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J10 § CRELMANVGPArA BONHALA NO
NMPUTEXKATEJIUTE | LETCKW BONECTW - EAL COOUA

HA PA3SPEIIIEHMUE 3A THBPTOBUS HA EJIPO M%NQ%)Z_/%
C JIEKAPCTBEHM IIPOJVKTH, TR 7 0. 2%
MOJIYYEHO MO PEJA HA IVIABA IEBETA OT 3IIIXM e

INOKAHA

33 MPeN0CTaBAHe HA odepTa 32 J0CTABKA HA Hepa3pelleHH 3a ynorpeda B Peny6inka
Bbarapus jiekapeTBeHH MPOAYKTH H JI€KAPCTBEHH NPOLYKTH BKIIOYEHH B CIIHCHKA 110
4. 266a, an. 2 o1 3aKoHa 32 JIeKapCTBEHHTE NPOIYKTH B XYMaHHATa MeIHIHHA TI0 peaa
na Hapen6a Ne10/17.11.2011 r. Ha MEHHCTEpPCTBO Ha 31PaBeoNa3BAHETO (M3), 3a kourTo

HsIMa eHCTBAII0 PAMKOBO cniopasymenne ¢ M3

YBAKAEMH ITPEJACTABJISIBAIIIH,

Ha ocHoBanue un. 156, an. 1 u un. 158, an. 1 or Hapen6a 10 or 17.11.2011 . nHa M3.
By oTnpaesiM HacTosilaTa nokaHa 3a mpejcTaBsiHe Ha o(epTH 3a JOCTaBKa Ha JOJTYOIIHCAHUTE
JICKapCTBCHH NMPOAYKTH, BKJIIOYEHH B CIIUCHKA 110 Wi 2664, an. 2 ot 3JITIXM, kourto morar na
OBJaT H3MOI3BAHH 3a JICYEHUETO HA NAIHEHTH HA JIeYeOHOTO 3aBe/IcHHe, KaKTO CJIe/Ba;

Ne o1
Cnueska no MexyHapoauo
Jle a
4/1. 266a, ATC koa HCNATeHTHO KAPELBCHL OpMa B e
KOJIHY€CTBO eHHHIA
an 2 or HaHMEeHOBaHHE
3JIIXM
42 JOSABO6 Ganciclovir 500 mg powder for OI1aKOBKa
concentrate for solution for
infusion - 1 vial; 5 vial

OdepTuTe Ce H3rOTBAT OTAENHO 33 BCEKH eIuH JIEKapCTBEH MPOJYKT, MO MPHIOKEHHA
obpaszel ¥ 3aIL/DKHTENHO ClIe/IBa 1A ChABPIKAT CIIEHATA HH(pOopMaIus:
- Mexnaynapoano senarenTHo HauMenosanne (INN) Ha akTHBHOTO BELIECTRO;
- T'bproBcKo HaMMEHOBAHKE Ha JIEKAPCTBEHUS MPOIYKT;
- Bun Ha nexapteenara popma H KOJIHYECTBOTO HA aKTHBHOTO BEIIECTBO B 1030BA eNMHUIIA;
. IIponsBomauren;
. Konnuectro B enna onaxoska;
- llena Ha nexapcTBEHHs MPOAYKT;
. Cpok Ha J10cTaBKa OT J1aTaTa Ha 3asBKa;
. CpoK Ha BalMIHOCT Ha Mpe/CTaBeHAaTa [IeHOBa oepra.
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Odepupanusr nexkapcTBen MpoaykT Tpsdsa ga e pasperen 3a ymorpeba B cTpana
uienka Ha EBpomnelickus cbios.



K®M narara Ha u3BBpIIBaHE HAa NOCTABKATA, JOCTABEHUAT JEKAPCTBEH IPOAYKT Clle/Ba
Aa € ¢ MHHHMAJICH CPOK Ha rOJJHOCT He MO-KpaThK 0T 40 % oT 00siBeHHs OT POM3BOUTES 3
JIEKapCTBEHUTE TIPOAYKTH.

Odeprute, H3roTBEHN Ha XapTHeH HOCHTEN ce mojaasar B Jlenosoactsoto Ha CBAJI 1o
Aetcku 6onectu . Ilpod. MBan Mutes” EAJL, rp. Codu, m.x. 1606, Oyn. ,,Axan. Upan I'etop™
11.

Ipenocrasennte ot Bama crpana odepTy ce nomaBar Ha XapTHEH HOCHTEN WIH TIO
€JIEKTPOHEH T 10 email: aptekawpediatrichospital.bg 8 cpok 10 11.11.2024 1. 10 16.00 yaca.

Odeprute, momanenH no eNeKTPOHEH ITBT CIIEBA 1A CA H3TOTBEHH TIPH yCJIOBHATA U pejia
Ha 3aKOHA 3a €ICKTPOHHHUS IOKYMEHT H eIeKTPOHHHTE ynocroBeputenHu yenyra (3EJIEVY) u
noaaaeHu Ha email: aptekaipediatrichospital.bo

OdepTH, KOMTO HE OTrOBApST HA H3HCKBAHMATA HA HACTOALIATA TTOKAHA HITH Ca C H3TEKIa
BAJIMAHOCT, HE MOJUINKAT HA pa3Iie)KIaHe.

B crorBeTcTBHE € w12 oT Hapenta Ne 10 mpu nocraeka na JIEKapCTBEHH [POJIYKTH,
BKITFOYEHH B OepTHTE, 3aAbIDKHTENHO TPIOBA 1a Ce MPENOCTaBsl NapTHIEH ceprudHkar 3a
Ka4eCTBO, CHOTBETHO CepTH(UKAT 33 0CBODOK/IaBaHE HA NAPTHAATA HA JIEKAPCTBEHHS TIPOLYKT.

[Ip odeprpane Ha nexapcTBeHH NIPOJYKTH, CHABPYKAIH HAPKOTHYHH BEIECTBA, Ce
CTa3BAT U3UCKBAHMATA Ha 3aKOHA 33 KOHTPOJ HA HAPKOTHYHHTE BEIIECTBA M TPEKYPCOPHTE
(3KHBIT).

3anuiananeTo 3a JeKapcTBEHUTE IPOIYKTH 3aKYIYBaHH 110 HAPEJIBA Ne 2 ot 27 mapt
2019 . we ce u3BBpIIBA MO0 GAHKOB BT B CPOK OT 5 (T1eT) KaJleHIJapHU JIHH, CJIe/IBALM 1aTara
Ha norydaBane Ha cpenctBara ot HALTMOHAJIHATA 3/IPABHOOCUT'YPUTEJIHA KACA
/H30K/, cprnacuo 3anosen 3a ono6psBaHe 3aia@aneTo Ha yeayryd no wi. 7 ot HAPEJIBA Ne
2 ot 27 mapt 2019 I. 3a MEMUMHCKHTE W JIPYTH yeayra no 4i. 82, an. la u 3 or 3akoHa 3a
3ApaBeTo H 3a peJla v YCIIOBHATA 3a TAXHOTO 0400psBaHe, MOI3BaHE M 3arIalane, u3/1a1eHa Ha
KOHKpeTHO siete. OT 1 romu 2024 r. H30K 3amnama nekapcTBeHHTe NPOAYKTH HAa CTOHHOCT
paBHa Ha CTOWHOCTTA, ONpe/IeNeHa o peaa Ha 4. 45, an. 29a u 296 or 3akoHa 3a 3JPaBHOTO
ocurypasaHe /330/ W 1pM JOTOBOPEHH LEHM Ha JIEKAPCTBEH NPOAYKT TO-BHCOKH OT
onpenenernte oT H30K chumte ce Hamaist 10 HOPMATHBHO ONpe/IEIICHATE.

Odeprute ce M3roTBAT no npuiokeHHs oOpasen Ha Obirapcku e3mk. Bewuku
AOKYMCHTH, JOKa3Ballld CBOTBETCTBHETO HAa YYACTHHIUTE C IMOCTABeHHTEe B llokaHaTta
H3UCKBaHHA, CC NPEICTABAT B OPHUIHMHANI MJIM KaTo 3aBEPEHH BSPHO ¢ OPUTHHATA KOIMS.

NPHAPYKEHH C TIPEBOJ] Ha ObJIrapCcKH e3HK. P
Y -VH N
SRET»N
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[punoxenne: OGpasen Ha npeIoKeHHE L aal
i d oy

F 55 O 5

anuueHa uHpopMaLMA Ha ’j
ocHoBaHMe un. 37 ot 30N f’/

A-P BJIAI'OMHUP 3]IPA
H3ITBJIHHTEJIEH JTHP)
CBAJITIO IETCKH BOJIEGt 1 ,.UPU%;‘IHMMTEB “EAN




NPEJJIOKEHUE 3A U3ITBJIHEHHUE
Ha I0CTaBKa HAa Hepa3pelleHH 32 ynoTpeda B Penyd.inka buarapus nexapereeHn npoaykTH
H JIEKADCTBCHH NMPOAYKTH BKJIKYEHH B CIIHCBLKA M0 Wi. 2664, ai. 2 oT 3akoHa 3a
JIEKAPCTBEHHTE MPOAYKTH B XyMaHHaTa MeAHIMHA o peaa Ha Hapen6a Ne10/17.11.2011 r. ua
MunncTepeTBo Ha 31paBeonassanero (M3), 3a KouTO HAMA JelcTBAIIO pPaMKoOBO
cropazymenue ¢ M3

OT:
(HanMeHOBaHHE Ha YYACTHHKA)
[TpencrapnsaBano or -

C aapec Ha yMpasjeHHe: Ip. YL , Ne
, TeIL.: daxc: , e-mail;

¥ aJIpec 3a KOPECTIOHICH IS TP. yoI. , No
o TOH , haxc

EUK: ,

C paspelieHue 3a ThProBus Ha €O ¢ JICKApCTBEHH MPOJIYKTH, MOIYYEHO MO peJia Ha I71aBa JIeBeTa
o1 3JITTXM ¢ Neo

Pasznnamarensa cMeTka:

IBAN: ;
OaHka: :
BIC: :

JIuue 3a KOHTAKT: -
C a/Ipec Ha yIpasJieHHe: Ip. VIL , No
o TOILE daxc: , e-mail:

YBa)kaeMH JaMH M rocrnoa,
C HacroswoTo By npeactaBsMe HaleTo npeuioskeHHe 3a J0CTaBKa Ha JIEKapCTBEHHA POJYKT:

Ne or
CnmcbKa no MexayHapoauno
JlekapcTrBena dopma u MepHa
4,1, 2664, ATC xon HEMATEHTHO P bop P
KOJIHYECTBO eHHHIA
ad 2or HAHMEHOBAHHE
3JIXM

*[TonbjaBa ce ChbIJIACHO TeXHHYEeCKATa cneuH(pHKANNA OT NOKAHATA

- Mexnynaponso HenmateHTHO HauMeHoBaHue (INN) Ha AKTHBHOTO BEIECTBO: ......... ..., .

. TBproecko HaMMEHOBAHHE HA JIEKAPCTBEHUS POIYKT: ...ovvvvnre .

. Buz na nekapcrsenara hopma i Ko1M4eCTBOTO Ha AKTHBHOTO BEHIECTBO B T030BA €AUHULA: ........
. IlpousBoauren: ..................

. KonnvecTBo B enHa onakoBka: ..................

. Cpok Ha J10CTaBKa OT JIaTaTa Ha JOCTABKA: ..................

. Cpok Ha BAIMIHOCT HA NpeCTaBeHaTa IeHOBa OPEPTAS §uissarnmmnsasamssas

. EAMHMYHATA 1eHa 3a ONAKOBKA B ............... (CTOBOM oo iami s ) iera 6e3 J1JIC

. EaMHNYHATA 1IeHa 33 ONIAKOBKA B ............... [CHBBOM cxvvissssuovmssan ) aesa ¢ JJJIC

O 00 1 Oy B ) ) —



Hexaapupam:

1. 3anosHax ce ¢ mokaHara 3a y4acTHe M ¢ NOCOYCHHTE B Hesl M3UCKBAHMS 33 H3TOTBSHE H
Npe/ICTaBsie Ha odepTaTa 1 3a H3MBIHEHHE Ha JOCTABKH HA TOPENOCOYEHHS IEKAPCTREH HPOAYKTH.
INonaBaneTo Ha HacTosmara odepra yHOCTOBEpPSBA (GE3YCIOBHOTO IpHUeMaHe OT Hallla CTpaHa Ha
BCHYKH M3UCKBAHHA U 3a/b/DKEHHS, TOCTABEHH B [IOKaHATA.

2. Vmame BB3MOKHOCT Ja OCHIYpHM O(EepHpaHHs JeKapcTBeH NPOAYKT 3a Cpoka Ha
JOTOBOpA.

3. ChIJIaceH ChbM 3aMIaaHeTo 3a JEKapCTBEHUTE TIPOLYKTH 3akynysanu no HAPEJIBA Ne
2 o1 27 mapt 2019 r. 1a ce H3BBPIUIU [0 GAHKOB BT B CPOK OT 5 (IIeT) KaJleHIapHH JHH, CJeIBAIIH
AaTtata Ha moiydaBane Ha cpencrBata or HAIIMOHAJIHATA 3JIPABHOOCHIVPUTEJIHA
KACA /H30K/, cpriacuo 3anosen 3a 0106psiBaHe 3aIiamaHeTo Ha yeayra mo wi. 7 ot HAPEJIBA
No 2 0127 mapt 2019 1. 3a Me AHLMHCKHTE U APYTH YCIyTH 1o 91, 82, an. 1a u 3 ot 3aKoHa 3a 3/1paBeTO
133 pe/ia ¥ YCIOBHATA 32 TAXHOTO 0J00psiBaHe, N03BaHE M 3alllalllaHe, U3/1aeHa Ha KOHKPETHO
aere. Ot 1 romm 2024 r. H30K 3amnama nexapcTBEHHTE OPOJYKTH Ha CTOHHOCT paBHA Ha
CTOMHOCTTA, OnpeJeNeHa ro peaa Ha wi. 45, an. 29a u 296 ot 3akona 3a 3[IPaBHOTO OCHUTYpsIBaHE
/330/ 1 Tpu 0OTOBOpPEHH LEHH Ha JTeKapCTBEH NPOAYKT MO-BHCOKH OT omnpeneneHnte ot H30K
CHIIMTE CE€ HAMAIIAT 110 HOPMATHBHO ONpe/IeICHUTE.

4. Odepupanuar npoaykt e GabpHYHO OMAKOBAH, KATO OMNAKOBKATE ca ¢ He HapylleHa
HAT0CT H HATMYHE HA He0OX0MMaTa MapKHpPOBKa.

5. KbM narara Ha JocTaBKarta, OCTATHYHMAT CPOK HA TOAHOCT HA JIEKaPCTBEHUTE MPOJYKTH
e e He mo-ManbK 0T 40 % OT 0OSABEHHUS OT IPOU3BOIUTENS CPOK.

6. B croTBetcTBHE ¢ un. 12 ot Hapenba Ne 10 IPH JI0CTaBKa Ha JIEKADCTBEHH TNPOIAYKTH,
BKJIFOUCHH B O(ePTHTE, 3a/IbIKHTEIHO TPAOBA 1A Ce MPeI0CTaRs IapTHICH CEPTH(DHUKAT 3a KaYeCTBO,
CBHOTBETHO CePTH(QHKAT 3a 0OCBOOOXK/[ABAHE HA TAPTHAATA HA JIEKAPCTBEHHS MPOIYKT.

7. OdepripanusT nekapcTBeH NPOAYKT € paspelleH 3a ynorpeba B cTpaHa YieHKa Ha
EBponeicKus coro3 - ..o

Ilpu Taka mpemioxkenuTe OT Hac yclnoBHs, B odepHpaHaTa [EHA cME BIJIFOUMIH BCHYKH
pa3xo/iH, CBLP3aHH ¢ KaYECTBEHOTO M3IIbIHEHHE HA IOPBYKATA B OMIMCAHMS BHJ U OOXBAT.

['apanTupame, 4e cMe B CHCTOSHHME [a W3IBIHMM KAayecTBEHO MOpBYKATA B MBJIHO
ChOTBETCTBHE C rOpEONUcaHaTa odepra.

[Ipunarame cnenHuTe 10KyMEHTH /IO MpeleHKa/:

TETE s s nmmmane

[Moamue: .............



