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CEPTUDIKAT AKOCT]
Quality Certificate

VENTOLINE™ NEBULES solution for inhalation
2.5mg/2.5mL, 40 nebules for 2.5 ml (10 nebules in
aluminium bag, 4 bags in carton box) BEHTONIH™

HEBYIN, posuun ans iHransauini, 2.5 mr/ 2.5 mn no 2.5 mn
y Hebynax Ne40 (rnio 10 HeBYITy nakeTuky 3 anomitieso]
thonbru, no 4 nakertvika B KapTOHHIN KopoBlyi)

Date of Manufacture: 20.11.2024
dara Bupo6HuyTRA:

Batch No.: 24M001
Homep cepii:

Expiry Date: 112027
TepmiH npuaaTtHocTi:

Certificate Ne: UA-161

Homep ceprudikary:

Registration license number: UA/1T798/01/01

Homep peectpaliiiHoro nocaiguenns: UA/1798/01/01

Batch quantity produced in total: 9.549 packs

Kinexicts npoayxuii e cepii: 8,549 yn

Manufacturer: Aspen Bad Oldesloe GmbH, Industriestrasse 32-36, Bad Oldesloe,
Schleswig-Holslein, 23843, Germany

Manufacturing authorization license Ne: DE_SH_01_MIA_2024 0013
BupoGuuk: Acnen Ban Ongecno MuBX, lHaycTpiwTpacce 32-36, baa Onpecno, Wnessir-
Fonbuwtetin, 23843, HivevyuHa

JieHsis Ha BupoBHULTEO Ne: DE_S!-I_O'I_MIA_2024__0013

Efficacy: active drug subslance: salbutamol;

1 dose (2,5 ml) of the product contains 2,5 myg of salbutamol (as salbutamol sulfate)
AKTUBHICTL: giloua pevosuHa: cankByTamon;

1 8osa (2.5 mn) npenaparty MicTuTL 2,5 mr caneByTamony (y chopmi cansbytamaony
cynbthaty)

Test Specitication Resuits |
Tecrt Bumorn cneumdirawi Peaynirar '
Appearance Clear, colourless liquid_ | Complies
Oruc Mposopa GesbapsHa piguna Bipnoeigae

“Tesl for idenlily (UV) Concordant with standard UV speclrum Ccim_piies '
tlaenTudpikavia Y Bionosipae Yo CMIEKTRY CTaHAgapTy Bignosiaae

pHo T 35-45 o 38__

pH ) [3.5-4.5 o BEE
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Test Specification Resulls
Tecr ) L Bumoru crnieumdpiraui Peaynetar
Fill weight ' -‘

(Fill weight is determined as

part of in —process controls. Fill |{2.50 - 2.80m| Complies
1 weight is equal to fill volume as
' the density of the nebule
_Solution is 1.00 g/mi) L _ o . . _
1 O6'em HanosHeHHs
'{O6'em HanosreHrn
1 BM3HaYaeTLCq ¥ npoueci
g BUpobHMuTEa, Maca 2.50-2.80 mn Bignosigac
[ HanoBHeHHs pisrta ob'emy
| ManosHerHa. Ockinbiu rycria
{ROSMHY CTanoBuTS 1,00 rivn) , . L
+ Sterility Complies with the requirements of lhe European | Complies
e Pharmacopoeia o o
CTEpUIIBHICTS Bianosipae sumoram €¢ Bignosigae
Sodium Chloride concentration | 95%-105% of the slated concenlration 100 i
. BmicT Hatpito xnopuay 95%-105% Big BrrazaHoi KOMUeHTpaLi | 100
Salbutamol concentralion (UV) 195%-105% of the stated concentration 101
BmicT caneGyramony (V) 95%-105% sig BrazaHol KOHLeHTpaLlif 101

1 hereby cerlify That (he above information is authenlic and accurate. This batch of producl |
fabricated/manufactured, including packaging\l
recognized building(s) site in full compliance

1as been

abelling and qualily control, at the above-mentioned
with the GMP requirements of the local regulatory

authority and with the specificalions in the markeling authorization of the importing country. The batch

processing, packaging, and analysis records were reviewed a

Uww =t niaTBEPAMYIO, WD HaBefeHa iH
BHFOTOBNERA, 8 TOMY uucni YNakosad

nd found lo be in compliance with GMP,

thopMadlis € cnpaemHsoo | TOUHOIG. Cepia npenapary Syna
a i nepesipeHa B Mexax MPOUSAYPY KOHTPOMIO AKOCTI, Ha

3a3HaYEHI BUILIE BUPOGHWUIR AiNbHuLl B8 noBHiG BILNOBIfHOCTI 10 aumor npasuWn HanenHor

BUROOHU4OI NpakTuxy (GMIP), BcTanoBNeHux MicueBuM
signosigHocT fo cneuvdyikacif,
fokymentawn crocosno oBpobiy,

PErynATOPHWM 8I40MCTEOM, a TakoM

WO BOHa BIANOBIAGE BUMOram npasnn Hanemuoi BUPOBHUMOI NpaKTHky (GMP),

Importing country:

Kpaisa irnoprep:

Reicased by Qualified Person:

Ukraine /175590
YKpaiia /175590

Hoasoanene Ao peanizayji YNOBHOBaXEHAI0 ocobolo:

Date of signalure/
Hara nignucy:

V5. JAN, 2075

Position! Mocana

Qualified Person

e

Dr. Theo

B NOBHIA

nepeabavenux vy Miuensii ua BKpobHUUTED KpaiHu-iMaopTepa.
nakyBanHa i ananisy cepli Gyna nepesipena, | Byno BCraHoBrieHo,

Name/ [pissuie
‘)1:3;3 wy

Rodat
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HEPKABHA CIYKBA 3 JIIKAPCBKI.Z_[X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥ KUIBCLKIA OBJIACTI

npos. Ceitauuroi Haii, 3, m.Kuis, 02099, ren/paxc: (044) 576-40-41
E-mail: dis. ko@dls.gov.ua, Kox €APIIOY 37078774

BHCHOBOK

Npo fAKICTH BEBE3eHOro B Yrpainy JIKAPCHKOTO 3ac00y

14.02.2025 Ne 5121/25/10

BEHTOJIIH™ HEEYJIA

{(Haiimenynanug mikaperkoro zacoby arino 3 PeecTpanifHmy nocsizueiiim)
PO st iHransmii, 2,5 mr/2,5 yma; no 2,5 wun y mebyui; no 10 weGysr y naxeruxy 3
anoMinieBoi doanrm; mo 4 naxernxa s KAPTONHIN yaxosni

(Dropaa marycxy, HO3YBALIL, BHA NTAKYBAHIA JHIKAPCLKOD 3acoby)
Howep peectpanisinoro nocsinwenns UA/1798/01/01 CTpOK AiT peecTpauiiinoro nocsixenns 01.01.2099
Cepis snixaperxoro 3aco6y Ne 24M001 KimbkicTs BRe3enoro sikaperkoro sacody 9549

BupoGuuk Acner bag-Onbnecino M'mEX., Hivevyuuna
(nafivenysanns supoGimka Jikaperkoro sacofy, kpatia NOXODKCHHA)

Baesento B Yipainy Torapnereo 3 oGmexenoro Bignorinansuicrio "' Ciraxco Carir K nstiti
Papmaceioricane Yrpaina", izent. won: 35619519

(uatiMenynauns Ta kost 3a CAPTIOY fopHARtIoY ocoGu abo npiseutke, iM's, No GaTbkoa (rizuvntoi
ocobu - mitnpueais, i Micue NpOKHBAHHA TA peecTpanifiuuii Hosep obaikonot KapTKK Latiuka
nopatkiz alo cepis Ta romep facnopra)

IIporokon sisyan.noro conrpomo six 11.02.2025 Ne 0364/8.

3a  pesymbratamu  pmepmashoro KOHTPOMIO  BCTAHOBAECHO, IO JiKapchLKME  3aci6  smeseno Yxpainy 3
AOTPHMAHHAM BHMOT 33K0OHOAABCTRA OAD 3aGesneuents AxocTi nikapebKux 3ac06ip.
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CEPTUDIKAT AKOCTI
Quality Certificate

VENTOLINE™ NEBULES solution for inhalation
2.5mg/2.5mL, 40 nebules for 2.5 ml (10 nebules in
alummlum bag, 4 bags in carton box) BEHTOQJTIIH™
HEBYHH, po3uund ans iHranayi, 2 5mr/ 2. 5 M1 o 2. 5 mn
y Hebynax Ned0 (no 10 nebyn y naxemxy 3 anoMiHiEBOT
¢honbry, No 4 naxeTukKa B KapTOHHINA Kopobui)

Date of Manufacture: 20,11.2024
Hara BupoSuuuTRa:

Batch No.: 24M002
Homep cepii:

Expiry Date: 11 2027
TepMiH npuBatHocCTI:

Certificate Ne: UA-160

Homep ceprudhikary:

Registration license number: UA/1798/01/01

Homep peecrpauiliHoro noceigueHusa: UA/798/01/01

Batch quantity produced in total: 9.828 packs

KinkkicTs npoaykuil B cepil: 9.828 yn

Manufacturer: Aspen Bad Oldesloe GmbH, Industriestrasse 32-36, Bad Oldesloe,
Schleswig-Holstein, 23843, Germany

Manufacturing authorization license Ne: DE_SH_01_MIA_2024_0013
Bupobuui: Acner bag Onaecno M'vEX, IHgycTpiwTpacce 32-36, bap Onpgecno, Wnessir-
MonbwTeiiH, 23843, HiMeuunHa

Niuexsia ra eupobuuuTeo Ne: DE_SH_01_MIA_2024_ 0013

Efficacy: active drug substance: salbuiamol;

1 dose (2,5 ml) of the product contains 2,5 mg of salbutamol! (as salbutamol suifate)
AXTUBHICTL: Ailoua pedosuHa; canbByTamon;

1 Ao3a (2,5 mn) npenapaty micTUTb 2,5 Mr caneBytaMony (y dropmi cansByTamony

cynedarty)

Test . Speclflcat[on : Re_sults .

TecT | Bumorm cneu,mbmauu - PeathTaT"
Appearance Clear, colourless liquid Complies

Onwc Mpo3opa Ge3bapeHa pignHa Binnoeigae

Test for Identily (UV) Concordant with standard UV spectrum Complies )
laerTudikadin Yo Bigrioginae Y® cnekvpy cTaHgapry . Bignosigae

pH 365-45 3.8

pH 3.5-4.5 3.8
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Test Spegcification ' Results
Tect | Bunmoru cneuudixadyii Pesynbrar
Fill weight

(Fill weight is determined as

part of in —process controls, Fill |2.50 - 2.80ml Complies

weight is equal to fill volume as !
the densily of the nebule '
solulion is 1.00 g/ml)

O%'em HanoBHeHHA
(OB'em HanoBHERHS
BW3HA4aETLCA ¥ Npoueci
supoBHuyTBa. Maca 2.50-2.80mn Bignosinas !
HaNOBHEHHSA pisHa 06'emy !
HanosHeHHA. OcKinbkK rycTuHa
poavnky etadesmTe 1,00 rfmn)

Sterility Complies with the requirements of the European Complies
Pharmacopoeia :

CTepunbHicTb Bignoeigae sumoram €0 Bigriosinae |

Sodium Chloride concentration | 95%-105% of the slated concentration 101

BMICT HaTpilo xnopuay 95%-105% Bia BIKA3aHOT KOHLEHTRALT 101

Salbutamol concentration (UV) |95%-105% of the slated concentration 101

BmicT cansbytamony (Yd) 95%-105% Big BKasaHol KOHUeHTpaLT 101

| hereby cerlify thal the above information is authentic and accurale. This bateh of producl has been
fabricated/manufactured, including packagingViabelling and qualily control, at the above-mentioned
recognized building(s) site in full compliance with the GMP requirements of the local regulatory
aulhority and with the specifications in the marketing authorization of the imparting country. The batch
processing, packaging, and analysis records were reviewed and found lo be in compliance with GMP.

Llw A nigTeepaitylo, Wo Hasegera iHdopMauin e cnpamkHLEOK | TouHow, Cepin npenapaty Gyna
BWTOTOBMNEHA, B TOMY uucni ynakoeaHa i nepesipeHa B Mexax NpoUeaypy KOHTPOMIO AKocT, Ha
3a3HaueHii Bule BupoBHWYIA pinbHUY] B NOBHIK signopigHocTi Ao BUMOr nparpun HanexHol
BupoBruyol NpakTuky (GMP), scTanoBneru MICUEBUM PErYNATOPHUM BIJOMCTBOM, 8 TaKOX 8 NOBHIW
sipnosigHocTt Ao cneuudiikauifl, nepepbavenux y Jlidensii Ha swpobuuuTBO KpaiHu-iMnNopTepa.
NowymenTauis crocosyo obpobuw, nakyeamua { ananisy cepil Oyna nepesipena, | Gyno scTaHoBNREHO,
ujo BoHa pignoeigae sumoram npaswn Hanexnoi supoSHudol npairuky (GMP).

Importing country: Ukraine 1175590
Kpaisa imnopTtep: Yipaina /175590
Released by Qualified Person: / . ;{/,@9{‘;1@/)
HoasoaneHo go peanizauii YNOBHOBAMEHOIO ocoboio:
Date of signature/ Z{ g Pasition/ Mocapa Name/ MNpissuwe
fara nignucy: K 5, JAN, 20

i :

Qualified Person
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AEPKABHA CIYZKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU ¥V KHIBCHKIA OBJACTI

npos. Ceitnuunoi Hapif, 3, m.Kuis, 02099, ren/haxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOV 37078774

BUCHOBOK
Ipo AKICTE BBE3eHOr0 B YKpaiHy JikapcbKoro 3acoby

26.02.2025 Ne 7549/25/10

BEHTOJIIH™ HEBYJIHN

(naitMenyBauHs AikapchKore 3acoBy 3rifo 2 peccTpariiiHiuM DOCBiAHeHNAM)
PO3NMH JJn IHrangmii, 2,5 mr/2,5 s mo 2,5 ma1 y ne6yni; no 10 HeGyn y makernky 3
ajoMini€er ol hoaLIN; 0 4 NAKETHKA B KaPTOHHIil ynakosui

((hopma punycky, AO3YBaHUSA, BUA NAKYBAHHS JiKAPCHKOrO 3acofy)
Hoxep peectpauiiinoro nocsinuenns UA/1798/01/01 crpox mii peecrpauiiinoro nocsinuerns 01.01.2099
Cepist nixapcukoro 3acofy Na 24M 002 Kinrkicts sBesenoro mixapcskoro 3acody 9828

BupoGumk Acnen Bag-Omsnecno I'm6X., Himewrauaa
(uaiivenyranns BHpoGHMKA AikapCEKOTo 3aco6y, KPaiHA NOXOAKCHHA)

Baeaero b Yipainy Torapucteo 3 odMexenoro sianosigansuictio "IaaxcoCriTKnniin
MapmackioTikane Yrpaiua', inent. xon: 35619519

(uafiMenynanns ta ko 3a €APTIOY ropuanuirol oco6u abo npissriie, iM's, o BaTbkoi pizHuiol
ocofu - nianpueMil, T Micke NPOXKUBAHHA T PEECTPALi NN osMep 0BRiKOBOT KAPTKH NAATHUKA
nopatkis ado cepis Ta HOMEp NacnopTa)

[poTroxon Bisyansuoroe kentposmo six 24.02.2025 N2 0517/8.

3a  pesyInTaTaMH  IEPKABHOIO KOHTPOMIO BCTAaHOBAEHO, WO JAikapchbkuil 3aci6 Beesedo B Vkpalny 3
AOTPHMAHHSIM BuMOr 3aKOHOARBCTRA 1100 3a0e3nedenns Axocti nikaposiux 3acobis.
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VENTOLINE™ NEBULES solution for inhalation
2.5mg/2.5mL, 40 nebules for 2.5 ml (10 nebules in
aluminium bag, 4 bags in carton box) BEHTOMIH™

HEBYJW, posunn gns iHransauii, 2.5 mr/ 2.5 mn no 2.5 mn
y Hebynax Ne40 (no 10 HeByn y nakeTuky 3 antoMiHieBol
chonbry, no 4 nakeTuka B KApTOHHINK Kopobui)

Date of Manufacture:
Hata BupoGhuurea:
Batch No.:

Homep cepii:

Expiry Date:

TepMin npupaTHOCTI:
Certificate Na:
Homep ceprudikary:

02.12,2024
24N001
12 2027

UA-162

Registration license number: UA/1798/01/01

HoMmep peectpauifiHoro noceiguenns: UA/M798/01/01
Batch quantity produced in total: 9.303 packs
KinbkicTs npoaykuii 8 cepii: 9.303 yn

Manufacturer: Aspen Bad Oldesloe GmbH, Industriestrasse 32-36, Bad QOldesloe,
Schleswig-Holslein, 23843, Germany

Manufacturing authorization license Ne: DE_SH_01_MIA_2024_0013
Bupobuuik: AcneH bBag Ongecno MvbX, [Hg
lNonbwivelid, 23843, Himeuunna

NiveHsis Ha BupoGruuTeo Ne: DE_SH_01_MIA_2024_ 0013
Efficacy: active drug substance: salbutamol;

1 dose (2,5 mi) of the product contains 2,5 mg of salbutamol {as salbutamol sulfate)
ARTUBHICTE: fgitoya pevosuHa: caneByTamon;
1 fosa (2,5 mn) npenapaty MicTnTe 2,5 Mr cansByTamony (y dhopmi caneBytamony

yerpiwtpacce 32-36, Ban Onpecno, lineasir-

cynbdhaty)
Test Specification Results
Tecr Bumorn crieldikauif Peaynbrat
Appearance Clear, colourless liquid Complies |
| Onuc lNpoacpa GesbapsHa piguHa Bianoeinae E
ITesi for Identity {UV) Concordant with standard UV spectrum Complies L
laentudiikaudia Yo Bianosinae Y® cnekTpy craHaapTy Bianoeigae J,
pH 3.5-45 - 3.8 3
pH 3.5-45 3.8 ]

G ow. S099/

20. 04 p/f%
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Test Specification Results

Tecr Bumoru cneludigayli PesyneTar

Fill weight

(Fill weight is determined as

part of in —process conltrols. Fill |2.50 - 2.80ml Complies

weight is equal lo fill volume as

the densitly of the nebule ﬁ
solution is 1.00 g/ml) :
Ob'eM HanoBHEHHA |
{O6'emM HanoBHeHHA |
BM3IHAYAETLCA Y NPOLECI

BupoGHuUTEa, Maca 2.50-2.80 mn Binnosinae ‘
HanosHeHHA piBHa 06'emy

HanosHeHHA. OCKINbXW rycTUHa !
posuyHy cTaHosuTk 1,00 rimn)

Sterility Complies with the requirements of the European | Complies :
S Pharmacoposia ‘
CrepuneHicTs Bignosigae srumoram €O Bignoeinae ;
| Sodium Chloride concentration |95%-105% of the slaled concentration 101
| BMicT natpito xnopuay 95%-105% Big Bra3aHol KoHUeHTpaLji 101 _
Salbutamol concentration (UV) | 95%-105% of the stated concentralion 100 , l
Bmict cansbytamony (Yd) 95%-105% sig BkazaHoi KOHUEeHTpauji 100

I hereby cerlify that the above information is authenlic and accurate. This balch of product has been
fabricated/manuiactured, including packaging\tabelling and qualily control, at the above-mentioned
recognized building(s) site in full compliance with the GMP requirements of the local regulatory
authorily and with the specifications in the marketing authorization of the importing country. The baich
processing, packaging, and analysis records were reviewed and found to be in compliance with GMP.,

Uum A nigreepaxylo, Wo HaBefeHa iHdopMalis & cnpasiHeolo 1 TouHow, Cepia npenapaty Gyna
BWIOTOBNEHa, B TOMY YMCNi ynakoBaHa i nepesipeHa B MEXax NPOUEAYPH KOHTPOMIO RKOCTi, Ha
3a3daqeHin Buwe BUPOBHWYIR AiNbHWLI B NOBHI BiANOBIAHOCTI A0 BUMOr Rpasun HanexHoi
BUPOGHUUOT NpakTuKy (GMP), BCTaHOBAGHWX MICLIEBUM PEFYNATOPHUM BINOMCTBOM, 8 TEKOX B NOBHil
BianopinHocTi ao cneuudbikauiin, nepepBavennx y flienaii Ha BUPOBHUUTBO KpaiHU-iMnopTEpa.
Rorymentauis crocosHo oOpobkw, nakyeaHHs | aHanisy cepii yna nepesipeHa, i Gyno BcraHoBneHo,

L0 BOHa Bignosinae BumMoram npasun Hanenwoi supoBuuyct npakruku (GMP).

Importing country:

Kpaira imnopTep:

Released by Qualified Person:

i Lo
HossoaneHo go peaniszauii ynosHoREeHoW ocobol: _ /

Ukraine /175590
Yxpaiuaz{175590

Dr. L// eei '4
4

Date of signature/ 3, JA. 2025 Positiofy/ [lofaa f Name/ Mpiasuwe

Hara nignucy:

Qualilied Person




JEPXKABHA CJIYXKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM ¥V KHIBCBHKIN OBJACTI

npos. Ceitnuynol Hanil, 3, m.Kuis, 02099, ter/axc: (044) 576-40-41
E-mail; dis.ko@dls.gov.ua, Koz €JIPTIOY 37078774

BUCHOBOK
TPO SIKICTH BEE3EHOT0 B YKPATHY JiKapCLKOro 3acofy

17.03.2025 Ne 11399/25/10

BEHTOJIH™ HEEVJILI
(waitmenyBatma Tikapcskoro 3acoGy 3rio 3 peecTpauiiini noceiguentm)
po3=im Ans inransuiit, 2,5 Mr/2,5 mur; o 2,5 mury HeGyai; no 10 nebyn y maxernky 3
amominiceol Gonbry; no 4 makernka B KAPTOHAMII ynaxosui
(shopua nunycky, no3syBainz, By nakysanlu TKIPCEKOTo 3ac00y)

Homep peectpauifinoro nocainuenna UA/1798/01/01 erpox aii peectpauiitioro nocsinuenns 01.01.2099
Cepis nikapcskoro sacoGy Ne 24IN001 Kinnkicrs paescnoro nikapenkoro sacofy 9303

BrpoBiuk Acnien Bag-Onspecsio Mm6X., Hiveuunma
{nafiverynanna spoGHkic TikapcsKoro 3acofy, KPailia NOXOIKCHES )

Baescno s Yxpainy Tosapucrso 3 o6Mexenoro eignosinanenicTio "I'nakcoCaiTICsiin

PDapmackioTikazc YrpaiHa', ixenr. xox: 35619519

(uaiivenyeauns Ta kon 32 EIPIIOY ropuanubol acobin B0 npissiiue, iM'A, 10 GATLROR (rstsnof
ocofit - niAmpHEn, T MiCLE RPOXMBANKA T2 PeCCTPaUiiinmi Hosep oGnikoRoi KapTKif AT
nofaTkis aGo cepis Ta HoMep nacnoprTa)

IIpeTexen sisyansuoro xeurposo sin 11.03.2025 x 0715/4.

3a pe3yNLTATAMM  ACPHABHOrO KOUTPOMO BCTLOBACHO, WO Nikapesxiil  sacib  BncicHo B Yrpainy 3
AOTPHAMAHIAM BHMOT 3aKOHOAABCTRA LIOAO 3a6e3MEUEItts AKOCTI MXAPCHEMX 3ac06iB,

Omera €CPEOMEHKO

AROHTRONIO) {miannc) (ininiaan Ta ppisnswe)
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