™ aeHoHoweH npuem: 02/8154 254
uHpopmanms: 02/8154 211
cexkpetapuat: 02/8154 240
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PUTEKATEJIUTE

HA PA3PEIIEHUE 3A THPTOBUSI HA E/[PO AL C

C JIEKAPCTBEHH ITPOJYKTH, - 56- L0
TOJYYEHO I10 PE/IA HA ITABA JIEBETA OT 3JIIXM A207 Al

INIOKAHA
3a npeJocTaBsine Ha oepTa 3a JOCTABKA HA JIEKAPCTBEHH NPOAYKTH, BK/IYEHH B CIHCBKA
no 4. 266a, aJ. 2 o1 3aKkoHa 3a JJeKapcTBeHHTE MPOAYKTH B XyMaHHATa MeAHIHHA 1o peaa
Ha Hapen6a Ne10/17.11.2011 r. na Munucreperso Ha 3apaseonassanero (M3), 3a kouto uama
AeicTBAII0 PAMKOBO cniopasymenue ¢ M3

YBAXAEMMU ITPEJACTABJISIBALIIY,

Ha ocnoBanue un. 156, an. 1 u un. 158, an. | or Hapeaba 10 ot 17.11.2011 r. Ha M3, Bu
OTIpPaBsAM HACTOALATa TOKaHa 3a NpeacTaBiHe Ha odepTH 3a [JOCTaBKa Ha A0JIYONUCAHUTE
JIEKApCTBEHM MPOAYKTH, KOMTO Morar jJa ObJarT M3I0J3BAHM 3a JIeYEHHWETO Ha TalMeHTH Ha
ne4edHOTO 3aBe/IeHHE, KAKTO Cle/Ba:

Ne o1
Cnucbka Mexaynapoano
no 4. 266a, | ATC kog HENATEHTHO SICKAPORHENN fUpNA R Mepan
KOJIHUYECTBO €JHHHIA
al 2 or HAaHUMeHOBaHHe
3JINIXM
11 A16AA06 | Betaine | g oral powder OIaKOBKa

OdepTHTe CE M3rOTBAT OTAE/NHO 38 BCEKM €MH JICKAPCTBEH MPOYKT, 110 NPUIOKeHUs 0Opa3sell
M 3aJb/KMTEIIHO CJIe/1Ba 1A ChIbPsKAT clIeHaTa HHhopMalus:
. MexaynapoaHo HenateHTHO HauMeHoBaHKe (INN) Ha aKTUBHOTO BELLECTBO;
. Teproscko HauMeHOBaHHE Ha NEKAPCTBEHHUS TIPOAYKT;
. Bua na nekapcrsenata gopMa M KOJMHYECTBOTO HAa AKTHBHOTO BELIECTBO B 1030Ba €/MHMIIA;
. [lpouzponuren:
. KonuuecTBo B ejHa onakoBKa;
. Llena na nexapctrenus npoaykt ¢ JIJIC, nocouena B ¢Bpo;
. Cpok Ha focTaBKa OT JaTara Ha 3asBKa;
. Cpok Ha BaJIMIHOCT HA Mpe/cTaBeHarTa leHoBa odepra.

00 ~1 O\ Lh = W) —

Kbm nartata Ha M3BbplIBaHe HAa A0CTABKATA, JOCTABEHUAT JICKAPCTBEH MPOAYKT ClIEBa /1A € ¢
MHUHHMMAJEH CpPOK Ha TOAHOCT He mo-KpaThbK OT 40 % oT 00sBeHHS OT TNPOM3BOAMTENA 3a
JIEKAPCTBEHHTE MPOJYKTH.

OdepruTe, M3roTBEHH Ha XapTHEH HOcHTE ce nojaasar B Jlenosoacteoro Ha CBAJI o aetcku
oonectu .JIlpod. Mean Mutes™ EAJL, rp. Codu, n.x. 1606, 6yn. ., Axkan. Usan Cewmor™ 11,

|



[pepocrasenute ot Bawa crpana odepTy ce nojaBaT Ha XapTUEH HOCUTEN MM MO €/IEKTPOHEH
T 10 email: apteka@pediatrichospital.bg B cpok 10 25.03.2026 r. no 15.00 yaca.

Odeprute, mosaaeHu Mo eNeKTPOHEH ITbT C/1EABA /1 Ca U3MOTBEHH NP YCI0BUATA W peaa Ha
3aKoHa 3a eNeKTPOHHHS [OOKYMEHT M €leKTpoHHHMTe yjaocTtoBepuTenHu ycayrd (BEJIEYY) u
nojaneHu Ha email: apteka@pediatrichospital.bg

OC])CpTI/L KOWTO HE OTroBapAT Ha M3UCKBAHMWATA Ha HACTOALIATa NOKaHa WIM ¢a ¢ HU3TCK/Ia
BaJIMAHOCT, HE MOAJIEXKAT Ha pa3rjiexaaHe.

B cworeercreue ¢ un. 12 or Hapenba Ne 10 or 2011 r. mpu noctaBkara Ha HepaspelleHH
NeKapCTBEHH MPOAYKTH ThProBeUbT HA €4po INpeJoCTaBs Ha alTeKarta napTuacH ceprudukar 3a
Ka4yecTBO, ChOTBETHO cepTU(HUKAT 3a 0OCBOOOXKIaBaHE HA MAPTHIATa HA IEKAPCTBEHUS MPOAYKT.

[Tpn odeprpane Ha nekapcTBEHU NPOAYKTH, ChAbPIKALLM HAPKOTHYHH BELLECTBA. C€ Cra3Bar
M3UCKBAHUSATA HA 3aKOHA 32 KOHTPOJ Ha HAPKOTHYHUTE BelecTBa U npekypcopute (3KHBIT).

3annalaHeTo 3a JIeKapeTBeHUTe NpoayKTH 3akyiyBaHu o HAPEJIBA Ne 2 ot 27 mapt 2019
. IIe cé M3BBpIBA MO OAaHKOB MBT B CPOK OT 5 (MeT) KaJeHAAPHH [HH, ClI€ABAllM 1aTaTta Ha
nonyyasane Ha cpeacrsara ot HALIMOHAJIHATA 3IJPABHOOCHUI'YPUTEJIHA KACA /H30K/,
chriacHo 3anose] 3a ojJ00psaBaHe 3annamaHeTo Ha yeayru no uia. 7 ot HAPEJIBA Ne 2 ot 27 mapt
2019 r. 3a MEMLIMHCKUTE M IPYrH Yeayr no wi. 82, an. la u 3 ot 3akoHa 3a 34paBeTo W 3a peaa v
YC/IOBUATA 3a TAXHOTO 0J00psiBaHe, M03BaHE U 3aMjallaHe, W31aAeHa Ha KOHKPETHO JeTe.

Odeprure ce M3FOTBAT MO NpHIIOKeHUs oOpazel Ha ObArapckH e€3uK. BCHYKM 1OKYMEHTH.
JOKa3Ballld CbOTBETCTBUETO HA YHACTHHIMTE ¢ nocTapeHuTe B [lokaHaTa H3MCKBaHUSA, ce MPeACTABAT
B OPMTMHAJ WM KaTo 3aBEPEeHH BAPHO C OPUTMHANA KOMHA, NPHAPYKEHH C NPEBO HA OBIATapcKH
€3HK. 2
[Ipunoxenne: OBpasell Ha NpeanoKeHHE ‘ T T

JI-P BJIATOMUP 3/IPABKOB
_ H3IBJIHHUTEJIEH JUPEKTOP
CBAJI IO JETCKH BOJIECTH

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



NPEJJIO’KEHHUE 3A U3ITbJIHEHHUE

Ha J0CTaBKAa Ha JICKAaPCTBEHH NPOAYKTH, BKIKYEHH B CHCbKA 10 4. 266a, an. 2 or
3akoHa 3a JleKapcTBeHHTe NMPOAYKTH B XyMaHHATa MeIHLIMHA mo peaa Ha Hapenba
Ne10/17.11.2011 r. va MmuuucrepeTBo Ha 3apaBeonazBaHero (M3), 3a koumTo HAMAa
AEHCTBAINO PAMKOBO criopasyMeHHe ¢ M3

OT:

(HauMEHOBaHUE HA YYaCTHHKA)

[IpeacrarisiBaHo ot -

C aJIpec Ha ynpaeJieHHE: IP. YL , No
5 RIS bakc: , e-mail:
U aJIpec 3a KOPECIOHACHIUS: TP. YL 5
No 5 TETEL , (hakc
EUK: .

C paspeliienue 3a ThProBHsl Ha €IpO C JIEKAPCTBEHH MPOAYKTH, MOJNYUYEHO N0 Pe/ia Ha r1aBa
neseta ot 3JIITXM ¢ Ne

Paznnamarenna cmerka:

IBAN: :

Oanka:

BIC: :

JIuie 3a KOHTAKT: z

C azpec Ha ynpaBJeHue: rp. yIL. . Ne
5 TEIL: daxc: , e-mail:

VYBaxaeMH JJaMH ¥ rOcroaa,

C HacroamoTo Bu npeacTaBsaMe HaIlleTo MPe/IokKEHHE 3a J0CTaBKa HA JIEKApCTBEH S
NPOJYKT:

Ne o1 Cniucbka MexayHapoaHo JlekapcTBeHa

ATC Mepna
1o 4. 266a, au. 2 HeNaTeHTHO dopma u

KO/1 e IMHHIIA
or 3JITIXM HAHMEHOBAaHHE KOJIHY€CTBO

*Ilonb/Ba ce CbIVIACHO TEXHHYECKATA CelH(PHKANMS OT MOKAHATA



1. Mexaynaponno HenaTeHTHO HauMeHoBaHHe (INN) Ha akTHBHOTO BELIECTBO: ..................
2. TbproBcko HAUMEHOBAHUE HA JIEKAPCTBEHHS TIPOJIYKT: ....oveuenninnn...

3. By Ha nekapcTBeHara popMa M KOJIHYECTBOTO Ha AKTHBHOTO BELIECTBO B J1030Ba €/IHHUIIA:

4, TIPOMBBOARTCIR: woonovrwswvnnsn s

5. KonuyecTBO B eJHa OMAKOBKA: .....vvvvennaennn.

6. Cpok Ha JO0CTaBKa OT J1aTaTa Ha 3adBKA: ..................

7. CpoK Ha BaTUIHOCT Ha MPEACTABEHATA HIEHOBA ODEPTA: ..vvvvvereveennnnn.

8. EnMHMYHATA 1IeHa 32 OMAKOBKA ............... (CTIOBOM: ...ovvvennannnn ) erpo 6e3 JIJIC
9. EnMHUYHaTa 11€Ha 32 OMAKOBKA ............... (63 (0):T0)Y R ) eepo ¢ JIJ1C
Hexnapupam:

1.3amo3nax ce ¢ MokaHaTa 3a ydacTHe M C MMOCOYEHHTE B Hes M3UCKBAHWA 33 M3IOTBSHE W
npecTaBsHe Ha odepTaTa U 3a U3MBIHEHHE HA JOCTAaBKH Ha TOPETIOCOUYCHUS/TE IeKapCTBEH/ U
npoaykt/u. Ilojapanero Ha Hactosuara oepra yaoctopepspa 0e3yCIOBHOTO NpHEMaHe OT
Hallla CTpaHa Ha BCUYKH W3MCKBAHUA M 3abJIKCHHUS, MOCTABCHU B MTOKAHATA.

2.MimaMe BB3MOXKHOCT J1a OCUTYpHM odepHpaHus/HUTe JeKapCTBEH/H MPOAYKT/H 3a CpoKa Ha
JIOTOBOPA.

3.ChriiaceH ¢hbM 3ariallaHeTo 3a JIeKapcTBEHUTE NPOAYKTH, 3akynysanu no HAPEJIBA Ne 2
ot 27 maprt 2019 r. 1a ce u3BbpIIM MO OAHKOB N'BT B CPOK OT 5 (NE€T) KaleHJAapHH JIHH,
cle/Bally  Jaratra Ha  noiaydaBaHe Ha  cpexactBata ot HAIIMOHAJIHATA
3IPABHOOCUT'YPUTEJIHA KACA /H30K/, cwroacno 3anosen 3a  oj00psiBaHe
3ariataieTo Ha yeayru no wi. 7 ot HAPEJIBA Ne 2 ot 27 mapt 2019 1. 3a MeIHIIMHCKHTE H
Apyru yenyru no 4. 82, ai. la u 3 ot 3akoHa 3a 3/jpaBeTo M 3a pe/ia U YCIOBHUATA 3a TAXHOTO
ono0psiBaHe, MON3BaHe M 3amniallane, U31aJeHa Ha KOHKPETHO Jere.

4.0depupanusT/uute npoaykT/u e/ca (abpudHO OMakoBaH/M, KaTo OIMAKOBKHTE ca C He
HapylleHa LSJIOCT U Halu4YKMe Ha HeoOX01HMaTa MapKHpPOBKA.

5.K'bM narara Ha JocTaBKaTta, OCTaThbUHHUAT CPOK HA FOTHOCT HA JIEKAPCTBEHUTE NMPOAYKTH 11
¢ He no-mansk ot 40 % oT 005BEHUS OT MPOU3BOIUTENSA CPOK.

6.B crotBercTBHe ¢ wi. 12 or Hapenba Ne 10 mpu nocraBka Ha Hepa3pelleHH JIEKapCTBEHH
NPOJAYKTH, BKIIOYEHH B oQepTHTe, IIe Ce NMPE/0CTaBs NapTHICH CePTH(HKAT 3a KA4ecTRO,
CBOTBETHO cepTH(HKAT 3a 0cBOOOXK/1aBaHe HA TAapTHIATa Ha JIEKapCTBEHHS IPOJIYKT.

7.Jlexnapupam, 4e B 0OXBara Ha NOCOYEHOTO MO-TOpE pa3pelleHHe 3a ThProBHS Ha e€apo ¢
JIEKapCTBEHH MPOAYKTH, MOIYYEHO 10 peja Ha riiara aesera ot 3JIIIXM ¢ No ... e /ca
BKJIIOYeH/H odepupanis/odheprpaHuTe ¢ HACTOAMIOTO MPEUIOKEHHE TPOYKT.

le/l TakKa [peIIOKEHHTE OT Hac YCJIOBHA, B ocbepHpaHaTa HeHa CME BKJIKOUHIJIH BCHYKH
pa3xoJiy, CBBP3aHH ¢ KAYECTBEHOTO M3IIBJIHCHHE HA MMOPBYKATA B OITHCAHHA BU | o0OXxBar.



['apaHTHpaMe, 4Ye cMeé B CBCTOSHME [Ja M3IIBbJIHHM KAueCTBEHO IMOpbYKaTa B MBJIHO
ChOTBETCTBHE C ropeonucanara odepra.

[Ipunarame cieqHuTe TOKYMEHTH /TI0 MpeLEeHKa/:

1 £ 1 i L ——— [Mommme: .............



