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MupoBoit JHACP B CAYKEAHR HAYKE

Pea.: 2

Marteon Mranus C.m.A. (Patheon Italia S.p.A.)

CEPTH®HKAT COOTBETCTBHUA JEUCTBYIOUIHM TPEEOBAHMSIM HAJVIEKAIIER
[POM3BOACTBEHHON NIPAKTHKH (¢cGMP)

Kom: _ 415983
TIOMEPOH (IOMERON) 400-500M.J
HaumeHOBaHHe: POCCHA
Cepus Ne: | _ “MP9814B
JlaTa mpOU3BOJCTRA: . ) . 09/2019
-Cpok rOJHOCTH: 08/2022
KonuaecTso: 6823
Crpana HASHAYCHHA: ' ) POCCHUHCKAS ®EJIEPALINA

HacTosumM MoATEEPIKAALD, MTO BCE 3TaNsI 0 POM3BOACTEA NAHHOH CEPHH FOTOBOTO MPOAYKTA Opinu
BLINOAHEHB! B IOHOM COOTBETCTBUH ¢ TPeOOBAHUAMH _Hpaﬂ'ﬂn Haexane npomsonmeuuoﬁ
MPAKTHKH ¥ KOHTPOIA Ka4ecTBa JICKAPCTBEHHBIX CPE/CTB (GMP) EC u Tpe6oBaHHIMH, CONCPAIHMUCT . -

B ‘Perucrpaunm-mom(mxj YIOCTOBEPEHHH(AX) JIEKaPCTBEHHBIX CPENCTR pxpanm/cqpannazuaggm;

51 zagBnse0, 4TO:
[l B nipouecce Npo3BoACcTBEa / KOHTPOR KayecTsa JAHHOM APTHA HAKAKHX OTKIOHEHHH He
BO3HHKIIO.

[ INepeuucreHHbIe HEKE OTKIOHCHHS 6BUTH paccieioBaHbl H OROOPEHbI

IlenapTameHT N0 0BeCTeUeHHIO KaYecTsa

YNoIHOMO4ERHOE JIHLO TMoanuch Jlar& = o Sl e

/mavm: -p Aneccandpo /nodnuce/ 13 Hosbpa-2019 200a’ |-
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«TepMo duiuep

Cailenrndur>» (Thermo Fisher

Scientific)

Mupopolf nuiep B CIYKEHEH HayKe

Haumenoeanue:
Creyugpurayus:
Koo:

Homep cepuu:

«Tepmo Dumep CaiienTngpur (Thermo Fisher Scientific)

Cepmughuxam auaniza

«Tareony (Patheon) Bxoa#T B cocTas «Tepnid Guurep

Caliermduo (Thermo Fisher Scientific)

2° Tpas. CHke Bua Moponesse, §, 03013, ®epenrueio (DF),
Hramus (I Trav. X Via. Morolense 5, 03013 F

erentino (FR), ltalia)
Ten.: +39 07753991

@axke: +39 0775399259
thermofisher.com/patheon

HNomepon (Tomeron) 400-500mx Poccns

SP-lomeron Fill
415983
MP9814B

Il,'ara' ﬁp‘oaano.acm'a: 0972019

Cpox romrocTy: 08/2024

PesyasTathl

Onucatine:

Oueanne Mennrranms

Kparrepun npuemicsyocty

pacTBOp (BH3YdJIBHAA OLEHKA)

Pesyvibiarst

OOTBETCTBYET |

Igetnocts (Oniyeckan MeHble WK pasHo 0,060 0,006 OnTHYeCKHK
TIIOTHOCTL Npu 450 um, sueiika | (OnTryeckux enunny Ha 450 HM - " enuHuL
4-cMm ) CHEKTPOPOTOMETPHIECKHH
aHaln3) .
pH 6,5 - 7,2 (MOTEHUHOMETPHYECKHM 7,0 pH
METOAOM)
HommeeocTs: Momenpon COOTBETCTBYET CooTBeTCTBYET
(Iomeprol) (BXKX) FORE .
Womenpon (JTomeprol) 775,67— 857,32 mr/mn (BOXX) 810,15
Cpobonubii tion O1eyTeTByeT ’ OTcyTeTRYET
Heoprauuaeckue Homu/s! MeHblLe nau pasio 4.0 mr/ 100 A
mn (Turposanue ¢ cepeGpom) e T
Tsxensie METAIIL! MeHbile WK pasHo 20 ppm Meriee 20 -_ |,
(KOTMMECTBEHHEIH aHanus) e O 4 v~
TIpumecH: B LieSIOM 110 He Gonee 1 % (BOXX) 0o -
NpOAYyKTY _
TIpumecu: HemspecTHbie He 6onee 0,1 % (BOKX) 0 %
(xkaxnas)
Tlpumecu: mo npoaykty B18360 | He Gonee 0,7 % (BIXKX) 0,1 %
Ipumecu: ro npoaykry B19190 | He 6onee 0,2 % (BOXX) He BrisRneHo %
HonmuuHOCTs: TpoMeramon CooTBETCTBYET CooteeTcTByeT -
(BOXX) :
‘Tpomeramon 0,90 - 1,05 mr/mn (B2XKX) 1,00 ML/MJ1
[ommnHoCcTs: Xoprip! COOTRETCTBYET ' CooTBeTCTBYET -
Crmp. 1132

[ereon Hruma C.uA, (Patheon Ifalia 8.p.A.) -KoMrtauer ¢ AHHCTPEHHAA ARUMOHCPOM, yrpannmobizan xomnaiis Mareon BB, (Patheon B.V.), - axwioscpasl] kaontan 15.300.000,00 Espo

(NOANOCTRIO DA tEHNRIIT)

ricxamHIsh koA W Homep i ygrs HAC » Peecrpe [Tp

H0puaucckii apee; Buane Xan Barucru Cryyn, Ne 110, 26900 1 Mokua (MB), Hramin (Viale G.B. Stuc !
Tpan' CHyc Bag Moposierae; §, 03013 Geperrtuno (OF), Hramax (2° Trav, SX, Via Morolense n® , 03013 Ferentino (FR), Italia)

Monus-

Meernoe noppasnesiensie: Ya: Toppie Brarike X3 °9, 20871 v, Busiepxare (ME), Hramis

By : 01024610746 - REA: MB-1566438 —smarep ngresmimsica HJIC: IT 12584850158
¢hi n® 110,.20900 Monza (MB), talia) ~ Joioanimensnsili oguc Peperrino; 2°




«Tepmo Mumep Catienrudmr» (Thermo Fisher Scientific)

«Tepmo Ouiep Tareoto: (Patheon) BxoTe coctan «Tepuo Guurep
5 - Catterrmadnges (Therme Fisher Scientific)
CBM&IﬂHCIJMK» (Themo FlSher 1f Tpas. CHkc Bua Moponense, 5, 03013, Gepenurio (OF), Hranua

(1l Trav. SX Via Morolense 5, 03013 Ferentino (FR), ltalia)

Scientiﬁ.c)' Ten.; +39 07753991

Daré: +39 0775399259
thermofisher.com/patheon
Muposoil IHIED B CilysReHHN HAYKE

415983
MP9814B

Cepmuguxam ananusa

Onue Kpirrepanit pHemiacrMocTi

anne Hennooanuws

Mens ' " 'menblue wiE pagio 1 ppm | ~ ppm.
(KonopUMeTpHYECKHH METON)
XTOpACTOROAOPOHAR KHCIIOTa | MeHBIE MM pasko 0,3 Mr/ma 0,3 ME/MIT
_ (TurpoBanHe cepebpom)
Hasnexkaemsii o6pem 100 - 110 % ofbema, yKa3aHHOTO 104 %
, Ha HTHKETKE -
Hesunumsie gactius >= 10 He Gonee 25/mn 1 Kon-go/min.
MKM _ (horomeTpHyecKHit METOA 110
- ED) , -
‘Hepunumsle wacTuupt >= 25um | He Gonee 3/mn 0 - Kon-o/mu.
(doromerpudeckuii metToa oo
. Ed)
CrepuIIbHOCTD CrepunbHbIH (MeTOR CrepwibHbIH -
L | MemBpannoll hrabTPaLUK)
BakTepuansHble SHIOTOKCHHEL | MEHbe WK pasHo 0,7 ED/Mi Menee 0,2 E3/mn
(xuHeTHYECKUH
TypGOIMMETPHUCCKII METON)

* 110 OTHOIIEHHIO K TEOPETHIECKOMY coJlepykanuio fomenpona (iomeprol)

Crarye (Status)

ViazarHplii BeOne Matepual GhUT TPOaHAIN3HPOBAH H NPU3HAH COOTBETCTBYIOITHM

TpeCoBaHHMAM TeXyLIeH BepeHH creln(HKALHH.

Yreepxpaer*: O1ae/X0IHHOCTD:
PoGepra MAPKOHE MEHEJKEP OTAEJIA
{Roberta MARCONE) KOHTPOJISI KAYECTBA 3,

* Jarasitt cepTuduxar G NOANKCAH K CIGHEPHPOBAH B JNCKTPOHHOM BHAE, WICKTPORIEA TTOANUCH ABNACTCH SKBUBANCHTOMS.,
cofeTBEHHOPYIHOH NOANHCH,

Crp.2us2
Tareow Hrausa Cin.A. (Patheon Jalin $.p.A) K ¢ canuer pat, yup Iazeon BB, (Patheon B.V.), » axuonepaalt canvran 15.300.000,00 Bspo
rcxanbuusii Ko w Homep aan yuera HOC v Peecrpe Hpeanpasmuht Monuaa-Bpusnis: 01924610346 - REA; MB-1565638 — roMep ey HAC: 1T 12584850155
HOpuanseciil anpec: Brune Kan batucra Cryeay, Ne 110, 20900 1. Moynza (M), Hrasa (Viale GB. Stuocki v® 110, 20900 Monza (MB), Ralia) - Hongmurrensendi odne Gepairrino: 3*
Tpas. Cike Biia Moponeide, 5, 03013 Wepastituo (OF), Hranps (2° Trav. 5X, Via Moralense 0° 5, 03013 Ferentino (FR), Italia) i
Mecnioe nospragesicnne: Ya. Topph Frouxo Ne *9,2087} r, Brimepxare (ME), Hramw




Thermo Fisher Scientific

ThmFiSher W Trav. 8X Via Morolense 5, 03013 an “?RF;)sm
fav. a il 5 no: 'y
SCIENTIFIC ' Phane +30 07753991
Tha world leader In serving sclence Fax +30 0775399259
www.tharmofisher.com
Ed:02
Patheon Italia Spa

CERTIFICATE OF cGMP COMPLIANCE

Code: e ; 415983 ,
Description: IOMERON 400-500ML RUSSIA
‘Batch No: MP9814B
Manufacturing date: 09/2019

Expiry date: 08/2022

Quantity: ' _ 6823 .

Destination Country: RUSSIA

| hereby certify that all the manufacturing stages of this batch of finished product have been
carried out in full compliance with the GMP requirements of the EU and with the :
requirements of the Marketing Authorization (s) of the destination country/countries.

| declare that:

‘%No deviation occurred during the manufacturing and/or testing of this lot

01 The deviation listed below has been investigated and approved by the
Quality Assurance Department

Qualified Person Signature Date
Dr, Alessandro Barbato ' ; .
Qualified Person , _
Patheon. by Thermo Fisher Scientific A‘b\f { S ZQfﬂ
2°Trav. SX via Morolensa 5 - 03013 Ferenting (FF*\) '

Pathaon ltalla S.p.A. - Society con Unico Azionista, saggetta a direzione ¢ coordinamento di Pathean BV, - Capitals Sociale
€15.300.000,00 i.v. Codice fiscale Iscrizione al Registro delle Imprese dl Monza e Brianza n, 01924610348 - REA; MB-1566638 - Partita
IVA: IT 125848501565 — Sede Legals: Viala G.B. Stucchi n°110, 20900 Monza (MB), talla — Sede Secondaria: Ferentino: 2° Trav, 5X, Via
Morolense n* 5, 03013 Ferentino {(FR), Italia

Unita Locale: Via Torrl Bianche n® 8, 20871 Vimercate (MB), italia




ThermoFisher
SCIENTIFIC

The world leader in serving science

Thatmo Fisher Solentllic

Pathean ftalle S.p.A

{1 Trav. 8X Via Motclensa 5, 03013 Ferentino (FR), ltafiz

IOMERON 400-600m|-Russia

Name:

Spacification: SP-lomeron Fill
Code: 415083
Lot # MP8814B

Phone + 39 07753981
Fax +39 0775390250
wenr Ihermolisher.com

Manufacturing date: 09/2018
Expiry date: 08/2022

Results

Test Description

Acceptance Criteria

Rosults

.. Patheon itals S.p.A. - Societa. con Unica azionista, scpgelia
Codice fiscale e iscriziond al Registro delle impress di Monza e Bdanza n. 01624610346 - REA.
Seda Lagale: Viale G.B. Stucchl n® 110, 20800 Monza (MB), Italfa - Sede Secondarla: Ferentino:

Units Locale: Via Torrl Blanche n* 8, 20871 Vimorcate

B), ltalla

& direziane e coordinamento di Patheon
MB-

|Appesrance ™" |Glear colouness solution (visual) GO

Colour (AU at 450nm, 4 -cm cell) [<=0.080 (AU 450nm ~ 0.006 AU
: ' spectrophotometric) :
pH 6.5 - 7.2 (potentiometric) 7.0 pH
identification: lomeprol (HPLC)  |Corresponding Corresponding -
lomeprol 775.67 - 85?.32 mg/mil (HPLC) 810.18
Free lodine Absent Conform
Inorganic iodides <= 4,0 mg/100mi (Ag titration) 0.2
Heavy metals <= 20ppm {quantitative test) <20
Impurities: by products total Not more than 1% (HPLC) 0
Impurities: Unknow (each) Not more than 0.1 % (HPLC) 0.0
Impurities: by-producis B18360 |Not more than 0.7 % (HPLC) 0.1
Impuriies: by-products 519180 | Not more than 0.2 % (HPLC) ND. %
\dentification: Tromatamol (HPLC) Corresponding Corresponding -
Trometamol 0.80 - 1,05 mg/ml (HPLC) 1.00 mg/mt
identification; Hydrochloric acid Corr_esﬁonding Corresponding -
Copper ' <= 1ppm (colorimetric) 0 ppm
Hydrachloric Acid <= 0.3 mg/ml (Ag titration) 0.3 mg/ml
éage 1 of 2

BY. - Capitals Sodiale € 15.300.000,00 Lv.
1586638 - Partita IVA: [T 12584850156

2* Trév. SX, Via Morolanse n* 5, 03013 Ferantino (FR), italla.




Thermo Fisher Bolantitic

Thel'mO FlShEl' - Patheon Itaila 8.p.A.
SCIENTIFIC I Tra. $X Via Morclensa 5, 03013 Ferentino (FF), rala
Phone + 38 07753091
The world leader in secving science ' Fax +30 0776390250
www.tharmofisher.com

415983

MP9814B

Test Description Acceptance Criteria Results

Extractable volume = 1100~ 110 % of the labelled volume |
|Sub-vigible particles >= 10ym  {Not more than 26/mi (EP phometric 1 num/ml
Sub-visible parficies >= 25m ﬁ'ﬁe‘ﬁi’fﬁe than 3/mi (EP phometric etk |
Sterility ‘ gtée%i%nembrane.ﬂite‘f method) STERILE z
Bocterial endotaxins <207 EUlm (netic turbidimetic 02 EUmI
' method)

* referred to theoretical lomeprol content

Status

The material Identified above has been analyzed and found to be COMPLIANT with current release specification.

Approver': Dept/Position: Data e ora:

Roberta MARCONE QC MANAGER 12 NOV 2019 14:47.37
*This ceriificate has been signed and genarated electronically and the elactronic signature is equivalent lo a hangdwritien signature.

P 2 of 2
Fathaon ltalla 8.pA. » Socleta con Unice azionlsla, soggella a direzions ¢ coordinamento df Pathaon B, - Capilale Saciale €_,1mm?$t.v. ; ;
Codice fiscale ¢ ﬂw!z}am al Reglstro delle imprese d Monza & Brianza n, 01924610346 - REA: MB-1586638 - Partila [VA: IT 12584850156

‘Sede Legale: Viala G.B. Stucchl n® 110, 20900 Mariza {MB), lialla - Sede Sscondaria! Ferenlina: 2° Trav, SX, Via Morolense n® 5, 03013 Ferentino (FR), ltalia

Unlita Locale: Via Torr Blanche n® 8, 20871 Vimercate (MB), ltalia i




AQO «P-Dapm» Samtiics Crp. 132

Koa

SAKJIOHEHHE ©-01-COMNJIT-044:01
O COOTBETCTBHH CEPHW“&MKH BBO3HMOTQ JIEKAPCTBCHHOTO -

npenapara TpeGOBAHHAM, YOTAHOBICHIKIM TIpH ero
rOCYAapCTBEHHON PErUCTPaUMH

JAKJIOUEHHUE No ___013-2020
ot «6» deppans 2020 r.

0 EOOTBETCTBHH CEPUH/TIAPTHH BBO3HMOTO JIEKapCTBEHHOIO Ipenapara TpeGoBaHuAM,
YyCTaHOBJICHHBIM TIDH €10 roCyAApCTBEHHOM perucTpal B PO

Brijano fpeiCTaBRTENeM OpraHu3allH, oCyIecTBAIOmel BBO3 JICKAPCTBEHHOrO Npenapatd,
YIONHOMOYEHHOTO HHOCTPAHHEIM OPOM3BOAHTEEM
Kpynoaeps JAmurprii bopucosut

((PHO GTEcTCTACHIONO AL, YAOMIOMOUENROND NRONIROLHTEICH TCKAPCTHEHHONO PENIapaTa)

AQ «P-Gapmy» 123154, r. Mocksa, yir. bepsapuna, 1. 19, xopun. 1

(HANMCHOBATIC IOPHLIHMCCKOTO SN, ToprAntECKIi aIpes)

sepennocty ot Bpakko Ceuce CA, Ilnefiua
(yRazars: Tosspenioeny/Cornawen i no kauecray/Kosrrpaxra/Jioropopa JucTpH

nedcTBYIOmEro Ha OCHOBAHHH 4O
GLiotn)
oT «29» suaps 2020r.  Ne B/H _

' ¢ 29 suaps 2020r. 110 30 Hosbps 2021r.

[y Rt CPOK ACHCTBI IOKYMELTE)

ToproBoe HAHMCHOBAHHE Homepos
megynapo,ano'e HEMATCHTOBAHHOE HAHMCHOBAHNE Homerpon
(FpynIPOBOUHOE HIM XHMUYECKOE)
Tlexapcreensas dopma e B pAcTROP st HibeKuuk
Jlo3upoBKa. - 400 Mr #Hoaa/mi
dopma BBITTYCKA PacTBOp A8 WHBEKUHI, 400 Mr ftoga/Mn
_ (dnaxon) 500 i x 1(nasxa Kapronnas) [r..
Homep ceprn/napTuy MPOBIAB 4 - ool
Obbem cepuu, Y11 6823 . S n
Ko/IMuecTBO BBE3CHHOE, Y11 6823
Jlata IpON3BOACTBA 09,2019 | .
Tonen a0 08.2022 °."
HauMeHoBaHUE H a/[pec Npou3BoauTes/ ek TTPOU3BOIWTEID >
¢ yKazaHueM CTajHil IPOH3BOACTBRA IMareon Wramis C.LA., Plftéﬂld
®ACOBLLMK ( TEPBUYHAS
YITAKOBKA)

[Tateon Wrama C.n.A., Wramis

YIAKOBIIMK (BTOPUYHAZ !
(HOTPEBHTEHI:CKAX)YIIAKOBKA)
[lareon Wrannua CarA., Mramus

BBIIYCKAIOLIWN KOHTPOJIb
KAUECTBA
[Marcon Wranns C.n.A., Uranus

| Homep ¥ jata perncTpalMOHHOro yAOCTOBEPEHHA TIT1 001939 ot 18.12.2012, jata BHECEHHs
. . . _ M3MEHEHI B PY 03.04.2’(}19‘

Homep HOpMATHBHOH AOKyMeRTaumE ‘ JIIT001939-181212,

H BCEX u3Menenuit (1ipu HATHINM) :




Crp.2n32

3anuch

_ Kon
JAKIIOHEHHE | ®-01-COI-JU1-044-01
O COOTBETCTBHH CEPHW/NAPTHH BBO3UMOTO JIEKAPCTBCHHONO
npenapara TpeGoBAHKAM, YCTAHOBICHHBIM NPH €0
' FOCYAAPCTBEHHOH perneTpatny

Mam, Nel i JITT 001939-181212 o1
13.12.2016,

Ham. Ne2 k JIT1 001939-181212 or

_ 03.04.2019.

HaumMeHOBaHHE ¥ A1pEC LEPHKATEILl PErUCTPALHOHHON0 Bpaxko Ceuce CA, Ilipeiitapus

YAOCTOBEPEHHS Via Ponteggia, 23 CH 6814 Cadempino,

__ Switzerland

PaccMOTPEHB!  [PECTABICHHEE JOKYMEHTHl IPOU3IBOJIMTENS JCKAPCTBEHHOrO rnpenapata M
COUEPMKALIMECS B HAX CBEHCHHS: '

1. PerucrpauMoHHOe YAOCTOBEPEHHE JICKAPCTBEHHOTO npernapaTa:

No JI[1 001939 ot 18.12.2012r.. jata BHecenus usmenenus 8 PY 03

2. HopmarusHas JOKYMEHTAUMA HA IEKaPCTBEHHBIH Hpenapar:

Ne JIT1 001939-181212,
namenenus Ne Nel x JITT 001939-181212 ot 13.12.2016r., Ne2 JIT _001939-181212 ot
03.04.2019r.

3, Cepruukal kayecTsa/cepTH(UKAT aHaiH3a NPOHIBOIHTEN JICKAPCTBEMHOrO Mpernapara,
YIOCTOBEPSUIOLLHE COOTBETCTBHE CEPHH/NAPTHH JIEKAPCTBEHHOTO npenapata BCceM IIOKA3ATENSM,
NPeIYCMOTPCHHEIM AeliCTBYIONIeH HOPMATHBHOM JA0KYMEHTalHEeH:

NeB/H or 12.11.2019r;

4. Cepraduxar Ha BBIIYCK CEPUN/TAPTHH [POM3BOAMTENS JIEKAPCTBEHHOrO MNpenapara,
THONTBEPAAAIOLIMH COOTBETCTRME CEPHM/NAPTHH JIEKAPCTBEHHOIO Npenapara Tpebosanmsm,
YCTAHOBJICHHLIM [IPH €r0 FOCYAapCTBEHHOH PErHCTpalyiH, TOAMMCAHHBIN YIONHOMOYCHHBIM
JIULOM NIPOH3BOMMTE!IS JIEKAPCTBEHHOTO Npenapara: -

Ne B/H ot 13.11.2019r.;

3AKJIIOUEHUE:

JlexapcTeenubli npenapar Hlomepon,-pacriop juis uesexiuii, 400 mr #ox
500 mu x 1 (nauxa KapToHHAA).

{TOPrOBOE HEIMCHOBRINIE, UIPONKA, (FOPMA BullIyCKD) e

cepus MP9814B nponssoactsa [areon Mranug CaiA., Wramus (Bee cranny 11201&330&0'1‘.&2% .Y

{HoMEp copin) (HEUMCHOBRIIIE H IPCC NPOIIBOAHTEN (€ YKaSAHHEM Craiil NPONIBONCTHa))

COOTBETCTBYET Tpe6oBanusM, yCTAHOBJICHHBIM NPH €r0 roCyJAPCTBEHHON PErUCTPALHH.
TIpunoxexue: -
1. Cepraduxar ananisa or 12.11.2019 Homepon, pacrsop s unvexwuii, 400 Mr #ona/mn
(raxon) 500 Mnt x 1(nauka kapToHHas) CG%KH MP9814B.
2. Cepruduxar coorsercrsus o1 13.11.2019 Flomepon, pacTBop Ul HHbEKLMI, 400 mr Hona/Ma
(dpnaxon) 500 mt x 1(mauka kapronuas) cepun MP9814B. :
3. IMporokon ucnnrranuii Ne 2958 ot «26» aekabps 2019 r. suran OO0 UL «Papmoboponay.

[pencrasureny AO  «P-®apmy, OTBETCTBEHHBIH 33 BBOJ JIGKApCTBEHHLIX IIPEIIAapaToB A
MEUUMHCKOTO MIPUMEHEIIs B TPOKAAHCKHE 060poT:

Kpynoneps Jimurpuii Bopucosuy (/AB | 06.02.2020a |
©{OHO) oAk} (auTa)



