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A anpraIeRNNI A ducorddlivd fes, Ne ReaspeITTORANNTT anaAL AN i crediied test

Analytical report issued for UNIMED PHARMA s.r.o,
Orictkovi 11, 821 05, Bratislava, Slavak repulilic
Asaairvindt ceprudizar npaamsi asa "YHIMEL ®APMA, cuya c.p.o.
sya. Opicmscona 11, 821 05 Bparncansa Cronsunia peesrvBais

No. ABL72521
Ajpeea aabopatopii/Leboratory address: Famonans/Cusiomer:
TOB « EUROFINS BEL/NOVAMANNY
{EUROFINS BELINOVAMANN s.r.0.) "YHIMEL ®APMA, cuyac.p.o. " (UNIMED PHARMA s.r.0.)
Docaiamiuska sabopatopis Bpatueana Opiciukona 11
Kosaaposs naown 9, 811 07 Bparienasa 821 03 Bparucuaea
AndreaVargovafieurofins.sk. www.eurofins.sk

Haui npo spasor/Swmple idemiification

Jlad. Mo spaska/Sample No.: Wi24AA2989-1 Ilaza spoGisirsa/ Mannfacturing date: 01.07.2024

Hassa apaska/Sample name: Kpanni ssodowyion 3 sivasinane ouni [Tepain NpIARTHOCTI EXpiry dafe: 2026-07
P nazaneni CEHCIHBIT (SENSIVIT)

Ne cepiiifarch No.: 607242 Poamip narkveanns/Pockage size: 10 ma

Mopaa munyeky/Dosage form: Kpauni snonowyesi 1 sirainan eust [ Kisnkicrs nagynamis/ Package amount: 30 yitpieces
i wamauoifirrigation  solution  with
vitamins eve/nasal drops

CuaafSirength: - Poamip cepii/Barch size: 21 000 vipicces

Onuse sawynanus/Package nuactukonui - Gaaxon (LDPE) 3 uosinponiicHonnst kosnavkoM 13 RGHIPOACM  (Iepriero

description: sigrpiTra (LDPE) 3 kpanesamiieo (LDPEVLDPE dropper bettle with LDPE dropper, insert
closed by ¢ white colored PP screw cap

BupoSunx/Manufuciurer: "YEIMEIL ©®APMA, enya ep.o. " (UNIMED PHARMA s.r.o.), Opicutkona 11, 821 05
Bparncrana

Cuocif nocrapsy Way of delivery: | spaaok agcTanicumi supobunkoM/sample delivered by customer
Hava orpissanss apaara/Receiving dare: 03.07.2024

tara nponencnis wiaaisy/Date of examination: 03.07.2024 — 26.07.2024

JRura orpusanns cepridixaty/Date of issue: 26.07.2024
Liae anasnisvidnalysis purpose: | Koutpom, npoavery arimio enewssdixaniilprodict control according to specification

Miarsepasennn nisnosinnecri/vesianoninyacri npenosxin ananizie srinwo 3i enenupikanisnsm
Complianee stutgment on resnirs according tn specification

3pnzex wonrpone/ Tested sammple: CEHCHBIT (SENSIVIT), cepinfharch: 3607242

Bin nupobuuxa/Mannfacturer: “YHIME ©ADPMA, eayrep.a " (UNIMED PHARMA s.r.0.). Opicuisosa 11, 821 05
Bparicnrasa

BUINOBIAACICONFORMS
RHKOUAIHN AapaseTpay coetibikanii //n tested parameters to specification PN-7ZP-36-V05/SK 36-09/p

JIOCHUBECHIA T IHTEPIPCTAIN HLEIOTLCH NIANOBLAND M0 SHMOT aMoRmGE BIKT Moo CIOCIONICHHN CIBOPMYILORIHO HiY OCHONI BOPINURIS
BHCHOBRID 1RUIR, SKE BRABAHT I UROMY COpradikgT 3 SMURIAN, a3 LMeIL b cuettpiul npoaykTy. FIOPRIRHI HATOCHTLEN 210 YEIX nHenonkis,
JAIHAMCHIN DapaMetpis exenepri/Opiions ond interprefations are given aecording to customer’s request. Complignee statement was created
according lo comparison of est reswlts in this report witly the fimits stated in product specification. Comparison refers to all of the rested parameters.

3aann ta 3acrepekeni/ Declarations and cautions
t. BucHoRkn BIAHOCATLCR TIALKN R0 DpCAMETY ananizini e CTOCYINTRES IHINNX JIOKYMCHTIA: HANP, I0PUANCHOMD xapasvepy. Mesnlis are related onhe
10 obect of testing and do not compensate other dacuments e, & with leged character.
2. Ceprudiikae some Gy ni npo Ay Ganonasi TinLks sk uine, § 100 MACTIEN THINKI 1 BICHAOHIN JOSBOIOM NOCTHMLLKTT MGOpaTopil. /Report can
be duplicated only as a whole and its parts enfy with writien agreement af luhoratory.
A Peaynumati suHIs MOURYTL BIMTHCR npoTaron 14 s sz Ty sEWpaICHI PeIYIKTITY SaMOBHHKORL! Test resulfs can be clamed Jor {4
days from sending the results to e custonier.
4. R ApaKis nican 20CHieRCIng IBCPIFBEILCH NPUTArOM 14 AuiB 8iA BOTH UM POIVILTATID TMOBINIKOBE | NOTiM HRRAYIOTHCR Wie
AR JINCRANHLKROT AaGopaTopii/Sample rests are stored 14 duys from semding resulis 1o the customer and thei are disposed accarding to Testing
laboratory s regulations.
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Aara/Date: 26.07.2024 :":.“ el I’Ofl NS | siornamma Cxaancno/Approved by ’/‘ﬁ?{j\,
* Product Testing Bk, AL Bapronw/Ing. A. Vargovi
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Analytical report issued for UNIMED PHARMA s.r.o.
OrieSkovi 11, 821 05, Bratislava, Slovak republic
Anaginenndt ceprindinar puaamnii gas "YHIMER ®DAPMA, coya cpo. ™
syx Opictarona 1, 821 05 Gparneanea Caesaunka peenybaina
No. ABL72521

Mani upo spazor/Sample identification

JinG. Mo apmka/Somple No.: WI24AA2989-1

Plpenver amunisy/Test nb;er.t. Bapod semriione goennreini/medical device

lasea piska Swuple name: Kpansi 3p0ge:Ryi04i 3 sitaMivasn oqni i uaianeui CEHCHBIT (SENSIVIT)
CuszadStrength ! Dopsa sinvexy/Dosage form: siprnsai ouni i nazeannifeye/nasal drops

No cepiil Batch No.; 3607242

Pesyanrarn gocainkens! Test resnits

Lzenmindiauin stevonio aocainwenun/Identification of test nethods: PN-ZP-36-Vi5

Qannis/ oy s Pesyamrard | Biaxnacunaf e
Hapaserp/Parameter AL MewifLimity yAnTL ANICHUA |yt 15| 81
Unit Results nicertaithy
upolepsil.  Ocadapmil,  sacrd
AOBTYRATHR  AGIKC.  Zr, ONARODBET,
UETKD B podae, Oca : :
. . BLARO BN
ChmelAppearance - Mexanian SOMINIOKS clear, 4 «lﬂl"( - V] N |BA
colorless, slightly vellowish max. ¥ conforms
opaleseent, slightly viscous solution
witheiit mechanical impuritics
Q06 es opHFiNATLIGT YIakoskn/
o M OILFINAZLROY yiTc M 10.0-11.0 10.1 . vin|Ba
Filling vohume
Hlimunicrn Denyity e 1.006 — EOL6 1.0124 0.9% VI A IBA
Hsnamisua o wakicre/Dhynamic viscosity mitfe 4-10 58 2.5% Vi A [Ba
Qesmoasinnicrs/Osmolality MOeMom/kr | 260 - 330 2795 2.5% VI A [BA
Atz na prentmanicrn Hdentification; ODIBHSIHIS X POMATOIAs / R —
(GoH3ANKOHIIG snopuibenzalkonium - ciuprmmm ,m‘”': :::)PHJT:#{‘.G;I C‘D :fa»‘:s - VI A |BA
N s " Y O Wty i NS
chioride (HPLC) ¥ '
Awnanis na inenvuanicrs Hdentification: . . .
§ T ; ) TIOPIBHAILN XPOMATOIPan / sianonisac/
PUTHHOR BLALMITIY freting! palmitate - ChromoRTants commparison conforns - VI A 1BA
Jiro ! s _—
(HPLC) 8 pa onfo,
Anasis na itewviasictn Hdentification: HODIBHA IR XDOMGTO A P,
TOROGERNN aneTar tocapherol acetate - P NpoMiTorpa: : ) - Vi A BA
L chromatograms compuarison confarms
firLC)
ANanis g inewtiasicrs Hdentification: winnoninac!
KapMea3 Hatpicsa cish learmellose - cuniit ocanfblue precipitate ANOHLK - Vi A |BA
o conforis
sodium
phl - 5.5-7.5 7.19 2% V| A | BA
Bewsankouiio xnopus [ Benzalkonium
; - MI/ 0.027-0.035 X %% \Y
chloride (HPLC) 00170033, 0.033 6% A BA
Kapsenoan uarpiesa cine /Carmellose : '
e ATpiEBa Clith simn (2733 . 2.97 58% V| N |BA
sodiun : - v,
[ ¥
' C - . . \ w b
i - - 2
(LR . . BN CUro f.f HS BicPharnma
AN o 5 P!O’iucl‘i‘eshng
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A ANPETHTORBIIT QAN Smareadived Tev, N- Hearpemitosanirdl s ) ined wconcdiod tesr

Analytical report issued for UNIMED PHARMA s.r.o.
OrieSkovid 11, 821 05, Bratislava, Slovak republic
Anaairistunil ceprudikaT suzannit i "YHIMER OAPMA, cnya cp.ga. "
syl Opicarsosa 1, 821 05 Bpatucaasa Caoranskn peenyfaika
No. ABL7252¢

Davi npo spasor/Sample identification
WI24AA2989-1

Bupol seauauoro npistiavenns!medical device

diag, N apinkalSample No.:
Upemver ananisviTest object:
Hawioapaasa Sample nenme;

CrnaiStrength [ ivapessa opya’Dosave fornt:
Ne eepiifBatch Mo

Kpanai ssonemyiogi 3 sirasinamu ouni | natansig CEHCHUBIT (SENSIVIT)
~fspanai eupi | nnassnifevemsal draps
3007242

Peyanmm aocalokend/Tess results — npoaowsenn/contined

Q:umnm/ . ety nnrny Binxigcim/ .
apasierp/Parameter ‘ MewifLinit: : ) t TS | 8L
paseTp ¢ Linir ! y Resnits nnceriang: !
.- \ Crepuneit rpytn nicas . N
leeT na creprmmicrns i p TP - nIneBiaa “
Sterilin test - KYALTH# T conforms - \Y A PN
Sterilin: tes M . .
9 Stenile soils after endtivation -

Buancnizaei ocoba 1a gocienipiices disnko-xivinan RHCHORKINRe spansible_for

alidity of physical-chemicel rests: Ik, A. Baposafing. AL Vargova
Biauenizanena ocoba 1a JocTeniphicts sikpodioaorium micHOuKIE Responsible

Jendekovd, PhiD,

T/ Date: 26072024
Buxonan//sxied by
L, 3 Unepxandf ing, 7 Sperkeve

Sor validiny of micrabiological wsts, PEpJL Benaekopa/RNDr. |,

".:':‘: e ] r()fl i S n BoPharmn /:g’\

z/
e /
P Prodiuet iesting'xnenof pproved by i I’L\//
; ek AL Baproma/lng, A, Varpovi
: Fonena socniznkol mbopatopii hpamscaana
Head of Testing Laboratery Bratistava

Upinakrknd Explanatony notes:
H-ouimosaunslevatuation
V-niznosinaciconforms

NE-1e siosiancinor conforms
HPLC- sicoko edesnisen pi

CARPLIBLEOBAHUT Irsiaor aooredited rest
CFU-komonito dopyyiona oznns/colony formig unir
e xposatorpahistiigh performanee bouid chromaagraphy

SL-nuenimnnngs aadopatopisitesting laboraton: BA-Bratislava (Bpameian), PN-Piestany (L ey, TT<Tusianske Teplice (Typumnere rennine}
Bosipionanst sptanin. ssi shkepucrony samics npi ki, Gyan niakaaitponasi
apumiL S easuring devices used i the tests were calibrated according to crurrent ne

Bucnosri 1a1ani 3 niaxsneimsy 1y A STEHO BHMOT SRMORINKE [Results are given with uncertainty A ucenrding 1o customer s Fegquest,
3 1 Al 4 LY 1

epesipeni 3TN0 AuRx  Meposprining
trologreal regulations,
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