
lro6osqrgt6o 6o0Lcbg6gboU b:rbgb$cr

j. o$oqobo 19 o3q,obo,2017 $Xq,o

X5606orCq,oaob qDOgoL lrrbCq,O$ogo Jt6o6t6r0gboL grt66q68tlc, Ir.:jo6gqo/&'rabrbgt6g0ob brbgqlA$oBo tsCbuoAm0ob tnoc6qpg<6o 3oOolnob
b\o6olt
oj0o Nr

ttbqprnOrb cnr3&Aqgcr0s6gcrbqgr br6g6q.o9t6o 3r.r6olrootr orr30aqgo0r65:
Srbr Log6er0,:dg - brgb15rdl q9o6,gj6o6o

bbqgo0rL gb${690oq96p6:

orr0r95 Srnpgbrdg bs.>6g66olr qgodrgd6o6otJ 0osq.o6oq,g,3oOoboolr orsg0aq.oo0s6oL 0osp6oq,g;

bss6g6grnb po6Sjger6olt 0cr4g6oq,g, 3crOolroob $996o;

r3orrbqgoq, g,:bsdg brs696$ob oS6oQoUE o q93Js6$s0966oU 3g6r"rbo, 3rn0olroob $936o;

brs6g66ob ar606o6qobolr qgr6gob J6cr66.:0gbob q9gJs66$g66ob gg6otro, 3e6otroolr

$cgdo
bu636golt X3er6er0o3g6o qr3Js6gs096gob lrrbgq,0$ogo 6gbgoqg3g6ol-t Ur66rt6o4gq,ob
gg6arbo, 3o0obooL $936o.

bs6g66ob ar606orgq,obob qg$gob 36c.r66s0gbob qgdr66r0g56ol-r 0r.rUrbq,gerbol:

lrJg6ogo3g6o 0gqro3,:0g66gbocn gb6g6ggq,gcrgoL tr.:00c6ogXq,mU gg6rnbo, 3oOobootr

Sca6";
ors0s6 6o6oqro br6g66olr g3rn6o6o3g6o q9gJr66r0g6gob brbgq,O$ogo tsgbgoq3gboL Ur68rtrr6gq,otl

0ors3s6o bJ36osq,olt6o, rJs6r$ob $366o.

bbqgr.rOrtr 16 gtl$6gbrnq9,: LrOCEeC6rn JoAoUoob $g96o: q,5q'r 0s&3q,s83oq,o - ts663q,gbrtso 9o96ol-1 6Mcr.

&r$3ggoor:
Er6o6r qrr6sb3gq,od3 - lrsjrt6cn3gqrcrlr E6o0ob, as666cngq,rnbolt qrs lrogotqlgt6o qprg3ob br0o6olrg6ob $606co3q,arbob q.ol0golt qg0Sr6gr6g6gob

gg6olro;
5roq,o tsg66gq,odg - UlnJ lrs0gpo6o6o brj0os6obob lr,:bgq,0$ogcr 6C0Uqo6C6oL bssgg66ob gr60r6gggqro bsj0o$rn6olr qggJr6gr0g6gott

6g6ob66s6oob tt00s6o6gq,ob gg6otro;

6rg96o69 rqrrOor - bsjs6c4gq,ob ts6ar0oL, a;666orgq,oboLr qrs bogorq,g6o qgr6gob lt6o6ob66ob ar606orgq,obolr qgr6gob qqg8r6g)0g6gotr

br9crn6lqxng66o3o ar606orgq'o0otr qrl63otrc qrs J6o56,:63bob ls00l6cn33q'ob 336erlto.

glqol, $gb6o6o:

"j6o6o3gq,o qgsr3rqggbgbob ls03gr66rq,o 0gqgo3$g669bocn C$6U63Cpgogolr" 2017 $q,ob brbgq,6$ogo J6o66s0oL gr66qtgbtso, tr.:03366rq'r'r

Lrrtsgrggbr ,,Furosemide"-olr (40 A6 6rbqt6o) 0gbgoq6oL 0ob6oor 6sOolsgbrqrgbgq,o 9q,9j66r'r63q,o $36qqgt6otr (CPV33600000; sgjgooEob 5lt63ts9)

brgg6qgg6o Jo6rnbgbob 6r6boq'3r qr qr063o6g0s.

&noL0o6gb:

br6gbqg6rn 3oOot-roob ,:Js6rg0; Ubq-orn6rb 65rblr36r, 6rn6 0o0qo6s6g $q,oU 28 $6oq,L 5r0o6brqgqps NAT170004758 9q,gjg6<n63qo $36q996o, boq'rn

7 c66obb - NAT170006268 5r0r6go39bgq,o gq,g|6r6obgq,o gg6pg6o ,,j6r'r6o3gqo qrru3rqQgbgbob l-rs03g66rgo 66qgo3r0g6$gboo)

gt&eb33qgogob" 2017 gq,olr l15bgq,fl$oger J6o66r0ob g$6q,gb8o, lrs03g66rq,o brtsgsq,gb.> ,,Furosemide"-ob (a0 A5 $r0q,g$o) ESbgoqgob

0o916oor. ggbqpg6gbtso s66g6cn0s rnt66r6o$r6o;0 c6 0ooqo Oerbr$oq,gcnbr qpr, ts3lrsbtOolrsqg, 6o36olcor U6s63bo - ,,16 0CQbr". $36q.og63bob

U6Csg9br',sg q.orb6gq,9bob tsg0p6o6, bsr6g6grn8 Bss6s6r bslr6olr qrs0s6gboon $qmr tsglrgoqg3otr trs3s6,:gpo qo6gbgq'30oU, .>669o135

aobr$epgbgq,o 0gqo3$g66ob b.:6olrbotr 6o0sr6or ,,j6cr6o3gq,o q9u3.:qgbg6ob br03g6fitq,o 0gq9o3$g6ggboor g(b6gfu9q,gcrgob" 2017 $q'otr
l-rrbgq,0$ogo 36o6610oor q-orq6g6oq,o 0rnorbo3696ob tsgbrbr0obo0ob arb3bOC6ob 0ob6oor. $q,y3ob tsgq9365bob 0gUrbs0obsqr, 5r0o6b4gqg.:
NAT170007257 6$s6goggbgq,o gq,gjgr6o6gqro gg6qpg6o, 6o0gq,o6 qgrb6gq,qr,: pr6gogooro ts3q55oor. rg6o063q,o 61613o6o6,: o0 6s636rngbl0,

6od J6gg36pg660r q9,:c.o6g6oqr 3rqrrtso 16 q.oubgbgr OCC6oJU6o qpo3g6g6gr6or, 0ror 6r'16o1.,, lt6g6qrg6er qer330366.:6ools 2.7.1. 03bq'oor

0rnorbc'r36oq,o Usbgog0o, b.:6obboL tsgbrbr0olrobolr or.>r'rbsbg. NATI7O007257 ArAr6OoBCbgq,o 3q,gj$6o65qro $36q996ot 30CaC6osQ qqrb6gq'3bolt

0g6q6o0, Bror6er 3oqgg6 g6oro brb6ob $q,Cgr, 6cr09q,8og, ts31 ,,3tri gr60s0" ts96o63cn,:3rbo ,,SOPHARMA AD'-b (buq'6r6gon) $l60ogbol.t

,,Furosemide". rqo6o!6s, 6o0 ts90oorr3sb363q,o gs604X3OUqo tsdnq,Ud$o s30rgrngoq'gbb ,,2017 $q'ob 26;606orgq'obob qr63oU Urbgq'0$ogo

J6o66ragboU qgr0g3o66bob 0Xb.:b0b" l-rrj.:6cr6gq,rnlr 0cnrg6erbob 2016 $q,olr 30 qg6g0b6ob N638 qgrqr6Sboqrgbolr N22 qrs6r6omor 09qro3r636$olro6oU

SsgS6gbgE, aoorbrogbgbb. ts0t-rrbs8obrqg, gg6qeg6otJ bs3r6rgqrrn qo6Sbgq'3bs 6r,:66r6o65bgq'or 6sb6ob b<'rq'rn 33qr33ob ts5qgg6sp 6oq963qro

S6cnggE otJ gsbob 6ro6.:q,olr$o6g6oor q-or Egrqg6g6b 77 000 (tr,:0o6q9sB3oqg03go rorrbo) q,.:6b, bogo 3q,xbob boao 6$olrsicqgr6r 500 (bSorsbo) q's6ob

oqrg6rnboor, r+r.:6 3r6o66qpgbq,etboor qprqg6g6oqr bq363btso orl3t4ggbs.

tsgdq,6rnA, br6g6q.o66o 3r,roolrootr sJr6,:66r lrbqrrnOsb qrrbs663o69bq,49 $,:Q3q-o5o6,: 9q,g$g6obgq,o g56q99t6ob (sg;[oar6ob 6rtfu6g) ltr0gsq'Oboor

,,j6o6o3gq,o qgrsgsqg3bgboU Ur63g66rq,o 6gqgo3c03665boco g9c63fugq'grn3ob" 2017 $q'oL bsbpq'0$ogo J6o56r0ob Br6AqCbtso, ts03g66sq'o

bi6g"q,J6r-,,f"rosemide"-olr (a0 A6 g":bq,96o) Egbgoqg3olr orrobsb3 br6g6q9gr6r.r 3cn0olrootr rJr6s$ob 0o96 0o66,:q.og63qro br$36q.o36rn Jo6obSbolt

.:Oogj6o. rqo6ots6s, 6ro0, 0oirr663$r'r6oq,or, b,:jrobq,olr Jo63gq,o i,:6goob (50o/o) 0m$oqg3bob 3rqrs 6r6oUrloq36oU 161 363or63b 2017 $q'ob 15

bsjgg6bs6o.

0g6q96o0, Usbgq,agogo Egbgoq656ob bu>6g6gerb orsg6lqro6sr6olr 2017 $q'ob 14 o36oboL Nl2 66ds696oor qrrS$3o336gqo "CqCCOFm6Uqo $96q996ob

B.:6.:drgbot-r ggbob" 03-18 agbq,oU 8C-5 Jg6dootr acrorbog6rcrr 6ro6rq,ol-r$o69boor rqo6oB6r ts30q56o: 3obsoqrrb tD$36q-o96r'r per336g66r6ooor

org66ob r0rSrd

3.:b,:b gt6 Bbu66o0goq,o

bgln3 qsorj3o03oq,o

o6o61 6obgao83oqro



O3sgooqr r6ob 6rbbrbq36agq,o, crry 61 Ooorbogbgbb gbqg.: .>30sgogoqpbq.ogb 0rntrs$oq$bgqo brjoEgqrob, grb$r60oj06oU rq6grggdrobob
qr,:Lrbgorgbob 3rqrq.ogbpq,g6ob tsggrbs qQ0lg?6g66s6or6o tUOoE COCE o 16 r6oU - 0cnrgc6os, 0o$oqgbgq,o oj63b qgo3g0g66s6oolr Egtlsb;6obo
bs63366sq,rn bstsSrq,gbgbo pt BrLoL 2@/o-oor.:6 09goor 3q,Xbs g0aobgtm6 oj6gbs,6s0o6qro6r6g ojoqgr6, 6o0 q.osobrnmbr br6%ngjcr bsbb69bo.

rlr6o 6r&nor1[gb:
br6gbqgt6o 3erOolroob $6fubor Orno$obgb qrr qr.:qrgboorqr BgogJrgb 3oOolros$g $r60oq.o6g6oq,o us636qQg6o Jo6obgbou J6rergj6o, bgOoor
0o630gq,o g3q,oqrSbgbob grorgrqob$o6gbocn.

3o0olhs0 q.orrqg6o5s:

1. q9r6g3o6gbgq, oj69b $s66coq9p6oq,o qt brgg6qrg6o 3o6o0gbo, O,rcn tso6oU, U.>b9q,6Sogo 0gtrgoq6gbolr lss6g66rnU cns36aqro0r6oU 2017 gq,ob 14
o36obot-r N12 6t6ds6gboor qQr6&lo6C0gq,o ,,9qal66o6gqo gg6qpg6olr Bs6r69bob $gbotl" qr$r6oo Nc3-oo, 6r$bbq3(gq4 3oob3.:r6o, grg6rncn

6o60gq,o 6qroq,gbgbolr gro6uq,ob$o66boor.
2. qgs03rq,r'rb 3o0olroob 5Jr6r$b, gbt6g%gq,gmb gq'3j66obgqo gg6qg6oU (rUC0oo6oU 6s69tsg t rOC6qgC6o Jo6obSbolrs ps go6r0q.og6r6g arj6otr
s03o6cr8r brb0q,O$ogrn BSbgopggbolr g6onr6 gqcCodmFcqE bolrocAstu.

3o0oboob orr301qgo0rt6ob &.rsqr6oqrg:

3o6obooL bbqgo0ob mjOo 3o0oUoob g66gbot-r 0ogri pr063o69bgq, oj6,l.

3oOoltoob ot3O2qqmO.rtig:

bstr lmg6o0.:dg

3oOoltoob orrg02qqgo0rt6ob 0o.rqg6oqrg:
olrArt Aoe3brdC

3o8olnoU$6690o:
org66ob.rb.rb.>dg

JBcDJEeoE, girJdC

bglro3 qgrors3oBgoq,o

Jrbr0C6 Bbr6ooagoq,o

o6oEr 6obgao&3oq,o

0ct$3ggoor:

0t6obs qg$rbggq,odg

6roq,o 6g663q,odg

CdsOC6oEC sqQrAoJ

Jo0oboolr rJs6rSir $gg6gbo:

oJAJ6 bc'r6erE)o

crj6o 6rsgo6fu:
6' q,o6o6sd30


