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A0
NPUTEXATEJINTE
HA PA3ZPENIEHHME 3A THbPTOBHUS HA EJPO
AL 5 v
C JIEKAPCTBEHHU INIPOAYKTH, Vs /) 6- 7 Y2 i
MOJIYUEHO IO PEJIA HA TJIABA JIEBETA OT 3JIIIXM Zr 77 25

MMOKAHA
3a Npel0CTaBsiHe HA opepTa 32 10CTABKA HA HEPa3pelIeHH 32 ynorpeba B Penmy®.inka
BLArapus JeKapcTBeHH MPOXYKTH U JIeKapCTBeHH MPOAYKTH, BKII0YEHH B CIHCHKA MO 4J1.
266a, a1. 2 OT 3aKoHAa 33 JeKapCTBEHATE NPOJYKTH B XyMaHHATa MeAMIHHA 110 pea Ha
Hapen6a Ne10/17.11.2011 r. Ha MMHHCTEPCTBO HA 31PaBeONa3BAHETO (M3), 32 KOHTO HAMa
AeficTBaNI0 PAMKOBO criopasymenue ¢ M3

YBAJKAEMM INPEACTABJIAABALILH,

Ha ocropanue wi. 156, an. 1 n un. 158, an. 1 or Hapenba 10 ot 17.11.2011 r. ua M3, Bu
OTNpaBAM HACTOANIATA IIOKaHa 3a INPEACTABAHEC Ha obepTd 3a [JOCTaBKa HA JIOJyOMHCAHMTE
JNIeKapCTBEHHM MPOAYKTH, KOMTO Morar jJa OBJaT M3IOJ3BaHM 32 JICHCHMETO Ha fanHeHTH Ha
neyebHOTO 3aBeicHHe, KaKTO Cle/Ba:

Ne o1
Cnuceka MexayHapoaHO
no wi. 266a, | ATC xoxn HeNmaTeHTHO JeEAPeTREIEDORMA B Mepua
KOJIHYeCTBO eHHHIIA
ar 2 or HAaHMEHOBAHHE
3JMXM
49 C02AC02 | Guanfacine 1 mg prolonged-release tablets; 2 OMaKkoBKa

mg prolonged-release tablets; 3 mg
prolonged-release tablets; 4 mg
prolonged-release tablets

OdepTHTe Ce H3TOTBAT OTJEIHO 33 BCEKH €/IMH JICKAPCTBEH MNPOAYKT, 10 IPUIIOKCHHS obpasen
H 3aB/DKMTEIHO CIIEIBA 12 ChABPXKAT Cle{HaTa HHPOPMALHA:
1. MexxayHapoaHO HEIaTEHTHO HAaHMEHOBaHHE (INN) Ha aKTHBHOTO BEIIECTBO;
2. THbpProBCKO HAMMEHOBAHME HA JIEKAPCTBEHHA [IPOAYKT;
3. Buz Ha ekapcTBeHara popMa M KONMMYECTBOTO Ha aKTHBHOTO BEIECTBO B 1030BA CIMHHIIA,
4. TIpon3BOAMTEI,
5. KoimMuecTRO B €/{HA ONIaKOBKa;
6. llena Ha nekapcTBeHns npoaykT ¢ JIJIC, mocoueHa B JieBa ¥ B CBPO;
7. Cpok Ha qoCTaBKa OT JlaTaTa Ha 3aiBKa,
8. Cpok Ha BaJMIHOCT HA [PEICTAREHATA LIEHOBA O(epTa.

KbM faTaTa Ha W3BBPIIBAHE HAa JOCTaBKaTa, JIOCTABEHUAT JIEKAPCTBEH MPOAYKT ClIe/Ba J1a € C
MHHHMAJICH CPOK Ha TOAHOCT He mo-kpaTek oT 40 % oT 00ABEHMS OT MPOM3BOAMTENS 34
JIEKapCTBEHHTE NMPOAYKTH.



OdepTHTe, M3rOTBEHHU Ha XapTHEH HOCHTEN Ce MOJABAT B Henoeoacreoro na CBAJI mo mercku
bonectu ,,IIpod. MBan Mutes* EAJL, rp. Codu, n.x. 1606, 6yn. ,,Axan. Hean Iemos* 11.

IIpenocrasenure ot Baiua ctpana opepri ce moxasar Ha XapTHEH HOCHTEN HITH 10 eIEKTPOH eH
T A0 email: apteka@pediatrichospital.bg B cpok mo 11.12.2025 r. go 15.00 yaca.

Odeprute, momaneHu 10 eneKTPOHEH BT ClEqBa [a ca H3rOTBEHH MpH YCIIOBHATA U pelaa Ha
3aKoHa 3a €JIEKTPOHHHS HOKYMEHT H CICKTPOHHHTE yJocTOBepHTEIHH ycayrd (3EIEVY) u
noaanaeHu Ha email: apteka@pediatrichospital bg

Otbepm, KOHTO HE OTroBapAT HAa H3HCKBAHUATA HA HACTOAIATA MOKAHA WJIM ca ¢ H3TEKIIa
BAJIHIHOCT, HE IMOMJICKAT Ha pasriiex/iaHe.

B crorBercteue ¢ un. 12 or Hapen6a Ne 10 ot 2011 r. IIPH IOCTAaBKATa Ha HEpa3pelleHu
JIEKApCTBCHH NMPOAYKTH THPrOBEUBT HA €APO NPEAOCTaBA HA anTeKaTa NApTHAEH CepTH(MKAT 3a
Ka4ecTBO, CHOTBETHO CEPTHRUKAT 3a 0CBOOOXK IaBaHe Ha TAPTH/IATA HA JIEKAPCTBEHHS IPOYKT.

Ilpu odeprpane Ha jekapcTBEHH NPOJYKTH, ChAbPXKAIIM HAPKOTHYHH BELLECTBA, CE CIA3BAT
M3HCKBAHHATA HA 3aKOHA 33 KOHTPOJ Ha HADKOTHYHMTE BEIIECTBA H npexypcopute (3KHBII).

3amnamanero 3a JeKapcTBEHNTE MPOAYKTH 3akymyBanu mo HAPEJIBA Ne 2 or 27 mapt 2019
. e Ce¢ M3BBPIIBA M0 OAHKOB MBT B CPOK OT 5 (MeT) KaJeHJapHH IHH, CICABALIM JaTATA HA
nomy4asane Ha cpencrsara or HALTUOHAJIHATA 3[IPABHOOCHI VPUTEJIHA KACA /H30K/,
ChITIaCHO 3amoBeA 32 0100psBaHe 3amialmanero Ha ycryrd no un. 7 or HAPEJIBA Ne 2 ot 27 MapTt
2019 r. 3a MeIMIMHCKHUTE W APYTH ycnyru 1o 4. 82, an. la u 3 ot 3akoHa 3a 3/IpaBETO U 3a pela H
YCTIOBHATA 32 TAXHOTO 0700psABaHeE, 10/13BaHE H 3alLIAlAHE, H31a1€Ha HA KOHKPETHO JETe.

OdepruTe ce U3roTBAT MO MpPUIIOKEHHMs 06pasel Ha GBIrapckd e3uK. Beuuku JOKYMEHTH,
AOKa3BaIlld CbOTBETCTBHETO HA YYACTHHIIMTE C MocTaBeHHTE B [Tok a M3MCKBAHHA, CE IIPEACTaBAT
B OpHIHMHAJl HJIH KaTo 3aBCPCHU BAPHO C OPHIHMHANA KOIMHSA, JHPHAPYMEHHU C MIPEBOI HA OBbirapeku
€3HK.

IIpunoxenne: Obpazewn Ha npeIOKEHHE

JI-P BIATOMHP/3IPABKO
H3ITBJIHUTENER JUPEKT
OBAJT ITO JETCKH BOJIEGTH

/. s

3anuyeHa uHdbopmauma Ha ocHoBaHue Pernament /EC/ 2016/679



NPEJJIOKEHHUE 3A U3IThJIHEHHUE

HA /IOCTABKA HA Hepa3pemeHH 3a ynorpeda B Penydiuka buarapus Jekapcrsenn
NPOAYKTH U JIeKAPCTBEHH NMPOAYKTH, BKJIIOYEHH B CIHUCHKA MO 4.1. 266a, a1. 2 or 3akoHna
3a JieKapCcTBEHMTe TMPOJAYKTH B XyMaHHara MeauuMHa no peaa Ha Hapenba
Nel0/17.11.2011 r. ma MunucrepcTBO Ha 3apaBeonazsanero (M3), 3a KouTo HAMA
AelicTBAIO PAMKOBO cniopazymenue ¢ M3

OT:

(HauMeHOBaHHWE HA YYACTHHKA)

[IpenctaBnsgBaHo oT -

C aJipec Ha YIpaBlIeHHe: IP. VI . No
, TelL.: daxc: , e-mail:
U aJpec 3a KOPECNOHACHILIHSA: TP. yiI. \
No , TelL.: . akc
EUK: ,

C pazpelueHue 3a ThpProBus Ha eJIpo ¢ JIEKapCTBEHH NMPOJYKTH, OJNIYYEHO 10 Pe/ia Ha riiaBa
nesera ot 3JITTXM ¢ Neo

Pasramare/iHa cMeTKa:

IBAN: :

Oanka: :

BIC: :

Jlnue 3a KOHTaKT: ‘ .

¢ ajipec Ha yMpaBlcHUE: Ip. yiL . Ne

, Tell.: dakce: , e-mail:

VYBaxkacMHu JaMH H rocrnoja,

C nactosmoTo By npesctapame HalmeTo MpeUTOKeHHE 3a JOCTaBKA Ha JIEKAPCTBEHUS
TPOJYKT:

Ne or Cninebka Me:xaynapoaHo JlekapcTBeHa
_ ATC Mepna
no 4. 266a, an. 2 - HENaTeHTHO dopma u
’ €IHHH
ot 3JIIIXM HAHMEHOBAHHE KO/IH4eCTBO A Ha

*[lonbJBa ce CbIVIACHO TeXHHYECKATA creHpUKANKMA 0T MOKAHATA



1. MexyHapo/iHO HenlaTeHTHO HauMeHoBaHKe (INN) Ha aKTUBHOTO BELIECTBO: .....veuuvennnn...
2. TbproBcko HaMMEHOBAHHE HA JIEKAPCTBEHHS MPOIYKT: «.vvvnnennnnnn..

3. Bug na JICKapcTBCcHaTa cbopMa U KOJIMYCCTBOTO Ha aKTUBHOTO BCIICCTBO B J030Ba CIHHULIA:

4. ITpoH3BOAUTEM: ...evvennnn.
5. KonuuecTBo B €1HA OMAKOBKA: ....ouvvvennn....
. CpoK Ha MOCTaBKa OT JATATA HA 3aIBKA: v..vvvveernrnan..

6
7. Cpox Ha BaJIMIHOCT HA MpEACTaBeHATa LEHOBA 0epTa: .....oovvvvennnnn.n.
8

. EnMHuuHaTa 11eHa 3a ONaKoOBKA B ............... (9 (0):10) SO ) nepa 6e3 JIJIC u
............... (CITIOBOM: ..........c.......) BeBpo Oe3 JJJIC
9. EnuHuuHaTa 1eHa 3a OMAaKOBKA B ............... ([ 10):103. ) nera ¢ JJJIC u
............... (C/I0BOM: ......cvvne......) BeBpO ¢ JIJIC

Hexnapupam:

1.3ano3Hax ce ¢ MoKaHara 3a y4acTHe W ¢ MOCOYEHHUTE B Hes WIHCKBAHHS 3a M3rOTBIHE H
npeacTaBsiHe Ha odepTaTa U 3a U3NMbIAHEHHE Ha JOCTABKH HA TOPENOCOYeHUs/Te JIEKapCTBEH/H
npoaykt/u. IlonaBanero na Hactosmara odepra yIocToBepsBa 0€3yCIOBHOTO MpHEMaHe OT
Hallla CTPaHa HAa BCHYKH M3UCKBAHMS H 3a/IbDKEHHS, ITOCTABEHH B IIOKAHATA.

2.MMame BB3MOKHOCT J1a OCUTYPHM odepHpaHHs/HUTE JIeKapCTBEH/H MPOJVKT/H 3a CPOKa Ha
J0rOBODA.

3.CpriiaceH ChbM 3aMallaHeTo 3a JeKapCcTBEHHUTE MPOAYKTH, 3akynyeanu no HAPEJIBA Ne 2
ot 27 maprt 2019 r. na ce u3BbpIIK Mo OaHKOB MBT B CPOK OT 5 (MeT) KAICHJAPHH [HH,
cielBalld  jgatara  Ha  noiaywaBaHe Ha - cpeacrteara ot HALIMOHAJIHATA
3/IPABHOOCHUI'VPUTEJIHA KACA /H3O0K/, cwrimacio 3anoBen 3a og00psiBaHe
3aramanero Ha yeayru no wi. 7 ot HAPEJIBA Ne 2 ot 27 mapt 2019 1. 3a MeIUITUHCKHTE H
ApYrH yeayru o ui. 82, an. la u 3 or 3akoHa 3a 3/paBeTo U 3a pe/ia H YCJIOBHATA 3a TIXHOTO
0/100psiBaHe, M0J13BaHE U 3aIUlallaHe, U3/a/JeHa Ha KOHKPETHO AeTe.

4.0depupanust/aure npoaykt/u e/ca GpabpHyHO ONAKOBAH/M, KaTO ONAKOBKHTE €a C He
HapylleHa LsJIOCT M HAIMYMe Ha HeoOX0JMMaTa MapKUpPOBKa.

5.K®M natata Ha 1ocTaBKaTta, OCTATBYHHAT CPOK HA FOJHOCT HA JIEKAPCTBEHUTE MIPOAYKTH 111€
e He no-manbk o1 40 % 0T 004BEHUS OT MPOU3BOUTES CPOK,

6.B crorBercTBHE ¢ un. 12 ot Hapenda Ne 10 mpu jocTaBka Ha HepaspeLIeHH JIeKapCTBEHH
MPOAYKTH, BKIIOUEHH B oepTHTe, 1€ ce NMPeaoCTaBs MapTH/IEH cepTH(PHKAT 3a KAyecTBo,
CHOTBETHO CEPTH(HKAT 3a OCBOOOKAaBaHe HA TNAPTHATA HA IEKAPCTBEHHSA MTPOJIVKT.

7.Jleknapupam, ye B 00XBaTa Ha MOCOYEHOTO IO-TOPE pa3pelicHHe 3a THPrOBHA HA €Ipo C
JICKApCTBEHH MPOJAYKTH, 110JlyYeHO 1o pena Ha riasa jgesera ot 3JIIIXM ¢ Ne ... e /ca
BKJIFOUEH/H odepupanHs/opepHpaHHTe ¢ HACTOAIIOTO MPEIOKEHHE TTPOAYKT.



[Ipu Taka NpeanoKeHWTe OT HAc YCIOBUA, B odpeprpanata LEHA CME€ BKIFOYHJIH BCHYKH
Pa3XOJH, CRBP3aHH ¢ KAUECTBEHOTO M3ITbIHCHHE HA NIOPhYKATa B ONIHCAHH BHIL U 00XBar.

TapaHTHpaMe, dYe CMe B ChCTOAHHE Ja H3NBIHHM KadeCTBCHO nmoppykaTra B IIBITHO
CHOTBETCTBHE C ropeonucanara opepra.

Tlpunarame CIeIHUTE TOKYMEHTH /N0 NIPEUeHKa/:

= b [Momamue: .oovvennnnnn.






