JEPKABHA CIIYAKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJACTI

npos. Ceitamaaol Hapii, 3, m.Kais, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €APIIOY 37078774

BHCHOBOK
PO AKICTH BBE3€HOI'0 B YKPAaiHy JiKapchKoro 3acody

04.69.2023 Ne 42677/23/10

JAYHETAM®

(HaHMCHYBARHHA NIKAPCLKOTO 3aC00Y 3TINHO 3 PECCTPALIHHNA TOCBI TEEHHAM)
po3uHH 14 in'exuiit, 200 mr/ma mo 5 ma (1 r) B asryai; mo 5 amnya y Gaictepi; mo 2 6aicTepn
B KapTOHHIH Kopobni

{thopma suITycKy, JOIYBAHHA, BT NAKYBAHHA JIKAPCLKOre 33c00y)

Howmep peectpaiiiinoro nocsiguenns UA/8165/02/01 crpok aii peectpaniiinoro noceinuenns 01,01,2099

Cepis sikapeskoro aacoby Ne VO14A0523 Kimkicts ereseHoro nikapesxora sacofy 240
Bupofuuk 3AT dapmanestuunuii 3ason EI'IC, Yropunna
(siaFiMenyRanHa BEpOOHHKA NIKAPCEKOTO 33000y, KpaiHa NOXQTHenHn)
BaeseHo B Ykpalhy Crninbhie YKpalHCHLKO-eCTOHCHKE MANPHEMETRO Y (opni TOBapHCTRA
3 obMme:xeHoK BignosigansuicTo "Ontiva-@aps, JITH", inenr. kon:
21642228

(nakimerysam 1a ko 33 €JAPIIOY wpugnunoi ccebn ado npissuige, iv's, mo Satsrosi Hismanoi
gcobit - mianpemu, 11 Miclle MpOXHBAHHA Ta peecTpaltiitinii HoMep oOmiKOBCT KAPTKIF NNATHMKS
TIOATKIR 200 cepig Ta HOMep NmacHopra)

[poToxea sisyansroro xonrpoato aix 30.08.2023 N 2689/19.

3a pe3ynbTaTaMK ZEPKABHOIO KOHTPORO BCTEHOBSEHO, IO JIKAPCBRME 3aci0 BBeleno B Yipainy 3
AOTPHMAHHHEM BHMOT 33KCHOZABCTBA MIOAC 3a0e3NeUeHES AXOCTI NiKapChKIX 32c0BiB,

[uﬁl.timmnpi: mmm} =




3A0 ®a2pmauepTHYecknil 3apox DTUC
IOpHAKYECKH agpec:

1106, r. Bynanew, yi. Kepecrypu, 30-38, Benrpus
Tenedon: (36)-1-803-5554, Tenedaxc: (36)-1-803-
5556

3AT ®apmauesrruunit 3asoa EI'IC

IOPHAHYHA anpeca:

1106, M. By nanewr, syn. Kepecrypi, 30-38, Yropmuua
Tenedou: (36)-1-803-5554, Tenedaxc: (36)-1-803-5556

(hakTHueCcKHit ampec: ¢H?H3H§wtm: Be i 118-120 A
1165, r. Bynanewrr, yn. Bekensdenzy, 118-120, ;Lﬂ;,u:iléﬂaynﬁﬂtmT, Byn. bekenbdenai, 118-120, &ecis
Benrpus -l
]
Ceprudukar kauecrsa / CeprudixaT axocti Ne 2687/2023/TA
Haumenosanue npenapara: / Jyueram®, pacTBop ans uHbexunii, 200 mr/ma 1 /5 ma Ne 10 (5x2) B
HaiiMeHyBaHH# Npenapary: ammynax / Jlyneram®, posuus mus in’exuii, 200 mr/mn 1 /5 mn Ne 10 (5x2) B
aMmmynax
Cepust Ne; / Cepin Ne; VO014A0523 HJata npousBoacTsa: / lata 05.2023.
BHpPOOHHUIITBA:
Homep anaansa: / Homep ananisy: QC2R/2023/1853 Tonen mo: / MpunaTauit no: 05.2026.
Jara ananusa: / [lata ananisy: 10.07.2023. KosmuecTBo npoaykuun B cepun:/ 12 060 xopoGox
KutbkicTb npomykuii B cepii:
Homep PETHCTPALHOHHOTO CBHIETE/IbCTBA ! / UA/8165/02/01 Homep smuensuu: / Homep ninensii; ML Ne HU-M-EGIS
Homep peectpauiiinoro nocsixdaeHHs;
Cpoxk pelictBus per. cBuaeTeNLCTRA: / Beccpounoe /
TepMiH Jii peecT. MoCBiqYEeHHS: Ge3cTpokoBe
CuJia aelicTBHSA/aKTHBHOCTD: / 1 ma pacTeopa copepxut 200 Mr nupauerama / 1 Ma po3drHy MiCTHT
Cuna nil/aKTHBHICTS: 200 mr nipaueramy
IToka3zaTenu kayecTpa/ PesyabTathi/ Hopmbi/
IToxasHuku fKoCTi Pe3ynvTaru Hopmu
Onucanne npenapara; / Coorsercreyer/ Ilpoipaunsiii Gecusernniii pacreop Ge3 3anaxa, 3anoHeHHBIH B AMIYJIBI M3
Oruc npenapary: Bignosinae GecupeTHoro cTeKnNa ¢ ToMKOH HaToMa o6vemom 5 ma / Tpo3opuii Ge3daperuii
po3unH 0e3 3anaxy, 3anoBHEHUH B ammy/H 3 Ge30apBHOTO CKJIIa 3 TOYKOIO 310MY
06'eMOM 5 Ma
HNopnunHocTh AcHcTBYI0OMEro pemecTa 1. CooTrpercTByer/ Bpema yaepxHBaHusE NMHKA NHPAUETAMA HA XPOMATOrPAMME HCNBITYEMOTO
(BIXKX) / Inenrudixauin airoyoi pevosunu 1.:  Bignosiaac PacTBOPR [0/IKHO COOTBETCTBOBATH TAKOBOMY HA XpOMATOrpamMme
(BEPX) CTAHAAPTHOIO PAcTBOPA NHpaueTama / Hac yTpuMyBaHHs MKy mupalerama Ha
xpomarorpami BMNpPOOOBYBaHOTO PO3YMHY Ma€ BiANOBiAaTH TAKOMY Ha
XpOMATOrpaMi CTAHAAPTHOIO PO3YHHY NipaucTamy
IoanunnocTh AciicTRYIONIEr0 BEINECTBA 2.! CoorsercTayer/ OcnoBHOE NATHO XPOMATOIPAMMBI HCTBITYEMOT0 PACTBOPA AOJUKHO IO
(TCX) / Inentudikautin nirowol peqosunn 2.: Bianogsinae pasMepam, HBeTY H BeJiHuHHe R; C00TBeTCTBOBATHL O0CHOBHOMY NATHY
(TLLX) XpOMATOrpaMmel CTAHARPTHOrO pacTBopa / OCHOBHA IUIAMAa XPOMATOIpaMu
BHNPOOOBYBAHOr0 PO3YMHY Mae€ 33 DO3MIpAMH, KOJNBOPOM i BENTHUMHOK R
BiZTOBIAATH OCHOBHIM ILAMI XPOMATOrpaMy CTAHAAPTHOTO PO3YHHY
KoanuecTaennoe conepxxanne aeifcrsyomero 1,03 r/S ma 1,0 + 5% (0,95 - 1,05 r) r nupauerama/5 ma (95,0 -105,0%) /
BetiecTsa (BIAKX): / Kinskicuuil smict airoyor 1,0+ 5% (0,95 — 1,05 r) r nipauetamy/5 mi (95,0 ~105,0%)
peuosunn (BEPX): |
[ocroponnue npumeck (BIXKX): / Cynposiani npu apinycKe: 8 KoHue cpoKa 200uocnuiy/
aomMiwku (BEPX): npu_ GUNYCKY: HAnPUXiHyi mepMiny npuodamuocmi:
~a100aa uaeHTAGHUHP. npumeck: / Oyab-axa 0,1 % He Gonee 0,2 % / ne Ginsuie 0,2 % He Gosee 0,5 % / we Ginbine 0,5 %
i1eHTH}IKOBaHA AOMIIIKA;
- moban nengenTHGHUHP. NpuMecs: / Oyap-aka < 0,02 % ne 6onee 0,05 % / e Gimsme 0,05%  ne Goaee 0,05 % / ne Ginbie 0,05 %
neigenTuikosana aomimka:
- CyMMAa npuMeceii: fermemeay 0.1 % He Gonee 0,5 % / ne 6inviue 0,5 % He Bonee 1,0 % / ue Ginnne 1,0 %
Z® AIHA - % (Konuuecmeso npumeceii sbipasiceHo ¢ nepecuerme Ha NUPaUemMam / KinbKicmo

OOMIUIOK BUPANCEHO 6 NEPEPaxyHKy Ha nipayemam)

»
IiBeTHOCHAS / K8 CoorpercTeyer/ Oxkpacka npenapara Ao/ukHa ObITh He HHTCHCHBHEE ITR/I0HA UBeTHoCTH By
/ Lo Binnosinae B COOTBETCTBHH AeiicTByromedi Esp. ®apm. / 3abapsnenus npenapary
gs nosunHO GyTH He iHTEHCHBHIlUE €TaoHa KonLOpoBocTi Bs BiMOBIMHO Airouoi
€ap. Qapm.
Ilpo3p Coorsercrayer/ Ilpemapar aonken ObiTh NPo3pauibIM No CPaBHEHHIO ¢ Bomodt s
Binnosinae HHBLEKUHH HJH He JO/HKCH NPEBLIUATL N0 HHTEHCHBHOCTH MYTHOCTH

sranonnodi cycmensuu I / Ilpenapar noeuneH GyTH npo3opuUM y NOpiBHSHHI 3
BOZOK /uia iH’exuif aGo He moBMHEH nNEPEBMIIYBATH IHTCHCHBHICTD
KaIaMy THOCTI €Ta/IOHHOT CycreHsii 1.

pH: 5,8 5,0-46,5
Hasnexkaemuiii 0658m: / O6’eM, 110 BuTAraeThea: 5,0 Mn He meree 5,0 mn / ve menme 5,0 mn
Mexannyeckue Bmovennn: / MexaHiuni
BKTIOYEHHS!
- HEBHAHMDbI€ YACTHIULI; / HEBUAHMI YAaCTHHKH!
- pasmepom / posmipom 2 10 mxm: 12 wir./amn. ne Oonee 6000 wr. / amnyana / we Ginswe 6000 wr. / amnyna
- pa3Mepom / posMmipoM = 25 mxm: | iT./aMn, ne Gostee 600 wi. / amnyna / ve 6inbwe 600 wt, / ammyna
- BHAHMbIE M3CTHUbE / BHIMMI YaCTHHKH; Coorsercreyer/ [Ilpn BmIyanbHoM KOHTpole MeXaHHYECKHE BKTIOMCHHA  JO/DKHDI
Bizxnosigae orcyTeTsoBaTh / Ilpn BizyanbHOMY KowTpOni MexaHiMHI BIJIIOYEHHN NOBMHHI
6yTH BiACYTHIMH
1/2 y - /2
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3A0 ®apmanesTnucckuit 3apoa ITUC
IOpHIHYECKHH aapec:

1106, r. Byaanewr, yn. Kepecrypu, 30-38, Benrpus
Tenedon: (36)-1-803-5554, Tenedaxc: (36)-1-803-
5556

3AT ®apmauesrnunnii 3asoa EF'IC

IOPHAHYHE anpeca:

1106, m. by nanewr, sya. Kepecrypi, 30-38, Yropunna
Tenedon: (36)-1-803-5554, Tenedaxc: (36)-1-803-5556

dakTryeckuii agpec: (hakTHYHa anpeca: - m-
1165, r. Byanemwr, ya. Bekensdennm, 118-120, ;i?}ﬁ,uml;faynancmr, La &K EGIS
Benrpua i -l

Jdyneram®, pacteop nas uubexuwnii, 200 mr/ma 1 /5 ma Ne 10 (5x2) B amnyaax /
Jlyuetam®, pozuun s in’ exuisi, 200 mr/mn 1 1/5 M Ne 10 (5x2) B ammyJiax
Cepns Ne: / Cepia Ne: V014A0523

Crepuasnocts: / CTephibHICTh! CoorBercrayer/ [Hlpenapar aosxen Obirh crepuasuniv / [Ipenapar noBuHen 6yTH CTEPHILHHM
Binnosinae
Bakrepuanbusie 3ngoTokennsr: / Bakrepianshi < 0,6 E9/ma / Copepxanne GaKTEpHANLABIX JHAOTOKCHHOB B Npenapare 10kHo GuITs He
€HJOTOKCHHMU: MO/mn Gosee 5,8 E3/mn / Bmict GakTepiansuux eBA0TOKCHHIB B nipenapari Mae 6yTy He
oitbie 5,8 MO/ma
Pazmep n Tun ynaxosku; / Posmip i Tun Coorsercryer/ [Ilo 5ma (1 r) B amnyae; no S amnyn s 6ancrepe; mo 2 6:ancTepa B KapTOHHOI
YIIAKOBKH: Bianosinae KopolKke; ¢ MAPKHPOBKOI Ha yKpausickom s3bike / 1o 5 mn

(1 r) B amnyni; mo S ammyn B Gnicrepi; no 2 GnicTepu B kKapTOHKIN Kopobui; 3
MapKYBaHHAM YKPaTHCHKOK MOBOIO

HacTosmum A YA0¢TOBEPAIO, 4T0 NPHBEACHHAS Bhle HHGOPMALHA ABIAETCH A0CTOBepHOit H Tounoil. I1a npoaykuus Guiia NPOH3BEALHA
(BK/II0UAA YyNAKOBKY/MAPKHPOBKY) H NPOBEACH KONTPOJIb €€ KAYECTBA HR BHILICYNOMAHYTOM Y42 CTKE B OJTHOM COOTBETCTBHM ¢ TpeGoBRaAHHAMH
GMP, ycTaHOBIEHHBIMH MECTHLIM PETYIATOPHLIM OPraHOM, & TAKKE COTIACHO CHenHQHKAIHH, COAEPXalelicA B PErHCTPALHOHHOM 0ChE.
IpoTeko.int NPOM3BOACTER, YNAKOBKH H AHAAH30B ObINH NepecMOTPEHLI H yeTaHOBJICHo cooTBeTcTBHe GMP / Llum 5 3aCBIAYYIO, 1110 HABEAEHA
BHiie indopmauis € 1ocToBipHOK i TouHe0. Lto npoxykuiro Gy/io BUTOTOBNEHO (BKIIOYAIOIH YIIAKOBKY/MAPKYBAHHS) i IPOBEAEHO KOHTPOJE 1T AKOCTI
Ha BHINE3rajaHiii AingHULI B MOBHIA BiAnosiauocti 3 Bumoramn GMP, BcTawoRNeHMME MICLEBMM PETYIATOPHHM OPraHOM, @ TAKOX BIAMOBIAHO 1O

crieurdikanii, 10 MICTUTBCA B peecTpauifnoMy nocse. ITpoTokomu BUPOGHHIUTRE, YIAKOBKH Ta aHANi3iB 6y10 HEPeraAHYTO i BCTAHOBJIEHO BiANOBIAHICTE
GMP
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Dr. Lajos Kdrtvélyessy
Qualified Person
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