JEEPXIIKCITY KBA
AEPXKABHA CJIYKBA 3 IIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHK1ii OBJIACTI

npocnekt Banepis JloGanoscbikoro, 51, m. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37078774

BHUCHOBOK

IO SIKICTL BBe3eHoro B Ykpainy Jikapcsioro 3acody

04.01.2021 Ne 71796/21/1

JOJTIT® I'EJIb
(mafimenyBauHa nikapeLKoro 3acoby 3riHO 3 peecTpauiHAM OCBiNHeHIAM)
resib, S0 mr/r mo 20 r B Ty6i, mo 1 Ty6i B KapTonuiit kopodui
(thopma Buirycky, 103yBaHHS, B NAKYBAHHS JKAPCHLKOro 3ac06y)

Homep peectpanitinoro nocinuenns UA/4117/02/01 crpox aii peecrpauiiinoro nocsinuenns 16.03.2021
Cepin nikapcekoro saco6y Ne 010007 KinpxicTs BBe3€HOTO NtiKapcbkoro 3acoby 29800

Bupobuux Homoprit I'mM6X i Ko, KI', Himeuunna

(naiiMenysanna BupoGhyka jikapcokoro 3acofy, kpaiia HOXOKEHHS)

BaeseHo B Vkpainy Tosapucrso 3 00Memxenoro siznosinansuicrio "HATYPIIPOJAYKT-
BEI'A", ineur. coa: 21139268
(Haiimenysauns Ta ko 3a €JIPTIOV opunuuitol ocoGu aGo npisnuile, im's, no 6aTekosi (izuur
ocofu - nianpremuy, i Micue npoXMBaHHg Ta peccrpauifinuil HoMep 0BAIKOBOT KAPTKN NiaTHH
noaarkis abo cepis ta noMep nacnopia)

Tlporoxon Bisyansuoro konrposo sin 28.12.2020 Xe 4594/3.

33 pesynbTaTaMy JIGPKABHOIO KOHTPONI0 BCTAHOBJEHO, IU0 Jikapcbkuit 3acib BsezeHo B Ykpainy
AOTPpAMANHAM BHMOT 3aKOHO/1aBCTBA OO 3abesneucHHA AKOCTI JliKapcbkKX 3acobis,
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DOLORGIET

DOLORGIET GmbH & Co. KG » Otto-von-Guericke-Str. 1 » 53757 Sankt Augustin, Germany

Ceprudirar ananisy

HalimeHysaHH#a npenapary: Bonrit®rens, reab 50 mr/r 8 Tyb6ax no 20r
KpaiHa-snpobHUK: HimeuunHa

PeecTpauiiiie nocsigueHHA 8 YKpaini: NeUA/4117/02/01 ot 16.03.2016

OilicHe po: 16.03.2021

Cuna aii / akTHBHICTL 1 r reno mictuth ibynpodenry 50mr
Kinskicth ynakosok y cepii: 29 800 yn

Cepin Ne: 010007

[Oata supobHuursa: 10/2020

[ara 3akiHUeHHA CTPOKY NPNAATHOCTI: 04/2023

Haszea, apgpeca, Homep fliueHsii Ha Bp6HUYTBO:

LONOPIIT rm6X i Ko.KI, Himevunxa /DOLORGIET GmbH & Co. KG, Germany

Otro-don-Tepike-wrp. 1, 53757 Caukr Ayryctin / Otto-von-Guericke-Str. 1, 53757 Sankt Augustin, Germany.
Niuensia Ne DE_NW_04_MIA_2019_0008

PiweHHs npo nigrseppxenHn Ceprudikaty GMP B YKpaini Ne212/2019/C -721; 23.05.2019

MoxkasHUKKM AKocTi Bonyctimi rpasuui Peaynbrartu
3osHiWNINA BUrAAg Ta NPUPOAA NaKyBaAbHKUX marTepianis KopobKa, Wo ckAagaeTsen, Bianosigae
{BizyanbHwuit) NIUCTOK-BKNAAWL Ta

aniomiHieBa Tyba (BcepeauHi
MOKPHUTa N1aKOM, i3
3aXMCHOIO MemMBPaHoio |
KPHILEYKOKO) NOBUHHI
Bignogigatu aiwuiit repcii

laeHrudirauin anrominiesnx rvﬁ1 MoeKWHHa BigNOBIAATH Bianosigae
{IK-cnekTpockonia)

3oeniwniil BUrnAg, KONip Ta NEUPOAA Kpemy Mpozopwuid, 6eabapsHui, Bignoeinae
{EBp. dapm. 2.2.2.) (makc Y7) 0AHOPIARWIA renb 3

XapaKTepHUm 3anaxom
KinbKicTb HanoBHEHHA ToBUHHI ByTH BUKOHaHI Bi,qnoaigae

YMOBM KepiBHUUTEa N0
YNaKoBUi roToBoT NPOAYKUILT |-

ryctuHa 0,990 0,020 r/fif -
(EBp. ®apm. 2.2.5) S

pH {10% BogHa cycneHsin)
(E€pp. Qapum. 2.2.3, 33 A0NOMOT010 CKAAHWX eNEKTROAIB)

MeneTpadis
{€Bp. Papm. 2.9.9 meTog A)

{aeHTHdikalia akTMBHOTO iHrpeRieHTa
16ynpoden (Epp. Dapm. 2.2.29, meTog BEXX)

I6ynpodeH (Eap. Papm. 2.2.27 metog TCX
(aneTepHaTuBHKi MeTon))

KinbKicHe BU3HaYEHHA aKTUBHOTO iHrpeaieHTa B 1 reaio:
I6ynpoder {BEXKX) 100 + 5%
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Mikpo6ionoriuHa uucroTa TAMC: < 10° KOE /r <10
(KOXHa 5 cepin) TYMC: < 10" KOE /r <10
(Esp. ®apm. 5.1.4, 2.6.12/2.6.13) BigcyTHicTe Pseudomonas Bignosigae
aeruginosa /1r;
BigcyThicTe Staphylococcus  § Bignosigae
aureus /1r

Tect Ha aHTUMIKPOBHY edeKTUBHICTL
(TecT He Nnpu3HaYeHO ANA PYTUHHOIO KOHTPO/IO) MNoeuHKHO BigNoBigaTH Bignosigac
(EBp. ®apm. 5.1.3)

Homiwigun
I6ynpoden — izonponinosuit edip (I'X) <05% <0.5%
2-(4-i300ytupundenin) npomionosa kucnota (BEXX) <0.2% <0.2%
4-Isobyrunauerodenon (BEXKX) <0.2% <02%
4-Izo6yrupunanetodenon (BEXKX) <02% <0.2%
4-1306yTunbensoitnas kucaora (BEXX) <0.2% <02%
CyMa BiIOMHX JOMimox <1.0% <1.0%
OnunnyHa HesifoMa goMimka (BEXX)
<0.2% <02%
CyMa HEBIIOMEX AOMILLIOK
<0.2% <0.2%
Cyma BIZOMHX Ta HEBIIOMHX MOMIILOK
<15% <15%

lTecwe'TbCﬂ npy oTpumanHi 1y
YmoBu 36epiraHHA: 36epirat 8 opuridanbHii ynakosui npy TemnepaTypi He Buile 25°C.

3anBa npo ceprudikauiio:

Llm 3acBiguyro, L0 BKasaHa BuLie iHpopmaLllis € LOCTOBIPHOK | TouHow. [laHa cepia npoaykuii BupobneHa
(BKMIOUAIOUM NaKYBaHHA Ta MapHyBaHHA) i NpoBeAeHO NOBHMWIA KOHTPO/L il AKOCTI HA BMLLEBKa3aHili BUPOBHKUYIN
AinbHWUI B noBHiNA signosigHocT! 3 BUmoramu GMP, BCTAHOBNEHMMM MICUEBMMW DETYARTOPHMM OpPraHom, a TaKOX
y BignosigHoCTi 3i cneundikauiamu peecTpalidHoro 4ocseE.

NpoTtokony BupoBHULTEA, NaKyBaHHA Ta aHanisis Bynu nepesiperi Ta BCTaHoOBNEHO BignosigHicTb 3 GMP.

MpissuriLe, nocafga ocobn, AKa BMAANE A03BIiN Ha BUNYCK cepii:

Cankr Ayrycrin, 12.11.2020
DOLORGIET GmbH & Co. KG

Dokrop Maiikamn
YnoeHosaxeHa 0coba 3 aKocCTi
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