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Cepmudirar sunpobysanns/ Test Certificate Ne 12231/2023

Konnaposa nnoiya 9, 811 07 Bparucnasa
Ten. 0911 810 5336 daxc; 02/52620178
Bratrislava@eurofins.sk, www.eurofins.sk

3amoenetnaNe/Order No. 1446
Appeca naboparopiilLaboratory address: 3awvosuk/Customer.
TOB EUROFINS BEL/NOVAMANN
Komsruypka, 73, 940 02 Hose 3amm YHIMEL, ®APMA cnyn.c.p.0.
iMH: 31 329 209 Opiewrosa 11
Pocripxwupka naGoparopin bpatucnasa 821 05 Bpatucnasa

Qasti npo 3pazox/Sample identification

3paixa/Sample nams: Kpanni oyni 63 xoncepaanmie YHimipc

fla6. Ne 3paaka/Ssmple No.: 12231
Ne cepii/Batch No.: 5806236

ata supobrwyrea/Manulacturing date: 03.05.2023 p.
Tepmin npunarrocT/Expiry date: 202505 p.
KinexicTs amnyn 8 ynaxosyi /Package smount. 50 wn.ipieces
Poamip cepii/Batch size: 21 000 wr.ipieces
Ropma sunycxy/Dosage form: Kpanni ouni | eye drops solution
Po3wmip naxysanHa/Package size. 10.mn
Onuc ynaxosxu/Package description: Binui nnacvuxoemi cnakow (nonigTunen Huabkoi wyinbHocTi) 10 mMA 3 KoBnauxom amm

3axanysamns /White polyethylene bottle (LDPE) 10 mi with OSD cap

BupoSuwManufacturer YHIMER ®APMA cayn.c.p.o., Opicuxosa 11, 821 05 Bparucnaea

Cnocib gocrasxwWay of delivery:

3pasox gocTasnenuit supoburkomisample delivered by customer

Mera nposenenHna ananisy/Analysis purpose

(epesipra npoaysyii Ha signosinuicTs cneyntikauil/ product control according fo spacification

flata orpumanns spaxa/Receiving dale:

05.05.2023 p.

2 nposegiexnn axanisy/Date of examination:

05.05.2023 - 18.05.2023 p.

flara otpumantn npotokony/Date of issue:

19.05.2023 p.

Minrsepaxetinn signosiasocTiliesignosignocti pesynbrarie cneyudixanil
Compiliance statement on results according to specification

cepifbatch: 5806236

3pa3ox ana ananisyl/Tested sample: Kpannl ouni 662 xoricepaanmis/ YHImipe

Bin supobnuxalManufacturer: YHIMEQl ®APMA cnyn.c.p.0., Opicuoaa 11, 82105 Epatucnasa

nepesipexum napameTpam cneundixau /in tested parameters to specification PN-58-V03/SK 58-14/P

BIANOBIRACICONFORMS

BrcHoBKH T3 TNYMBHEMNS PE3YALTATIS HAABIOTLCR Ha BMMOry Jamoswwka. flexnapauiic BinnoeiaHOCTI CTBOPEHO NODISHARNAM PE3YNGTATIE BHAPOOYBaHHA,
HABBABHAX 8 ULOMY fIDOTOKONI, 3 TPAHWMHUMK IHAYEHHAMM Y Hajawin cneuwdbikayii. NopisxsKa CTOCYETLCA BCix aunpolGysanwx napamerpis./Opinions and
interpreletions are given according fo customer’s request. Compliance stalement was crested according to comparison of lest results in this reporl with the limits
stated in product specification. Comparison refers 10 aff of the lesled parameters.

3ansu 1a sactepewenns/Declarations and cautions

1. PesynuTaTh CTOCYI0TLOR JMILG NPEAMATY BHAMINE | He CTOCYIOTLCR iKLUMX SOKYMBNTIB: Hanp. Iopramol npupoau. /Resulls are refated only fo obpdo!tesfmg
and do not compensate other documents e.g. with logal character.

2. 3a60pOHRETLCR BIRTEOPINBATH e cepTndiat sunpobysanms abo sXIOMATY HOO 20 pexnamMiux matepianie 63 ogepoanin nonepwm NUCLMOBOIO
fAo3asony naboparopi. nmmrmmmmmwmmommwmmmmwmmmmmmmm

3, 3aysamemin wWoRO pesyneTartio BunpolysanHA MOXYTo HBRABATHCR NIPOTATOM 14 aKis BIR 4aTk BlanpaBnesHR peaynstarie Jamosnwxoal./Test resulls w
claimed for 14 days from sending the resufls to the customer. ]
4 wmwmmnmmmmwumhmmmmymmamm anmunmmymmm: ;
BocnigHnUbrol naﬁopaoa:lSunpkmkmsbmdﬂdmkommMmemamwmmmedmtp Tesbnglabomlory/
regulations. . ] )
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DaralDate: 19.05.2023 c%?' AKRED&%\:@ENE Z 3areepnveno/Approved by. S/
Buxowas/Worked out by. = Mglé\éA RN b= x. Angpea _Baproaal{ng. Andrea Yargov

lrox. 3. Wneproaa / ing. Z. Sperkové @ Fonosa pocnigumusxol naboparopil Bpatucnasa/

snas Y

£ $106 @‘3? Head of Testing Laboratory Bratislava
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Ceptudikat BunpobGysants/ Test Certificate Ne 12231/2023
3amornenusNe/Order No. 1446
Peaynemamu eunpolyeannsn/Test results
Creundixauis/Specification PN-58-VO3ISK 58-14/P
Opnus T Peaynoraw | Bigunewss/ | Merog | MeTOA Bunpobyeana/
TNapamerp/Paramsler Unit Mexd/Limits Results uncertainty® Method Testing method H]TS| SL
Fipodopa GesGapana saxc. BY
Anena 8'Aa PianKd, ne
cunuHiwe monouo-Sinoro
Soowiunin snnan / A fed
s CYCPEHSR |, NPAKTHHO s
A e e G0N Clea signoginac/conforms - vis 013.F V{N|BA
colourless, max. BY slightly
viscous, nol more opalescent
than reference suspension L.
froe from particies
pH . 5.00-7.00 6.34 % POT | 001-F (Ph.Eur) vi|aA|BA
NipnGmanid of exe
OPWINBNEHOT ynaxosw / M 10.0-11.0 10.2 - - 009-F V| N |BA
Average filing volume
Ocmonansuicts / Osmolaity mOcvonwr | 250 - 320 285.0 25% OSMO 033.F (Ph.Eur.) A | BA
Muroma sara / Density ricw? 1.003~1.013 1.0090 0.9% PYK 012-F (Ph. Eur) A | BA
Fuicue Buanawensn/
Kentification: Tipporcunponin Binna ocag/ White 5 R
o P, - precipitate signosigac/conforms vis 010F V| N]BA
| (Hydroxypropyimethyicelulose
Lemorirae wlac | 1527 204 25% VM | 15F (Ph.Eur) via|ea
Bwict lMaporcnaponin mevun-
uenmoncaw/ Confent of wr/Mn 4.00-6.00 499 34% uvivis | 017F v A | BA
e
BMCT XOPUCTOrO RATPi0 / .
Content of sodium chioride wriun 6.300-7.700 7.008 4.1% AL 003-F v A | BA
Ficne Bu3HauenNA/ . :
Identification: flexcnanmenon/ %"”’“"w nm’ sianosiaaciconfoms . uvvis | 017F v|a|sa
dexpanthenol 5
onitoral- il | upoopra No . - | MBM13OPN v|a]en
Steritity test S ’ growth of y B S
Sterile sois afterculivation | " ems : S |
Metos/Method
PYK nixnomeTpiripycnometry I o
OSMO.  ocmomerpiriosmonmietry i e
G rpasineTpiRigravimetry
™ BiCROINMETPIRNiISCOSIMEtry
UVNVIS  cnexrpodotomMeTpia 8 ynsTpadionerosii Ta Bunmia pinsnyj cnexvpa/ultraviolet vkble snewbphomy
"r,g umﬂlvtsualﬁy "
el 4 EDITOVANE
POT noTexyjomerpis/potentiometry @ SKUSOQNENE 22
MpAuinovNotes: U% LABOSS;(;R#U.‘;& &L
H - cujnalevaivation TS - Tun BunpoGyBaNMA/est iype Dy & SI06 &Y/
V - eignosigae’ conforms RRT - Bigrocua 1prsanicTs yTpnsMysansaielative retention rinie '

NE - ne eignosinae/not conforms
KTJICFU ~ sonosicyreopionna oamimusicolony forming unit
LS-PP-CH - cranpaptwa onepaiitna npouekypalstandard operating procedure

A - axpepwrosave aunpolysanns, Nposaae y anackin annpolSysanuiii nabopavopifaccredited test executed at the own test laboratory
N = ue axpeguTosane eunpabypannn, NpoBeae y Bnackii sunpobyaanukii naGopatopiiunaccredited tes! executed at the own test laboratory
SA — axpeantoaatie aunpobysannn, nposese 3a cybninpraow accredited test executed under the subcontract

SK - ue akpesuTosate sunpobysanns, npobene 3a cybninpanow unsocredited test executed under the suboontract

SL - ennpoBysanska naboparopisstesting laboratory: BA — Gpamcnasa, PN - Weurrmm, TR - Typu'aucexe-Tennuie

* BigxuneHun BASHAVCTECH koeEHTOM postpenns k=2 (3 Amosipuicno 35%)Uncentainty determined by extension coefficient k=2 (with probabifity 95%)

Blanosigans+a ocoba 3a AOCTOBIPHICTH DiskRO-xiMkiNX BUCHOBKA/Responsibie for vabdily of physical-cherical fests: lux. A. Baprosa/ing. A. Vargova
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Bianosiaansua ocolia 3a AocTonipicTs MikpoBlonoraux BcHoBNi/Responsibia for vafidity of microbiologice tests: PHfip N Mlewerosa/NDr. L. Jendekovd, PhD.

Npunimon/Explansatory noles;

H-oijnosanualevalation TS- Ten axanisyflest type: A-axpanwiosanuit auaiislsctnedited test
V-signosigaciconforms SPP - cranpapTHa onepayilka npoueaypal standerd opersting procedure
NE-se sinnosinac/not conforms RRT - siguockni uac wepirawn/ Relative refention fime

CFU-sononino doparyica ofiwsmus/colony formig unit
Sl-aochinwuyera naboparopialtesting lsboratory: BA-Bratislava (Bpatnenasa), PN-Piestany ((Teurmun), TT-Turianske Teplice (Typsmucxe Tennige)

Biwipioansui npunagy, axi BAKOPHCTOBYBAIMCA npw akanis, Symm aigxanibpoaani | nepesipesi SrNHO: ARONAX METPONOTIMAKX NPaBAN. IMeasuning devices
used in the lests were calibrefed according fo current metrological regulstions.

MAN
‘.p\w_ 4. N AN, Jareepmrerc/Approved Mﬂ
3 . Angpea Bapma/lng a Va

Bukonas/Worked oul by: /3
k. 3. Uneprosa / Ing. Z. Sperkové £ "Kgfggsg%‘(j}”ﬁ Tonoea RochigHwybKoi naBoparopii Epamcnaaa!
-; LABORATORIUM o | |Head of Testing Leboratory Bratislava

SKMAS
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HNPEJCTABHHUIITBO

«YHIMED ®APMA, CIIYJ. C P.O.» B YKPAIHI
01011, m. Kuis. Bya. TTanaca Mupsoro, 6ya. 16/13, ait. A
Ko za C/APTIOY 26559779

AEKJAAPALUSA
npo eianeeinniere Mo 6 Bin « 14 » smana 2023 p.

Ynopnosamennii mpegctasnmur B Ywpaini — [MPENCTABHHUITBO «YHIME]]T ®APMA. ClIYA. € p.o»,
ey Tanaca Muproro. 16/13 (aitepa A), m. Kuie. 01001, Ykpaina, kox wa CAPTIOY 26559779

B oce6i I'oaoen Hpeserapunnrea Cocuaxa Mixana

Hiareepaaye, wo: Meanunnit eupié YHIripe (UNItears" ). kpanai ouni 6e3 komcepsanTis. cTepHiibhi. 10 M. napTis
Ne 5806236, 1ata supobuumitaa 05/23,

BipoOHuiTE2 Komnauil « YHIMEI ®APMA., enyx. ¢ p.o.». Opiemkosa, 11. 821 05, a. Bparuciasa. Caoanbka
PecniyOaika / Unimed Pharma. spol. s r.0., Orieskova 11. 821 05. Bratislava, Slovak republic

KAac Meanamore supoedy: 116
Bianosizac sryoray: Jlupektusu Pain €C 8ix 14.06.1993 poxy Ne 93/42/CEC 11010 MeAMURHX BHPOGIB

TexsiuHOMY perIamMenTy 10,10 MEIHYHUX BUPOGIB. 3aTBepKEHOTO noCcTaHoRo0 KabineTy Minictpie Ykpainn sia
02.10.2013 Ne 753 «IIpo zateeprxensa TeXHIYHOTO per;iaMeHTY OO0 MEIHUHMN BHpoOis» ([ojatok 3) Ta
CTaHapTaM: ’

-ACTY EN1SO 13485:2018 «Meanuni Bupotu. Cueremu ynpasiitna axicTio. BUMOH o0 peryIrosanHg»:

-ACTY EN SO 10993-1:2015 (EN 1SO 10993-1:2009, IDT: ISO 10993-1:2009. IDT) «bioaoriune ouiniosanis
MeanuHkX BupoGis. Yactuna 1. OuinioBaHHS Ta TCCTYBaHHSA B pPaMKaX NPOHECY YNPARTIHHS PHIHKAMU».

SACTY 150 10993-10:2004 «bioaoriyne ouinoants Meauvnnx supobie. Yactusa 10. BunpoGyeanHa Ha
noapasnennd Ta cencudinizauito (ISO 10993-10:1995. IDT)».

-ACTY EN ISO 14971:2015 «Bupo6u meauuni. Hactanosn noao ynpasiintsa pusukom (150 14971:2012. IDT)».

-ACTY ISO 14644-1:2009 «YucTi npuvilleHHs Ta MOB'S3AHI 3 HUMH KOHTPOILOBani cepeqoBmina. YacThHa |,
Kiacudixaiis yucroru nositps (ISO 14644-1:1999_ 11D .

IMpoueaypa OliHKH BiUIOBIAHOCTI APOREICHA 41, 1HO 13 3a3HAveHHM TeXHIUHEM pErIaMenToM LHO10 METHYHKX
BUPOOIB. A0/14TOK 3. 3abe3edeHHd QYHKUIOHYBAIHS KOMITIEKCHOT CHCTEMH YTIPaBIiHHEA FKICTIO

Ceprudikar sianesianocti Ne UA.TR.098.0039-16 &ia 12.07.2021 p.. ailicHuil 30 11 aunua 2026 poky
BUIAHO: OpraH(m 3 OUIHKH Bl;mosmﬂocn TOB «'}’kPAIHC bKHH ]{I H FP ’VIEI],W—I}' IKALLIT TA

QOB TOB «YIIMCTI». gy:1. Canepro-Crobizcska. 10. o.1. M. Kuis. 03028. Yrfafifad
#omep npusHaveroro OOB: UA.TR.098. £
A'kpaini —
A). M. Knis,

Hexaapauis cKxi1ageHa Mid WITKOBUTY  BiANOBLIAAbHICTE  YHOBUOBZKEHOTO | \np =__ .
NMPEACTABHUL{TBO «YHIMEJ ®APMA. ciiva. ¢ PO By ITanaca \/lupﬁ(}m\ 16/1‘3“1.‘11T§p ;

—t—

01001, Ykpaina ;_/’ :

Rex:tapania ailicua 10 « 31 » Tpasus 2025 poxy
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Ceptudixar sunpobysarns/ Test Certificate Ne ABE43756

Anpeca naboparopii/Laboratory address: 3amosnux/Customer.

TOB EUROFINS BELNOVAMANN

Komsiuuska, 73, 940 02 Hose 3amku YHIMEL ®APMA cnyn.c.p.o.

1NH: 31 329 209 Op[emgaa 11

Aocninsmupka naboparopir Bparucnasa 821 05 Bparucnasa

Konnaposa nnowa 9, 811 07 Bparucnaea

Ten. 0911 810 5336 daxc: 02/52620178

Bratrislava@eurofins.sk, www.eurofins.sk

Daui npo 3pazox/Sample identification
HaaBa 3paska/Sample name: Kpanni ouni 6e3 xoncepeanmie YHimipc
1a6. Ne 3paava/Sample No.: W123AA0181-1
Ne cepii/Batch No.. 5808232
flara eupobrulTea/Manufacturing date: 03.07.2023 p.
Tepmin npugarHocTilExpiry defe: 202507 p.
KinbxicTb amnyn e ynaxosui /Package amount. 50 wrr./pieces
Poamip cepii/Batch size: 21 000 wrr /piacas
Wopma sunycxy/Dosage form; Kpanni ouni | eye drops solution
Poamip nakysanHs/Fackage size: 10 mn
Onuc ynaxkoexwPackage descriplion: Binwi nnacTuxoBMA Gnaxod (nonieTMneH Hudbkoi winsnocti) 10 mp 3 xoBNAYKOM ANA
3axanypanHn [White polyethylene bottle {LDPE) 10 m! with 08D cap

Bupobumu/Manufacturer. YHIMEl ®APMA cnyn.c.p.o., Opictuxoea 11, 821 05 Eparucnasa
Cnoci6 gocrasxwWay of delivery: 3pa3oK pocTasnerui Bupobrukom/sample delivered by customer
Merta nposefieHns ananiay/Analysis purpose Tepesipxa npofykuit a signosiguicTb creuudixauiil product control according to specification
flata oTpumativA apaska/Receiving date: 06.07.2023 p.
flata nposepeHHn axanisy/Date of examination. | 06.07.2023 - 21.07.2023 p.

ata oTpumansn npotoxony/Date of issus: 21.07.2023 p.

Nigreepaxenna sianosigroctiinesignosignocyi pesynwraris cneundikaul
Compllance statement on results according to specification

3paiox ann ananisyl Tested sample: Kpanni ounl 663 xoxcepaanmie/ YHimipe

cepin/batch: 5808232

Bia anpobunxa/Manufacturer. YHIMEL] ®APMA cniyn.c.p.o., Opiewnosa 11, 821 05 Bparucnasa

BIANOBIRAEICONFORMS
nepesipexum napavetpam creuwikauji /in tested paramelers to specification PN-58-V03/SK 58-14/P

BuCHOBKM T2 TRYMGYeNHs DEIYNLTATis H3AAI0TECR HA BMMOTY 3aMOBHwKa. [lexnapauiio BianNOBIAHOCTI CTBOPEHO NORIBHAKHAM Pe3ymbTaTie BunpoBysawa,
HABEJGKMX B UbOMY NPOTOXOMI, 3 FDAHAMHWMM HBVEHHAMM y Hafanis cneuwdikauii. Mopisuanng crocyemnon Bcik unpoGysawnx napawmerpis./Opinions and
interpretations are given according to customer's request. Compliance stalement was cresled according to comparison of lest resulls in this report with the limits
staled in product specification. Comparison refers to ail of the tested parameters.

3ansn Ta sacrepexexns/Declarations and cautions

1, Pa3yneTam CTOCYIOTBCA ML NPEAMETY aHANINE | He CTOCYIOTBCR iHLUMX AOKYMEHTIS: HaND. KPrANIHOT npupoan. IResulls are relaled only to object of testing and
do nol compensate other documents e.g. with legal character.

2. 3abopoKRETLCR BIRTBOPIOBATH Uek cepTUikaT BunpoGyBaHHA 260 BIUNONATH OO 40 PERNaMHIX MaTepiarnis 6e3 0epaHNn NONEPEAHBOMD AMCHMOBOD A03B0NY
naboparopii. /It is not possidie reproduce or incorporate the tes! certificate info promotional materisis without leboratory written authorisation.

3. 3aysamennn WOAO PeIynbTATIE BMnpolysanisl MOXYTL HARaBATWCR APOTAIOM 14 Awia 8ln 3Tk BiaNpaanexHn pelynuTatis 3amoprnkosi/Test resulls can be
claimed for 14 days from serxding the resulls lo the customer.

4. 3annwsxy apa3xis nicns gocniaxenns 36epiFaIOTECA NPOTRIOM 14 ANiB B [aTH HANGKHS PE3YNLTATIE 33MOBHMKDBI, 3 NOTIM NIKBIAYIOTLOA FIHO 3 NONOXEHHAMA
JocninuMupxoi naboparopii./Sample rests are stored 14 days from sending results lo the customer and then are disposed according to Testing laboralory’s
regulations.

A%

/7/ /(/ 7
3areeppxeHo/Approved by. ‘o /

Irox. Angpea Baprosaiing. Andrea Vargévé
'onosa pocniguuyproi naboparopii bpatucnasa/
Head of Testing Laboralory Bratisiave

DaraiDate: 21.07.2023 -
Buxonas/Worked outby.
Iux. 3. Wneprosa/ ing. Z. Sperkové

AKREDITOVANE
SKUSOBNE

LABORATORIUNY

SNAS
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Ceprucpikar eunpobysanns/ Test Certificate Ne ABE43756
Peaynsmamu eunpobysanns/Test results
Cneundixauin/Specification PN-58-VOIISK 58-14/P
: Mertog aunpoGyaanHs/
Opvwvun/ e Pesynbram/ Bigxunenus/ Merop/ .
Napametp/Parameter Unit MexifLimits Results uncertainty” | Method Testing method H|TS|SL
Npoaopa beabapsna maxc. BY
anera 8'Axa planma, e
CHMBHILE MONOHO-BUN0r0
T / XOTTLOPY, BHIX ETANCHN
WK BUrNAR cycnerdin |, npaxtinmo 5ea i
2 " - wexax foviod Clear signoainac/conforms - vis 013.F V]| N |BA
colourless, max. BY sfightly
viscous, nof more apalescent
than reference suspension i.,
frae from particles
pH - 5.00-7.00 6.43 2% POT 001-F (Ph. Eur) v A BA
MNpaGniuanui o6'cm
OpnfiHANLHOT ynakoexs / My 100-11.0 102 - - 008-F V| N |BA
Average filling volume
OcmonsnbHicTs { Osmolaiity sOcumonnis | 250 - 320 2895 25% 0OSMO 033-F (Ph. Ewur.) A | BA
Nutoma Bara / Density ricw’ 1.003-1.013 1.0084 0.5% PYK 012-F (Ph. Eur) A | BA
Axicre sHIHaMeHHA!
Identification: Tiapoxcunponin Binni ocag/ White . .
prithatandsmnn - precipitate Bignosinac/conforms - IS 010-F Vi N!BA
IHydroxypropylmethylceliulose
Dwnauuna BR3KCTS / . 1
Dynamic visoosi wia.c 15-27 230 2.5% ™ 115-F (Ph. Eur.) A A | BA
Bwict Mgpoxcnnponin MeTwn-
wemonoaw Content of MM 4.006.00 5.18 34% UVAIS 0M7-F v A | BA
| Hydroxypropyimethylcslivose
BMICT XNOPACTOrQ HaTpio /
Content of sodium chloride (Y11 7] 6.300-7.700 7.000 41% T 003-F v A | BA
Rricue BuIHHEHHR/ . s
Identification: Jexcnasmeson/ . g“"“‘*‘““’c‘.’jmmeg‘;':’ signosinac/conforms - uvvis | 017F v|A]|Ba
dexpanthencl pecms campa.
. ; Bincyrwicts pocty
A Crepnnuhi [PyHTH BiCIA : i)
Tsmr:ya “;j""‘"""m’ | ey “'”W;“m’:;h":;” Ha ; . MB.M139.PN vialpen
Stenie soils after cuftivation microorgsnisms
MerogMethod
PYK nikHoMeTpiR/pycnometry
OSMO  ocmomerpinfosmometry
G TpasimeTpRigravimetry
M gicxo3nmeTpiviscosimetry
UVNIS  cnextpochotomeTpin 8 ynsTpadiioneTosin Ta Baumin ginauyi crexrpalultraviolet visible spectrophotometry
T TitpimeTpirftitimetry
VIS slayansHnitiisual
POT noTexyiomarpisipotentiometry
MprmimoyNotes:

H - oujika’evaluation

V - eianosinae/ conforms
NE - ve signosigae/not conforms

KTJICFU ~ xonoricyTaopiaina ogunmusicolony forming unit
LS-PP-CH - cTangapra onepauiina npouefiypassiandand operating procedure
A - aapeuToaane aunpolyBaHHA, NPOBERE Y BAACHA @

TS - n sunpobysanuafiest type

RRT ~ Bignocua TpMsanicTs yTpusyearunirelative retention ri

i naGoparopit/accredited test executed at the own test la
N - 1e axpeanTosane sunpobysanin, nposeae y enackin ewnpobysansyii nabopatopiifunaccredited test executed at the own
SA - axpeantoBare ennpobysanus, npoBeae 3a cybnlapaaow accredited test executed under the subcontract

SN - He axpennToBane srapoByBsanns, nposesie 33 cyGninpraow unaccredited test executed under the subcontract
St - BunpobyBanuha naboparopiriesting laboratory: BA — Bparucnasa, PN - ITewmsnm, TR - Typ'ancere-Tennuye
* Biixnnesng BASHEMBETECR KoRDiLicHTOM posumpentsk=2{3 ArosipHicno 95%WUncertainty determined by extension coefficient k=2 {with probability 95%)

Bignosinansha 0co6a 33 AOCTOBIPHICTL Wmems@Mestble for validity of physicat-chemical tests: Iux. A. Baprosafing. A. Vargovd
Bianosinanska 00063 3a ROCTORIPHICTH MipoBioROrHux Sucwasia/Responsible for validity of microbiological tests: PH[1p /1. Wiensexosa/RNDr. L. Jendekova, PhD.
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Npuwmitkw/Explanatory noles:

H-oyiniosanns/evalustion TS- Tan axaniay/test lype: A-axpeanTosanvii ananivaccredited lest

V-signosigac/conforms SPP - cTannaptHa onepayiina npoueaypal standard opersting procedure

NE-ue signosinac/not conforms RRT ~ ianocHni vac dGepirannnl Relalive refention time

CFU-xonowito opmysoua afwuun/colony forrnig unit
SL-pocniammubia nabopatopin/testing laboratary. BA-Bratisiava (Bparucnasa), PN-Piedtany (Mewmann), TT-Turtianske Teplice (Typuscre Tenniug)

Bumipiosans#i npuragy, RKi BUKOPMCTORYBANMCA NDR ananisi, Oynu sinxaniGposani | nepesipeni IrAaHO AiNUX METPONOTMHIX npaawn/Measuring devices
used in the fests were calibraled accorting to curent melrological regulations.

3aTBepnxeno/Approved by: ’%(’0

Buxonas/Worked out by: AKREDITOVANE Inx. Anppea Baprosaling. Andrea Vargova
i1x. 3. Wnepxosa / Ing. 2. Sparkové @ ' Tonosa nocnigrwibroi naboparopii Bpatucnasa)

SKUSDIBNE _ -
% LABORATORIUM Head of Testing Laboratory Bratislave
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HNPEJCTABHHUIITBO

«YHIMED ®APMA, CIIYJ. C P.O.» B YKPAIHI
01011, m. Kuis. Bya. TTanaca Mupsoro, 6ya. 16/13, ait. A
Ko za C/APTIOY 26559779

AEKJAAPALUSA
npo eianeeinniere Mo 6 Bin « 14 » smana 2023 p.

Ynopnosamennii mpegctasnmur B Ywpaini — [MPENCTABHHUITBO «YHIME]]T ®APMA. ClIYA. € p.o»,
ey Tanaca Muproro. 16/13 (aitepa A), m. Kuie. 01001, Ykpaina, kox wa CAPTIOY 26559779

B oce6i I'oaoen Hpeserapunnrea Cocuaxa Mixana

Hiareepaaye, wo: Meanunnit eupié YHIripe (UNItears" ). kpanai ouni 6e3 komcepsanTis. cTepHiibhi. 10 M. napTis
Ne 5806236, 1ata supobuumitaa 05/23,

BipoOHuiTE2 Komnauil « YHIMEI ®APMA., enyx. ¢ p.o.». Opiemkosa, 11. 821 05, a. Bparuciasa. Caoanbka
PecniyOaika / Unimed Pharma. spol. s r.0., Orieskova 11. 821 05. Bratislava, Slovak republic

KAac Meanamore supoedy: 116
Bianosizac sryoray: Jlupektusu Pain €C 8ix 14.06.1993 poxy Ne 93/42/CEC 11010 MeAMURHX BHPOGIB

TexsiuHOMY perIamMenTy 10,10 MEIHYHUX BUPOGIB. 3aTBepKEHOTO noCcTaHoRo0 KabineTy Minictpie Ykpainn sia
02.10.2013 Ne 753 «IIpo zateeprxensa TeXHIYHOTO per;iaMeHTY OO0 MEIHUHMN BHpoOis» ([ojatok 3) Ta
CTaHapTaM: ’

-ACTY EN1SO 13485:2018 «Meanuni Bupotu. Cueremu ynpasiitna axicTio. BUMOH o0 peryIrosanHg»:

-ACTY EN SO 10993-1:2015 (EN 1SO 10993-1:2009, IDT: ISO 10993-1:2009. IDT) «bioaoriune ouiniosanis
MeanuHkX BupoGis. Yactuna 1. OuinioBaHHS Ta TCCTYBaHHSA B pPaMKaX NPOHECY YNPARTIHHS PHIHKAMU».

SACTY 150 10993-10:2004 «bioaoriyne ouinoants Meauvnnx supobie. Yactusa 10. BunpoGyeanHa Ha
noapasnennd Ta cencudinizauito (ISO 10993-10:1995. IDT)».

-ACTY EN ISO 14971:2015 «Bupo6u meauuni. Hactanosn noao ynpasiintsa pusukom (150 14971:2012. IDT)».

-ACTY ISO 14644-1:2009 «YucTi npuvilleHHs Ta MOB'S3AHI 3 HUMH KOHTPOILOBani cepeqoBmina. YacThHa |,
Kiacudixaiis yucroru nositps (ISO 14644-1:1999_ 11D .

IMpoueaypa OliHKH BiUIOBIAHOCTI APOREICHA 41, 1HO 13 3a3HAveHHM TeXHIUHEM pErIaMenToM LHO10 METHYHKX
BUPOOIB. A0/14TOK 3. 3abe3edeHHd QYHKUIOHYBAIHS KOMITIEKCHOT CHCTEMH YTIPaBIiHHEA FKICTIO

Ceprudikar sianesianocti Ne UA.TR.098.0039-16 &ia 12.07.2021 p.. ailicHuil 30 11 aunua 2026 poky
BUIAHO: OpraH(m 3 OUIHKH Bl;mosmﬂocn TOB «'}’kPAIHC bKHH ]{I H FP ’VIEI],W—I}' IKALLIT TA

QOB TOB «YIIMCTI». gy:1. Canepro-Crobizcska. 10. o.1. M. Kuis. 03028. Yrfafifad
#omep npusHaveroro OOB: UA.TR.098. £
A'kpaini —
A). M. Knis,

Hexaapauis cKxi1ageHa Mid WITKOBUTY  BiANOBLIAAbHICTE  YHOBUOBZKEHOTO | \np =__ .
NMPEACTABHUL{TBO «YHIMEJ ®APMA. ciiva. ¢ PO By ITanaca \/lupﬁ(}m\ 16/1‘3“1.‘11T§p ;

—t—

01001, Ykpaina ;_/’ :

Rex:tapania ailicua 10 « 31 » Tpasus 2025 poxy
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