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NPUTEXATEJIUTE A3V AHA GO “‘tiA rno
HA PASPEIIEHME 3A ThPI'OBHA HA EJIPO s OARCTH - BRI COMNR
C JIEKAPCTBEHH MPOTYKTH, - //) 16 /[4,/
MMOJYYEHO I10 PEJIA HA TJIABA AEBETA OT 3JIIIXM FLL3....20. /{ 793

ITOKAHA
3a npejlocTaBsiHe Ha odepra 32 10CTABKA HA JIEKAPCTBEHH NMPOAYKTH, BKJIIOYEHH B CIHCHKA
1o 'Wi. 266a, a1 2 o1 3akoHa 3a JleKAPCTBEHHTE NPOAYKTH B XyMAaHHATA MEAHIHHA M0 pea
na Hapen6a Ne10/17.11.2011 r. na MunucTepcTBO Ha 31paBeonazsanero (M3), 3a KOWTo HAMa
AefCTBaI0 PAMKOBO ciopasymenne ¢ M3

YBAYKAEMH ITPEJICTABJIABAILLH,

Ha ocnoeanue un. 156, an. 1 u un. 158, an. | or Hapen6a 10 ot 17.11.2011 r. na M3. Bu
OTNpaBsM HacTOALlATa MOKaHA 3a MpeACTaBsHE Ha OodepTH 3a J0CTaBKa Ha J0JYONUCAHUTE
JICKapCTBEHU TMPOAYKTH, KOMTO Morar jaa ObAar H3MOM3BaHM 3a JIGYEHHMETO HA MNALMEHTH Ha
ne4eOHOTO 3aBe/IeHHE, KAKTO CJIeABA:

Ne ot
Cnucbka MexayHnapoaHo
no 4ja. 266a, | ATC koa HeNnaTeHTHO Jlexapcrsena opma u Mepaa
KOJIHY€CTBO e/IHHHUA
an€ 2 or HaHMeHOBaHHE
3JIXM
49 C02AC02 Guanfacine I mg prolonged-release tablets; OMaKoBKa
- DO3AXI6 Beremagene 5x10° plaque forming !Jnits/ml OIAaKOBKa
geperpavec suspension and gel for gel
50 HO2ABO09 Hydrocortisone | 5 mg modifiedrelease hard capsules | omnakoeka
- HO2AB09 B oy s 10 mg modified -release hard OMaKkoBKa
capsules

OdepTrTe ce H3roTBAT OT/ENHO 3a BCEKH €/1MH JIEKAPCTBEH NPOAYKT, M0 NpuiIoKeHHus oOpasell
H 3a[IbJIKMTENTHO ClIe/IBa Ja CbAbPIKAT clieaHaTa HHpopMaLus:
. MexxayHnapoano HenateHTHO HaumeHoBanue (INN) Ha akTHBHOTO BELIECTBO;
. TBproBcko HauMeHOBaHHE Ha NIEKAPCTBEHMS [1POIYKT;
- Bua na nexapcteenara popma 1 KOJTMYECTBOTO Ha AKTHBHOTO BEIECTBO B 1030BA €/1HHH ua;
. [lpouzroauren;
. KonmuecTro B €1Ha onakopka;
. Llena na nexapcTBeHns NpoaykT B eBpo 6e3 u ¢ JJIC:
. CpoK Ha jiocTaBKa OT JaTaTa Ha 3asBKa;
. CpoK Ha BanuaHOCT Ha npeacTaBeHara LeHoBa odepra.
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KbMm naTtata Ha M3BbpLIBaHE HA JOCTABKATA, JOCTABEHHUST JIEKAPCTBEH NPOAYKT Clie/IBa J1a € ¢
MHHHMANCH CPOK Ha TFOAHOCT He no-kpatbK OT 40 % oT o0dBeHWs OT NPOU3BOAMTENS 34
JIEKapCTBEHUTE NPOYKTH.

OdepruTe, H3roTBEHH Ha XapTHeH HocuTen ce noaasat B enoBoacteoto Ha CBAJT o aetcku
donectu ,JIpod. MBan Mures™ EAJL, rp. Codu, n.x. 1606, 6ya. ,,Akan. Mean Newos* 11.

[Ipenocrasennte oT Bawa crpana odepTu ce nojaBar Ha XapTHEH HOCHTEN MM 110 eeKTPOHEH
nbT 10 email: apteka@pediatrichospital.bg B cpok no 06.04.2026 r. no 15.00 yaca.

OdepTute, NonaaeHH NO €NEKTPOHEH ITHT CJE/ABA Ja €2 U3TOTBEHHM MPH YCJIOBHATA U pe/a Ha
3aKkoHa 3a CNIEKTPOHHMA JOKYMEHT M eNeKTpOHHHTE yaoctoBeputennu ycayru (BEJIEVY) wu
nojaaeHu Ha email: apteka@pediatrichospital.bg

O(.’pep"m, KOUTO HE OTroBapAT Ha W3MCKBAHMATA HA HacTOsALlaTa IMOKaHa MJIKM ca C M3TEKJa
BaJTUAHOCT, HE NMOJJIEHKAT Ha pas3rjckKiaHe.

B cvoTtercTBHe ¢ un. 12 ot Hapeada Ne 10 ot 2011 r. npu mocraBkara Ha HepaspelleHH
NI€KapCTBEHU NPOAYKTH THPrOBELUbT Ha €1pO MPEeJOCTaBs Ha anTekaTta MapTHAECH cepTuduKar 3a
KauyecTBO, CbOTBETHO CEPTH(HKAT 3a 0CBOOOXK/1aBaHE HA NAPTHUAATA HA JIEKAPCTBEHNS MPOAYKT.

[Tpu odepupane Ha nekapcTBEHH NPOAYKTH, ChABPHKALLM HAPKOTHYHH BELIECTBA, CE€ ClA3BAT
W3MCKBaHMATA HAa 3aKOHA 3a KOHTPOJ Ha HAPKOTHYHHMTE BeulecTBa M npekypcopute (3KHBIT).

3anialaHeTo 3a JiekapcTBeHUTe NpoyKTH 3akynysanu no HAPEJIBA Ne 2 ot 27 mapr 2019
. W ce M3BbpIIBA MO 0AHKOB MbT B CPOK OT 5 (NeT) KaleHJapHH IHM, Cl€ABallM aaraTa Ha
nonyyasane Ha cpeacteata oT HALIMOHAJIHATA 3]IPABHOOCHI'YPHUTEJIHA KACA /H30K/.
cbriacHo 3anose] 3a ogo0OpsBaHe 3aniamaleTo Ha yeayru no 4wi. 7 ot HAPEJIBA Ne 2 ot 27 mapr
2019 r. 3a MeaMUMHCKUTE M IPYTH yeayrd 1o 4. 82, an. 1a u 3 ot 3akoHa 3a 31paBeTo U 3
YCIIOBHUATA 33 TAXHOTO 000psABaHe, NOJI3BaHE U 3arialllaHe, W3laJeHa Ha KOHKPETHO J1eTe. .

Odeprute ce M3roTBAT Mo NpUnoXKeHus obpasel Ha Gbarapcku esuk. Beuuku /okymeHTH. |
JI0Ka3BalM ChOTBETCTBUETO HA Y4ACTHHLMTE C NOCTaBeHuTe B [TokanaTa u3nckeanus, ¢e npeacrassy
B OPHIMHaJl WJIM KaTO 3aBEPEHH BAPHO C OPUIHHAA KOMMS, JAPYXKEHH ¢ npeBoJ Ha Obarape
e3UK.

[Ipunoxenune: O6pazen Ha npeIoKeHHE

A-P BJIATOMMP 3/IPABK
H3ITBJIHHUTEJIEH [THPE

CBAJI 110 JETCK —EOH??"H,
&/

3anuueHa uHbopmauma Ha ocHosaHue PernamenT /EC/ 2016/679



INPEJJTIOKEHUE 3A U3TTbJIHEHHUE

Ha I0CTaBKA HA JIEKAPCTBEHH NPOIAYKTH, BKJIYEHH B CMHCHLKA MO 4iI. 266a, ai. 2 or
3akoHa 3a JexkapcTBeHHTE NPOJAYKTH B XyMAHHATA MeIHLHHA 110 peaa Ha Hapenoa
Nel10/17.11.2011 r. na MuHucTeperBo Ha 3ipaBeonasBanero (M3), 3a KouTo HsuMa
JAeHCTBAIO PAMKOBO criopasymenue ¢ M3

Qr:

(HaMeHOBaHHe Ha YYaCTHHKA)

[IpencraBasBano or -

C aJIpec Ha yIpaBJieHHE: TP. YL , Neo
, TENL.: bakc: , e-mail:
W aJIpeC 3a KOPECIOH/IEHIIUS: T]. yiI. ;
No , TeJL: , haxc
EUK:

k)

C paspemieHue 3a ThProBus Ha €J[po ¢ JIEKapCTBEHH MPOAYKTH, ITOJYYEHO O peJia Ha ri1aBa
aeseta ot 3JITIXM ¢ No

Paznnamarenua cmerka:

IBAN:

Oanka:

BIC: 2

JInue 3a KoHTaKT: -

C ajipec Ha yIpaBlieHHE: TP. YL . Ne
, TEIL.: (akc: , e-mail:

YBaxkaeMH 1aMH ¥ rocrnoja.

C nacTosmoTo By npesicTaBsme HaleTo Mpe/UIokeHHe 3a 10CTaBKa Ha JIEKapCTBEHUS
MPOJIYKT:

Ne or Cniebka MexayHapo/aHo JlekapcTBeHna
ATC yHap p Mepna
no 4. 266a, an. 2 KO HENATEHTHO dhopma u i,
eAMHHIA
ot 3JIITXM HAHMEHOBAHHE KOJIHY€CTBO A "

*Ionbasa ce ChbIJIACHO TEXHHYECKATA CI]GHH(')HKEI[[IM] 0T NOKaHarTa



1. MexaynapoiHo HenaTeHTHO HauMeHoBanHe (INN) Ha AKTHBHOTO BEIECTBO: . ...on.vn'nnn. ...
2. TbproBcko HAMMEHOBAHHE HA JICKAPCTBEHHSA TIPOIYKT: «ovovvevnrnnnnn...

3. Bun Ha JICKapCTBEHaTa (i)OpMa H KOJIHYECTBOTO HA aKTHBHOTO BEIIECTBO B /1030Ba €IUHUIIA;

4. I1pOou3BOIMTEI: .....ovvve.n ..

5. Ko/lm4ecTBO B €/1HA ONAKOBKA: ....o.ovvvnn.n....

6. Cpok Ha JI0CTaBKa OT JIaTaTa Ha 3aIBKA: ..................

7. CpoK Ha BaJIMJIHOCT Ha MPE/ICTABEHATA IEHOBA ODEPTA: ... ..evv.ern.... .

8. EaunuyHaTa 11eHa 3a OnakoBKa ............... (CITOBOM: ..., ) eBpo Oe3 JIJIC
9. EnHuyHaTa 11eHa 3a ONaKOBKA ............... (CIIOBOM: ... ) eBpo ¢ JIJIC
Hexnapupam:

1.3ano3Hax ce ¢ mokaHaTa 3a y4acTHE M C MOCOYCHHTE B Hes M3UCKBAHUS 32 M3TOTBSHE H
npelcTaBsHe Ha oepTara U 3a M3NBIHCHHE HA J0OCTABKH HA TOPENOCOUCHHS/Te JIEKapCTBEH/ U
npoaykt/u. Ilonasanero Ha HacTosimiata odepra y/0CTOBEpsBa Ge3yCIOBHOTO pHEMAHE OT
Haula CTpaHa Ha BCHYKH H3HCKBAHHUA U 3aIbJDKEHHS, TIOCTABEHH B TIOKAHATA.,

2.MmaMe BB3MOXKHOCT J1a OCHTYPHM O(epupaHus/HuTe JleKapeTBeH/1 NpOAYKT/M 3a cpoKa Ha
JOTOBOpA.

3.ChIIaceH ChM 3aILIALAHETO 3a JIEKAPCTBEHHTE OpOayKTH, 3aKynyBaHu no HAPEJIBA Ne 2
ot 27 mapt 2019 r. na ce M3BBLPUIM MO GAHKOB MBT B CpOK OT 5 (meT) KajleHOapHH JIHH,
CICABAallA  fraTaTa Ha  MHojy4yaBaHe Ha  cpeactBata ot HAIIMOHAJIHATA
3APABHOOCUT'YPUTEJIHA KACA /H30K/, cobrmacio 3anopen 3a 0j100psiBaHe
3aniamaleTo Ha yeayru no wi. 7 ot HAPEJIBA Ne 2 or 27 mapt 2019 1. 3a MequLHHCKHTE |
ApyTH ycaiyru o ui. 82, an. 1a u 3 or 3aKoHa 3a 3/1paBeTo U 3a peia U YCIOBHSTA 3a TAXHOTO
0z100psiBaKe, MoJI3BaHe ¥ 3alllallaHe, H3/1a/leHa Ha KOHKPETHO JeTe.

4.0¢epupanust/uute mpoAyKT/u e/ca GabpHUHO ONAKOBaH/H, KATO ONAKOBKHTE ca ¢ He
HapyIICHa LSIO0CT M HAJIMYKME Ha HeoOX0AMMATa MapKHPOBKA.

5.K®M natara Ha 10cTaBKaTa, OCTATHYHUAT CPOK HA TOMHOCT Ha JICKAPCTBEHUTE MPOJYKTH LIe
€ He 0-MaTbK oT 40 % OT 00ABEHUs OT NPOH3BOUTENS CPOK.

6.B cboTBercTBHE ¢ un. 12 ot Hapen6a Ne 10 npu gocraska Ha HEpa3pellesH JIeKapcTBeHH
MPOAYKTH, BKIIOYCHH B O(pepTHTE, 1lle Ce MPEIOCTaBs ApTH/EH CePTHRHKAT 3a KauyecTso,
CBHOTBETHO CePTH(HKAT 3a 0OCBOOOKIaBAHEe HA NAPTH/ATA HA JICKAPCTBEHUS IPOJIYKT.

7.Jlexnapupam, ye B 00XBaTa Ha IOCOYEHOTO TO-TOpE PaspeLlICHHE 3a TbPrOBUst Ha €IpO ¢
JICKapCTBEHH MPOAYKTH, MOJIYYEHO MO pela Ha riaea aesera ot 3JIIIXM ¢ No ... e /ca
BKJIIOYCH/H 0(eprpanis/odepHpaHuTe ¢ HACTOSIIOTO NPEUTOKEHHE MPOJYKT.

ITpi Taka mpejiokeHHTE OT Hac ycnoBus, B odepHpaHaTa HEHAa cMe BKIIOYHIH BCHUKH
pa3X0O/i1, CBbP3aHH ¢ KAYECTBEHOTO H3IIBIIHEHUE HA MOPbYKATA B OMMCAHUS BHJL H 0OXBAT.



[apanTupaMe, Y€ CMe B CBHCTOAHHE la W3MNBIHMM KAueCTBEHO IoppHKara B ILJTHO
CHLOTBETCTBHE C TOpeonycanara opepra.

TIpunarame CleIHUTE JOKYMCHTH /110 TIpeleHKa/:

1 ' - L——— {1031 (11 (copnRem .



