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IPUTEXATEJIUTE

HA PAZPEHIEHHUE 3A TBPI'OBHUSA HA EJIPO
CJIEKAPCTBEHHU IMPOAYKTH,

HHOJAYYEHO IO PEJIA HA ITIABA JIEBETA OT 3JITIXM

INOKAHA

32 mpe/IocTaBsiHe HA odepTa 3a 10CTABKA HA Hepa3pelleHH 3a ynoTpeda B Penyéianka
bbarapus ekaperBenn nMpoayKTH M JIEKADCTBEHH NPOJYKTH BKIIOYEHH B CITHCBLKA 110
I 266a, au1. 2 o1 3aKo0Ha 3a JIeKAPCTBEHHTE NPOIYKTH B XyMAHHATA METHIMHA 110 peaa
Ha Hapen6a Ne10/17.11.2011 r. na MUHMCTEPCTBO HA 3APABEONA3BAHETO (M3), 3a konro

HSIMa 1eHCTBAI0 PAMKOBO criopasymenue ¢ M3

YBAKAEMMU ITPEJCTABJISIBALIH,

Ha ocHoBanue ui. 156, an. 1 u un. 158, an. 1 or Hapenda 10 ot 17.11.2011 . na M3.
Bu otnpassm HacTosIaTa nokama 3a npe/ICTaBsHE Ha odepTH 3a J0CTaBKa Ha JIOJIYOITHCAHUTE
JICKapCTBEHH TIPOAYKTH, BKIFOYCHH B CIIMCBKA 10 Wi. 266a, ai. 2 ot 3JIIIXM, kouTo Morar Ja
OB/IaT W3MOT3BaHK 3a JICUCHUETO Ha NIALMEHTH Ha JIeueGHOTO 3aBeICHHE, KAKTO CIC/IBA:

Ne or
Cnucbka no Mexaynapoano )
1. 2664, ATC kop HeMmaTeHTHO dlexapernens $UPYAH AEDHR
KOJIHYeCTBO e IHHHIA
alL 2or HAHMEHOBaHHe
3JIIXM
49 CO1EBI16 Ibuprofen 5 mg/ml solution for injection | omakopka
2 ml x 4 ampoules |
52 JO6BAO2 | Immunoglobulins, 100 mg/ml solution for OMaKoBKa
normal human, for infusion 50 ml
intravascular adm

Odeprute ce H3TOTBAT OTACITHO 3a BCEKH €1HH JIEKAPCTBEH MPOAYKT, O TPHIIOKEHHS
00pasell ¥ 33/1b/DKHTEIHO ClIe/IBa 1a ChIbPKAT ClIe/HaTa uHOopMaIus:
. MexXIyHapoaHO HeNATEHTHO HAMMEHOBAHUE (INN) Ha akTHBHOTO BellECTBO;
. TBproBcko HaHMEHOBaHKE HA IEKAPCTBEHUS IPOIYKT;
. Buzt na nekapreenara popma M KoJIHUECTBOTO Ha AKTHBHOTO BEIECTRO B JI030Ba €AUHHMIIA:
. [lpouzBoauren;
. KonnuecTBo B e1Ha onakoBka:
. lleHa Ha s1ekapcTBeHHS IPOIYKT;
. Cpok Ha nocraska;
. Cpok Ha Ba/lWIHOCT Ha IIpe/CTaBeHATA [[EHOBA odepra.
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Kum Aardara Ha U3BBPIIBAaHE Ha JOCTaBKaTa, JOCTABEHUST JIEKApCTBCH MPOJAYKT CJIeaBa
Aa € ¢ MUHHMAJICH CPOK Ha FOIHOCT He [TO-KpPaTbK OT 40 % ot 00sBEHHA OT [NPOU3BOIHTEIIA 3a
JICKAPCTBEHUTE MPOAYKTH.

Odeprute, H3roTBEHH Ha XapTHEH HOCHTEN ce momxasar B Jlenosoactsoto Ha CBAJI 1o
aercku 6osecty . Ilpod. MBan Mutes™ EAJL, rp. Codu, n.x. 1606, oyn. ..,Axan. Msau lemos™
11.

IIpenocrapennte or Bawa crtpana odepru ce nojasar Ha XapTHEH HOCUTEN WM 110
CNIEKTPOHEH mbT 10 email: apteka‘w pediatrichospital.bg B cpok 10 15.08.2024 1. 10 16.00 yaca.

Odeprurte, Moja/ieHH Mo eEKTPOHEH BT CJIE/BA 14 CA HATOTBEHHU MPH YCIOBHATA H pena
Ha 3aKOHa 32 eIeKTPOHHUS TOKYMEHT H €JEKTPOHHHUTE yaoctoeeputeanu yenyru (3EJIEYY) u
noaaneHy Ha email: apickawpediatrichospital bo

Odepru, KOHTO He OTrOBApAT HAa H3MCKBAHMATA HA HACTOSIIATA IOKAHA MITH Ca ¢ H3TeKa
BAJTMAHOCT, HE NOJJIEKAT Ha pasIyiexIaHe.

B cvotBetctRHe ¢ um. 12 or Hapen6a Ne 10 npu mocraska Ha JCKapCTBEHH MPOIYKTH.
BKJIIOYEHH B O(pEpTUTE, 3a/IbIKUTEIHO TpsbBa 1a ce NpefocTaBst NapTHieH cepTH(UKaT 3a
Ka4ecTBO, CHOTBETHO CEPTH(HKAT 3a 0CBOOOX/1aBAHE HA MIAPTH/IATA HA ICKAPCTBCHHUS MPOIYKT.

Ilpu odepupane Ha JeKapcTBEHH MPOAYKTH, ChABPKALIHA HapKOTHMYHHU BEIIECTBA, CC
CTia3BaT M3UCKBAHUATA HA 3aKOHA 3@ KOHTPON HAa HAPKOTHYHHTE BEIIECTBA M NPEKYpPCOpHTE
(3KHBIT).

3aniaaneTo 3a 1eKapcTBEHHTE TIPOAYKTH 3aKYIIYBAHH 110 HAPEJIBA Ne 2 ot 27 mapr
2019 . me ce u3BBPIIBA 110 GAHKOB MBT B CPOK OT 5 (TIeT) KaneHaAapHH JTHHM, CleIBALM JaTara
Ha nojy4asane Ha cpencteara or HALIMOHAJIHATA 3JIPABHOOCUT'YPUTEJIHA KACA
/H30K/, cwrnacHo 3anose; 3a onoOpsBaHe 3aIIallaHeTo Ha yeanyru o wi. 7 ot HAPEJIBA Ne
2 o1 27 mapr 2019 1. 3a MeAMUMHCKHTE U APYTH yeayry no 4. 82, an. la m 3 or 3akona 3a
3/IpaBCTO U 33 pel1a ¥ YCJIOBUATA 32 TAXHOTO 0100psiBaHe, MON3BAHE H 3aliallaHe, H3/1a/eHa Ha
koHkpeTHO aete. Ot 1 1oni 2024 r. H30K 3annama nexkapcTReHHTe NPOAYKTH Ha CTOHHOCT
paBHA Ha CTOHHOCTTA, ONpeeieHa 110 peaa Ha un. 45, an. 29a u 296 ot 3akoHa 3a 3JIPABHOTO
ocurypsisaie /330/ W TpH JIOrOBOpEHM IleHH Ha JIGKApCTBEH MNPOJAYKT MO-BHCOKH OT
onpenenenute ot H30K cohiuuTe ce HaMansT 10 HOPMaTHBHO OMpPEICIEHHTE.

Odeprute ce M3roTBAT N0 TNpHIOKEHHS OOpazen Ha Obarapcku es3mk. Benmuku
JAOKYMCHTH, JIOKa3Balllk CBHOTBETCTBHETO HA YYACTHHIHMTE ¢ MocTaBeHuTe B Ilokanara
M3UCKBAHHUA, C€ MPE/ICTABAT B OPUIMHAN WIH KaTo 3aBEPeHH BSAPHO ¢ OPUTHHATA KOIMS.
IPUIAPYIKEHH C IPEBOJL HAa OBJITapCKH €3HK.
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Januuera uHdopMaLMa Ha
ocHosaHMe yn. 37 or 30N

JI-P BJIATOMMP 3/[PAB J
H3ITBJIHHTEJIEH JJHPEKTOP H s——
CBAJTIIO JETCKH BOJIECTH,, TPOY, HBAH MHTEB ™ EAJ]




