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O1 JMBAJI-Baaroesrpan* AJl, EHK 101505152, cue cepaanine i ajgpec Ha ynpasienune: rp.
Baaroesrpan, ya. ,Caassnceka® Ne 60, npeacrasansano o1 M3nbanureanus 1upexTop 1-p
Jduvursp davnrpos,

VBAKAEMH JIAMH H I'OCHIOJIA,

Ha ocrosanue . 156, s Bpb3ka ¢ ua. 17 or Hapenba Ne 10 ot 17.11.2011 r. 3a ycaosusta
M peja 3a neyeHue ¢ Hepaspewenu 3a ynorpeba 8 PenyGauka buarapus nekapcTBeHH NpPOAYKTH,
JICKAPCTBEHH MPOAYKTH, NPHIAraHH HIBLH YCIOBHATA HA Pa3pelieHHETo 3a ynoTpeda, W 1IeKapCTBeHH
MPOAYKTH 3a cheTpajarensa ynorpeba, KakTo M 3a YCIOBHATA M peja 3a BKAIOMBAHE, NNPOMEHH,
M3KIIOYBAHE M J0CTABKA HA JICKApPCTBEHH MPOAYKTH OT CNHMCHKA No 4i. 266a, an. 2 or 3akoHa 3a
NeKapCTBEHUTE NPOAYKTH B XymanHara meauuuna, ,MBAJl-bnraroesrpan™ AJl ornpass wacrosmara
MOKaHa 10 ThProBlK Ha e/1pO C NEKapCTBEHH NMPOAYKTH, NpUTEKaBalld He0OX0IMMOTO paspelieHune
33 M3BLPLIBAHE HA CLOTBETHATA ACHHOCT, 3a NpeacTassHe Ha ofepra 3a 0CTABKA HA NEKAPCTBEHHA
npoaykr: Konakion 10 mg/1 ml, wraxexunonen pasrsop, onakoska x 10 amnyan, akrusno
seuecrso Phytomenadione — 40 onakoskn, neobxoanm 3a nyxanre na ,MBAJI-Baaroesrpan*
Al
I. Mpeamer Ha HACTOSIINATA NOKAHA € 10CTABKA HAa:
Konakion 10 mg/1 ml, nuxekunonen pasrsop, onakoska X 10 amnyian, akTHBHO BemecTso
Phytomenadione — 40 onakosku. [IpeuiaranuaT nekapcTsed NPOAYKT CieiBa Aa CbOTBETCTBA HA
M3MCKBAHMATA HA NPHIOKHMOTO 3aKOHOAATE/ICTBO M Ha M3ucKBanusaTa Ha Hapeaba Ne 10.
2. Coaspxanne na odpeprara:
a) eMHHYHA 11eHa 33 eJIHa onaKkoBka u obwa croiHocT 3a 40 ONakoBKH;
6) TOYHO TBProBCKO HAMMEHOBAHWE HA JICKAPCTBEHHUSA MPOAYKT;
B) NPOH3BOAXTEN,
r) nekapcrseHa opma M KOHLEHTPaLMA;
1) KOJNHYECTBO B €1HA ONAKOBKa;
€) CPOK Ha rOAAHOCT Ha NPEIAraHHA IeKapCTBEH NPOAYKT,




) CPOK M YCIOBMS 3a 10CTABKA;

3) AOKYMEHTH, YJOCTOBEPABAlM TNPABOTO Ha THProBELA Aa MIBLPUIBA THPIOBHS Ha eapo ¢
JICKapCTBEHN MPOAYKTH H 10CTABKA HA CHOTBETHHA JIEKAPCTBEH NPOAYKT, KOTaTo TAKHBA CE HIMCKBAT
CBIIACHO NPHI0KHMOTO 3aKOHOAATE/ICTRO.

Beuukn tenw creasa aa 6baT NOCOYEHH B GBPO M Ja BKAIOMBAT BCHUKH PasxoM, CBLP3aHK C
Aocraskara 10 ,MBAJl-Baaroesrpan“ AJl.

3. Odeprure ce npeacrassr 10 08.09.2026 r.

Odeprute morar na Gbaar NpejaCTABEHH AMMHO WAM upes YNBAHOMOUIEH NpeACTaBuTEN, 4pe3
MOUIEHCKa WK Kypuepcka cyxba, no enexTpoHeH nbT Ha aapec: mbal bl@aby be.

[Npu nonasane Ha MACTO MK Ype3 NOLEHCKA/KypHepCKa cayx6a odeprara ce npeAcTaBs B 3aneyarau,
HENpo3paieH nauK Ha aapec: rp. baaroesrpaz, ya. ,,Cnassncka® Ne 60, aaMuuucTpatisia crpasa Ha
~MBAJl-bnaaroesrpan® AJl, er. 5, Jlenosoactso.

CpoksT Ha pannanocT Ha odeprara e 90 AHM, CHUHTAHO OT AaTaTa Ha NOAY4aBaHeTo M.

4. U30opbT Ha Thproseil Ha €Apo Ce HIBLPUIBA OT KOMHCHSTA 110 4. 4, an. | o Hapen6a Ne 10 npu
chobpassBaHe Ha M3MCKBaHusTa Ha 4. 156 or Hapenbara.

[Mpu u36opa komucHaTa CHOGPAINBA NPEANOKEHATA LICHA, YCTOBHATA H OpPraHu3almMATa Ha JOCTABKATA,
KaKTO M Ka4ecTBOTO, 6e30NacHOCTTa M eUKACHOCTTA HA NEKAPCTBEHMS NMPOAYKT.

Komucusta npepnara u3bopa Ha THProsell Ha eApo M HEOGXOAMMOTO KOJIHYECTBO, MpeaMeT Ha
AOCTaBKATa, KOHTO Ce BIMCBAT B CHOTBETHUA NPOTOKOA chraacHo Hapeaba Ne 10,

5. C u3bpanus Teproseu na eapo ,MBAJI-baaroesrpan® AJl Moke aa cKMOYH JIOroBop 3a A0CTaBKa
Ha ONPEAC/ICHOTO OT KOMMCHATA KONMYECTBO JIEKAPCTBEH MPOAYKT NPH YCAOBMATA, NMOCOYECHH B
odeprara u npu cnaspane Ha u3nckBanuata a Hapea6a Ne 10 u NPHIOKHMOTO 3aKOHOAATENCTBO.
/loroBOpBT ce NOANMCBA B TPH OPHIHHAIHK EKIEMNIAPA — CAMH 3a THProBella Ha €Apo M ABa 3a
~MBAJl-Baaroesrpan” AJ1.

6. ©HHAHCHPAHETO Ha JIOCTABKATA € ChC COBCTBEHM CpeACTBa Ha +MBAJl-Braroesrpaa” AJ1.
wMBAJl-bnaroesrpan® AJl cu 3ana3sa npaBoTo aa He H3bepe HUTO e/1Ha OT npeacTaBennTe odepTH,
KOraTo ChUIMTE HE OTFOBAPAT HA M3MCKBAHMATA HA MOKAHATA WM HA NMPHAOKHMHTE HOPMATHBHH
MIHCKBAHMS.

Ouaksame Bawure npeanokenus.

27.8.2026r

X A-p AvmuTep lumutpos
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