NEPXKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHiIBCBHKII OBJIACTI

npos. Ceitmuroi Hapii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
Npo AKICTL BBE3eHOro B YKpaiHy JiKapchKoro 3acody

01.08.2024 Ne 37638/24/10

HA3HUBIH®

(HaiiMEHyYBaHHS JiKapCHLKOTO 3ac0GY 3riZH0 3 peecTpaliiinuM NOCBiA4EHHAM)
cnpeii Ha3aaLHAI, Jo30BaHuil 0,05 %; mo 10 M y duiakoHi 3 X03YI0UHM OPHCTPOEM; IO 1
(aakoHy B KapTOHHili KopoOui

(opma BUNyCKy, TO3yBAHHSA, B/ TAKYBaHHA JIIKApChKOTro 3ac00Yy)

Homep peectpaniiinoro moceinuenns UA/18086/01/01 crpox xii peecrpauitinoro nocsingenns 13.05.2025
Cepis niapeskoro 3aco6y Ne 44749 KinbkicTs BBE3eHOTO JTikapeskoro 3acoby 96960

Bupo6Huk Codapimexc - Inmycrpia Kimika e Papmaneytika, C.A., [lopryranis

(HaiiMeHyBaHHA BUPOBHIKA TiKapchkoro 3acofy, KpaiHa MOXO/KEHHs)

Baeseno B Ykpainy ToBapHCTBO 3 06MexeHo¥0 Bixnmoigansuicrio "JIp. Pemni'c
JlaGoparopis", inent. Kkox: 37560808

(Hanmeﬂyaauux Ta koj1 3a EJIPTIOY ropuanunoi ocobu aGo tpizenule, iM's, 1o 6aTekoBi dizndHol
0co6H - TiAnpHEMILS, if MicLe NPOXHUBaHHS Ta peecTpauiifinui HoMep 06:1iKOBOT KapTKH IUIATHUKA
nofaTkis abo cepis Ta HOMep I1acnopTa)

Tpotoko Bisyanbuoro konrposo six 26.07.2024 Ne 2185/3.

3a pesyNBTATAMH JEPKABHOTO KOHTPONIO BCTAHOBNIEHO, WO JiKapcekuit 3aci0 BBeseHo B Ykpainy 3
JTOTPUMAHHSAM BHMOT 3aKOHOJABCTBA MOX0 3a0€3IICYEHHA AKOCT] JTIKAPCHKHX 3aco0iB.
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[BriaHk KoMIaHii]

CEPTU®IKAT AKOCTI

[Ipoaykt: Ha3usin®, cnpeli Ha3aabLHHii, J030BanMii
0,05% o 10 ma y uraxoni
1 ™I po3uMHY MICTHTB:
TiIpOXJIOPHAY

0,5 wmr OxcuMmeTasoniny

Kpaina Bupo6uuursa: Ilopryramis

Cepist No: 44749

06’ eM maprii: 96960 yrakoBok

Jlata BupoOuunTBa: 31.05.2024

Tepmin npupatHocti: 30.04.2027

Ne peectpamiiizoro mocsijuenns: UA/] 8086/01/01

Jiiicae no: 13.05.2025

Haxaz MO3 Vkpainu Nel128 Bix 13/05/2020

Po3mip Ta THI YIaKOBKH:

10 Mt y du1akoHi 3 O3YIOUHM IIPHCTPOEM 3 MAPKYBaHHAM
ykpaiHcbkoto; | ¢makoH B KapTOHHIH KopoOumi 3
MapKyBaHHSA YKPaiHCHKOIO Ta aHTIHCHKOI0 MOBaMU

HaiiMeHyBaHHs, afpeca Ta HOMep JileHsii BHpoGHIKa Ta

KOHTPOJIIO SIKOCTI:

Cogapimekc - Inpycrpia Kimika e ®Papmaneyrika, C.A.,
AB. nac Impycrpiac — Anbro no Konapine, Kacem, 2735-
213, Tlopryramis

NeF027/001/2019
Ne 3/m Tect Cnenuduranis PesyabTaTn
1 Onuc Maitxe ':nposopm‘/i, pin Gesxomboposoro Jo Jeas | Binmosinae TecTaM
>KOBTYBAaTOT0 BIATIHKY PO3YHH TIPO30PICTH Ta
KOJIEOPOBICTh PO3YHHY
2 | Omuc pozyuny
2.1 |IIposopicts OmanecueHiis ~ He  TOBMHHAa  NepeBMuTyBarH | Bifmosinae
omaseceHIlo BoJM OYMIIEeHOi/eTalloH ol cycnensii Iy
BifnoBigHoCTi 10 €Bp.Dapm.
2.2 | Komboposicts IHTeHCHBHICTE 3a0apBiIcHHS HE OBHHHA [IEPEBULYBaTH Binmnosizae
IHTCHCHBHICTE  3a0apBJeHHS  €TAJOHHOIO  PO3YUHY
Y1/Bonu ouHIIeHoi y BigmoBigHocTi Ko €Bp.Papm.
3 | Bigmocua rycruna daozo | 1.006 -1.010 1.008
4 |pH 55-6.5 5.9
5 | OauopipnicTs MacH
Cepennst JIO3H o | 3asBieda noza (45 Mr) Ha BIOPCKYBaHHS Binnosizae
JIOCTaBILIETHCS +15%
OpmHopifHicTs  J03M M0 | Cpeamss o3a, o HOCTaBIACTRCA +25%. MaxcumyM 2 3 | Binnosinae
JOCTABJIAETHCS 10 > + 25%, ane 3aBxan < £35%
6 | OcMmoasibHICTD 270 — 330 MmOcm/kr 294 MOcM/kr
7 | 06’em, mio BuTsracTees | Mimimym 10 mu (s daxony 10 mir) Binnosigae
8 InenTudirkanis
8.1 | OxcumMeraszoliHy ITosuTUBHA peaKIis [ozuTHBHA
T1APOXJIOPHI
8.2 | benzamKoHIIO XIOPUAY Tlo3suTUBHA peaKIlis TlozutuBHa
9 | Kiabkicne susnavenus | [Tix qac Bumycky ITpoTarom TEpPMIHY
30epiraHas
9.1 |Oxkcumerasoniny 475 — 525 Mkr/mMa 462.5-525 MKr/mI 495 Mxr/mn
T1APOXIOPHI
9.2 |BensankoHifo  XJIOpHAY | 45-55 MKr/MI 40-55 Mxr/mn 46 MKr/mI
abo HenzankoHiro | 90-110 Mxr/mi 80-110 Mxr/Mn
XJIOPHY PO3UHH

IMepexiia BiIOBiae OpHUTiHATY

Bucnopok: IToromxeHo

VnosuoBaxkeHa ocoba: INoxcane ®enivo

TTimwevven




[Brank KoMIIaHii]

CEPTHOIKAT AKOCTI

TIpogykt: Hazupin®, cmpeii HasagbHWil, J030BaHHI
0,05% wmo 10 M y duraxoni
1 M1 poO3UMHY MICTHTB:
T1IPOXJIOPHLY

0,5 wr Oxcumerasoniny

Kpaina upo6unnrsa: Ilopryranis

Cepis Ne: 44749

06’em maprii: 96960 ynakoBok

Jlara srpobrunTBa: 31.05.2024

Tepmin npunatrocti: 30.04.2027

Ne peectpaniiinoro nocsiguents: UA/18086/01/01

Hisicue mo: 13.05.2025

Hakaz MO3 Yxpainm Nel128 Bia 13/05/2020

Po3Mip Ta THII yIaKOBKH:

10 Mt y QurakoHi 3 HO3YIOUHM JIPHCTPOEM 3 MapKyBaHHIM
ykpaiHcpkoro; 1| ¢makoH B KapTOHHIH kopobui 3
MapKyBaHH: YKPalHCHKOIO Ta aHIIIiHCEKOI0 MOBaMU

HaiiMenyBanns, agpeca Ta HoMep JIIeH3ii BUPOOHNKa Ta

KOHTPOJIO SKOCTI:

Codapimexc - Iumyctpia Kimika e @apmaneyrika, C.A.,
AB. nac Iugycrpiac — Ansro o Konapize, Kacem, 2735-
213, TTopryramnis

NeF027/001/2019
10. | XimiuHa yHcTOTA Ilix yac BUITyCKy IIpoTarom TEpMIiHY
InenTudixopani 36epiraHus
NPOAYKTH xerpamanii
ITponyxTy rigpomsy MaKkCUMyM 0.5% y|makonmym 20% Y| Menme JiMITY
TMepepaXyHKY ~Ha  BMICT | lIEpepaxyHKy —Ha  BMICT | pyapayenns
OKCHMETa30I1HY OKCHMETa30IIHy
TiAPOXJIOPUAY TIIPOXIIOPULY
7P-1 MaKCHMYM 0.5% Y | MaKcHMyM 1.5% Y| Menmre mimity
NepepaxyHKy ~Ha  BMICT | MepepaxyHKky —Ha  BMICT | pyayayepmy
OKCHMETA30IiHY OKCHMETa30MiHy
TiAPOXIOPHTY TiIpOXIIOPUIY
Heipentudikosani
NPOTYKTH Jerpaxanii MeHiue miMiTy
Hait6inpmmit  ogummarmii | MAKCAMYM 0.1%  y|makcumyM L0% Y| jpysnavenns
ik TepepaxyHKy —Ha  BMICT | llepepaXyHKy —Ha  BMICT
OKCHMETa30iHy OKCHMETa30MiHy
Cyma Beix mponykTis | TTAPOXIOPHAY TIAPOXIIOPHAY MeHuie TiMiTy
nerpananii MakcumyM 1.2% MakcamyM 4.9% BH3HAYCHHS
11. | MikpoGioaoriuna 102, MakcumanbHa NpuifHATHA Kinkkicts = 200 TAMC | <1 KYO
YHCTOTA HECTEPHJILHHX | (3arajibHa KilbKiCTh acpoGHIX MIKPOOPTBHI3MiB)
MPOAYKTIB 10!, makcuManpHa mpHitHATHa KiIbkicTe = 20 TYMC
(3aragpHa KUILKICTH APDKIDKOBUX 1 IUTiCHABMX rpubi) | <1 KYO
V sigmosiguocTi go €sp.Papm. 5.1.4:
BimcyTHicTh Pseudomonas aeruginosa B 1 Mn BiacytHi
BifcyTHicTh Staphylococcus aureus B 1 M Bigcyrai

Jexnapanis ceprudixamnii:

«ITuM 51 3acBidyIO, M0 HaBe/leHa BHIIE iHGOPMAIlist € HoCTOBipHOKO Ta TouHo0. Lo cepiro NPOAYKIIT 60 BHPoOIeHO (BKIIOYAIOYH
TlaKyBaHH/MapKyBaHHS) Ta IPOBEACHO KOHTPOJb ii AKOCTI Ha BUINE3a3HAYCHIH AiMBHULI y IOBHIH BiANOBIAHOCTI 3 BuMoramu GMP,
BCTAHOBJEHHMH MICLEBHM PEryIsSTOPHHM OpPraHOM, a TaKoX BiIIOBIAHO 1o crenudikalill, o MicTATECS Y peecTpalliiiHoMy Jlocke
a6oN ToproBiit niuensii kpaiHu-supoGHIKa a60N KkpaiHu-iMITOpTepa, AKIIO npoaykuito iMmoprosanoN, abo y Hocke crienudikaniit Ha
mpemapar s JIOCHiKYBAaHOTO Jikapckkoro 3aco6y. IlpoTokony BUpOGHMITBA, TAKYBaHHS Ta aHali3iB Oyno IepernsHyTo Ta

BCTaHOBJIEHO BifmoBifHicTs GMP».

INepekian BiIIOBiNae opHUriHaly

Bucuosox: IloromkeHo

ViosHoRaxeHa ocoba: [oncane Memigo

TTivrrern




