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MPUTEXKATEJINTE
HA PASPELLEHHUE 3A ThPTOBUS HA EJIPO S - 559
C JIEKAPCTBEHM IPOAYKTH, Xk I

MOJYUEHO IO PEJIA HA ITIABA JEBETA OT 3JIIXM

IMOKAHA

3a npe/jocTaBsiHe Ha odepTa 32 IOCTABKA HA Hepa3pCUIeHN 3a ynorpeda B Penybimmka
BbJaraphsi JIeKapCTBEHH MPOAYKTH H JIEKAPCTBCHH NMPOYKTH BRIKYCHH B CNHCBKA 110
4.1, 2662, a/1. 2 o1 3aKoHa 3a JIeKAPCTBEHHTE NPOAYKTH B XyMAaHHATa MEIHIHHA 110 peaa
na Hapenda Ne10/17.11.2011 r. na MURHCTEPCTBO HA 31paBeonia3BaHeTo (M3), 3a kouTo
HsIMA /IeiCTBAINO PAMKOBO criopasymenue ¢ M3

VBAKAEMM ITPEJICTABJISABAILMN,

Ha ocHosanue wi. 156, an. 1 u wi. 158, an. 1 or Hapeada 10 or 17.11.2011 1. na M3.
Bu oTipaBsM HACTOSIIATA [IOKAHA 33 NPECTaBsIHE Ha OPepTH 3a N0CTABKA Ha JIOTYOTIHCAHHTC
JeKapCTBEHH NPOLYKTH. BKIIOUEHH B CIIMCHKA MO 1. 266a. ai. 2 or 3JITIXM, kouto Morar Jia
O'bIaT M3MIOJI3BAHH 3a JICUCHHUETO HA TIALMCHTH Ha IEYCOHOTO 3aBeICHHE, KaKTO clie/isa:

Ne ot
CnucbKa no MesKI1yHApoaHO
JlexkapcTBena gopma u MepHa
1. 2664, ATC kon HEeNATEHTHO P bop p
KOJIH4€CTBO eIMHHIA
amr 2 or HAMMEHOBAHHC
3JINTXM ]
74 A16AB25 Olipudase alfa 20 mg powder for concentrate | onakoBka
for solution for infusion

Odeprute ce U3rOTBST OTACTHO 3a BCEKH €JIMH JICKAPCTBEH NPOAYKT. [0 HPHIIOKEHH
oGpaszell U 3aILIKUTENHO CIIEBA 1A Ch/ILPIKAT Clie/HaTa HHpopMalms:
1. Mek/IVHApPOIHO HENATeHTHO HAMMEHOBAHHUE (INN) Ha akTMBHOTO BELICCTRBO:
2. THProBeko HAMMEHOBAHWE Ha JIEKapCTBEHUA TIPOILYKT,
3. Buj Ha jiekapTBeHara (popMa i KOJTHYECTBOTO Ha aKTHBHOTO BELIECTRO B /1030Ba C/IMHALLA.
4. TIpon3BoaMTell;
5. KoimuecTBo B €/1Ha OTIAKOBKa;
6. llena Ha siekapCcTBEHUS MPOYKT,
7. CpoK Ha jJoCcTaBKa OT Jarara Ha 3asBKa;
8. Cpok Ha Ba/MIHOCT HA TIPeJiCTaBeHara LeHoBa odepra.

K®bM 1ataTa Ha H3BBLPIIBAHE HA JIOCTABKATA, JIOCTABCHHAT JICKAPCTBCH [TPOYKT CIIC/BA
J1a € ¢ MEHMMAJIeH CPOK Ha FOJIHOCT HE MO-KparbK OT 40 % ot 00aBeHHA OT MPOU3BOAUTENS 3a
JIEKapCTBEHUTE NTPOYKTH.



OdepruTe, H3rOTBEHH HA XapTHeH HocuTen ce noxasar B Jlenosonersoro Ha ChAJI 110
aercku 6omecty Ilpod. Msan Mutes™ EAJL rp. Codu, n.x. 1606, 6yn. .Axain. WUean Lemos™
11.

ITpenocraBerute ot Bama crpana odepTu ce 110/1aBaT Ha XapTHEH HOCHTEN MK 110
eJIeKTpoHeH nbT A0 email: apteka ¢ pediatrichospital. be B cpok g0 13.03.2025 . 1o 16.00 yaca.

OdgepruTe. MOIAICHH N0 €JEKTPOHEH BT CJIEJIBA [1d Ca H3IOTBEHH TIPH YCIIOBHATA 1 pe/ia
Ha 3aKOHa 3a eJIEKTPOHHHA TOKYMEHT 1 eJIeKTPOHHHITE yaocToBepuTenHu yeayru (BEHEYY) u
noaaaeHu Ha email: aptckac pediatrichospital.by

OdepTi. KOUTO He OTTOBApAT Ha U3MCKBAHHUATA HA HACTOAIIATA TTOKAHA HIIH Ca ¢ N3TeK1a
BATMJIHOCT. HE TOJIEKAT HA PABITICKIAHE.

B chorsererBue ¢ 41 12 ot Hapenda Ne 10 mpu nocTaBka Ha JIEKapCTBCHH MPOJYKTH,
BKJIIOUEHH B O(EpPTHTE, 3a1LIKHTENHO TPsOBa Jla ce MPelocTaBs NMaprvjieH ceprudurar 3a
Ka4eCTBO. CLOTBETHO cepTH(HKAT 33 0cBOOOX/1ABAHE HA APTH/IATa HA JICKAPCTBEHHSI IIPOIYKT.

IIpu odepupane Ha JieKapCcTBEHHM MPOAYKTH. ChAbPIKALIM HAPKOTHYHH BEIICCTBA. Ce
cria3BaT M3UCKBAHUATA HA 3aKOHA 3@ KOHTPOI HA HAPKOTHUYHHTE BEILECTBA H MPECKYPCOPHTE
(3KHBII).

3aruialaneTo 3a JeKapeTBeHuTe poayKTH 3akynyBanu 1o HAPEJIBA Ne 2 ot 27 mapr
2019 r. e ce M3BBPIIBA MO OAHKOB N'BT B CPOK OT 5 (NET) KANCHIApHH JIHH. CJIe/IBalllM JlaTara
Ha nonyuasase Ha cpejactsara o HALIMOHAJIHATA 3/IPABHOOCUI'YPHUTEJTHA KACA
/H30K/. cbrmacHo 3anose1 3a 0/00psABane 3aiauaneto Ha yeayru no ui. 7 ot HAPEJIBA Ne
2 ot 27 mapt 2019 1. 3a MeaMIIMHCKUTE W APYTH yeuyru no wi. 82, ain. la v 3 ot 3akoHa 3a
3IPABETO U 33 pelia U YCIOBUSITA 3a TAXHOTO 07100psBaHE. MMON3BAHE H 3alljlallaHe, H3/1a/icHa Ha
koukpetHo jgere. Ot 1 tomu 2024 r. H30K 3annama nekapcTBEHHTE NMPOJAYKTH Ha CTOHHOCT
paBHA HA CTOWHOCTTA, ONpe/IescHa o peja Ha wi. 45, an. 29a u 296 ot 3akoHa 3a 3PaBHOTO
ocurypsisane /330/ W npH JOrOBOPEHH LEHW Ha JIEKAPCTBEH MPOJYKT MO-BHCOKH OT
onpeaenenute o H30K chuinre ce HamManat 10 HOPMAaTHBHO OTIPE/ICICHUTE.

OdepTuTe ce W3TOTBAT MO NPUIOKEHHs o0pasell Ha ObIrapcku e3uK. Beuuky
NOKYMEHTH, J0Ka3Ballld CHOTBETCTBUETO HA YUacTHHUMTE ¢ moctasenute B [lokanara
M3UCKBAHHUA, €€ MPEACTABIT B OPUIMHAT WM KaTo 3aBEPEHH BAPHO € OPUIHHANA KOTIMA.

ITPUAPYIKEHH € IPEBO/ HA OBJITAPCKU €3HUK. ﬁ

[Tpunoxenue: Obpasell Ha IPeJUIOKEHHE /

\

Januuera uudopmauma Ha
ocHosaHMe un, 37 or 30N

J-P BJIATOMMP 3/1PA




MPEJJIOKEHUE 3A M3IMbJIHEHHUE

1A 10CTABKA HA HEpA3pelIenH 32 ynorpeda B Peny
M JeKapCcTBEeHH MPo1y

KTH BKJTIOUEHH B CIHCHKA 10 Wi, 2662,

Ganka Bharapus J1eKapcTBeHH NMPOJAYKTH
aJ. 2 oT 3aKoHA 34

JIeKAPCTBEHHUTE NPOAYKTH B XyMaHH

aTa MexnuuHa o peaa na Hapenda Ne10/17.11.2011 1. ua

MuHHCTEPCTBO HA 3/IPaBeONa3BAHETO (M3),

3a KOMTO HAMA JACHCTRAINO PAMKOBO

cnopasymenne ¢ M3

OT:

(nauMeHOBaHKe Ha YHacTHHKA)
[peacTaBisBaHoO OT

. Ne

yII.

. e-mail:

Y

¢ ajipec Ha YIpaBpJIeHHE: IP.
- S TRIS (pakc:
1 anpec 3a KOPECTOHICHUMA: IP.
5 T . (hakc

EWK:

C paspelueHue
ot 3JITIXM ¢ Ne

PaznnaniatesiHa cMeTKa:
IBAN:
Hanka:
BIC:

JIvue 3a KOHTaKT:

3a TBProBHA Ha CApO C JIeKapCTBEHW NMPOAYKTH. MOJIYUEHO 1O peaa Ha riapa JieBera

¢ ajpec Ha YIIpaBJieHUE: Ip.

yoL.

, TEIL.: (axc:

VpajxkaeMu JJaMH 1 rocnoa,

C HaACcTOAUIOTO Bu l'[pBILCTaBHMC HameTo NpeU10KeEH He 3a J0CTaBK

. c-mail:

—

a Ha JIeKapcTBEHHS NTPOJIYKT:

Ne ot
CnuchKa 1o Mesk/1y HApOAHO
471, 266a, ATC ko HeuaTelErno Jlexcapernena dopma H Mepna
KOJIHYECTBO eTHHHIA

an 2 or HANMEHOBAHHE

3JMXM
L

*TloNbJBAa ce ChIJIACHO TEXHHYeCcKaTa crielHKAIMA 0T MOKAHATA

1. Me/1yHapoIHO HEMATEHTHO HANMEHOBAHNE (INN) Ha aKTHBHOTO BEIIECTBO. .vvvicverrneeees
2. THproBcko HAMMEHOBAHMC Ha JIEKAPCTBEHMUS TIPOJIYKT! covvrenneeenees
3. B Ha nekapeTBeHaTa GpopMa i KOJIHUYCCTBOTO Ha AKTHRHOTO BELLECTBO B /1030Ba €/IMHUIAL ........
4. TIPOM3BOMTEN: «ouveniirnenes
5. KoJHUeCTBO B €HA OMAKOBKA! . covvvevviinnnns
6. CpoK Ha JIOCTABKa OT JaTaTa Ha 3asBKA: ..oovvvenrn.eerer
7. Cpok Ha BaJMHOCT Ha NPEICTaBCHATA IICHOBA ODEPTAL «evvnrarnnnererinnes
8. FAMHMYHAaTa ICHA 3a ONAKOBKA B ....vvevvvnnnee (CTIOBOM: wovuvnesisnsiassss ) nesa 6e3 JIJIC
Q. EiMnMyHAaTa LEHa 33 OMAKOBKA B ...ovevvvsnsn o) (07: (1)) T p——— ) niesa ¢ JJAC



Jexaapupam:

1. 3ano3Hax ce ¢ MOKAHATA 3@ y4acTHe M ¢ [TOCOYCHHUTE B HCS M3HCKBAHMS 33 M3rOTBAHC H
npejicTaBsAHe Ha oepTaTa 1 3a H3MbJIHEHHE Ha JIOCTABKH HA FOPEMOCOUCHHA [IEKApCTBEH NPOAYKTH.
[lonapaHeTo Ha HacToAlaTa odepra yaocToBepaBa OE3yCJIOBHOTO NMPUEMAHE OT Hallia cTpaHa Hd
BCHUKH M3UCKBAHHs Y 3a/Ib/DKEHHS, MOCTABCHH B IIOKAHATa.

2. MMaMe BB3MOKHOCT A2 OCHrypuM odepupaHus JICKapcTBEH MNPOJAYKT 3a Cpoka Ha
JIOTOBOPA.

3. CbrUlaceH ChbM 3alialllaHeTo 3a JEKapCTBEHUTE MPOIYKTH 3aKyIyBaHH IO HAPEJIBA Ne
2 ot 27 mapt 2019 T. 1a ce N3BBPIIK 110 OAHKOB ITHT B CPOK OT 5 (ner) KaJeHIapHH JIHH, Clie/IBaIlH
gaTara Ha TojlydaBaHe Ha cpeacTBara oOT HAITMOHAJTHATA 3JIPABHOOCHUI'YPUTE] [HA
KACA /H30K/. cbriacHo 3anose/ 3a 0100psBane 3ailjlallaieTo Ha yeiyru no 4. 7 or HAPEJIBA
No 2 o1 27 mapt 2019 1. 3a MEAMIMHCKATE H APYTH YCIYTH 110 L. 82. an. lau 3 o1 3aK0Ha 3a 3paBLTO
M 3a peqa W YCJIOBHATA 3a TAXHOTO 0J100psABaHe, MOJI3BAHE H 3aIlIallaHe, u3lajieHa Ha KOHKpETHO
gete. Or 1 wuau 2024 r. H30K 3annaina JexkapcTBEHWTE NPOAYKTH Ha CTOMHOCT paBHa Ha
CTOMHOCTTA, OTIpeIeNieHa mo pejia Ha ui. 45, an. 29a u 296 ot 3akoHa 3a 3JPaBHOTO OCUTYPSBAHC
/330/ W TIpH IOrOBOpEHH LEHH Ha JIEKapCTBEH MPOIYKT MO-BUCOKK OT ONPECACHATE OT H30K
CBINMTE CE HAMAJIAT JI0 HOPMATHBHO OTpe/Ie/ICHUTE.

4. Ocdeprpanust npoayKT ¢ (abpuyHO OMaKOBaH. KaTO OMAKOBKHTE ca ¢ HE HapylicHa
ISUTOCT M HAJTMYHE Ha HeoOXoauMaTa MapKHpOBKa.

5. KbM jJartara Ha JIOCTABKaTa, OCTATBYHHAT CPOK HA TOJHOCT HA JICKAPCTBEHUTE MPOLYKTH
e € He nmo-Mabk ot 40 % oT 00sABEHMs OT MPOU3BOAHTENS CPOK.

6. B croreercTBHe ¢ 4i. 12 or Hapenda Ne 10 npu nocTtaBka Ha NEKApCTBEHU TMPOIYKTH.
BK/IFOUEHH B O(epTHTE, 3aIbIDKHTEIIHO TPAOBA [1a ce NPe/10CTaBs NapTHicH cepTHdHKaT 3a KAUECTRO,
CHOTBETHO cepTHHHMKAT 3a OCBOOOK/1aBaHE HA NApTHAATA HA JICKAPCTBEHHUA MPOILYKT.

Ilpu Taka MpeTTOKEHHTE OT HAC YCIIOBHS. B o(eprpanara 1eHa CME BKJIIOUHIM BCHUYKH
Pa3X0JH, CBBLP3aHH € KAYECTBEHOTO H3MBIHEHHE HA NOPhYKATa B ONMCAHHS BUIL H oOxBar.

Fapamupame. ye C¢Me€ B CbCTOsSHHE [1a H3MbJIHUM Ka4eCTBEHO MNOpbYKara B II'bJIHO
CBHOTBETCTBHUE C ropeonycatHara O(I)epTa.

[Tpunarame cie/iHATE JOKYMEHTH /110 npeleHKa/:
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| (673011, (ool



