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o6.qBreHJ4e B AOII Ns

OE.8B.8BAl'{

KIIjAC!4P.].\H%TE

o.uyKTr4 3a
erJvIb]|1.Karp/rfl.tt t

YtIACTHUIID'1 Ba
JIeqeHTre Ha

T4QRqNTTTR:HA HA JI.)-MAEI4A IJA frAKA11'MRAI-IT/
//flvvrL4u!\s

oI{KOrOrI4rJHtl 3ae)Olrl.gBaHI4.C nO npI4JIOXeHa
|Io o60co6eHr4 no3r,r\r4rr (OII) JreKapclr'BeHI4 rIpo.qyKTI4 (JIli) , KaKTo

on INN
flexapcreena

&oona l-ao rvrscro ll-po uncro

1 Abiraterone acetate nepopanHa Qoprila

2 Afatinib nepopanHa QopMa ObOHt4KC OAPMA EOOII

2 Afliberrcept napeHrepanHa QopMa ObOHI4KC OAPMF EOOA MEAEKC OOA OOA

4 Axitinib nepopanHa QopMa oboH14Kc oAPMp EOOII MEAEKC OOA

Bevacizumilb napeHTepanHa Qop[ra ObOH14KC OAPMF EOOA

o Buprenorphine nnacTl,lp MEEEKC OO

7 Bupn:norphine (as
buorenorohine hvdrochloride)

nepoparHa QopMa

8 Cabazitaxel napeHrepanHa QopMa oboH14Kc oAPMr EOOII MEAEKC OOA

Calcium foliniate napr.'Hrepanxa rfopua OAPKOIIM TOn XOCnnTAfl CbPBtlC
All

10 Capercitabine nepopanna Qopua oAPKOn,AA MEEEKC OOA

11 Carboplatin nap13HTepanHa rpopMa OAPKOII AT

12 Cetu,ximab napeHrepajrHa fpopMa oboH14Kc oAPMI EOOIl MEAEKC OOA

t.) Cisplatin napeHrepanHa QopMa

14
COLTCNY STIM. FACTORS
Filqrastim Lenoqrastim

napeHrepanHa QopMa MEIEKC OC

'15 Crizotinib n€rpopanHa QopMa ObOH14KC OAPIVIA EOOA MEAEKC OOA

to Cyclophosphamide napeHrepanHa QopMa EKOOAPM EC \n

17 Dacerrbazine napeHTepanHa QopMa MEAEKC OC
ATITA OAP MAC IOT]4 KbJI C

EOOll
'l 8* Denosumab napeHrepanHa QopMa

'1 0 DihyrCrocodeine nepopanHa Qoptua



20 Docetaxel napeHTeparHa QopMa MEAEKC CrO

21 Doxorubicin hydrochlclride
powder, dispersion
an,l concentrate for

disoersion for infusion

AIITA OAPMACOT
EOOA

IKbIIC) MEAEKC OOA

22 Enzalutamide nepopanHa QopMa MEIEKC OO
AJITA OAPMACICT14KbIIC

EOOII

z5 Epirubicin napeHrepanHa QopMa OAPKON AI oboH14Kc oAPMA EOOA

24 Eribulin napeHrepanHa QopMa MEAEKC OO

25 Erlotinib nepopanHa QopMa ObOHhKC OAPMP EOOII
AIITA OAPMACIOTI4 KbIIC

EOOIl

zo Etoposide napoHTepanHa (poprua MC OAPMAI oAPKOn M

zt Everolimus nepopanHa Qoprira oboHl4Kc oAPMI EOOII

28 Fentilnyl nnacrilp MEAEKC OO oAPKOn M
29 Fluorouracil napr3HTepaIIHa (popMa

30 Gefitinib nepopanHa QopMa oboHt/Kc oAPMI EOOII

31 Gemcitabine napeHrepaJrHa QopMa MEAEKC OC

32* lbandronic acid napeHrepanHa QopMa

33" lban<ironic acid nerpopanra Qoprvra

JZ+ lfosfamide napeHrepanHa QopMa EKOOAPM EO )E

q6* lmatinib n€lpopanHa QopMa MEAEKC OC TbPTOBCKA NITA HAU AA

lnterferon alfa napeHTepanHa QopMa oboH14Kc oAPMI EOOII
A'ITA OAPMACIOTI4KbNC

EOOn

JI lpilimumab napeHTeparHa QopMa
ELI EHE EI4 OAPMA E

EM
bTTAP14fl

aa lrinotecan napeHrepanna Sopttra oAPKOn 4
?o Lapatinib nepopanHa QopN4a oboHt4Kc oAPM/ EOOII

40 Lipegfilgrastim napeHTepaflHa QopMa
ANTA OAPMACIOI

EOOA
4KbIC MEAEKC OOE

41 Methotrexate solution for injection

42 Mitomycin napeHTepaflHa QopMa MEAEKC OOA

43 Mitotane nepopanHa QopMa

44 Mito;rantrone napenrepanHa Qopva ObOHhKC QAPMr EOOA EKOOAPM EOOA

45 Morohine napeHTepajrHa QopMa

z+o Morphine nrlpopanHa QopMa

47
Mycobacterirrm bovis BCG
(Bacrcilus Calmette - Guerin)

naFreHrepanHa QopN4a oboH14Kc oAPMI EOOA

48* Octreotide
powder for

suspension for
iniection + solvent

ObOHUIKC OAPM, EOO,q

49
OTFIER ANT'IANEMIC
PREPARATIONS
Ervtfrroooetin Darbeooetin

napeHrepanHa QopMa MEAEKC O( n oboHt4Kc oAPMA EOOA

50 Oxaliplatin napeHrepanna $opua MEAEKC O( n

F1 Oxyr;odone capsules, hard MEAEKC O( q OAPKOIIAA

5Z Oxyrlodone
modified-release

tablets
ObOHLIKC OAPM EOOA

CJ Oxyrosdsn€'
prolonged release

tahlFls oAPKOfl 4 MEIEI(C OOA

54
Oxycodone hydrochloride /
Naloxone hvdrochloride

nepopanHa QopMa MEAEKC O( A oboH14Kc oAPMA EOO!

55 Paclitaxel napeHTepanHa QopMa ObOH14KC OAPM EOOA

co Pamidronic acid napeHrepar|Ha QopMa MEAEKC O( A

57 Panitumumab napeHTepanHa QopMa

58 Pazopanib nepopanHa QopMa ObOH14KC OAPM \ EOOE

Peqfilqrastim naperrepanna Qoptrta

Pemetrexed napeHTepanHa QopMa TbPTOBCKA II14 A HArl

Perl,uzumab napeHrepanHa QopMa ObOHt4KC OAPM \ EOOA
AIITA OAPMACIOTI/ KbJIC

EOOtr



oz Soral'enib nepopaflHa QopMa oboH14Kc EOO[l MEAEKC OO!

OJ Suntnb nepopanHa QopMa MEAEKC oboHhKc oAPMA EOOE

oz+ Tegafur/gimeracil/oteracil nepopanHa QopMa MEAEKC

Temozolomide nepoparHa QopMa ObOH14KC OAPMA EOOII MEAEKC OOE

oo Temsirolimus n:rprrHrepanHa QopMa MEAEKC OO,,

o/ Topotecan napr3HTeparHa QopMa oAPKOn M
68 Topotecan nepopanna Qoptrla

Trarradol nerpopanna Qopnlta ObOHt4KC OAPIVIA EOOA

70 Trastuzumab 600 MG napeHTeparHa QopMa ObOHt/lKC OAPIVIA EOOA
A'ITA OAPMACIOTI4 KbJIC

EOOtl

71 Trastuzumi:rb 150 MG napenrepanxa Qopva ObOHl/IKC OAPIVIA EOOA
A'ITA OAPMACIOTI4 KbII C

EOOI]

tz Vemurafenib nepopaJlHa QopMa oboHrlKc oAPfuA EOOII
ANTA OAPMACH]T14KbIIC

EOOtr

Vinblastine napeHTepanHa QoPNta MC OAPMA A

74 Vincnistine napeHrepaflHa Qopl\.44 MC OAPMA A

75 Vinorelbine napeHreparHa QopMa OAPKOII AI

/o Zoledronic ar:id napeHrepanHa QopMa ObOH'1KC OAPMI EOOA oAPKOn AA

3A I43[UIHIITEJIfl yr]acrHI4uI4 3a oc'raBKa Ha JIeKapcrBeHI. OIPEIEJIEHT4TE

POIYK
no o6oc

yq f,c'raBKa Ha JIeKapcTBeHI4
[pr4JIoxeHa cnequQur arlrtfl."OoTI4 :}A JICI{CH]4E HA OHI(OJIOII4IJHI4 3AOOI.qBAHI4.S N(

co6€)Hr4 tlo3rLlJrrw JIeKapclrBeHI4 rlpo.UyKTvr - KaKT'o

on INN flexapcreena $opua h3nbnHhTEn

z Afatinib nepoparHa QopMa ObOHt/,IKC OAPMA EOO!

Aflibercept napeHTepanHa QopMa oboHt4Kc oAPMA EOOI

4 Axitinib nepopanHa Qopira oboHt4Kc oAPMA EOOA

5 Bevar:izumab napeHrepanHa QopMa ObOH14KC OAPMA EOOI

o Buprenorphine nnacThp MEEEKC OOA

8 Cabazitaxel napeHrepanHa QopMa ObOH|,4KC OAPMA EOO!

Calcium folinate napeHrepanHa QopMa oAPKOn AA

10 Capecitabine nepoparHa QopMa OAPKOIIAJI

11 Carboplatin napeHTepanHa QopMa oAPKOn AA

12 Cetuximab napenrepanxa $opva oboHt4Kc oAPMA EOOA

14
COLONY STIM. FACTORIJ
Filorastim Lenoorastim

napexrepanua $opva MEAEKC OOA

15 Crizotinib nepoparHa QopMa ObOHt/lKC OAPMA EOOII

't6 Cyclophosphamide napenrepanua $opva EKOOAPM EOO!

17 Dacarbazine napenrepanna QoPnta MEIEKC OOA

20 Doce-.taxel napeHTepajrHa QopNla MEIEKC OOA

21 Doxorubicin hydrochloride
powder, dispersion and

concentrate for dispersion for
infusion

AITTA OAPMACNCTI4KbnC EOOA

22 Enzalutamide nepopanHa QopMa MEEEKC OOA

ZJ Epirubicin napesrepansa Qopua OAPKON AA

24 Eribulin napenrepanra Qoptr,la MEAEKC OOA

25 Erlotinib nepopanHa QopMa oboHt4Kc oAPMA EOOA



zo Etoposride napeHreparHa QopMa MC OAPMAAA

27 Everolimus nepopanna Qopua oboHLlKC OAPMA EOOI

z6 Fentanyl nnacTrlp MEAEKC OOA

30 Gefitinib nepoparHa QopMa rDbOHt4KC OAPMA EOOA

JI Gemcitabine napeHrepanHa Qopn,ta MEEEKC OOI

34 lfosfamide napeHrepanHa Qoprra EKOOAPM EOOE

35* lmatinib nepopanHa QopMa MEAEKC OOA

lnterferon alfa napeHrepanHa Qopua oboHt4Kc oAPMA EOOA

4,7 lpilimumab napeHrepanHa QopMa Et4 EHA At4 OAPMA ElrlrAPfifl EA.Q

lrinotecian napeHreparrHa QopMa OAPKON AA

39 Lapatinib nepopanua Qopva oboHt4Kc oAPMA EOOJI

40 Lipegfilgrastim napeHreparHa Qopr\,14 ArlA oAPrvACrOTnKbJlC EOO!

42 Mitomycin napeHrepanHa QopMa MEAEKC OOA

44 Mitoxerntrone napeHreparHa QopNta oboHr/Kc oAPMA EOOA

47
Mycokracterium bovis lSCG
(Baccilurs Calmette - Guerin)

napeHrepanHa QopMa oboHt4Kc oAPMA EOOA

48" Octreotide
powder for suspension for

iniection + solvent
oboHLlKc oAPMA EOOA

49
OTHER ANTIANEM IC PREPARA-
TION{i Erythropoetin Darbepoetin

napeHTeparHa QopMa MEAEKC OOA

50 Oxaliplatin naperrepanHa $opnlta MEIEKC OOA

E,4 Oxycodone capsules, hard MEEEI(C OOE

cz Oxyccrdone modifled-release tablets oboHhKc oAPMA EOOA

Oxycodone prolonged release tablets OAPKOII AA

54
Oxycodone hydrochloride/
Naloxone hvdrochloricle

nepopanna Qoptua MEAEKC OOA

55 Paclitiaxel napeHrepanHa QopMa oboH14Kc oAPMA EOOA

56 Pamiclronic acid napeHTeparHa Qoprvla MEAEKC OOA

Pazopanib nepopanHa Sopva oboHt4Kc oAPMA EOOI

60 Pemetrexed napeHreparHa Qopl\ra T-bPTOBCKA II'1TA HAU

61 Pertuzumab napeHrepanHa QopN4a oboHvlKc oAPMA EOOA

oz Sorafranib nepopanHa QopMa oboHt4Kc oAPMA EOOA

bJ Sunitinib nepopanHa QopMa MEAEKC OOA

o+ Tegafur/gimeracilioteracil nepopanHa QoPt\,la MEAEKC OOA

65 Temozolomide nepoparHa QopMa oboHt4Kc oAPMA EOO!

oo Temsirolimus napeHrepanHa QopMa MEAEKC OOA

Or/ Topol,ecan napeHrepanHa QopMa OAPKOII AA

OY Trama<jol nepopanra Qoptua ObOHl,4KC OAPMA EOOI

70 Trastuzumab 600 MG napeHTeparHa QopMa oboHt/Kc oAPMA EOO!

71 Trastuzumab 150 MG napeHrepanHa QopN4a oboHt4KC OAPMA EOOA

IZ Vemurafenib nepopanHa QopMa oboH14KC OAPMA EOOA

73 Vinbliastine napenrepanua Qopva MC OAPMI\M

74 Vincristine napeHrepanHa Qoprvla MC OAPMAAA

75 Vinorelbine napeHTeparHa (popMa oAPKOfl M

/o Zoleclrrrnic acid napeHrepanHa QopMa ObOHl/,IKC OAPMA EOOA



a no OfI Ns 3 vr OII Nt 8 , rra ocrtoBaEr4e .rn. 6 an.1, r.l- or SOII .

c oQepra sa .qocraBKa.21 .t. Vqiacrsm.rcrn yrracrBa B Hac['osuara [poue.qy
na 32 (rpr.rqecer 14 .qEle) Oll nercapcrBeHl4 npo,uyKT

Vrcagaursra 3a I43r1orB.sHe Ha oOepra KtM ,4oK Taul4gra 3a yr{acrvle , 3d
a ^ F, f,nrrvaL r g SqIIYI. IIV. trD llJIYiI\qpe.qJloxeHl4ero 5la r43n'breHl4e Ha nop'bqKara - IJII4K Ne

e nocTaB.q |lon'bJIHeHoTo flEre.qnoNt3uv e 3a il3nbJIHe e Ha fiopbqKara, Koero
qpxOea Ea c'bol'BercrBa Ha IlocoqeH]4Te IA3IACKBa
yiglt,ngenue Ha nopbr{Kara vt ,qa er trgroEBeno rlo n

VIE HA Bb3J]OXffTEJIg 3A
o6paser4 Ne 2. \\

Ad-rcrnm: m: rr: \zuaCTHJ4Ka I{g CttrlloBapE Ha TOBa USVIC
YYVF+\4+\4

AHC IIO BCVIIqKIA O6OCOOCHZ

YI{ACT],{C I T|t,iI KATO B

. 1 . Ha ocHoBaH:r4e qr . 69,
3 il Ns B.

.2. Ha ocHoBarr{rze qn. 69 | alr.I,, r'. 3 or 3OlI , orcr
3a KOT4TO e TIOIIaJI OQepra B Hacrco6euu no3urJvrr t

. 1 . 1 . Vqa crHr4rcr'r He e rpe4cr aBrr..r, BbnpeKI4 rrpe
3aKOHa BbSMOXHOCT, JII4flCBalll4 ,qOKyMeHTI4

KBmBa.[eHTHI4 ,qoKyMeHTr, B nJII4K Ns ]- or ooep'r
nOnVKTT,{ nO OII llo ? rr r)T-t ITo R - ?^ noT{:?RaHeyvAJ 1\ rrr rrv v I Avr\qJL

v.repvwre sa no.46op, nopa.qil Koero yqactrrr KIBtr e

rjo::lvnraw, 3a KoI4To e no.qa.uella v ,qonycHara ,!

+pe.4JIOXe HvtETa My 3a tI3fl'bJIHeHIle .Ha [op'bqKara 3a
ripoayxl Jr:r4rrcBa mHQopr,,lauvrfl.Ta E, KoJIoHa 9 - Cpor

oEctrPalrelta
BrEBnoxlrre,ng

npe.qcT'aBI4,[ n ndren.na.na c.w 3a

yliractrHrrl4r1 :

,,COCAPMA TPEilT'fHTI' M - ,o(leprar c Bx.M 01/26.08 2015 n.
a.n . 1, r. I or 3Oll , orcrpa eH no o6oco6esn rTo3vrrJvlu

AHCH NO BCIIIIKI4 OCTAHAJIU

.srlara npoqe.4ypa.

aBeHaTa My oT KoMtfcl4.qTa
TOpr,lSarl%oHHm |lI4CMa tAIrIL

A CW 3A JIEKA'OCTBCHI4TC

Ha cborBeTC['BI4erO My C

otrctrpalilell oltr yrilacEr4e E

ceKyI oT.qeJIeH JIeKapcTBeH
HA T1OIIHOCT OT NPY _ B

TOI\VrHV|t T. e. npe.qJIor(eHI4.ETa He Ca I43FOTBeHI4 nO np IOXeHI4.q B .UOKyMeHTaUI4.CTa

4 ,25 ,27 t30,35* r 36 t39 ,45 ,

e otrctrpaHeHa otr ylilactr'te
rra BEbnoxrzt'erg, Ha

oI] Ne 52.

ACTHI4KA 3a r43n'bJIHeHr4e Ha
A^'^",^QOpMa/ KO.ETO He
cnequorraul4.qra :

N'MRAIJ:

4or

Jlr4rtcBar
VI IIJII4.K

|IpeECTaBeHtr rTJru
l\ls 3 - flnen.fiar.aHa

ysactrr4e B rrporlegypatra,
tla ocHoBatagre qn. 69 , ?Jr.

15 r.
HCH |IO otl Ne 1.4 .

no Ofl N, 9 ,32* , 66,paHeH

OII Ns 1,4 caMo nnmrc Ns 1 -
Ns2-llpegloxeHue3a

ueHa, T.e. B oQepuara 3a



rI

VI

1314 060coOeHa nosr r\vrfl.t H.rrMa npecraBe
3?rcKBaHero Ha .rn.57, an.2 or liOll .

lepeara rt:a yqactrHutKa rro Otl M L't e
1trO lteotrr'OBatr)Er4a Ita r4grtcKBarlzrrrtra I{a
3HoBarrrze .rn. 69 , aJ!.7- , r'. 4 on 3lOlll .

.2 .L . 3a JIII no OII NsNe 9 , 32,* , 66 ,'l 5 ,
'n 3a I43fl'bJIHeHIZe Ha nop'bqKar,1 (nrI4K
cgnoctr | F,abJr%r{eH otr o6gseanrg or flPV
3I{CKAH]4TC OT KOMYICYl,qTA [OTbJIH]AIT'EJIHW
pe.4JIOXeHI4Te OT Herlo CpOKOBe Het 11O

tronm: m: trtr\/

tra IIa yqactrE%Ka Jrto OrI NlNs 9,32x t66,75 e gtrcEpaHeHa olt' yrilaclE%e B

ol{eAypatra / Katro Heollr'OBapflr{a lra 
'tgutcKBal{tttlTa 

Ha Br3noxzrerru, Ha
HoBaHr4e ren.69 , aJr.L, r.3 or' !]ofl.
2.2. llplr r43ErT)pueHa [poBepKa 3a cra3BaHe Ha r4gI4l]KBaHero e,4I4LI7Ir{Hara rleHa

oQepupraurre or yrlactl{I4Ka JIeKapcrBeHI4 npo yr-Tll .qa He Ha.EBI4lIIaBa
? armtzlnou rq\tr [^m:m:
L 

' 

gr!r 
J sulvr4

He Ha.trBI4[IaBa KbM C'blIIara
I(OHCII'aTI4paJIa, rJe 3a

TBerHara c['orzHocr Ha cbqmr€) n llJIC, llpm"noNeHm
orBap.qHe Ha nJrr4KoBe I w 2 ox o@eprara, 14 .qa

['a .uor,oBope]It4Te c H3OK ueI{I4, KONlvrCUfl.Ta

pr4paHr4['e JreKapcrBeHr4 rrponyKTtl ro Oll NeNe 79 ,29 |
a,EBl4rxaBat peQepeHTHtI['e crolZHocrr4 3a cborBerHara
, aKTyaJreH K'bM MOMeHTa Ha OTBap.qHe Ha nJII4KOB

8.08.2015 r 
"

tra rta ytractrHrrKa no On N$I! 19 ,29 t35* tAL e otr EporleELpatra,
HeotrrroBatr)trqa lta r4br4crcBaH9rtltria rra Brgno)Kr4rleJr;r, Ha ocgoBarrrae .rn.69, alr.

e. 3 or' SOII .

\. /,oAPMHET/' A,q -
tla ocHoBaHlre r.r.[.

t\osILUUtA, 3a KOI4TO

l"forrar:
),iuacrHurcrr yq;rc['Ba B Hacro.srlara rtpoqelypa c 3a .uocraBKa ooulo Ha

e Ha nop'bqKaTa / KoeTo

o6paser.1 Nt 2. "

ceKil oT.qeJ]eH JIeKapcrBeH
-mAntnaRmT/uoH v^n /LrPa /ruvurrv! r\vA / ^LvI I

HVrfl B .trOKyMeHTaUI4.qTa

tr'* A1 nnann:n^HTlma TTFHT/r | lL rrl,vArrsf

.qpKa e |IIC - llpnnoNeHue
Iu2oroQepnala

oQepra c Bx .Ne 08 / 27 . 08 . 2015 n .

69 , a.n. 1, r. 3 or 3oll , orcr eH IIo FcvruKw 060coOeHI4
e no.qaJr ooep'ra B Hacro.crlara npo

['ar]vrgTa 3a yr{acT]4e r 3d
2 | e 3anl4caHo: ,,8 nJII4Ka

wF Ha B'rgJtoNmrel.s 3a

aHe no Bcvrlf.r(v ooocooeHl4
mn riy Lldc'rt4e | '!"brL KaTO B

P. //AJITA €APt'1r\CnrIAr{5,IICtl
--'r.69r dJr.Td u u-tslu b drlvrc :1Jr

6 t39 ,48*
, KaIIO
.L, e.3

08.2015
ou Ne 5.

AMA A NTIHTIUIJ: M2 TTAH: HEqv rrq

HE HAIBI4IXABA C'bOTBETHATA

Astsfs

I ljJaBa K'bM cbuara .uara

/ 50 ,55 ,58 ,6L ,67 ,
I{eotrFoBaP'Il4a I{a
or 3OII.

r.EOOI
''I nr

- o@eptra
3 or 3Oll,

c Bx.Nt O9/2
oTC['paHeH n

HA IASIACKE\A

rpo.tryKTr4 .qa

3a cna:lBaHe
[ar:r\-TtRoHT/

TJnr,rnnvaurra 2 akm\z:rrar I v v.!r r v/]\v I 1,1 v

ofr,en.na na . rA Da He hlar/\yvyrqfu/

6



rd r rJe 3a ooepr4paHil.c
^^a^Ha.qBr4uaBa peQepeHTHaTa

2, aKTyaJIeH KbM MoMeHTa
015 r' .

yqacEr4e B rlPoqenyPaEa,
rta ocrtoBaHyre trn. 69 , 3r.

oil Ns 6.

m- afrlIHllUUAmA TrAH: H:

C HAIIBI4UABA CbOTBCTHATA
K'bM .qaTaTa Ha oTBap.qHe
I4rIraBa KbM C'brlara .4aTa

^)aJra, qe 3a oQepr4paHr4.q
Ha.EBr4rrraBa pe0epeHTHaTa

a ^ -^^,z, aKTyareH KbM MOMeHTa
2015 t.
ysactr,de B rrpoqetrl4)4tr4,

Ha ocHoragze tr,n. 69 , aJr.

Hh c.no qTII..trrl r.r'rn I.rFTTToTJT/o FrnrrTTFIKJ4!rvAurvJf\ KottLvtct'ts.ta 3a BailIilTa Ha
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