JEPHIIKCIIYIKBA
AEPKABHA CJOYXKDBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHM y m. KHCBI

Bys. bepeauskiserka, 29, Kuig, 02098, Ten. (044) 295-26-85 ten, (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog CAPIIOY 37079055

BHUCHOBOK
Npo AKICTh BBE3EHOTO B YKpaiHy JiKapchKoOro 3acody

04.12.2022 Ne 52643/22/26

HA30JI®

{HaliMCHYBAHMA JiKAPChKOTO 3aC00Y 3riJHO 3 peecTpalliiHUM [I0CBiAYeRHIM)
cupeil Hazaabamii 0,05 %, no 10 M y urakoni 3 posnpuckyBasem; no 1 (Jiakony B
KAPTOHHIH Kopotni

(ropma BunycKy, J03YBAHHSL, BHIL AKY BANKS TIKAPCLEKOr0 3ac00y)
Howmep pecerparifinoro nocsiauens UA/9483/01/01 crpox nil peecrpauiiinoro noceiatesia HEOOMeEXEH Y #
Cepis Aikapebioro sacoty Ne 22J0001 KinokicTn nnesertora nikapeskoro zacofy 52464

Bupebuuk IeriTyTo ie Amskeni C.p.., Itanis

(safimenynasis supobHHKa NiKapCLKora 3acofy, Kpaia LOX0KREN)

Bpesend B YkpaiHy ToBapHCTBO 3 0OMexeH0K BianoBiaaabpnicTIo "Bajicp", inent. kom:
22911794

(raimenysanss Ta koa 3a CAPIOY :opummaot ocobi abo npiseuwe, iM'a, ne 8aTkkogi
hizsrunol ocobu - nianpuemid, Tl MiCLE NpUKEBAHHA Ta peccTpauilisuit Homep o6niKoBol
KapTKK MIaTIKA NoAaTKiB abe cepis Ta nomep nacnopra)

32 pe3synbTATAMH IEDAKABHOTO KOHTPOMO BCTAHOBNEHO, MO JiKapchkmit 3aci6 Beeseno B VipalHy 3

AOTPHMAHHSM BuMOr 3aKOHONABCTEA 11010 3a0e3NeHeHNA AKOCT] NikapeLKnX 3ac0biB.

Hawansumk Mukona XOJOJEHKO

(niocanosa ocofa opraiy JepHaBHOr0 KOHTPOMIQ) (niamuc) {iuiniany Ta opissue)
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Ceprudirer ¥ 22006024

Istifta @™

De Ange]
o e
lerityve de Ankesi C.pJL-JTor, Elpyasi 103/¢-50066 Perrenno (tba)-Erain
JMiuenyia sa mupofinsnreo M ahd-81/2020 ain 29/07/2020
GMP Ceprodikar Ng; [T/6/H/2020
Ceprudicar ananizy ra signosignocti axoert
Hazpa apenapary: HA3OJI®, no 10 ma, UA
Homep cepii; 2230001 Ne anagmizy: 22005471 -2 -1
Apruxyn Ne: 269718 AaTa supobHuaTBA: 10.10.2022
Cepin nanienpojgyicry: 232304 Tepmin npugaruocTi: 1072025
Tecroea cneushicauia Ne: 32P31-Rev03-20.07.10 Bappyxosang; 25.10.2022
BupoSnuaa cocundikanin Ne: 32P33-Rev03 Kop samoBHuxa; 81590796
Pecerpauiiine epizourno Ne: UA/MS483/01/01
Kpaiua supobanic; [ragin
Cnaa ailfakrusnicrs: Okeumerasoniny riapoxnopun 0,05 r/100 mMn
Poamip cepiv 53 100
| {ymakopkn):
Dopma noIyBAHES: cnpeii Razanshui 0,05%
‘I'vn ynakosxs: nio 10 mn y daaxoni 3 annikatopom, no 1 dnakcky & ynakosui
Nokaznne Creundirania Pesyavrat OQuinka
. Mposopa Sesdupnna pinnua Bianosinas
3anax bey sanaxy Binnoeinag C
Konwepogicrs He inTencusHile cTangapTHore poiuuny B9 Bianosinae C
Mposoplers Hc Ginm_.ue ONAFLCHIOYNE, Hidk cramgapTHa Biznaninac c
cyenensia I
pH 40-4,5 4,6 C
Bignocia rycrina 1.020-1.040 1,023 C
Ineutudirania:
- OkexmeTasoniny rinpoxnopua {BEPX); Norvikko Binnorizath crannapty Binnorinae C
- Benzankonino xnopua (BEPX); [loeruKo BinNOBiNATH CTAHAAPTY Binnosinae C
- Hunarphio eserar purizpar (BEPX) IoBANEO BIANOBIANTH STALIAPTS Binnosinac C
Mpoayxr posnasy aKTHBHOrQ iurpeaienTy:
- N-(Z—aMiuoemn)~2-[4-(E,l-nume'runemn)-?ﬁ- =0,2% 0,0 % .6
TiBPOKCH-2,6-ausMeTHNdEE N aneTamun,
rinpoxmopua (BEPX);
- Byns-awuit ne eneuudicumil mpoayxt posnany | £0,2% 4,0% C
(BEPX);
- Cymaz npoaykria posnany (REPX) <1,0% 0.0% C
Kinpricanii satier:
- OxeumeTazoniny rinpoxnopun (BEPX); 47.5 -32,3me/100mn 48,6 mr/100Mmn C
- Berzaaronio xnopua (BEPX); 18,0 -22,0 mr/100mn 19,9 mr/100 mn C
- Aunuatpie enerar purinpat (BEPX) 90,0 -110,0 Mr/100,0 min 08,4 mr/100mn C
O6"cm manosuenia He menmwe 100% Bianosinae C
MikpoSioforivmg umcrora:
- 3AranLHE YNCNO 2epoBHKuX He Sinzue 102 KV Oluna C
MispoopraHismia (TAMC);
-~ 33ranbHe YMCno ARRKIDKoBUY Ta He Ginewze 14" KYOQ/ma C
nnicexesux rpwbis {TYMC); AEONTRY
- Staphylococcus aureus; BigcytaicTs B | mn 1R BineyTal; c
LPseudomonas aeryginosa BiacyrhieTs B | ma Bintyridf C
AL
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Ceprudirar N 22006024

Istifirig &

De Angeil
o e

fevityTe de Awsseni C.p.J.-Jlox. Vpyaai 103/e-50066 Perceano (@a)-ITaqin

Jiuemia ua aspobunnreo Ne aM-81/2020 nia 2040712020

GMP Ceprnpisar Ne: IT/6/1H2020

CeprudikaT aHalizy 1a Bianosigaocti uKocTi

Hazna npeila-[-a-m'y: HA30JI®, no 10 wmn, UA T o T T
Homep cepii: 2230001 Ne ananisy: 22005471 -2 -1
ApTHEYR No: 269718 Jara npobunarsea: 10.10.2022
Cepin naniBupopyxry: 232304 Tepmin npaaaTHocTi: 10/2025
TecvoBa cnewudiixanin Na; 32P51-Rev03-20.07.10 Hagpyxosano: 25.10.2022
BupobGnuua cnemndikanin Ne: 32P33-Rev03 Koz samoBruka: 81590794
Peceypaniiine ceinoyrse Ne; UA/MS483/01/01

KianricTu, ao3sonenn a0 peanizanil (ynasonsn): 32464 — BCC 2172217247
Ouinxa: Bianosinae

Bucuosok:

SUTHM CMEM 3aTREPARYIO, WO NAMA CCPiN NPOAYKTY MAPOGISHA, RKIHOUAKMH YNAKOBKY | KOHTPOAR %KOCT] Ha BRIUCIAIHAMCHIN

sHpaGHKYiA Tiasakui & noBHIA BiznonmocT S0 mwor GMP Mictensx Perymoiosnx opraiin Ta Crieundisauissm PeecTpatifora gocse

«pafuM NpHzBEIeng.

VYnoanoraxena ocoba :

Jlara ¢

Mepernanyro Dr. Rogai Alessio Jara:

Dr.ssa Paola Giori
25.10.2022
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