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HOPOTOKOA

Huec, 18.05.2017r. B rp. Byprac, B uanbanenne Pemenme No VI — P —
257/25.05.2016r. Ha UambaHuTeAHHuS Aupekrop Ha ,MBAA - Byprac” All, BBB
BPBSKa C MNPOBEXAAHETO HA OTKPHTA IPOLENypa 3a u3b0p Ha HITBAHHTEA O
AOTOBOP, C IpenMmeT: ,JlocTaBKa HA AeKapCTBEHH NPOAYKTH 3a HYXKAHTE HA
»MBAA - Byprac” A, rp. Byprac mo o6ocoGemm HO3HNHH, IOCOYEHH B
HORKypCHATa AOKYMEHTAUMA”, KOMHCHS OIIPELEAEHA ChC 3anosexy No VI — P -
392/09.09.2016 rox. Ha ITeanOMOIIHUKA Ha ,MBAA - Byprac” Al, B cecras:

Ilpencemarea: o — p Cseraozap T'eopruer - 3zam. Aupexrop Ha ,MBAA -
Byprac” Al;
Yaenose: 1. mar. ¢ - T Mapus VisanoBa — HauasHuK 6oAHMYHA amTexa
npu ,MBAA - Byprac” ALl;
2. Upena IletkoBa — ra. IOpucKoHCyAT Ha ,MBAA — Byprac”

All,

MSBEPIIN  DASTACXKIAHE HaA INPEACTABEHHTE OT YYACTHHITUTE TEXHUYIECKH
HIPEMAOKEHHS 110 OTHOLICHHE Ha TAXHOTO CBOTBETCTBHE C HIUCKBAHHATA HA
Bb3aaoxmreada, npu Koero Gerre KOHCTaTUPaHO CAELHOTO:

Texuuaeckute npensoxkenns 3a UITBAHEHHE HA IopbYKaTa Ha IIophYKaTa Ha
"Megekc" OO, "®apkoa" AL, "TIpo ®apmarua” EOO/ u "Tsproecka Aura HALT" AL
HaIIBAHO OTrOBapsAT HA HUSHCKBAHHATA HA BBL3AOKHTEAS 38 BCHYKH 060COBEHIM
TO3KIMY, 38 KOUTO CA BHECAH TAaKHUBA YYACTHULIUTE.

B npensoxennero na "®dnommrc Papma" EOOJI Gsixa yCTAHOBEHH CAETHHUTE
HEII'BAHOTH U HECHLOTBETCTBHU:

1. 3a HOMeHKAaTypHa equauna Ne 6 or obocobema mosmmms No 27,
YIaCTHUKET € IPEJAOKHA ACKAPCTBEH IIPOAYKT, KOMTO HE CBHOTBETCTBA Ha
TeXHHYECKaTa crnenudukaiymsd OTHOCHO KOAMYECTBO Ha AKTHBHOTO BEIIIECTEO B
A030Ba €OWHHUIIA.

2. 3a HoMeHRaaTypHa equauna Ne 3 or oGocobema mosmmma No 28,
YIaCTHUKET € MPEJAOKHA ACKAPCTBEH IPOAYKT, KOMTO HE CHOTBETCTBA HA
TEXHHUYIECKATA CHEIHOPUKAIMA II0 OTHOIIEHHE HA Pa3sTBOpPHUTEA Ha A€KapCTBEHaTa
¢popMa u nybaupa HOMEHKAATYpHA eauauma No 4 o obocobena nosummsa Ne 31.

3. Taka wmsmucan aexkapcTeeH NPOAYKT, IIPEHAOXKEH 3a HOMEHKAATYpHA
equauna No 1 or oGocobema mosmmma No 36 - Enap tabl. 100 mg x 30 me
CBINECTBYBA II0 OTHOIICHHE HA KOAMYECTBO Ha AKTHBHOTO BENIECTBO B [030Ba
emunnna. Komucusirta npuema, ge craBa BBIPOC 3a TEXHHYECKA rpemka — egaa 0 B
IIoBeYe

4. B obocobGena mozumms No 46, YYaCTHHKBT € pPasMEHHA MECTaTa Ha
NPENAOKEHHTE ACKAPCTBEHH IIPOAYKTH 34 HOMEHKAQTYpPHH eauuauiy No 2 u 3. Ha
TOS\ eTam KOMHCHSITA IO NPHEMA 32 TEXHHUYECKA I[DPEITKA M IO AOIIyCKa [0



pasraex/iaHe u oueHKa. IIpu oneHkaTa Ha NpefAaraHuTe HEHOBU NTAPAMETPH, IIE IO
CpaBHABA CBC CBOTBETCTBAIMTE ACKAPCTBEHH IIPOAYKTH, IIPEJAOKEHH OT APYTH
y4acTHUIY (1€ 6bAaT NPpaBHAHO Pa3MEHEHH).

S. Hasamne € memwpaHOTAa B npemaoxenueTo 3a obocobena mosurms No 58 —
AHIICBA TIPENAOKCHHME 32 HOMEHKAATypHa emununa Ne 2. Mma permcrpmpan
ACKapCTBCH HPOAYKT C BAaAMAHO paspelleHue 3a ynorpeba (PY) m permcrpupana
IeHa 110 4YA. 26la or 3AIIXM. Coopen u3HCKBaHHATA HA BB3AOKHTEAS €
3aQBAXKHTCAHO 12 UMa IIPEAAOKEHHE 3a BCAKA €IHA OT HOMEHKPATYPHUTE €NUHUIH,
BKAIOYEHH B ChOTBETHAaTa 000co6eHaTa IIo3uITHS.

6. IIpenaOKEHHAT AEKAPCTBEH HMPOAYKT 3a HOMEHKAATypHa enuuuiia Ne 3 ot
obocobena mosmrmuga Ne 75 He CHOTBETCTBA HA TEXHHMYECKATA cnermcHuKaua II0
OTHOIIECHYE Ha KOHLIEHTpaXa Ha AeKapcTBeHara dopma u aybanpa HOMEHKAATypHA
equnauna Ne 6 ot obocobena mosursa Ne 74.

7. Caen mareaHa IpPOBEPKA B EAEKTPOHHATA ctpanunia Ha HUAA u B
[Ipusroxennara Ha HammoHaaHMS CBBET IO ILEHH H peuMmOypcupane Ha
ACKapCTBEHHUTE IIPOJAYKTH, KOMHCHATA HE OTKPH BaAMJIHO Pa3spelleHHue 3a ymoTpeba
X perucrtpupaHa IieHa mo 4a. 26la ma 3AIIXM Ha A€KapCTBEHHS NPOAYKT,
IPEAAOKEH 3a HOMEHKAaTypHa enuHMia Ne 6 oT obGocobeHa mnosummmuma Ne 85,
3aKOHOBO M3NCKBAHE M M3PHYHO IIOCOYEHO B AOKYMEHTALMSITA II0 HACTOSAIIATA
HPOUEAYPA U3UCKBAHE HA BB3AOKHUTEAL € NIPEJAOKEHUTE ACKAPCTBEHH NPOAYKTH 1A
6rraT paspemnrenyu 3a ynorpeba U ¢ yTBBPAEHA 1I€HA, CBLAACHO 9. 261a ma SAIIXM.
Henosupanu ca ome aBe odepTH 3a Tasu MO3WLHKSA, KATO 3a HOMEHKAATYDHA
eauHuna No 6 ca NpeAOKEHH APYTY HPOLYKTH.

8. IlpenaokeHuAT ACKapCTBEH IPOAYKT 34 HOMEHKAATYpHa equuui@a No 3 or
obocobena mosmima Ne 87 He ChOTBETCTBA HA TEXHHYECKATa CIEIM(HKALHAS IIO
OTHOIICHFE Ha KOAHYECTBO HA aKTHBHOTO BEIIECTEO B [I030Ba €AMHUIIA.

9. B Ilpnaoxenuara Ha Hauuonassma cbBeT IO IIEHH U peuMbypcupane Ha
ACKapCTBEHUTE IIPOAYKTH, KOMHCHUATA HE OTKPH PETHUCTPHUpPAaHA LiEHa 1o 49A. 261a uHa
SAIIXM Ha A€KapCTBEHHS IIPOAYKT, IPENAOKEH 3a HOMEHKAATYPHA eauHUIEA No 6 oT
obocobena mosummua Ne 88. 3aKOHOBO H3KWCKBAHE W H3PUYHO IIOCOYE€HO B
AOKYMEHTAIIUATA II0 HaCTodIllaTa IIpoleaypa HM3UCKBAHE Ha BB3IAOKHUTEAS €
NPENAOKCHUTE ACKAPCTBEHHU IIPOAYKTH Ja ObAaT C yTBBpPAEHA II€HaA, CBLAACHO dA.
26la ma 3AIIXM. [Jemosupanu ca oumle aABe odepTH 3a Ta3M IO3UIHS, KATO 3a
HOMEHKAaTypHa equHuna No 6 ca npenaokeHu APyTH IPOAYKTH.

10. IIpenaoXeHUST AEKAPCTBEH IIPOAYKT 33 HOMEHKAATYpHA eauHuna No 1 ot
obocobera moszunug Noe 90 He CHLOTBETCTBA Ha TEXHHUYECKATA cruenuuKaimsa 10
OTHOIIIEHVE€ Ha KOAMYECTBO HA aKTUBHOTO BELIECTBO B /[030Ba €AMHUIIA.

11. B obocoberna mosuiusi No 96, y4acTHHKBET € pasMEHHMA MecTaTa Ha
OPENAOKEHHUTE ACKaPCTBEHU IIPOAYKTH 3a HOMEHKAATYpHH enuHui Ne 2 m 3. Ha
TO3H €Tall KOMHCHSATa IO IIpHeMa 3a TEXHHYECKA TIpellKa M IO MOIyCKa [0
pasraex/aHe U OLeHKA. [Ipy olleHKaTa Ha NpeJsaraHUTE [EHOBH IIapaMETPH, ITE TO
CpaBHABA CBC CBOTBETCTBAIIUTE ACKAPCTBEHH MNPOAYKTH, IIPEJAOKEHH OT APYTH
y4acTHHIN (m1e 6B1aT IPaBHAHO Pa3MEHEHH).

12. Auncsa mpenaoXKeHHE 3a HOMEHKAATypHa enuEHIla Ne 6 or obocobena
nosunua Ne 97. Haaure € HErbAHOTA B IIPEJAOKEHUETO 3a obocobena mosmrma No
97.

13. IIpeA0KEHNAT ACKAPCTBEH HIPOAYKT 32 HOMEHKAATYpHa equHuIEa No 4 ot
obocobena mosumma No 122 He CHOTBETCTBA Ha TEeXHUYECKATA crnerudUKaIMg 10
OTHOIIEHHE Ha KOAHMYECTBO HA aKTHBHOTO BEIIECTBO B J030Ba €OUHHUIA H AybAupa
HOMEHKAaTypHa eaguHUIA No 6 ot o6ocoberna nmo3umms No 41,

14. Auncsa npemasoKeHHE 3a HOMEHKAATypHA egumumiia Ne 1 ot obocobena
nosunua Ne 127. BHeceHO € olle €QHO NPENAOKEHHE OT APYT YYACTHHK 3a Ta3H
IIO3UIUA, IIPH TOBA I'BAHO.

15. IIpeAAOKEHUAT AEKAPCTBEH IIPOAYKT 34 HOMEHKAATypHa eauHuIa Ne 3 ot
o6ocobena mosurma Ne 139 He CbOTBETCTBA HA TEXHHYECKATA cuenuuKaiusa mo
OTHOIIICHHE Ha KOHIIEHTPAIlXd, TETAO M IPHAOKEHHE Ha AeKapcTBeHarta dopma u
Ay6ampa HOMEHKAATypHA equauna Ne 5 ot o6ocoberna mo3umus Ne 137.



B npensoxenunero na "Codapma Tpefizmar' Al 659xa YCTAHOBEHH CACTHUTE
HEII'BAHOTH B HECHOTBETCTBUL!

1. IlpegAOKEHHAT ACKAPCTBEH NPOAYKT 34 HOMEHKAATYpHA enuuuiia No 3 ot
obocobena mozuiua Ne 120 He CHLOTBETCTBA HA TEXHHNYECKATA cuenuduKama o
OTHOLIEHHE Ha KOHIIEHTPAIWd W CHOTBETHO KOAWYECTBO HA AKTHBHOTO BELIECTBO B
A030Ba CIHHHLA U B IdAaTa IOTOBA A€KAapPCTBEHa (popMa, KaTo IpH TOBa Ay6amMpa
HOMEHKAATypHa eauHuna Ne 1 oT chiara mo3uius.

2. Paspemenuero 3a ynorpeba Ha A€KapCTBEHHS IPOAYKT, HIPEIAOKEH OT
ydacTHHKa 3a HOMCHKAaTypHa eauHHIa Noe 1 or obocobena mosmmmsa Ne 127 e or
2011 r. Be3HUKBaA BBIIPOCA [AAH € 34 CPOK OT S rOJAMHM UAHU € GEe3CPOYHO.

Ilpejiaoxenmero Ha "Exoc Mezamra" OOl ob6xBama camo emHa obocobena
mosuius - No 55. Haamne e menmbaHOTa Ha odheprara, THit KATO YYACTHHKST HE €

HPEIAOKHA ACKAPCTBEHH IIPOAYKTH, CHOTBETCTBAIIM HA HOMEHKAATYPHH €IMHHIN
No 3 u Ne 4, a UMa peTUCTPHpPAHU TAKHUBA.

Texmnuyeckure ocepTu Ha y4aCTHHIMTE ca ONHMCAHM HOAPOGHO CBC
CBHOTBETHHTE 3a0€A€KKHM M BEAHO C DAa3TACKOIAHETO 3a HAAWYHME HAM AMIICA HA
A€KAapal¥d 3a KOAWYECTBA HAM €KBHBAACHTEH [OKYMEHT, OTTOBAp4Il Ha
HM3UCKBAHHUATA HA BBH3AOKHTEAS OT NPHUTEXATEAS Ha PaspelIeHHMeTo 3a ymorpeba,
NPOM3BOAUTEA HMAW YI'BAHOMOLIEH IIPEACTABUTEA B OTAEAHM 3a BCEKHM YJACTHHK
Tabauru: Tabamma Ne 1- Ha ,Memekc” OO[, tabamma Ne 2 - Ha ,DBOHHKC dapma”
EOOQO/, Tabanna Ne3 -~ Ha "dapkoa” AJl, Tabauna No 4 — ma »Codapma Tpeiiguur” AL
, Tabamuma Ne 5 — ma "Ilpo ®apmanua’ EOO/, Tabauna No 6 — Ha "TsproBcka Aura
HAL" Al u tabamua Ne 7 — uHa ,Exkoc Meauka” OO/I. Tabaurmre or No 1 mo No 7
BKAIOUMTEAHO Ca HEPA3/IEAHA JACT KbM HACTOSIITHSA IIPOTOKOA.

B CcBOTBETCTBHE C rOPEM3A0KEHOTO, KOMUCHATA PEUIH, HA OCHOBaHMe uA. 104,
aa.5 ot 30II u 49a. 54, aa.13 or IIII30I1 ga u3mcKa OT YIaCTHHUITUTE OOII'BAHHUTEAHU
JOKa3aTeACTBa CBEP3aHH C HAKOM OT BHECEHHTE OT THX IIPEIAOKECHHY 3a
H3II'BAHEHHE Ha IIOpBYKaTa, KaTo Ha ChIMTe Obie ompeneseH 5 — AHEBEH CPOK 3a
IPEAOCTABAHETO MM M CAE€L TOBA OKOHYATEAHO IIE B3EME PEIIEHHE OTHOCHO
AOMYCKAHETO HMAHM OTCTPAHABAHETO Ha TE3H IPEIAOKEHHHI OT II0 HATATBIIHO
pasraexagaHe U OIleHKA.

Komucugara pemm na u3ucka oT
L. ,®bourxc Papma” EOO:

4. HoxazaTteacTBa, CBBpP3aHH C OOCTOSTEACTBOTO, Y€ IPEAAOKEHHAT
ACKapCTBEH MNPOAYKT 110 nosEmmass Ne 85, BomeHrRAaTypHa
eaurrna Ne 6 - Viend tabl. 50 mg x 10 sa PFIZER HOSPITAL uma
perucTpupana ieHa no 4a. 26la sa 3AIIXM u Moxke na ce npogasa
B CTpaHaTa — KOIIME OT aKTyaAHO pelueHne Ha HaltmoHaAHuWS CHLBET
o LeHH Hu penMOypcHpaHe Ha AEKApCTBEHWTE MPOAYKTH 3a
YTBBPXKIaBaHe Ha IICHA U / MAM APYT AOKYMEHT OT IIPHTEXATEAS Ha
paspernreHueTo 3a ynorpeba, mokaspaiy To3u (PakT, KaKToO H 14
OPEeAOCTAaBU KOIIME OT BAaAMJAHO pa3pellieHHe 3a ymnoTpeba Ha
BH3UPaHUS IPOAYKT.

5. JlokazareacTBa, CBBP3aHHU C OBCTOATEACTBOTO, Y€ IIPENAOKEHHAT
ACGKapCTBEH IIPOAYKT mo mno3mmEa Ne 88, mBHOMeHRAaTypHA
eauHnna Ne 6 - Meronem fl. 500 g wa ASTRA ZENECA mma
perucrpupana meHa 1o 4a. 26la ma 3ATIXM u Moxke fa ce mpoaasa
B CTpaHaTa — KOIIME OT aKTyaAHO pelleHue Ha HarmoHaAnus chBET
0o LEHW Hu peuMbypcupaHe Ha A€KaApCTBEHUTE IIPOAYKTH 3a
YTBBPXKIaBaHe Ha LIEHA U / MAM APYT OKYMEHT OT IIPUTEXXATEAd HA
paspenIeHneTo 3a ynorpeda, gokassaig To3u (Pakr.



6. JokazareacTBa, CBBpP3aHH C O0GCTOATEACTBOTO, Y€  HaMa
PETUCTPHPAH ACKApPCTBEH IMPOAYKT HAHM € Haaule TpaitHa
HEBB3MOXKHOCT 3a AUCTpuUOyIlMsS Ha TaKBB, CBOTBETCTBAI HA
HOMCHKAaTypHa emuHuia Ne 1 or obocobena mosmmma Ne 127 ot
TEXHHUYECKaTa creruguranus - Hexoprenaline 0.5mg tabl..

II. Ot "Codapma Tpeiizmur" AL :
Konme or BaaugHo paspemeHHe 3a ynorpeba Ha IPENAOKEHHST OT TIX

A€KapCTBEH IIPOAYKT, CHOTBETCTBAIL HA HOMEHKAATypHa eauauna Ne 1 ot o6ocobena

nosunus No 127 or TexHmueckaTta cnenmcpuranusa - Gynipral, Tablet, 0,5 mg, -
Pack: 20.

III. Ot "Exoc Meauxa" 00 :

HokaszaTeAcTBa, CBBp3aHH C O0GCTOATEACTBOTO, dYe HAMA perucTpupanu
ACKapCTBCHH NPOAYKT MAW € HaAWlle TpaiiHa HEBB3MOXKHOCT 3a AUCTpHOyIMd Ha
TaKWBa, CLOTBETCTBAIII Ha HOMEHKAaTypHa eauHuIla No 3 - Human Albumin 5%
250ml intravenous inf. u Ha HoMeHKAaTypHa emuuua Ne 4 - Human Albumin 5%
500 ml intravenous inf.or o6ocofexma mo3mmms Ne 55 oT TexHHUeCKATA
cueruuKaIiu.

Ha ywactaunure ga 6n1€ npegocTaBeH Cpok oT 5 paboTHH qHH, B pAMKHTE Ha
KOWTO [a MPEACTABAT H3UCKYEMHUTE JOKYMEHTH M JOKa3aTEACTEA.
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