JEPKABHA CJIVIKBA 3 JJIKAPCHLKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIN OBJIACTI

npos. Ceitimunoi Hagii, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOV 37078774

BHUCHOBOK
Hpo AKICTH BBE3EHOT0 B YKpaiHy JikapchKkoro 3acody

21.02.2024 Ne 5311/24/10

JUKJIOBEPJI® PETAP
(HaiiMeHyBaHRs NiKapchKOTO 3ac00y 3TIAHO 3 peeCTPALiMHUM MOCBITUEHHM)
Karcyu TBepai nposonrosanoi aii o 100 mr; mo 10 kancyux y 6uicrepi; mo 2 Guicrepu y
KAPTOHHIN Kopooui
((opma BuTyCKy, H03YBaHHA, BRX NaKyBaHHA JHKapcLKOTO 3ac06y)

Howmep peectpaniitioro noceiguenns UA/9701/04/01 crpox zii peecrpauiiinoro mocsizgenns 01.01.2099
Cepis nikapcskoro 3aco6y Ne 39019 Kinnkicte BBe3eHOTro Nikapepkoro 3acoby 8748

Bupobuuk BEPJIIH-XEMI AT, HiMmeuunna

(HatiMenyBaBHA BUPOGHHKA JiKapchKOTo 3ac06y, kpaiHa MOXOMKeHHS)
Baesero B Ykpainy Crinpue ykpaiHChKO0-eCTOHChKE MANpPUEMCTBO y opMi ToBApHCTBA
3 o0Mexenoro BinnoBiganbHicTio "OntiMa-®apm, JITI", inent. xox:
21642228
(nafiMenyBanms Ta kof 3a €EIPTIOY topuauuHoi ocobu abo mpisBuILe, iM's, 1O GaTbKoBI (izuunoi
0cobH - minmpuemus, i Miclle IPOKUBAHHSA Ta peecTpallifnuit HomMep 06IiKOBOT KapTKH TUIaTHHKA
nonatkie abo cepis Ta HOMep macropTa)

IIpoToxox BisyannHoro konrpomo ix 21.02.2024 N 0078/12.

3a  pesylbTaTaMM [EpKABHOTO KOHTPOMIO BCTAHOBIEHO, IO JIKAPCHLKUM 3aci6 BBeseHO B Vkpainy 3

AOTPUMAHHAM BuMOT 3aKOHOJABCTBA OXO 3a6€3MEUEHHS AKOCT] KAPCHKUX 3aCOBiB.

L RRTAKO
B.o. naut Ay 03\3‘
HArIBIY ffa LY
nigapehEHXSack
e 3 TOKY N

(nochlonBoeDu Gpri

Anna KJIOCBA

{igiamm 4 npispHine)




" MENARINI

Ceprudikar akocri
BuxnoGepn® peraps
Kog npoaykry. F151265
Nepxasa-snpoBHUK Himeuivitia
Homep peecTpatlifiHore nocaiAveHHs! UA/8701/04/01

Howmep cepii: 39019
DNava supoBHuTea: 09/2023
Dara sinycky cepii: 12/01/2024

Paawip cepii: 49907 yn.
Jlikapebka hopma: Kancynu teepai nponosroparol 4if na 100 ar
Crna Ali/AKTHEHICTb: 1 (;(éu;iyna TBEPAA OPOROHrOBAROT AT MICTUTL AUKNRODEHAKY HATPIK
Poamip Ta TIN NakysaHHs: Mo 10 kancyn y Bhicrepi; no 2 Gnicrepy y KkapTosHii kopotui 3
MAPKYBAHHAM YRPETHCHKOIO MOBOID
HalfiMerypaHHst | MICUB3HAXOMKEHHR BERPIM-XEMI A, I'ninikep Ber 125, 12489 Bepnix, Himeuwinua
BUPOBHMKA, WO BANycTUa cepito B obir:
Homep niyensii na snpoBHuLTao: -DE_BE_01_MIA_2022_ 0011
okasuux Coeundixauis Peaynbrar
3ouRILHIG BUrMAR Taepai KenatuHosi kancyny iy Giroro A0 KPEMOBOFY KONKOPY Bigrowinae
(3a6apenexHa He inTeHcUBnie, Hbk 8001 no RAL) (posmip kancys
2). BmicT: kynsicrirpanysu gig BInoro KoMopy A0 K0NLOPY
CRoHOBOT KicTKM (3a0apBrentn He iwreHcuaHiwe, A 1014 no RAL).
CepenHs Macs HoMmiHanbHe sHaugHns 0,220 r Binnosigae
QaHopigHicTn macu £ 10% Bin aHARRBHOT COPBIHLOT MACK ¥ 2-X 13 20 kantyn ewicr Bignosinae
MOXE BIAXUIATYCS Ha + 20 % Big sHangerol cepeaHLol Macy
Posnanaris QBOnOHKA KANCYNK POINAZAETHCH NPOTAIOM 16 XBUNMK 3. x8
PQswHERHA
< 9Epe3 1 ropuny 25~ 50 % 43, %
~uepes 4 roguny 45-90 % 6. %
~qEpas 8 ropuH He meHwe 75 % 91. %

Inewmdikauis gurnothenaky warpilo (BEFX)

[ara aariHueHHs TapMiny npuaariocri 09/2026

Yacy YyTOUMYBRRHA HIKIB Ha XPOMATOrPaMax eTanoHRoro T1a
BAMPOBOBYRAROIO POIMMHIB NOBUHHI 3GiraTheR

Nosurunero

Kinbiicumi amict puknodieraky Hatpiio 95 - 105 % Big, sxAIAMOT HA BTYKETL KiNbKOCTI AHI0NOT PEUOBHHM 100. %
(95.0 =~ 105.0 mr/kancysy)
Inewrvdpikadis Turary giorenay Konbopora peakuia: YIBOpEHH# KOBTOrG pOsuury Ha nposoavions
(E 171y~
Kinskicki BmicT gomitoK
« 12 8-Lnxnophening-2-ingoniHow (Ph, He Ginptue Hii 0.2 % < 01 %
Eur. gomiwia A)
< 2-{(2,6-auxnopdeHinjaminel- He Binsiue rix 0.2 % < 0.1%
Geraaneaeria (Ph. Eur. powmiuka B)
~ IHAONIH-2-0WH He Ginpuie vk 0.2 % < 01 %
(Ph. Eur. gomiuwka E)
Heigerudironani RoMiLURY:
« QRPEMO He Ginbiug Hisk 0.2 % KoxHa < 0.1 %
-8 Cymi He Ginbie Hix 0.5 % < 0.1 %
Behoro JoMiLIoK He Ginbiue vk 0.7 % < 0.1 %
Brpara 8 Maci npu sucyilyBansi He Binwtue HX 1 % 0.7 %
MixpoBioporivng swerora’ Ph.Eur. 5.1.4
TAMG e Ginbuwe 10°KYO & 1r He nponogunocs
TYMC He Ginsie 10° KYO B 1 ¢ He nposogunocs

Escharichia coli

gipeyrni

*BunpobybanHA NPOBOAKTLES NPUHANMHE OAMH PA3-HA PIK 260 HE KoK nacsTii cepil.

3anna npo ceprudrikauito:

He nposoaunocs

UMM S 38CRIANYI0, U HABEASHA BULLG IH(hapMALIR. € AOCTOBIPHOIO T TouHMK. LiKY ceplio npOAYKWE Byno aupatneno (BRAIUMONM NarYBaHHA/MapKYoants) Ta
NPOBEAEHT KOHTPONE 1T AkocT! y noBHii BianoniaHocT 3 anmoranmy GNP, seTasoBieHm MIGUEBMM PECYFHTOPHAM UPFAHOM, 8 TAKOXK BIANOBIAHO A0
cneLpiranit, wo MICTHTEOH Y PEECTPAUIARoMY ROCHE KpaiHu-iriopTepa. MNCTOKONH BUPOBHULITEA, NAKYBAHHSA T8 AHANIZIE BYNO NEPRIISHYTO Ta BCTAHOBNEHD
signosiaHicTe GMP, e

YnosHOBAKSHA Peoba
1210112024
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JTEPKABHA CJIVIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA Y KHIBCLKIN OBJACTI

npos. Ceitmiranol Hanii, 3, m.Kiis, 02099, ren/darc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BHCHOBOK
NpPo SIKICTh BBE3€HOT0 B YKpainy nikapchkoro 3acody

13.02.2025 Ne 4932/25/10

JUKJIOBLEPJ® PETAPA

(naliMenysanpy Zikapckkoro 3acoby ariaxo 3 peceTpatiifM OCDiMEHHEAN)
KANCY/1H TBepAl mponoxHrosanoi Ail no 100 mr; mo 10 xancya y Gaicrepi; mo 2 6aictepu y
RapToHHii Kopobui

{thopsa BUNTYCKY, AG3YBAHIN, BHA TIAKYBAHAN JUKAPCsKOro 3acoby)

Homep peectpanifivoro nocrimacnus UA/9701/04/01 crpox nif peecrpanitinero nocsipuenns 01.01.2099

Cepin nikapeororo 3acofy Ne 49033 KutsKicTs aBeseroro mikapehkoro sacoby 11664
Bipobauk BEPJITH-XEMI AT', Himeuunua
{:aiimenysanus BipobRiKa nikapcskoro sacoby, Kpaiaa noxoqxedns}
Bpeaeso B Yxpalny Crinbne yRpainchbRo-eCTOHChKE NiRnpieMcTBO Y hopmi ToBapHETEA
3 00memxenolo Bizmosiganenicrio " OnriMa-Mapar, ITH", igent. non:
21642228

(naiimenysanna Ta xox 3a EJIPTIQY 1oprakunol ocoln alio npizenme, im's, no Garbxosi tistrol
ocolH - pianpuenmir, § Mictle TpoXIBAHHL TA PecCTPaNlifinsi HoMep oBaiKOBOL KapTKN MAATHIHKA
nonaTxis aba ¢epid Ta HoMep macnopra)

IlpoToxoa Bisyanunoroe xourpoam six 07.02.2025 N 0353/9.

3a pesynpTataMi JAEPXABHOIC KOATPOI0 BCTAHOBACHO, o jtixapchkuil 3acid BeeseHo B Yrpaimy 3
SOTPHMAHHAM BiuMor 3aK0H0A35CTEA (o0 3a0e3NeyeHHA K0T HKApCRKHX 3acobiB,




AROGHAR:

Homep peecTpauiiHGio nocaiguenig
Hatep cepit: 49033

Hara enpobrmgrsa; 08/2024

Aara sunyery cepil: 13/01/20258

Nlikapesea dhopma:

Cuna aiifskrunnicT,

Poasip T mun nakysanns:
Hanmenysaris | MiCUesHaxemKentn

GUPOBHMKR, WO BANYCTHB capio B obir
Homep miueksi 1o supoBiures

Cepeaus maca

HAMHICTL MOCH

Poanagasms
Poavimmgtivs
LT

231 rOimIY
34 rORMHR
- NRpRES & rognH

Inerrubicalis snahenaky warpiio (BEPX)
Kinbiickih BicT guiciodenary Harpi

lpenTudinauis TuTaky aiokcuny
(B 171y
Kirrieni sstior gemaiiuok:
- 1-{2.6-[uxnopdenin)-2-ingonison (Ph,
Eur. pomitxa A)
2-{(2,8-ginopdieniniam .
Bangansaerin (Ph. Eur. gomiuka B)
- IMponis-2-0zmn
(Ph. Eur, gomiuica )
Heigerrudikonant Jomisy;
- ORPEMO
-1 Cynai
Benoro poMitor
Brpata B Maci npy BUCYLIYBAHNI

TAMC
TYWC

“Bunpolysarts neoBoAMTLE
3ansa npo ceprwhikaio:

LM 5 2ACRIAUYIO, L0 HARGAEHA BILIG HIOPMALIS € AOCTOBIDHOK Ta TOUHOI. LU0 Seplio APOAYKUIT BY0 RAPOBNEHO (BRAKMAIOMU RAKYBAKHS/SAPKYBaRKS) T3

MENARINI

Ceprudpikar sikocTi
Laxnobepn® pevapy,
F166220

Himeyuina
UA9701/04/m

ATA FANHUGHBR TERMIHY OEuaaTHOCT: 09/2027
AL

Posmip cepii:

Kancym t8epai nponosresardol 4ii no 100 mr

T Rancyna TBEPAS OPONCHIGEARGT AT MICTUTS AnEnotheraky HaTpio

100 nar

Mo 10 kancyn y Bricrepi; no 2 Gnicyepu Y KaproHHill kopof
MAPKYBAHHAM YKPBIHCLIEIO MOBOK

SEPIUM-XEMIAF, Privikep Ber 125, 12489 Bepniv, Himeuuua

DE_BE_01_MIA_2022_0011
Cneyudixauis

Tsepal wenatuHosi kancynu sig, Sinora Ko «

AMOBOTO KOMbUPY

Binnosigae

{(sallappners He inrencueniwe, Hik 8001 no RAL) (possmin sancys

2). BMicT: xynacti rpanynis Bin Sinoro komkopy 10 KORbOpy
CASHOBOT

Homisanuie asauenss: (0 220 1

110 % pig SHBBASHOT CapeaHLOT Mack: v 2-x i3 20 RAGCYN 8T

MECHE BIAXMIRTACH HA & 20 % BiQ IHANACHOT CepeAbol MacH

OBONoMIEa KENGYIN POAERHSTOCH APOTATOM 15 XQUMMH

25 -50 %
45 - 60 %

He menwe 75 %

Hack yTpUMyBaKHHS NIB HA XROMATOTRAMAX BTANORHOMD T4
BANRGEOBYBAKOIC POIUMKEIB NoBMHHE abiraTies

85 - 105 % pifl BKASAHOT HA BTURETLY KINLKOSCTL AHONOT PEUOBIHY
(95.0 ~ 108.0 mrikancyny)

Kormuoposa peakyis: YTBOReHHs MOBTOr posuuHy

He Sinolue vk 0.2 %
He Birmie wix 0.2 %

He Binwsue Hiw 5.2 %

He Sinple wix 0.2 % roxea
Siblue Hik
He Ginbiue Wik 0.
He Sinblue Wbk 1 Y%
Ph.Eur, 5.1.4

e Birswe 107 KYOs 1r
me Girowe 167 KyQ s 1 ¢

BiACyTH

T ORUM PEY HA DI A80 HE KCXHIS HRCATHA capil,

T RiCTI (3adapBaoin Be inTencuaniwe, 1k 1014 no RALY.

Bigrosinae

Bianoed

45
Ll
42

MosnTugHo

a7,

He nponogunocs

0.2
0.2
0.2

a7

He npoposunocs

I

& (R0BOAMAQCH

Ha npoBognnoch

MIPOYBAEHD KOHTPCTL 11 SKOCTI Y NOBHIA HANDBIANOCT 3 BUMOraMY GIMP, BETAHORNEHIIN MICUSRMM PRFYNSTOPHIM DPIaHOM, @ TAKOK BIANDBIAHO 40

CIBUADIRALIA, LIO MICTHTRCH ¥ PEECTPAUIANDIY R0CHE kPATH-IMNOPTEDa. TTPOTORONY BMPOBHALITES, NAKYBENNH T2 aHaNI3Ee GyNo NEPAMAHYTO T2 BTAHIBNEHD

RIANGBIAHICTL GMP,

i
YOIOBRGHAKERA océ*.b'za
138017202

;\//C’éz__( ‘
&ep e T 1/('"7/(

Ya



AEPHKABHA CIYIKBA 3 TIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KUIBCBKIN OBJIACTI

npos. Caitmrnof Haail, 3, v.Kitis, 02099, ren/paxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog CHAPIIOY 37078774

BHCHOBOKXK
0po AKiCTL BBE3¢HOr0 B YKpainy jJikapeskoro 3acofy

28.03.2025 Ne 13721/25/10

JAUKJIOLEPJI® PETAP]

{HaflatestyBaH1nE TiKapebKOro 3aco8Y 3rilte 1 peecTpamifiumy nacaiTYeHERM)
Kancyan TBepAi nposionrosanoi aii mo 100 yr; mo 10 kancy: y Guicrepi; no 2 6aicrepn y
KRApTOHHIH Kopodui

{hopma Bumycky, AO3YBANIHA, BILL FAKYBARHS TIKAPCLEOrC 3acody)

Hosep peectpawiiinoro nocsiguenns UA/9701/04/01 crpox aii peectpaniiinoro nocsinuenns 01.01.2099

Cepis sikapeexoro 3acoby Ne 49035 Kinskiers BBesenore aikapeskoro zacody 8872
BupobHik BEPIIH-XEMI AT, HiMeuunua
{nafiMeHyBaKHA supobHIka RiKapCekaro sacoly, Kpaina noxogHeHn}
Baeseno. B Yrpaiuy CnisbHe YKPAIHCHKO-eCTOHChKE MIZNPHEMCTBO ¥ opari TOBapUCTBA
3 00Mexeno10 Bignosinaawnictio "Onriva-Gapm, JITHT", izenr. ko
21642228

(#afimenyranns 1a RoX 32 €PITOY 1opuanssel ocabs afe npisenute, iy, no 6arekosi disws ol
ocobst - nianpieMis, T Micne npoxUBAHRA T4 prectpauiiinnmii soMep ofaikonol KapTry mIaTHIKD
nogakis 260 cepid Ta HOMEp BaCTIopTa)

Tlpororoa isyaasnoro konrpomo sia 21.03.20235 Ne 0867/12.

31 pesyabTataMit [epPKIBHOTO KOHTPOMO BCTAHOBAGHO, IO JHKAPCHKHMET 3acif BBeseko 3 YkpaiHy 3
AOTPHMAHHAM simor 3ak0u04aBCTE MO0 3a0c3neveHns SKOCTI nigapebkiix sacoBie,

Onera €EPLOMEHKO

{nizmmc) {ininiazy T2 npideMIE)




Kog npoayury:
Hepsara-pupotung
HOMED PECCTPHUIRHATS NOCHIAUBHHA
Homep copiit 35

Rara sapobanyg U904

Hara sunyexy cepii. 13701/2025

Nikapcoka dopma’
Cuna gifarmiedicrs:

POIMID T TUR BAKYBAHHA

HatrenyBarns | MICLESHEXOAKEHRS
SUBOOHIIA, 1O BUNYCTHR Capiio B 0bir

Homep niyersil Ha BupGERuLTDS
Ioxasiuy

wrnag

Cepearst Maca

Op EACK

O AHNSA
Pogusien i,
- ugpes 1 rearHy
- 4EPa3 4 FOpVHK
- aBpes 8 ronnn
inerTudhaEuin aukragenary natpno (BEF

KinsicHnll BMICT ZUKNGH

PHARY MATHI
lagHtaikauin TUTaKy aiorongy

(& 171y

ey

ToKICHMI BRICT AGMILLGIC
Shaxnopthening-2-mponmos (Ph.
AL A}
« 242, Gpyxnepsbendn)anig
Gomsanuaenia (Fh. Eur, gqominaa B)
« [HADRIM-2-0fKMH
(Ph. Eur, qomies
TR oMb,
~ ORPEMO
- B uyMi
Bebora Aomiuek

Ao

>3

Bipara v ma
Kkpabionarl
TARC
TYRMT

Eschenchia coll

P4 BUCYIIYHENKE

EUepafyndniiE BRORDIGT LR GO [YiRIE]
3anpa npo ceprRdixauing

LN R IRCHIYI, IO HATCARNE BULE IHGpH
(EOBEAONG KEHTROND 1T akent y noskia sian
A0S U0 MIGTRTLCS Y PERCTD:
sianosiauicts GMP.

Vg
IRUSIPRPY

2w PR 056 Ha RN 2

& ROUTOBINOI T TORMGO. LLO Lepia npoaysull
RAHCCT 3 Bustoriamy GMP, &
IHOMY HOCLE ROaiHn-Lanop!

BERLIN-CHEMIE
MENARINI

CepTudikar AKoeTi
Huirobepn® porapg
F185220

Himeunvn
UAAT010450

HlaTa zakyens Tepa

npuaaTHDeT: QU027

Poaip cepit: 40707 yn.
Kancyn T82pal IRONoHrosanol il no 160 wr
1 KanCYyNa TECPAA BPONCHIORIHOT AT MICTUTH AUKAOHCHARY HATDIO
100 mr
o 10 xaneyn y Gricrept, no 2 Snictepu v kapronHii kopobui 3
MAPKYREHHAN YEDAIRLHIOIG MOZOK)
BEPHN-XEMI AL Cripiep Ber 125, 12489

epri, MHinestaing

DE_BE_01_MIA_2
Cneunbikauin
TBepAi MEeNQTHHIB] KANCYIIW B BIGI) A0 £DGROBOIO KANBOEY
(3a8aPBNEHHS HE HTOHCADKILG, HaK $001 no RAL) {posmin rancys:
2). Breicr wynseni YK BIA SIRCTO KDALSRY AG KOMLOPY
CROHOHDT KICTKM (358aDBIRMEA HE beHonsnie, wia 1014 no RAL)

A1

A6

Hotsinannme suasenns: 0220 ¢ Blanouia,
£ 10 % Bif gHasieHo] CopeiHet Macy, y 2-x i3 20 Rancyn g
MO BigxanaTcs s 1 20 Yo 8L 3HAMKEHST Canaitbal Matk

Biunomaae

GOOMORKA KANCYNH POANBHASTERN NPOTHIOM 15 XsunuH A xB
25 - 50 % 56 %
45 - 60 % 80 %
He memue 75 % 94, Y

Hacy YTRUMYRAHHS NIk 1A XPOMATOTRAMAX SYANOHHOIG Y& Noswrusne
MOPDECHYBAROIE DOIIMIE NOBMKNI abiraTres

98 - 105 % 101 WO STRRE YL RUTBIGETE ABCHOT DOUGBKHY 101 %
(85,0 - 105.% SYIyS

Kornkopoai HA OKOBTOIC [I0DHUHY Hes opoROAMAGEs
He Ginsme 1ix 0.2 % < 04 %
He Gl e 0.2 % o G %
He Giny, K 0.2 % «a Y

N Hx ¥ %%
Phiur 614
e Binvie 10° KYO w1y

wez Gisotus 107 YO0 1 r

ACH0 (BKIHCME
HOBNRMAMY RICHERIES PEFYASITOPHINE OBTEHOM, 3 TIRCK BIRG

POTOKOI Bl

AD

P YESHERG TO

T BOTAKOBNEHO
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AEPKABHA CIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTUKAMMH Y KHIBCBKIH OBJIACTI

nipos. Ceitmunoi Hagil, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Apo SKICTHL BBE3CHOro B YKpainy Jikapcnkoro sacoly

14.03.2025 Ne 10816/25/10

AVNKJOBEPJI® PETAP]

(uafivenypauns mikapeexore acofy arigHo 3 PeCCTPALTLRIM NOCRIATCHHAM)

.....

RAPTOHHIN kopofui

(Popma RiTyCKy, 203yBaHIA, BHA IEKYBAHAR NikapCsKOTo 3ac0by)

Hoaep peectpaniitioro noceiaienns UA/9701/04/01 crpox ait peectpanifinoro nocsiguenns 01.01,.2099

Cepis nikapcekore 3acoby Ne 49034 Kinskicts Baesesoro gikapeekoro 3acody 8748
Bupobnuk BEPHIH-XEMI AI', Himeaunsa
(maiivenypanna sipoGinka nikapeskoro sacoby, Kpailla HOXOmKEHHT)
Beeseno 8 Vpainy Crinbiie yrpainchpKo-ecToHChKe HixNPHEMCTBO ¥ dopmi Tosapuersa
3 obmesreno10 BiAOBiAAALICTIO "OnTiMa-@apm, AT/, inent. koa:
21642228

{HufimedyBanzn Ta kol 3a €APTIOY opiguinoi ccoby afio npiasnme, is's, no Garskesi (ismmol
ocof - mianpreMud, I MicIe NpoXIBaHNA T2 peecTpaniiinui roMep ofAIKOBOT KAPTRH MIATHIIKA
mopaTkie 300 cepig T Homep nacnopTa)

Ilporexosa Bisyasnnoro kentposmo six 10.03.2025 N 0682/8.

32 pesyimTaTaMy JEPAABHOTO KOHTPONIO BCTAHOBAEHO, INO Aikapchkmii 3aciS  BRezeHo B Ygpainy 2
AOTPDHMAHHSIM BiMOT 32KOHOAABCTBA MO0 3a0E3ICUCHHR AKOCTE NiKAPCHKIX 32006iB.

Onsra EPROMEHKO

rexaEorHuorTpoma) {ninmuc) {isinianu T2 mpiasmue)




ERLIN-CHE:
o .

TENARINI
Ceprudirar skocri
HuxnoBepn® perapy

Koa npogykry: F156220

Neprapa-supoBhug Himeuuwnha

HoMep peccTPauiRHoro NOCBIGUeHIA UA/9701/04/01

Homep cepil: 49034

Hara supoBunursa; 0972024 Tlava sakivders Tepury npuaathocti 0812027
Hara svnyery cepii; 13/01/2025

&

Posmip capit 48380y
Tikapeeka chopma: Kancyns raepgi npencrropanci git no 100 mr
Cuna ilfakrusHicTs: 1 Kancyna TBEPAS NPCNOHTOBAHOT ATl MICTUTH [RUKNOMEHEKY HATEI0
100 mr
FO3tmip T2 TUR NEKYBEHKR! o 10 rancyn y Gnicrapi: no 2 BricTepd Y KapToHHii kopabLl 3
MEDKYRAHMHAM YKEATHCLKSK MOBOH:
HatmenyBarts | MICLIBIHAXORKEHHH BEPIH-XEMI A, Fnidikep Ber 125, 12489 Bepnin, Mimewuuna
HUPOBHURE, () BAYCTME cepito g ofir
Homep mysHail Ha snpoGHuUTEO! DE _BE 01 _MIA 2022 0011
Nakagnuk Creundikauin eay)
JoBHilHIK BUNRA Trepa ¥enatuHos! Kancyny sig Binoro 40 KPEMOBHI KONLORY Hignosigae
(aaBapsnertn He iHTancuBHile, Hix 9007 no RAL) (posmip kancyn
23, Baticr: kynacti rpadysia Big Sinoro konboRy 40 K0Mwopy
CroHoRo! [deTRI {3aBapBnanHs He iMTeHcritine, sik 1014 no RAL).
Cepeghs maca FHomirarnae araderis: 0.220 r Banoninae
OaHapinHicTs Macy + 10 % Big sHaipencl cepegHbol Macy, y 2. i3 20 kancyn pmicr Bigniosiyae
MOIKE BIKANATACH Ha & 20 % Big sHaunerol cepefiHbol Machk
PosnapaHHg OBENOHKa KAy POINEAAETHCH NPOTArom 15 xpunui 4, xu
PO3UnHENRA:
~ uepes 1 roguHy 25 - 50 % 48, %
~u@ped 4 roguHn 45 . 90 % 81, %
~ueped § roan He mewe 75 % 88, %
Jnenrudikatin gukaogdenary Hatpilo (BEPX)  Yacu yrpumyaanss ikin 1a XpOMATOIPAMEX @TAN0HHOIO Ta Nosvrnno
BUNPeBORYBAKOrO PO3UMHIE NoBUHHI 3BiraTres
Kinskicuui srict guinodesary HaTpi 05 - 105 % Bl BAIAMOT MA BTUKRTL KINLROCTE ZHOWOT PeUBHIM 100, %
{95.0 ~ 105.0 mrivancyny;
lnenTudikauin Turamy Aiokcuay Konsoposa peaniting YTuopeHs woBTorG posuumny He npesoannocs
{E179)
KiruKichni BaicT goMiluox:
« (2 6-LlvxnopdeHing- 2-imponiton (Ph, He Sirmse vix 0.2 % < 01 %
Eur. gomituka A)
~ 2-[(2,B-grxnopheHiniamisol Ha Ginwiue wine 0.2 % < U1 %
Banaansaena (Ph. Bur. gosilsa B)
- [KgONH-2-0n1H He Binviue mik 0.2 % < 0,1%
(Ph. Eur. pomiuma E)
Heigenruchixonani RoMILIKK
~ DKPEMO He Binbive Wik 0.2 % koXHa <« 01 %
- B CyMt He Sineiue win 0.5 % < 01 Y
Bontro Aemiliox He Ginewe v 0.7 % < 01 %
He Ginsle vk 1 % 0.8 %
PhEur. 514
He Binnlue 10° KYO B 3 ¢ He nposoarnGes
TYMC ue Binbluz 107 KOs 1+ He IpoBoAnAIoH
Eschorichia coli pigeyTHi M (ROBOIMIOCH

50 H3 KO

*BaAnpOOYSaRHR SICBCANTLUA NPKHAGN
3anpa npo ceprudikaiio:

LM 9 SRCBIAUYIO, IO HABEABHE BULLE THDUPMELL © ACCTOBIPHOW T2 ToMHOK, LU0 cephio npogyuil EYA0 BAROGNEHD (BKIOUaIOY AAKYBAHHS MAPKYRAHNR) T2
FPOREABHO KOHTPON I AKOCTI Y NOBHIA BIANGBIAHOET! 3 BUMOraMI GMP, BETAROBNEHUMY RICUGBIR PETYSIATORHIM OPFEH, @ raKoa BIgNeBIaRo 40
SRELMTIKALIA, 1O MICTATLCR ¥ PECOTRALIINOMY AVCHE KPAMU-IMAGRTEDE (pororsnm BUROBRILTBA. NARYBEHHS T& ZMam3is OyNe MRPRINAKYTO T3 BOTAROBASHD
pianonigHicty GMP.
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