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- CNEUMANNBAPAHA BONHUUA NO
AETCKW BONECTH - EAL COoUA

HPHUTEKATEJUTE e

HA PA3PEIIEHME 3A THPTOBMSI HA EJIPO vsNy 27 39066

C JEKAPCTBEHH ITPOAYKTH, e, A& L...2027 v, |

IMOJIYYEHO ITO PEJIA HA ITABA JIEBETA OT 3JIIIXM

ITOKAHA

32 MpeJocTaBsiHe HA oepTa 32 10CTABKA HA Hepa3pelleHn 3a ynoTpe6a B Peny6inka
buarapus jiekapcTBeHM NPOAYKTH H JIEKAPCTBEHH NPOIYKTH BKJIIOYEHH B CIIHCHKA 110
41 2662, as1. 2 o1 3aK0HA 3a JIEKAPCTBEHHTE NPOAYKTH B XyMAHHATA MeIHIHHA 0 pexa
na Hapenda Nel10/17.11.2011 r. Hta MUHHCTEPCTBO Ha 31paBeona3BaHeTo (M3), 3a Kouro

HSIMa J1eiiCTBAIO PAMKOBO criopasymenue ¢ M3

YBAJKAEMMH ITPE/ICTABJ/ISAABAIIM,

Ha ocHoBanwme wi. 156, an. 1 u un. 158, an. 1 or Hapenta 10 ot 17.11.2011 r. Ha M3,
Bu oTnpassm HacTosInara nokaHa 3a npeicTapsHe Ha odepTH 3a 10cTaBKa Ha J0JIYOIHCAHHTE
JICKapCTBEHH MPONYKTH, BKIFOYCHH B CITUCHKA 110 4. 2664, an. 2 ot 3JIIIXM, kouTo Morart aa
ObJIaT H3MONI3BaHH 34 JICYCHHETO HA MAIMEHTH Ha JIEYeOHOTO 3aBeIeHHE, KAKTO CJIe/IBa;

Ne or
CnucbKa no Me:xayHapoano
4. 266a, ATC kon HENMATEHTHO Jlexapcraena dopma u Niepns
KOJIHYECTBO eIHHHIIA
an 2 or HaHMeEHOBAHHE
3JHIXM
74 A16AB25 Olipudase alfa 20 mg powder for concentrate | onakoka
for solution for infusion

Odeprute ce U3rOTBAT OTIEITHO 3a BCEKH €/IMH JTEKapCTBEH MPOAYKT, MO I PHIIOKEHUS
0Opasell 1 3aIb/KUTEITHO Cle/(Ba 1a ChABPIKAT CleTHaTa HHOPMALIHS:
1. MexnynapojHo HenareHTHO HaumeHoBanue (INN) Ha aKTHBHOTO BCILECTRO;
2. TBproBeko HaMMEHOBAHHE HA JICKAPCTBEHUS IPOIYKT;

3. Buz na nekapTBenara (opma i KOIMUYECTBOTO Ha AKTHBHOTO BELIECTBO B 030Ba eHHUIIA;
. [lpoussoauten;

. Konnyectro B enna onakoska;

. LleHa na nexkapcTBeHHs IPOLYKT;

. Cpok Ha 10cTaBKa OT JlaTaTa Ha 3asBKa;

- Cpok Ha BaJHHOCT Ha IIpeJicTaBeHaTa eHoBa odepra.
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KbM narara Ha H3BBPLUIBAHE HA JOCTABKATA, JOCTABEHUAT JICKapCTBEH MNPOAYKT ClieliBa

Aa € ¢ MUHHMAJICH CPOK Ha TOIHOCT He MO-KpaTbK 0T 40 % 0T 00sBEHHS OT IPOH3BOIUTENS 32
JIEKapCTBEHUTE TTPOYKTH.



OdepTuTe, H3TOTBEHH Ha XapTHEH HOocHTel ce noaasar B Jlenosonacteoto Ha CBAJI o
aetcku OonectH L. Ilpod. Mpan Mures” EAJL, rp. Codwu, m.x. 1606, 6yi. .. Akan. Mpan [emop™
11.

IIpenocrasenure or Bama crpana odepTd ce mojaBar Ha XapTHEH HOCHTEN HIH 110
eNeKTpoHeH bT A0 email: aptekaw pediatrichospital.bg B cpok 10 21.11.2024 1. 5o 16.00 yaca.

OdepTuTe, NOIaNEHH 110 SIEKTPOHEH BT CJIE/IBA 1A Ca M3TOTBEHH [IPH YCIOBHATA U peia
Ha 3aKOHa 32 eJIEKTPOHHHS JOKYMEHT U €lIeKTPOHHUTE yaocToBeputenan yenyru (3EJEYY) u
noxaneHy Ha email: aptekawpediatrichospital.bg

OdepTn, KOHTO He OTrOBapAT HAa U3HCKBAHHUATA HA HACTOAIIATA [IOKAHA UIH ca ¢ U3TeKIia
BAJIMJIHOCT, HE TOJUIEKAT Ha pa3riiekIaHe.

B choreeTcTBHE ¢ un. 12 ot Hapen6a Ne 10 mpu moctaBka Ha JIeKapeTBEHH MPOIYKTH,
BKIIIOYEHH B O(epTHTE, 3abIKUTENHO TPSOBaA a ce MPEOCTaBs NMapThieH cepTH(HKAT 3a
KaueCTBO, ChOTBETHO CepTU(HUKAT 3a 0CBOOOXKIaBaHe HA NAPTHJIATA Ha JIEKAPCTBEHHUS IPOIYKT.

[Ipn odepupane Ha NnekapcTBEHH MPOAYKTH, ChIbPKAIIM HAPKOTHYHHM BEIECTBA, CE
Crra3paT M3HCKBAHHATA Ha 3aKOHA 3a KOHTPONI HAa HAPKOTHUHHTE BEIIECTBA M IPEKYPCOPHTE
(3KHBIT).

3anamaHeTo 3a JeKapCcTBEHHTE MPOAYKTH 3aKynyBanu o HAPEJIBA Ne 2 ot 27 mapt
2019 r. e ce U3BBpUIBA 10 GAHKOB ITHT B CPOK OT 5 (IIET) KaleHJapHH JHH, CIeBAIIH JIATaTa
Ha nony4asane Ha cpeacTsara or HAIITMOHAJIHATA 3/IPABHOOCUT'YPUTEJIHA KACA
/H30K/, cbrnacno 3anosen 3a ogobpsiBane 3amnaiadeTo Ha yeayra mo @i, 7 or HAPEJIBA No
2 or 27 mapt 2019 1. 3a MEIMUMHCKATE U APYrH yeiyrd mo wi. 82, an. la u 3 or 3akona 3a
31paBETO H 3a pe/ia ¥ YCJIOBUATA 3a TAXHOTO 0/I00psABaHe, MOI3BAHE M 3alUlalldHe, M3aeHa Ha
KoHKpeTHO JeTe. Ot 1 romn 2024 . H30K 3ansaia nekapcTBEHHTE MPOJYKTH Ha CTOHHOCT
paBHa Ha CTOHHOCTTA, ONPe/e/ieHa 1o peaa Ha ul. 45, an. 29a u 296 ot 3akoHa 3a 3ApaBHOTO
ocurypsisane /330/ M nNpH JOTOBOPEHHM LEHH HA JIEKAPCTBEH MPOAYKT MO-BHCOKH OT
onpenenerute 0T H30K crinuTe ce HaManAT 10 HOPMATHBHO OIPEEICHHUTE.

Odeprute ce W3roTBAT MO NpPHIOKEHHs oOpasell Ha OBATapCKH €3WK. Beuuku
JIOKYMEHTH, [I0Ka3Ballld CBLOTBETCTBHETO HA YYAaCTHUIMTE C MocTaBeHuTe B [lokaH
M3UCKBAHHUA, C€ MPEACTABAT B OPHTHHAI WM Karo 3aBepe APHO C OpUI'MHAIa KOHHS,

A-P BJIATOMMHP 3 TPABK

HpHﬂpY)KGHH C IpeBOI Ha 6’bJ‘I[‘apCKI/I C3HK.
FanuueHa WHGOPMALMA Ha /
gcHoBaHme un. 37 or 300N
H3ITBJIHHTEJIEH FHUPEKTOP

CBAJI IO JETCKH BOJIECTH ,/qua& bt

Ipunoxenune: Obpazen Ha npeIoKEHHE




INPEJJOXEHHUE 3A U3ITbJIHEHHUE
Ha 10CTABKa Ha HepaspemeHH 3a ynorpeda B Peny0iuka Briarapus JjekapcTBenH nNpoayKTH
H JIEKADCTBEHH NPOAYKTH BKJIIOYEHH B CIIHMCHKA M0 WL 2664, a1. 2 ot 3aKoHa 3a
JIeKapCTBEHHTe NPOAYKTH B XyMaHHATAa MeAHIHHA 1o peaa na Hapenda Ne10/17.11.2011 r. na
MunncrepcTBo Ha 31paseonassaneTo (M3), 3a KOUTO HAMA AeiCTBAIIO PAMKOBO
cniopasymenue ¢ M3

OT:
(HauMeHOBaHHe HA YYACTHHKA)
[IpencraBnssano ot -

C aJIpec Ha yIpamjeHHe: TP. VL , Ne
, TEIL.: (akc: , e-mail:

¥ aJIpec 3a KOPECIIOHACHIIUS: TP. VI , Ne
, TeIL.: , hakce

EUK: ,

C paspelenue 3a ThProBust Ha PO C JIEKapCTBEHH IPOAYKTH, MOJYYEHO 110 pe/ia Ha TIaBa JieBeTa
ot 3JIIIXM ¢ No

Pasnnamarenna cmertka:
IBAN:

OaHka; :
BIC: :

JIuue 3a KOHTaKT: -
¢ ajZlpec Ha yrpaBJeHHe: Ip. VL. , Ne
, TEJL: dakc: , e-mail:

YBaxkaemu JaMH H rocroja,
C nacrosiioro By npejcrassive HaleTo IPEeUIOKEHHE 3a JOCTaBKa Ha JIEKAPCTBEHUS MPOJIYKT:

Ne ot
Cnucbka no MexxyHapoaHo
Jlekapcereena dopma u MepHua
1. 266a, ATC xon HeNATEeHTHO llzonnqecgsop " m?n .
al1. 2 or HAHMEeHOBaHHe A a
3JIIIXM

*ITonbaIBa ce ¢bIIacHO TEXHHYECKATA CHBHH(‘)HKRHHH OT MOKAaHaTa

- Mexnynaponno nenateHTHO HanMenoBanue (INN) Ha AKTHBHOTO BEIIECTBO: .....ovweenn... ...
. Tbproecko HaMMEHOBAHHE HA JIEKAPCTBEHUS IPOAYKT: .\ 'evveeeresn....

. Bu/tna nexkapcTeenara opma i KOJIMUECTBOTO HA AKTHBHOTO BEIIECTRO B 103084 eMHHUIIA:
. Ilpoussoguren: ..................

. KonnuecTBo B €/1Ha ONMakoBKa: ..................

. Cpox Ha I0CTaBKa OT 1aTaTa Ha JIOCTABKA: ..................

- CpoK Ha BaTHIHOCT Ha NPEACTABEHATA IEHOBA ODEPTA: «....oeevevnn. ...

. Exnunynara nena 3a onakoBka B ............... L CTIOBOME v iy aacsiinti i ) neBa 6e3 J1J1C

. EannnyHara nena 3a onakoBka g ............... ((S110:70) Y ) nmera ¢ JIJIC

N 00~ N W B W —



Hexaapupam:

1. 3ano3Hax ce ¢ MOKaHATa 3a Y4YacTHE M ¢ IIOCOUECHHTE B Hesl H3UCKBAHUS 3a M3rOTBAHE
Npe/CTaBsHe Ha oepTaTa U 3a M3IIbJIHEHHE HA JOCTABKH HA FOPEIOCOUEHHS IEKapCTBEH MPOLYKTH.
IlonaBanero Ha HacTosmara odepra yaocToBepsBa Ge3yciOBHOTO MpUEMaHe OT HAIlla CTpaHa Ha
BCUYKH W3UCKBAHHA U 3a/IbJDKEHUS, TIOCTABEHH B [I0KAHATA.

2. Vimame BB3MOKHOCT 1a OCHTYPHM O(EepHpPAHHs JEeKapcTBeH MPOAYKT 3a CPOKa Ha
J0TOBOPA.

3. CobriaceH cbM 3alialaHeTo 3a JIeKapcTBEHUTE MPOAYKTH 3aKymyBann no HAPEJIBA Ne
2 o1 27 mapr 2019 r. na ce u3BBPIIM 110 GAHKOB BT B CPOK OT 5 (I€T) KATCHIApHHU [HH, CIIEABAIIN
natata Ha nojydaBaHe Ha cpejacrBata o1 HAIIMOHAJIHATA 3JIPABHOOCHUI'YPUTEJIHA
KACA /H30K/, cpriacro 3anoBen 3a 0100psiBane 3amalianeTo Ha yeIyrH 1o i, 7 ot HAPEJIBA
Ne 2 o127 mapt 2019 r. 3a Me IMIMHCKUTE ¥ IPYTH YCIYTH 110 wi. 82, an. 1a u 3 or 3akoHa 3a 3/IpaBeTo
W 33 pella ¥ yC/IOBHATA 32 TAXHOTO 0J00psiBaHe, MON3BaHE M 3alllallaHe, W3/ajieHa Ha KOHKPETHO
aete. Or 1 romn 2024 r. H30K samnama 7eKapcTBEHHTE MPOAYKTH Ha CTONHOCT paBHA Ha
CTOHHOCTTA, OMpeJeNena 1o peaa Ha il 45, an. 292 u 296 ot 3aKkoHa 3a 3ApaBHOTO OCHTYpsiBaHE
/330/ v nNpu IOTOBOPEHH UEHH HA JIEKAPCTBEH MPOAYKT MO-BHCOKH OT onpenenenute ot H30K
CBIIMTE C€ HAMAIAT 10 HOPMATHBHO ONpPE/IE/ICHUTE.

4. Odepupanusar npoaykt e GabpHyHO ONMAKOBaH, KATO ONAKOBKHUTE Ca C He HapylieHa
UAJIOCT M HAJTMYHE Ha HeoOX0IuMaTa MapKHPOBKa.

5. KbM narara Ha 0cTaBKarta, OCTATBYHUSAT CPOK HA FOTHOCT HA JICKAPCTBEHMATE MPOJIYKTH
e € He NOo-ManbK OT 40 % 0T 00SBEHHS OT MPOM3BOUTENS CPOK.

6. B croTBeTcTBHE ¢ wi. 12 ot Hapen6a Ne 10 mpu mocraska Ha JICKapCTBEHHU TNPOAYKTH,
BKITIOYEHH B O()EPTHUTE, 3a/Ib/KMTETHO TPAOBA J1a Ce IIPEI0CTaBA NAPTHIEH CePTH(UKAT 3a KAYECTRO,
CHOTBETHO CepTHRHKAT 3a 0CBOOOKIaBAHE HA NAPTHAATA HA JIEKAPCTBCHHS IPOIYKT.

[Ipu Taka mpejuloKeHHTe OT HaC yCloBHA, B oepHUpaHATa LEeHA CMe BKIFOYHIH BCHUKH
pa3XoaM, CBbp3aHH C KAYECTBEHOTO U3ITBJIHEHHE HA IOPHYKATA B OMMCAHUS BH/I H 0OXBAT.

l'apanTipame, 4e cMe B CBCTOSHHE Ja H3MBIHMM KAaueCTBEHO [OPHUKATA B [ThIHO
CBOTBETCTBHE C ropeonucanara opepra.

Ilpunarame cieHuTe JOKYMEHTH /10 TIpeLIeHKa/ :

Hata: .............

[Tommwue: .............



