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DOILORGIET

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

MalmenyBaKHa npenapary:
Kpaida-svpobruk:

Ceptndikar aHanisy

Bonrit®renn, reas 58 mr/r 8 Ty6ax no 50r
Himeuyuna

Peectpaiiiine nocsiguenHn 8 Yrpaiui NeUA/4117/02/01

Cuna il f awTuericTs

1 r resio aicrute ibynipoderny 50mr

Kinbkicts yriakKoBOK Y cepil: 23220 yn
Cepin Ne: 305066
Aava pupobuuyrea: 05/2023
£aTa 3akiHYeHHA CTPORY NPMARTHOCTE: 11/2025

tHasea, appeca, Homep Sliuedsii ua supbHuyTeo:

SURDPTT TraBX 1 Ko KT, Himewuwna [DOLORGIET GmbH & Co. KG, Germany

Otro-don-Tepike-wrp. 1, 83757 Canut Ayryerin / Otto-von-Guericke-Str. 1, 53757 Sankt Augustin, Germany.
Fiuensia Ne DE_NW _04_MIA_2022_0008

Piwenin npo nigrsepamenna Ceprudikary GMP B Yrpaini Ned44/2022/C-860 or 08.11.2022

loKasnuku AKOCT Bonycrumi rpanuii Peayawraru

| 3osniwnilt Burnag Ta npupoaa naKkyBanbHux marepianis KopoBKa, o CKNaaacThes, Bipnoaigae

! {sisyanoHuit)

NUCTOK-BKNaAw Ta
anomidiesa ryoHa (BeepeauHi
NOKPUTE AAKOM, i3
3AXUCHOIC MeMBDEHOIG |
KPULWIEUKCIO) FOBKHHI
Bignosigaru alouil sepcii

igenTrdiraiin anmominiernx Ty6! MNoBuHHa siganceigarn Bianosisae
¢ {IK-CreRTpocKonis) ;
3osHiLNKIE BATNAA, ROAID TA NPHUPOAS Kpemy Nposopui, BeabapeHnid, Bianosinae

{€ep. apm. 2.2.2.) Imakc Y7}

CAHOPIAHWA reas 3
XAPAKTEPHNM 33MaX0M

HilbHiCTs HANOBHEHHA

MosuHHI ByTy BUKoHaHt Bianoginas
YMOBY KepissuTeES no
YNaKoBL roTosoi npogys«uil

IycTusa 0,990 + 0,020 r/ma 0.997 r/mn
{EBp. DPapm. 2.2.5)
: ;m;w% mo,una”cycneaaiu} 4,0+£0,5 4,0
{Cap. Gapn, 2.2.3. 33 ACNGMOTOI0 CHAAHUX ENEKTPOAIB)
enerTpauin
{€sp. ®apw. 2.9.9 metoa Al 140 - 200 PF 156 PE
inenTudinauis akrusHoro inrpeaienTa o
CiBvioudoen [Con Papm. 2.2.29, meTog BEKX) MNoskrHen signosigatn B ﬁzaag\
| SN
Bynpoden {Csp. Dapm. 2.2.27 meton TCX NosuHew BIANOBIAaTY /; i Big@ﬁsiﬁ'&i ’
P l@NnTERHATMEHME meTog)) : [ R

| HinbHiCHE BUIBAYEHHA IHTUBHOID inrpeaienra s 1 remo:

Ftovnpoden (BEMX)

100 * 5%




pAtepoBioaorivng uneToTa TAMC: £ 102KOE /r < 1)
<

{xomiua 5§ cepin) TYMC: § 10° KOE /r <10

{€op. dapm. 5.1.4, 2.6.12/2.6.13) BigcytHicte Pseudomonas
aeruginosa /i He BURBARETHCH
BiacyTricTb Staphylococcus
aureus fir He BUABARETLLA

TecT Ha aHTUMIKPODBHY edeKTHBRICTD
{TECT HE NDU3HAUEHD ANA DYTUHHOMO KOHTPOIO) MosnHHO signosigaTy Binnosigas
{Eap. ®apm. 5.1.3}

Aomitisu
5vapodien — Bonporinoesii edip (TX) <05% He susBnsersea
:-pb-obyTuprmening pponionosa kueaota {BEXX) <02% He BHaBAACTLCS
d-Bzodyrenanetodenon (BEXX) <0.2% He BURBIAETHCA
d-i3ofyrupunatierodenon (BEMX) <0,2% He BuRBARETLOR
4-1308yTinbetsolinan kuenota (BEXX) <0.2% He BURBARETLCA
{Gvupoden Monoraiuepu =02 % He BUSBARETLCA
Cvaia BLIOMHX NOMIILOK <12% He Buasnserucn
Dynirvana Hesinosa aomimxg {BENX) <0.2% He BUABARETHCA
LR HEBEDMIN JOMILIOK £0.2% He BuaiRETLCA
D Cyaed ®IN0OMUY Ta HERIAOMUX JOMILIOK <15%

He BUABAAETLCA

i'l-_éCWETbCH npu oTpumanHi TyS
¥moeu abepiranda: 36epiratv B opuriHansHii ynaxkosui npu temnepaTypi He suwe 25°C.

3an8a npod cepTHdiKanio:
b 23CRIA4YIO, L0 BKA33HE Buile IHGOPMALLIA € ACCTOBIPHOW | TOUHOW. [laHa cepia nposyxuil Bupobneka

HMCHRIGHI NAKYBAHHS Ta MAPKYBAHHA) | NPO8EAEHO NOBHUA KOHTPONL 1T ARDCTI Ha BRILEBKa3aNIH anpOBHIYIK
AifpHvul 8 nOsHIA BIANQBIAHOCTE 3 BumoTamu GMP, BCTAHORAGHUMK MiCLEeBU MY PETYAATORHUM GDIrascoMm, 8 Tarom
Y BANOBIAHOCTI 3i cneundikallismn DRECTPALIRHOID A0CHE,

MnoTexesr BUPOBHULTAZ, NAKYBEHHA T2 aHAM3I8 ByAu nepesivedi Ta sCTaHOBARHE BianoBiAHICTL 3 GMP.

fipizsuwe, nocana oCobu, AKE BUAANA AO3BIN KA BUNTYCK cepii:

Cannt Ayryctin, 07.06.2023
DOLORGIET GmbH & Co. KG

Fazaan HasaBl/ ¥Ynosrosamena ocoba 3 AHOCT




AEPKABHA CJIYIKBA 3 IIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHIBCBKIN OBJIACTI

npor. Cetrnianoi Hanii, 3, M. Kuis, 02099, ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APITOY 37078774

BHCHOBOK
Npo AKICTE BBE3CHOI0 B YKPaTHy JIKapCchbKOro 3acody

09.10.2023 Ne 32422/23/10

JOJALIT® I'EJIb

(HaiMeHyBaHES JIKAPCHKOTO 3ac00Y 3THO 3 PEECTPALIHHIM IIOCBIIUeHTBIM )
resib, S0 mr/r mo 50 r B Ty6i, no 1 7y6i B kaproHnii kopo6ui

((hopra BUITYCKy, RO3YBAHILS, BHA IIAKYBAHHS JIKAPCEKOIO 3206V}
Homep peecrpauiitnoro noceiquenss UA/4117/02/01 crpox gii peecrpauiiinoro mocsizuenns 01.01.2099
Cepig mkapcwsroro 3acody Ne 305066 KineKicth BBe3eHOTO nixapesroro 3acody 5400

BupoBuk Hosoprit F'M6X 1 Ko. KI', Himeuunna

(HaiiMeHyBaHHA BHPOOHUKA JILKaPCHKOIO 3acoby, KpaiHa TIoXe TKSHES )

BecicHo B Ykpainy ToBapucrso 3 odmexxenow Bianosizaasuicrio "HATYPITPOAYKT-
BEI'A",igenr. kox: 21139268

(nabimenysamnig Ta koA 3a CHPIIOY ropumrol ocofiu abo IIPi3BHILE, IM'4, 0 GaTEKOBI (izpemioi
0CO0H - TTLMPHEMLIA, 1 MiCITE TIPOYKIBAHHS Ta PECCTPALIHIIA HoMep OOMIKOBOT KapTKY M THIKE
IIGATKIB aG0 cepis Ta HoMep IacnopTa)

Mporoso.s sisyamiuore kearposmo sin 10.07.2023 Ne 2082/4.

Jaboparophuit ananis AKOCTI MiKapCEKOTO 3acoby 3miffcHeril:

AIT "UenTpansta nabopatopis 3 aHanisy aKocTi NiKapchbkux 3aco0iB i MeRHUHOT IPOAYKILi"

(m.Kuis, syn. Kyapssceka 10r m Kuis, Byn. Kyapsseska 8B Kuiscbka o6nacts, ¢. Hosi Ierpisui,
8y, [Bana Ppanka, 19)

(TrafityeHyBaHHs Ta MICLICIHANOKEHHA SadopaTopii, o IIPoBEna nabopaTopHHIt AHATI3 SKOCTL)

BHCHOBOK W00 ak0CTi MikapehKoro 3acoly, Buanuit maboparopiero six 27.07.2023 Ne 1249

Pesymyrati 1aGopaTopHOTo aHanisy KOCTI MKAPCHKOrO 3aC00Y 3a TIEPEBIPEHIMY MOKA3HHKAMH BIAMOBIAAOTH
BHAOTAM METOMB KOHTPOMO AKOCT] (AHARITHYHO-HOPMATHRHOI 10Ky MEHTAILT).

34 Pe3yTRTATAMH JSPHKABHOTO KOHTPOJTIO BCTAHOBJICHO, IO MIKAPCHKHY 3aCi0 BBC3SHO B VYkpainy 3
AOTPHMAHHAM BrMOT 32KOHOJABCTEA WOAC 3a0C3MEUEHHS SKOCTI JHKAPCBKAUX 3ACO0IR,
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