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SKOMNTEKCEH OHKOJIOIIATJEH IIEHT5P _ BYPTACU EOOI
prac 8000 Vnpaeurer: 05O/86-64-02
.n.,,,[evorcpaqzx" Ne 86 |"rl.c.reroeoAnreJr: 056/86-64-04

Qarcc: 056/85-98-30

PEIIIEH14E

Ne 46 / L7 .72.2075 t.

ocHoBaHI4e .r,n.39 r alr.7 | r.2 or 3OIl w nporoKoJrr4 or 3ace.qaHr4.c Ha
.12.2015 T. ; 09.I2.2075 r. ; 16 "12.2015 rr. Ha KoMr4crl+., Ha3HaqeHa c.bc

^^A 
/-^roBe.q Ne 28p/30.11.20I5t., 3a flpoBex,EaHe Ha orKpt4ra npoue,Eypa no 3oll/

rlpe.qMer rrlgcraexa Ha ruec['HaAecer lloMerlKJrarlyprr JreKapctrBeH]4 npoflyKrDt4 Ba
rileHtre rla ofrKoJrorrr4r;rrur baooJr'IBarlTrsr no npr,rJroxeHa cnergaQrranqvrf,.tt / orKpI4Ta

PeueHre Ne 38 /26.10.2015 r'. rA ny6lrxyeauo o6HBJreHue B Aoll Ns

4767/21 .I0 :2015 r. r yHr4KarreH HoMep e POII : 00232-2015-OOO9; HoMep Ha
.EBJreHr4elo n OB: 2075/S 2.1L-382391 /30.70.2015 r'.

IIPEKPAT'IBAI{

e.qHara o6oco6ena noslrqr,ra (OfI) or npoue.qypara Ba B.b3JrarlaHe Ha
I]IECTBCHA [OP'bqKA:

AHaToMo-
TepaneBTu\leH

Koa /ATC/

Me>6qynapoguo HenareHrHo
Ha!4MeHoBaHLre /lNN/ tleKapcr8eHa QopMa Mrpxa nporHo3H14 KorriLrecrBa

2 3 4 5 6

104M03 Methotrexate solution for injection mg 6 700
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IEUBW:

cpoKa / oupe.qeJreH c peueHr4eTo 3a oTKpr4BaHe Ha npoue.qypaTa / c

cT'bnulTu o6Uo rreTrzpn oQepTt4 OT noTeHUr4aJt]HrA yr4.acTHnIJu. C"rre.q [p]4KJIIoqBaF
oorara Ha KoMI4c\4HTa rA npe.UcraB.qHe Ha [poroKoJIr4Te or 3ace.qaH]4nta it, c

TaHOBr4, qp no.qa.qeHaTa e.E%HcTBeHa OQepra 3a qr4TzpaHaTa no-ro!
oco6eHa na3vrltfr. t lle orrroBap.q Ha npe.qBapr4TrerHo o6.aBeHilTe ycJroBr4t
acrHl4K'blt', oOepI4paJI JIeKapcrBeHr4.q npoIyKT rro OII Ne 9 - Methotrexate fl
O0 mg, e npe,rJloxlzr ra ro nocraB.q c JreKapcrBeHa Qopva,,concentrate fc
lution for infusion", Ko.qro He orrroBap.q Ha lz3r4cKBaHero l
3roxr4TeJT,q (KoroHa 4 or cneqrQnrcallvt.qta ) OQeplara Ha yrracTHilKa no On
e oTCTpaHeHa oT yr{acTze B flpolleIypaTa/ KaTo HeoTrroBapsua F

IACKBaHutrra Ha B.t3"noNnrelx, Ha ocHoBauv.e un.69, aJr. 7_, r.3 or 3OIL

cTo.quoro MI4 peIXeHI4e [O.4JIeX]4 Ha O6NaleaI{e npe.q KottI'ttcwsta 3a 3atlr4Ta F

HKypeHur4J{Ta/ c a.qpec: 6yl . Br4Toua N, 1B; r'p, CoQrx; nK 1000; le.n. C

84070; Qarcc 02980'1 31-5; e.noua: cpcadminGcpc.bg; r4HrepHel a.qpec
lr. / /t,tr.rr.t tna ArLP: / / www_._gugllg.
AdEdHc ncr /rdrLovl C'bIrJIacHo un.720, aJL 5, ry .4 oT 3oll - B 10-.qHeee
oK oT troJrygaBaHe Ha HacTo,quoTo perxeHme.

2

e

T
a
Ne

a
2

H

UArrF vunvDqnylg
yracTHI4uI4Te
cPuvrfl .ueH rqa

.r"n.39, ar.3 or
B rpoue.qypara,
r-o ntz6nurrzp: p

5ur.r, Hac'r'orluoTo MI4

na ce nv6.nrz rrz n a B

AOII.
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