JEPAIIIKCIYIKBA VKPATHM
AEPJKABHA CJIVIKEA 3 JIIKAPCBK]Z_IX 3ACOBIB TA KOHTPO.JTIO 3A
HAPKOTUKAMM Y KAIBCLKTIT OBJIACTI

npocnieKT Banepis JloGauorcrxoro, 51, M. Kuis, 03110, Ten/daxe: (044) 2753030
E-mail: dis.ko@dis.gov.ua, Kon €JIPTIOV 37078774

BHCHOBOK
Hpo AKICTL BBe3eHoro B YkpaiHy jikapcenkoro 3acofy

10.08.2020 Ne 38651/20/10

HITPOOYHTIH
(maliMeHyBaHHg nixapcekoro 3acoby 3riguo 3 peecTpauiitnmm TOCBiTYeHHAM)
PO3YMNH 117 30BHIIDALOIQ sacrocysannd, 10 Mr/vur; mo 25 mup Y duraxoni; mo 1 paaxony B
Kopodiri
(hopma Bunycxy, DO3YBAHHY, BHJ] IAKYBAHHAY AiKapCEKOro sacoby)

Howmep peccrpaniiinoro nocsimenms UA/] 0177/01/01 crpox piv peecTpanifinoro noceiguerus 01.01.2099

Cepis nikaperkoro saco6y Ne 100017773 KinpkicTs BBeseRoro mixapeskoro sacofy 30400
Bupo6ank Tesa Yex Inmacrpis C.p.0., Yecrka Pecrry6iika
(maiivenynanmy BUPOGHMKa JTikapchkoro 3acoly, kpaina TIOXOGKEHS)
Baeseno B Vipainy ToBapucreo 3 obMexkeHow BignmoBinaanuicTio "Tega Ykpaina", izenr.
kom: 34770471

{HaliMenyBanns Ta kog 3a EPIIOY roprananoi ocoby abo npissmite, iM'7, 1o GaTexosi dizuanol
oco6u - ninnpremug, i MICl¢ NPOXVBAHHS Ta DPeecTpanidinmi Homep 06aikosoi KAPTKH [IaTHHKA
noAaTkiB 850 cepis Ta Homep nacnopra)

Iporokon sisyansxoro xouTpomo sin 04.08.2020 N> 2446/1.

3a  pesymeraramu ACPXHABHOIO  KOHTPOIEO BCTAHOBNEHO, IO JiKapchkmit 3acif BBE3CHO B Vkpainy 3
JOTPHMAHHSAM BHMOT 38KOHOABCTBA M0N0 3a6e3cyerHs AKOCTI MKAPCLKUK 3ac06ip.
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teva

CEPTUOUKAT COOTBETCTBUSA

A5

R

CrpaHuua 1 m3 3

Rop matepunana: 7224521024 N2 ceptudukara: 40000050858
Kavecrtso: QDP0013620 V3
Ha3sanue: HUTPO®YHIUH, pacteop gns HAPYHHOro NpumeneHns, 10 mr/mn, Nel (1 dnakoH x 25 mn)

Cvna geiicTaun:
JlekapcreeHHans ¢popma:

YcA0BKA xpaHeHus: Huke 25°C
Cepua: 100017773
fata npoussoacrea: 06.2020

Hara ynakosku:
Crpana JKCnoprep:

Homep peructpaymonnoro CBMAETEeNbCTRA:
CTpaHa-umnopTep:

Cepus 6anka

PaccnegoBanus:

Mpouecc NPOBEPKM cepum:

ALpec Npon3BoACTBEHHOI naowaaku:;

Ne npomnssoacTaeHHoi nUueHanu:
Ne ceptidurara GMP:

Aapec yyacrka, OTBETCTBEHHOrO 3a
YNaKoBKy:

N2 npoussogcTBeHHOI AUUeH3uu:
Ne ceptudukara GMP:

AZpec niowanku OTBevalowWei 3a KoHTponL
Kauecrsa:

Ne npoussogcreeHHoid nUueH3InK:

Ne ceptudukara GMP:

Appec penusepa:

Ne npoussogcreenHoi AnueH3nuum:
Ne ceptudukara Gmp:

Homep matepuana AeiicTByiowero BewecTsa:

XnopHutpodeHon 10 mr/mn
PACTBOP ANA HAapyMHOro NPUMeHeHUs

Tun ynakosku:
Konuuecrso:

CreknanHan 6yTbinka
30400 yn.

Cpok rogHocTu: 05.2025

29 - 30 wionHna 2020
Yeuwrckan pecny6nuxa

UA/10177/01/01
YKpauHa
2000019534

Tesa Yex UHgacTpus c.p.o.,
yn. Octpascka 29/305, Onasa-Komapos, 747 70, Yewckas Pecnybnuka
22975/2/INS/98
sukis238001/201s, sukls424838/2018, sukls293205/2018,
sukls132313/2019, sukls270477/2019
Tesa Yex UHgacTpus P
yn. Octpascka 29/305, OnaBa-Komaposg, 747 70, Yeuickan Pecnybnuka
22975/2/INS/98
sukls238001/2018, sukls424838/2018, SUkIs293205/2018,
sukis132313/2019, sukls270477/2019
Tesa Yex UHaacTpus c.p.o.,
yn. Octpasecka 29/305, Onaga-Komapos, 747 70, Yewckas Pecny6auka
22975/2/INS/98
sukls238001/2016, su kls424838/2018, sukls293205/2018,
sukls1323 13/2019, sukls270477/2019
Tesa Yex MHaacTpuz c.p.o.,
yA. Octpascka 29/305, Ona Ba-Komapos, 747 70, Yewckan Pecnybauka
22975/2/INS/98
suki5238001/2016, sukls424838/2018, sukls293205/2018,
sukis132313/2019, sukis270477/2019

1306404 HOMep cepum agelcTBylowero Bewecrsa: 5000007226

Hassanne matepuana ACUCTBYIOLEro BewecTRa: XNOPOHUTPODEHOA

Pecny6auka
Homep matepuana AeicTBylowero BewecTsa:

1306404 HOMep cepum geiictByrouwero Bewecrea: 5000007227

HassaHune matepuana AeWCTBYIOLETO BewecTsa: XNOPOHUTpodeHon

Pecnybauka

Homepa ccobinok rpaduueckinx Matepuanos:
MHCTPYKUMA matepuan 3774408
3TUKETKa matepuan 3773906
3TMKEeTKa matepuan 3773906
KopobKa Marepuan 3773807
KopobKa matepwan 3773807
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Cepua 7000016668
Cepuna 7000016208
Cepusa 7000014796
Cepua 7000016973
Cepusa 7000015045

YposeHs pesusuu: 03
YposeHb pesusun: 03
YpoBeHb pesuammn: 03

YpoBeHb pesusum: 03
03

YposeHs peansljm;




teva

CEPTUGUKAT AHA/TU3A Ctpanunua 2 u3 3
Kog maTepuana: 7224521024 Ne ceptudmrara: 40000050858
Kauyectso: QDP0013620 v3
Hassanue: HUTPO®YHIMH, PacTBOp ANA HapyMHOTO npumeHenus, 10 mr/mn, Noi (1 $hnaKkoH x 25 mn}
Cepun: 100017773 Konuuecrso: 30400 yn.
farta nponssopacrea: 06.2020 Cpok roaHocTu: 05.2025

Aata 20.07.2020 15:13:36
YisepmaeHo: Eva Savoltova
YnonHomoueHHoe Avuo
AokymeHT Grin cosgan B SNEKTPOHHOW CUCTEME C 3NEKTPOHHOI NOANUCHIO.

Tesa Yex MHaacTpu3 ¢.p.o. Tenedon (Oraen KoHtposs Kauecrea): +420 553 644 521
yn. OcTpanacka 29, 747 70 Onasa-Komapos, Yewckan Pecnybauka ®akc (OTaen Kontpons Kauecrsa): +420 553 644 523




teva

CEPTUDUKAT AHA/TU3A

CrpaHuua 3 ms 3

Koa martepuana: 7224521024 No ceptudurara: 40000050858

RavecrBo: QDP0013620 V3

HassaHue: HUTPO®YHIUH, pacrsop ans HApy>kHOro npumeneHus, 10 mr/mn, Nel (1 ¢nakoH x 25 mn)
Cepua: 100017773 Konuuecrso: 30400 yn.

Aata npoussoacrea: 06.2020 Cpok rogHocTu: 05.2025
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NAOTHOCTL p20

NAPAMETPGI CNELUNDUKALIMA PE3YNIBTATHI
ONMCAHKE MpospauHbiii, oT skenToro A0 3e1eHO-KeAToro useTa CooteetcTByeT
PACTBOP C eTKMM 3aNaxom crvpTa.
MOEHTUDUKAL KA
A) XnopHuTtpodeHon (TCX) A) Natho XNOpHUTPOdEeHoNa Ha XpomaTtorpamme Cootsetcrayet
WCNbITYEMOTO PacTBOpa COOTBETCTBYET NO NOAGKEHMIO
M MHTEHCUBHOCTW OKPAWKMBAHMA NATHY Ha
XPOMaTorpamme pacTsopa cpasHeHua. Cootsetcrayer
B) XnopHutpoderon (rx} B) BY nuka XNopHUTpOdEeHONa Ha XxpomaTorpamme
MCNbITYeMOro pacreopa cooTeBeTcTBYeT BY nuka
XNOPHUTPOdEHONE Ha Xpomartorpamme pacrsopa CootsetcTByer
CPaBHEHUA.
C) BY nuKa ToMSTUACHI AMKONA Ha Xpomartorpamme
C) Tpuatunenraukons (rX) MCAbITYEMGFO pacTeopa COOTBETCTBYET BY nuka
TEM3TUAEHINUKOAA Ha XpomaTorpamme pacrsopa
CRaBHEeKRMA.
_ ]

0,934 -0,942 r/cm®

0,939 r/cm?

COLEPHAHWE OTAENLHOM YMAKOBKM
3HAYEHWE pH

COOEPHAHUE

® 3TaHon

* XnopHutpopeHon

He meHee 25 mn

25 mn

3,0-5,0 3,8
‘_g_____gﬁ_;ﬁ_¥ﬁ__ﬁ_‘ﬁ__‘_l4_Fg_‘*gﬁ_gﬁ__ﬁ__

9,50~11,50r/25 mn
0,238 - 0,263 r/25 mn

10,24 r/25 mn
0,250 /25 mn

MWKPOBNONOTMYECKME NPEAENGI
. Obulee konnuecTso a3p0o6HbIX
MUKDOOPraHuImos

. Obuiee konuvecTao
APoROKEN/NnecHes bIx rpubos

. Staphylococeus aureus

. Pseudomonas aeruginosa

He Bonee 102 KOE/r
He 6onee 10" KOE/r

OtcyTcteyer/r
OTcyTcrayer/r

0 KOE/r
0 KOE/r

Orcytersyer/r
OtcyrerByeT/r

¢ TpebosaHusmu GMP, YCTAHOBNEHHBIMU MECTHBIM PEryAATOPHbIM opraHom,

JUUEH3UM CTpaHbl-umnoptepa. lNpoTokosbl
cooTBeTcTBMe ¢ GMP.

Aara:

YTeepwaeHo: Eva Savolto

20.07.2020 15:13:36 CET

YnonHomouyeHHoe nuuo
LlokymeHT Gubin co3naH 8 3/IEKTPOHHOM cucTeme ¢ 3NEKTPOHHOW NOANKUCHIO.
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Tesa Yex UHaacTpua c.p.o.

yn. OcTpasexa 29, 747 70 Onasa-Komapos, Yewwckan Pecnybauka

TenegoH (OTaen KoHtpons KayecTsa): +420 553 644 521

®akc (Otaen Kontpona KayecTtsa): +420 553 644 523
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