JEPKABHA CIIVAKBA 3 NIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHA ¥V KHIBCBKIA OBJIACTIL
upocitext Banepis Jlo6anoncrkoro, 51, M. Kiis, 03110, Ter/haxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog CIIPIIOY 37078774

BHCHOBOK
Npo AKICTH BBE3EHOro B YKpainy JikapcsKoro 3acofy

15.06.2023 Ne 27686/23/10.

{HafiMelyBRaps HiKapcRKOro 3aco0y rizno 2 peecrpaufﬁun#z ﬁncsiﬁqéiﬁmﬁ) a
cycnendia xas in'exuii, mo 1 M B monepeAHL0 HaNORHEHOMY MINpryi; no 1 wnpruy B
KOMAEKT] 3- 2 CTePHABHHEMHE TOJKAMH B INIACTHKOBOMY KoHTelirepi

(hopma BUNYCKY, Z03YBARHA, BILA IAKYBAHHA MKAPCEXROro 3acoby)

Homep peecrpauiiiroro nocsigenns JA/9168/01/01 crpox aii peectpauiiinoro nocaiguenns 01.01.2099

Cepix nikapenkoro acoby Ne F47001 Kimxicrs Baescnoro mkapehkoro sacoby 4704
Brpofuux CEHEKCI HSC - EPYBLUIL CEHT KJIEP, @pannis
{HafiMeHyBRaHEA BHPOOHIIKA NiKAPCHKOr0 3acoby, Xpaila NOXoaHEHHS)
Beeseno B Ypainy CrnisbHe yRpaiHCHRO-ECTOHCH K MAAPHEMCTRO Y dopnmi TORAPHCTRA
3 oMexeHo010 BirxnmoBiganapHicTIo "OnTtiMa-®apm, JITH", inent. xoa:
21642228

(walimenypanng T2 koa 3a CAPTIOY wopranyunol ocobn abo zpizsiue, iM'a, ne Satekosi dizvyuoi
‘ocoOH - miAMPHEMS, it MicTie TPOARKBAHEA Ta PEECTpaiiWiii HoMep ofnik0B0l KAPTRH NRATHHKA
nogaTis ado cepid Ta HOMED NacIopTa)

Tpotoxan sisyarsnoroe kKorrponwo Bix 13.06.2023 Ne 1799/2.

3a pe3ybTaTAaMH ACHARBHOTC KOHIPOAK BCTAHOBAGHOD, MO -J'I.i'KEPEBI{Hﬁ'_ ‘3aci6 -BBeleHO B "Y'Rpa'iﬁy' 3
JOTPHMAHHAM busor 3aK0HOZABCTRa OAC 3a0e3meIeHAT AKOCTI iKapCehXHX 3acobis.




CEHEKCI
HSC-QUA-MOP-00449

Hazea Nunpoeman®, cycmensia ans in'ekuiis

Oopma BUOYCKY CYCUEH3ia ang iH'ekaiit

Boyrphumift kof roTosoro mpoaywxry . UIS5893V.

Kopa knienra 1016891

Cepin F471001

A®I GeTaMETas0Hy MUTIPONI OHaT + S'mn{'e'-l-'a'aﬁny' HaTpio docdar

Vnakosxa/posmip NOTIEPEMHEQ HATIOBHEHUH wtripu / 1 M

Ho3zypannsa 3 mr/l M1 BetaMeTasony (aumponionat) + 2 mMr/1 mMn Berameraszony (Harpiwo docdar)

Kinuepa ynaxkopxa

Po3mip cepil 95332 omiHNLE
MaTta BupobrunTs] 11.2022

MaTa 3aKiHveHHs TepMiAy nputatsoct |10.2024

‘Kpaiua npussagenns Yxpaina
‘Peccrpauiiine noceixuennn UAM168/01/01
‘Kpaina supobanka Dpauuis
Bupobaux

Hazsa, anpeca, nomep niueisii, Homep ceprudixary sismosinsoori GMP
CEHEXKCI HSC

2 pro Myi ITacrep, EPYBL/IB CEHT KJIEP, 14200, dpantiis
2022129 1 2

2021/HPF/FR/1 53

Bupofnuk, sianosizansuui 3a naxyeamia

Hassa, anpeca, nomep niuensil, vomep ceprudixary sinnosinnoer GMP
CEHEKCI HSC

2 pro Jyi [Tacvep, EPYBLIb CEHT KJIEP, 14200, Dpanuis.
2022.129 1 2 |

2021/HPF/FR/152

Brpofinnk, sinnosigannHui 38 KOHTP 0L AKOCTE
‘Ha3ea, anpeca, nomep niuensii, nomep cepridixary siznoniangen GMP
'CEHEKCI HSC

-2 pro JIyi [Tacrep, EPYBUIbL CEHT KJIEP, 14200, Dpanuis
2022 129 1 2

"2021/HPF/FR/153

'Bapobsnk, sianoaizanshunii 3a Bunyck cepii

Hazga, anpeca, HOMEp MLUen3ii, HoMep CepTrdikary aipnoRinRGer] GMP-
'CEHEKCIHSC

2 pro JIyi [Tactep, EPYBLIIb CEHT KJIEF, 14200, dpanuis
2022_129 1 2

2021/HPF/FR/ 53

Pesynurat anasisy: npencranieni B cepTHGIKATL o OMEETheE
BHyTpiwmHiit kon npomixnoro mpoxyxry: U240888
- Cepia npoMisxaoTo mpoaykry: F470

TI0 1 FIonepeaHEe HanoBHEHOMy NPHLY (1 MA) B KOMILIEKT 3 2
CTEPUABHHMH TOJIKAMH B YNAKOBUI

 2pwoJlyiMactep
14200 Epysiny Ceirr Knep, ®@panuis

Komenrrapi/ Binxunenua:

PO3mip cepil BUPaskeHo B KiTbKOCT YIaKOBOK,
BincyTsi,

L 7 3acBingyio, mo BitneRkasats 1HOPMALYSA € ROCTORIPHOIO | TowHON. [aua cepin NPOMYKTY Oyna BUpoGneHa, BRIMCYAIOMM YIIAKORKY /
MAPKYBAHHA Ta KOHTPO/b AKOCTI Ha BHIRE3TANAHIH BUPoGHUUIN ALTEHuL] (-Li%X) B IOBHIM BIATIOBIAHOCT] 3 BUMOraMH GMP, BcTraHoBICHIME-
MICLEBHM PEryAITOPHHM OPTaHOM, 4 TAKOX ICINHO creundixanii, Imo MicTATLCS B peecTpanifiHomy nocke. IIpoToxony pupoGHHIITEA

Ta KOHTPOIO AKOCT! NEPErNAHYTO | BCTAHOBEHO 1X BIATOBI AHICTL BUMOram GMP.

IM's ynosHOBDXEHOT 0co6H Epysin, Cent

Knep ©pamniia: K: Feitnnapa
 Hlara pamycky cepiic 11.01.2023 Snionuc/
Hara: 11,01.2023

» YITAKOBKH




CEHEKC(CI

2 pio Jlyi Nacrep, EPYBUIL CEHT KJIEP, 14200, dpastuis

Tex; (33) 02.31.06.92.00 daxe: (33) 02.31.4445.55

CEPTHDIKAT AHAJIIZY

Kon: U240888 Cepin: F470 Crop. 1

Diprostene Rempli Syr Heist CP

(Munpocren Pemuni Cup Xeticr Cilli,

BHYTPIUHBOBUPOOHAYA HA3BA

 IPONYKTY)
Hata avam3y: 19:12.2022
Tloka3HUKH Bumorn Pe3ynsTaTH
‘ ITposopa GesbapsHa, 3nerka B'A3ka PifIHHA, 1O MICTHTE Y4CTKH

Onuc (BisyansHo) . : . :
binore alio matixe Ginoro KoNBOPY, IO AEIKO AMCIEPrYIOTECH,  |Bianosizae
BiJIbHA B CTOPOHHIX JOMILIOK,

06 em nanosHerns Binnoeizae sumoram Ph. Eur. 2.9.17 Binnosigae

pH (norenuiomerpuusHo) BIR 6,7 no 7,7 7.3

[TpORoMmKEHHS Uepes ronKy Mag fIerko IpOXOAMTH Hepes foNky 25 po3Mipy. Bianosinae

Inenrudixamis (BEPX):

BeTaMerasoHy Zunpomionar XpoMaTorpamMy BHIIPoOOBYBAHOTO i CTAHAEPTHOIO PO3YHHIB Binnosinae
MaiTh CHIBIAJATH.

BeTamerazoHy Hatpito fochar XpOoMaTOrpaMH BUNPOOOBYBAHOTD | CTAHIAPTHOTO POIUHHIB Bianopinxae.
MAKTh CTIRBIIATATH.

MeTHInEpariIpoXcHBeHsoaT Ta XpoMaTorpamit BRIPOOOBYBAHOTO | CTAHAAPTHOTG POIIAHIB Binnosinae

nponinnapariapoxkcubensoar- MAROTh CIIBI2JATH.

Bensunosuit cnmpt XpoMaTorpaMu BHIIPOOOBYBAHOIO | CTAHAAPTHOTO PO3UMHIB Bianosinac
MEKTB CIIBIATATH.

KinpkicHe BisHaueHna (BEPX):

beraMerazony AUnpornioHaT Bit 6,11 0 6,75 mr/Mn (8in 95 % a0 105 %) 6,43 Mr/Mn

berameraszony Hatpiro gocdar B1N 2,50 10 2,76 mr/ma (Bin 95 % no 105 %) 2,63 Mr/Mn

bensunosnii ciupr BiE 8,10 10 9,90 Mr/ma (Bin 90 % 10 110 %). 8,749 mMr/mn

Metunnaparigpokcubensoar Big 1,17 o 1,43 mr/vn (Big 90 % 70 110 %). 1,223 mr/mn

IIpomunmaparinpekcutenszoar

811 0,170 mo 0,220 mr/mn (Bin 85 % 10 110,0 %).

0,1890 mMr/mn

baxTepianbHi eHIO0TOKCHHH
(v sinnosiasocri 1o Ph. Eur,)

He Gineue 29,2 MO eBROTOKCHHY MOXE MICTHTHCH B 1 MT
Beramerazony abo 204,.4 MO/mn

Bignosinae

OTpEM&HI PeIvIIBTATH BIANOBLAAIOTE BEMOTaM 3aTBEPAXEHOT crenudikanil. PesypTaTn ananisy He MOXYTb GyTH BHPAKEH] Y
HHCENBHOMY 3HAMCHHI, AKII0 BOHH 3HAXOMATHCA HIDKUE MEX) BH3HAYCHHA. Mexa BHIHAYEHHL: S MO/Mn

CrepunsHicTs
(¥ BianosinHocti fo Ph. Eur.)

P034dH Ma€ 6YTH CTEPHABLHAM.

Bignosinae

PesynsTati KOHTPONK AXOCTi NiKAPCEKOTO 3aco0y BiAnoRinawTs pumoram MKS no PIT Ne UA/S168/01/01

'Pimmenus: Binnosinae

Im's
Tlipmuc

Harta

Tipuseauenns: Vipaina (U15893)

K. Te#tnnapy.
Inignuc/

11.01.2023




