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AEPKABHA CIIYKBA 3'.JIH<:APCBKHX'_'3ACOHB- TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBHKIN OBJIACTI

npocnext Banepia Jlobanoscekoro, 51, M. Kuis, 03110, ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog CAPIIOY 37078774

| BUCHOBOK .
[PO AKICTH BHe3eHOTo B YKpaiHy JIKapcsKoro 3a¢00y
08.05.2023 N:20080/23/10
... JEPHTOJI®

(raiiMeHyBRHHS RIKAPCEKOroe 3ac00y 3riAHO 3 pRECTPAUINEM NOCRITECHHAM)
TabaeTu mo 4 mr o 10 Tabaerok y Guricrepi; no 2 Guicrepy B KapToHHiil ynakonui

(thopMa BROYCRY, AO3YHAHHR, B faKyBaHHS MiXapchKora yaceby)

Howuep peectpauiiiroro nocainzenns UA/9035/01/01 crpox ail peectpaniitnore moceizuenna 01.01.2099

Cepis aixapcrkoro sacody Ne R26A0123 KinskicTs BRe3eHoro nixapeekoro sacoby 120
Bupotumx 3AT Gapmanestiunni 3asoa ET'IC, Yropmuma
{najiMenypanns ppoOHIKA NIKAPCLKOIO 3acoby, KpaiHa TOXOPREEH)
Baeseno B Yipainy CrintHe ykpainchLKo-ecToHCbKe NiTAPpHEMCTBO Y G0pMi TOBAPHCTEA
'3 obmexeroro BinnosigaasHicTio " OntiMa-@apm, JATA", ixenr. koa:
21642228

(naitMenypanna 12 xof 3a CAPIIOY wpuanunoi ocobu abo npispmmue, iM'a, mo barekesl thiskunoi
ocolH - nignpHemus, I Micue npo#HBaEng T2 peccTpauiiinmuil HoMep OORIKOROT KAPTKI MAATHHKR
nogarxie abo cepin Ta HoMEp nacnoprta)

Hpororon sisyansroro xemrposiio sia 08.05.2023 M 1300/28.

35 pelymBTATAMH JEPRABHOIO KOHTPOM0 BCTZHOBNCHO, NI JHKAapCsKEA  2aci6  Baeseno B . VEpaiHy -3
llﬂTpHMEH HSIM BIRMOT 3aK0HOJABCTBA IIOAD 3a6e3meyeHts SKOCT] NiKapehKIX 38c0BiB,

(iuiidiie ravipiime)




3A0 Papmanennaecknit 2asoa ITAC

IOPHIMYECKHT anpec:

1106, r. Byaaneurt, yn. Kepéctypn, 30-38, Benrpun
Tenedon: (36)-1-803-5554, Tenedaxc: (36)-1-803-5556

daxmsieckiil aupec

9900, r. Kepmenp, yn. Maram xupail, 65, Benrpun

3AT ®Ospmancemrysmnii sasox ET1C
FOPHAHYHA anpeca; )
1106, M. Bynanemr, Bya. Kepecrypi, 30-38, Yropmyina FLE T
Tenedon: (36)-1-803-5554, Tenedakc: (36)-1-803-5556 SRS
haxTruHa anpeca; 4
9900, M. Kepmenn, pyn. Maraim kipait, 65; Yropimna

Cepraduxat xauecrsa / Ceprudixar saxocti Ne 345K/2023./NR

Haunmenosanne npenapara:/
HalimeHyBaHHS Hpenapary:
Cepusa Ne: / Cepia Ne:

Homep ananuss; /
Homep ananisy:. |
Hara ananusa: / [lara aganisy;

Honep perncTpanoNHoro
cBHAETEALCTBA: / HOMED
peecTpantiinoro DoCBiAICHHA:
Cpox pelicTBHA per,
eBHACTEIbCTRA: [ Tepmin aii
PEECT. HOCBiAICHEA:

Cana aelicTBHA/aKTHBHOCTE! /
Cuna Nii/aKTHBRICTE:

HoxaiaTenn xaMecTBa/
TIokasHUKH AKOCT

Onnecanne npenapata: / Onuc
mpenapary:

Pasmepns: / Poamipu:
= Anamerp: / miamerp:

- BBICOTA: [ BHCOTRL
Tleanmuuneers 1: (YO-
cnekrpodoToMeTpHA): [
JTaenwmndikanin 1: (Y-
 CNEKTPOOTOMETPLA)

TlopnunnoeTs 2: (XHMAHECKAR

‘peaxuns) / Lnenmudixauia 2: (xiMiuna

peaxuis)

KonmuecrseHRoe conepKaHAe
AelicTEYIOmero gexiecTna (Y @-
cnexipodoromerpua): / Kinskicynii
'BMICT AlIOY01 peaosiHn (VP
“crextpodoromeTpis)

[TTocroponnne nprmect {(BIKX) /
Cynposioni aomimku: (BEPX)

-moGas npearnd, npumecs A; B, C:/

Oy ar-sixa inenmud. aomimia A, B, C:
- Ji0as venaenTHD. mpuMech*: /
Oyan-ska HeiaenTH]. noMilKa*:

=~ CYMMa npuMmeceii: / cyMa JOMLIDOK! . z ":

PacTeopenue: (nepexon
ACHCTBYIOUIEN 0 BLUICCTEBS B PACTB
Posumiienss (nepexia gilouof pevonfH
‘B PO3THH)

g

Tepuron®, rabnerics no 4 Mr Na 20 (10x2) 8 Gauctepax /
Iepuron®; Tabnerku o 4 Mr Ne 20 (10x2) y 6aictepax

R26A0123 Jata npoussoacTsa: / 01.2023.
HaTa supoOHHAITRA: N

KGY/2021/6285 Topen no: / Mpunatuuii fo: 01.2028.
26.10.2021. KomnuecTso npoayxuuu B cepum:/ 8000 ynmakosox:

~ Kimexicts nponyxmil B cepit:
UA/9035/01/01 Howmep nuuensun: / Homep ninemsit: ML Ne: HU-M-EGIS
beccpounoe/  Homep ceprudnxara GMP: / 0GYI/10157-7/2021
GescTpokope: Homep ceprudirary GMP:

1 rabnerka coxepxuT NHUOpOrenTaAHEA ruApoxopuaa 4,0 Mr/
1 rabnerka MicTuTs HMNpoOrenTamuAy rixpoxnopuay 4,0 mr

Pe3ynnTathl/ Hopmpy/

Pesynsraru ‘Hopmu

Cootsercrayer/  Beable mil cepoaro-Geisié Haockue. Kpyriinie TabneTin ¢ dhackoi, ¢

Bigmaosigae puekedi na oaHoll cropone 1 xyrooGpassedt rpasnpeskoit «PERITOL»
K2 Apyiro#t cropome, Ge3 mian mourn Ge3 3amaxs / Binmi abo cipysaro-Gini
TROCKI Kpyrmi TabfeTkH 3 ¢AacKoKW, 3 PHCKOIO Ha OJHOMY ol Ta
nyronoxibumy rpapiiosamiy «PERITOL» Ha inwilt cropont, 6e3 abo maiike
-6e3 3anaxy

‘Cooraercreyer/  owouto 8,0 ma / Griisbxo 8,0 MM

‘Binmosipae |

291-301mm 3,00 Mm £ 6% (2,82 - 3,18 mm)

‘Coomercieyer/  V@D-cnmeTpsi. MOTIOMEHHEA HCNLITYEMOTU PACTBOPA M CTRANAPTROTO

‘Bimnopinae 'PACTBOPA HHOPOTEATAAWMHA THIAPOXJCPHAS CCCKBHTHAPATR, CHATLIE
OAHOBPEMCREO, B AWAHAZOHE NIMH Boikr 200 — 400 oM RO/DKABI HMEeThH
GABMHAKOBYiI0 dopmy kKpuBell, MakcrMyM InorhomeHnA  JOJDKCH
HAXOAKTHCA HpH AruRe Bombl 286 = 2 wm / YO-cnexTpH normmsanss
'BHAIPOOOBRYBRAHOTO POIMMHY | CTAHEAPTHOTO PO3UAHY IM{IPOTEHTANMHY
TIAPOXJIOPHMAY CeCKBiriapaTy, 3HATI OAHOYACHO, B AlaNa’oHi JOBXMH XBHIb
200 - 400 uM momMHRI MaTH ommaxoBy Qopmy kpupol. MaxcHMym

o . TIOTIHHAHHA NOBMHCH JHAXOAMTHCA TIPH JOBXHHI Xpwii 286 & 2 M

CootsereteyeT/ B pesybTare XHmMMAecKol peakHR BHIHANACT KOPHIACBAIH 0CAROK /

Binnoginae B pesynprari ximMitpol peaxiii prmanac xopruHesiii ocax

4,06 mritaba, 4,00 Mr £ 3% (3,80~ 4,20 mr) xunporenTanHHA rHAPOXTOPHIA /
Tabieria, (win 4,30 mr + 5% (4,10 ~ 4,50 mr) upnporenTaguns 0
THApOXIOpHAA cecKBHrHAPRTS / TaGaerka) / 4,00 Mr + 5% (3,80 - 4,20 mr)
UHTIpOrenTAARHY rispoxnopuny / TaGnerxa, (abo 4,30 Mr+ 5%
(4,10 - 4,50 mr) temporentaauy MAPOXIOPHIY cecKeiriapary / tabnerka)
*: Koausecmeo npumeceii supaxcere ¢ yunpozenmaduna HCl x-1,5 H,07
*: kinoricmn Qomiutox supaxceno ¢ yunpozenmaduny HCl x-1,5 H:0

npu gpnycKe: 2 KOHKE cpoKa Zo0HoCHI: / Hanpuxityi

R Bpu SunyCKy: MEp MLy npudamuocmi:

< 0,05 % e Gosee 0,2% / e Ginbme 0,2%  ne Gosree 0,2% / ne 6inmvme 0,2%

0,06, Yoy, He Bonvee 0,1%* / ne Sinpme 0,1%*  ne Gostee 0,2%* / ue Ginpme 0,2%*

:_. AT |

. reimGonee 1,0% / e 6inbme 1,0%  ne Gostee 1,0% 7 ne 6insie 1,0%

Hevrenee 80 % (Q) o7 HoMHHAALHOTO KOMIMCCTRA [eifCTBYIONIErD

e & TBA JO/LKHO NepelTH B pacTBop 38 30 mun / He menmue 80 % (Q) sin
RUIBHOT KiNBKOCT Ai10901 pevoBEHN Mac nepeliTa B po3duH 3a 30 xB

2 @«:ﬂ,yﬁzj




3A0 OrpmanenTrueckuit 3apoq ITHC

OPHIHYECKHIE agpec:

1106, r. bymanenrr, yn. Kepecryps, 30-38, Benrpus
‘Tenedoit: (36)-1-803-5554, Tenedakc: (36)-1-803-5556

-paxrrueckuit agpec:

9900, . Kepmenn, yn. Marsm knpait, 65, Benrpus

Cpénuinn macea: / Cepeitsin Maca:

Oanopoxnects Maccent: / OnHopimicTs

- MacH:

Pacnagaemocini / Posnagamis:
‘Teepaecrn: (yeTolunBoCcTS K
‘pa3aasmmeanmio) / Teepaicrs
(crifikicTs A0 PO3AARFORAHHL):
.HerapaeMocts: / Crupanns:

TloTepa 8 macce npn BoIcynABAHNN: /

‘BrpaTta & Maci npn BuCYmTYyBauHi:
OAKROPOINOCTL AOIHPOBIHMNA:
(YO-cnexrpodoremerpun) /
-OnHopinuicts go3ysamn; (Y &-

- CLIERTPOPOTOME TDIN)

OaROPOAHOCTE Z6INPOBAHHA

'M0J10 BHHOK TabjreTox:
(¥YD-cnexrpodoTomerpun) /
-OpsopimHicTs A03yBanys M100BHHOK
rabnetox: (Yd-coexmpodoTomerpin)

MukpobronoryuecKas uncToTa: /
Mikpobionoritsa ucToTa;

= obuiee neno a3pobubix
‘MEKPOOPTRNAIMOB: [ JaranbHa

KiZibKicTs aepoOHHX MiKpoopraHisMis:

- obmee wacae rpubos: / saransna
'KifbkicTs TpHOIB:
~ Escherichia coli:

Pa3mep u TN ynakesxn: / Posmip |
“THII YTIAKOBKEL

3AT Dapmaneernuunii aapox EIC.

IOPHARYHE Aipeca; ) ¥ cr

1106, m. By nariewnt, syn. Kepecrypi, 30-38, Yropmuna R

Tenedou: (36)-1-803-5554, Tenedaxe: (36)-1-803-5556 S
GakTHMHa appeca

9900, M. KepMenn, Byn. Maraw kipaii, 65, Yropinra.

Tiepnror®, ratnerson mio 4 mr 3% 30 (1052) o Gamerepns

Iepuron®, raGnerku no 4 mr Ne 20 (10x2) y Gnicreépax
Cepust Ne: / Cepia Ne: R26A0123 |

199,5 mr

Coornercreyer/

Biznosinae
2 Muu/xe
53H
0,2%

4,3 %

AV *3,3

AVip=144

<10

<10/

Cootsercrsyer/

Bimnoginae

Coorsercreyer/

Butmorinae

200,0 mr 2 7,5% (185,60~ 215,0 mr)

Orcnolenne 0T cpefHeii MACCR:

s 90% (18/20) ratierox - ne Gosiee +7,5%;

ans 10% (2/20) rabnevox ~ né Gonee +15% /
BimxuneHns B cepeaHnoi Mac: -
ans 90% (18/20) rabnerox — we Himuie + 7,5%,
s 10% (2/20) TaGnerok — He Sinbme = 15%

ne Gonee 15 munyr / ve Ginbme 15 xaunns

we menee 30 H / ye memme 30 H

we Gonee 1,0 % / ue Ginpe 1,0 %
ue Goree 5,0 %4/ ne Ginpmre 5,0 %

cotsaco Epp. @apm.:

AV < 15,0 (n = 10), ecsin yenosHe He BEINOARACTA, To AV < 15,0 (0 = 30),

i ans 30/30 TabiieToK KoAHUECTBEHHOE CogepaANME KelicTBYIOMIETO
BEMLCTBA AO/UKHO HAXOEHTLCA B HHTepnane §,75xM — 1,25xM /

3rigHo €pp. Papm .: |
AV £15,0 (n = 10), axio yMoBa He BUKOHYETRCH, TO AV <15,0 (n=30), i
ana 30/30 TabseTok kinpkicHuit BMiCT 0401 peyoBrin Mac nepeGyBaTi B
inrepaani 0,75%xM - 1,25xM |

Coraacno Enp. @apm.: | -
AV 215,0 (n = 10), ccir yosroBRe He BHINMOJAHKETCA, To AV < 15,0 (1= 30),
i ana 30/30 nonerHOK TabNeToK KOIHUCCTBEHHO coACpKAHHE
ACHCTBYIOHIErD BELECTBA J0/IKHO HAXOXHTRCH B HuTepBane 0,75xM -
1,25xM /

3rimwo Cap. Papu .; -

AV <15,0 (n = 10); axuto ymMosa He BUKOHYETRCS, 10 AV < 15,0 (n=30), 1
anx 30/30 TaGretox kinbkicuuit BMIiCT Af0907 pedoRnHH Mae nepeGyBaTy B
inTeprani 0,75xM - 1,25xM

ie Gonee 10° B 1 r mpenapara/ ue inswe 10°8 1 v npenapary

e Gonee 10° B.1 ropenapars / He Ginsme 102 8 11 npenapary
oTeyTeTBHE B 1 ¢ ipenapara / Bincyrhicts B 1 r npenapary
Mo 10 raGaerox s Gnnerepe; no 2 Gauctepa B KAPTOHHON YNAXODKE ¢

maprupoBKell HA YKpAHHCKOM s3Bixke, / TTo 10 Tabnerox y Grictepi; no 2
GnicTepH B KapPTOHKIH YHAKOBLE 3 MAPKYBAHHAM YKPaFTHCHKOIO MOBOIO.

HacTesimnm 1 yIocToBepsIo, 910 NpPHBCHACHHAN BbINe HHpOpMaUnT HBAKCTCA AoCTOREPHO H Toumoil. 3Ta npeayxnua Onina
APOHIBEACHR (BKIOMAR YHAKOBKY/MAPKUPOBKY) H NPORCACH KOHTPOIL €¢ KAUSCTRA. HA BLIICYIOMBHYTOM Y9a¢TKe B NOJHOM
cooTReTcTBRM ¢ Tpebonanunmu GMP, ycTaHOBICHHBIMH MECTHBIM DETY/INTOPHLIM OPraHOM, A TAKKE COTAACHO cneupMKALNY,
CONEPKAMMEACR B PErHCTpPammoRHoM Aochbe. HpoToKosihl NPOHIBOACTBA, YHAKOBKH H ANAJHIOS OBLIM NEpeCMOTPERbLE M
yeraropaesno cooTeererpire GMP / LM s saceixayio, mo nasenena sume indopmania e gocrosipuoro i Tounoro. 1o mpoayxuito Gyno
BHrOTOBICHO (BKMIOMAKOYHM YIIaKOBKY/MAPKYBAHHA) I HpoBedeH0 KOKIPONE T gkocti Ha BMniesraganilt ainsxni B nopaii BIMIORIAHOCT] 3
aamoraMd GMP, BcTaHoBneHMMH MicLEBMM pPEryNASTOPHMM ODraHoM, a4 TAKOX BiANOBIAHO A0 cneuHdikawi, Mo MiCTHTRCE B
peectpatiiinomy focke. IpoTokom supoGHHLTEE, YNAKOBKH Ta aHami3iB 6yJI0 IEPErmHY TO | BCTAHOBIIEHO BignosiaHicTs GMP

UA/ 0571 22

Byasnsinx - Bourpua
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