CEPTH®IKAT SIKOCTI

Iponyxkr: Hazuein®, kpamwni nazaneui 0,01 % no 5 ma y | Kpaina-eupobuuk: Hinepnanau
daaxoni
1 mn posammy wmictars: 0,1 Mr OkcuMerasoniny
T1IpOXJIOpHIY
Cepin Ne: P1IE1I4 OG6'em maprii: 192480 ynaxoBok
Jata papobuursa: 19.07.2021 Tepmin npuaaraocti: 06.2024
Ne peectpanjitnoro noceiggenns: UA/7928/01/01 Jlilicue mo: HeoOMeXxeHmii
Hakaz MO3 Vkpainn: Ne1319 or 25/10/2017
Poamip Ta THI maKyBaHHA: 5 M y dumakoHi 3 MapKyBaHHAM YKpaiHcekoio; 1 duiakon B
YNaKoBIi 3 MapKyBaHHAM YKPaiHCHKOIO Ta aHIJHCBKONO
MOBaMH
HaiimenyBanns, ajpeca Ta HoMep nileH3ii BuUpobHuka Ta | [lensdapm Bragens B.B.
KOHTPOJIIO SKOCTI: Inpycrpiser 1, Bnagens, 5531 AD, Hinepnanan
Ne 108865F
]i)oﬁﬂnx Mucpoﬁus)
MakCHMaJIbHUM TIPUHHSTHUN KpUTEpiH | < 1
= 20 TYMC  (3arasbHa  KiIbKICTB
JIPDKDKOBHX 1 TUTICHABUX rpuOiB)
Pseudomonas aeruginosa — Bincytas/1 M1 | Binnopinae
Staphylococcus aureus — BigcyTHs/1 mn Binnosinae

Jexnapanis npo ceprudikaniio

“Ilam 3acBiidyio, MO BHOICBHKJIAZcHa iHQopMalia chupaexkeaa i TodHa. 11 cepis mpomykry Oyia BHTOTOBIICHa,
BKJIFOYAIOYH YIIAKOBKY/MapKyBaHHA Ta MEPEBIPKY AKOCTI HA BHHIE 3raJIAHOMY CaiTi (ax) y MOBHIH BiATIOBIHOCTI 3
pamoramu GMP micieroro PerynsropHoi oprasy 1 BiOBIIHO 0 cnenr@ikamnii, o MICTATECH B PEECTpALllHHOMY
Jiocke / TOpro.ii Jinensii kpaiHM-iMmoprepa abo y mocke criemm(ikamii NpoAYKTY VIS JOCH/DKYBaHHX JHKapCHKHX
3aco0iB. JlokymeHTH no 06podui, ynmakoBni Ta aHam3y OyIH NEperifHyTi Ta BCTAHOBIEHO BimoBiqaicTh GMP.”

Ilepexnan BIANOBIAAE OPATIHAIY
Bucnosok: ITorompxeno
VnosroBaxeHna ocoba: Tina Ineccepe

ITignuc:
Hara penizy: 10 cepnaa 2021




JEPXJIKCITYXBA
AEPKABHA CJIVXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBHKIN OBJIACTI

npocriekT Banepis JloGanoecrkoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOY 37078774

BHCHOBOK
NPo SAKICTH BBE3eHOro B YKpainy JikapcbKoro 3aco0y

08.10.2021 Ne 57896/21/10

HA3HUBIH®
(naliMenyBaHHa nikapcbkoro 3acoby 3riHo 3 peectpauilinum MOCBII4EHHIM)
Kkpani nazanbHi 0,01 % o 5 ma y paakoni; mo 1 ¢paaxony B KapTOHHIi Kopobui
((hopma BUnyCKY, /103yBAHHS, BU MAKYBAHHA NIKAPCEKOTO 3acoby)

Homep pecctpauiiiroro nocsizuenna UA/7928/01/01 crpok aii peecrpauiiitoro nocsinuenns 01.01.2099
Cepis nikapcskoro 3aco6y Ne P1E14 Kinskicts BBeseroro snikapcekoro 3aco6y 192480

BupoGHuk Hensapm Bnanens B.B., Hizepnanu
(HaiimenyBanns BHPOGHUKA NikapchKOro 3acoby, Kpaina noxomaskeHHs)

BaeseHo B Vkpainy Tosapucrso 3 o6mesxenoro Bixnosinansuicrio "Jp. Peni'c
JIaGoparopis", ixent. kox: 37560808

(nakimeHyBanns Ta kox 3a €[IPTIOY ropuanunoi 0cobu aGo npissuiLe, iM'A, 110 GaTKOBI diznunol
ocobu - mianpremus, i MicLe NPOKMBAHHSA Ta peecTpauiinmii HOMep 00:1ikoBOT KapTKH MJIaTHHKA
nozatkis abo cepis Ta HoMep nacnopra)

IIporoxon Bisyansbuoro xontposo Bia 05.10.2021 Ne 3475/1.

3a pesynbTataMM JIEPKABHOrO KOHTPOJNIO BCTAHOBNEHO, LU0 nikapcekuift  3aci6  BBeseHo B Vkpainy 3
AOTPHMAHHSAM BHMOT 3aKOHOJABCTBA MO0 3a0e3neuen

oCTi JTiKapcBKIX 3acobiB.
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CEPTH®IKAT SIKOCTI

Hpoayxr: Hazuein®, kpamwii nazaneni 0,01 % no S muu y
daaxoni

1 mn posummy wmictars: 0,1
TIAPOXJIOPHAY

Mr OKkcHMeETa3oNiHy

Kpaina-supobuuk: Hinepnangu

Cepia Ne: P1E14

O6'em maprii: 192480 ynaxoBok

Hara papobuursa: 19.07.2021

Tepmin npuaaraocti: 06.2024

Ne peectpanjitnoro noceiggenns: UA/7928/01/01

JilicHe n0: HeoOMeXxXeHHH

Hakaz MO3 Vkpaian: Ne1319 or 25/10/2017

Po3aMmip Ta THII NaKyBaHHSA:

5 M y dumakoHni 3 MapKyBaHHAM YKpaiHcekoio; 1 duakon B
YNaKoBIi 3 MapKyBaHHAM YKPaiHCHKOIO Ta aHIIHCBKOKO

MOBaMH
HaiimenyBanns, ajpeca Ta HoMep JnileH3ii BupobHuka Ta | Jlensdapm Bragens B.B.
KOHTPOJIIO SAKOCTI: Inpycrpiser 1, Bnagens, 5531 AD, Higepnanan
Ne 108865F
Ne Teer Crnemmdixanin PesynnraT
3/m
1. Onuc Maibke nposzopuii, Bif OGesbapsHoro o 3nerka | Bigmosinae s3rigHo TecTy
JOBTYBATOrO BiITIHKY PO3YHH Ne2 1a3
2. IIpo3zopicrs IerencuericTs oOmanecneHmii @ He — nosuaHa | Bianosiaae
MEPEBHINYBATH  IHTEHCHBHICT:  ONAayeCHeHIii
€TAIOHHOI cycneHsii |
3. Konnoposicrs Inrencupnicres  3abapenenns He  nosuHHa | Bignoeinae
NEePEBHIYBAaTH  IHTEHCHMBHICTH  3a0apBIIeHHS
€TAJIOHHOTO Po34YuHy Y7
4, Inenrudikanin
Oxcamerasouiny ITosuTHBHA peakiis Bimnosinae
rigpoxsiopuy
BeH3aaKoHi0 XJ0pHI TTo3uTHBHA peakiis Bignogsinae
5. Kinskicue Bu3navyenns Ilpu BanycKy ITporsarom Tepminy
TPHIATHOCTI
Oxcumerazoniny 95 — 105 Mxr/mn 92.5 — 105 Mxr/mn 99 mxr/mn
riApoXJIOpH/
Ben3anKonilo xaopua 45 — 55 Mxr/mn 40 — 55 mMKr/mn 48 mxr/mn
6. Ba3nagenns 4MCTOTH Ilpu BADyCKY IIporarom Tepminy
OpMIATHOCTI
IIponyxrs rigponisy He 6insme 0,5 % He 6insme 2,0 % <0.0%
zpr-1 He 6inbine 0,5 % He 6inbure 1,5 % 0.0%
Oxpema ne inearudixosana | He 6insme 0,1 % He 6insuxe 1,0 % <0.1%
aomMiIKa
Cyma BCix me | He 6insme 1,2 % He 6impme 4,9 % 0.0 %
inenTH)IKOBAHNX JOMIIOK
7. Bignocna rycruna d;eze 1,006 -1,010 1.008
8. pH 5,5-6,5 5.8
9. OcMoNaIbLHICTH 270 — 330 MmOcm/kr 280 mOcm/kr
10. 06’em, 110 BHTATAETHLCH He Mensbine 5 mu 5.3 Mn
11. Mixkpobionoriuna wacrora (B 1 M
10%, MakcHMaIbHU NIPUHHATHUNA KpUTEpiH | <
= 200 TAMC (zarampHa __Kimswicts |/ 7
Ilepexnan BIANOBIAAE OPATIHAY :
Bucnosok: IToropxeno

VoorHoeaxena ocoba: Tina ITneccepc

ITigmuc:

Hara penizy: 10 cepnaa 2021




JEPXUIIKCIYKBA
AEPKABHA CJOIYZKBA 3 IIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBKIH OBJACTI

npocnexT Banepis JloGanoeeskoro, 51, m. Kuig, 03110, ten/ake: {044) 363-06-50
E-mail: dls.kotdls.gov.ua,https://www.dls.gov.ua, Kog €PIIOY 37078774

BUCHOBOK
NPO AKICTH BBE3€HOI0 B YKPAIHY JIIKApPCHKOTo 3ac00y
16.06.2022 Ne 22127/22/10
HA3ZHBIH®

(HallMEHYBAHHSA MKAPCHKOTO 3Ac00Y 4T1HO 3 PECCTPANIHHEM NOCBI\UEHHAM )
Kpamii Ha3aabHi 0,01 % mo 5 Ma y gaakoni; no 1 ¢uiakoHy B KapTOHHIH KopoOui

(thopMa BHIYCKY, 103YRAHHA, BHI IAKYBEAHHA NTIKAPCEKOTO 3a000Y)
Homep peectpamiiinoro mocsiguenns UA/7928/01/01 ctpok aii peectpaniitnoro nocsizvenns 01.01.2099
Cepis 1ikapeskoro 3aco0y Ne R1B45 KinbkicTh BRe3€HOTO NiKapehkoro 3acoby 196800

Bupofrnk Henbiapm bnagens B.B., Higepnangu

{HaliMeHYRaHHS BHPOOHHUKA NKAPCKKOTO 32000y, KPaTHA TOXOKECHHA )

BBesero B Vkpainy TorapucTso 3 00MekeHOI0 BinnopiganenicTIo "Ap. Penai ¢
JlaGoparopi3", inent. kon: 37560808

{HaliMcHyBaHHA Ta Kox 3a €IPTIOY 1opuanduci ocodu ado npizenuie, iM'a, o 6aTbKORI
thiznunol ocobn - nianpueMus, [T MICLE UPOKUBAHHES 13 PEECTPALIAHHA HoMEp 00iKOoBOT
KAPTKH NJIATHHKE NOAATKIR 400 coplf Ta HOMEp [acnopTa)

TIpotoeko.a izyaaerero kearpoa sig 14.06.2022 N 1360/1.

3a pesymeTaTaMH  MEPKABIIOTO KOHTPONK BCTANOBIENO, IIO JIKAapchkHE 3acid  BBeseno B Yipaiuny 3

JOTPHMAHHAM BHMOT 3aKOHOJABCTERA IOAC 3a0e3MeUeHHA AKOCTI MKAPChKHX 3ac00iB.

3acTynHUK HAY ok ;_.;-_,-i
HAepxasroi g ?Bﬂ%&bo R\3ac 06“?., % 3y6apesa H. B.
Ta konTpogfo 3 miproTIMKANGRY RyiackKii

Eomo) {mignac) (ininianu Ta npissnwe)




CEPTH®IKAT AKOCTI

Ilponyxt: Hasupin®, kpanai HazaneHi 0,01 % no SMay
d1aKoHi

1 mMn pozuuny
FiIpOXNOPUAY

mictute: 0,1 Mr OxcuMeTasoniny

Kpaina-gupobnuk: Hinepananan

Cepist Ne: R1B45

0Ob'em naprii: 196800 ynakopok

Hata supobuunrsa: 01.03.2022

Tepmin npuaataocti: (2.2025

Ne peecTpamitHoro noceigucuns: UA/7928/01/01

JificHC 70: HCOOMCKCHHIT

Hakaz MO3 Vkpaiun: Nol319 ot 25/10/2017

Po3smip Ta THI DaKyBAHHA;

5 M1y (L18KOHI 3 MAPKYBaHHSM YKPAiHCBKOH; 1 (utakoH B
YIIAKOBL 3 MAapKyBaHHAM YKPalHCBKOK Ta AHIIIHCHKOO

MOBaMH

HailMeHyBaHHA, agpeca Ta HOMEp JileH3l] BUpoOHHMKA Ta
KOHTPOJIO AKOCTI:

Heandapm Bnaneas B.B.
[unyctpiger |, bnagens, 5531 AD, Hinepnaxau
Ne 108865F

Ne Teer Cucnudricanin Pesyabrar
3/
1. Onme Maiixe npozopuil, pig GexdapeHOro 10 3anerka | Bigmoeigac 3rifHO  TecTy
MOBTYBATOIO BIATIHKY PO34HH Ne2 ta 3
2. IIpo3opicTh [urcncusHicTs  ouanecucHuii B¢ nopunna | Bianosinae
LICPCBUILYBATH  IHTCHCHBHICTE  OLIAICCLCHLII
£TanoHHOI cycneHzii |
3. Koasoposicts [nreneusnicts  3abapeicHHAa  HC  HoBuHHA | Biguoeigae
NepeBHIUYBATH  IHTEHCHBHICTL  3a0apBlIEHHS
STAJIOHHOTO PO3YHHY Y4
4. laenTudikauin
OkcumeTazoniny ITosuTuBEa peaxiiig Binnopizae
rigpox.1opua
BeH3AIKOHI0 XJA0PHI ITozuTHBEA peaxiig Bignosigae
3. Kinkkicne BHIHAYEeHHA IIpx Bunycky IIpoTsiroM TepMiHy
NPHIATHOCTI
OKCHMETA30TinY 05 — 105 mxr/Mn 92.5 — 105 mxr/mn 98 MKI/MI
rinpox.ropug
Benzankonio xaopug 45 — 55 Mxr/mn 40 — 55 MKI/MI 50 mMKr/mn
6. BH3HAYCHHSA YHCTOTH IIpx Bunycky IIpoTsiroM TepMiny
NPHIATHOCTI
IIpoaykTH rigpoaizy He Ginbiue 0,5 % He 61astue 2,0 % < 0.03%
ZP-1 He Oinpuie 0.5 % He Giaeime 1,5 % < 0.04%
Oxkpema ne inenTudikosana | He 6insme 0,1 % He 6iaeme 1,0 % <0.1%
JoMilIKA
Cyma BCiX He | He Gineiie 1,2 % He 6iTsiite 4,9 % <0.1%
ineHTHdikoBaHHX ToMIIIOK
7. BignocHa rveruna dyjng 1,006 -1,010 1.008
8. pH 5,5-6,5 6.0
0. OeMonAIbHICTH 270 — 330 mOcMm/kr 282 mMOCM/KT
10. Ob’cM, IO BUTATACTRLCH He menbiie 5 M 5.3 mn
11. Mikpobionoriuma unecrora |B 1 mm
10°, MaxcumamsHmMit NPUAHATHAR KpuUTCpi [<1
= 200 TAMC (3araneHa __KUIBKICTB 7

Tlcpeknan BIANORIAAE OPHTIiHATY

Buenowokr: [Morooxeno

YnoeHoraxeHa ocoba: Tina ITneccepe

Tliamuc:

Hata peaizy: 23 Gepesna 2022




CEPTH®IKAT AKOCTI

Ilponyxt: Hasupin®, kpanai HazaneHi 0,01 % no SMay
d1aKoHi

1 mMn pozuuny
FiIpOXNOPUAY

mictute: 0,1 Mr OxcuMeTasoniny

Kpaina-gupobnuk: Hinepananan

Cepist Ne: R1B45

0Ob'em naprii: 196800 ynakopok

Hata supobuunrsa: 01.03.2022

Tepmin npuaataocti: (2.2025

Ne peecTpamitHoro noceigucuns: UA/7928/01/01

JificHC 70: HCOOMCKCHHIT

Hakaz MO3 Vkpaiun: Nol319 ot 25/10/2017

Po3smip Ta THI DaKyBAHHA;

5 M1y (L18KOHI 3 MAPKYBaHHSM YKPAiHCBKOH; 1 (utakoH B
YIIAKOBL 3 MAapKyBaHHAM YKPalHCBKOK Ta AHIIIHCHKOO
MOBAMU

HailMeHyBaHHA, agpeca Ta HOMEp JileH3l] BUpoOHHMKA Ta
KOHTPOJIO AKOCTI:

Heandapm Bnaneas B.B.
[unyctpiger |, bnagens, 5531 AD, Hinepnaxau
Ne 108865F

= 20

aepoOHUX MIKpOOIB)

10", MakcUMabHHUIA NPHIAHATHHHA kpuTepiii | <!
TYMC  (zaranpHa  KUIBKICTB

JIPUKIKOBHX 1 IITIICHABHX TpudiB}

Pseudomonas aeruginosa — BLACyTH/] ML | Binnopinae

Staphylococcus aureus — BITCYTHs/1 M Binnosizae

Jexmapauia mpo ceprudikanirn

“IIuM 3acRimdylo, 10 BUNICBUKNAACHA iH(opMalia cnpaexHA i TodHa. 1la cepis npoaykTy Oyna BUTOTOBIEHA,
BKIIFOYAKUM YIAKOBKY/MAPKYBAHHA TA NEPEBIPKY AKOCTI HA BUINE 3raJaHOMY CAHTI (aX)} y MOBHLA BIAOOBIAHOCTL 3
sumoravin GMP micieroro PerynstopHol oprany 1 BIIIOBIAHO 10 cuenu(ikalii, U0 MICTITHCA B PEECTPALTIHHOMY
Jocke / Toproeiil minensii kpaiHu-iMmopTepa abo y Aocke cnenupikauii NpoayKkTy AN JOCTiKYBaHUX TiKapCBKIX
3aco6iB. JokyMenTu ne obpofl), ynakoBli Ta aHanizy Oynu mepernaiyTi Ta BCTAHOBICHO BianoBlanicTs GMP.”

Tlcpeknan BIANORIAAE OPHTIiHATY

Buenowokr: [Morooxeno

YnoeHoraxeHa ocoba: Tina ITneccepe

Tliamuc:

Hata peaizy: 23 Gepesna 2022
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