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DOLORGIET Gm

HalimeryBaHHA npena
Kpaita-8UupobHUK:

PeectpauiiiHe nocsigveHHs B YKpaiHi:

Cuna pii / akTMBHICTb:
KpaiHa npuaHayeHHA:

KinbKictb yNnakoBOK y cepil:

Cepia Ne: ;
Dara Bwpoﬁnuu,raa

[lata saKiHYEHHs CTPOKY NpUAaTHOCTI:

1]
Ha3ea, agpeca, Homep /1
[OJOPIIT Fm6X i KoK,
Orro-doH-Tepike- urrpf 1,
HMiyensisn Ne DE_NW_| 04

PilieHHA Npo nip,TBepp,m
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GMP_2022_0008

DOLORGIET

bH& Co. KG ¢ Otto~von-Guericke-S;tr. 1 » 53757 Sankt Augustin, Germany

Ceptndikar aHanisy

Himeuuuna /DOLORGIET GmbH & Co.'KG, Germany
53757 CaHKkr AyrycTiH / Otto-von-Guericke-Str. 1, 53757 Sankt Augustin, Germany.

Donrit® renb, renb 50 mr/r B Ty6ax no 150r
HimewumrHa
NeUA/4117/02/01
ir remd mictutb iBynpodeny 50mr
YKpa'l'Ha
6720 yn
409101
09/2024
03/2027

eHHA CepTudikary GMP B YkpaiHi N°444/2022/C -860 ot 08.11.2022

MokasHUKK AKOCTI Jonycrmi rpaHuui Pesynbrartu
3osHIWHIN BUrNap Ta 'npufpop,a NaKyBanbHUX marepianis CknapaHa kopobka, AMCToK- | Bianosiaae
{Bi3yanbHUil KOHTPONL) : BKAAAMW TA aNtOMiHIEBA

; Ty6a. (3 BHYTPIWHIM
NaKOBUM NOKPUTTAM,
3axXUCHO MembpaHolo Ta
KPWULLUKOIO) NOBUHHI
! siarosinath YMHHIK Bepcil
lneHTudikaLis aniominiesux Ty6* [losuHHa Bignosinatm Blanosizae
(14-cnexTpockonis) i
30BHIWHIN BUrNAA Ta NPUPOAA TeNio Nposopuil, 6e36apsHuit, Bignosinae
(8isyanbHuid KOH;I'pOﬂ!?) a6o 3nerka KanamyTHu#, 3
: XapaKTEpPHIM 3araxom rento
KiNbKICTb HANOBHEHHA MoB8uHHI BYTW BUKOHaHI Bignosinae
, YMOBU pernameHTy no
; ynaKosLi roTosoi npoayKui
TyctuHa | | 0,990 + 0,020 r/mn 0.997 r/mn
(Esp. Papm. 2.2 5) L ’
pH (10% BoaHa cycneﬂam) 4,0%0,5 43

(Esp. Papm. 2.2.3, 33 p,onomormo CKNAHNX eNeKTpos;is)

neuerpauin ; g
(€sp. Papm. 2.9.9 MeTOA

A)

IpeHTudikauin Anouo: PEYOBUHM
I6ynpoder Esp. ®apm. 22,29, metog BEPX

AnbTepHaTUBHO

|6ynpoder Esp. Papm. 2

2.27 metog TWX
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Bmict filo40i peuosuhm

IBynpodeH (BEPX) | 100 + 5.0% 99.4%
MikpobBionoriuHa uucrora - TAMC: $ 102KYO /r <10

. TYMC: € 10'KYO /r <10
(ko¥Ha 5 cepis) BizicyTHicTs Pseudomonas He BUABASETLCA

aeruginosa /1r;
BiacyTictb Staphylococcus | He Bunsnsetbea
aureus /1r

——

(€sp. Gapm., 2.6.12/2.6.13

Tect Ha aHTMMIKpOGHy edleKTHUBHICTD :
(He npu3HaveHuit ,(J.ﬂﬂgpyT:MHHOFO KOHTPO/IIO) [loBuHeH BignosifaTu Bianosigae
(Esp. ®apm.5.1.3) |

|
Aomiwim ! i
i6ynpoder — iaqnponé’inovjwﬁ edip (MX) S‘Vﬁ 0,5% < pisHs 38iTHOCTI
2—{4-i306ympmncbenié1) nfonionoea Kucnota (BEPX) s 0,2% He BUABNEHO
4—I306ymnauerb¢enfor1 (EBEPX) s 0,2% He BUAB/IEHO
4-I3o6ympwnau\erod>§eﬁo%u {BEPX) S 0,2% HE BUABNEHO
4-I306ymn6ensoﬁHaf!ﬂ KucnoTa (BEPX) £0,2% HE BUABNEHO
6ynpodeny MQHO[‘I’I{L’,G};MA (BEPX) $0,2% He BHUABAEGHO
Cyma Bi,u.omux?,qomi;uox {BEPX/T'X) .5;1'2 % < pisHA 3BiTHOCTI
OpuHWYHa HeB]AOME; AoMmitka (BEPX) <0,2% He swnaheHo
Cyma Hesigomux p,ojﬁwimox (BEPX) : £0,2% He BUABNIEHO
Cyma Bigomux ta Hésimmux AoMiLoK (BEPX/TX) s 1,5% < piBHﬂEBBiTHOCTi
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"MepesipAerbes Npu OTpUMaHHI |
YmoBu 36epiréunn: 36epiram B OpHUriHanbHIi ynakosLy npu Temnepatypi He suwe 25°C.
3asBa npo cep'rmbmau,i HE :
Unm sacsiguyio, Wwo, lskapaHa BuLe inpopmaus € p.ocrosupno;o iTouHoto. flaHa cepia npoaykuii Bmpo6neHa
(BKNIOUAKOUM naKyBaHHﬂ Ta MapKyBaHHA) i NposeseHo NOBHUIA KOHTPONB Ii AKOCTI Ha BULLEBKa3aHIN BMDO6HW~IIVI
HinbHUL B NOBHIN BiAn(rBIAHOCTI 3 Bumoramu GMP, BCTaHOBJ‘IeHMMM MICLLeBUMM PErYAATOPHUM OPraHoM, a TaKoX
y BIAI’IOBl,D,HOCTI 3i cneu bikaliamu peecTpauiiHoro f0CbE.
[TpoToRONM BmpoGHMm;a, naxkyBaHHA Ta aHanisis Gyu nepeslpeHl Ta BCTAHOBNEHO BIANOBIAHICTL 3 GMP
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Mpiseuuie, nocana écof‘u, fAKa BUAANA [03BIN Ha BUNYCK cepil:
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Cankr AyrycriH 07. il 024
DOLORGIET GmbH & Co. KG
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Jp.Faiikamn/ YnosHo aweHa ocoba 3 AKocri
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