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JEPKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI

npoB. Ceimmuanoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BHUCHOBOK
PO SIKICTH BBE3€HOI0 B YKpAiHy JiKapChLKOro 3acody

05.12.2023 Ne 60363/23/10

HASUBIH®

(HaHMEHYBaHHA J1IKapCLKOTo 3acoby 3rigHO 3 peecTpalifiHum IIOCBIAYEHHAM) -
CIper Ha3aNLHUM, Ko30Banui 0,05 %; mo 10 mur y gurakoni 3 Jo3yrounm NpUCTPOEM; o 1
cp.na!cony B KAPTOHHIN KOpoOi
((bopMa BunycKy, N03yBaHHS, BUJ AKYBaHHS JiKAPCHKOTO 3acoby)

Howmep peecrpauiitnoro nocsiggenns UA/18086/01/01 crpoxk xii peecrpauiitroro nocsizuenns 13.05.2025
Cepisa nixapcskoro 3aco6y Ne 31234 KinskicTs BBe3¢HOr0 nikapcrkoro 3acoby 97018

Bupo6uuk Codapimexc-Innycrpia Kimika e @apmaneyrika, C.A., Ilopryranis

(HalimeHyBanHs BUpOOHMKa TiKapchKoro 3acofy, Kpaina HNOXOKECHHS)

Bseseno B Ykpainy ToBapucrso 3 o6mexenoro Bixnosinansnicto "JIp. Penai'c
JIaboparopi3", inent. xon: 37560808 |

(HaiiMeHyBaHHA Ta koA 3a EJIPIIOY 1opuanyHoi 0cobH a60 PI3BHINE, iM'a, 10 6aTEKOBI (i3HuHO]
ocobu - mianpuemus, i Miclie IPOXHBAHHS Ta peecTpaliituii HOMep 00TIKOBOL KAPTKH MJIaTHUKA
IIOZIaTKiB abo cepis Ta HOMep nacrnopTa)

IIporoxoa BizyansHoro kourpo.o Bix 04.12.2023 N 3840/1.

3a pesynbTaTaMM [EPKABHOTO KOHTPONIO BCTAHOBJIEHO, IO JIKAapChKUH  3aci6  BBeseHo B Vkpainy 3

JOTPHMAHHSAM BHuMOT 3aKOHOAABCTBA LI010 3a0€3[1e9eHHS SKOCTI JIKapChKHX 3aco0iB.

Biranit BOHJAPEHKO

e S ———

(imintianu Ta npisBHile)




CEPTHOIKAT AKOCTI

[Ipoaykr: Hazupin®, cnpeik mnasajLHHH, KX030BaHHMH
0,05% mno 10 mu y gurakeni
1 mr posumny wMicTute: 0,5 Mr  OxcumeTasoniny

TLAPOXJIOPAITY

Kpaina supobuunrsa: Hopryramnis

Cepisa Ne: 31234

O6’em naprii; 97018 ynakxosok

Jlara supobuunrsa: 10.10.2023

Tepmin npupataocti: 30.09.2026

Ne peectpamiiinoro noceigaenss: UA/18086/01/01

Hinucue no: 13.05.2025

Haxas MO3 Vkpainu Nel1128 nig 13/05/2020

Po3Mip Ta THI YHAKOBKH:

10 Mn y @nakoHi 3 A03YIOUHM IIPHCTPOEM 3 MAPKYBAHHSIM
YKpalHChKOW; | ¢QuakoH B KaproHHIM kopo®ui 3
MApKYBaHHA YKPaiHCBKOIO Ta aHITIIHCEKOI MOBAMMU

HaliMeHyBaHHA, ampeca Ta HOMep JUeH3il BHpoOHUKA Ta
KOHTPOJIIO AKOCTI:!

Codapimexc - Immyctpia KiMika ¢ dapmaneyrika, C.A.,
As. mac Impnycrpiac — Ansro go Konapine, Kacem, 2735-

213, IlopTyranis
NeF027/001/2019
Ne 3/11 Tecr Crneundnxaiin PesyibTaTn
1 |[Onmuc Marxe mnposopuit, Bim 6e3komsopoBoro no nexms | Biznoimae TecTam
KOBTYBATOIO BIATIHKY PO3YHH IIPO30PICTh Ta
KOJILOPOBICTh PO3UHHY
2 [ Onuc pozuuny
2.1 |Ilposopicts Onanecuenmia HE [TORUHHA nepeBunIysaty | Biamnosigae

OMaJeCleHUI0 BOIK OYHINEHOT/eTaoH oI cycremsii I y
BIXNOBITHOCTI 0 Crp.Dapm.

2.2 |KomsoposicTs InTeHcuBHICTS 3a0apBieHHn HE IOBUHHA HEpeBUIyBaTH | BiAOBiac

IHTEHCHBHICTE  3a0apBICHHA  €TANOHHOTO  DO3UMHY
Y7/Boan ounmeroi y BinnosigHocti go €rp.Dapm.

3 BixnocHa rycruma digne | 1.006 -1.010 1.010
4 |pH 55-6.5 5.9
3 OnnopignicTes Macu
Cepennst o031 110 | 3asBJIeHa Jio3a (45 Mr) Ha BHOpPCKYBaHHA Bianosizae
JIOCTARNIETHCA +15% |
Opuopinnicts  a03u 1o | CpenHsas f03a, Mo NOCTABISEThCT +25%. Maxcumym 2 3 | Bignosinae
JIOCTaBIILETHLCA 10 > £+ 25%, ane 3apxau <+35% :
6 | OcMmoasapHicTD 270 — 330 mOcm/kr 288 MOcm/KT
7 | O0’em, mo BurAraeToen | Minimym 10 mn (mas dnaxony 10 m) Bignosigae
8 |Imentudikanin
8.1 |Oxcumeraszominy llo3utHBHA peaxuis ITozurmeHa
T APOXJIOPH
8.2 | beHzankoHiO XJIOpHUIY IlosutnBHa peakuisa IlosuruBHa -
9 |Kinekicne susHavenns | I1ig yac Bumycky IIpoTsarom TEPMIHY
30epiranus
9.1 | Oxcumeraszoniny 475 — 525 MKT/MII 462.5-525 Mxr/mn 495 MKr/MIT
T1APOXIIOPHL
9.2 |bemankonito  xmopuay |45-55 mxr/mn 40-55 MET/MIT 50 Mxr/mMn
abo Gensankoniro | 90-110 mMxr/m 80-110 MKr/Mn
XJIOpHIY PO3IMH

Ilepexnan sinnosigae opurinany

BucnoBox: IToromkeno

IMianuc

Harta: 21,11.2023




CEPTH®IKAT SIKOCTI

Hponykr: Hasusin®, cnpeli HasajabHui, Ao3osanmii | Kpaina BupoGHUUTEA: IMopTyrams
0,05% mno 10 ma y durakoni
] M posunHy wMicTHTh: 0,5 Mr OkcHMeTa3ofiHy

T1APOXJIQOPHAY

Cepia Ne: 31234 O06’em maprtii: 97018 ynakoBok

Harta eupobunnrsa: 10.10.2023 TepMmin npupatrocti: 30.09.2026

Ne peectpauiiinoro noceiguenns: UA/18086/01/01 Jiiticae no: 13.05.2025

Haxaz MO3 Vkpaiuu Nel 128 Bix 13/05/2020

Po3Mip Ta THN ynakoBKu: 10 M1 y dmakoni 3 JO3YIOUHM IIPUCTPOEM 3 MApKYBAHHAM

YKpalHCBKOW; 1 (UIakoH B KapToHHili Kopobui 3
MAapKyBAHHA YKPAIHCHKOK Ta AHTHCEKOK) MOBAMH
Havmenysauns, anpeca ta Homep ninensii supobuuka Ta | Codapimexc - Iumycrpia Kimika e @apmaneyrika, C.A.,

KOHTPOIIO AKOCTI: AsB. mac [upycrpiac — AnbsTto a0 Konapine, Kacem, 2735-
213, llopTyranis
NeF027/001/2019
10. | XimiuHa 9HcTOTA Ilix vac BUNyCKy IIpoTaromMm TCPMIHY
Ineurudgicorani 30epiraHus
IIPONYKTH JAerpaaauii 3 - '
[TpomyxTH Tigponizy MakcuMym - 0.5% y|makemmyM  2.0% Y| Memme TMITY
[ICPEPAXYHKY ~HA  BMICT | ICPEPAXYHKY HA  BMICT |pooo oo
OKCHMETA30JIiHY OKCHMETA30MMIHY
T1APOXNOPHITY rAPOXIopHAY
7P-1 MaKCUMYyM 0.5% y | Makcumym 1.5% Y | Menmre nimiry
NEPEPAXYHKY ~ Ha  BMICT [ IEPEPAXYHKY HA BMICT |, oo o
OKCHMETA30NIHY OKCHMETa30MIiHY
TLIPOXIIOPUTY T1APOXIOPHNY
HeinenTudikonani
NPOAYKTH Aerpaaauii Menunre gimi
lelﬁlgnbmnﬂﬁ l:ml:ml:ﬂnnﬁ MakeHMyM 0.1% 2 PMARCHMYM L.0% Y BHBH&.‘IGHHHW
i EPEPAaXyHKy —HA  BMICT [IEPEPaXyHKy Ha  BMICT
OKCMMETA30MIHY OKCUMETAa30MIHY
Cyma mBcix mpogykrin | [HAPOXIIOpHIY TIAPQXIIIPUIY MeHme niMity
nerpananii Maxkcumym 1.2% MaKcuMyM 4,9% -
11. | Mikpobioaoriyxa 10%, MakcumanbHa npHitHATHA Kimbkicts = 200 TAMC | <1 KYO
MHMCTOT2 HECTEPHJILHUX | (3aranbia KidbKiCTh aepofHUX MIKpOOPTBHI3MIB)
NPOAYKTIB 10!, Maxcumanrua mpmitHsSTHA KinbkicTs = 20 TYMC

(3aranpHa KUIBKICTE APDKKOBHX 1 ITICHABUX rpubir) | <1 KYO
Y BianoslaRoCTI 1o €sp.PapmM. 5.1.4:
BLICYTHICTH Pseudomonas aeruginosa B 1 mu Bigcyrai
BiACYTHICTE Staphylococcus aureus B 1 M Biacyrni

Adexnapauis ceprudikanii:

«LinM 51 3acBIUyIO, O HaBe/eHa BUILE IHGOPMAILA € JOCTOBIPHOK Ta TOYHOIO. Llto cepiro npopyxkuii 6yio BupoGieHo (BKIIOYNAIOTH
NaKyBaHHL/MapKYBaHHA) Ta IPOBEAEHO KOHTPOIID i AKOCTI Ha BHINE3a3HAYEHIN AUTBHAN Y HOBHIH BIANOBIAHOCTI 3 BuMoramu GMP,
BCTAHOBICHHMY MICLEBHM PEIYJIATOPHHM OPTaHOM, a TAKOXK BIANOBLAHO IO CHCIM(PIKALIH, 10 MICTATECA Y PEECTPALITHOMY J0ChE
aboN Toprosifi minensii xpainu-supobuuKa aGoN KpalHR-IMIIOPTEpPa, AKIIO MPOAYKLI0 iMmopToBaroN, abo v 10cke crienudikaiiif Ha

Ipenapar Mg ACCHIAKYBAHOTO JIKapchkoro 3aco6y. IIpoTokomM BHpOGHHITEA, [aKYBaHHA Ta aHamiliB Oyiao mepermaHyro Ta
BCTAaHOBIICHO BIANOBiAHICTE GMP),

lepexnan BIIOBIgaE OPHIiHATY
Bucuosok: IToromxeno

Iliamuc

Hara: 21,11,2023




