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AHanituHni cepTudikat/ Analytical report Ne ABL37535

Anpeca naboparopiifLaboratory address: JamoBruk/Customer,

TOB «EURCFINS BEL/NOVAMANNY

Komataupka, 73, 940 02 Hose 3amim "YHIMED @APMA, cnyn cp.o.” (UNIMED PHARMA s1.0.)
IMH: 31 329 209 Opicwrosa 11

Hocnigrvubka nabopatopis Bpatucnasa 821 05 Bparucnana

Konrapoea nnawa 9, 811 07 Bparvcnasa

AndreaVargova@eurofins.sk, www.eurofins.sk

fAaHi npo 3pazox!/Sample identification

Haasa spaxa/Sample nams: THIPOMENO3A-11 8,3% kpanni ousi

Nab. Ne spaska/Sample No.: W124AA2805-1 {lara swpobHuurealManufactuning dale: 20.04 2024

Ne cepiifBatch No.: 1118243 Tepmis npwaarHocTiExpiry date: 2026-06

Gopra sunycky/Dosage form: Kpanni ouni | eye drops solution

Poanip natysaHks/Package size: 10 M0 RinbkicTh naxyaansa/Package amount, 50 yn/piaces

Cuna/Strength: - Poamip cepfifBalch size: 21 Q00 yn/pieces

Onuc naxysaHna!Package NRACTHKOEKS dinakos (LDPE} 3 noninponinexcayin koBnadkom 3 KOHTPOREM nepuors sigkputTe (LDPE)

descriplion: 3 kpanensinlen (LOPEVLDPE dropper bottle with LDPE dropper, insert closed by a while colored PP
SGrew cap

Bupobnvy/Mamufacturer, "YHIMED OAPMA, enyn c.p.o.” (UNIMED PHARMA s.1.0,}, Opiewsonz 11, 821 05 bparvcnasa

Cnocib nocraexwWay of delivery; 3pa3o foctasnennl aupodHukosisampie delivered by customer

{lata otpunanns spaska/Receiving date; 24.06.2024

flara npomegenns ananiay/Dale of examination: 24.06.2024 - 09.07 7074

[ara oTpumankn cepTudikatyiDale of issye: 08.07.2024 .

Liinb ananiay/Analysis purpose: | Kowtpone TPORYKTY arigro cneudikauiiprodizct condrol according to specification

Migreepakenss signorigHocTi/uenianosianocTi ancroBKie awaniais arigyHo 3i creuudixalinmm
Compliance statement on results accortfing to specification

3pazok kourponii Tested sample: FITPOMENO3A- 0,5% Kpanni oyHi
cepinibaich; 1118243

Bin supobruusaiManufacturer: "YHIMED ®APMA, cnyn c.p.o.” {UNIMED PHARMA 57,0, Opicwxosa 11, 821 05 Bpatucnana

BIUINOBIRAEICONFORMS
BUKOH3HWM Rapametpam cneundivauil /in tested paramelers fo spacification PN-11-Y04/SK ZP-11-00/F

flocrigxenia 1a iNTepnperauli HaA0TECA BIANOBIAHO 40 BMMOT 3aMOBHHKA. BUKNaD Wono oronolwesin chopMyNLoBaHD Ha OCHOB NOPiBHAHHA
BUCHOBXIB #HANI3B, Akl BXA3AH] B LLOMY CEPTUADIKATI 3 MEXEMH, JAIHAUCHIMA B creyudixaufi npogyxty. NopiaHaHHg BIHOCKTLES 0 YCix BUCHOBKIR,
JaBHARBHAX NapameTpis excneptna./Opinions and inferpretations are given according fo customer's request. Compliance statement was created
according fo comparison of test results in this report with the limits stated in praduc! specification. Comparnison refars fo alf of the tested paramefers.

3ansu 13 3acTepewenns/Declarations and caufions
1. BACHOBKM BIGHOCATHCH Tinbku 0 NPEAMETY BHANIZMB | HE ETOCYIOTLCA IHWMX JOKYMEHTIB: HAND. KIPWAMIHOMD xapaxtepy. IResulls are refated only
to object of lesting and do nof compensate other documents e.g. with feqal character.
2. Ceprugpiar moxe ByTie apo AyBNbOBAHME TINbKM R LN, | HOTO YACTHHIS TiMtbKY 3 HCHMOBHM AozaCnoM AOCRIAHKLLKOT aboparopil. /Report can
be duplicated anly as a whule and its pans only with writfen agreement of laboratory.
3. PeaynsTaty aHaniaie MOXYTH BAMAraTiCR NPOTATOM 14 [HiB 8i Aaru BIGNpaBnerHs pesynsTatio samorHuronif Test resuils can be claimed for 14
days from sending the results fo the customer,
4, 3anwuwKy 3pazkis mions BoCNInKeHHR sbepiraiotecn nporarom 14 guis sin gamw HB/IaHNA DEIYNLTATIS JAMOBHUKOBI | HOTIM NIKBIAYIOTLCA 3RHO

npasun gocnigHsubkel nabeparopii/Samples rests are stored 14 days from: sending resulls ta the customer and then are disposed according fo
Testing iaboralory's reguiations.
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Rara/Date: 09.07.2024
Buwonaallssued by
. 3, Winepxosal Ing. Z. Sperkova

= > Cxanewo/Approved by: "//{’7’({/
k. Avpipea Baprosaling. Andrea Valgové

. Fqnesé’ﬁaﬁﬁinnuuaxo’f-J_;aﬁopatopii' bpatvcnasa

" +Head of Testing Laboratory Bratisfava

a

#

0310 oYy FHA




< eurofins

Ananitnuna nafoparopis 3
KOWTPOMHO #KOCTI

Testing Laboratory Braiislava

e

Reg. No. 031/S-106

“Lerful

A - mpeasrenanuit sl s irocrcdifod fesd, No ioaapeani oasniit 3hasin i d aooediend fose

AHaniTuuHuA cepTudisat/ Analytical report Ne ABL37535

Hani npo apazow/Sample identification

Na6. M apaakalSample No.:

W124AA28054

| NecepiifBatch No.: 1118243

Mpenmer awanizyfTesf ebject

Bupoh mefirnoro npvanauekiaimedical device

Hazea 3paxa Sample name!

TIPOMERO3A-1 8,5% xpanmi o9ui

Cuna/Sirength | Qopra sanycryfDosage form:

- Kpanni ousi I eye drops solution

PeaynuTath gocnigxesn! Test results

lnesmwdikauls Mevoain gocnigxerusiidentification of test methods: PN-11-VO4ISK ZP-11-09/P

. . Pesyneratn/ Biggxrnenss!
i . H TS} SL
DapamerpiParameler Ogunnys! Unif Mexi/Limits Restlls uncertainty

anenul BRIGHA, He CNsHWe Manamo-Bird,

HiX TOSIBHARBHA PifeHa |, Mascksansho HY,

Bea Mexarisnax aomiuwds! clear Coioness. max. BlANOBIAAC
Onuc/Appeararice {SPP f12-F) BS, shightly viscous bgud, not more opatascent conforms v N BA

than  reference  suspension £, without

mechanical inpurites
Mpubararmi 06 'ty opwrinansHol ynakoax
Average filing voltime (SPP 0609-F) M 100-110 0.1 ) VI N |BA
Ananiy ha ineuTwaicTe ! Identification: signosinag/
Bexcnarsenon / dexpamthenof - UV-VIS {SPP - cnexTpodaTONet ] / spectiopholometry conforms - Vi A ! BA
G17-F)
AHania #a igentrsnicTe Adentification: . . R
Gewaanrosic  xnopu/benzaikenium  chforide - - n;piaﬂﬂpm xpomamfpajmf anﬂfw'ad V| A | BA
HPLC (3PP 027-F) chromatograins comparison conforms
Auania #a inexsusHicTe fidentification: sianosinae!
g ing%e;emaamydmxypmpyi-memy!cejlu!ose isPp - npeuwnitauin/precipitation con[oﬁns - V| A | BA

10-

pH{SPP 001-F) - 5070 849 2% VI A | BA
QOcmonrnskict/Osmolality (SPP 033-F) MOomonbx | 260 - 330 279.0 25% VI A | BA
g,?;{g&;;ma 'naxicTu{Dynamic viscosily (SPP M 150270 258 9 5% vialea
WinunicTwDensity (SPP 812-F) rlew? 1.0030-1.0130 1.0064 0.8% Vi A | BA
Sf,;:&e?gg’;”mgf‘%pw ! Conten! of sodium whan 63-77 6.50 4.1% vi A |BA
06'cw Bersankoniio xnopug f Comtent of _ 5
benzalkonium chioride - HPLC (SPP 027-F) wrwn } 0.045-0.055 0.052 &% V| A BA
(6'em inpomencaal Content of hydroxypropyl- _ o
methylcelilose UV-VIS {SPP (17-F) MiiMn 40-50 4.9 34% VA IBA
Tecr sa crepunsHicTy! L1epuntHi (PYHTA NICNR KynbTABaLn, TDYHTH CTRDANSHY A vl a e
Steniity tast {SPP MB.M. 130.PN) Sterile soifs after cuffivation slenle

Binnosigansua ocofa 10 qocrosipricTe dianso-xiMMHKX suckosxiaiResponsible for validity of physical-chemical fests: inw. A. Baprosaling. A. Vargovd

Bignoainansha ocofa 3a NOCTOBIPHICTE MixpoGionorknx anchoeris/Responsibie for valididy of microbiokgical tests: PHIp. AL ennerosaRNDr. L. Jendakova, PhD.
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flata/Date: 08.07.2024
Buronasifssued by

ls%, 3. Wiepxonal tng. Z. Sperkové oete

IMpamirkw/Explanatory notes:
H-ouinsannafevaluation
V-sinnosinaefconforms

NE-ke sianosinacina! conforms

cur
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CFU-vononio diopuyra oflasnualcolony formig unit
SL-gocrinnyexa nabopatopiailesting laboralory. BA-Bralisfava (Bpatwcnasa), PN-Piedtany {[Teiwwmanr), TT-Turéianske Teplice (Typuancke Tenniye}
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U oepuuct Testing
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Craaneroipproved by. i/ '/

tix. A. Baprosaling. A. Vargova

lonoea Accripkwybrol naboparopii Bparmcnasa
Head of Testing Laboralory Bratisiava

TS- wn ananizyftest fype: A-akpenrTonanni ananialaccredited fest
SPP - craunaprya onegawirya npouenypal standard operaling procediure
RRT - sinnocwni dan sBepirannsf Relative refention time

Bumipiosanssi npAnass, Akl BUKOPMCTORYBANMCR Npw ananiyi, Bynu rinkanibposan | nepesipext Jrigro nueifmx Me pononu}mx npaaan I}Aeasunng devices vsed
it e fests wem calibrated according o current metrological regulations.
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