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MNPUTEXATEJIA

HA PA3SPEILIEHUE 3A TbPI'OBUSA HA EJIPO

C JIEKAPCTBEHHU ITPOAYKTH, 7
IMOJYYEHO 1O PEJIA HA T'VIABA JIEBETA OT 3JIIIXM:

Pensexe Mapva OO
ENK 205544876
email: officeremmenpharnuneom

Marnadapsm Boirapua EAJ]
EHK 131107072
e-mail: irena kunovd magnapharma.co

Dapma Tpeitn BI° EOOJ]
EWK 203830245,

e-mail: nikotayy pharmatradehe com

Dapma Koreyirr Brarapus OO)]
EUK 20“’<<‘)‘)
e-mail: vilicer pharmieconsuitbe

Dapmanpo OOJ]
EWK 131 \17"8’0
e-mail: o

byadapma OO/
EMKT12064200
e-mail: g i

s bas akyuehuhovadebulpharma.be

Cynxe brodapy EQOJL
EXUK "04(\84‘)8‘)

e-mail: bulparia infodswisghiopharny ARG

Dapmumnopr AJ
EMK 131181471

e-mail: enders i phicmimport.by

Meaexe OO
EHK 131268894
e-mail: officocmeden by

[Tpo Gapmanua FOOJ]
MK 131249698

EP - KUM GAPMACKTHK BJIC EOON
ENK 206420397
e-mail: juzaneviderkim.con



IIOKAHA

3a mpegocraBsiHe Ha odepTa 3a 10CTaBKAa Ha HepaspelleHd 3a ynorpeba B
PenyGiauka bbarapusi JekapcTBeHH TMNPOAYKTH M JEKAPCTBEHH MPOAYKTH
BKJIIOYEHH B CIIHCHKA MO 4. 266a, aji. 2 oT 3aKOHA 32 JIeKapCTBEHUTE NPOAYKTH B
XyMaHHATa MeaunnHa no pexa Ha Hapen6a Ne10/17.11.2011 r. na MUHHCTEPCTBO Ha
31paBeona3sanero /M3/, 3a KOMTO HsiMa AefiCTBAILO PaMKOBO cnopasymenune ¢ M3.

YBAKAEMU IIPEJCTABJISIBALLIM,

Ha ocHoBanue ui. 156, an.1 v un. 158, an. 1 ot Hapen6a Ne 10 ot 17.11.2011 r.
3a yCJIOBUATA W pela 3a JieueHue ¢ HepaspelleHH 3a ynorpeba B Penybnvka bbirapus
JIEKApCTBEHW TPOJYKTH, JEKapCTBEHU MPOJAYKTH, TNpHUJAaraHd W3BbH YCJIOBUATA Ha
paspeleHueTo 3a yrnorpeba, ¥ JIeKapCTBEHH MPOMYKTH 3a ChCTpajaTresiHa ynoTpeoda,
KaKTO W 3a YCJOBUSTa U pela 3a BKJIIOYBAHE, NMPOMEHHM, M3KJIIOYBAHE M JOCTaBKa Ha
JIEKapCTBEHH MPOAYKTH OT CNUCHKa Mo uil. 266a, an. 2 OoT 3aKOHa 3a JIEKAPCTBEHHUTE
NPOAYKTH B XyMaHHaTa MeJML1Ha, By oTnpaBsam HacToslIaTa OKaHa 3a NpeIcTaBsiHe Ha
oepTH 3a JOCTAaBKa Ha JOJYONMCAHUTE JIEKAPCTBEHM NPOJYKTH, BKJIIOYEHH B CIUCHKA
no wi. 266a, an.2 or 3JIIIXM, xouto mMorar jga ObaaT M3IO0JI3BAHU 3a JICUEHHUE Ha
NalMEHTH Ha JIeYeOHOTO 3aBeJeHHE, KaKTO Clle/iBa:

Ne ot
Cnucbka no ATC MexxayHapoaHo INlekapcTBeHa chopma u
yn.266a,an.2 Kon HENATERTHO KOnu4yecTBO MepHa eaunuua
or 3 nﬁxm HauMeHoBaHue
48 HO2ABO09 | Hydrocortisone ;rgsguggd'ﬁed lting orakoBKa
48 HO2ABO09 | Hydrocortisone lgp?ﬁer?c’dlﬁed teleaseinrg OnakoBKa

OdepTute ce U3rOTBAT OTAEIHO 3@ BCEKU €AMH JIEKAPCTBEH MPOAYKT, M0 NPUIIOKEHHS
o0Opa3sell ¥ 3ab/DKMTENTHO ClIeJBa Ja ChABPIKAT cileHaTa MHHOpMaLKs:
1. MexayHapoaHO HermaTeHTHO HaumeHoBaHue /INN/ Ha akTMBHOTO BELIECTBO;
2. TbproBcko HAUMEHOBAaHUE HA JIEKApCTBEHUS MPOLYKT;
3. Bua Ha nekapctBeHata ¢GopMa M KOJMYECTBO HA AKTUBHOTO BEILECTBO B
J1030Ba €AMHULIA;
[IpousBoauresn;
KonuyecTBo B e1Ha ONaKoBKa
Llena Ha niekapCTBEHUs POAYKT;
Cpok Ha 10CTaBKa;
Cpok Ha BaJMIHOCT Ha MpeACTaBeHaTa LIeHOBa ofepra.

PR E

KbM naTaTta Ha U3BbpLIBAHE HA JIOCTABKATa, JOCTABEHHUSAT JIEKAPCTBEH MPOAYKTH
clie/iBa Jla € ¢ MMHHMaJeH CPOK Ha rOJHOCT He no-kpaTbk oT 40% OT 0OsABEHUs OT
NPOM3BOAUTENS 32 JEKAPCTBEHUTE MPOLYKTH.




Msicto Ha u3nbiaHeHue — bonnuuna anreka Ha YCBAJIE ,,Axan. MBan [leHueB®
EAL

HauvH Ha usnenHeHue - JloctaBkuTe ce M3BBpLUBAT cien usnpateH B MAJI
NPOTOKOJI 10 pe/ia Ha ropernocoyeHaTa Hapeada 1 NojlyuyeHo pa3pelieHue.

M3uckBaHMsg KbM Y4acTHHLMTE - 1a MpPUTEKaBaT paspelieHHe 3a ThProBUS Ha
epo, NOJY4YEeHO Mo peja Ha riasa aeseta oT 3JIITXM.

Kpurepuii 3a onieHKa - Haii -HUCKa LIeHa.

C ONpeAC/ICHOTO JIMLIE, KOETO Ja M3BBPIIM JOoCTaBKara, LIC OblIe CKIIIOYEH
AOTOBOP, CBHIJIACHO MPUJIOKEHHUA KbM ITOKaHaTa MpPOEeKT.

OdepTuTe, U3roTBEHN Ha XapTHEH HOCUTEN ce nojasarT B JIeJOBOJACTBOTO Ha
YCBAIJIE ,,Axaa. Usan [lenues” EAJ], rp. Codus yn. 3apaBe Ne 2 m.k.1431.

[IpenocraBenure ot Baiua ctpaHa odepTu ce nojaBar Ha XapTHEH HOCUTEJ WIIH
Mo €JEeKTpOHeH mbT 10 email: usable.office@gmail.com, moanucaHu ¢ eNeKTPOHEH
noanuc no peaa Ha 3EJIEI, B cpok no 19.12.2024r. — 16.30u.

OdepTtu, KOUTO HE OTrOBaPAT HA U3MCKBAaHUATA HA HACTOSLIATA MOKAHA MJIM Ca C
M3TEKJIa BaJUJHOCT, HE MOJIeXKAT Ha pasriieIaHe.

B cporBerctBue ¢ un. 12 or Hapen6aNelO mpu noctaBka Ha JieKapCTBEHH
NPOAYKTH, BKJIOUEHHU B odepTUTe, 3aJbDKUTENHO TpsOBa Ja ce NpenocTaBs MapTUAEH
cepTU(UKAT 3a KayecTBO, ChOTBETHO CepTH(UKAT 3a 0CBOOOXKAABaHE HA MapTHAATa Ha
JI€KapCTBEHUS! MPOJIYKT.

IIpu odepupane Ha je€KapCTBEHHU MPOAYKTH, ChAbPIKAILK HAPKOTHYHU BELIECTBA,
Ce cCra3BaT M3MCKBaHMATA Ha 3aKOHAa 3a KOHTPOJ Ha HApPKOTMYHHWTE BELIECTBA M
npekypcopute/3KHBIT/.

3anjalmaHeTo 3a JIEKapCTBEHWTE NPOAYKTH 3aKynmyBaHu no Hapenba Ne2
/27.03.2019 r. we ce u3BBpLIBA MO GAHKOB MBT B CPOK OT 5/meT/ KajleHAapHU IHH,
cieiBallld  Jarata Ha nojyyaBaHe Ha cpexacrtBara ot HALIMOHAJIHATA
3APABHOOCUI'YPUTEJIHA KACA /H3OK/, ceriacio 3anosen 3a o006psiBaHe
3arjamaHeTo Ha yciyru no 4i. 7 ot Hapen6a Ne 2/27.03.2019 r. 3a MeAMLIMHCKUTE U
Apyru ycayru no 4i.82, an. la u 3 ot 3akoHa 3a 3apaBeto. Ot 1 roau 2024 r. H30K
3aruiaia JeKapCTBEHUTE NMPOJYKTH Ha CTOMHOCT paBHA Ha CTOMHOCTTA, OMpeJe/eHa 1o
pena Ha 4. 45, an. 29a u 296 ot 3akoHa 3a 3apaBHOTO ocurypsBaHe /330/ u npu
JOrOBOPEHH LIEHM Ha JIEKapCTBEH MNPOAYKT MO-BUCOKHM OT ompeneineHute or H30K
CBLIMTE CE€ HAMAJIABAT 10 HOPMATUBHO ONPE/ICIEHUTE.

Bcuuky J0KyMeHTH, J0Ka3Balll ChOTBETCTBUETO HA YUACTHHUIUTE C MOCTABEHUTE
B Ilokanata wW3MCKBaHUS, ce MNPEACTaBIT B OPUIMHAN WIIM KaTO 3aBEPEHM BSPHO C
OpUruHaja Komnus, NpuApYKEHHU C NMPeBOJl Ha ObJArapcKu €3uK.

MMPO®. JI-P MAPUS OPBEIIOBA, IM /n/
U3IIBJHUTEJEH JUPEKTOP 3anuueHa uHdopmauus Ha
HA YCBAIJIE ,,AKA/l. UBAH IEHYEB“ EAJ] ocHoBaHue 4. 37 ot 30I1



