HEPXKABHA CRYXBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMHU Y KHiBChKIN OBJACTI

npos. Ceirmano] Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-matl: dis.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHACHOBOK
DPO SIKICTE BBe3eHoro B Ykpainy Jikapcokore 3acody

22.09.2023 Ne 46457/23/10

HITPOMIHT®

{HaliMEHYBaHHA AlkapeskoTo 2a¢00y 2rifne 3 peccTpaniiim nocei TIeHRM)
capeii cybaisrsannuuii, 0,4 mr/zosy no-10 r (180 g03) posanny B amominiesomy Ganoui 3.
AO3YHOHM NPHCTPOEM, 3 POIIIAIONYOIO MOJOBKO0I0 Ta 3AXHCHUM KOBHAYKOM, ¥ KAPTOHHii
Kopooni

(dropMa BUITYCKY, AD3YBAHNKS, BiLI NAKYRANHE NIKApCLEOr0 32c06Yy)

Homep peectpauiiinoro nocsinuensn UA/7912/01/01 crpox aif peectpaniitroro nocsigsenns 01.01.2099

Cepig nikaperkoro sacoby Ne 514C0423 KisbkicTs BBe3eHOr o Hikapesxoro sacofy 320
Bipobiux 3AT ®apmauestuynnit 3asog EL'TC, Yropmuna
(mafiMexypannn BupoluMKa nikapeekoro 3acaby, kpaika moxomxeHns)
Beeseno B Yipainy Crinpne yxpaincsKo-ecToHCEKe DIANPHEMCTBO ¥ GOpi ToBapuCcTBa
3 omexencio Bianosinanericrio "Onriva-®apm, JATH", igenr. xon:
21642228

{mafivenyBanna Ta kon 32 EAPTIOY roprnerumol ocobu abo npizsuwe, iv's, no Gatskosi dizuumol
ocabit - mianpsiemus, Ti Mictte NpOXNBIHER TA peccrpayiifimil noMep oSAIKOROT KAPTKY Mitatiska
noaatkiz abo cepis Ta HoMep macnopTa)l

TIpoToxon BizyaanHero koutpomno rix 22.09.2023 N 2955/14.

3a pesyseTatansi GepAKABHOTO KOHTPOMO BCTAHOBAGHO, IXG Mikaposkmil sacib meezeBo B Vkpaimy 3
AOTPHMAHHAM ruvor 3aK0HOAABCTBA MO0 336e3nevenna aKocTi JIiKapchKHX 3acofiB.




3A0 DapmaneeTuyeckuii 3asog ITHT 3AT apmauesTHyniit 3as0a ETIC

OpRIHYECKIti aapec: KOpHEMYHA anpeca;

1106, r. Byaanew, yi. Kepectypu, 30-38, Benrpus 1106, M. Byaaneuwr, syn. Kepectypi, 30-38, Yropmuna
Tenedon: (36)-1-803-5554, Tenctakc: (356)-1-803-5556 Tenedon: (36)-1-803-5554, Tenedaxc: (36)-1-803-5556
daxTHueckuii agpec: takTiuna aznpeca:

9900, r. Kepmeny, yn. Matam kupait, 65, Benrpaa 9900, M. Kepmenn, Byn. Marsw xipai, 65, Yropumsa AT

4¥eCIS

l

CepTugukar wcauzersa / Ceprudikar sicoeti Ne.: 1406K/2023./DE

Haumenosanne npenapata; / HuTtpomuut®, enpeii cybaunrsanpHbiii, 0,4 mMr/noza; mo 10 r (180 no3) B

HalimenyBaHHs npenapary: 6announe ! Hitpomint®, cripeit cy6ninrsansauii, 0,4 Mmr/no3a; no 10 r
(180 no3) y 6anoni

Cepusn Ne: [ Cepis Ne: 514C0423 Hara npoussoacrra: / 04.2023.
Jlata pupoGHHuITEa:

Homep anasnmsa: / Homep ananisy:  KGY/2022/2767  Topen no: / IlpupaTHuii no: 04.2026.

Rara ananusa: / [lata ananisy: 03.05.2023. KonnuecTBo npoaykuun B 8480 xopobox
cepun: / Kinekicts npoayxuii B
cepil:

Homep perncrpauuonsore UA/7912/01/01 Homep nuuensun: / ML Ne HU-M-EGIS

cBHAeTebeTBA: / Homep
PeecTpauifiHOro MocBinYeHHs:
Cpok peiicTus per. 6ecepounoe /
cBuaeTesnneTBa: / Tepmin Aff pecct.  GescTpokose
NIOCBiTYEHHA:

CHi1a AefCTBHS/AKTHBHOCTL! /

Howmep niuensit;

1 nosa copepsxur 0,4 Mr HHTpOrIHNepHHa /

Cuna aii/akTHBHICTD: 1 nosa mictuts 0,4 Mr HiTporninepuny
IToxa3saTean kauecrpa/ Peayabtatel/ Hopmsi/
Hokasnuxm axocti Pezynwratn Hopmn

Onwucanue: / Onuc:

Coorsercreyer /
Bignosizac

Becusernpiii wim nourn GecuseTnuii npospaunslii pacTeop Ges ocagKka /
Beabapennit a6o mattxe Ge3bapsumuit TIpo30pHi po3uMH 6e3 ocany

Iopmuunocts 1: (ureTnan peaxmuua) / Coorsercrnyer/ Ilpernan peakuus ¢ 2 M pacrBopoM ceproii KHCAOTBI B Ka/IH oauaom

Imesrmudhixanis 1: (kommopona peakwia)  Biunosizae B MPHCYTCTRHN HHANKATODA PACTBOPA KPAXMAIA He JO/LKHE IPOM30iiTH,
a npu Aanbuelimem pgoGasnenmn 2 M pacTeopa epxoro HATpA NpM
HATPEDBANHM, OXTARAEHIN U ROcHenyloum Aobasitenin 2 M pacTBopa
CEPHON KHCIOTBI LBET PACTBOPA JO/BKEH HIMEHHTBHCS HA CHHME /
Konvoposa peaxuis 3 2 M posaunon cipuasol KHCIOTH i Kamio Hoaumom ¥
NPHCYTHOCTI iHAMKATOPA POTMHY KPOXMATK He TIOBHHHA sinGyparuos, a npu
nojanbiioMy fnojasanHi 2 M posumHy inxoro HATPY TIPH HarpiBaHHi,
oxonofpkenni i nozanemomy nojasawni 2 M PO3YHHY cipyaHoi KucnoTu
KOJIp POIYMHY TOBHHEH IMINHTHCA Ha cHHill

ITopnuunocrs 2: (BIKX) / CooTercrayer/ Bpems yaepxueanua  (tg) ocmoBHOTO nnxka Ha XpoMaTorpamme

Inentndikauia 2: (BEPX) Bignosinac HCHLITYEMOTO  PacTBOPAa  NIOJIKHO  COOTBETCTBOBATE  BpeMeHn

YACPHRMBANNA OCHOBHOTO MHK2 HAa XPOMATOrPAaMMe CTEHAZPTHOTO

pacreopa / Yac yTpumysamns (ix) ochopmoro MKy Ha Xpomarorpami

BHNPOGYBAHOIO PO3YMHY Mac BimnosizaTu Hacy YTPHMYBAHHS OCHOBHOIO

nika Ha XPOMATOIPaMi CTaHapTHOTO po3uuny

npu ssinycke: 8 Konue cpoKa zoonocmu: /

HpU BURYCKY: HARpuKinyi mepminy npudamnocmi:

0,080 r£5 % (0,076 - 0,084 r) 0,080r+5%,-75%

95,0 —105,0 % (0,074 - 0,084 r)

HuTporanep uua/10,0 r / nitporniuepuny/10,0 r

0,40 mr £+ 15% (0,34 — 0,46 mr)

HATporAuuepuHa/to3a / nitporniuepuuy/noza

85,0 -115,0 %

Kosnuuecrnennoe conepixanne

AeHicTBYIOIIEr0 BemecTRa B Gaone

(BOXX): / Kinokicuult micT aitouoi 0,080 r/10,0r
pesoBHHH Y b6anoni (BEPX):

100,0 %

Konuttecraennoe copepianne 0,40 mr/mo3a
AcHCTBYIOMETO BeleCTsA B 03¢

(B3XKX): / Kinskicunii smicT airouoi 100,0 %
peoBunn y aozi (BEPX):

Ommpommcrh MO3IHPOBAHHBIX AVio=5,0
CAMHHL: (pacyeT MO 0AHOPOAHOCTH

macenr) / Oanopinnicts go3oanux

OMHHMILE: (PO3PAXYHOK 32 OHOPIMHICTIO

Macn)

Cornacno Enp. ®apm.: AV <15 (n = 10), ecni yesronue ne Bumosnneres,
T0 AY < 15 (n = 30), u ana 30/30 nes KOJHYCCTBEHIOE COACpHanHe
AcHCTBYIOINETO BEMIECTBA A0JIKHO HAXOAMTLCH B uuTeppane 0,75xM —
1,25xM* / 3rigso €sp. ®apm.: AV < 15 (n = 10), skwo ymopa He
BHKOHYEThCH, T0 AV = 15 (n = 30), i ana 30/30 103 kinskicHui smicr Hitogoi
peuonuhk mae nepebysati B intepsani 0,75xM - 1,25xM *

FIPHMECH 6bIDANCENDE 6 NEPECHENE HA HUMPOLTUIEPUR) /

OMIULKY BUPANCEH]T & REpEpaXYHKY Ha Himpozniyepun)

Gosee 1,0 % / ne Ginbie 1,0 %

Iocroponnne npumecn (BIKX):
Cymposimui gomiwku (BEPX):

- 100an eAMNHYHAR NpUMECD: /
Gynb-AKa OAHHKIHA AOMILIKa:

- cymma npumeceii: / cyma nomi dFo.ice 3,0% / ne Ginpie 3,0 %

/g/t” Cees ﬁf//z‘f 7~
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3A0 @apmanesTuaecknii sases MHC 3AT ®apmauentnunnit 3asoa ETIC

HOPHAHYECKHT anpec: IOPHIMYHA a/Ipeca;
1106, r. Bynanewr, yn. Kepectypn, 30-38, Benrpus 1106, M. Byaanewr, yn. Kepecrypi, 30-3§, Yropuna
Tenedon: (36)-1-803-5554, Tenedakc: (36)-1-803-5556 Tenedon: (36)-1-803-5554, Tenedakc: (36)-1-803-5556
axmyecknif aapec: daxTHYNa anpeca; .
9900, r. Kepaenn, ya. Matam xupail, 65, Benrpua 9900, M. Kepmen, ys. Mata xipai, 65, Yropummna ‘&?(L; "
i
-l

Hurpomuut®, cnpeii cybaunrsansnelii, 0,4 mr/aosa; no 10 r (180 no3) B
6annone / Hitpomint®, cnpeir cyOninrsansuui, 0,4 Mr/nosa; no 10 r

(180 no3) y banoni

Cepus Ne: / Cepia No: 514C0423

Hposepka repmetuynocTn Coorsercreyer/ e pomswo nrabalogaTues wn noTepH macebl, uu yreuks. Hnacrunxa

AIp03oabHoil ynaxonku: / Tlepenipka  Bianorinac AOZHPYIGIHEIG HACOCR HE RO/LKHA MPOKPYMHBATLCH Bpyunyw. / He

FEPMETHYHOCTI 8EPO3ONLHOT YIAKORKH: NOBHHHO CFIOCTEPITATHCA Hi BTpaTH MacH, i sutoky. Flnactisxa AO3YHOHOTO
Hacocy HE NOBHHHA IPOKPYHYBATHOA BpYUHY.

Macea nanoanenna Sannona: / 10,ir 100 r+5%(9,5-10,5 r)

Maca nanosxenus Sanony:

Hpouent Buixoaa conepmnmore 102 % He menee 95 % (9,5 1) / He MeHwe 95 % 9,51

annona: / Bincorok suxony BMiCTY (10,2 r)

Ganowy:

Kostnuecrno 103 B Gasstone: / 207 mo3 He Menee 180 s03 / e menwe 180 po3

Kinskics 103 y 6anoni:

Cpeansa Macea a0 / 50,9 mr S mr£10 % (45,9 - 56,1 Mr)

Cepesns Mach no3u:

Murpobuonernueckan uncrora:'/

MixpoGionoriysa upcrora:!

- 06mee nesto a3podunix - nte Gosree 10%e 1 r npenapara / 1e Ginsie 1075 | r npenapary
MHKPOOPrAHK3MOB: / 3aranbna

KITBKICTh aepoGumx MikpoopratisMis:

- ofmee uncsao rpuGos: / 3aransua - ne Gosree 10" 8.1 rnpenapara / e Ginvuie 10's { r npenapary

KifbKicTs rpuGia:

- Pseudomonas aeruginosa: - oOTcyreTrHe B 1 rnpenapara / pineythicta e | 1 npenapary

- Staphylococeus aureus: - OveyreTRHe B 1 r npenapara / siacyrhicn s | ¢ npenapatry

Passmep u Ton ynaxonku: / Cootsercrayer/  Ilo 10 ¢ (180 103) pacTeopa ® amomunmenon Bannone, ¢ goanpyromum
Poawmip i Tun ynakonku: Bianosinac YETPOiicTROM ¢ paCHLTNTEALHON r0.10BKO I JALHTHBIM KONAYKOM, B

KapToruoii xopolxe; ¢ Mapxuposkoii na Ykpaunckom saswike, / flo 10 r
(180 s103) posuuny = anominiepoMy Gamoni, 3 RO3YHOMMM TIDHCTPOCM 3
POSMHIIOIOHOKY TONOBKOIO i 3AXMCHHM KOBNAUKOM, ¥ KapTOHHIT kopobii;

3 MEPKYBAHHAM YKPalHCHKOIO MOBOIO.

(*+ AV — nonyctmoe oTKA0Henne, M — peronmenjiyeman Benuumna} / (*: AV - gonycrine Bimxunenns, M - PCKOMEH/I0BAHA BEIIHHKA)

'~ Henwrranus TPORY/IAT A9 TEPBBIX TpeX cepuii NPONIBOACTRA, 3aTEM /1A KaxkN0§ 10-it CEPHH, HO HC MeHee oaHoil cepun B rog, /
- BunpoGysauns NPOBONATL 1S NEPILHX TPBOX cepil BHPOGHHUTBA, MTOTIM 18 KOXHOT 10- cepil, ase He MeHIue, Hix oaHa cepia Ha pik.

Hactomunm st yaoctoseparo, wro NPHBEAtHHAR BbIe HMHGOPMAUMA ABAHETCR AscToBepHoll  Toumeli. ITa npeaviuma Geina
NpOHIBEALHA (BKMIOUAA ynaroRKy/MApKIpOBKY) w IPOBEACH KOHTPOMIL €€ KAYECTBA HA BLUUEYNOMANYTOM YUACTKe B noaHom

CoaepRamecn B PErHCTPRAUNONNOM A0CHE. HMporoxonst nponzronersa, ynaxonxi 1 AHATHIOR Gb11m nepecMoTpenst i yeTananeno
cooreeterame GMP / Ilum a1 sacsinuyio, 1o nasesiena BHULE inopmalis ¢ focToRipHOIO | TouHOW. o nposykuite Gyo sirotosneno
(BrTrOUaIOYH YNaKoBKY/MapKyRawig) i nponeseno KoHTponk i Axocti Ha BUMeIraaHil Ainanui B nopwili BIANOBIAHOCT] 3 BHMOraMK GMP,
BCTAHOBJIEHMMH MICLEBHM PETYATOPHUM OPraoM, a TAKOX BiAmoBizmo a0 cneuudikanii, mo Mictutnes B peccTpauiffitomy jsoche.
IIpotoxonu supoGumrea, YUAKOBKH Ta aHani3ie 0y:10 NepernanyTo i BCTAHORNEHO Binnonianicts GMP

fers 08, 05. 2003

Kepmenn

Banidixosana ocoba

dni G. Herezeg Hedvig
Qualified Person

Epis Pharmacautics
Budapest - Hungary
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