ¢ HICHTUPHUKATOPUTE HA NALUCHTA.>

<IIpu4yuHM 3a OTJIAraHe HA JICYCHUETO>

<TDaHCMI/ICI/IH Ha I/IHd')CKI_II/IOSEH arcHT

Barpeku e {X} e TecTBaH 3a CTEPHIIHOCT <M MUKOILUIa3MI>, ChIIECTBYBA PUCK OT TPAHCMHUCHS Ha
nHpexnno3Hn areHTu. Ilopaau ToBa MeTMIIMHCKHUTE CTICIUATNCTH, KOUTO mpuiarar {X}, Tps6sa na
HaOJII0/1aBaT NalMEHTUTE 32 IPU3HALM M CHMIITOMU Ha MH(GEKLHU CIIE JICYCHUETO U IIPU
HEO0OXOJUMOCT Jla TU JIEKyBaT MO MOAXOSAI] HAYWH.>

<[loBnusBaHe Ha Pe3yITaTH OT BUPYCOIOTUYHH TECTOBE
Iopaau orpanuyeHu Ha OpO ¥ KBCH YYaCThLM C HICHTHYHA TeHETHYHA HHPOPMALHS IPU
JICHTHBHUPYCHUS BEKTOD, U3MOJI3BaH 3a ch3aaBane Ha {X} u HIV, wsakou tecrose 3a HIV, 6asupanu na

HykienHoBa kucenuHa (NAT), Mmoxe a nafaT GailmBo MOJTOKUTEIHN Pe3yITaTh.>

Z[aDﬂBaHe Ha KPbB, Opraiy, TbKaH!U U KJICTKHA




IManmenture, nekyBanu ¢ {X}, He TpsAOBa 1a 1apsABaT KPbB, OPraHH, ThKaHH M KIETKHU 3a
TpaHCcIIaHTanus. <Ta3u mHPOpPMAIHS € MPEeAOCTaBeHA B <CUTHAJIHATa KapTa><KapTaTra™> Ha
MalMeHTa, KOsATO TpsAOBa Ja Obje Na/ieHa HA MAlMeHTa ClIe] JICYEHUeTo.>

<Peaknuu Ha CB )bXYYBCTBUTCTHOCT

Cepuo3HUTE PeaKIUK Ha CBPbXUYBCTBUTEIHOCT, BKIIOUUTEIHO aHAQUIAKCHS, MOXKE J1a CE JIbJDKAT Ha
<KpHOKOHCEpBaHT> B {X}.></IBJITOCPOYHO MPOCICASIBAHE

OvakBa ce MalMeHTHTe Ja ObJAaT BKIIOYEHH B <PErHCThP> <CHCTeMa 3a ABIT0CPOYHO
npociesBaHe™>, 3a 1a ce pasoepe mo-106pe IbiarocpouHarta 6€30MacHOCT U eukacHOCT Ha {X}.>

<IlepmaTpUyHa Momyaanus™>

4.5 BszaumopneiicTBHe ¢ IPYru JeKapcTBeHH NPOAYKTH U APYrd (popMH Ha B3auMoelicTBHe
<He ca npoBekaaHu NIpOyYBaHUS 32 B3aUMOACHCTBUSTA. >

<)KuBu BakcHHHA

BesonacHocTTa Ha UMYHU3AIUATA C )KMBH BUPYCHH BaKCHHH 110 BpEMe Ha WIIH CJIe]] JIe4ueHue ¢ {X} He
e mpoydeHa. KaTo nmpemnasHa Msapka BaKCHHAIHSA C )KMBU BaKCHHH HE C€ MPETopbyBa <IOHE 6
cenqMui><{ONpeaeneHo BpeMe ;> npey 3aroYBaHe Ha KOHANLMOHUPAIIN PEXXKUMU><XUMHOTEPAIIHS

32 IMM(ONIUTHO U34YEpIIBaHE™, 10 BpeMe Ha JieueHHeTo ¢ {X} U B mepuoja 10 <UMyHHO><
XEMAaTOJIOTHYHO> BB3CTAHOBSABAHE ClIe]] ICIEHNETO.>

<IleauaTpuyHa nomynanys>
<IIpoy4BaHus 3a B3aUMOJICHCTBHATA Ca IPOBEKAAHN CaMO NP Bb3PAaCTHH.>

4.6 ®epTHIUTET, OPEMEHHOCT H KbPMeEHe

<XeHH ¢ feTepo/IeH NOTEHNNAT/KOHTPALCTIINS IPU MBXKE U KCHI>

<Bpemennoct>

<Kbpmene>

<®epTUNIUTET>

4.7 EdexkTH BLPXY c0CO0HOCTTA 32 I0GHPaHe H padoTa ¢ MAIIMHA

<{(CBobomHO n30paHo) MMe} <He MMOBIHIBA MM NOBIHABA IPEHEOPE)KNMO> <ITOBIHSIBA B MAJIKa
CTeneH™> <IIOBJIUsABA B yMEPEHA CTENeH™> <IIOBJIHUABA B 3HAYUTEIIHA CTEIIEH™> CIOCOOHOCTTA 3a
modupane u padoTa ¢ MalIHHU.>

<Henpunoxxumo>

4.8 Hexeaanu JeKapcTBeHN pPeaknu

<[leauarpuyHa nomnynanus>

Cpo01iaBase Ha MOA03UPAHN HEKEIaHH PEaKIn
Ch0o0IIaBaHETO Ha TOJO3MPAHH HEKETAHU PEAKIUK CIIE]] paspeliaBaHe 3a yrnoTpeda Ha JeKapCTBEHUs

MPOAYKT € BakHO. ToBa MO3BOJIsIBA /1a MPOABIDKH HAOIOIEHHETO Ha ChOTHOILEHUETO MOJI3a/pHCK 32
JIeKapCTBeHUsI IPOAYKT. OT MEIUIMHCKHUTE CIIEIUAINCTH Ce U3KMCKBA J1a ChOOIaBaT BCSKa
MOI03UPaHa HeXKeNaHa peakius Ype3 HAIMOHAIHATA CUCTEMA 32 ChOOIIaBaHe, TIOCOYCHA B
IIpunoxenue V,

] /[ Deleted: .



https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

4.9 Ilpeno3upane
<JIumcear JaHHH OT KIMHUYHHM IIPOYYBAaHMS 32 peno3upaHe Ha {X}.>

<IlenuarpuyHa nonynanus>

5. ®APMAKOJOT'AYHU CBOMCTBA
5.1 dapmakoIMHAMUYHH CBOiicTBa
dapmakorepanesrinyna rpyna: {rpyna}, ATC xox: <{kox}> <Bce olle HE € ONpeaeIeH>

<MexaHu3bM Ha ACHCTBUE™>

<@PapMaKOJIMHAMUYHH ePEKTH>

<KimHU4YHA Gg}HKaCHOCT ¥ 0€301acHOCT>

<IlenuarpuyHa nonynanus>

<EBporieiickara areHius o JIeKapcTBaTa 0CBOO0XKIaBa OT 33bJDKEHUETO 3a [PEAOCTaBsHE Ha
pesyaraTtute oT npoyuyBanusTa ¢ <{(CB00OOAHO M30paHO) HMe}> BHB BCHUKH MMOATPYIH HA
HeANaTpPUYHATA MOIyIALKs IPH {YCIOBUE CBITIACHO peleHue Ha [1naHa 3a nequaTpuyHO H3CIIeBaHe
(Paediatric Investigation Plan, PIP), 3a pa3pemenoTo moka3zanue} (Bx. Touka 4.2 3a nHpopManus
OTHOCHO ynoTpe0a B eauarpusTa).>

<EBporieiickara areHius o JIeKapcTBaTa oTiara 3ab/DKCHUETO 3a IPEIOCTaBsIHE Ha Pe3yITaTHTE OT
npoyuBanusTa ¢ {(CBoO0IHO H30paHO) MMe}> B €HA WM TIOBeUe MOArPYNH Ha IeANaTPHIHATA
TOITyJTalus TIpU {yCIOBUE ChITIACHO peleHue Ha [Tnana 3a nequatpuyno uscnensane (Paediatric
Investigation Plan, PIP), 3a pa3pemenoro nokazanue} (Bxk. Touka 4.2 3a HH(GOpMaLysi OTHOCHO
ynotpeba B IeguaTpusTa).>

<To3u JIeKapcTBEH NPOAYKT € pa3pelieH 3a yrnorpeda 10 T. Hap. CXeMa ,,pa3pelaBaHe Mo
yciosue®. ToBa 03Ha49aBa, 4e 3a TO3HM JEKAPCTBEH NMPOIYKT CE€ 0YAKBAT JOIBIHUTEIHH

JJaHHU.

EBponeiickaTa areHmus 1o JiekapcTBara Ile U3BbpIIBa Iperiie]] Ha HoBaTa HHPOPMaIHs 3a TO3H
JIEKapCTBEH NMPOLYKT MOHE BeAHBXK roauinHo u Tasu KXII croTBeTHO e ce akTyanmsupa.>

<To3u neKapcTBEH NPOJYKT € pa3pelleH 3a ynorpeda IpH ,,u3BbHPEIHU 00CTOATENCTBA .
Tosa o3Ha4aBa, ye <MOpajay PAIKOTO Pa3sIpPOCTPaHEHHE HA 6OIeCTTa> <10 HAyYHU
CbOOpaKeHUsT™ <110 €TUYHU IPHYUHI> JI0 MOMEHTA He € OHJI0 Bb3MOXKHO J1a €€ TOJTy4H ITbJIHA
uHboOpMAanKs 3a TO3H JIEKapCTBEH IPOJIYKT.

Beska roauna Epponeiickara areHius 1o JeKkapcTpara Iiie M3BbpIBa IPeTJie]l Ha HoBaTa
undopmanus u tazu KXII cboTBETHO 1€ ce akTyanu3upa.>

5.2 ®dapmakoKHHETHYHH CBOiicTBa
<KnerpuHa KMHETHKA>

<BuopasnpenencHue>
<Ilepcucrupane>

5.3 IIpeaKIMHUYHM JAHHU 32 6€30MACHOCT

<OreHKa Ha pricka 3a okosiHara cpena (ERA)>




6. DAPMALHEBTUYHU JAHHU

6.1 ChnucbK HA MOMOIIHHUTE BelecTBa

<Hsma.>

6.2 HecbBMecTHMOCTH

<Henpunoxxumo>

<ﬂpn JIMIICAa Ha TIpOyYBaHUA 32 HECbBMECTUMOCTH TO3HU J'ICKapCTBeH TIIPOAYKT HE TpS{6Ba

Jla Ce CMECBA C IPYTHU JIEKAPCTBEHH IPOJYKTH.>

<To3u JIleKapcTBEH MPOAYKT HE TPsOBa [a ce CMECBa C APYTH JIEKAPCTBEHH MPOLYKTH, C
M3KJIIOYCHHUE Ha MOCOYEHUTE B TOUKA <6.6.> <p> <12>>

6.3 Cpox Ha rogHocT

<6 gaca> <...> <6 mecena> <...> <l roguna> <18 mecerna> <2 roauan> <30 mecena> <3 roaUHI>
<.>

<Cnen <pa3MpazsiBaHe><peKOHCTHTYHpaHe><paspexaane>: <l yac><3 yaca><...> pu cTaiiHa
Temrepatypa {({Temneparypen auamazos}°C).}>

6.4 CroeuuajHu ycJIOBHSI HA CbXpaHEeHHe

<{X} Tps6Ba na ce cbxpaHsiBa B <mapHara (aza Ha TeueH azotT{(<-{T} °C)}><...> u na octane
3aMpaseH, I0KaTo MAlMeHTHT ObJIe TOTOB 3a JICYEHUETO, 3a J]a CE FapaHTUpa HATMYHETO Ha
JKU3HECIIOCOOHM KIIETKH 3a PHIIOKEHHE Ha ManueHTa. Pa3Mpa3eHusT 1eKapCTBeH MPOLYKT He TPsiOBa

Ja ce 3ampassBa IIOBTOPHO.>

<3a ycIoBHATa HA CbXPAaHEHHE CIIe/l <pa3MpassiBaHEe™ <PEKOHCTUTyHpaHe™> <pa3pekJaHe™> Ha
JIeKapCTBEHHs IPOJLYKT BUXKTE Touka 6.3.>

6.5 Buau chabp:kaHUe HA ONAKOBKATA <U CHeLHATHH NpHCHocodieHus 3a ynorpeda,
NMPWIOKeHUEe WM HMIUIAHTHPaHe>

<He BcHuKH BUIOBE OMTAKOBKA MOTaT Ja ObJaT IyCHATH Ha masapa.>
6.6 CneuuajaHu MpeANa3HH MePKH NPHU U3XBBHPJIsiHe U padoTa

IIpennasHu MEepKH mpean padboTa ChC WK MPUIOKEHNUE HA JIEKAPCTBEHUS IPOIYKT

<{X} Tps6Ba 1a ce TpaHCHOPTHPA B JICYEOHOTO 3aBEJCHUE B 3aTBOPEHHU, YCTOIYNBH HA CUyNBAHE U
HPOTHYAHE OLAKOBKH.>

To3u nexapcTBeH MPOAYKT ChAbPrKa YOBEIIKH <KPbBHI> KJICTKH. MeIUIMHCKUTE CIICIUAINCTH,
KOHUTO paboTsT c{X}, TpsOBa Ja B3eMaT IOIXO/ISIIH MPEINa3Hi MEPKH (1a HOCST
<pBKaBULM><3ALIUTHO O00JIEKI0><M><IpeAla3HU O4UIIa™>), 3a 1a ce M30erHe MOTEeHIUATHO
npeaBaHe Ha HH(EKIMO3HY 3a00IBaHuS.

[IpuroTBsIHE MpEIN MPUITOKEHUE

<Pa3mpa3zsBaHne>

IIpunoxxenue



Mepku, KOUTO TPsAOBA Ja ce MpeanprueMar B CiIy4ail Ha cilydaiiHa eKCIIO3UIIHS

IIpu ciyyaitna excriozunus TpsibBa 1a ce Cra3BaT MECTHUTE yKa3aHMs 3a paboTa ¢ MaTepUaIn OT
YOBEIIKHU ITPOU3X0J. PaboTHHTE MOBBPXHOCTH M MaTEpPHAIIUTE, KOUTO IMTOTEHIMAIHO ca OWIIN B
KOHTAaKT ¢ {X}, Tpsi0Ba Ja ce JEKOHTaMHUHHPAT C MOAXO/IAI] Ae3UH(EKTaHT.

IpeanasHy MepKu, KOMTO TPsOBA 1a OBJIAT B3ETH IIPU U3XBBPISHE HA JIEKAPCTBEHUS IPOJTYKT
Hewsnomx3BaHuAT 1eKapCcTBEH NPOAYKT M BCHYKH MAaTEPHAIH, KOUTO ca OMin B KOHTAkKT ¢ {X} (TBBpAH

U TCUHHU OTHaZ[LI_IPI), Tpf[6Ba Ja ce 06pa60TBaT 1 U3XBBPJIAT KaTO OTCHIUAITHO HH(bCKHPIOSHPI
OoTImagbUu B CbOTBETCTBUE C MECTHUTE YKa3aHUs 3a pa60Ta C MaTe€puaj OT YOBECIIKU ITPOU3XOMI.

<Yno [}668. MpHU eAUaTPpUIHATA MOMYJIaIAsI™>

7. MPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA
{Ume u agpec}

<{rem.:}>

<{pakc:}>

<{umeir: } >

8. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

9. JATA HA TbPBO PASPEIIABAHE/IIOJJTHOBSIBAHE HA PAZPEIIEHHUETO 3A
YIIOTPEBA

</lata Ha mepBO paspemasane: {J{J] mecer ITTT r.}>

</lata Ha ocienno noguossBane: {J1J] meceny I'TTT r.}>

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

<{MM/ITTT}>

<{JUUMM/ITIT}>
<{J meceu I'TTT r.}>



MMPUJIOXXEHHE 111

JAHHU BbPXY OITAKOBKATA U
JIUCTOBKA



A. JAHHHU BBPXY OITAKOBKATA




JAHHHU, KOUTO TPABBA JJA CbABbPXKA <BTOPUYHATA OITIAKOBKA> <>
<[IbPBUYHATA OITAKOBKA>

{BUJ/THUIT}

‘ 1. UME HA JJEKAPCTBEHMUSI IPOAYKT

{(CBoOOIHO M30paHO) HME KOIMYECTBO Ha aKTHBHOTO BEHIECTBO B J030BA CIUHHUIIA JIEKAPCTBEHA
dopma}
{akTnBHO(M) BewecTBO(a)}

l 2. OBSIBABAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

ToBa nexapcTBO ChABPKA KIETKH OT <UOBEIIKH> <3KHBOTHHCKK> ITPOU3XO/.

‘ 3. CIIMCBK HA IOMOMIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

’ 5. HAYMH HA NIPUJIOKEHUE U TbT(MIIA) HA BBBEK/IAHE

Ipenn ynorpeba npouerere IMCTOBKATA.

6. CIIEHUAJIHO NPEAYNPEXJIEHUE, YE JIEKAPCTBEHUAT MNPOAYKT TPABBA
JIA CE CbXPAHSABA HA MSCTO JAJIEY OT NOT'JVIEJA M JOCET'A HA JIEIHA

)Ia C€ ChXpaHsABa Ha MACTO, HEIOCTHIIHO 3a JIC1ia.

‘ 7. JPYI' CHEHUAJIHU NPEAYNPEXXJIEHUS, AKO E HEOBXOAUMO

<Camo 3a aBTOJIOKHA yroTpebda.>

‘ 8. JATA HA U3THYAHE HA CPOKA HA TOJJHOCT

‘ 9. CIIEIUAJIHU YCJIOBUSI HA CbXPAHEHUE

10. CHEIMAJIHU IPEAINTAZHUA MEPKHU ITPU U3XBBPJISIHE HA HEM3IIOJI3BAHA
YACT OT JJEKAPCTBEHUTE IMPOAYKTHU WU OTHAABYHU MATEPUAJIU OT
T5X, AKO CE U3BUCKBAT TAKHBA

Tosa JICKapCTBO ChABbPIKA <YOBEIIKH> <KPBBHU> KJICTKH. Hewusnomnseanorto JICKapCTBO UIN
OTHaAbYHUTE MAaTCPHUAIN OT HETO TpSlGBa Ja C€ UBXBBPJIAT B CbOTBETCTBUEC C MECTHUTC yKa3aHHUs 3a
60paBeHe C OTIHaAbYHU MaTCpUaid OT YOBCUIKH MPOU3XO0I.



‘ 11. WME U AJIPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

{Uwme u agpec}
<{remn.:}><{daxc:}>
<{umeitn: }>

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/0/00/000/000

13. TIAPTUJAEH HOMEP, KOJOBE HA JAPEHUETO U HA ITPOJAYKTA

{SEC}:

<{CobcTBEHO nme} >
<{®amunHo ume}:>
<{DOB Ha maruenTa}:>
<{ID nHa maumeHra}:>
<{Aph ID/DIN}:>
<{COI ID}:>

<{ID Ha caka}:>

<{ID Ha mopbukara}:>

[ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMUJ 3A YIIOTPEBA

‘ 16. HUH®OPMAIIMS HA BPAMJIOBA A3BYKA

Ipuero e ocHOBaHUe /1a He ce BKIOYHN HH(pOpMarus Ha bpaitioBa a30yka.

17. YHUKAJIEH WIEHTHOUKATOP — JIBYU3MEPEH BAPKO/

Henpunoxumo

18. YHHUKAJIEH UWIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

Henpunoxumo



MHUHUMYM JAHHHU, KOUTO TPSBBA JJA CbABPKAT BJIMCTEPUTE U JIEHTUTE

{BHJ/THII}

| 1. HUME HA JJEKAPCTBEHMUS TIPOAYKT

{(CB0GOIHO N30paHO) MME KOJINUECTBO HA aKTUBHOTO BEIIECTBO B 1030Ba CAMHHMIIA JICKAPCTBEHA

dopma}
{axTHBHO(M) BemecTBO(a)}

| 2. HUME HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

{Nme}

| 3. JIATA HA U3THYAHE HA CPOKA HA T'OJJHOCT

| 4. MHNAPTUJIEH HOMEP, KOJJOBE HA JAPEHUETO U HA TIPOJAYKTA

{SEC}:

<{CobcTBEHO nMe} >
<{®amunHo ume}:>
<{DOB Ha naruenra}:>
<{ID Ha manmueHra}:>
<{Aph ID/DIN}:>
<{COI ID}:>

<{ID Ha caka}:>

<{ID nHa moppuKara}:>

|5.  JOPYro

<Camo 3a aBTOJIOXKHA yrnoTpeda.>



MHUHUMYM JAHHHU, KOUTO TPSIBBA JJA CbAbBPKAT MAJIKUTE EJMHUYHU
II'bPBUYHU OITAKOBKH

{BUJ/THUIT}

| 1. HUME HA JJEKAPCTBEHMUSI NIPOAYKT U NbT(MIIA) HA BBBEXX/IAHE

{(CBoOOIHO M30paHO) HME KOIMYECTBO Ha aKTHBHOTO BEHIECTBO B J030BA CIUHHUIIA JIEKAPCTBEHA
¢dopma}

{akTnBHO(M) BewecTBO(a)}

{IIbT Ha BBBEXKIaHE }

| 2. HAYUH HA TPUJIOKEHUE

| 3. JIATA HA U3THYAHE HA CPOKA HA T'OJJHOCT

| 4. MNAPTUJAEH HOMEP, KOJJOBE HA JAPEHUETO WM HA TIPOJAYKTA

{SEC}:

<{CobcTBEHO nMe} >
<{®amunHo ume}:>
<{DOB Ha naruenra}:>
<{ID Ha manmueHra}:>
<{Aph ID/DIN}:>
<{COI ID}:>

<{ID Ha caka}:>

<{ID nHa mopbukara}:>

| 5. CbABPIKAHUE KATO MACA, OBEM WJIM EJUHUIA

[6. JOPYTO

<Camo 3a aBTOJIOKHA yroTpeda.>



JAHHHU, KOUTO TPABBA JJA CbABbPKA <UH®OPMAIIMOHHUAT JTUCT HA
IMAPTUIATA (LIS)><CEPTU®UKATDHT 3A OCBOBOXKJABAHE 3A
<UH®Y3UA><UHXKXEKIUA> (RfIC)>, IPUJIOXKEH KbM BCSKA IIPATKA 3A EJJUH
NAIUEHT

1. WIME HA JEKAPCTBEHHSI TPOAYKT |

{(CBoOOIHO M30paHO) HME KOIMYECTBO Ha aKTHBHOTO BEHIECTBO B J030BA CIUHHUIIA JIEKAPCTBEHA
dopma}

[ 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEUIECTBO(A)

3. CbABPKAHUE KATO MACA, OBEM WJIM EAUHUIU U 1O3A OT
JIEKAPCTBEHUSA MPOAYKT

4. HAYMH HA NIPUWJIOKEHUE U ITbT(MIIA) HA BBBEK/IAHE

Ipenn ynoTtpeba nmpouereTe IMCTOBKATA.

‘ 5. JPYI' CHEHUAJIHU NPEAYNPEXJIEHHWS, AKO E HEOBXOJIUMO |

3ana3sere TO3M JOKYMEHT, 3a ia Ob/ie Ha Pa3MoJIOKEHHE IPH MOATOTOBKA 3a MpHIIokKeHue Ha {X}.

<Camo 3a aBTOJIOKHA yroTpeda.>

‘ 6. CIIEHHUMAJIHHU YCJIIOBUSI HA CbXPAHEHUE |

‘ 7. CPOK HATOJJHOCT U JIPYT'A CIEHU®UYHA 3A TAPTUJATA HHO®OPMAIUS |

8. CIIEHUAJIHU IPEATTIA3ZHUA MEPKHU ITPU U3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JJEKAPCTBEHUTE IMPOAYKTHU UJIU OTHAABYHU MATEPUAJIU OT
T5X, AKO CE U3BUCKBAT TAKHBA

ToBa nexapcTBO ChABpKA <JOBEIIKIN> <KPBBHI> KJIETKU. Hensmnoma3BaHoTO 1eKapcTBO M
OTNAaJbYHUTE MATEPUANIHN OT HEro TPsOBa Ja ce U3XBBPIAT B CbOTBETCTBUE C MECTHUTE yKa3aHHS 3a
GopaBeHe ¢ OTIAXbYHN MaTEPUAIU OT YOBEUIKU POU3XOI.

9. MNAPTUJEH HOMEP, KOJJOBE HA JAPEHUETO U HA TIPOJAYKTA

{SEC}:

<{CobcTBeHo ume}:>
<{®amuiHO UMeE}:>
<{DOB Ha namueHra}:>
<{ID nHa nauueHra}:>
<{Aph ID/DIN}:>
<{COI ID}:>



<{ID Ha caka}:>
<{ID na moppukara}:>

10. HME U AJJPEC HA ITPUTEXXATEJISI HA PASPEINIEHUETO 3A YIIOTPEBA

{Wme n agpec}
<{rem.:}>
<{dakc:}>
<{mmeitn: }>

11. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/0/00/000/000



B. JUCTOBKA




JIucroBka: mHpopManus 3a <manueHTa> <noTpeduTe s>

{(CB00601HO U30paHO) MME KOJIMYECTBO HA AKTHBHOTO BelIeCTBO B 1030Ba eINHMIIA
JiekapcTBeHa popma}
{axTHBHO(M) BemecTBO(2)}

< WTosu JIEKapCTBEH MPOAYKT MOJICKH Ha JONBIHUTENHO HabmoaeHue. ToBa 1ie No3Boan
OBP30TO yCTaHOBsIBaHE HA HOBA MH(OPMaIlHsl OTHOCHO Oe3omacHoCcTTa. Moxere na najere
CBOsl IPUHOC KaTO CHOOIIUTE BCAKA HEXKENAHA PEaKIus, KOATO CTe MOJTy4YniH. 3a HAYMHa Ha
chOOIIaBaHe Ha HEXEJIAHHU PEaKILlU BIDKTE Kpast Ha Touka 4. >

<IIpoyeTeTe BHUMATE/HO ISJIATA JHCTOBKA, MPeU 1a <3ano4yHere Aa npuemare> <Bu 0n1e

NPHJI0KEHO> TOBA JIEKAPCTBO, Thil KATO TA CbAbpP:Ka BaskHa 3a Bac nndopmanus.

- 3amna3eTe Ta3u JUCTOBKA. MOJXKe Jla Ce HaJIoXKHU J1a s IPOYETeTe OTHOBO.

- AKO MMate HAKaKBH JOIBIHUTEIHH BBIIPOCH, NONUTaiTe Bamus <nekap> <,> <dapmanenr>
<WJIM MEIMLIUHCKA CeCTpa>.

- <BammsaT nexap me Bu nane <curnanna kapra><kapra> Ha nanuenTa. [Ipogerere s
BHHMMATEITHO U CJIEJBAaiiTe yKa3aHUATA, ONMCAHH B HESL.>

- Bunaru nokaspaiite <curHajiHara kapTa><kapTaTa> Ha MAI[UEHTa Ha JIeKaps WU
MEIMIIMHCKATa CECTPa IIPU MOCENEHUE WM aKO OTHIETE B OOJIHHIIA.>

- Axo moyunTe HAKaKBH HEXKEJIaH! PeaKinH, ypegomere Bamms <mexap> <>
<unu> <¢apmaueBT> <HJIU MEAULHUHCKA cecTpa™>. ToBa BKIIIOUBA U BCHUKH
BB3MOKHH HEXEJIaHU PEaKLMH, HEONIMCAHU B Ta3u JUCTOBKA. BuxTe Touka 4.>

Kakso CbAbpPiKa Ta3u JIUCTOBKA

Kaxkso npenicrasisiBa X U 32 KaKBO Ce M3I0JI3BA

Kakgo Tpsi6Ba na 3HaeTe, npeau aa <mpremere><nia Bu Obae npunoxer™> X
Kak ce npunara X

BB3MOXKHN HEXENIaHH PeaKknu

Kak ce cbxpansBa X

ChappikaHie Ha ONAKOBKATA M JOITBIHUTEIHA HHPOpMALUs

S o

1. Kakso npeacrasiasiBa X U 3a KaKBO ce U3M0J13Ba

2. KaxkBo TpsidBa 1a 3HaeTe, mpeau a1a <npuemere> <ga Bu 6bae npuioxen> X

He Tpsi6Ba n1a <npuemate><aa Bu 0b1e npunoxen> X

<aKo CTe aJIepruvHU KbM {aKTHBHOTO(UTE) BEIIECCTBO(A)} MIIM KbM HIKOS OT OCTAHAJIHUTE ChCTABKH Ha
TOBA JIEKapCTBO (M30pPOCHH B TOUKA 6).>

IIpexynpesxaenns ¥ NpeIna3sHu MepKH

T'oBopere ¢ Bamms nexap <wmr> <,> <¢apmaneBT> <WJIH MEJUIIMHCKA CECTpa™>, MIPEAN Ja
<mpuemere><na Bu 0b1e npunoxxen> X

Jlena <u oHOIIH>

Jpyru nekapcerBa u X

<Tps0Ba na kaxere Ha Bamms <nekap> <unu> <hapmaneBT>, ako <mpuemare> <U3H0I3BaTe>,
HACKOpO cTe <IpueMain™> <U3IO0J3BaJIN> WU € Bh3MOXKHO Ja <IpHeMmare™> <H3I0JI3BaTe™> Ipyru
JIeKapcTBa.>

X ¢ <xpa”Ha><,> <HANHTKI> <I@> <aJIKOX0J>

Bpemennoct <u> <,> KkbpMeHe <H (epTHINTET>
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<AKo cTe OpeMeHHa WIN KbPMUTE, CMATATe, 4 MOXKe Jla CTe OpeMeHHa, WU IUIaHupaTe OpeMeHHOCT,
MOChBETBaTE ce ¢ Bamms <nekap> <unu> <dapmaneBr> npeau ynorpedara Ha TOBa JISKApCTBO.>

lopupane u padoTa ¢ MAIIUHA

<X cbabpaxka {HMe Ha MOMOLIHOTO(HUTe) BellecTBO(a)}>

3. Kak ce npuiara X

<Ymnotpeda npu aena <u IHOIN>>

Kora Kaxso <ce cryupa><e 3amo
HAIPpaBeHO>

TTone <...><3 cegmunm><...>
<2 Mecena> npean HHPY3UA HA
X

[one <...><3 ceqmuipr><...>
<2 mecena> npeau uHby3us Ha
X

<[pubnu3urenHo><noHe><...>
<3 gar><4 gHP><...> Openu
JICYCHUETO

3anoyBaHe Ha JICUCHUETO ¢ X

Cren neuenue ¢ X

</Ipyru jekapcTBa, KOUTO e Bu 0baaT npuiiokeHue npeau X>
<Kak ce npuiara X>

<Cuaen kato Bu 0bae npuioxen X>

<AKko <Bu e 6u1a npuiio;keHa> noBeve OT HeoOXoAUMATA J03a X>
<AKO NpomnycHeTe noceneHne>

<O6alleTe ce Ha Bamms JIEKap WU B MEAUIUHCKHUSA EHTHP BB3MOKHO Haﬁ-CKOpO, 3a 1a HaCpO4IUTE
IPYyro MOCELICHHE.>

<AKO MMaTe HAKaKBH JOIBIHUTEIHN BBIIPOCH, CBBP3aHH C yIOTpebaTa Ha TOBA JEKapCTBO,
nonuraite Bamms <nexap> <> <unu> <¢papmaneBr> <WIM MEJMIMHCKA cecTpa>.>
4. Bb3MOKHH HeKeJIaHH peakluu

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a IMTIPEAN3BUKA HEKCIIAaHU PEAKIIMH, BBIIPEKH Y€ HE
BCCKHM T' I10JTy4aBa.

</JlombJIHUTETHH HeKeJTaHH PeaKIUH MPH Jena < IHOMIN>>

Crbo0uiaBaHe HA HeJKeJIaHU PeaKuu

AKO TOJIyuHTe HSKAKBY HEXENAHU peakluy, yBegoMere Bamus <nekap> <unm> <> <¢papmanesr>
<WJIM MEIMIUHCKA cecTpa>. ToBa BKIIIOYBA M BCHUKU Bb3MOYKHH, HEOIMCAHU B Ta3H JINCTOBKA
HEXeTaH! peakiui. MoXeTe ChIINOo [ja ChOOIINTE HEKETaHN PEaKIMU IUPEKTHO Ype3 HAMOHATHATA
cucTema 3a cbobuaBane, nocoyeHa B [Ipunoxenne V. Kato chobiaBaTe HexenaHu peakiiy, MOXeTe
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https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

Ila IajieTe CBOsI IPUHOC 32 MOJTyYaBaHe Ha OBeue HH(POPMAIHsI OTHOCHO 0€301MacHOCTTa Ha TOBa
JIEKapCTBO.

s. Kak na cbxpansBarte X

<Ilocouenara mo-goy HHGOPMALHS € MPEAHA3HAYCHA CaMO 338 MEANINHCKH CIICIHAINCTH.>

He n3mon3Baiite ToBa I€KapcTBO ClIe/l CPOKa Ha TOTHOCT, OTOEISI3aH BEPXY <eTHKeTa> <KapTOHEHaTa
ONakoBKa> <OyTmiikaTa> <...> <cjiefl {ChKpalleHHeTo, H3MI0I3BaHO 32 OTOENIA3BaHe Ha CPOKa HA

TOJHOCT}.>

<He n3momn3BaiiTe TOBa JIEKapCTBO, aKO 3a0eeKUTe {ONMHUCBAT Ce BUANMUTE Oele3n Ha HapyllaBaHe Ha
KayeCTBOTO Ha MPOJYKTa}.>

6. CbabpkaHHe HA ONIAKOBKATA U JONBJIHUTEIHA HHPOPMALHUs
KaxkBo cpabpika X

- AxrtuBHO(M) BemecTBo(a):. ..
- Jlpyru <cbCTaBKH><(TIOMOLIHHU BEILIECTBA)>:...

ToBa JI€KapCTBO ChIbPKA FTeHETHYHO MOJU(BUIMPAHH YOBEIIKH <KPHBHH> KJICTKH.
Kak m3riiekaa X M KaKBO ChABPKa OIIAKOBKATA

IIpuTtexaren Ha pa3pelIeHNETO 32 YIOTPeda U NPOU3BOAUTE

{Ume u agpec}

<{rem.:}>

<{¢axc:}>

<{umeiir: } >

3a A0MbIHUTETHA I/IHCIJOpMaL[I/IS{ OTHOCHO TOBa JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHU
NPEACTAaBUTEIl HA IIPUTEXKATEIIA HA pAa3pECUICHUETO 3a yHOTp66aI

Belgié/Belgique/Belgien Lietuva

{Nom/Naam/Name} {pavadinimas}
<{Adresse/Adres/Anschrift } <{adresas}

B-0000 {Localité/Stad/Stadt}> LT {pasto indeksas} {miestas}>
Tél/Tel: +{N° de téléphone/Telefoonnummer/ Tel: + {telefono numeris}
Telefonnummer} <{e-mail }>

<{e-mail}>

Bwarapust Luxembourg/Luxemburg
{Nme} {Nom}

<{Anpec} <{Adresse}

{Tpan} {IloreHncku Kox}> L-0000 {Localité/Stadt}>

Ten.: +{Tenedonen nomep} Tél/Tel: +{N° de téléphone/Telefonnummer}
<{e-mail }> <{e-mail }>
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Ceska republika
{Nazev}

<{Adresa}

CZ {mésto}>

Tel: +{telefonni ¢islo}
<{e-mail}>

Danmark

{Navn}

<{Adresse}

DK-0000 {by}>

TIf.: +{Telefonnummer}
<{e-mail}>

Deutschland

{Name}

<{Anschrift}

D-00000 {Stadt}>

Tel: +{Telefonnummer}
<{e-mail }>

Eesti

{Nimi}

<{Aadress}

EE - {Postiindeks} {Linn}>
Tel: +{Telefoninumber}
<{e-mail}>

EXLdda

{Ovopa}

<{Awevbvvon}

GR-000 00 {moAn}>

Tnk: +{ApOpog mrepdvou}
<{e-mail }>

Espaiia

{Nombre}
<{Direccion}
E-00000 {Ciudad}>
Tel: +{Teléfono}
<{e-mail }>

France

{Nom}

<{Adresse}

F-00000 {Localité}>

Tél: +{Numéro de téléphone}
<{e-mail }>

Hrvatska

{Ime}

<{Adresa}

{Postanski broj} {grad}>
Tel: +{Telefonski broj}
<{e-mail }>

Ireland
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Magyarorszag
{Név}

<{Cim}

H-0000 {Varos}>
Tel.: +{Telefonszam}
<{e-mail}>

Malta

{Isem}

<{Indirizz}

MT-0000 {Belt/Rahal}>
Tel: +{Numru tat-telefon}
<{e-mail}>

Nederland

{Naam}

<{Adres}

NL-0000 XX {stad}>
Tel: +{Telefoonnummer}
<{e-mail }>

Norge

{Navn}

<{Adresse}

N-0000 {poststed}>
TIf: +{Telefonnummer}
<{e-mail}>

Osterreich

{Name}

<{Anschrift}

A-0000 {Stadt}>

Tel: +{Telefonnummer}
<{e-mail }>

Polska

{Nazwa/ Nazwisko}
<{Adres:

PL-00 000{Miasto}>
Tel.: +{Numer telefonu}
<{e-mail }>

Portugal

{Nome}

<{Morada}

P-0000—000 {Cidade}>
Tel: +{Numero de telefone}
<{e-mail}>

Roménia

{Nume}

<{Adresa}

{Oras} {Cod postal} — RO>
Tel: +{Numar de telefon}
<{e-mail }>

Slovenija



{Name}

<{Address}

IRL - {Town} {Code for Dublin}>
Tel: +{Telephone number}
<{e-mail}>

island

{Nafn}
<{Heimilisfang}
1S-000 {Borg/Ber}>
Simi: +{Simantimer}
<{Netfang }>

Italia

{Nome}

<{Indirizzo}

1-00000 {Localita}>

Tel: +{Numero di telefono}
<{e-mail}>

Kvmpog

{Ovopa}

<{Abbvvon}

CY-000 00 {mdin}>

Tnhk: +{ApOudc repmvov}
<{e-mail}>

Latvija

{Nosaukums}

<{Adrese}

{Pilséta}, LV {pasta indekss }>
Tel: +{telefona numurs}
<{e-mail }>

{Ime}

<{Naslov}

SI-0000 {Mesto}>

Tel: +{telefonska stevilka}
<{e-mail}>

Slovenska republika
{Nazov}

<{Adresa}

SK-000 00 {Mesto}>
Tel: +{Telefonne ¢islo}
<{e-mail }>

Suomi/Finland

{Nimi/Namn}

<{Osoite/Adress}

FIN-00000 {Postitoimipaikka/Stad}>
Puh/Tel: +{Puhelinnumero/Telefonnummer}
<{e-mail }>

Sverige

{Namn}

<{Adress}

$-000 00 {Stad}>

Tel: +{Telefonnummer}
<{e-mail}>

Deleted: United Kingdom (Northern Ireland){
{Name}

<{Address}q

{Town} {Postal code} — UK>Y

Tel: +{Telephone number}{

<{e-mail}>Y

JlaTta Ha mocsieaHo mMpepa3riexaane Ha sucroBkata <{MM /I'TTT}> <{mecen I'TTT}>.

<ToBa JIeKapCTBO € Pa3pelICHO 3a YHOTpeda 1o T. Hap. CXeMa ,,pa3pelaBaHe Mo yCIoBHe .
ToBa 03Ha4aBa, 4e 3a JIEKAPCTBOTO C€ OYAKBAT JOIBIHUTEIHH JaHHH.

EBporeiickara areHius 1o JeKkapcTBara Iiie M3BbpIIBa Mperiie]] Ha HoBaTa HHMOpMauus 3a
JIEKapCTBOTO [OHE BEJIHBK FOJMIIHO M Ta3H JINCTOBKA CHOTBETHO IIIE CE aKTyalIu3upa.>

<ToBa eKapCcTBO € pa3pereHo 3a ynorpeda npu ,,A3BbHPEIHH 00CTOATENCTBA .

ToBa 03Ha4aBa, 4e <HoOpajay PAAKOTO pa3NpoCTpaHeHUE Ha OosiecTTa> <HO HayYHH ChOOPaKCHUS>
<I0 €THYHY NPUYMHI> JO MOMEHTA HE € OMIIO BB3MOXHO Jia CE TIOJIy4H ITbjIHA HH(POPMAIHs 3a
JIEKapCTBOTO.

Besika roquna EBponeiickara areHuus 1o jJiekapcTpara 1€ U3BbpIlBa Mperiie] Ha HoBaTa
nH(opManus 3a IEKapCTBOTO M Ta3H JINCTOBKA CHOTBETHO IIIE€ CE aKTyall3upa.>

</Ipyru u3TOYHMIM HA MHpOpMaLMI>

IMonpoOHa nupopmanus 3a TOBa JIEKapCTBO € NpeaocTaBeHa Ha yebcalita Ha EBponelickaTa arenuus
1o JekapcTBara: https:/www.ema.europa.eu <u Ha yeOcaiiTa Ha {UMe Ha areHIUsATa Ha AbpKaBaTa
yeHka (JIMHK) }>.<[locoyeHu ca chII0 IMHKOBE KbM JPyrH yeOcalToBe, KbETO MOXKE J]a € HaMepH
nHpopManus 3a peaku 3a00IIIBaHUS U JICUCHHS.>

<Ta3u nucToBKa e HanuuHa Ha Benuku e3uiy Ha EC/ENIT Ha yeOcaiita na EBponeiickara
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areHIys 110 JeKapcTBara.>

[Tocouyenara no-a01y T/IHCIJOpMaHI/IH € IMpeaAHa3Ha4YeHa caMo 3a MEAUIUHCKU CIICIIUATIUCTH:

IIpennasHu MEpKH mpean padboTa ChC WK MPUIOKEHNE HA JIEKAPCTBEHUS IPOIYKT

<{X} Tps6Ba 1a ce TpaHCHOPTHPA B JICUEOHOTO 3aBECHUE B 3aTBOPEHHU, YCTOIYNBH HA CUyNBAHE U
IPOTHYAHE OLAKOBKH.>

To3u nexapcTBeH MPOAYKT ChAbPrKa YOBEIIKH <KPbBHI> KJIETKH. MeIUIMHCKHUTE CIICIUAINCTH,
KOHUTO paboTsT c{X}, TpsiOBa Ja B3eMaT IOIXOISIIH MPEa3Hi MEpKH (1a HOCST
<pBKaBUIM><3ALIUTHO 00JIEKI0><U><IpEeAIa3HU O4MIIa™>), 3a 1a ce M30erHe MOTEeHIMATHO
npefaBaHe Ha HH(EKIMO3HY 3a00IBaHMS.

[IpuroTBsHE MpeIn MPUITOKEHUE

<Pa3mpazsBaHne>

IIpunoxxenue

Mepku, kKOuTO TPsAOBA J1a ce MpearpruemMar B cliydail Ha CIydaiHa eKCIO3UIIHS

Ipu cirydyaitHa eKcrio3unust TpsiOBa Jia ce Cra3BaT MECTHUTE yKa3aHus 3a paboTa ¢ MaTepHai OT
YOBEIIKH MPOU3X0/l. PaGOTHHTE MOBBPXHOCTH M MAaTePHAINTE, KOMTO MMOTSHIMAIHO ca OWITH B
KOHTaKT ¢ {X}, Tpsi0Ba 1a ce NEKOHTAMHHUPAT C MOIXOIAI Ie3HH(DEKTAHT.

l'[pennamn MCPKH, KOUTO TDﬂ6Ba Ja 6'bI[aT B3CTH ITPHU U3XBHPJIIHC HA JICKAPCTBCHUA IIPOAYKT

Hewsmnon3BaHuAT JeKapCcTBEH NPOAYKT U BCHYKH MaTepHAJIH, KOUTO ca OMIM B KOHTAKT ¢ {X} (TBBpIU
¥ TEYHU OTNAABIN), TPSIOBa a ce 00pabOoTBAT M U3XBBPIIAT KaTO MOTEHINATHO HHPEKINO3HN
OTNAIBIM B ChOTBETCTBUE C MECTHUTE YKA3aHHUs 32 pab0Ta C MATEPUAITH OT YOBEUIKH MPOU3XOI.
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