Munucmepcru cogem

1407 Codna, ya. “Kozax” No ren. o (02) 9607-223 dakc.: (0239624771

Hapekrop Mpod. n-p MoGomup Cnacon, am.
NPOTOKOJA
Ne VII-16- 4? fjgﬁ&%ﬂ}ls r.

Huec, 20.07.2015 r., na ocropatue w1, 68 or 3011 B AxMunucTpaTUBHATA 3814 HA Y HABEPCHATETCKA
Gonuuna "Jozenen", ot 10.00 uaca, ce npoBene 3aceAanue Ha KOMHCHATA HA3HAYSHA Che 3antosen No
VII-16-7/20.07.2015 r. Ha Be3noxurens, 3a nposexaane Ha OTKPUTA IPOLEAYPa 3@ CKAIOYBAHE Ha
KOTOBOD ¢ UpeaMet: “Jocmaska Ha medurxamenmu no 06ocoberu nozuuun 3a nyxcoume na boanua

“UTosenen” 3a nepuod om 12 meceya, orxouta ¢ Pemenme No VAL ~mn2-85905 1,

Januveno obBCTOATENCTBO HA QCHOBaHKe un. 2 o1 3340,
Komircusra oy

[pencemaren:
YneHose:

3acemaHHETO Co PbKOBOXH OT 1lpeacenarens xa Komucnsra.
Ynenopere Ha KoMucuata Honbanuxa Aexnapauuy no 4wi. 35 ot 30I1.

KoMucusaTa ycraHoBH, de fo kpaifaus Cpox 3a NopaBaHe Ha odepTH, ca nocTsiniy ohepry oT
CHEANUTE YYACTHHIIH:
o ,,Codapma rpeiignar® AJL
+ _b. bpayn Mmeqnkan” EQOJ
o, Doonnxe @apma“ EGOJ

Ha 3acemanuero He IPUCHCTBAXA HPRCACTABHTCIIE Ha YYACTEHIWTE H NOPCICTABHTENH HAa
cpejcTRarta 3a MacOR(Q OCBEAOMABANS HHH APYIH JHIE.

I. KOMUCHSATA nprcThIM KBM pasriaexaane Ha odepTHTE B pefa Ha TAXHOTO HOCTHIIBAHE:

1. Odepra c pxomsm Ne VII-16-3, nocrenmima Ha 17.07.2015 . 3 11,50 waca 3a ofocoBenu
nozuun Ne 5, 7, 9, 11, 14, 15, 16 u 18, Cemara e nojanena ot ,,Codapma tpeiiguar” AJl, EUK
103267194, cwe cepanuuie u anpec Ha ynpasnerue: rp. Codus, 1756, yia. ,JIsuesap Cranuen™ Ne 5,
Codapma Buzmec Taybpe, Crpaga ,,A”, er. 12, ten. 02 8133660, dakc: 02 8133666, e-mail:
office@sopharmatrading bg, npencrasmisaga or Jumursp JuMurpos upez Maprapura Teopruesa -
IIBIHOMONIIHHK, .

UnenoseTe Ha KOMHCHSTA TNOJANHCAXA IIMKA HA YYacTHHKA., KOMHCHATA OTBOPH TUIHMKA U
KOHCTATHPA HAJMIME HA HEMPO3padHi 3areuaTany IIHKoRe, KakTo cnensa: Tinnkose Ne 1 - geem Opos,
HoxymenTtu 3a nopbop 3a o6ocobenn nosunuur Ne 5, 7, 9, 11, 14, 15, 16 n 18, [Inuxose Ne 2 - ocem Gpos,
TEXHHYCCKH NPeLIOKEHHA 32 U3IILIHCHHE HA HopbuKata 3a obocobeny nosmuvu Ne 5, 7, 9, 11, 14, 15, 16,
u 18 u Ilnuxose Ne 3 — ocem Gpos, ueHoBy npenaokeHns 3a obocobenn noswuyn Ne 5, 7, 9, 11, 14, 15,
16 1 18.

HileHOBETE Ha KOMUCHSTa TOATINCAaXa INTHKoBe No 3.

Unenosete Ha Komucnara nmommucaxa mmmkoBe Ne 2 ¢ TeXHHYECKUTE NPEUTOKEHHS 34
M3ITBIHEHHE HA NOPLYKATA, CHOTBETHO 3a obocobenu mozmmun Ne 5, 7, 9, 11, 14, 15, 16 u 18, orBopuxa
'Yl ¥ BCHYKN JOKYMEHTH ChIbKanii ce B TAX Ce IOXNHCaXa.

Komucusata orBopr mnukoBe Ne 1, omoBecTH JOKYMEHTHTE CHABDKANIA C€ B TIX H IPOBEpDH
CHOTBETCTBHETO MM Che CTIUCHKA 1O Wik, 56 an. 1 1, 14 o1 3011

Ha ocnopanue un. 23 an. 4 or 3axkoH 3a ThprobBekus perucrsp, KoMucHsaTa H3BBPUM CTyKeOHA
TMpoBepKa 3a JHNcata Ha ernucann obcrogrencrsa — Hecwerosrennoct u JlukBupaanms W Opwosku
pasnedaTa OT H3BBPIHEHATA IPOBEPKa.




2. Odepra ¢ Bxomauy Ne VII-16-4, moctemmma wa 17.07.2015 r. 8 12,55 uaca, mopmaneHa 3a
obocobenn nosuuun Ne 1, 2, 3, 5, 6,9, 13, 14, 15, 16, 17 u 18 ot "®@LOHHUKC ®apma™ EQOQJ ¢ EHK
203283623, cepanmmue u ampec Ha ynpasinenme: rp. Codms, 1K 1700, paiion Cryaedrckn, yiL.
»OKONOBPBCTEH 6T 199A, TEN. 02 9658873, taxc 02 0658828, e-mail:
kr.nikolaevi@phoenixpharma.bg, npexcraenssano ot Pyxuna Kopen, Tomucnas Kusanopwy, Becenuu
Kynes u IOmman Hepemues - ympasurenn, upes Kpacumup Hukomaes u 3opumua Pomopa —
II'BJIHOMOIITHHITH,

Hnenosere #a KOMWCHATA TIOANMCAXa IUIHKZ Ha Yy4acTHWKa. KOMECHsra OTBOpH IUIHMKA M
KOHCTAaTHpa HaIM4We Ha HelpO3payHy 3ancyataHy [UIHKOBe, KakTo creasa; [lnukose No 1 - nsanagecer
opos, Hoxymentu 3a roabop 3a oGocobenn mosuumn Ne 1, 2, 3, 5, 6,9, 13, 14, 15, 16, 17 u 18, [Tnukone
Ne 2 - apananecet Opos, TEXHHYECKH NPEATOXCHHUS 34 H3MBIHEHNE Ha IOPHYKATA 38 060CO0EHH NIO3HIHN
Nel 2,356,913, 14,15,16, 17 1 18 u Ilnuxose Ne 3 — neananecet Gpos, NEHOBU NPEAJIOIKCHHS 3a
obocobern mosummu Ne 1,2, 3,5,6,9, 13, 14, 15,16, 17 2 18.

UneHoreTe Ha KOMHCHATA MTOIHcaxa ruskose Ne 3.

Unenosete Ha KomucemsaTa monamucaxa rumkoBe Ne 2 ¢ TeXHHYECKHTE [PEIIOXKEHHS 34
H3NBIHEHHE Ha NOPhYKATa, ChOTBETHO 3a 00ocobenn mozumuu Ne 1,2, 3,5, 6,9, 13, 14, 15, 16, 17 1 18,
OTBOPHXA I'M ¥ BCHYKH NOKYMEHTU ChALPIKAIIHN CE B TAX € HOAMHCAXA.

Komucusara oTBOpH mmKoBe No 1, omosecTw JOKYMEHTHTE CHABPXKAIIH C€ B TAX U HPOBEPH
CBOTBETCTBHETO MM ChC CIIHCHKA 110 W 56 an. 1 1. 14 ot 3011

Komucusita pasnedatra 0T THProBCKHsl PerHCTHP AKTYAIHO CBCTOSHHE Ha  YJaCTHHKA
"OLOHUKC ®apma"™ EOO,

Ha ocropanne un. 23 an. 4 ot 3akoH 3a Thpropexus peructsp, KOMHCHATA H3BLpUM crnyxebHa
IpOBEpKa 3a nuncara Ha BOucaru oOctosTenciBa — Hecherogrensocr u Jlukemmamvs ¥ mpHIONKH
pasneuaTka OT U3BbpIlIeHaTa IPOBEPKA.

3. Odepra ¢ pxomaw Ne VII-16-5, moctenuna wa 17.07.2015 r. 8 13,33 y. Crmiara € nogagena or
»b. bpayn Menpuxan” EOQOJ, EMK 175016820, cpc cemanume u aapec Ha ynpaencuue, rp. Codus
1528, 6yn. , Xpucrodop Komym6” Ne 64, crpaza A2, oduc 111, ten. 02 8076740, daxe 02 9743083 u 02
9753999, e-mail: teodora.rukova(@bbraun.com u veneta.petkova@bbraun.com, npeacTaBigBaHo OT
Xoper Xaitun Hhoep u Onurwp [layman, 3aeamo, upes [eThp Acenos - TBIHOMOMIHUK.

UneHopeTe Ha KOMUCHATAa NOANMcAaxa NAMKAa Ha yuacTHHKA. KoMmucuara OTBOPH IINEKA U
KOHCTATHPA HANYYHE HA HEMPO3PAUHM 3alleuaTaHd IIMKOBE, KakTo cineasa: IDnukose Ne 1 - tpu Gpos,
HoxymerTH 3a nondop 3a obocobenn mozumum Ne 1, 5 1 12, Imukose No 2 - Tpn Opost, TeXuuyecku
NPEAJIOKCHHS 32 H3IBIHEHHE Ha moppyKara 3a 06ocobenn nosunun Ne 1, 5 1 12 u [Tnukose Ne 3 — 1pu
Opos, nenorn npeanoxenns 3a ofocobenn nosumuy Ne 1, 5 u 12,

YneHoBeTe Ha KOMHCHSTA O/ rMcaxa mukose Ne 3.

Hnenopete na KomucHATa Moanucaxa INMKOBE Ne 2 ¢ TeXHUYECKUTE HNpeIOKEHHS 3a
M3TBIIHEHHE HA IIOPhYKata, CHOTBETHO 3a 00ocobeHM moszuimu Ne 1, 5 u 12, oTBOpUXA rM W BCHYKH
JOKYMEHTU ChABPMAIIM CC B TAX C€ HOJIHCcaxa.

Komucnara orsopy nnukoBe Ne 1, oTOBECTH AOKYMCHTHTE CBABPKAIM CE B TAX H TPOBEPH
ChOTBETCTBUETO UM CBC CTIMCHKA 110 wi, 56 an. 1 1. 14 ot 30I1.

Komucuara pasnedara ot ToLprosekus perucThp akTyalHO CHCTOSHYE Ha YYaCTHHKA ,,B. Bpaym
Memurkan” EQOO/IL.

Ha ocroBaune 4un. 23 am. 4 ot 3axon 3a Teprosexus pernctsp, KoMucusra u3sspinm ciyxebHa
I(pOBEPKa 3a JMAcaTa Ha BOMCaHH obcrogrexcTBa — Heckcrostennoct u JIuxBuoaldsd H HPUIONH
pasnedarka OT H3BbPHICHATA TTPOBEPKA.

C Topa KommucHATa IpHimoys nybnwydaTa 4acT oT paborata CH M TIPOABKE B 3aKPHUTO
3acemanye.

KoMucusira xouncrarupa, 4e ca HaAWYHH W pPEJOBHM H3UCKYEMHTE AOKYMEHTH HAa
y4acTHHUMTE. Y49acTHHKET ,,PbOHHKC ®apma* EOOQM e BHechl nmapyysa rapaHiys 33 YUACTHC B
pasmep 1 456,00 /xunana 4eTHPHCTOTHH METHECET U HecT/ 1B, MpH HeOOXONHMA Iapalius B pasMep Ha
451,00 /MeTHPUCTOTHH NETASCST U eI/ 1B.



Komucuara pewn:

Hajpaecenara cyma OT napuqgara rapaduus 3a ydacTHe Ja ObJie BH3CTAHOBEHA Ha
yuacthaka ,,bOHUKC ®apma“ EOO/L.

Honycka ,Codapma rpeiipuur” ANl po yuwacrtue B nponeaypa ¢ npeaMet: “HJocmaera na
MeOUKRAMeRmu RO 000cobenn nosunuu 3a uyxycoume na bomuna “Jlozeney” 3a nepuod om 12
Mecena 3a o0ocoOeny mo3unnu Ne 5, 7,9, 11, 14, 15, 16 u 18.

Jonycka ,,@bOHHKC Papma®* EQOJ no yuactue B npoueaypa c apeaMet: “Hocmasxa na
Meouramenmu no obocodenu nozuyuu 3a Hyyncoume na boanuya “Toseney”” 3a nepuod om 12
Mmecea 32 obocobenn nosumur Ne 1, 2, 3,5,6,9, 13, 14,15, 16, 17 u 18.

Honyexa ,,b. Bpayn Mennkan” EOOM no yuactre B nponeaypa ¢ ripeamer: “HJocmaska Ha
MmeQuxamenmu no obocobenn nozuuun 3a uyncowme na Bomnuna “Jlosenen”” 3a nepuod om 12
mecerga 3a 0bocoOenn nozpuuun Ne 1, 51 12,

II. Komucusta B mbiaes ChCTaB NPOABLIDKM CBOATa paboTa ¢ PasTiekKJ@aHEe HA TeXHAYSCKUTE
APEAIIONEHYS Ha YHACTHHIUTE.

KomMHcuATA KOHCTATHPA, Ye:

1. Yuactuukst ,Codapma rpeiinunart AJl e npeAcTaBui CIeAHUTE TEXHHUECKH TPENTIOKEHUS:

- 3a obocobena mozuims 5 ¢ obepupan meankamenta Manuton uimdys. P-p 15 % 500 ma o
Ganxa, ¢ npowseoauTen BBraun Melsungen AG, cpox Ha nocraBka - 1 /epus/ xgen, ripencrapesn ca
ACKNAparyy, ye JeKapcTBeHUTe NPOAYKTH ¢a BKAIOUeHH B [IO3HTHBHHS NEeKapcTBEH CIHCHK, aKTyaleH
KbM Aarata Ha orBapsHe Ha K Ne 1 m 2 oT odeprara, Ue eAMHHMUHATa 1ieHa Ha odiepupaHus
NEKAPCTBEH [POAYKT He HaABHINaBa CTORHOCTTA 3@ MApKa /Kaxcyna, PIakoH, cak, TabieTka # T.H. B JIB. €
JAC, msukcnena Ha Gasa pedepentna croifiwoct za DDD /repanestusen kype/ or [lozmrussmsr
MeKapCTBEH CITUCHK, aKTYaNeH KbM AaTaTa Ha oTeapsHe Ha UK Ne 1 u 2 oT odeprara u Jeiapanus 3a
OCTATBhYUEH CPOK Ha TOOHOCT Ha opepHpaHud MPOAYKT He no maiko ot 60 % /imectaecer npougHTa/ OT
o0SBeHHs OT MPOM3BOAMTENS, KbM Jarata Ha BCAKa JOCTaBKA, YJAaCTHHKBT HsiMa Ha H3IION3Ba
HIO/IN3ITBIHATENN TP U3MTBLITHEHUETO Ha ITOPHYKATa.

- 3a ofocobena mosuumsa 7 ¢ odepupan MmeauxaMmenra Mecompan 40Mr, ¢ IpoU3BOANTEN
Pharmaceutical Works POLPHARMA S.A., cpok Ha fAoctapka - 1 fegws/ JenH, npelcTaBeHH ca
ACKIapalliy, e JeKapcTBeHUTe MIPOAYKTH ca BKIIOYeHH B [1O3MTHBHHMA JeKapCTBEeH CHHCEK, aKTyaJieH
KbM jlarara Ha OTBapsHe Ha WK Ne 1 ¥ 2 or odeprara, 9e eAWHuYHAaTa LIEHA Ha O(epUpaHus
JIEKapCTBEH IMPOAYKT HE HA/RKHIIARA CTOMHOCTTA 28 MsipKa /kancyna, §rakoH, cak, Tabierka ¥ T.H. B B. ¢
JIAC, wmiumcrena na Oasa pedepenrHa croiinoct 3a DDD /repanmertuuer kype/ ot [HozuTUBHMAT
JICKAPCTBEH CIIHCHK, aKTyaIeH KbM JaTaTa Ha oTsapsHe Ha mnuk Ne 1 u 2 or odeprara u gexknapanus 3a
OCTATBLYEH €POX Ha MOJHOCT Ha odepupaHus OpoLyKT He Ho Manko oT 60 % /mecrieceT npolenrta/ or
obsiBeHus OT [MPOM3BOJAMTENS, KBM JjataTa Ha BCAKa JOCTaBKa, YYACTHHKBT HiAMa Ja H3N0N3Ra
NOJH3ITBIHATEIH [TPH H3TBIHCHHETO HA HOPBIKATE.

- 3a obocobena nosunus 9 e ofepupan MequkaMenta MeTuwnnpeaausonon amir. 40Mr + pa3iTe.
Imin, ¢ nponzsoguten Codapma AJl, cpok Ha JocTaBka - | /emun/ IeH, IpencTaBeHH ca ACKIapanyay, ue
NeKapCTBEHHTE IPOJYKTH Ca BKHOYCHH B [JO3UMTHBHUS JiEKapCTBEH CIHMCHK, AKTYAJICH KBM Hatara Ha
oreapsue Ha miik No 1 u 2 or ofeprara, He eAHHHYHATA IcHA Ha oepHPaHUs JEKAPCTBEH IPOAYKT HE
HaABHINaBA CTOHHOCTTA 3a MspKa /Kancyna, ¢raxod, cak, TabieTka U T.H. B 1B. ¢ JIJC, u3uicnena Ha
faza pedeperTHa croliHocr 3a DDD /repamertmven xype/ oT [TOIWTUBHUAT NEKAPCTBEH CIHCHK,
aKTyasieH KbM AaraTta Ha orsapsHe ma TAuK Ne 1 U 2 oT odeprarta W Aexiapallis 3a OCTaTHUSH CPOK Ha
roguocT ma odepHpaHHs MpoXYKT He To Manxo ot 60 % /mectpecer npoueHtd/ otf 00SBEHHA OT
MPOHM3BOAUTENS, KBM JATATA HA BCAKA JOCTABKE, YYACTHHKBT HiMa Ja HRII0NI3Ba TIOJU3NBIHHTENN TIPH
U3IMBIAHEHHUETO HA MOPHUKATA.

- 3a obGocobena mosumua 11 ¢ odepupan menukamenTta llporpad kamc. 1Mr, ¢ NPOUIBOAMTEN
Astellas Pharma d.0.0., cCpox Ha ocTaBKa - | /equn/ ned, NpeAcTaBeHu ca AeKnapaltiH, Je AcKapCTRCHUTE
NPOAYKTH €A BKIIOUYCHH B [JO3HTHUBHAS CKAPCTBEH CHHCEHK, aKTYaJIeH KM JaTara Ha OTBapsHe Ha IUIHK
Ne 1 u 2 or opeprara, ye eaMHHuHATa LeRa Ha odepupaHus JeKapcIBEeH MNPOAYKT He Ha/BHIIaBa



CrofinocTTa 3a MApKa /Kancyna, ¢uakon, cak, tabmerxa u T.H. B aB. ¢ JJIC, m3zumcnena na Oaza
pefeperTHa cToiiHOCT 3a DDD /repanesTiueH kype/ oT TIO3UTHBHUAT JIEKApCTBEH CHXCLK, AKTYAJICH
KbM Jarata Ha orsapsane Ha noiuk Ne 1 ¥ 2 ot odeprara # Jeknapaius 3a OCTATHYEH CPOK Ha TOJHOCT Ha
oQepHpaHHA MPOAYKT He 1o Manko ot 60 % /mecTaeceT APOlIeHTa/ 0T OBABEHHSA OT IPOH3BOAKNTENS, KBM
Aarara Ha BCAKA JOCTABKa, Y4acTHWKXBT HAMA Ja M3MON3Ba MOMM3TBJIHUTENH HPH H3IbIHEHHETO HA
TTOPBYKATA.

- 3a obocobena nosumag 14 e ofepupan mepukamenra JJEKC-TOBPHH, kanku sa oum, Smn c
npoussoanten Axtasuc EAJl, cpox Ha gocTapka - 1 /exmu/ nen, NpPeACTABCHH Ca AEKaapal(Hu, dye
NEKapeTBEHHUTE NPOAYKTH €4 BKIOYCHH B [IO3UTHBHHUSA HeKapCTBEH CITUCHK, aKTYAICH KBbM J4Tata Ha
oTBapsHe Ha WIMK Ne 1 u 2 oT oepTata, He eqummanara neua Ha odepupanus JTeKapeTBEH NPOAYKT HE
HajBMHIaBA CTOMHOCTTA 3a MspKa /kamcyna, (prmakoH, cak, TabmeTka u T.H. B 18, ¢ JJIC, w3uuciena wa
faza pedepeHTHa cToiiHocT 3a DDD /frepanerruden xypc/ oT IIOSHTHBHHAT NEKAPCTBEH CIHCEHK,
aKTyaJieH KbM JiaTaTa Ha oTBapsHe Ha MK Ne 1 1 2 ot oeprara u jexinapanus 3a OCTATHUCH CPOK Ha
rofHocT Ha odepupanus NpoAyKT He no Manko or 60 % /mectmeceT nponeHta/ orT 0bsABEHUS OT
TIPOM3BOJHTENS, KbM JIaTaTa Ha BCHKA JOCTABKA, YHACTHHKBT HAMA Ja H3UON3BA HOJH3ITBIHUTENM FPH
H3ITBAHEHRETO Ha TIOPBYKATA.

- 3a obocobena nozunus 15 e odepupan mexukamenta TOBPUH, xanku 3a oum, 0,3% 5mn c
npon3Boguten Akxrapuc EAJl, cpok Ha focraBka - | femus/ Aew, npejacTasBeHu Ca AeKIapaluH, ge
NeKapcTBeHHUTE TIPOAYKTH ca BKIIOUCHH B [IO3UTHBHHSA JEeKAPCTBEH CHHCLK, aKTYAlICH KbM JaraTa Ha
orBapsHe ra WK Ne 1 1 2 o1 oeprara, e eUHHYHATA [eHA HA OpepUpaHui NeKApCTBEH NPOLYKT HE
HABUINABA CTOHHOCTTA 3a MApKa /kancyia, ¢akos, cak, tabaerka # T.H. B 8. ¢ JJIC, u3uucnena na
faza pedepeHTHa cToHHocT 3a DDD /repanertutuen xypc/ ot Ilo3WTHBHUAT JNEKAPCTEREH CIHCEHK,
aKTyaleH KbM AaTata Ha oTBapsHe Ha muk Ne 1 u 2 ot odeprara u ASKIApalids 38 OCTAThYCH CPOK HA
ropgHocT Ha odepupanus OpoAyKT He mo manko ot 60 % /mectaecer mponeHTa/ 0T OGABEHHA OT
NpPOM3BOAUTEN, KbM [aTaTa Ha BCAKa JOCTaBKa, YUACTHHKGT HAMA Ja U3ION3Ba NOAH3IBIHUATCIH [IPH
M3IBAHCHUETO Ha MOPBYKATA.

- 3a obocobera rozvips 16 e ofepupan mepukamenta TPAMAJITHH amn. SOMr/mvn 2 mi, ¢
npoussozuten Codapma AJl, cpox Ha gocTaBka - | /exuH/ JeH, NpencTaBeHM cd ACKNapalldy, ue
TEKAPCTBEHNTE TIPOJYKTH ca BKIIOUCHH B [lO3MTHBHHS NEKapCTBEH CITMCHK, aKTYalieH KbLM JATATA HA
orpapsue Ha HK Ne 1 u 2 or odeprata, 4e eNHHUYHATA IICHA HAa OQEPHPAHUs JeXapcTReH NPOAYKT He
HAABHINARA CTOHHOCTTA 3a MsApKa /xarcyna, (aaxoH, cak, Tabnerxka u t.i. B jB. ¢ JUIC, nsuncnena Ha
Oaza pedepentna croiinocr 3a DDD /repanesrumuern xypc/ of Ilo3UTUBHUST NEKapCTBeH CHHCHK,
aKTyaJIeH KbM jAaraTa Ha oTBapsiHe Ha MK Ne 1 m 2 ot odeprata M Zexnapaiins 3a OCTATHYECH CPOK Ha
FOAHOCT Ha o(epHpaHus NPOAYKT He Io Manko oT 60 % /mecraecer mpomeHTta/ oT o0sBeHus oT
TIPOMSBOAMTENS, KbM JaTaTa Ha BCIKA JOCTaBKa, YYACTHHUKHT HAMA [Ja W3NON3Ba MOKM3IBIHUTENM MPH
W30'BJIHEHUETO Ha NOpbUKaTa.

- 3a obocobena nosunus 18 e odepupan Mexuxamenta [UTIPO®IIOKCAIIMH 16. 500Mr, ¢
npoussoauten Codapma AJl, cpok Ha jgocraBka - 1 /egun/ HeH, NpeAcTaBeHu ca ACKiapally, de
NeKApCTBEHUTE HPOAYKTH ca BKIIOYEHHU B [103UTHUBHMS NEKapCTREH CIHMCLK, akiyajies KbM jAatara Ha
oTeapsaHe Ha Wik Ne 1 u 2 ot oepTara, ye enuHUYIHATA IleHa Ha OQEPHPAHKSL JIEKAPCTBEH MPOAYKT HE
Ha[BHIIaBa CTOMHOCTTa 38 MsipKa /Kamcysa, (IakoH, cak, Tabierka u T.4. B iB. ¢ JJIC, usuuciena na
faza pegepertHa croiinoct 3a DDD /frepanestudes kype/ oT ITOSHTHBHHAT JNEKAPCTBEH CHHCEK,
aKTyaJleH XbM JlaTaTa Ha oTBapsaHe Ha MK Ne 1 u 2 ot odieprara ¥ AeKIaparus 32 OCTATBYEH CPOK Ha
TONHOCT Ha odiepHpaHusl HNPONyKT He 1o maiko or 60 % /imectmeceT mponeHra/ oT oOsBeHHS OT
NpOU3BOAUTENS, KBM JaTata Ha BCSKA JOCTAaBKa, YUAaCTHHKBT HAMA JA H3T0J3BA TOMH3IBIHHTENH NIPH
H3ITLIHEHHETO Ha MOPhYUKATA.

Kommcudara pasrieia TeXHUIECKUTE NIPE/UIOKeHHs, #a yyacTuuka ,,Codapma tpedianur® AJl u
YCTAHOBH:

- oepupannTe MeANKaMeHTH 3a obocolenu mosummu Ne 5, 7, 9, 11, 16 u 18 oTrosapsar #Ha
TeXHudeckara crequ(ukamys U H3UCKBaHUATA Ha Br3moxuTend H ca BKIOUeHH B IlosuTuBHHA
JIEKapCTBEH CHHCHK, aKTYAJIeH KHM JaTaTa Ha OTBapaHe Ha MK Ne | 1 2 oT odepraTa.



~ o(heprpaHuTe MEAUKAMEHTH 3a 06ocobeny mo3uipu Ne 14 1 15 ne OTroBapsT M3HCKBAHUATA Ha
Branoxurens — He ca BKuouenu B [To3uTueamg NeKapcTBEH CIMCHK, aKTYaleH KbM JATaTa Ha OTBapsHe
Ha muk Ne 1 u 2 or odeprara.

Karo s3e npensua roproto Komucusra peun:

Homycxa no yuactne ,,Codapma Tpeiiquur® AJl B mpoleaypata 3a Bb3jaraHe Ha obuecTsena
HOphYKA ¢ mpeaMer: “Jocmaska na meouxkamenmu no o6ocobenu nozuyun 3a uyncoume na boannya
“Hozenen”“ 3a nepuoo om 12 smeceya 3a oGocobenn nosunuu Ne 5,7,9, 11, 16 u 18,

)

Ha ocxopanme wr. 69 an. 1 1. 3 or 3001 npenara Ha Bp3noxuTens Ja OTCTPaHHM YYacTHHKA
»Cothapma Tpefigunr“ AJl or ywacTHe B npoleAypara 3a BB3JAaraHe Ha OOIECTBEHA HOPHYKA €
npenmer: “Aocmasxa na meduxamenmi no obocobenu nosuwuu 3a uyscoume na Bomnuya
“Hozeney”" 3a nepuod om 12 smeceya 3a obocobenu noswiuu Ne 14 1 15.

D

2. VYuactHukeT ,P®bOHRKC ®apsa® EOOM e mOpeAcraBult clegHuTe TEeXHUHECKH
[PEJUIONEHHS:

- 3a obocobena mosuuus 1 e odepupan menmxamenta Kalium chloratum amp. 14,9% 10 ml ¢
npousgogutTen B.Braun, cpox ma gocraBka - | fexmn/ meH, TpelcTaBeHu ca ACKIapalMH, ue
NEKAPCTBEHHUTE NMPOAYKTH ca BKIIOYCHH B [IO3HTUBHHS JIEKAPCTBEH CIIMCHK, aKTYAJCH KBM JaTara Ha
oTBapsixe Ha nauk Ne I u 2 ot oheprata, Ue eqUHUAUHATA [ieHA Ha Odepupatns JeKapcTBEH HPOAYKT HE
HaJBU1IAaRa CTOHHOCTTA 3a MApKa /karicyna, ¢iaxos, cak, TabieTka u T.H. B 8. ¢ AJIC, n3uncnena na
Oaza pepepentHa croiinoct 3a DDD /repanertmwen xypc/ or TIOZMTHBHHAT JIEXapCTBEH CHOACEHK,
aKTyaJicH KbM JaraTa Ha OTBapsiHe Ha MK Ne 1 B 2 oT odeprata u mexnapanng 3a oCTaThYSH CPOK HA
rojuoct #Ha oepupaHds NPOXyKT He Io Manko oT 60 % /mecrthecer mpoieHTa/ OT O0ABEHHS OT
IIPOM3BOINTENS, KbM JaTara Ha BCSKa J0CTaBKa, YUAaCTHHKBT HAMA 43 W3NON3Ba HOTH3IBAHUTENH TIPH
W3MBAHEHUETO Ha TOPHYUKATA.

- 3a obocobena no3umus 2 ¢ odeprpad MefukaMenTa Xanax tabl. 0.25 mg x 100 ¢ nupomssoutes
Pfizer, cpok Ha moctapka - 1 /enun/ jeH, MPEACTABEHH ca JCKIapalliy, Ye NeKApCTBCHHTE MPOAYKTH ca
BKIMIOUEHN B [IO3MTUBHHUS JeKapeTBEH CNUCHK, aKTyaleH KbM JaraTa Ha oTBapswe Ha mmk Ne 1 u 2 or
ofeprata, 4e enuHMUHATA LicHA Ha OMCPHpPAHUS NEKapCTBEH NPOAYKT He HaABHINABA CTOHHOCTTA 3a
MApKA /Kancyla, (pIaKoH, cak, Tabnerka u T.4. B 1B. ¢ JIJJIC, uzaucirena Ha 6a3a pedepenTHa CTOHHOCT 3a
DDD /repanestiuen xypc/ oT JTO3HTHBHHAT JIEKapCTBEH CIIHCHK, aXTYAIEH KbM JIATATA HA OTBAPAHE HA
kK Ne 1 1 2 ot odiepTara 1 AeKIapamus 3a OCTaTHYEH CPOK HA IOJHOCT HA O(EPHpPARES IIPOAYKT He TIO
Manko ot 60 % /mrectaeceT MpoileHTa/ 0T CONBEHMUA OT IPOU3BOAMUTEN, KM JATATA HA BCAKA JOCTABKA,
YYACTHHKBT HAMA JIa M3N0/I3Ba HOJU3IBIHHTENH [IpH H3TBIHEHUETO Ha IOPBUKATA.

- 3a obocobeHa nosunus 3 ¢ odepupan MenukaMmenTa Xanax tabl. 0.5 mg x 100 ¢ nponzroanTen
Pfizer, cpox Ha focrtaska - | /enHH/ NeH, NPENCTaBEHH A AEKNAPAIHY, € JIEKAPCTBEHHTE IIPOJYKTH ca
BKIIOYEHH B [O3UTHBHES NEKapCTBEH CIHCHK, aKTyaieH KbM HATATa Ha OTBapsAue Ha Jumak Ne 1 w 2 or
ofeprara, 4e eIMHHYHATA NcHa HA O(EpHpaHUA JIGKApCTBEH NMpPOAYKT HE HAABHINABA CTOHHOCTTA 32
MApPKa /Kancyna, (pakoH, cak, Tabrerka i T.H. B 8. ¢ JJJC, uzurcnena na Haza pedepeHTHa cToMHOCT 34
DDD /repanesruyen kype/ oT To3UTHBHUST NeKapcTBEH CHUCHK, AKTYANIEH KbM NaTaTa Ha OTBapsHe Ha
Mk Ne 1 1 2 oT odepTara u Jexnapaims 3a 0CTaThUCH CPOK HA FOZHOCT Ha OhEPUpPaHus MPOXYKT HE MO
Manko o1 60 % /mecTaeceT npoueHTa/ OT o0MBEHHs OT TPOM3BOANTEN, KbM JATATA Ha BCAKA JOCTABKa,
YJACTHHMKBT HAMA J{a H3[0/13Ba TOAWIIBIIHUTEIH IPH W3ITHIHEHUETO Ha TIOPBUKATA.

- 3a 0bocoOena no3unuA 5 e ofepupan MegukaMenTa Mannitol sol. 15% 500 ml ¢ mpoussoauTen
B.Braun, cpox na noctaska - 1 /exun/ feH, npeacTaBeny ca JeKIapaliy, Ye JeKapeTBeHUTE IPOLYKTH Ca
BKIIOYEHH B I[O3HTHBHEA JIEKAPCTBEH CNHCHK, aKTyaNeH KBM JATATA Ha OTBapsHe Ha IuHk Ne 1 u 2 ot
obeprara, u¢ eJUHHYHATA TeHa Ha oepypaHus JIEKapCTBeH IPOAYKT HEe HaABHMHIABA CTOHHOCTIA 3a
MaApKa /kaficyna, (JakoH, cak, Tabnerxa ¥ T.H. B aB. ¢ JIJIC, uzunciena Ha 6a3a pediepenTHa cTOMHOCT 3a
DDD /repanerTtieH Kypc/ oT IIo3UTHBHUST NEKapCTBEH CHHCHK, aKTYaleH KbM [JAaTaTa HA OTBAPSHE HA
ik Ne 1 1 2 ot odeprara u geknapalsss 3a OCTATEYEH CPOK Ha FOAHOCT Ha oQepupatus IpoykT He 110
manko ot 60 % /mectaeceT mpouenta/ ot 00ABEHUA OT IPOU3BOJMTENS, KLM JATaTa Ha BCAKA JOCTABKA,
YYaCTHHKBT HsIMa Ja M3IOJ3RA HOAN3IBIHKTCIH IPH H3IBITHEHHETO HA FOPHUKATA.



- 3a ofocolena mo3unusA 6 e obepupan Menukamenta Emanera tabl. 20 mg x 14 ¢ npoussogmTen
KRKA, cpox Ha gocraeka - 1 /enus/ AeH, Ipejicrapgenn ca ASKIapaii, ¢ JeKapcTREHHTE NIPOYKTH ca
BKJIOYEHH B [103MTHBHIS NEKapCcTBEH CHHCHK, aKTyaleH KbM AaTaTa Ha OTBapsHe Ha miuk Ne I u 2 ot
oepTaTa, 4e eIMHHUHATA IleHa Ha oQepupaHHs NeKapcTBEeH MPOAYKT HE HaABHIIABa CTOMHOCTTA 3a
MApPKa /Kalncyna, IakoH, cak, Tabnerka 4 T.H. B 8. ¢ JJJIC, uzuncnena na 6aza pedepertHna CTOMHOCT 3a
DDD /repaneBtuden Kypc/ oT [103UTHBHUAT JleKapcTBeH CHUCHK, aKTyaleH KbM HaTaTa Ha OTBapsHe Ha
ik Ne 1 u 2 ot odeprara u xexstapans 3a OCTATHYCH CPOK HA FOJHOCT HA 0ePHPAHUS TIPOIYKT HE IO
Manko ot 60 % /inecTaeceT MponieHTa/ oT 00sBEHNs 0T NPOU3ZBOANTENS, KM JAaTATa Ha BCAKA JOCTARKA,
YYACTHHKBT HEMa Ja W3M0J3Ba NOAM3IBIHATEIH HPH H3'BITHEHHETO Ha TOPHUKATA.

- 3a obocobena nozunus 9 € odepupan menukavenTa Emanera tabl. 40 mg x 14 ¢ mpoussoguren
KRKA, cpox ra gocTaBka - 1 /equH/ aeH, NpeAcTaBeHy ca ACKIAPAIIHU, Y€ NEKAPCTBEHUTE NPOYKTH ¢a
BKJIXOUCHH B [[O3WTHBHH NEKapCTBEH CIHCHK, AKTYANEH KbM JaTara Ha OTBapsHE Ha miwx Ne 1 u 2 ot
oepraTa, Ue eAMHHUHATA LieHa HA Odepupanus JEKAPCTBEH HMPOAYKT He HagBHIUABa CTOMHOCTTA 3a
Mapka /xaricyna, guakou, cak, Tabnerka # T.1. B 8. ¢ JJJIC, nauncnena wa Gaza pedepentHa cTORHOCT 33
DDD /repanestuden kype/ or [Io30THRBHAAT NeKapCeTBeH CHHCHK, aKTyaleH KhbM HaTara Ha OTBapsHE Ha
K Ne | u 2 oT odepTarta ¥ FeKIapald 3a OCTaTh4eH CpOK Ha FOJHOCT Ha 0(epHpanns [POHYKT HE T0
Manko ot 60 % /mecTAeceT MponeHTa/ OT 00SBEHHA OT NPOU3BOAMTENS, KbM JATaTad Ha BCAKA JOCTABKA,
YYaCTHHKBHT HAMA J1a H3IIOI3BA TOAH3IBIHMTENH NP U3NBIHCHACTO HA NOPHUYKATA.

- 3a obocobena mo3unms 13 ¢ odepupan meaukamenta Azibiot tabl. 500 mg x 3 ¢ npouspoauTen
KRKA, cpox Ha gocraBka - 1 /enun/ aen, npejcTaBeny ¢a JEKIapalyiy, Yye JeKapeTBEHUTe MPOAyKTH ca
BKIMOYeHH B THOBWTHBHUSA JIEKAPCTBEH CHHUCHK, aKTYAICH KbM Jarara Ha oTBapsiHe Ha kK Ne | B 2 or
o(eprara, 4e efMHHYHATA LeHa Ha odepupanus IEKapCeTBSH POAYKT HE HAJBUINABA CTOWHOCTTA 34
MsApKa /rancyina, Gprakol, cak, TabneTka ¥ T.H. B 1B. ¢ JJC, n3uuciera Ha 6a3a pedepenTHa cTolHOCT 3a
DDD /repanesTutdeH Kypc/ ot ITO3HTHBHMAT JEKaPCTBEH CIHCHK, aKTYANEH KBM JATATA HA OTBApSIHE HA
ik Ne 1 1 2 ot odeprara 1 gexiiapanus 3a OCTaThYeH CPOK Ha TOJHOCT Ha oepHpanus IPOAYKT He IO
Manko ot 60 % /nrectaecer npoienTa/ 0T OOSBEHNUA OT HPOH3BOJHTENS, KM JlaTaTa Ha BCAKA JOCTAaBKa,
YYACTHUKBT HAME Ja U3TI0N3Ba HOAU3IIBIHUATENHN IIPH H3ITBIHEHHETO Ha HOPhUKaTa.

- 3a obocobena no3unus 14 e odepupan megukaventa Tobradex coll. 5 ml ¢ npouseonuten
Alcon, cpox Ha mocraska - 1 /epun/ neH, npeicTaBeHu ca AeKNapaidi, de JIeKapcTBeHUTe IIPOJYKTH ca
pruodenn 8 1103UTHBHES JIEKAPCTBCH CITHCHK, aKTyasieH KbM JlaTara Ha OTBapsHe Ha MmAK Ne 1 v 2 ot
odeprara, 4e eJMHMYHATA HEHA Ha OhEpHPAHUS JIEKAPCTHEH TPOLYKT HE HANBHNIABA CTOMHOCTTA 3a
MspKa /kancyna, ¢piakoH, cak, Tabnerka u T.H. B B. ¢ JJJC, u3uncnena Ha 0aza pedepeHTHa cTOHHOCT 32
DDD /repanestiyeH Kypce/ oT [o3UTHBHRAT NeKapCcTBEH CIMCHK, AKTYLIEH KBM JaTaTd HA OTBAPSHE Ha
K Ne 1 1 2 o1 ofepraTa H AeKIIapayd 33 OCTaTbYCH CPOK Ha FOANOCT Ha o(epupaHus IPOAYKT HE 10
manko ot 60 % /furectaeceT npoileHTa/ 0T oOABEHNS OT IPOUIBOJIHTEN, KBM JATATa HA BCAKA JXOCTABKA,
YYACTHUKST HAMa Jla N3[0J13Ba TOAU3MTBIHUTENH IPH H3BJIHCHUCTO Ha IOPHIKATA.

- 3a ofocofena mozunns 15 e odepupan mMepuxkamenta Tobrex coll. 5 ml ¢ npouzsomuTen Alcon,
CpoxX Ha jocraska - 1 fenuH/ AeH, TMPEJCTaReHHW ca JeKIapaluy, ue JNeKapcTBEHHTE TNPOJYKTH ca
BKIOueHH B JIOSHTUBHMA JICKAPCTBEH CHUCEHK, AKTYAAEH KBM JaTATA Ha OTBapsHe Ha MK Ne | u 2 ot
oteprara, e eAuHHYHATa HeHA Ha obepupaHus NEKapcTBEH INIPOAYKT He HAJBUHIABA CTONHOCTTA 34
MsipKa /karcyna, pnakoH, cak, Tadiaerka u T.H. B 11B. ¢ JJIC, usducnera Ha 0aza pedepenrtHa croitnoct 3a
DDD /repamestiucH Kypc/ oT ITO3MTUBHUAT JEKAPCTBEH CIHCHK, akTYANCH KbM JaTara Ha OTBapAHE Ha
ek Ne 1 1 2 oT odeprara v AexiTapanus 3a 0¢TaTh4eH CPOK Ha FOAHOCT Ha odepUpanHst IPOJYKT He 0
manko ot 60 % /niecrieceT nponeHTa/ 0T OOABEHH OT IPOH3BOMANTENSI, KBbM JaTaTa Ha BeAKa JOCTABKA,
YYaCTHHKET HAMA JIa H3TI0A38a TOAMBIIBITHUTEIN TIPH H3ITBJIHEHUETO Ha [TOPBUKATa.

- 3a obocobena mozuiusn 16 e odepupan meamkamenta Tramadol amp. 100 mg 2 mi ¢
npouzsoauten Stada, cpok Ha focraBka - [ /equH/ new, DpelcTaBeHH ca ACKIAPAIH, U JEKAPCTREHHTE
IPOAYKTH Ca BKIIOUCHH B IOZUTHBHES NEKAPCTBEH CIUCHK, aKTYAIEH KBM JaraTa #d OTBAPAHE Ha IUIHK
Ne 1 u 2 or odeprara, de eAUHHYHaTA TieHA HA OEPHUpaHHS] AEKapPCTBEH NPOAYKT HE HaABKEIABA
cToffHOCTTa 3a MsApKa /kancyna, ¢dnaxos, cak, tabnerka u T.H. B 18. ¢ JJC, usyncnena wa Gasa
pedepenTra croinoct 3a DDD /repameptuder kype/ of [I03MTHRHUAT A€KapCTBEH CIIMCHK, dKTyaseH
K'BbM JaTata Ha oreapsue Ha mimk Ne 1 ¥ 2 0T odepTara n Aekimapaiiys 3a OCTATHUEH CPOK HA FOJHOCT Ha



oeprpanns IpoayKT He no Manko ot 60 % /mecTaeceT nponeHTa/ 0T OGSBEHUS OT HPOH3BOAUTENA, KbM
HaTaTa Ha BCAKA NOCTABKA, YYACTHHKET HAMA JIda H3NON3BA HOMH3MLIMUTENH IIPH M3NBIHEHHETO Ha
ROpBUKATa.

- 3a obocofena mosunma 17 e oQepupan memuxamenta Cellcept caps. 250 mg x 100 ¢
mpousgonuTen Roche, cpok Ha fmocraska - 1 /equr/ JieH, NpeACTaBe N ¢a AEKIIApalliH, Ue JICKAPCTBEHHTE
MPOAYKTH €4 BKIIOYeHY B [TOSHTHBHUS NeKapCTBEH CIMCHLK, AKTYaNeH KbM AATATA Ha OTBApSHE HA UMK
Ne 1 u 2 or opeprara, ye enumuuHaTa Hena Ha o(epHpanus NEKapCTBEH NPOAYKT HE HAABHIIABA
CTOHHOCTTA 3a MspKa /kancyna, (ulakoH, cak, Tabnetka ¥ T.4. B nB. ¢ JIJIC, u3wmiciera ua 6asa
pedepentra crofinoct 3a DDD /repanepTaden kype/ or [ToSHTHBHEST JEKapcTBEH CHOHCHK, aKTyaneH
KbM Jarara Ha orBapsHe Ha UK Ne 1 u 2 o1 odepTara n fexnapanys 3a 0CTaThUeH CPOX HA FOXHOCT Ha
otepHpaHis HPOAYKT He TI0 Manko ot 60 % /mecTaeceT NpoueHTa/ OT OBSIBEHHS OT HPOM3BOIUTENS, KbM
Jarara Ha BCfAKA AOCTABKA, YYACTHMKET HsMa Ja H3ION3BA MOIMBTHLAHNTERH IIPH U3IILIHSHUETO HA
TIOpbUKaTa.

- 3a obocobena nozunua 18 ¢ odepupan memuxamenta Ciprofloxacin tabl. 500 mg x 10 ¢
npousponuten Actavis, ¢poxk Ha gocTtaBka - 1 fenun/ neH, mpencraBenyd ca JeKiapanHH, ue
JIEKAPCTBEHRUTE TPOAYKTH Ca BIUHOUEHU B IIOSHTHRHES JEKapCTBeH CIHCHK, AKTYAIEH KBM JIarara Ha
oTBapsgHe Ha rux No 1 1 2 ot odeprara, e egunMYNaTa LeHa Ha OepHpaHHs IEKAPCTBER TIPOIYKT He
HaJIBAIIaBA CTOMHOCTTA 3a MApKa /Kaficyna, GnakoH, cak, Tabierka u T.H. B iB. ¢ JJC, muwicicna Ha
Gaza pedepentna croitmoct 3a DDD /repanertnuen kype/ or [TO3MTHBHHST JeKapcTBEH CIIHCEK,
aKTyanieH KbM JaTara Ha oreapaHe Ha MK Ne 1 u 2 ot odeprara u aeknapanus 3a octarkyeH CpPox Ha
rOAYOCT Ha O(epHpaHMs HPOAYKT He Mo Mamko or 60 % /mrectreceT mpoueHTa/ oT OOSBEHHA OT
NPOU3BOJUTENA, KbM JATaTa Ha BCAKA JOCTABKA, YYACTHUKBLT HAMA Ja H3MON3BA [MOJHSITLINUTENH MIPH
W3NBIHEHHETO Ha NOPhLYKATA.

Komucusita pasriie/ia TeXHHYecKuTe NpeIoKe s, Ha yuacTHuKa ,, @ bOHUKC ®Papma“ EOOJ
H YCTaHOBH:

- o(pepupanyTe MeAKaMENTH 3a 00ocobenn mosummn Ne 1, 2, 3, 5, 14, 15, 16, 17 u 18 otrosapst
Ha TEXHMYECKaTa CHElH(HKANMA U W3UCKBaHHATA HA BB3IOKHTENs 4 ca BKModend B [lo3MTHBHMS
JeKaPCTBEH CIMCHK, aKTyalleH KbM KaTaTa Ha OTBapsiHe Ha 1ok Ne 1 & 2 or odeprara.

- oheprpaHATe MEJUKAMEHTH 32 060cobery noznumy Ne 6, 9 u 13 He OTroBapsT M3KUCKBAHMSITA HA
Boanoxurens — ve ca smouens 5 [T03uTHBENA JTEKapCTBEH CIIKCHK, AKTYANCH KBM JATaTa HAa OTBapsIHe
Ha ik Ne 1 u 2 oT ofpeprara.

Karo B3e nipearns ropaoto Komucusita pemiu:

I. omycka mo ywactme ,®@BOHUKC dapma® EQOJ = npoleaypata 3a Bb3jaraHe Ha
of1uecTBena nopbyka ¢ npeamer: “Jocmagxa Ha meduxamenmu no 06ocobern nosuny 3a HyHconume
na Bonnuya “Jlozeneu”" 3a nepnod om 12 mecena 3a 060coGenn mosumun Ne 1,2, 3, 5, 14, 15,16, 17 u
18.

2. Ha ocuosanue un. 69 am. 1 1. 3 or 3011 npexnara Ha Branoskutens pa oTCTpaHY yUaCTHHKA
»@BOHUKC ®apma“ EOOJ or yuactue B nmponeiypara 3a Bb3jlaraHe Ha OOINECTBEHA MOPLYKA C
npenmet:  “Jocmasxka na meduxamenmu no obocobenu noiuntu 3a Hyscoume na boanuua
“Hoserey”" 3a nepuoo om 12 meceya 3a obocobeny mozuumm Ne 6, 9 13.

3. VuacranxeT ,b. Bpayns Memukan® EQOJ e nOpeacraBmn ClHefHWTE TeXHHUESCKH
TIPEAOAKEHAS:

- 3a obocobena nosuuuA | e odepupan memukamenta Kalium chlorid Braun 14,9% concentrate
for solution for infusion 10 m! ¢ nponssoauTen B.Braun, cpok Ha nocTaBka - 3 /Tpw/ OHH, PeICTABEHH
ca NIEKNApanyy, e JeKapCTBeHUTe NPOAYKTH ¢a BKIFOUCHH B [T03HTHBHNS IEKapCTBEH CTIHCHK, aKTyaneH
KbM flaTara Ha oTBapsHe Ha WK Ne 1 m 2 ot ofeprara, 4e enumHmdHara HeHa Ha odepHpaHMA
JNEKApCTBCH NPOAYKT HE HaJBHIIaBa CTOMHOCTTA 3a MApKa /Kancyna, GiakoH, cak, TabneTxa 1 T.H. B JIB. ¢
HAC, nsuncneHa Ha 0asa pediepeHTHa croiiHoct 33z DDD /repanestuyes kype/ or ITo3HTHBHHST
JEKAPCTBEH CIHCHK, aKTYaNeH KbM AaTaTa Ha oTBapAne Ha K Ne | W 2 ot odeprata v Aexnapanud 3a



OCTATh4€H CPOK Ha FOJHOCT Ha odepupanHud IPOAYKT He HOo Manko or 60 % /wecTneceT mpolerTa/ OT
00fBEHHs OT IPOM3BOAMTENA, KbM JATATa Ha BCAKA JOCTABKA, YYACTHHKBT HsIMA Ja M3M0/13Ba
TIOAM3NBIHNTENU IPY N3NBIHEHACTO Ha HOPBYKATA.

- 3a obocobena nosuumd 5 e obepupan mexukamenta Manitol B.Braun 15% solution for infusion,
500 ml ¢ npoussopuren B.Braun, cpok Ha gocraBka - 3 /Tpw/ AHH, OpERCTABCHH €3 ACKIIAPALHMH, Ue€
NIeKapCTBEHHTE NPORYKTH ca BKIoteHH B [JO3HTHBHMSA AEKApCTREH CIUCHK, aKTYANeH KbM [JaTaTa Ha
oTBapaxe Ha WHK Ne 1 u 2 or ofeprara, ue eanHEYHATA NEHA Ha OQEPUPAHHA NEKapCTBeH HPOIYKT HE
Ha[BHIIABA CTOMHOCTIA 3a MApDKa /Kancyna, (UiakoH, cak, Tabnerka u t.H. B 1B. ¢ JIZIC, u3unciena Ha
Gaza pedepentHa croiinoct 3a DDD /repamestmder kypc/ oT [o3nuTusHUAT AEKapCTBEH CIHCHK,
aKTYAICH KbM KaTaTa Ha OTBapsHE Ha mimk Ne 1 m 2 or odeprata H ZeKNapaius 3a 0CTaThYeH CPOK Ha
FOJIHOCT Ha odepupanyis HPOAYKT He Ho Manko of 60 % /wectnecer npoumerta/ oT ofspeHus oT
IPOH3BOANTENS, KBM JlaTaTa Ha BCSKA JOCTaBKa, yJACTHHKBT HAMA @ W3IOA3BA NONUSNLIHHTENH [pH
H3OBIHCHUCTO Ha NOPHYKATa.

- 3a oBocobena nosunusa 12 e odepupan mMexuxavenTa Sterofundin ISO, solution for infusion 500
ml ¢ npoussopuren B.Braun, cpox Ha Aocrapka - 3 /Tpw/ AHH, NPENCTABEHH Ca JeKIapaiyy, ue
JIEKapCTBEHUTE NPOAYKTH Ca BKAIOYCHH B ITO3MTHBHHUSA NEKApCTBEH CIHMCHK, aKTYyaleH KEM JaTaTa Ha
oTBapsHe Ha MK Ne 1 n 2 or odeprara, ue equuHIHATA [ICHA Ha OQEPHPaHus JISKapCTBEH NIPOAYKT He
HaJIBUIIABA CTOHHOCTTa 34 MApKa /Kancyna, (nakoH, cak, Tabnetka ¥ T.H. B 8. ¢ JJC, H3uncnena Ha
Dasa pedepentHa cTofiHocT 3a DDD /repanenrtdueH xypc/ oT JIO3HTMBHHAT NEKapCTBEH CIHCHK,
aKTyaleH KBM JAaTard Ha oTeapsHe Ha mmx Ne 1 u 2 oT oeprara U Aekiapanus 3a OCTATHUEH CPOK HA
rOOHOCT Ha odepHpaHHsA NPORYKT He no Manke ot 60 % /mectaecer mnpouexrta/ or o0ABEHHS OT

NMPOH3BOANTEAS, KBM HATATA Ha BCAKA NOCTABKA, YHACTHHKBT HAMAa JNa W3NON3BA NOAWINBIHHTCIH itpH
H3ITBNHEHHETO HA HOPBUKATE.

Komncusra pasriena TeXHHYECKATE IIPEIIIOKEHNS, Ha YYacTHUKA ,,b. bpayn Mexukas“ EQOJ]
¥ yCTaHOBH odepupaHuTe MEIUKAMEHTH 3a 00ocobenn mo3uunn Ne 1, 5 1 12 OTroBapsaT Ha TeXHUYeCKaTa
CrieNH(YKallHs] H H3UCKBAaHHATa Ha BB3JIoxuTeNs H ca BKIIOYEHR B 1I0OZUTHBHHSA NEKAPCTBEH CIHCHK,
axTyaneH KbM flaTaTa Ha oTBapane Ha ik Ne 1 1 2 oT oeprara.

Karo B3e npensup ropaoro Komucusra penmu:

Honycka no yuacrue ,,b. Bpayn Meguxan® KOO B npolieqyparta 3a Be3jiaraie Ha oOliecTReHa
HopbuKa ¢ npeaMet: “Jecmaera na meduxamenmu no obocobenu nozuyuu 3a ryscoume na Boanuua
“Ulozeney”  3a nepuod om 12 meceya 3a 06ocobenn nozunuu Ne 1, 51 12.

I1I. Komucusta ycTaHoeH, de 3a obocobeny nmosumun Ne 4, 8, 10, 19 u 20 msMa mOCTHORIN

oepTH, IOpaaH KOETO U Ha ocHoBanke wi. 39 an. 1 1. 1 o1 30IT npeanara Ha Bh3noxurens aa Ipekpaty
YACTHYHO NPOLEIyPATa 34 Te3H HO3MIHY.

Komucusra BE‘J_HH ueﬂgnme Hpeﬂﬂog{%HHH Ha OOIIYCHATHTEC Y4YaCcTHHIH Ja Owaar pasrienany n
OIIOBECTCHH Ha «2\{ x . ‘?\o { Voo LB 3 cereeaaes HACa, .

Pemiennara Ha kommucHsTa 6iXa B3eTH ¢ MHO3HHCTBO, HAMAHIC M3Pa3eHH OCOGEHHM MHEHHS OT
YJIeH Ha KOMUCHITA.

[pencenaren:

UneHOBE,

3anuueHo ofcToNTENCTEG Ha OCROBaHMe Y. 2 OF 3384

3anndeno cBCTOATENCTBO HA OCHOBAHME YA, 2 OT 3314,




