JEKJAPALIS PO BIANTOBLAHIC Th
HPOJIYKH;ﬁ BUMVIOTAM TEXHIMHOTIO PELIAMEHTY 1IHOAO MEXHYHHX BHPOBIB
I «Mapai»

(THIEHE RABMCAYEAUHS CYO'ERT TOUUONAPIRAHHA (BHPGOHIKR 8O0 YDURHOBRARHOID IPSACTRRENKR,

Vicpaiua, 61064, Xankineka ofracts, M. Xapris, BV, Honrapehkui numx, byaunok 123

FRVR ACK HAPYE BINHOBUHICTE TPGIYKIAT) T B0 MU HQE i)

B ocoBi _pupextopa Auppis MIPHORB

{yicaaus, r{p;mnmﬁ‘ I Ta 10 BATREOEL yORMOEREEHOL nouhn)

MiATBEPIKYE, IO NPOIYKIIL:
«3acobn JKyBaILHO-HpoRiIaRTHYHI NPOTHOEAUKYNL03H] _ua ocuobl edipnpx oMy, KIac
norennifinoro puiuky: 1 (mepexix mapeneno B aoxarTy 1 o mexsapauii) 3a KpHTepisMH

KHQC@IKQH‘}I SF]HHQ JOXATKY 2 TEXHI‘{HOTO DEIVIAMECHTY OO MEAHYHHX BH QD@RB;
{DUREE HEW®A, TR, MAPKE, MOIRTE Ta INCHTRMKAURAL BaH] 38 HeOQRRGITL)

wo Bupobmrorees: kommaxieto HIHT «Hapaby, Ypaina, £1064, Xaprinera o61acrs, M. XapKiB,
By Hoaraschruil muax, Gymuuor 123,
{(BafiMEYRRHEA TR MIGUSIHEXGRGAHS BHEOOGRMKR)

sinnmoBigae BumoraM TexHiYHOro periaMenty DIoA0 MeAMTHMX BHPOGIB, 3aTBepIKEHOrO
IMocranopore KaGimery Minicrpis Vipaiunm eix 2 worten 2013 p. Ne 7353, sa nponenypoio,
BCTAHOBJICHOO OIATKOM 8 Ta BizmosigHo Ans KpHrepiis gopatky 1 Texniunoro periaMeHTy.
Knacupixanis sainauenoro wenwunoro supely: Knac I (necmepunsnuti, 6e3 hyrruii
sunipioeanna), srigpe nysxry 9 Jlogarky 2 Texuiumers periaMeHyy IMOJS MCIAYHEX
pHpobin.

TIpoayRHiin CYynPOROHRYE SHAK 6I0ROSIGHOCH MEXHINHUM PE2RAMEHIRAM:

Hexnapanin CKIIaieHs my NIIKOBHTY BITHOBIIANBHICTE BHPOOHIKS:

[ «Yapai»,61064, Xapriscka obracts M, X’amcin, sy, Hoarapenkull mugx, 123, Yrpaiua,
xon 3a EAPTIOY: 30280542,

Jdupexrop
Ne §5/2023-02 02.05. 202‘% B. 02.05.2028p.
pecoTpafined Ne Jigra petoTpaui TeNMIH M Beripdil 10

Bepcig 2




AOZATOK 1

ne JEKJAPALT ITPO BIATIOBITHICTD Ne05/2023-02 nix 02.05.2023 (sepein 2)
TIPOAY Kl BUMOraM TeXHIMHOTe PeriaMenTy Moo Mein4nux supobis

Tlepenix Meauunux BHpoGiR, Ha SXi POMOBCIMKYETHCS Jisl IekIapamii Ipo RIATOBIIHICTS
HPONYKIIT BAMOTaM TEXHIGHOTO PETTAMEHTY MO0 MEIHYREX BHPOOIE,

flosna nasea

CrOpOYeHa Ha3Bd

3acif miKyBalBEHO-MPOQINAKTHIHUAHR
HPOTHIICAHKYILO3HIH Ha ocHOBI ediprux onilt «Crpsik
mpotH Bomei «Jlaginan »

Cupeit ipors Bome# «Jlapinan »

3aci6 npoGiIakTHYRAR TPOTHITEIMKYIbO3HKE Ha OCHOB]
ediprux onilt «Crpeit-npodinaxtux «Jlasinan »

PP n B R
Cupeit-mpodinartax «Jlasinan »

Jupexrop

g,
S
e

Ne 05/2023-02

Aunpiin MIPHOB
(THb ynopHOBRXEHCT OCOOH )

02.05.2028p.

pessoTpauiienl Ne

Bepcia 2

mErd peesypad]

TepMiy ail neiapaut @0




JEKJIAPAILLS ITPO BUINTOBIJTHICTDH
IIPOXYKIIII BAMOIAM
TEXHIYHOI'O PEIJIAMEHTY IMOAO MEAWYHHAX BUPOEIB

I «Yapuai»
{nosne HaliMerysanms cyT'eRTa FOCHOBPIOBAHNAS (B Tk 200 YHORHOBIKCHOTO RPSACTARHUER,
By Honrascsknit muiax, 123, m. Xapkis, 61064
R ACKIAPYE BUTIOBLIHICTS BPOAYKINT) TA HOID MICHSIHAXOIKCHER

B 0cobi _aupextopa MipHosa in AnaroJilioBuua
{nocaua, npissuie, iNTa no Garskost ynosxosmrenol ocobu)

nimaepamyey o r:pe,zzywix
«3acobn_JgiK Bam.ﬁa-n pothijiakTHYHI NpOTHIIE N

VILO3H]  Ha ocHOBi u HEX 0Ji», Kiac

1o supobnserses: komnaniero I «‘%ﬂp}s Byt Hoarascpicnii manx, 123, m. Xapxis, 61064
{HalivenyBaRES Ta MicHeHaxDRe RS Bupoura)

pianosinac Bumoram TexmiuHoro perzamMeHTy MOA0 MeIHYHHX BHPOOIB, 3aTBEpIKEHOI0
 Hocranosoro KaGinery Minicrpis Yikpainu Bin 2 xosras 2013 p. Ne 753, 3a mpoueaypoio,
BCTAHOBJICHOIO I0AATKOM 8 TeXHIYHOIO periaMenTy.

Honarkoso NpoayKuis BIINOBIAAC HACTYNHHM HANIOHAJILHEM CTAHIAPTAM!

No Hoxyment No Penakuis Hassa nokymenra
1. | Texuiunni pernament | 2013 Texuiqau#  pernaMeHT IIOAO  MEAHYHUX
OO MENMYHHUX BHPOOIB BUPODIB, 3aTBEPIOKEHUHR [locranosoro
Ka6inery Minicrpis Ykpainu Bix 02.10.2013
p. Ne 753.
2. | JCTY ISO 13485 2005 Bupobu wMemmuni. Cucremu  ynpapliHHS
(ISO 13485:2003, IDT) AKICTIO. BUMOTH 11040 peryioBaHHs
3. | ACTY 14971:2012 2009 Bupo6u  wmemmumi.  Hacramosu  mozo
YIIPABJIIHHS PHINKOM
4. | JCTY EN 980 2007 CumBoy  rpadiuni Ui MapKyBaHHS
MeINYHUX BUpPOOIB

Texniuna noxymenraunis Ha Meawurui BHpIG pospobiena, BIpPOBaLKEHA Ta BiANOBLIAE
BHMOTraM TeXHIYHOIO pEerjiaMeHTy IIOAO0 MEAWYHMX BHpPOOIB, 3aTBEPIKEHOIO MHOCTAHOBOIO
Kabinery Minicrpis Yikpainm Big 02.10.2013 p. Ne 753.

Ceprudikar nepesipku Texmiunoi noxymentauii Ne UA.TR.039.639 mix 25.05.2018p.
suanuit OpragoM 3 ouiuku simmosiznocti JIT "Vkpaincekuit Memuuauil neHTp ceprudikanii”,
anpeca MiciesHaxomKeHHs topuawanoi ocobu: Byn. Ywmropina. 18, k301, m. Kuis. 01042,
akpenuTopanuM HarjioransnuM arenTcTBOM 3 akpenuranii Yipainw, arecraru sia 05.03.2015 Ne
10101,  sin 27.12.2016  Ne 2HI1382, =mix 10.05.2017 Ne 80018, npuzHaueHUM
MinexoHOMpO3BUTKY Yipainu 3a inentudikauiiaum somepom UA.TR.039.

Jexnapaniio ckiageHo nix niakeBuTy Binnoeizaasnicrs BupobHuKa:

I «Yapai», sya. Hoara Xapkis, 61064, Yipaina, ko 3a €/IPIIOY:

{_IISX. 123, m.

30289542, A3 PR 2z
/ // Mpusarie \ ~—
Jdupexrop g! [ minupuemcrae ) 7 _A.A Mipuoe
X\ “ {{I§§§i§§ Ti (i ‘ {T1B ynossosaxenol ocobu )
N \Ne3oz &%w:& ,f Tleuarxa
= &g@p@ }:m“
05/18 T 22.05.2018 21.05.2023

peccTpaniinmit No Jiara peecrpanii TEpPMiH ﬁi‘f@mﬁi‘i a0
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Oprat 3 ouidku BignosigHocTi [lepxasHe NiANPUEMCTBO
"YKpalHCbKUA MeauYHUA UeHTp cepTudikauil”
MinicTepcTaa OXOpOHU 300pOB'A YKpaiHu

CEPTU®IKAT NEPEBIPKW
TEXHIYHOI AOKYMEHTALI

(TexHiuHuiA pernameHT wWoao meauvHnx Bupobis, [logartox 8)

Ne UA.TR.039.639

BupobHuk: nn“4yapn
syn. Monrascekunt wnsx, 123, m. Xapkis, 61064, Yrpaina

Bupobxuua ginsHka: nr "yaprm"
Byn. Poraxceka, 151, m. Xapkis, 61172, YkpaiHa

TexHiuyHa . ey NPT
AOKyMeHTaLis: BepcmNQ’iBlQ 22.05. 2(31 Sp o
Ha Bupo6u: 3acobu NikyBanbHO-NPOMINaKTUYHi MPOTUNEANKYNbOSHI Ha

- ocHoBI edpiprux onid
~ (srigho gogatky) .
~ knac |, HectepunbHIiA, Be3 yHKLIT BUMIpIoBaHHS, 3riaHO
- [Hopatky 2 TexHiuHOro perfiaMmeHTy WoAo MeanyHuX BUpobis

OpraH 3 ouinku signosigrocti AN "YMLIC" 3asiBnsie, WO TexHiMHA AOKyMEHTaLs Ha
3asHaqeHi Bupobw signosinae sumoram [logatka 8 TexHiUHOTO pernameHTy LWoAo MeandHNX
supobiB, AkuiA 3aTsepixeHo noctaHosow Kabinery MinicTpie Ykpainu eig 02.10.2013 p.
Ne 753.

BucHosok: Ne 639 Big 25052{}’18 P
Hara supaui:  29.05.2018 p. E ‘
LincHun po: 28.05.2023 p.

Kepigﬁﬁkbﬁfﬁi’h 3 ouiHku BignosigHocTi

Neb6iges M.C.

Lien ceprudiikar He € NACTAB0K AR HAHECBHHA HOMEDY OPTaHy DEIoN I3 ZHAKOM BIANOBIAHOCTI TEXHIMHUM PEINAMEHTEM HE MapkyBauHi Bupoly

Oprai 3 oulken signosiarocT! Hepwasue nignpremcree "YRpatHCBR Mefvanni yeHTp cepridbixauit™ (AN "YMUC™) (www umcs.org.ua)
wp.aageca: 02180, Yxpaiva, 1. Kuis, npocr Boas'eghanns, 7-a, (akr. agpeca: 01042, m. Kuls, myn. Yuropina, 18; Ten. (044) 285 83 83
NpusHadennil Ha NROBBABHHR POBIT 3 DUIHKK BIANORIAHOCTI BUMOTaN TEXHIYHNX DErRaMeHTIa
{#axas ein 29.08.2014 Ne 1044 MinswoAoMpoIsnTy Yrpainy, Hovep npusnadenoro oprany UATR.039)
Axpegurosanni HAAY Ha ceprudirauiio npoaykyll Ta cucren ynpashinng ScTo (avecrarTy akpegurauil Ne 10101 Ta Ne 80018}



Oprax 3 ouiHky BignoeigHocTi [epxaBHe nignpuemcTso
"YKpaiHChKui MegunyHui ueHTp ceprudikauil”
MinicTepcTBa OXOPOHU 300pOB'st YKpaiHu

AOOATOK isonCines
Ao ceptudpikata nepeBipku TeXHIYHOI
DOKyMeHTauil
Ne UA.TR.039.639 Bin 29.05.2018 p.

Mepenik mepuuHux BupobiB, Ha sk posnoBclogkyeTbes Ais CeptudikaTy
NepeBIPKU TEXHIYHOT AOKYMEeHTaLi.

Ne HaimeHyBaHHsA BUpoby nosxe HaliMmeHyBaHHs BUpoBy CKopoueHe
3/n

3acif nikyeansHO-NpoIiNakTUIHUIA Cnpe#t npoTu Bowei "NagiHan®™
1 NpoTUNeAUKYNBLO3HWA Ha ocHoBl |
~ | epipHux oniid "Cnpen npoTu Bowen |

o

"NagiHan® z

3acib npodinakTuiHun Cnpei-npodinakTuk "MasiHan®
5 | MPOTUNEAVKYNLOSHUA Ha OCHOBI | cro

| edpipHux onin "Crnpel-npodinakTuk

"NagiHan®" -
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FRrvene
-

s
RTIFICATO + C|

58
_

Y W
cu

7
- ¢

ar <

e
o

. iR
e

w

vk opraHy 3 ouiHku BianoBiAHOCTI

T o CERTIFICAT

&

Nebines M.C.

Cropinka 1 3 1

Opran s ouinky signosiarecti Jepwasne nianpremerso "YRpalHorEnl Metsnlt yentp ceprudikaui™ (AN "YMLIC™ :
wop. anpeca 02160, Ypaina, M. Kuie, npoon. Bosd'epranns, T-al dakr aapeca 01042, m. Kuis, syn. Yuropina, 18, ten. (044) 285 83 83
Mpuanavenyih Ha npopeqenHR POBIT 3 OuisKN BIRNOBIANOCT BUMOraM TEXHMNUX DErfaMenTis
{hanas aig 28.08.2074 N2 1044 MineroqoMpossuTey Yepains, HOMED npusnadeHoro oprasy UATR.038)
Agpeanroaanull HAAY va cepradikayiio npoayryll Ta cuctem ynpasninds axicTio (aTectarth akpeanTaulli Ne 10107 1a Ne 80018}
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\ ; ‘3& i0  npodigaktuunnid

foumm u}}imm\

‘:Hl‘{iIMMM y«mm;\m IY Y : 203 \3441442?'-{3? 2913 x{ﬁ‘*immz ;

{paina-pupobuux; [H1 «* apm» Elé:p&m&x C{&If}ﬁﬁi
(057) 751-80-34, kon 3a €JIPIIOY: 30289542 ‘
: TRIPECH, MITH sm\{r;m:mm mwacﬁﬁ“ﬁuw l na?] )
assruk exeneprmzn: TOB «YHIBEPCAJIBHE AF‘MN‘C ‘BO «{I'IPO DAPMA», Ykpaina, 03170.
1. Kuis, syn. Iepemoru, 9. m}m. "‘{) KOJL 4 F,al?il(}‘y" {4

OpOB’H JHOAHHH TA OTOUYIOUOIO CepeiloBHig | Bi,f:umzsi,um HC IV <N I%() 10993-1
10993-1:2009, 1DT; 1SO 10993-1:2009, 1D T} «bioporiume oniroBanig MeIIHHX Bnpaﬁm. ‘idwmla b
“Ouinosanns | TecTyBaHHS B pAMKAX Npouecy yupapiitns pusuxamuy ta TY V 20.5-34414427-017:2018
«3acobn  niKyBUILHO-TPOQHIAKTHYHI - POTHICANKYILO3HI HA OCcHOBI edipuux ofil», a came, 3a
IHEKCAMH [HKIpo-nioapasioouol, cencubinizyiouol ail, ¢yd eKTHBHUME Ta 00’ CKTUBHUME TIOKa3HHKaMH
0 Ganis; 33 MikpoGioJOrTYHEME  NOKASHHKAMK: 3araibia Kinbkicts aepobuux MikpoopraHizmis
(TAMCY- we Ginne giw 107 KYO/r, saransna giaskicts apixukosnx ta naicussux rpubis (TYMC) -
we Ginpe uik 10 KYO/r, Staphylococcus aureus, 8 1.0 r — ne jponyckaworses. Pseudomonas
caeruginosa, B 1,0 T~ ne nomycKaioThes.

feobxinpvn ymosavy sukopucTanng/ sacrocypanns, sbepiranns, mancnn[}urmmm, vTﬁmmml,
msmemm( iEpQ QKEKHO 131mopmma\f}mm BUKINOUHO 38 npmr{ai{uumxi Ocobam, sk ¢ Al0Th B/

-




IEPriuHuX  3axXBOPIOBaHL, b0 ocobam 4 HIBHILCHOIO  YYTHHBICTIO 10 XiMIUIHX PEHOBHH - HE
BHKOPHCTOBYBATH 3ac00K 63 MONEPesHbOTO TecTyBanus a6o KOHeyabTalil 3 jgikapeM. Bukopucrana
Tapa Ta 3anuiKK HeBHKOpHCTanol npofykuil  Bianpasnsiors a0 emitTesbipuuka. ¥V ToproresbHil
Mepeki NpONyKHis 3 BHUEpHAHUM TEPMIHOM TpHAATHOCTI 460 HeKOHAMLIHHA BHACHIIOK HOPYIICH S
YMOB 30€pirantis Ta TPAHCIopTYBAHHA iU e NOBEPHEHIIO HA TAPHEMCTBO-BUPOBHHUK.

3a pesynbraramMu AepiKasHol CaHiTAPHO-CHIIEMIONONTYHOT exCHepTHIH Me i Bupodu: 3acit
AIKYBAABHO-TIPOGIAK T HUH I HPOTHIICMKYILO3HUE 1 oCHOBL edipuux oniit «Cupedi HpoTH BOLICH
«Jlaginan™» ra 3acié NpOGUIAKTHIHUR  (POTHICMKYABOZHAN 1A OCHOBI edipuux oniit «Cripeit-
npodinaxruk «Jlasinan™» surororien y Blanosigmocti i3 rexnignumu ymosamu TY Y 20.5-34414427-
017:2018 «3acobu JHKYBANBHO-TIPOYI NAKTH Y HI NPOTHHICAUKYALO3HT na  ocHOBI  edipuux  ouiiin
BLIIOBIZAIOTH BUMOraM AHIOUOTO caniTapHoro 3akoHolascTea Ykpainu i a YMOBH JIOTPUMAHHS BUMOT
HEOTO BUCHOBKY MOXKYTL Oy i BUKOpHcTani B 3assieniil cdepi sacrocysanns,

Tepmin npusarnocti: rapantycrses BUPOOHUKOM

Indopmanis mono ernkerin, IHCTPYKIUT, NMpaBHIl TOWIO: MapKyBarHs 0605 13k08e. BHCHOBOK He MOdce
Oy TH BUKOPUCTAHNI LTS PEKIaMK CHOMUBUHX SKOCTEH] 00 cxTy excnepTHiy

Bucnosox pidicuuit: wa repmin mii  rexuiunnx ymos TY 'V 20.5-34414427-017:2018 «3acobu
JKYBaNbHO-NpodinakTrani NPOTHICIUKYIILO3HI Ha ocHOBI edipaux oniii»

Biuiositaib icrs 3a jotpumantis BUMOT 1010 BUCHOBKY HECEC 3asIBHUK

Hoxasnuku Gesnexn. skl niansraiors konposio wa KOPJIOHI: 38 noKasHuKamu Ge3neku /U1s 370pos's
HMOMMHH - KOHTPOMO e notpebyloTh, NIUMIAIOTE CTAHAAPTHOMY KOHTPOIO (BizyanboMy Ta
JAOKYMCHTANLHOMY }

Hoxasuuku Gesnexn, ski HiaSTaloTs KOHTPOIO lpH MHTHOMY O(QOPMIIEHHI! niusirac JepikanHomy
CAHITAPHO-EMIACMIONONTHHOMY KOHTPOIIO Ha MUTHIl TepuTopit

Horounuit nepkasnuil canitapro-enizemionoriammii naris suificioeTses ICLHO 3 BUMOFAMH 11LOI0
BUCHOBKY: BUKOHAHHS YMOB BUKOPHCTaHHS

Kowmicist 3 nepxasuof 01033, m. Knis, Bysn. Caxcarancskoro, 75.
CariTapHo-erigemMionoriugot Te.: npuiMmaneus: (044) 284-34.27.
CKCIIEPTHIN e-mail: yiki@nanu kiev.ua;

Hepwasnol yeranosn «f HETHEYT CEeKpETap CKCIEPTHOT KoMIciT

veanimny npant imeni 10,1 Kyniesa

Harionansnof akasemil meuannx nayx Yxpainny (044) 289-63-94, ¢-mail: test-labf@ukr.net

(Haitery sanpg, siviesaxokenn, Tenedon, Gaxe. F-mail, seb-caity)

Iporokon exerreprisun Ne 12679 sig 16 kpitng 2018 D.

CRE BporTiRGAY, A0 HOr0 3arpep, breHus )

SIS

3acryunnk I'osnoru exenepruoel komicii,

Jupexrop Hepwagrnoil Yeranosu

"lnerwryT Mexuanyg npaui imend 101 Kynaiera
Hauionansuof axazemii meanynnx nayk Vipaion" Yepuiok B.1

M.IL




LK 20.53.10 YKHA 11.120.10

NOrOXKEHO SATBEPJXYIO
DlepxagHa cnyx6a Ykpainu 2 nutanb GesneuxocTi OB «
Xap4oBMX NPOAYKTIB Ta 3aXMCTY CMOKKBAYIB
BUCHOBOK [lepKaBHOI CaHiTapHO-
enifemionoriyHol ekcnepTau

Ne 602-123-20-2/18520

Bifg 26.04.2018

3acobu nikyBanbHO-NPOMiNaKkTUYHI
NPOTUNEANKYNbO3HI Ha OCHOBI ehipHUX onilA
TY'Y 20.5-34414427-017:2018

TexHiuui ymoBu
BUEPWIE

MTEPA[ O] |

(I

[lata HafaHHS YWHHOCTI: «.ﬁ» 254} 2018 p.
Ynnhi po : « By OS5 2028p.

PO3POBJIEHO
MIHEKOHOMPOIBWTKY YKPAIHY Monopumi haxiseus 3 pecctpau
i ceprudbixauii Ta sikocri
«Beeykp i uEHTD TOB «YHIBEPCAJIbHE

ATEHTCTBO «TIPO-GAPMA»

,fl*?x\s ¥

10.B. BOUKO
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DUEANIE nionpuemcmeo “Hapn

w0 Xaprie, 8V TToninaeCuKuil HIAX, 123, +38(037) 751-80-34, 780-85-80)

Ceprudirar siocri Ne2633 Bin 01.04.25

3acif th'u<y1‘.aam.-,no-npo(})i;’l:/uﬂ?m‘r-mi% npom1‘IeJ;menbo3:t-1Hi/i' Ha oclopi eipHux oniit: "Cupeii
npoT Boweil " Jfapinaa®"

Meuunuii Bupid

[Taprist: 0500325

Jlara BupOOHHLTBA: 2025.03

Tepmin [PUETHOCTI! 36 MicsiB 3 4TI BHTOTOBJICHHH.

Cimiicrs B cepii — 16836 Wt
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Rév: 2021/07/C

CERTIFICATE OF ANALYSIS

Product Name : Spray against lice and nits "Lavinal ® 15" medical device
Manufacturer : Laboratories POLIDIS

Formula : 15POLLD18

ACL: 3664538000382

Manufacturing date : 2024-11
Expiry date : 2027-11

QUANTITY : 11668 Pcs

LOT : C12

CRITERIA FOR CONTROL SPECIFICATIONS RESULTS

Filling (nominal average) “ Conform

Color Colorless/opaque white Conform
Odor Tea tree oil Conform
pH 5.2-5.8 Phase A: 5,6
Viscosité
Brookfield Ametek DV-1
Spindle RV 05 For information Phase B: 400 Cp

Vitesse 100 rpm.
Mesure 3 1minute | A

e GT< 100 ufc/g

e L/M<10ufc/g

e Absencede/ Conform
Microbiological control Staphylococcus aureus,

Pseudomonas aeruginosa,

Candida albicans

Escherichia coli

The Carton Label Validated by POLIDIS Conform

CONFORME | X NON CONFORME [ i

Date : 19-12-2024
Visa : Fatma KEDIDI, Responsable AQ/ Qualité de la production.




JEKJAPALIS PO BIANTOBLAHIC Th
HPOJIYKH;ﬁ BUMVIOTAM TEXHIMHOTIO PELIAMEHTY 1IHOAO MEXHYHHX BHPOBIB
I «Mapai»

(THIEHE RABMCAYEAUHS CYO'ERT TOUUONAPIRAHHA (BHPGOHIKR 8O0 YDURHOBRARHOID IPSACTRRENKR,

Vicpaiua, 61064, Xankineka ofracts, M. Xapris, BV, Honrapehkui numx, byaunok 123

FRVR ACK HAPYE BINHOBUHICTE TPGIYKIAT) T B0 MU HQE i)

B ocoBi _pupextopa Auppis MIPHORB

{yicaaus, r{p;mnmﬁ‘ I Ta 10 BATREOEL yORMOEREEHOL nouhn)

MiATBEPIKYE, IO NPOIYKIIL:
«3acobn JKyBaILHO-HpoRiIaRTHYHI NPOTHOEAUKYNL03H] _ua ocuobl edipnpx oMy, KIac
norennifinoro puiuky: 1 (mepexix mapeneno B aoxarTy 1 o mexsapauii) 3a KpHTepisMH

KHQC@IKQH‘}I SF]HHQ JOXATKY 2 TEXHI‘{HOTO DEIVIAMECHTY OO MEAHYHHX BH QD@RB;
{DUREE HEW®A, TR, MAPKE, MOIRTE Ta INCHTRMKAURAL BaH] 38 HeOQRRGITL)

wo Bupobmrorees: kommaxieto HIHT «Hapaby, Ypaina, £1064, Xaprinera o61acrs, M. XapKiB,
By Hoaraschruil muax, Gymuuor 123,
{(BafiMEYRRHEA TR MIGUSIHEXGRGAHS BHEOOGRMKR)

sinnmoBigae BumoraM TexHiYHOro periaMenty DIoA0 MeAMTHMX BHPOGIB, 3aTBepIKEHOrO
IMocranopore KaGimery Minicrpis Vipaiunm eix 2 worten 2013 p. Ne 7353, sa nponenypoio,
BCTAHOBJICHOO OIATKOM 8 Ta BizmosigHo Ans KpHrepiis gopatky 1 Texniunoro periaMeHTy.
Knacupixanis sainauenoro wenwunoro supely: Knac I (necmepunsnuti, 6e3 hyrruii
sunipioeanna), srigpe nysxry 9 Jlogarky 2 Texuiumers periaMeHyy IMOJS MCIAYHEX
pHpobin.

TIpoayRHiin CYynPOROHRYE SHAK 6I0ROSIGHOCH MEXHINHUM PE2RAMEHIRAM:

Hexnapanin CKIIaieHs my NIIKOBHTY BITHOBIIANBHICTE BHPOOHIKS:

[ «Yapai»,61064, Xapriscka obracts M, X’amcin, sy, Hoarapenkull mugx, 123, Yrpaiua,
xon 3a EAPTIOY: 30280542,

Jdupexrop
Ne §5/2023-02 02.05. 202‘% B. 02.05.2028p.
pecoTpafined Ne Jigra petoTpaui TeNMIH M Beripdil 10

Bepcig 2




AOZATOK 1

ne JEKJAPALT ITPO BIATIOBITHICTD Ne05/2023-02 nix 02.05.2023 (sepein 2)
TIPOAY Kl BUMOraM TeXHIMHOTe PeriaMenTy Moo Mein4nux supobis

Tlepenix Meauunux BHpoGiR, Ha SXi POMOBCIMKYETHCS Jisl IekIapamii Ipo RIATOBIIHICTS
HPONYKIIT BAMOTaM TEXHIGHOTO PETTAMEHTY MO0 MEIHYREX BHPOOIE,

flosna nasea

CrOpOYeHa Ha3Bd

3acif miKyBalBEHO-MPOQINAKTHIHUAHR
HPOTHIICAHKYILO3HIH Ha ocHOBI ediprux onilt «Crpsik
mpotH Bomei «Jlaginan »

Cupeit ipors Bome# «Jlapinan »

3aci6 npoGiIakTHYRAR TPOTHITEIMKYIbO3HKE Ha OCHOB]
ediprux onilt «Crpeit-npodinaxtux «Jlasinan »

PP n B R
Cupeit-mpodinartax «Jlasinan »

Jupexrop

g,
S
e

Ne 05/2023-02

Aunpiin MIPHOB
(THb ynopHOBRXEHCT OCOOH )

02.05.2028p.

pessoTpauiienl Ne

Bepcia 2

mErd peesypad]

TepMiy ail neiapaut @0




JEKJIAPAILLS ITPO BUINTOBIJTHICTDH
IIPOXYKIIII BAMOIAM
TEXHIYHOI'O PEIJIAMEHTY IMOAO MEAWYHHAX BUPOEIB

I «Yapuai»
{nosne HaliMerysanms cyT'eRTa FOCHOBPIOBAHNAS (B Tk 200 YHORHOBIKCHOTO RPSACTARHUER,
By Honrascsknit muiax, 123, m. Xapkis, 61064
R ACKIAPYE BUTIOBLIHICTS BPOAYKINT) TA HOID MICHSIHAXOIKCHER

B 0cobi _aupextopa MipHosa in AnaroJilioBuua
{nocaua, npissuie, iNTa no Garskost ynosxosmrenol ocobu)

nimaepamyey o r:pe,zzywix
«3acobn_JgiK Bam.ﬁa-n pothijiakTHYHI NpOTHIIE N

VILO3H]  Ha ocHOBi u HEX 0Ji», Kiac

1o supobnserses: komnaniero I «‘%ﬂp}s Byt Hoarascpicnii manx, 123, m. Xapxis, 61064
{HalivenyBaRES Ta MicHeHaxDRe RS Bupoura)

pianosinac Bumoram TexmiuHoro perzamMeHTy MOA0 MeIHYHHX BHPOOIB, 3aTBEpIKEHOI0
 Hocranosoro KaGinery Minicrpis Yikpainu Bin 2 xosras 2013 p. Ne 753, 3a mpoueaypoio,
BCTAHOBJICHOIO I0AATKOM 8 TeXHIYHOIO periaMenTy.

Honarkoso NpoayKuis BIINOBIAAC HACTYNHHM HANIOHAJILHEM CTAHIAPTAM!

No Hoxyment No Penakuis Hassa nokymenra
1. | Texuiunni pernament | 2013 Texuiqau#  pernaMeHT IIOAO  MEAHYHUX
OO MENMYHHUX BHPOOIB BUPODIB, 3aTBEPIOKEHUHR [locranosoro
Ka6inery Minicrpis Ykpainu Bix 02.10.2013
p. Ne 753.
2. | JCTY ISO 13485 2005 Bupobu wMemmuni. Cucremu  ynpapliHHS
(ISO 13485:2003, IDT) AKICTIO. BUMOTH 11040 peryioBaHHs
3. | ACTY 14971:2012 2009 Bupo6u  wmemmumi.  Hacramosu  mozo
YIIPABJIIHHS PHINKOM
4. | JCTY EN 980 2007 CumBoy  rpadiuni Ui MapKyBaHHS
MeINYHUX BUpPOOIB

Texniuna noxymenraunis Ha Meawurui BHpIG pospobiena, BIpPOBaLKEHA Ta BiANOBLIAE
BHMOTraM TeXHIYHOIO pEerjiaMeHTy IIOAO0 MEAWYHMX BHpPOOIB, 3aTBEPIKEHOIO MHOCTAHOBOIO
Kabinery Minicrpis Yikpainm Big 02.10.2013 p. Ne 753.

Ceprudikar nepesipku Texmiunoi noxymentauii Ne UA.TR.039.639 mix 25.05.2018p.
suanuit OpragoM 3 ouiuku simmosiznocti JIT "Vkpaincekuit Memuuauil neHTp ceprudikanii”,
anpeca MiciesHaxomKeHHs topuawanoi ocobu: Byn. Ywmropina. 18, k301, m. Kuis. 01042,
akpenuTopanuM HarjioransnuM arenTcTBOM 3 akpenuranii Yipainw, arecraru sia 05.03.2015 Ne
10101,  sin 27.12.2016  Ne 2HI1382, =mix 10.05.2017 Ne 80018, npuzHaueHUM
MinexoHOMpO3BUTKY Yipainu 3a inentudikauiiaum somepom UA.TR.039.

Jexnapaniio ckiageHo nix niakeBuTy Binnoeizaasnicrs BupobHuKa:

I «Yapai», sya. Hoara Xapkis, 61064, Yipaina, ko 3a €/IPIIOY:

{_IISX. 123, m.

30289542, A3 PR 2z
/ // Mpusarie \ ~—
Jdupexrop g! [ minupuemcrae ) 7 _A.A Mipuoe
X\ “ {{I§§§i§§ Ti (i ‘ {T1B ynossosaxenol ocobu )
N \Ne3oz &%w:& ,f Tleuarxa
= &g@p@ }:m“
05/18 T 22.05.2018 21.05.2023

peccTpaniinmit No Jiara peecrpanii TEpPMiH ﬁi‘f@mﬁi‘i a0
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Oprat 3 ouidku BignosigHocTi [lepxasHe NiANPUEMCTBO
"YKpalHCbKUA MeauYHUA UeHTp cepTudikauil”
MinicTepcTaa OXOpOHU 300pOB'A YKpaiHu

CEPTU®IKAT NEPEBIPKW
TEXHIYHOI AOKYMEHTALI

(TexHiuHuiA pernameHT wWoao meauvHnx Bupobis, [logartox 8)

Ne UA.TR.039.639

BupobHuk: nn“4yapn
syn. Monrascekunt wnsx, 123, m. Xapkis, 61064, Yrpaina

Bupobxuua ginsHka: nr "yaprm"
Byn. Poraxceka, 151, m. Xapkis, 61172, YkpaiHa

TexHiuyHa . ey NPT
AOKyMeHTaLis: BepcmNQ’iBlQ 22.05. 2(31 Sp o
Ha Bupo6u: 3acobu NikyBanbHO-NPOMINaKTUYHi MPOTUNEANKYNbOSHI Ha

- ocHoBI edpiprux onid
~ (srigho gogatky) .
~ knac |, HectepunbHIiA, Be3 yHKLIT BUMIpIoBaHHS, 3riaHO
- [Hopatky 2 TexHiuHOro perfiaMmeHTy WoAo MeanyHuX BUpobis

OpraH 3 ouinku signosigrocti AN "YMLIC" 3asiBnsie, WO TexHiMHA AOKyMEHTaLs Ha
3asHaqeHi Bupobw signosinae sumoram [logatka 8 TexHiUHOTO pernameHTy LWoAo MeandHNX
supobiB, AkuiA 3aTsepixeHo noctaHosow Kabinery MinicTpie Ykpainu eig 02.10.2013 p.
Ne 753.

BucHosok: Ne 639 Big 25052{}’18 P
Hara supaui:  29.05.2018 p. E ‘
LincHun po: 28.05.2023 p.

Kepigﬁﬁkbﬁfﬁi’h 3 ouiHku BignosigHocTi

Neb6iges M.C.

Lien ceprudiikar He € NACTAB0K AR HAHECBHHA HOMEDY OPTaHy DEIoN I3 ZHAKOM BIANOBIAHOCTI TEXHIMHUM PEINAMEHTEM HE MapkyBauHi Bupoly

Oprai 3 oulken signosiarocT! Hepwasue nignpremcree "YRpatHCBR Mefvanni yeHTp cepridbixauit™ (AN "YMUC™) (www umcs.org.ua)
wp.aageca: 02180, Yxpaiva, 1. Kuis, npocr Boas'eghanns, 7-a, (akr. agpeca: 01042, m. Kuls, myn. Yuropina, 18; Ten. (044) 285 83 83
NpusHadennil Ha NROBBABHHR POBIT 3 DUIHKK BIANORIAHOCTI BUMOTaN TEXHIYHNX DErRaMeHTIa
{#axas ein 29.08.2014 Ne 1044 MinswoAoMpoIsnTy Yrpainy, Hovep npusnadenoro oprany UATR.039)
Axpegurosanni HAAY Ha ceprudirauiio npoaykyll Ta cucren ynpashinng ScTo (avecrarTy akpegurauil Ne 10101 Ta Ne 80018}



Oprax 3 ouiHky BignoeigHocTi [epxaBHe nignpuemcTso
"YKpaiHChKui MegunyHui ueHTp ceprudikauil”
MinicTepcTBa OXOPOHU 300pOB'st YKpaiHu

AOOATOK isonCines
Ao ceptudpikata nepeBipku TeXHIYHOI
DOKyMeHTauil
Ne UA.TR.039.639 Bin 29.05.2018 p.

Mepenik mepuuHux BupobiB, Ha sk posnoBclogkyeTbes Ais CeptudikaTy
NepeBIPKU TEXHIYHOT AOKYMEeHTaLi.

Ne HaimeHyBaHHsA BUpoby nosxe HaliMmeHyBaHHs BUpoBy CKopoueHe
3/n

3acif nikyeansHO-NpoIiNakTUIHUIA Cnpe#t npoTu Bowei "NagiHan®™
1 NpoTUNeAUKYNBLO3HWA Ha ocHoBl |
~ | epipHux oniid "Cnpen npoTu Bowen |

o

"NagiHan® z

3acib npodinakTuiHun Cnpei-npodinakTuk "MasiHan®
5 | MPOTUNEAVKYNLOSHUA Ha OCHOBI | cro

| edpipHux onin "Crnpel-npodinakTuk

"NagiHan®" -

_

N

Kineus neperiy

.

)

4

M

%,

[ata Bugaui: 29052()18 p.
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Difichuii ao: © 28.05.2023 p.
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vk opraHy 3 ouiHku BianoBiAHOCTI

T o CERTIFICAT

&

Nebines M.C.

Cropinka 1 3 1

Opran s ouinky signosiarecti Jepwasne nianpremerso "YRpalHorEnl Metsnlt yentp ceprudikaui™ (AN "YMLIC™ :
wop. anpeca 02160, Ypaina, M. Kuie, npoon. Bosd'epranns, T-al dakr aapeca 01042, m. Kuis, syn. Yuropina, 18, ten. (044) 285 83 83
Mpuanavenyih Ha npopeqenHR POBIT 3 OuisKN BIRNOBIANOCT BUMOraM TEXHMNUX DErfaMenTis
{hanas aig 28.08.2074 N2 1044 MineroqoMpossuTey Yepains, HOMED npusnadeHoro oprasy UATR.038)
Agpeanroaanull HAAY va cepradikayiio npoayryll Ta cuctem ynpasninds axicTio (aTectarth akpeanTaulli Ne 10107 1a Ne 80018}



st ,é"{F’ "}KABHA CJIY'}K%:&& I{PAIRM 3 ml I‘AHh \ ‘
BE SYRL‘IH(}C‘TI XAPYOBUX NPOJAYKTIB TA EANMC’[ hi CII()HCI& BAUIB
BYJ1. B lpmtieﬁxa v K;«am {)i{}(}l TeH. ?“”9 12-70, 2’?9 ?3&8 @axc ?79&-&8 8”’
. munw g}\r ua :

fBAT Bi* PK}KY}{}
L P

‘ . gxepﬂ\amm
M\Bm \N’é C@“‘*f ?{)ig;}

N@0‘?&11&}{1{;(y;ftw%m uil ha

- 06 €KT wmap P Mm \
\ ; ‘3& i0  npodigaktuunnid

foumm u}}imm\

‘:Hl‘{iIMMM y«mm;\m IY Y : 203 \3441442?'-{3? 2913 x{ﬁ‘*immz ;

{paina-pupobuux; [H1 «* apm» Elé:p&m&x C{&If}ﬁﬁi
(057) 751-80-34, kon 3a €JIPIIOY: 30289542 ‘
: TRIPECH, MITH sm\{r;m:mm mwacﬁﬁ“ﬁuw l na?] )
assruk exeneprmzn: TOB «YHIBEPCAJIBHE AF‘MN‘C ‘BO «{I'IPO DAPMA», Ykpaina, 03170.
1. Kuis, syn. Iepemoru, 9. m}m. "‘{) KOJL 4 F,al?il(}‘y" {4

OpOB’H JHOAHHH TA OTOUYIOUOIO CepeiloBHig | Bi,f:umzsi,um HC IV <N I%() 10993-1
10993-1:2009, 1DT; 1SO 10993-1:2009, 1D T} «bioporiume oniroBanig MeIIHHX Bnpaﬁm. ‘idwmla b
“Ouinosanns | TecTyBaHHS B pAMKAX Npouecy yupapiitns pusuxamuy ta TY V 20.5-34414427-017:2018
«3acobn  niKyBUILHO-TPOQHIAKTHYHI - POTHICANKYILO3HI HA OCcHOBI edipuux ofil», a came, 3a
IHEKCAMH [HKIpo-nioapasioouol, cencubinizyiouol ail, ¢yd eKTHBHUME Ta 00’ CKTUBHUME TIOKa3HHKaMH
0 Ganis; 33 MikpoGioJOrTYHEME  NOKASHHKAMK: 3araibia Kinbkicts aepobuux MikpoopraHizmis
(TAMCY- we Ginne giw 107 KYO/r, saransna giaskicts apixukosnx ta naicussux rpubis (TYMC) -
we Ginpe uik 10 KYO/r, Staphylococcus aureus, 8 1.0 r — ne jponyckaworses. Pseudomonas
caeruginosa, B 1,0 T~ ne nomycKaioThes.

feobxinpvn ymosavy sukopucTanng/ sacrocypanns, sbepiranns, mancnn[}urmmm, vTﬁmmml,
msmemm( iEpQ QKEKHO 131mopmma\f}mm BUKINOUHO 38 npmr{ai{uumxi Ocobam, sk ¢ Al0Th B/

-




IEPriuHuX  3axXBOPIOBaHL, b0 ocobam 4 HIBHILCHOIO  YYTHHBICTIO 10 XiMIUIHX PEHOBHH - HE
BHKOPHCTOBYBATH 3ac00K 63 MONEPesHbOTO TecTyBanus a6o KOHeyabTalil 3 jgikapeM. Bukopucrana
Tapa Ta 3anuiKK HeBHKOpHCTanol npofykuil  Bianpasnsiors a0 emitTesbipuuka. ¥V ToproresbHil
Mepeki NpONyKHis 3 BHUEpHAHUM TEPMIHOM TpHAATHOCTI 460 HeKOHAMLIHHA BHACHIIOK HOPYIICH S
YMOB 30€pirantis Ta TPAHCIopTYBAHHA iU e NOBEPHEHIIO HA TAPHEMCTBO-BUPOBHHUK.

3a pesynbraramMu AepiKasHol CaHiTAPHO-CHIIEMIONONTYHOT exCHepTHIH Me i Bupodu: 3acit
AIKYBAABHO-TIPOGIAK T HUH I HPOTHIICMKYILO3HUE 1 oCHOBL edipuux oniit «Cupedi HpoTH BOLICH
«Jlaginan™» ra 3acié NpOGUIAKTHIHUR  (POTHICMKYABOZHAN 1A OCHOBI edipuux oniit «Cripeit-
npodinaxruk «Jlasinan™» surororien y Blanosigmocti i3 rexnignumu ymosamu TY Y 20.5-34414427-
017:2018 «3acobu JHKYBANBHO-TIPOYI NAKTH Y HI NPOTHHICAUKYALO3HT na  ocHOBI  edipuux  ouiiin
BLIIOBIZAIOTH BUMOraM AHIOUOTO caniTapHoro 3akoHolascTea Ykpainu i a YMOBH JIOTPUMAHHS BUMOT
HEOTO BUCHOBKY MOXKYTL Oy i BUKOpHcTani B 3assieniil cdepi sacrocysanns,

Tepmin npusarnocti: rapantycrses BUPOOHUKOM

Indopmanis mono ernkerin, IHCTPYKIUT, NMpaBHIl TOWIO: MapKyBarHs 0605 13k08e. BHCHOBOK He MOdce
Oy TH BUKOPUCTAHNI LTS PEKIaMK CHOMUBUHX SKOCTEH] 00 cxTy excnepTHiy

Bucnosox pidicuuit: wa repmin mii  rexuiunnx ymos TY 'V 20.5-34414427-017:2018 «3acobu
JKYBaNbHO-NpodinakTrani NPOTHICIUKYIILO3HI Ha ocHOBI edipaux oniii»

Biuiositaib icrs 3a jotpumantis BUMOT 1010 BUCHOBKY HECEC 3asIBHUK

Hoxasnuku Gesnexn. skl niansraiors konposio wa KOPJIOHI: 38 noKasHuKamu Ge3neku /U1s 370pos's
HMOMMHH - KOHTPOMO e notpebyloTh, NIUMIAIOTE CTAHAAPTHOMY KOHTPOIO (BizyanboMy Ta
JAOKYMCHTANLHOMY }

Hoxasuuku Gesnexn, ski HiaSTaloTs KOHTPOIO lpH MHTHOMY O(QOPMIIEHHI! niusirac JepikanHomy
CAHITAPHO-EMIACMIONONTHHOMY KOHTPOIIO Ha MUTHIl TepuTopit

Horounuit nepkasnuil canitapro-enizemionoriammii naris suificioeTses ICLHO 3 BUMOFAMH 11LOI0
BUCHOBKY: BUKOHAHHS YMOB BUKOPHCTaHHS

Kowmicist 3 nepxasuof 01033, m. Knis, Bysn. Caxcarancskoro, 75.
CariTapHo-erigemMionoriugot Te.: npuiMmaneus: (044) 284-34.27.
CKCIIEPTHIN e-mail: yiki@nanu kiev.ua;

Hepwasnol yeranosn «f HETHEYT CEeKpETap CKCIEPTHOT KoMIciT

veanimny npant imeni 10,1 Kyniesa

Harionansnof akasemil meuannx nayx Yxpainny (044) 289-63-94, ¢-mail: test-labf@ukr.net

(Haitery sanpg, siviesaxokenn, Tenedon, Gaxe. F-mail, seb-caity)

Iporokon exerreprisun Ne 12679 sig 16 kpitng 2018 D.

CRE BporTiRGAY, A0 HOr0 3arpep, breHus )

SIS

3acryunnk I'osnoru exenepruoel komicii,

Jupexrop Hepwagrnoil Yeranosu

"lnerwryT Mexuanyg npaui imend 101 Kynaiera
Hauionansuof axazemii meanynnx nayk Vipaion" Yepuiok B.1

M.IL




LK 20.53.10 YKHA 11.120.10

NOrOXKEHO SATBEPJXYIO
DlepxagHa cnyx6a Ykpainu 2 nutanb GesneuxocTi OB «
Xap4oBMX NPOAYKTIB Ta 3aXMCTY CMOKKBAYIB
BUCHOBOK [lepKaBHOI CaHiTapHO-
enifemionoriyHol ekcnepTau

Ne 602-123-20-2/18520

Bifg 26.04.2018

3acobu nikyBanbHO-NPOMiNaKkTUYHI
NPOTUNEANKYNbO3HI Ha OCHOBI ehipHUX onilA
TY'Y 20.5-34414427-017:2018

TexHiuui ymoBu
BUEPWIE

MTEPA[ O] |

(I

[lata HafaHHS YWHHOCTI: «.ﬁ» 254} 2018 p.
Ynnhi po : « By OS5 2028p.

PO3POBJIEHO
MIHEKOHOMPOIBWTKY YKPAIHY Monopumi haxiseus 3 pecctpau
i ceprudbixauii Ta sikocri
«Beeykp i uEHTD TOB «YHIBEPCAJIbHE

ATEHTCTBO «TIPO-GAPMA»
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10.B. BOUKO
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