‘MO ORI o ATV NESERMETEPrOEII

NMPOTOKOJ
Nel o1 17.02.2017r.

Ha 07.02.2017 r. xomucusi ompeneneHa cbc 3amoBexn Ne PJI-15-123 /
07.02.2017 r. nHa Usnwsanurennus mupexrop Ha ,MBAJI-Tsprosume” Al B
CbCTaB:

[lpencenaren: J-p Jlnana  Hecroposa-iekap MukpoOuosnor B
oT/eneHre 10 ,,MUKPOGHONOrUs, Napa3uTONOTHs, CEPONIorks M OOJIHHYHA
XUrueHa”,;

YneHose:

1.Hukomait Ctoitues - PHUJI

2.Tarsna IlerpoBa-I . men. cectpa.

3.Kpacumupa Buranosa-CKU .

4 Mapuena bBopucosa — Mxonomucr ,Opranusaius —H
yrpaBiieHUe”

MpoBeJle 3acelaHre ChC 3ajlaua pasryiexkiaHe, OleHKa W KIaCcUpaHe Ha
MpeUIoXKEHUsITa B IPOLEypa 3a 1I0CTaBKa Ha JNe3MH(PEKTaHTH.

Ha orsapsisero Ha oQeprure Ha 07.02.2017r. He mpuChCTBaxa
MpeACTaBUTeNH Ha GUPMUTE, TOJANIH NPE/UI0KCHHS.

dupmuTe ca NPEICTABWIM H3UCKyeMara JOKyMEHTallid H CaHUTapHU
pa3pelLIMTeHHA 3 BCHUKU Je31HPEKTaHTH.

Crnex pasrmexnaHe Ha odepTuTe, KOMMCHATA HalpaBH  OLCHKA Ha
rnpejaraHuTe Je3MH(EKTaHTH, OTHOCHO aKTHBHO neiicTBallo BEIIECTBO,
paboTHA  KOHLEHTpalWsl, eKCIO3WLus, KaueCTBO M e(eKTUBHOCT Ha
MpoBekKaHaTa Ae3uHpeKuus, neHa Ha JHTbP paboTeH pa3TBOp M Ipejsara
CIIeJIHUTE TIpernapaTy 3a Je3uHpeKirs B , MBAJI-Tsprosuuie” AJL:

Coriaco [punoxenue Nel Hepasjie/Ha 4acT OT HACTOSIINA MPOTOKOI.

Komucusita e u3bpana 3a TpY OT IHO3MLIMHMTE (QUPMH C IMO-BUCOKA LECHA
opajy CIeIHUTE MPUUHHH:

3a nosunus L.Tekyma ge3nHdeKunsi Ha MOBbPXHOCTH:

1.1 ¢ aagexuad — eIHO OT W3UCKBAHMATA 33 TEXHMYECKH XapaKTepUCTHKH 1
IOKa3aTeNd 3a/aJeHd B IIOKaHarta € MpenaparsT Aa HWMa CIOPOUUAHO
neiicteue. V36pana e ¢upma ,)Kusac” OOJl ¢ mo-Bucoka IMEHA. [Tpu
OCTaHAJUTE YYaCTHULIM 3a Ta3h IMO3WLHA — XMW, B.bpayn u Ekonabd —



MIOCTUTAaHETO Ha CIIOPOLKUIAHO JAEWCTBHE C€ OCBLIECTBSABA ITOCPEICTBOM
3aBMINABAHE HA KOHIEHTpauusaTa Ha paborHusi pa3tBop ot 0,25% Ha 2%
(uapopManyst oT ,,PaspelieHuss 3a myckaHe Ha Ia3apa Ha OMOLMIHU
npenapari’, PUIOKEHN KbM JTOKYMEHTALUsTA 32 y4acTUe), KOETO BOJIH /10
3a(1;nmaBaHe Ha pabOTHHUS Pa3TBOP OCEM IIbTU OT IPEJCTaBeHaTa HU LEHOBA
odepra.

1.26e3 annexua - e u3zdbpana ¢upma b.bpayH, BbIpekH Mo-BUCOKaTa CH LEHA
MOpajiid CleHUTE MPUYUHU: TIOCTUTaHe Ha TyOepKyJOUMIHO ACHCTBUE TpH
Cerpunun exkctpa KM nHa XMW (dupmara ¢ rmo-HHCKa LieHa 3a Tasu
IIOJNO3KIIMSI) M3KCKBa 2% pa3TBOp, KOETO MPOMEHs MOCOYeHara LeHa Ha
pabOTHH pPasTBOPM B MPEAOCTABEHWTE HM LIEHOBM O(epTH B I0/3a HA
u3bpanus mpermapaT  (cbOOpa3seHO  M3UCKBAaHMATA 3a  TEXHUYCCKHTE
XapakTepUCTMKM M [I0Ka3aTeld 3ajaJieHd B NoKaHa M ,Paspeumienus 3a
MycKaHe Ha Tasapa Ha OWOLMIHM TIpenapard’, TPUIIOKEHA KbM
JOKyMEHTALMATA 32 y4acTHe Ha ChOTBETHUTE YUACTHULH).

3a VIII nosunus Ilpenmapatm 3a XHMHYecKa CTEPpHIH3aUHUsd Ha
TepMoJaabu/ieH HHCTPYMEHTAPHYM H eHJIO0CKOINlCKa anapatypa ca
u36panu nse Gpupmu Exonab cbe CekycenT akTHB C aKTHBEH KHCIOPOA H
B.bpayn ¢ Xenumyp Xukc [Lmoc H ¢ annexun

3a IX nosunusi [de3undexuusi Ha XpaHUTeJHH O(HCH H CBHIOBE —
TyGepKynouMaHO JaeiictBhe (CHOOpasHO HW3MCKBAHMATA 32 TEXHUYECKUTE
[oKaszaTe/ M U ToKa3aTely 3aajileHd B [TOKaHaTa) — IpH MpenapaTa Tabunes 56
ua XMMU ce moctura ¢ 2 tabiaerku Ha 10 1 Boxa (MHpopMaLus OT PazperieHus
3a myckaHe Ha [asapa Ha OMOLMAHM TIperapaty, NPUIIOKEHH  KBM
JIOKyMEeHTalusATa Ha CbOTBETHUTE yuacTHHIHM). ToBa 0OCTOATENCTBO MOBHIIABA
eHara Ha pabotHus pastBop. [lopanu Tasu mpUiMHA n36pana pupma ,,)KrBac
,,OO]1 BBIIpeKH 110 —BUCOKATa LEHA.

3a X no3unusi Je3nndeKuus Ha CAHHTAPHH Bb3JIH, OAJIOTH , yPHHATOPH
(xJlopHH Ta0JeTKH) — CHOPOLUHO neiictBue (ChOOpa3HO M3UCKBAHHUATA 3a
TeXHUUECKUTE XapaKTEPUCTHUKHM M TOKas3aTeln 3alalcHu B [oKaHara), IpH
npenapara Tabumes 56 XJIOpHH tabnerkn Ha ¢upma XMM ce mocrura ¢ 2
raGneTku Ha 107 Boja (uH(OpMaiws oT Paspelienus 3a MmyckaHe Ha nasapa H
GUOLKMIHM TIperapaTH, HPHIOKEHH KbM JOKyMEHTAlMATa Ha CbOTBETHHUTE
yuacTHUIH). ToBa 0GCTOATENCTBO MOBUIIABA LI€HATA HA pabOTHHUs Pa3TBOp H
JlaBa IPeIMMCTBO Ha Ipenapata Ha pupma JKupac” CanucopT TabJIeTKH.

Or o6paboTeHuTe IaHHH Ce YCTAHOBM , 4Ye IO CICJAHHMTC MO3ULIMU
(Cwrnacuo [punoxxenre Ne2 HepasienHa 4acT OT HACTOSIIHMAT MTPOTOKOJI) HMa
KJaCHpaHy 1Mo JBe (GUPMU C €[Ha U Chlla LEeHa, MOpail KOeTo cieaBa 1a ce



KOMucug-

Urnenoge:

1. Huxonajj Croiiyep
2. Tatsua Iletpoga

3. Kpachnpa Buranoga,.. 7/ ;

4. Mapuena Bopucoga

--------

.....................




MpunoxeHue Ne1

Ne NPENAPAT : AKTMBHO AeWCTBaWOo [le3anHdekyMoHHo PaGoTHa Excnosuyus Onakoska Llexa Ha =
. 3 - Lena Ha [oaHOCT Ha
no upma -npoussoguten BEWecTso : lAencTBue u edDeKTUBHOCT KOHUeHTpauus 8 % LleHa Ha eguH onaxkoska
eavnH n/kr
nuTLp paboTex paboTHua
KOHUEHTpaT pasteop ¢ AAC G
¢ anc pastsop
pea c Aac
1 2 3 4 5 6 8 9 10 il
I 3A TEKYLUA OE3UHOEKUWA HA MOBBLPXHOCTU
1.1 C Angexua _ _
KoHyeHTpupan npenapar ¢ 6akrepuyuaHo/
nyrapoe anaexua - 12.5r/100r, YAC - 8kn.MRSA, Tbc/, BupycouuaHo (HBV, HCV,
5r/100r, luaeymn AUMETN aMOHKeB HIV), ¢yrruymano (C.albicans), cnopounaHo
xnopua - 5r/100r AEACTBUE, CbyeTasa NoYUCTBAaLO W
Ae3vHPEKUMpaLo aercTene
1 NYTAPBAT - XKMBAC OOA4 1% 60 MuH. Ty6a 5 n. 6.48 0.0648| 3240 |14 anu
1.2 Be3 Anpexua
4 XEKCAKBAPT NOC - b.6payH Ha BOAHA OCHOBa C 6 r guaeL T™n [ETy {MAHO, PYHIMLMAHO, 0.25% 1 uac Ty6a 5 n. 6.76 0.0168 33.78 14 gHu
" 3A JE3NHOEKUUA HA TPYOHOOOCTbIMHU M _
3 [exTacnpen - HMI erunos N, XF H BHakrepuynaHo, Bkn. TyGepkynoymaHo, [oToB pa3Teop 1 MUH Ty6a 5 n 6 6 30.00 2 rogvHn
BHakTepuyMaHO, DYHMUMAHO,
TyGepkynoyuaHo , eupycouuaHo(HBV, cnopep cpoka
)
Ad:reraron W% TIAB IapdIo HIV,HCV, Noro virus, Rota virus, Vaccinia HE TOANOCT HB
TIpeNmCToHA R0AS Virus, Adeno virus, AKTUBEH Cpeuly onakoskara
4 MENWUCENTON HOBA ®OPMYNIA - 6.Bpays Kancynapany; Evpych) loTos pasteop 60 cex 1y6a 5 n 6 6| 30.00
3A TEKYLUA - XMITMEHHA U XUPYPIUYHA
AE3VHOEKUUA HA PBLUE
LI}
1 Pasrsopu
1 YXUBACENT - "KUBAC" 00 MNponawon - 45r/100r, U3onponaxon - loTos npenapar ¢ 6akrepuuuaHo, loTos pa3Teop 3 mn-30 cexk 2x3 {Ty6a 5 n 5.82 5.82 29.10 3 rogukun
2 Fenoo6pasxu hopmu
3 Menacent - XMU ETaHon GakrepuuymaHO (BKkn.TyGEpKynoyuaHo roTO8 pasTeop 30 cexyrau 3 (1.91y6a 5 n 6.24 6.24| 31.20 3 rog
\'A 3A JE3VHOEKUMA HA NUrABULUA
lotos npenapat ¢ 6akTepuuymaHo,
BKIOMUTENHO TyGEpKynoyuaHo,
supycounaHo(HBV/HIV) u cyHmumaxo
1 MNOBUCENT - XXMBAC 00A MNONMBUHUNNUPONUAOH HOA - 10r/100r (C.albicans) peicTene roToB pasTeop 3 MuH &n.1n 10.8 108| 10.80 2 roauhu
V. 3A OE3UNHOEKLUUA HA ONEPATUBHO MNONE U KOXA
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PaGorna

eHana  IToAaHOCT Ha
Uena wa UeHa Ha equu 4
Excnosuyus Onakosxa Beinte skl onaxoska | paboThus
KOHUeHTPayus g % komyentpar pasTaop c Ac cnc paatsop
3 10 " 11
5
fmee
30.00 2 roguHu
< DAWHM |
loros Pastsop 1 MuH asn 6 Cropen cpoxa ma
FOAHOCT Ha
30.00  |onakoskata
o108 paarag 60 cex a5n 6
1708 pasrsop 40 im0l
OMOKpsHE Ha nonero 60 cex aish 6 T T
r0T08 pasraop 1 MuH a 5n 6



