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J10 MIPUTEXATEJIMTE HA
PA3SPEILIEHHE 3A ThPTOBUS HA
EJIPO C JIEKAPCTBEHH
NMPOAYKTH MMOJIYYEHO IO PEJIA
HA I'JIABA JIEBETA OT 3JIIIXM

MNOKAHA

3a npeaocTaBsHe HA ohepTa 3a JIEKAPCTBEH NPOAYKT, BK/IIOYEH B CIIHCHKA 10 LI
266a, ax. 2 ot 3JIIIXM, no pena na Hapea6a Ne 10/17.11.2011 r. na M3

Ha ocHoBaume wi1. 266a, ar. 5, m. 3 om 3axoun 3a nexapcmeenume npooyKmu 6
XyMmannama meouyuna, 66 6p. ¢ un. 1, an. 1, m. 2, un. 3, an. 3, ua. 156, an. 1 u un. 156 om
Hapeoba Ne 10/17.11.2011 2. na Munucmepcmeo na 30pageonaseanemo.

VYMBAIJI .Csera Mapura® EAJl- rp. Bapnra, nmybiukyBa HacTosiaTra lokKaHa 3a

npejocTaBsiie Ha OQEpTH 3a JIEKApCTBEH NPOAYKT C MENIYHapOJHO HEMaTeHTHO
HAMMEHOBaHHME, BKIIIOYEH B CITHCHKA 10 Wi 266a, an. 2 ot 3JITTXM., kakTo cieasa:

ATC MexyHapoaHo JlekapcrBena BepositHo/Heobxoau
HENATeHTHO dopma u MO/ KOJIHYeCTBO
HAHMEHOBaHHE KOJIHYEeCTBO Ha
AKTHBHOTO
BENIeCTBO
H02AB09 Hydrocortisone | 10 M tabl. 700

[Toxanata ce OTIpaBs A0 BCHYKH IPHTEXKATEIN HA pa3pellieHHe 3a ThProBUA Ha €Jpo ¢
JIEKapCTBEHH MPOJIYKTH, NOJTy4eHO 1o pesa Ha ['nasa nesera ot 3JITTXM.

Ha pasrnexjgane noanexar €IMHCTBEHO OQEpPTH, KOMTO OTIOBapsT Ha YCJIOBHATA
MOCOYEHH B HACTOAIIATA NIOKAHA M MPHIOKEeHHTe 00pa3iu, KaKTo cie/Ba:
| A O6GexT: JlocTaBka.

2. Ilpeamer: M300p Ha U3mbIHATE 3a IOCTaBKa Ha JIEKAPCTBEHH NPOIYKTH, BKJIIOYEHH B
cnHchKa 1o wi. 266a, an. 2 ot 3JIIIXM.
3. Pen 3a Bh3aarane: JleyeOHOTO 3aBejIeHHE 1€ CKJIIOYH IMHCMEH JOTOBOP ¢ M3OpaHus

H3ITBJIHATEII 34 CPOK OT TPH MCCCLAa, CYHTAHO OT JaTaTa Ha CKIIIOYBAHETO MY.

4. Msicro Ha mw3nmbjaHenHe: rp. Bapua, 6yn. .. Xpucro Cmuprencku™ Ne 1 — YMBAJI
..Cera Mapuna™ EAJ], Bonuuuna anrtexa.
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5. Ocrarb4eH CPOK HA TOJHOCT HA JEKAPCTBEHHTE npoayktan: KbM jgara Ha
W3BBPIIBAHE/IPHEMAHE HA J0CTaBKaTa, I0CTABEHHMTE JIEKaPCTBEHH MPOAYKTH C/E/BA [1a Ca C
OCTaTh4€H CPOK Ha FOJIHOCT HE MO-MAKO OT CPOKa Ha 0roBOpa.
6. H3uckBaHMs KBbM ChAbPKAHHETO Ha odepraTa:
7.1. IlpaTexare/Te Ha paspelieHHe 3a ThPIOBHS HA €/IPO C 1eKapCTBEHH NPOLYKTH, [I0ABAT
otepra no obpasen (ITpuroscernue Ne 1), KbM KOATO ce MPHIAraT CEAHATE JIOKYMEHTH.
7.2. IIsmHomMomuo 3a nofaBase Ha odepra. KOrato odeprara ce mojaasa ot YITBJIHOMOIIEHO
mane. Korato mbIHOMOIIHOTO € H3/aZieHO Ha Yyl €3HK, KbM HEro e NpHJIara IpeBoj Ha
Obrapcku €3uK, H3BBPIIEH OT NPEBOAY, HMALI IPABOTO /1a WIBBPIIBA OpUIHATHHA NPeBO/IH
Ha CbOTBETHHS €3HK.
7.3. Jlpyrd OTHOCHMH JIOKYMEHTH 110 IPEIeHKa Ha JIALETO MojaBamo odeprara.
*** 3abenexcka: Obpaseyvm na oghepma no m. 7. 1. /IIpunoscenue Ne 1/ ce nybruxyea 3aedno
¢ nokanama na oguyuarnama unmeprem cmpanuya na YMBAJI ., Ceema Mapuna* EAJL
8.  Ounenka na noayvenure odepru: Komucusra no wi. 4, an. | onpenenena no pexa na
Hapenba Ne 10/17.11.2011 r. na M3, m36upa 3a u3nsiauten odeprara Ha THProsel Ha eapo ¢
JIEKapCTBEHH IPOJAYKTH, NpPH YCJIOBHATa MOCOYeHH B wi. 156, an. 4 or Hapenba Ne
10/17.11.2011 r. na M3.
9. Besika odepra no Hactosmara nokana, H3roTBeHa ChIVIACHO YTBBpJCHHsA obpasern Ha
odepTa, ¥ IPHIIOKEHHUTE IOKYMEHTH, CE TI0/IaBaT HA XaPTHEH HOCHTE)T HIIH 110 €IeKTPOHEH ITbT
B cpok /10 18.03.2026 r.. BRIWYHTEIHO.
9.1. Odepra noxaziena 1o eNEKTPOHEH LT C/IE/IBA JIa Ca H3TOTBEHH IIPH YCIOBHATA H peja
Ha 3EJIEYY u noaanena Ha email: office@svetamarina.com.
9.2. Odepra usnpareHa Ha xapTHeH HocHTell, ce aapecupa 10 YMBAJI ,.Ceera Mapuna®
EAJl otzen . JlenoBoacTBo™ Ha BHMMaHHETO Ha 0TAe] ,,O0IIECTBEHH MOPBYKH M JOTOBOPH”,
Ha ajpec rp. Bapna, Oyn. . Xpucro Cmuprencku™ Nel, B 3amevaraH Hempo3payH IUIMK C
HEHapyIIeHa LAJI0CT, BBPXY KOHTO Ce M0COYBar:
- INoparen;
- Azpec 3a KOpECIIOHICHIIHA;
- Beppxy mimka ¢ JOKYMEHTH ce mocoyBa u cieinus Teker: ..Odepra 3a gocraBka Ha
JIEKapCTBEH MPOAYKT ¢ MEXKIyHAPOIHO HENaTeHTHO HauMeHoBanue .. Hydrocortisone:*
**% 3abenencka: He ce pasznexcoam oghepmu, nooadenu 8 Hezaneyamas, npo3payer Uil 6
RAUK C HAPVULEHA YANOC W UAU NOTVYEHU U3ELH OnpedeNeHus CPOK HA NOKAHama.
10. C nonapanero Ha odepra ce CUMTa, Ye YHAaCTHHIIMTE CE CHIVIACABAT C BCHYKH YCIIOBHS
NOCOYEHH B [OKaHATa U MPHIOKEHHTE 00pasiin.

11. YMBAIJI ..Csera Mapuna™ EAJ], B Ka4ecTBOTO CH Ha AJIMHHHCTPATOP HA JIMYHU JaHHH.
06paboTBa nonyyeHUTE AaHHH OT odepTHTe HA BCHUKH ywacTHHUM (ume, EI'H, nannu Ha
3aKOHHHS TPEICTABHTENl MM ITHIHOMOIIHMKA My, JIMIE 3a KOHTAKT, ajpec TenedoH
€JIEKTPOHHA TOIla W JIp.) NPH CTPHKTHO Cra3BaHe HA HW3MCKBAHMATA HA [PHIOKHMOTO
3akoHojatencTeo. CnOpanuTe JaHHM 1€ ce  HM3M0OA3BaT caMoO 3a [EJWTE Ha
CKITIOYBaHe/M3ITb/IHeHHEe/00ABABaHEe Ha JIOTOBOP H 3a 3alllATa Ha 3aKOHHHTE HHTEPECH Ha
YMBAIJI ..Cera Mapuna™ EAJ, B ciryyaii Ha Hen3mwiiHeHHeTo My. Ha ocHoBanue wi. 266a,
am. 5, 1. 3 or 3JIIIXM, norosopa ce mybaukyBa no peaa Ha wi. 26, a1 1, T. 3 ot 3akona 3a
o0mecTBEHATE MOPBHYKH.

12. IlpunoxeHus:
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1. Odepra no obpaszen ([puwiosxcernue Ne 1).
2. IlpoekT Ha JOroBOD 3a JIOCTABKA HA JICKA) €H II KT. BKJIIOYEH B CITHCHKA MO YL
266a. an. 2 ot 3JIITXM. 3a cpok ot 3 (tpu) Mecena (ITpurocerue Ne 2);

VYMBAJI ..Ceera Ma

VndpopmanusaTa e 3anmmdeHa Ha ocHoaHe 9w1.37 or 3011 BB BpBb3Ka ¢ Permament EC 2016/679



