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FABPOBO

MU3x. N2 1079/01.04.2026T.

A0 INIPUTEXKATEJ/IMTE HA
PA3PEIIEHME 3A ThPITOBUA HA
EJAPO CJIEKAPCTBEHHU ITPOAYKTH,
IIOJIYYEHO I10 PEJJA HA TJIABA
AEBETA OT 3JIIIXM

ITIOKAHA
3a npe/cTaBsiHe HAa 0depTH 3a J0CTaBKa Ha JIeKapCTBEHU IPOJYKTH,

BKJIDYeHHU B CIUCBhKA N0 41.2663, at.2 oT 3aKOHa 3a JIeKapCTBEHUTE NPOAYKTH B XyMaHHAaTa MeJUllMHaA

YBAKAEMHU JAMU U TOCIIO/JIA,
Ha ocHoBaHuMe 4J.2664a, a/1.2 0T 3aKOHA 3a JIEKapCTBEHUTe NPOAYKTHA B XyMaHHaTa MeJULUHA U
4. 156 ot Hapeg6a Ne10 ot 17 HoemBpu 2011 r. 3a yc/oBUATa U peJia 3a JeYeHHe C Hepa3pelleHU 3a
ynotpeba B Peny6suka bbarapus JjekapcTBEHH MPOJAYKTH, MPUJIAraHU H3BbH YCJAOBUATA HaA
paspenieHdeTo 3a ymnoTpeba, U JIEKAapCTBEHU NPOAYKTU 33 ChCTpPaZaTesHa ynoTrpeba, KakKTo U 3a
yCA0OBUSATA U pefia 3a BKJIIOUBAHe, IPOMEHM, U3KJIIOUBaHe U [IOCTaBKa Ha JIEKAPCTBEHU MPOAYKTH OT
CIIUCBKA M0 4. 2663, aJl. 2 0T 3aKOHa 3a JIEKAPCTBEHUTE NPOAYKTH B XyMaHHAaTa MeJULIUHA,
MBAJI ,/i-p Tora BenkoBa“ A/l - rp. [aGpoBo oTmpaBs HAcTosIIATa MOKaHA 3a Mpe/CTaBsHE Ha
obepTH 3a J0CTaBKa Ha JIEKAPCTBEHH MPOAYKTH C MEXAYHAPOJHO HENMaTEeHTHO HaWMeHOBAHHUE,
BKJIDUEHHU B CIMCBKA N0 4Wi1.2663, a1.2 0T 3aKOHA 3a JIeKapCTBEHUTE NPOJAYKTH B XyMaHHaTa MeJULUHA,

KaKTo cJie/iBa:

AHaToMmo- JlekapcTBeHa
Me:xayHapoaHO
TepaneBTUYEH dopma u MepHa KosinuecTBO
Ne HeNnaTeHTHO
Koj, /ATC KOJINYECTBO HA eUMHHUIA
HavMeHOBaHMe
Kozn/ AKTHMBHO BeleCTBO
5 mg/mlq 25 mgq 5
1 Verdye ICG g/mlq 1 &4 ONMaKOBKa 56p
m .

1. H3uCKBaHUA KbM YYaCTHULUTE:
[IpuTexxaTesu Ha pa3pelleHUe 32 TbProBUsA Ha e4po C JIEKapCTBEHU NPOAYKTH, IIOJYYEHO 10 pesa
Ha ['1aBa geBeta ot 3JIIIXM. Y4yacTHUK 4y>XAeCTpPaHHO JIMLIE MOXe Ja MpUTeXaBa pa3pelleHUe 3a
TBHProBUA Ha eJpo C JIeKapCTBEHU NPOAYKTH, U34aJleHO OT CbOTBETHUSA peryJaTopeH OpraH, CbIrJIaCHO
3aKOHOJATEJICTBOTO Ha J'bPKaBaTa, B KOATO € yCTAHOBEH.
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B ciy4dali, 4ye TBHProBel’bT Ha €pO C JIEKAPCTBEHU NPOAYKTH MMaa CKJIAJOBU MOMeELIeHHUs Ha
TepuTopusTa Ha Peny6svka Bbarapus, To TOH cieABa Ja HNpUTeXaBa paspellleHHe 3a TbProBus,

usnageHo ot UAJL

2. CbabpxaHUeTo Ha odpepraTa:

- MexnayHapoJHO HenmaTeHTHO HauWMeHoBaHue (INN) Ha aKTHUBHOTO BellecTBO,
JiekapcTBeHa popma;

- Twbproecko HauMeHOBaHHE Ha JIEKAPCTBEHUS IPOAYKT;

- Buj Ha JsiekapcTBeHaTa dopMa M KOJMYECTBOTO Ha aKTUBHOTO BeELIECTBO B [JI030Ba
eIUHUIA;

- IlpousBoguTes;

- KosinuecTBO B e/jHa ONIaKOBKa;

- EpuHuyHa meHa Ha JieKapCTBEHHS MPOAYKT 32 MepHa eAWHUIA B O'BJTapCcCKU JieBa 6e3
AC, cboTB. ¢ BKI. J/JIC;

- Cpok 3a 10CTaBKa;

- Jlpyrwy, no npelreHKa Ha opepeHTa;

- [I'biHOMOIIHO, IpH oAaBaHe Ha odepTa OT YII'bJIHOMOIIEHO JIUIIE.

* OdepTaTa He MOXKe Jja ce pe/ijlara BbB BAPUAHTH.

3. YciaoBus M pej 3a IpeAcTaBsiHe, pa3rJjexk/JaHe U OleHKa Ha odpepTure:

3.1.0depTuTe, U3roTBEHU NpH ycaoBUsiTa u 1o peja Ha 3EJIEI ce mogaBat Ha email:
targovembalgabrovo@gmail.com,;

3.2.Cpok 3a npeacraBsBe Ha opepTu - 0 09.04.2026r.

*He ce paszaaexcdam oghepmu, nho/1yyeHU U38sH onpedesieHusl 8 HACMosuWama NOKaHa Cpok.

3.3. Cpok 3a BaJIUAHOCT Ha npejcTaBeHuTe opepTtu: 60 /liecT/eceT/ KaJleHAAPHU AHU, CHUTAHO
OT KpaiiHaTa JlaTa 3a oJjaBaHe Ha oQepTH;

3.4. OueHsaBaHe Ha noay4yeHuTe opepTu: Komucusara no 4.4, an. 1, onpegesneHa no peja Ha
Hapen6a Ne10 ot 17 HoemBpu 2011 r. Ha M3 u36upa 3a u3mbJHUTE 0dpepTaTa Ha ThPTOBEI] Ha eJ[po C
JIEKapCTBEHH MPOJAYKTH, MPH YCJOBUATA MOcoYeHHU B 4.156. an. 4 ot Hapenb6a Ne10 ot 17 HoeMBpH
2011 r. Ha M3. PesyataTuTe OT paboTaTa Ha KOMUCHSTA Ce OTPa3sBaT B MPOTOKOJI, KOMUTO ce MOJMKCBA
OT BCUYKM 4ieHOBe. KomucusiTa K/IacMpa y4acTHULMTE, KaTo pasIyexja NpejcTaBeHHUTe odepTH,
yCTaHOBSIBa CbOTBETCTBUETO UM C U3UCKBAHUATA Ha Bb3/102KUTEJS U TH OLIEHSIBA ChIJIACHO KPUTEPUHUTE
3a OIleHKa.

*Ha ocHosaHue 4a. 156, an. 3 om Haped6a Ne10 om 17 Hoemspu 2011 2. Ha M3, He nodaedxcam Ha
paseaesxcdaHe ogepmu, Koumo He 0ma08apsm HA U3UCKBAHUSIMA HA HACMoOsSWamad NOKAHA u/au ca C
usmekAa 8aAUOHOC.

3.5. KpuTepusaT 3a olleHKa: MKOHOMHUYECKU HaW-U3rogHa odepTa, ONpejesieHa Bb3 OCHOBA Ha
KPUTEPHA “HAU-HUCKA IIEHA”.

B caydaii Ha odpepupaHe Ha elTHAKBU KpalHU 1|eHU 3a JIEKPCTBEH NPOAYKT OT /iBaMa UJIU IIOBede
y4aCTHUIY, KJIaCUpaHeTO ce M3BbpIIBa NpPH CboOpa3sBaHe Ha CJHeJAHUTE acleKTH Ha odepTuTe:
opraHusaluysTa Ha JOCTaBKaTa WM KayecTBOTO, 0e30mMacHOCTTa U/uiaM edPUKACHOCTTAa Ha

JIeKapCTBEHUS NIPOAYKT.

4. OcraTb4yeH CPOK HA TOAHOCT HA JICKAPCTBE€HUA NNPOAYKT: KbM JdaTaTa HA
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HU3BBbpLHIBaHE HA AOCTAaBKaTad, JOCTABEHUAT JIEKAPCTBEH MNPOAYKT CjeABa [a € C OCTATb4Y€H CPOK Ha

rOJIHOCT He Mo-MaJiko oT 1 /eaHa/ roauHa.

[Ipunoxkenue 1: O6pasern Ha [Ipe/yioKeHHe 3a U3ITbJIHEHHE

3annuyeHo Ha ocHoBaHMe 4n.37 oTr 30N nun.5,§1, 6.
»B" or PernamenT (EC)2016/679 Ha EBponeickua
JI- napaameHT U Ha CbeeTa oT 27 anpua 2016 roguHa

W3nbyHUATENIEH JUPEKTOPD



