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JEPKJIIKCIIYXKBA
JEPXKABHA CIYXKFBA 3 JIKAPCLKNX 3ACOFBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM YV KHIBCHKII OBJIACTI

npocnekt Banepis JloGanoscekoro, 51, M. Kuis, 03110, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPTIOY 37078774

BHUCHOBOK
Ipo SIKiCTh BBE3¢HOro B YKpaiHy JikapchKoro 3acoly

13.01.2021 Ne 73264/21/10

JOJTIT®KPEM
(HaiiMeHyBaHHA Nikapcnxoro 3acoby 3rinHO 3 peecTpauifimM MOCH TIeHHAM)
xpem, SO mr/r mo 50 r y Ty6i, no 1 1y6i B kaprouniii Kopobui
(topma Bunycky, NO3YBAaHHS, BHJ N2KYBAHHI JMIKAPCLKOTO 3ac06y)

Homep peectpariiinoro noceimienns UA/4117/01/01 crpox mii peecrpauiiitoro mocsigenns 24.02.2021
Cepis nikapcskoro 3acoby Ne 011056 Kinexicts BBE3€HOrO Tikapcskoro sacoby 19440

Bupobuuxk Homnoprit I'm6X i Ko. KT, HiMeyuuna

(naftvenypauHs BupoOHUKA NIKaPCLKOT0 3ac00y, KpPaiHa NOXO/KeHHS)

BeeseHo B Ykpairy TosapucTro 3 o6MerkeHolo Binnosinaapuictio "HATYPIIPOJAYKT-
BEI'A", igent. kox: 21139268
(Hakimenypanua Ta ko, 3a €IPTIOY opuaiusol 0coGH a60 npiseawe, iM'S, o Gathxosi Gisuumoi

ocolu - mianpuemus, 1 Miclie NpoUBatng Ta peecTpaliiisii Homep oBMikoBoT XapTKK MAaTHHKA
noZATKiB ab0 cepis Ta HOMED nacopTa)

IIpoTokon Bisyannuoro konrpoo six 30,12.2020 M 4677/3.

3a pe3yNnLTaTAMH  IEpPKABHOIC KOHTPONKO BCTAHOBIGHO, IO Jikapcekui 3aci6 Beesemo B VYkpaimy 3
,[IOTpPIMaHIiﬂM;Bmax;sammnancma wono 3afelneyeHHs sncoc*m JiKaperKuX 3aco0is.
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DOIL ORGIET

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

HalimeHyBaHHsA npenapary:
KpaiHa-snpobHuk:

PeecTpauiiiHe NOCRIAYEHHA B YKpaiHi:
[ilicHe po:

Cuna pii / akrusHicTb

Kinbkicte ynakosoK B cepii:

Cepin Ne:

HAara supobHuirea:

Hara 3akiH4eHHA CTROKY NPUAATHOCTI:

Hassba, agpeca, Homep fliuensif Ha supobrHnuTBO:

Ceptudikar aHaniay

Donrit® kpem, kpem 50 mr/r no 50 ry rybax
Himeyuuxa

NeUA/4117/01/01 ot 24.02.2016

24.02.2021

1r kpemy micturk iGynpodeny 50 mr

19 440

011056

11/2020

11/2023

ACNOPHT I'mbX i Ko.KT, Himewunna /DOLORGIET GmbH & Co. KG, Germany
Otro-don-Tepike-wrp. 1, 53757 Caukr Ayrycrin / Otto-von-Guericke-Str. 1, 53757 Sankt Augustin, Germany.

Riyenzia Ne DE_NW_04_MIA_2019_0008

Piwenn npo nigreepgkerun Ceprudikaty GMP B Yipaini Ne212/2019/C-721; 23.05.2019

Moxazuuku akocri

Donycrumi mexi PesynbraTi

3osriWHIN BUIIAL | NPMPOAA NaKYBAbHNX maTeplanis | KopobKa, Wo cknasacTbes, Bianosinae

(Bisyanuhuit mevon)

NMCTOK-BRAJAMIWI T
amominiesa 1y6a (BcepeauHi
NOKPUTa NaKoM, I3 3aXUCHOI0
MeMBPAHOI0 | KPULLIEUKOIO)
noBuHHI Bignosigaty aitodili

sepcil.
inenTHdikayia amominiesux Ty6" Mae signosigatu Bianosigae
{IK-cnexkTpocKoniz)
3oBHlLINIW BUrNAD, KOAIP Ta NPUPOAR Kpemy OaHopigHuit, M'ARKUIA Kpem Bianosigae

{opraHonentTuuHuit meToa)

Big 6inoro po Kpemosoro
KOILOPY 3 NaBaHAL0BO-
UMTPYCOBMM 33Naxom

KinbricTs HanosHeHHA

MNoBUHHI BYTU BUKOHAHI Bianosipae
YMOBM KepiBHMLTBA Mo
YNaKosU| roToBoi npogykuii

Fyctuna 1.000 = 0.020 r/mn

{EBp.dapm 2.2.5) (0,980 — 1,020 r/mn 0,992 r/mn
flenerpauin

{Eap. ®apm. 2.9.9 meTog, A) 200 + 40 PE PE 182
lgenTudikauis pirouoi peyosunm

16ynpodeH {BEMX) Mae signosigatu Bigndgigae
[6ynpoden {TCX, anvrepHaTuaruil meton)

laewTndikalin KoncepBaHTy
MeTua-4-rigpokcnbersoar HaTpia (BEXKX)
MeTtua-4-rignpokcnbenzoar Hatpua (TCX,
2/bTePHATHBHbIN METOL,

Mae _BiAﬂO&EABTW_ Bignosigae

»Ma}a”éi,anosmafﬁx‘

Fi Bignosigae
Mde signosigatin .

Bignosigae

By an
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KineKicHe Bu3HauyeHHA gitouol peuoeurm s 1r Kpemy:
i6ynpogen (BEMX)

100,0+5,0 % 101.3 %
KinbkicHe BU3HaueHHA KOHCEPBaHTY B 1 r kpemy:
Metun-4-rinpokcnbensoar HaTpia (BEXKX)
100,0£5,0% 102.0%
Mikpobionoriuna uucrora TAMC: < 10°KOE /r <10
(koxHa cepin) TYMC: < 10" KOE /r <10
(Esp. dapm. 5.1.4, 2.6.12/2.6.13) BiacyTHicTb Pseudomonas He BuaBnexo
aeruginosa /1r;
BigcyTHicTb Staphylococcus He suasneHo
aureus /ir

Tecr Ha edeKTUBHICTL aHTUMIKPOGHOrO KOHCcepBaHTY:

(Tect He npuaHaveHuii ana pyTUHHOO KOHTPOJID) Mae signosigatu Bignogiaae
€sp. ®apm. 5.1.3

fomiwkk ibynpodeny

2-(4-i306yTMpUndeHin}nponioHosaa K-Ta <03% <0.3%
(BIHKX)

4-is0byTupunaueroperoH (BEMX) <03% <03%
4-i306yTnbersonHa kucioTa {BEMKX) <03% <03%
4-isobytunauerodperon (BEHX) <03% <03%
|GynpodeH-2-riapokcunponinosuii edip (FX) <03% <0.3%
{cymiw isomepis)

(2RS)-2-(4-®PopmindeHin) nponioHoBa KMCNoTa <03% <03%

(momiwka K)

Cyma Bigomux gomiwiok <1.0% <10%
Hesigoma oauHU4Ha gomiwka (BEHX) <0.2% <0.2%
Cyma HeBigoMWX AOMILLOK <04 % <04 %
Cyma BiaomMux Ta HEBILOMMUX AOMILLOK <1.4% <1.4%
HAomiwka HaTpilo meTun-4-rigpoxeubensoary <4.0% 0.6 %

4-rinpokcubeHsoitHa kuenota (BEMX)

3 .
TecTyeTbeA NpyM OTPUMAHHI

Ymosu 3bepirannn: 36epiratv B opurinansHiit ynakosui npu Temneparypi He suiye 25°C.

3assa npo ceprudikauio;

Uwnm 3acsiguyto, Wo BKasana suwwe indopmallia € 4OCTOBIPHOIO | TouHoW. [ana cepia npoaykuii supobneqa
(BKMOYaI0UM NaKyBAHHA Ta MAPKYBAHHA) | NpoBeAeHO NOBHNI KOHTPOb Ti AKOCTI Ha BMILEBKa3aHii BUPOGHMYIN
AinbHUUI B NOBHII Bi4NOBIAHOCTI 3 BUMOramu GMP, BCTAHOBAEHUMM MiCLLEEBUM PETYIATOPHAM opraHom a TAKOM Y
Bignosigrocti 3i cneundikaliamn peccTpaljiiiHoro Aocke. .
MpoToKonn 81poGHULTBA, NaKyBaHH#A Ta aHanisis Byu nepealpem 1 B¢ aHaneHo BiAnOBigHiCTD 3 GMP

Mpissuuie, nocana ocobu, AXa BMAana go3Bin Ha Bwnycr{‘cep

CaHKkr Ayryctul, 16.12.2020
DOLORGIET GmbH & Co, KG
[lokTop lalikamn
YnosHosaeHa ocoba 3 aKocTi




JEPXKIIIKCIIVXXBA
AEPIKABHA CJIVIKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU V KHIBCBHKIM OBJIACTI

npocnekT Banepis Jlobanosebkoro, 51, m. Kuie, 03110, Ten/dake: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,https://www.dls.gov.ua, Koa €JIPTIOV 37078774

BHCHOBOK
NpPOo AKICTHL BBE3EHOro B YKpaiHy JiKapchbKoro 3acody

10.03.2021 Ne 7650/21/10

JOJT'IT® KPEM
(Hadimenysanus ikapcekoro 3acoly 3TifHO 3 peecTpaltiRHLM MOCBiTHeHH M)
Kpem, S0 mr/r wo 50 r y 1yGi, mo 1 1y6i B kapTouniii kopo6ui
(dpopma Bumycky, no3ysaHHH, BHA NaKyBaHHA Jikapcbkoro 3acofy)

Homep peectpauiiinoro nocsimenns UA/4117/01/01 ctpox aii peecrpauiitnoro nocsinuenns 24.02.2021
Cepina nikapcbioro 3acofy Ne 101036 KinbkicTs BBe3eHOro nikapeskoro sacoby 8100

Bupofuuk Honoprit 'M6X i Ko. KI', Himeqyuuna

(natimerrysasia pupoBHuKa Nikaperkoero 3acoy, KPaTHA NOXOMKEHHS)

Bseseno B Ypainy ToBapucereo 3 o0mexxenolo BignosigannuictTio "HATYPIIPOJAYKT-
BET'A", inenr. koa: 21139268

{naliMenysauus Ta kof 3a EAPTIOV ropyanunot ocobu abo npissuute, im's, no GarskoBi (iznuHoi
ocobu - mipnpuemus, 1i Miclie NPoXKUBAHHA Ta peccTpauifHni HoMep 06nikoBOT KAPTKH NnaTHHKA
nogatkie abo cepis Ta HoMep nacnopTa)

Mpotokoa Bisyanshoro kourpomio six 10.03.2021 Ne 0470/1.

3a pesynbTaTaMM JepKABHOTO KOHTPONIO BCTAHOBNEHO, IO Nikapchbkuit 3aci0 BBeseHO B YkpaiHy 1
I_lOTpHMZl”L-LSLMMmMOr 3aKOHOJABCTBA LIONO 3a0e3neueHHs 5 Beri JikapchKHX 3acobis,
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DOLORGIET

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

; Ceptudixkar aHanisy

HalimeHyBaHHa npenapary: Bonrit® kpem, kpem 50 mr/r no 50 r y ry6ax
KpaiHa-BupoOHUMK: HimeuunHa

PeecTpauiiiHe nocsigueHHs B YrpaiHi: NeUA/4117/01/01 or 24.02.2016

lifcre go: 24.02.2021

Cuna pii / akTnBeHicTb 1 r kpemy micrurb i6ynpodeny 50 mr

KinbkicTb ynakoBox B cepil: 20064

Cepin No: 101036

flata eupobHuyrea: 01/2021

flaTa 3aKiHYEHHA CTPOKY NPUAATHOCTI: 01/2024

HasBa, agpeca, Homep NliyeHsii Ha BupobHULUTEO:

AONOPTIT rm6X i Ko.KI', Himeyyuna /DOLORGIET GmbH & Co. KG, Germany

Otro-doH-Tepike-wTp. 1, 53757 CaHKT Ayrycrin / Otto-von-Guericke-Str. 1, 53757 Sankt Augustin, Germany.
Niyensia Ne DE_NW_04_MIA_2019_0008

PiweHHs npo nigreepaxerna Ceptudikaty GMP B Ykpaini N2212/2019/C-721; 23.05.2019

MNOKa3HUKK AkoCTI Donyctumi mexi Pe3ynbrtaty
3oBHiWHIH BUrNAR | NPMpOAA NakyBanbHUX maTepianis | Kopobka, Wo CKNAAAETHLCA, Bianogigae
(sisyansHuit metoa) NUCTOK-BKNAZML Ta

aniomiHiesa Ty6a (scepeanHi
NOKPUTA NAKOM, i3 3aXMCHOK
membpaHoIo | KPUILEUKOHD)

NoBUHHKI BiANOBIAaTY Ajlouiid

BepCil.
laenTudikauis anominieux ry61 Mae signosigatv Bianosigae
{IK-cnexTpockonia)
3o0BHIWHIA BUrRAE, KOAIp TA NPUpOZa Kpemy OpHopigHKiA, M'AaKMIA Kpem Bignosiaae
{opranonenTuutmii meton) Big, 6inoro 00 Kpemosoro

KONbOPY 3 NaBaHA0BO-
UNTPYCOBMM 3aMaxom

KinbKicTb HanoBHeHHA NosuHHi ByTk BUKOHaHI Bignosigae
YMOBM KepiBHULTBA MO
YHaKosLUi roTosoi npogykuji

TycTuHa 1.000 £ 0.020 r/mn

(Eep.®apm 2.2.5) (0,980 — 1,020 r/mn 0,991 r/mn
MNexetpayin

(EBp. apm. 2.9.9 meTog, A) 200 £ 40 PE PE 197
IaeHmdikauia pirouol pedoeuHy £
Ibynpodex {BEXX) Mae signosigatn o Bignosigae
loynpoden (TCX, ansTepHaTUBHUIA meToa) Mae Bignosigat / Bignosigae
laeHTUikaLlia KoHcepBaHTY -
MeTun-4-rigpokcnbeH3oaT HaTpis (BEMKX) Mae signosigatu ", Bignosipae

Metun-4-rigpokcnbensoat Hatpua (TCX, Mac signosigati
aAbTEpHATUBHLIN MeToq fics

brcu #0188
¢ L3 2/ Ts




KinbKicHe BU3HaueHHs ailouol peyosuHm B 1 r kpemy:

l6ynpoden (BEKX)
100,0 £ 5,0 % 100.7 %
KinbkicHe BU3HaveHHA KOHCEPBAHTY B 1 r Kpemy:
MeTtun-4-rigporcnbeH3oar HaTpia (BEXKX)
100,0250% 101.0%
Mixpobionoriyna uucrora TAMC: < 10°KOE /r <10
(KoxmHa cepis) TYMC: < 10" KOE /r <10
{€ep. ®apm. 5.1.4, 2.6.12/2.6.13) BigcyTHicTe Pseudomonas He BuasAeHO
aeruginosa /1r;
BiacyThicTe Staphylococcus He BuaBneHo
aureus /11

Tecr Ha edeRTUBHICTL aHTUMIKPOGHOrO KoHCepBaHTY:

(TecT He NpM3HaYeHWIA ANA PYTUHHOTO KOHTPOAI) Mae signosigaTu Bianosigae
€sp. ®apm. 5.1.3

DomiwkK ibynpodeny

2-(4-i30byTpundeHin)nponioHosa k-Ta <0.3% He BussneHo
{BIMX)

4-i306yTvpnnaueTodeHok (BEMX) s03% He BuABneHo
4-i306yTMnbeH30iHa kuenota (BEMX) <03% He BussneHo
4-i30byrunauertodeHoH (BEXKX) £03% He suasneHo
16ynpodeH-2-rinpoxcunponinosnii edip (IX) £03% He BuaBAeHO
{cymiw izomepis)

{2RS)-2-{4-Popminderin) nponioHosa kucnota £03% He BuasneHo
{nomiwka K)

Cyma ginomux AOMILLIOK £10% He Buasnexo
Hesigoma oaMHU4YHa gomiwkKa (BEXKX) <0.2% He BUABNEHOD
Cyma HeBIAOMWX BOMILLIOK <04% He BuABAEHO
Cyma Bif0MUX T2 HEBIAOMMUX A0OMILLOK <14% He BuasBneHo
Aomiuika HaTpito meTuA-4-rigpokcnbensoary <4.0% 0,5%

A-rigpokcuber3oiiHa kucnoTa (BEMX)

1 .
TeCTYETLCA NPM OTPUMAHHI

Ymosu 36epiranHa: 36epirati 8 opuriHaabHiit ynakosui npu Temnepartypi He BULLE 25°C.

3ansa npo ceptrdikauiio:

Linm 3acsinuyto, L0 BKa3aHa euLLe iHbopmauia € LOCTORIpHO | TOUHOI0. [laHa cepis npoayKkuii BMpobnexa
{BKNIOUAIONUM MAKYBAHHA T3 MapPKYBAHHA) | NPOBEASHO NOBHUA KOHTPOAL T AKOCT] Ha BUuieBKA3ZaHIBNPOBHNYIN
AinbHWU B NOBHIK BiANOBIAHOCTI 3 BMMOramm GMP, BCTRHOBNEHUMM MICLLEBUM PETYNATOPHUM opraHoM, a8 TAKOW ¥
BigriosigrocTi 3i cneumbikaUiaMmM PeECTPaUiHHOTO AOChE. ‘ ‘

MpoTokoay BMpobHULLTEE, NaKkyBaHHA Ta aHanisis Byau nepeBipeHi | scTaHOBAEHD BinMOBIAHICTL 3. GMP.

MNpizsuwe, nocaga ocobn, AKa BMAANAa A03BIN Ha BUNYCK cepil:

CaHKT Ayryctun, 04.02.2021 A
DOLORGIET GmbH & Co. KG -
lHagabi

YnoBHOBaXeHa ocoba 3 aKocTi
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