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C JIEKAPCTBEHY IIPOJIYKTH, Nax e /0 36-ARYE |
MOJIVYEHO ITO PEJIA HA I'JIABA JIEBETA OT 3JIIIXM S 1/ ¥ 1 - A 2

ITOKAHA 3a npenocraBsne Ha odepra 3a I0CTaBKa HA Hepa3pewIeHH 32 ynoTpeba B
Peny6inka Bbarapus iekapcTBeHH NPOAYKTH M JIEKAPCTBEHH NPOIYKTH BK/IKYEHH B
CHHCBKA M0 Wi 2662, a1, 2 oT 3aK0Ha 32 JIeKapCTBEHHTE NPOAYKTH B XYMAHHATA MeIHIHHA
no peaa na Hapea6a Ne10/17.11.2011 r. na MunucrepeTBo Ha 3apaseonassanero (M3), 3a
KOHTO HfIMA /1eHCTBALI0 PAMKOBO crniopazymenne ¢ M3

YBAJKAEMM ITPEJICTABJISIBAILIU,

Ha ocnoBanue un. 156, an. 1 n wn. 158, an. 1 ot Hapen6a 10 ot 17.11.2011 r. Ha M3, Bu
OTNpaBAM HACTOAIATA TIOKaHA 32 MpeACTaBsAHE Ha O(epTH 3a JIOCTABKA HA JOJYONHCAHHUTE
JEKapCTBCHHM MPOAYKTH, KOMTO MOrat na ObiaT M3MOA3BAHM 3a JICUEHMETO HA NALMEeHTH Ha
neuedHOTO 3aBejeHNe, KaKTO CJie/1Ba;

Ne ot
Cnncbka Me:xaynapoano ) ) )
no wi. 266a, | ATC koa Hena"reinno Jexaperaeiniopma k D
KOJ/IHYeCTBO eHHHLA
an 2 or HaHMeHOBaHHe
3JIIIXM
4 L04ACO3 Anakinra 100 mg/0.67 ml solution for OMaKoBKa
injection in pre-filled syringe
43 A07TAA12 Fidaxomicin 200 mg film-coated tablets OI1aKOBKa
1% DO03AX16 Beremagene 5x109 plaque forming units/ml OMAKOBKa
geperpavec suspension and gel for gel

OdhepTuTte Ce IrOTBAT OTE/IHO 32 BCEKH €/1MH IeKAPCTBEH NPOAYKT, MO NPHI0KEHHUS obpaszely
M 3aIB/DKUTENTHO CJIeIBA 1a ChABPKAT CaeAHaTa uHdGopManus:
I. MexynapoaHo HenaTeHTHO HaumeHoBanne (INN) Ha AKTUBHOTO BelIECTRO:
2. TbproBcko HaHMEHOBAHKE HA JIEKAPCTBEHHS TTPOLYKT;
- Bua Ha nexapcTenara gopma M KOJHYECTBOTO HA AKTHBHOTO BELUECTBO B /1030Ba €IMHMLA:
. [Ipouzronmrenn;
. KonnuecTBo B e1Ha onakoBka;
. Lena na nexapcrenus npoaykr ¢ JIJIC, nocouena B feea u B €Bpo;
. Cpok Ha 10CTaBKa OT JaTaTa Ha 3asBKa;
. Cpox Ha BaJIMAHOCT Ha NpeJcTaBeHaTa HeHoBa odepra.

[~ =R B R

KoM naTtarta Ha H3BbPIIBAHE HA JIOCTABKATA, JIOCTABEHUAT JICKAPCTBEH MPOAVKT Clie/iBa Ja € ¢

MHHUMAJICH CPOK HAa TOQHOCT He no-Kparhk oT 40 % oT 00fBeHHs OT NPOM3BOAMTENs 32
JIEKAPCTBEHUTE MPOJLYKTH.



OdepruTe, M3roTBEHH Ha XapTHeH HocHTeN ce nojaesat B Jlenosoacteoto Ha CbAJI no neTcku
6onectu .Ilpod. MiBan Mutep™ EAJL rp. Codu, n.k. 1606, 6yn. ,,Akaa. Mean ['ewor™ 11.

Ilpenoctapenute ot Baua ctpana oepTu ce nogaBaT Ha XapTHEH HOCHTES HITH M0 €IEKTPOHEH
mbT 10 email: apteka(@pediatrichospital.bg B cpok mo 04.08.2025 r. 10 16.00 yaca.

OdepTuTe, MOAAJIEHU N0 €NIEKTPOHEH ITHT CJIE/IBA JIa €A U3TOTBEHHU IMPU YCIIOBUATA M pea Ha
3aKkoHa 3a €JEeKTPOHHMUA [OKYMEHT M eNeKTpoHHHMTe yaoctoBeputennu ycayru (BEJAEVY) u
nojazneHy Ha email: apteka@pediatrichospital.bg

OdepTi, KOUTO HE OTroBapsT Ha M3UCKBAHHMATA HAa HACTOSALIATA TOKAHA WM ca ¢ M3TeK/a
BaJTHAHOCT, HE TMOJIJIEXKAT Ha pasriaex/jaHe.

B cvotBetcTtBHe ¢ un. 12 ot Hapenda Ne 10 ot 2011 r. mpu nocTaBkaTa Ha Hepa3pelleHH
NEeKapCTBEHM MPOAYKTH THProBELbT HA €APO NMPEAOCTAaBA HA anTekara NMapTuaeH cepTHHUKAT 3a
Ka4eCTBO, CbOTBETHO CepTU(HUKAT 3a 0cBOOOXK1aBaHe HA MAPTUIATA HA IEKAPCTBEHUS MPOAYKT.

[Ipn odepupane Ha nexapcTBEHM NPOJYKTH, ChABPXKAIIM HAPKOTHHYHHM BEILECTBA, CE Cl1a3zBaT
W3UCKBAaHWATA Ha 3aKOHa 32 KOHTPOJI Ha HAPKOTHYHUTE BellecTra U npekypcopute (3KHBIT).

JannamaHeTo 3a JeKapcTBeHUTe NMpoaykTH 3akyrnyBaHu no HAPEJIBA Ne 2 or 27 mapr 2019
r. Ile ¢€ W3BBLPUIBA 110 OAHKOB ITbT B CPOK OT 5 (MeT) KaldeHAAapHH [IHM, CNEJBAIlM JaTaTa Ha
noayu4asane Ha cpeactsata or HALIMOHAJIHATA 3IPABHOOCHI'YPHUTEJIHA KACA /H30K/,
cbhriacHo 3anoeej 3a 0400paBaHe 3aralateTo Ha yeayrd no wi. 7 ot HAPEJIBA Ne 2 ot 27 mapr
2019 r. 3a MEIMIMHCKHUTE W IpYrH yeuyru no ui. 82, an. la u 3 ot 3akoHa 3a 3apaBeTo M 3a peja u
YCJIOBHATA 3a TAXHOTO 0/100psiBaHe, N0JI3BAHE U 3alllallaHe, H3/1ajleHa Ha KOHKPETHO JIeTe.

[Ipy 10roBOpeHM LEHH Ha JIEKAPCTBEH MPOAYKT, MO-BUCOKH OT ueHMTe, KouTto H30K e
3anaati Ha ne4eOHOTO 3aBeeHHE, CBILUTE Ce HAMAJAT A0 TO3M pasmep. npu cbobpazsiBaHe Ha
AeHcTBallaTa HOpMAaTHBHA ypeada.

Odeptute ce M3roTBAT Mo npuioxkeHus obpasel Ha OBArapcKM e3uK. BCHUYKK 10KYyMEHTH,
JI0Ka3BaLIM CHOTBETCTBMETO HA YYAaCTHULIMTE ¢ nocTaBeHuTe B [lokanaTa u3uckBanus, ce npeacragsr
B OPMIMHAN WK KAaTO 3aBEPEHH BAPHO C OPUIUAHANA KOMMS, NPUAPYIKEHH C MPEeBO] Ha ObArapcku
€3HK.

[Tpunoxenue: Obpazew Ha NpeaaOKeHHE

B]agomir Digitally signed by
ikol ;::gorknir Nikolaev
JI-P BJIATOMMP 3IPABKOB ~ ikolaev  — zdmioy

H3ITBJIHUTEIEH JUPEKTOP HA Zdravkov 1337270300
CBAJI ITO TIETCKH BOJIECTH ,, IPO®. HBAH MHTEB" EAJ
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IPEJJIOKEHHUE 3A U3ITbJIHEHHUE
Ha J0CTABKA HA Hepas3pelieHn 3a ynorpeba B Penybiinka boirapus JiekapcTBeHH NPOAYKTH
H JIeKapCTBeHH NPOJYKTH BKJIYEHH B CITHCHKA M0 Wi 2662, aJl. 2 oT 3aKoHa 3a
JIeKapCTBEHHTE NMPOAYKTH B XyMAHHATA MeuLiHA 1o peaa na Hapenda Nel10/17.11.2011 r. na
MuHHCcTEpeTBO HA 3paBeonassaneTo (M3), 3a KOHTO HAMA JIEHCTBALO PAMKOBO
cnopasymenue ¢ M3

OT:
(HaMMEHOBAHMWE HA YYacTHHKA)
[IpencraBisBano ot -

¢ aJlpec Ha yIpaBlICHHE: IP. YL . Ne
s TETLE (axc: , e-mail:

W aJipec 3a KOPECIOHACHUMS: I'p. YL . Ne
» TEH.: , ake

EHUK: y

C paspeuieHHe 3a THPrOBHS Ha €1pO € JIEKAPCTBEHH MPOAYKTH, MOJYYEHO MO peJa Ha IyiaBa JeBeTa
o1 3JITIXM ¢ Ne

Paznnamaresina cMerTka:

IBAN: z
Oanka: :
BIC:

JIvie 3a KOHTAKT: -
C aJIpec Ha yIpaBlEHHE: IP. YL , No
5 T, dakc: , e-mail:

VeaxaeMH JaMH M rocroja,
C nacrosioTo Bu npecraBsMe HAIIETO MPEIJIOAKEHUE 3a IOCTABKa Ha JIEKAPCTBEHHUSA TIPOIYKT:

Ne o
Cnucbka no MekyHapoaHo
JlekapcTBeHna dopma u Mepua
1,1. 2664, ATC kon HEMATEHTHO ﬁonnqec;bl;op ‘ mfu "
anr 2 or HaAHMEeHOBaHHE 2 =
3JIIXM

*[lonmbJBa ce CbIVIACHO TEXHHYECKATA crelHPHKALUA OT MOKAHATA

1. MexaynapoiHo HerateHTHO HanmeHoBaHue (INN) Ha aKTUBHOTO BEIIECTBO: ......ouvvnnne...

2. TbproBckO HAaMMEHOBAHHWE HA JIEKAPCTBEHHUS HPOAYKT: .oevvvvvviinnnnnn

3. Bun Ha nexapctBeHata opMa U KOJIMYECTBOTO HA aKTUBHOTO BELLECTBO B JJ030BA €AMHULA: ........
4. lIpou3BOOUTEN: ..vvvvnnnnnnn.

5. KoimuyecTBO B €/1HA ONAKOBKA: .....eevvvnnenn...

6. Cpok Ha 10CTaBKa OT J1aTaTa Ha 3a9BKA: .........c.ceve.n.

7. Cpok Ha BaJMAHOCT Ha [pe/ICTaBeHaTa UEeHOBa 0QepTa: ......coovvvvenen.

8. EnuHuuyHaTa 11€Ha 32 OMAKOBKA B ............... (53 10):70). S ) nesa 6e3 JIJIC u
............... (CIIOBOME o sioasv ) B EBDO bez JIIC



9. FaMHMYHATA [IEHA 33 OMAKOBKA B ....oooooroes (CTIOBOM? cevunvrnnsensssns ) nesa ¢ JJIC u
............... (CHOBOM:..................)BeBpocﬂIlC

Jlekaapupam:

1. 3amo3Hax ce C MOKaHara 32 yuacTne 1 ¢ MIOCOUCHHUTE B HEs W3UCKBaHUA 38 M3TOTBAHE
npesicTaBsiHe Ha ohepTara v 33 W3MBIIHEHHME Ha JOCTaBKH Ha ropenocoyeHus eKapeTBeH TIPOLYKTH.
[TojaBaHeTO Ha HaAcTOAIATA odepra yaocToBepsisa e3yCnOBHOTO MpHEMane OT Hatla cTpaHa Ha
BCHUKH M3MCKBAHHA H 3aIB/DKCHUA, [OCTaBEHH B NOKaHATA.

7. WmaMe BB3MOKHOCT J1a OCHIYPHUM oepupaHus JICKapCTBEH MPOJAYKT 3a CpoKa Ha
JI0rOBOPA.

3. (CprylaceH ChM 3arjallaHeTo 3a NeKapcTBEHUTE TIPOIYKTH 3aKyIyBaH# 110 HAPEJIBA Ne
2 ot 27 mapt 2019 1. 1a ce U3BbPLIH IO GaHKOB BT B CPOK OT 5 (neT) KaseHapHu HHH, crie/iBally
jaraTa Ha TMojiydyaBaHe Ha cpejcTBara OT HALIMOHAJIHATA 3JIPABHOOC UT'YPUTEJIHA
KACA /H30K/, ceriacno 3anose/ 3a o7106psiBaHE 3aMallaHeTo Ha yCIyTH o gn. 7 or HAPEJIBA
No 2 ot 27 mapt 2019 r. 32 MEMIAHCKATE 1 JpyTH YCIIyTH 110 4L 82. an. lau 3 o1 3aKoHa 32 3/[paBeTo
W 3a peJia M yCIOBHSTA 3 TAXHOTO o0j100psBaHe, ION3BaHe U 3arlialane. W31ajeHa Ha KOHKPETHO
nete. [Ipn OrOBOPECHH LCHH HA JleKapcTBEH TIPOIYKT, MO-BHCOKA or nenure, xouto H30K me
JarUiaTH Ha J1e4eGHOTO 3aBelicHHE, ChIIMTC ce HAMAIAT A0 TO3HM pasMmep, Mpy choOpa3zsBaHe Ha
nelicTainlaTa HOpMaTHBHA ypenoa.

4, Odepupanust NPOAYKT € habpu4HO OINAKOBAH, KaTO OMaKOBKHWTE ca C HE HapyllcHa
LSANOCT ¥ HATMYHAE Ha HeoOXojmMara MapKHPOBKa.

5 KpM JaTaTa Ha JOCTABKaTa, OCTaThIHUAT CpOK Ha FOJHOCT Ha neKkapcTBEHUTE MPOIYKTH
lie e He mo-ManbK oT 40 Yo oT 0BsBEeHHS OT MPOU3BONTEIS CPOK.

6. B cpoTBeTCTBHE C Wi. 12 0T Hapen6a Ne 10 ripu ocTaBKa Ha HepaspelleHn JeKapCeTBeHH
MPOYKTH. BKIIOUCHH B odepTuTe, 11E Ce NPe1ocTaBsd MapTH/IeH cepTU(MKAT 3a KaUECTEO, CHOTBETHO
cepTuduKar 3a ocBOOOKIABaHE HA NapTHara Ha neKapcTBEHHs IPOYKT.

7. Jleknapvpam, e B oOXpara Ha HOCOUEHOTO TO-TOpE paspellienne 3a ThProBus Ha enpo ¢

NeKapCTBEHN TPOLYKTH, TMONYHEHO Mo peaa Ha rjaea aesera or 37IMXM ¢ Ne ....... € BKJIOYEH
othepupaHus ¢ HAaCTOALLOTO MpeIoKEHNE MPOLYKT.
[1pu TaKa npeUloKeHHTe OT Hac ycrioBus, B oepupanara 1eHa eMe BKJIIOUMIIM BCHUKH Pa3XOJH,

CBbp3aHH C KayecTBEHOTO W3ITbJIHEHHE HA nopqua"ra B OMUCaHWs B H o0XBart.

[apaHTUpame, Ye cMe B ChCTOAHNE /3 M3MbIHMM KauecTBEHO NophuKara B IIbJHO CHOTBETCTBHE
¢ ropeonucaunara odepra.

[1pusiarame CIeJHATE JIOKYMEHTH /10 TpeLeHKa/:

1531010, (A ——



