I'eneon Pixtep
3acnosanay 1901 poyi

CEPTUO®IKAT CEPII

Hassa npopykuii: BEPOLUNIPOH

KpaiHa BupobHuka: YropwmHa

Homep peectpauiitHoro nocsigueHHa: UA/2775/01/01
AiicHe po: 6escTpokoBo

Aitoui pewoBuHn/cuna gii: 50 mr cNipoHONaKTOHY

Nikapcbka popma: Kancynum

Po3smip Ta TMn ynakoBku: 10 kancyn y 6aicTepi; no 3 6nictepmn B ynakosu,.

Homep cepii: TO9032A

[ara sBupobuumyrea: 09 2020

Kpaina — imnoptep: YKpaiHa

Po3mip cepii: 28568 yn.

Ilepexnaa Ha yKpaiHCBKY MOBY

[ata 3aKinueHHA TepMiny npuaaTHocTi: 09 2025

Ha3sn, appecn, Homepa niyeHsiit Ta ceptudikatis GMP ycix BUpoBGHUUMX AINAHOK | BINAHOK KOHTPOMIO AKOCTI:

H-1 103, byganewr,
syn. Jempel,
19-21, YropwmHa.

BMPOBHNUTBA, YNAKOBKa,
KOHTPOANb AKOCTI Ta
BUNYCK cepii

Hassa(-u) i appeca(-u) | Crapii Homep niueHsii Ha Homep ceptudikara
BupobHuKa(-kis) BUpobHMLUTBA BUPOBHULTBO GMP
BAT «l'epeoH Pixtep», MOBHUI LNKN HU-M-RICH OGYEI/9446-6/2019

KomeHTapi: BkasaHa BMLIe cepia BUNYLWEHAE Ha PUHOK.

3ansa npo ceptudikauito: Lium 3acsinuyto, Wo HaBeaeHa Bulle iHGOPMALLA cnpaBHA | TouHa. Lia cepin
nikapcbkoro 3acoby 6yna BUroTOBNEHA, BKAIOYAIOYM YNAKOBKY/MapKyBaHHA Ta KOHTPONb AKOCTI, Ha 3a3HaveHin(-
ux) BuiLe BUpobHMUIN(-ux) ainaHui(-Kax) y noBHiN BignosigHocTi A0 BUMOr GMP micueBoro perynaTopHoro opraHy
Ta cneumndikauji, cxsaneHoi B KpaiHi-imnopTepi. NpoTokonn BUpoBHULUTBA, yNaKkoBKK Ta aHanisis 6yan nepernaHyTi

i BCTAaHOBMEHI BiANOBIAHO A0 cTaHaapTis GMP.

[aTa Bunycky cepii: 12.10.2020
[aTa sunycky ceptudikary: 12.10.2020
cTop. 132
BAT «l'edeoH Pixmep»

Micue 3HaxoakeHHa: H-1103 Budapest, Giomréi 0t 19-21., YropumHa *
TenedoH: +36 1 431 4000 -

3asipus: Kennep I6oa/nianuc/
BAT «l'epeoH Pixtep»
YnosHoga)eHa ocoba /nignuc/
Op. Xonyn AHrenika

NowrTose Bipainenna: H-1475 Budapest 10., Pf.27., YropwumHa

Tenedarc: +361 260 6650 - EnekTpoHHa nowra: posta@richter.hu

PeecTpauiitnuit cya ByAanewTcskoro cronudnoro Tpubyrany No Cg.01-10-040944 « IutepreT: www.richter.hu
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Ne CEPII: T09032A

Ilepekjiaa Ha yKpaiHCBKY MOBY

I'eneon Pixtep
3acnoeanay 1901 poyi

PE3YNIbTATU AHANISIB

TECTU BUMOI'N OAHI AHANI3Y
onunc: Bmict kancynu: ApibHO3epHMUCTa rpaHyNbOBaHa NopowKonoAibHa
cymiw 6inoro konbopy. Kancyna: Teepaa kenatuHoBa po3mipom
Ne3 BepxHa yacTuHa: HeNpo30opa, XKOBTOIO KONbOPY, HNKHA
YyaCTUHa: Henpo3opa, 6iNoro KoAbopy. BignoBigae
IJEHTUDIKALIA: MeTop, 1: Nhamu Ailoyoi pevyoBUHN HA XPOMaTOrpami
[iloua peyoBunHa: 81MNPo6YyBaHOrO Ta CTaHAAPTHOIO PO3YMHY NOBUHHI 3’ ABAATUCA
(BETWX) | npu ToToskHOMY 3HaueHi Ry, Bianosinae
(BEPX) | MeTog 2: Yac yTpumaHHA OCHOBHOTO MiKy Ha XpOMaTorpami
(anbTEpHATMBHMIA MeToA) | BUNPOBYBAHOrO PO3UMHY NOBUHEH BiANOBIAATH HACY YTPUMAHHS
AIOYOI pe4OBUHM Ha XPOMaTOrPami CTaHAAPTHOTO PO3UMNHY 3a
ineHTU4HNX ymos BEPX. BigNoBiaae
(Y®) | MeToa 3: Makcumymn YO-cnektpa BunpobysaHoro po3umnHy Ta
CTaHAAPTHOFO PO3YMHY NOBUHHI 3'ABAATUCL NPU TOTOMKHMUX
[OBXWHAX XBU/b. Bignosigae
CTOPOHHI KaHpeHOH: He Binbwe 0,5% <0,03%
OOMILLKWU: (BEPX) Byab-aka HeipeHTUdIKOBaHa AOMILIKa OKpPeMO:
He Ginblwe 0,2% | <0,10%
Cyma AOMiLIOK: He 6inbwe 1,0% | <0,10%
MIKPOBIONOFIYHA 3aranbHa KinbkicTb aepobHux bakrepin:
YUCTOTA: He binbwe 10° B 1r npenapary <10/r
(HeperynapHe 3aranbHa KinbkKictb rpubie:  He Ginbwe 10% 8 1r npenapaTty <10/r
BuNpobyBaHHA) Escherichia coli: BiACYTHICTb B 1 r npenapaty Bianosigae
KITbKICHE CnipoHONAKTOH:
BN3HAYEHHA: 47,50 — 52,50 mr/kanc. 48,40 mr/xanc.
95,0-105,0% 96,8%
PO3MNMAAAHHA: He 6inbwe 15 xsunuH. 3 xB.
PO34YUHHICTb: Minimym 80% (Q) Aito40i pe4OBMHM MAE PO34YUHUTUCH 3a 60
XBUNWH. 99%
OOHOPIAHICTb AV<15 (n=10), aKwwo yM0OBa He BUKOHYETbLCA, TOA
JO3YBAHHA: AV<15 (n=30), i ana 30/30 TabneTOK KiNbKICHWIM BMICT AiloY0oi
pe4yoBMHYN NOBUHEH 3HaXOAUTUCL B iHTepBani 0,75xM-1,25xM AV=32

BucHoBOK: AKicTb NpenapaTty BignoBiaae Bumoram, sasHaueHum B HA Ne 5-00246-Q1-01-01

Micue 3naxompkenna: H-1103 Budapest, Gidmrai Gt 19-21., YropwuHa *

TenedoH: +36 1 431 4000 -

cTop. 232

BAT «l'edeoH Pixmep»

Tenedakc: +36 1 2606650 * EnekTpoHHa nowTa: posta@richter.hu

PeecTpauiiinmil cya byaanewTchkoro cronuunoro TpubyHany No Cg.01-10-040944 - IntepHeT: www.richter.hu

NowTose BiagineHHa: H-1475 Budapest 10., Pf.27., YropiwymHa
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F'EAEOH PUXTEP

A whog ey

CEPTHDUKAT CEPHA

Hassauwe npoaykunu: BEPOUIIIUPOH
Crpana npousnoanrens; Benrpus, Crpana-nmuoprep: Ykpauna

Homep perncrpaunonnoro Yaoctosepennsn: UA/2775/01/01
HeiicTBuTenbHO A0: GeccpouHo

Cuna aeiicrsusn: 50 Mr CRUpOHONaKToHa
Jlekapcrsennas gopma; Kancyisi

Pasmep u Tun ynakosku: 10 kancyn 8 6auctepe; no 3 6nnctepa B ynakoske,

Homep cepiu: T09032A Pasmep cepun: 28568 yn.

HaTa npoussoncrsa: 09 2020 JaTta ucrewennsn cpoxa roasocrTi: 09 2025

Ha3sauus, agpeca, Homepa nunensmii n ceprudukaros GMP Beex npon3BoAcTBEIHBIX Y4acTKoB u
Y4YacTKOB KOHTPOIS KayecTBa;

Hassanne(n) u anpec(a) Craann Homep Aunensny ua Homep cepruduixara
npoussoanTens(neii); NpoH3BOACTBA NPOH3BOXCTBO GMP

OAO «T'eneon Puxrepy, [Tonusiit uukn HU-M-RICH OGYEI/9446-6/2019
H-1103, Bynanewr, MPOM3BOACTBA,

ya. Hempen, ynakoBKa,

19-21, Benrpus. KOHTPOAb Ka4YccTBa H

BLIMYCK CEPHH
Kommentapuu: Ykasannas sbiwe cepus BLIMYLUEHA Ha PHIHOK,

3assaenne o ceprupukannn: Hacrosunm YAOCTOBEPAIO, HTO IPHBEACHHAN BbILLE HHBOPMaUNS
NOMIHHHAS 1 TOYHAA. ITa CepUs NIEKAPCTBEHHONO CPEACTRa GuLta M3roToBNCHE, BKTIOYAR
YNaKoBKy/MapKHPOBKY H KOHTPOSIb KAYecTsa, Ha YKA3aHHOM(BIX) BbILIE IPOH3BOACTBEHHOM(bIX) y4acTke(ax)
B NOJTHOM COOTBETCTBHH ¢ TpeGoBanuamu GMP mecTioro perynupytouero oprana H enetdbukanny,
YTBEPXIEHHOM B CTpaHe-nmnoptepe. IMpotokonsl nponssoacTha, YNaKOBKH H aHaNW30B Ohiin
MICPECMOTPEHbI H YCTAHOB/EHBI B COOTBETCTBHY € CTaHAapTamMu GMP.

Hata sbinycka cepunu: 12.10.2020. 3ABEPUN
Hara shinycka ceprrmrara:  12.10.2020.

Kennep Wbon
OAO TepeoH Puxrep

ctp. luz 2 -
P
Lp. Xonyfi Aqrenuka
OAOQ «l'eneon Puxteps YnonHoMoueHHoe nuuo

Mecronaxosacune: H-1103 Budapest, Gyémr6i it 19-21.. Beurpus » Movrrosoc oracacune: H-| 475 Budapesi+0., Pf. 27., Benrpus
Teacdion: +36 1 431 4000 « Tenedraxe: +36 1 260 6650, +36 1 260 4891 » Dackrponuas noura: postafrrichier.hu
Perucrpauiconnetii cya Byzancwrexoro croamysoro Tpubyrata No Cg. D1-10-040944 « Untepner: wwwerichierhu
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Ne CEPHM: T09032A
PE3YJbTATHI AHAJIN30B

TECTHI TPEEOBAHUA JAHHBIE AHAJIM3A
OIMMCAHHE: ConepHMoe Karncyabl: MEJIKO3CPHUCTAA IPaHyYIHPOBAHHAN
noporkoobpasras cmeck Gestoro usera. Karicyna: Tsepaas
JKEIBTHHOBASA, pasMepoM Ne 3 BepxHsad 9acTs: Henpo3pagHas,
MENITOTO UIBETA, HIKHAS 9aCTh: HeNpo3payHas, 6e10ro UpeTa. COOTBETCTBYET
[NOJAJIMHHOCTE: Meron 1: ITrtaa neifcTByrOmero BeIEecTBa Ha XPOMATOrpaMMe
HeticTayromee BEIECTBO:  HCIBITYEMOrO H CTAHAAPTHOIO PACTEOPA JO/DKHLI TIOABIATECS
(BOTCX) mnpH TOXAECTBEHHOM 3HadeHHH R, COOTBETCTBYET
(B3XX) Merox2: BpeMa yaepXHBaHHA OCHOBHOTO IHKa Ha
(BBTEPHATHBHEINA METO/I) XPOMATOTPAMME HCTIRITYEMOT0 PACTBOPA AOJIKHO
COOTBETCTBOBATH BPEMEHH Y/AepXHMBaHW HSHCTBYIOLIETO
BELIECCTBA HA XPOMATOTPAMME CTAHAAPTHOTO PacTBOPA IIPH
HUASHTHIHBIX yoinosuax BOXX, COOTBETCTBYET
(Y®) Mertox 3: Makcumymsl Y CreKTpa HCIIBITYEMOrO pacTBopa H
CTAHAAPTHOTO PACTBOPA JOMKHEL IOSBIATHCS ITPH
TONCISCTBEHHBIX JUIHHAX BOJHEL COOTBETCTBYET
[IOCTOPOHHHE Kanpenon: ne Bosee 0,5% <0,03%
ITPUMECH: (B3XX) Jlto0as nenAeHTHHLUMPORAHHAS IPHMECH 110 OTAGNBHOCTH;
ne Gonee 0,2% <0,10%
Cymwa ripumecei: ue Gonee 1,0% <0,10%
MHUKPOBHOJIOT U~ Obuee aucno a3poCHEx Gakrepuit:
YECKAA YUCTOTA: we Gosnee 10° B 1 r npenapara <10/r
(ueperyngpHoe OBwee uucro rpubos: we Gonee 10% 8 1 v mpenapara <10/r
HCIBITAHHIE) Escherichia coli: OTCYTCTBHE B | I npenaparta COOTBETCTBYET
KOJHMYECTBEHHOE CHoypoHONaKTOH:
OITPEIEJIEHUE: 47,50 - 52,50 mr/xanc. 48,40 mr/xano.
95,0 - 105,0% 96,8%
PACIIAJAEMOCTB: He Gonee 15 MuHYyT. 3 mum.
PACTBOPEHHE: Munnrmym 80% (Q) ae#icTByromero BeliecTBa ODKEOH
pacTeopuTses 3a 60 MUHYT. . 99%
OJIHOPOJHOCTb AV £15 (n=10), ecnn ycroBye He BBINOHAEICH, TO
JIO3SUPOBAHWLT: AV £ 15 (n=30), u ans 30/30 TabneTok KONHIECTREHHOE
cojiepkaHue JeHCTBYIOLIETO BeLecTRA JOJNKHO HAXOAUTECH B .
unrepsane 0,75xM — 1,25xM, AV =32

3aknioyenue: Kavectno mperapaTa cOOTBETCTBYET TpebosanuaM, yrasanuemm B HIT Ne 5-00246-Q1-01-01

o1p. 2 K3 2

QAQO «lepeoH Puxtep»

Mecrouaxoxaenic: H-1103 Budapest, Gyomrdi it 19-21., Benrphs « INoutosoc oracachire: H-1475 Budapest 10., Pf. 27.. Benrpus
Teacor: +36 | 431 4000 « Teacparc: +36 1 260 6650, +36 | 260 4891 + ackrponnan nouta: postatirichier.hu
PerucTpaustonnsiii cyn ByaanewTckoro cromtiHoro Tpudysana No Cyg. 01-10-040944 « Uuteprer: www.richierhu




JEPXJIIKCIIYXBA
JAEPJKABHA CJIY/KBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHUKAMM Y KUIBCBKIA OBJACTI

npocrniekT Banepis Jlo6anoscekoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
Npo fIKICTH BBE3€HOro B YKpaiHy JiKapcbKoro 3acoly

11.03.2021 Ne 9706/21/10

BEPOIIITIIPOH

(HaiMeHyBaHHA Nikapcekoro 3aco6y 3riHO 3 PEECTPALIMHIM TTOCBiIMEHHAM)
Kancyau no S0 mr, o 10 kancy. y 6aicrepi; mo 3 6aicrepu B kapToHHiii ynaxosui

(dopma Burtycky, 103yBaHHS, BU AKYBAHHS JiKAPCHKOrO 3ac06Y)

Homep peectpauiitioro nocsimuenss UA/2775/01/01 crpox xif peecrpauiitnoro nocsiguenns 01.01.2099

Cepis nikapcskoro 3aco6y Ne T09032A KinskicTk BBe3eHoro Jikapcskoro 3acoby 9936
BupoGHHK BAT "T'eneon Pixtep", Yropumna
(naiiMeHyBaHHs BUPOGHMKa JTiKapCHKOrO 3ac00y, KpaiHa OXOMKEHHS)
BaeseHo B VkpaiHy CrinbHe yKpaiHChKO0-eCTOHCEKe MANPHEMCTBO Y dhopMmi TOBApHUCTBA
3 oOMexenolo BianosinanbHicTio "OnriMa-®apm, JIT", inenr. kon:
21642228

(Haﬁmenyaamm Ta ko 3a €JIPIIOY ropuamnoi oco6u abo npissue, iM's, no 6aTbkoBi BisuuHOT
0coGH - mianpreMus, i Micue NpOXHBAHHA Ta peecrpaulﬁﬂnn HoMmep 0611iKOBOT KApTKH IUIATHUKA
nozarxis abo cepis Ta HOMep nacnopra)

IIpoTokon BisyannHoro koutpomo Bin 04.03.2021 Ne 0593/4.

3a pesynbTaTaMH JepPXKaBHOIO KOHTPOJIO BCTAHOBJIEHO, 1O nikapcekuif  3aci6 BBeseHo B VkpaiHy 3

AKOCTi JIIKapChKHUX 3aco6iB.

A

Onnexciit COJIO[IPAM

\j\(nimmc) (ininjanu Ta npissume)




I'eneon Pixtep
3acnoeanay 1901 poyi

CEPTU®IKAT CEPII

Ha3sa npoaykuii: BEPOLUNIPOH

KpaiHa Bupo6Huka: YropwmHa

Homep peecrtpauiiiHoro nocsigueHHa: UA/2775/01/01
AiNcHe po: 6e3cTpokoBo

Ailoui pevosuHu/cuna aii: 50 Mr cnipoHonakToHy

Nikapcbka popma: kKancynm

Po3amip Ta TMn ynakosku: 10 kancyn y 6nictepi; no 3 6nictepy 8 ynakosLyj.

Homep cepii: TO9033A

Aara supobuuurea: 09 2020

Kpaina — imnoprep: YkpaiHa

Po3mip cepii: 27964 yn.

ITepexnan Ha ykpaincbKy MOBY

[Aara 3akiHueHHa TepmiHy npuaaTtHocTi: 09 2025

Hassn, appecu, Homepa niueHsiii Ta cepTudikatis GMP ycix BUpo6HMuUMX AinAHOK i AinAHOK KOHTPONIO AKOCTI:

Hassa(-u) i appeca(-n) Crapii Homep niyensii Ha Homep ceptudikara
BMpPo6HUKa(-KiB) sMpobHMUTBa BUPOGHMUTBO GMP
BAT «TepeoH Pixtep», NoBHKUIt UNKn HU-M-RICH OGYEI/9446-6/2019

H-1103, bypganewr,
syn. lempel,
19-21, YropumHa.

BMPOGHMLUTBA, YNaKOBKa,
KOHTPOANb AKOCTI Ta
BUNYCK cepii

Komenrapi: BkasaHa BuLie cepia BUNYLLEHA HA PUHOK.

3anBa npo ceptudikauito: Lium 3acsiguyio, Wo HaseaeHa BuLe iHdpopmauia cnpaBxHs i Touna. La cepis
nikapcbkoro 3acoby 6yna BurotosneHa, BKAIOYAKOUM YNaKOBKY/MapKyBaHHA Ta KOHTPOAb AKOCTI, Ha 3a3HavyeHin(-
ux) BuLLe BUPo6HMUIN(-ux) AinaHLi(-Kax) y noBHil sianosigHoCTi 40 BuMor GMP MiCLIeBOro PerynaTopHOro opraHy
Ta cneymndikauii, cxsaneHoi B KpaiHi-imnopTtepi. NpoTokonu BUPO6HMUTBA, yNaKoBKM Ta aHanisis 6yan nepernaHyTi
i BCTaHOB/EHI BiANOBIAHO A0 cTaHaapTis GMP.

[laTa sunycky cepii: 12.10.2020
[ata sunycky ceptudikara: 12.10.2020
cTop. 132
BAT «ledeoH Pixmep»

Micue snaxopenHs: H-1103 Budapest, Giémréi ut 19-21., YropumuHa -

3asipus: Keanep 160a/nianuc/
BAT «l'eneoH Pixtep»
YnoBHoBaxeHa ocoba /nianuc/
Ap. Xonyn AHrenika

Nowrose sigajneHka: H-1475 Budapest 10., Pf.27., YropumHa

Tenedon: +36 1431 4000 + Tenedakc: +36 1 260 6650 « EnekrpoHna nowra: posta@richter.hu

PeecTpauiitnunii cya ByaanewTckkoro cronuuHoro TpubyHany No Cg.01-10-040944 « InTepHet: www.richter.hu
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Ne CEPII: TO9033A

Ilepekiaa Ha yKpaiHCLKY MOBY

I'eneon Pixrep
3acnoeanay 1901 poyi

PE3Y/IbTATU AHANI3IB

TECTU BUMOTU JAHI AHANI3Y
onuc: BmicT kancynu: apibHO3epHUCTa rpaHybOBaHa NopowKonoaibHa
cymiw 6inoro konbopy. Kancyna: Teepaa »enaTMHoBa po3mipom
Ne3 BepxHA 4acTUHa: HENPO30pa, }KOBTOTO KONbOPY, HUXKHA
YacTuHa: Henpo3opa, 6inoro Konwvopy. BigNoOBigae
IAEHTUDIKALLIA: Mertog 1: Naamu Aitouoi peyoBUHU Ha XpoMaTorpami
[iloua peyoBunHa: 81MNpobyBaHOro Ta CTaHAAPTHOTO PO3YMHY NOBUHHI 3’ ABNATHCA
(BETLLUX) | npu ToToXHOMY 3HaueHi Ry, sianosigae
(BEPX) | MeTopa 2: Yac yTpMmaHHA OCHOBHOTO MKy Ha XpOMaTorpami
(anbTepHaTMBHMIA MeToA) | BUNPO6YBaHOTO pO34UUHY NOBUHEH BiANOBIAATY YACY YTPUMAHHA
AiloU0i peyoBMHU Ha XpOMaTorpami CTaHAAPTHOFO PO3YMHY 33
iAeHTUUHNX yMOB BEPX. sianosinae
(Y®) | MeTog 3: Makcumymm Yo-cnexTpa BunpobysaHoro pO34MHY Ta
CTaHAapTHOTO PO34YMHY NOBUHHI 3’'ABNATUCL NPYU TOTOKHUX
DOBXMUHAX XBUND. BiANOBIAAE
CTOPOHHI KaHpeHoH: He 6inbwe 0,5% <0,03%
AOMILLKWN: (BEPX) byab-aKa HeineHTUdIKOBaHA AOMILLIKA OKPEMO:
He 6inbwe 0,2% | <0,10%
Cyma AOMILLOK: He 6inbwe 1,0% | <0,10%
MIKPOBIONOTIYHA 3aranbHa KinbKicTb aepobHux Hakrepii:
YMUCTOTA: He 6inbwe 10° 8 1r npenapaty <10/r
(HeperynapHe 3aranbHa Kinbkictb rpubis:  He 6inbwe 10? 8 1r npenapary <10/r
BUNpobyBaHHA) Escherichia coli: BiAcyTHicTb B 1 r npenapaty Bignosinae
KINbKICHE CnipoHoONaKTOH:
BM3HAYEHHA: 47,50 — 52,50 mr/kanc. 48,45 mr/Kkanc.
95,0-105,0% 96,9%
PO3NAOAHHA: He 6inbwe 15 xsnnuH. 3 xs.
PO34YUHHICTb: Minimym 80% (Q) aitovoi peyoBUHM MaE PO3UNHNTUCH 3a 60
XBUAWH. 96%
OOHOPIAHICTb AV<15 (n=10), aKWo yMOBa He BUKOHYETbCA, TOA
AO3YBAHHA: AV<15 (n=30), i ana 30/30 TabneToK KinbKicHwit BMICT Ajlovoi
PEYOBUHN NOBUHEH 3HAXOAUTUCH B iHTepBani 0,75xM-1,25xM AV=3,2

BucHoBok: AkicTb NpenapaTty Bignosiaae Bumoram, 3asHauenum s HA, Ne 5-00246-Q1-01-01

Micue snaxopkenHs: H-1103 Budapest, Giémrdi Gt 19-21., Yropwmna *

TenedoH: +36 1 431 4000 -

cTop. 232

BAT «ledeoH Pixmep»

Tenedakc: +361 260 6650 * EnextpoHHa nowra: posta@richter.hu

PeecTpauiiinnii cya ByaanewTcbkoro cronuuHoro Tpubynany No Cg.01-10-040944 « InTepHeT: www.richter.hu

NowrTose Biaainenna: H-1475 Budapest 10., Pf.27., Yropuuna
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FEJZEOH PUXTEP
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CEPTHOHKAT CEPHH

Hassauue nponyxunn: BEPOIIITHPOH
Crpana npoussoanvens: Benrpus. Ctpana-umnoprep: Ykpausa

Homep peructpannonnoro yrocrosepenns: UA/2775/01/01
HeitcrButennno no: 6eccpouno

Cuna pesicreun: 50 Mr cniupoHonakrona

JlexapcrBennas popma: Kancynsl

Pasmep u Tun ynakosxu: 10 xancyn B 6nuctepe; no 3 Gauctepa B yriakoske.

Homep cepuu: T09033A Paamep cepun: 27964 yn.

JaTa nponssoacrsa: 09 2020 Hata uctedenus cpoka roguocrs: 09 2025

Ha3pauns, axpeca, nomepa suuensnii i ceprudukatos GMP sBcex npoussoacTBensbix yIa8CTKOB ¥
YYACTKOB KOHTPOISA KadecTna:

Ha3ssanne(s) n agpec(a) Cranun Honep snnensun na  Homep ceprudukara
npoussoanTenn(ieii): NPOU3BOACTBA TIpOH3BOACTBO MP

OAQ «I'eneon Puxtepn, MonHetii urkn HU-M-RICH OGYEI/9446-6/2019
H-1103, Byaanewr, NpPOU3BOACTRA,

yn. Hempen, ynaxkoBka,

19-21, Benrpus. KOHTPOJL KAUECTBa H

BBINMYCK CEPHH
Kommentapun: YkasaHHas Bblii€ CEPUA BbIMYLIEHA HA PLIHOK.

3anpaenne o ceprudurannn: Hacrodumum yaocTOBEPAIO, 4TO NPUBEACHHAS Bhllle HH()OpMaLMs
NOJUIMHHAA W TOUHaA. JTa CEPHA IEKAPCTBEHHOro CpesAcTaa Gblia H3roTOBNEHA, BKIIOUAS
yNaKoBKY/MapKHPOBKY H KOHTPONbL Ka4ecTBa, Ha yKa3zaHHOM(bIX) Bbillle POMIBOACTBEHHOM(bIX) yuacTke(ax)
B I10JIHOM COOTBETCTBHH ¢ Tpebosanuamu GMP mecTHOro peryanpylowero oprata 1 caeunguxauny,
YTBEPXK/ICHHOH B cTpaHe-umnoprepe. [IpoToxonbi NPOU3BOACTBA, YNAKOBKH H aHAIH30B Obliin
NepecMOTPEHbI H YCTaHOB/EHb! B COOTBETCTBUHM ¢ cTaHaapTaMu GMP.

3ABEPUN

Jara sbinycka cepuu: 12.10.2020.
Hara Beiitycka ceprudukara:  12.10.2020. Kennep U6os
OAQ lepeon Puxrep

cp. l uz 2
Ap. Xmgn/Au enuKa
HEHHt

YnonHom 2HHOE nuio
OAO «lepeoH Puxtep»
Mecr : H-1103 Budapest, Gydmri (it 19-21.. Benrpus « Flowrosoc otacnchne: H-1475 Budapest 10., Pf. 27., Benrpus
Tenepon: +36 1 431 4000 » Tencaxe: +36 1 260 6650, +36 | 260 4891 » Jacxrp nouTa: p irichter.hu

Perucp # cya By TCKOro cromiunoro Tpubyuana No Cy. 01-10-040944 « Hnvepner: wwwrichter.bu
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FEAEOH PUXTEP

Eh rveasie L ey
Ne CEPHIHL: T09033A
PE3YJIbTATBI AHA/IM30B

TECTBI TPEBOBAHMS IJAHHBIE AHAJIM3A
OIMCAHME;: CozepyxMoe KancyJisl: MEKO3EpHACTAs FpaHy/IMpOBaHHAaS

nopomrkooGpasnas cmecs 6estoro msera. Kancyna: Teepnas

KenaTuHoBad, pasMepom Ne 3 BepxHss uacts: HenpospauHas,

JKeNTOro {BeTa, HIDKHAA YacTh: HeIpo3pagHas, Geloro usera. COOTBOTCTBYCT
NOJNMHHOCTS: Meroy 1: [IaTHa neifcTByIomero BemecTsa Ha XPOMATOrpaMMe
JeiferByioliee BELECTBO; HCMBITYEMOTO H CTAHAAPTHOO PACTBOPA NOMKHEI IOABIIATHCS

(BOTCX) npu TOXACCTBOHHOM 3HAYCHWH Ry COOTBETCTBYET
(BOXX) Merox 2: Bpema ynepKuBanus OCHOBHOIO NHKA Ha

(ambTepHaTHBHEI MeTOX)

o)

TTOCTOPOHHHWE
ITIPUMECH: (B2XX)

MHUKPOBHOJIOT K-
YECKAA YHUCTOTA:
(ueperysapuoe
HCITBITAHKE)
KOJIMYECTBEHHOE
OIIPEJIEJJEHHUE:

PACITAZJAEMOCTb:
PACTBOPEHHE:

OJTHOPOHOCTH
JIO3UPOBAHHT:

XpOMATOrPaMM¢ HCTILITYSMOTO pacTBOpa JOJDKHO

COOTBSTCTBOBATH BPEMBHHA YASpKHBAHUS NeHcTByromero

BEIECTRA HA XPOMATOrPaMMe CTaHAApTHOI'O PACTROPA TIPH

MAGHTHYHEIX ycosuax BOXX, COOTBETCTBYET
Meron 3: Makcnmyms! YO crieKTpa HCIILITYEMOro pacTeopa ¥

CTaHZAPTHOTO PAaCTBOPA KOJDKHE] ITOABIATHCS MPH

TOXKAECTBEHHBIX JUTHHAX BOJTHBL. COOTBETCTBYET
Karg:eﬂon: He Gonee 0,5% <0,03%
Jliobas HempeHTHGHITHPOBAHHAS MPHMECE TIO OTAEILHOCTH;
He Gonee 0,2% <0,10%
CymMa npyumeceii; He Gonee 1,0% <0,10%
OGmee yneno aspobHex Gaxrepuit:
He Gonee 10° & 1 r npemnapara <10/r
O61ee yucno rpubos: He Gonee 102 B 1 r npenapata <10/r
Escherichia coli: orcyrereue B | T npenapara COOTBETCTBYET
CrniupoHoaaKToH:
47,50 - 52,50 mr/xanc. 48,45 Mr/karc,
95,0 - 105,0% 96,9%
He Gonee 15 MuHyT. 3 vy,
Mrmmmym 80% (Q) meftcTayromero BEIMECTBa JOLKEH
PacTBOPHTHCS 32 60 MuHYT. 96%

AV <15 (n = 10), ecni yoIOBHC HE BEITIQIHAETCH, TO

AV £ 15 (n=30), u mna 30/30 Tabnerok KONHYECTBEHHOE

COofieprKanne NeHCTBYIOMIero BEIHCCTBA A0JDKHO HAXOHTHCH B

unrepnane 0,75xXM ~ 1,25xM, AV=32

3axmouenue: KauecTso npenapara cOOTBETCTBYST TPpeGoranuaM, yrasaHHsM B HJI Ne 5-00246-Q1-01-01

crp. 2u32

OAO «legecH Puxrep»

Mecronnxoncienue: H-1103 Budapest, Gyomedi it 19-21., Benrpis « TouTosoc ovacackne: H~1475 Budapest 10., Pf. 27., Benrpis
Tencdon: +36 1 431 4000 « Tenedawc: +36 1 260 6650, +36 | 260 4891 « Jaexrp MONTA: p wrichter.hu

Peructp

1it cya By TCKOrO CTOMYHOTO Tpudynana No Cg. 01-10-040944 » Hureprer: www.richterhu




AEPXIIIKCITYXXBA
AEPIKABHA CJIYKBA 3 JIIKAPCBKI./.IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Yy KHUIBCBKIN OBJIACTI

npocnekr Banepis Jlo6aHoBcEKOTO, 51, m. Kuis, 03110, Test/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,h_ttps://www.dls.gov.ua, Koz €IPTIOV 37078774

BUCHOBOK
Npo SIKiCTh BBe3eHOro B Ykpainy aikapcskoro 3acoby

07.04.2021 Ne 15936/21/10

BEPOIIIIIPOH

(HalimenyBauns mixapcekoro 3aco6y 3rinHo 3 peectpamittamm HOCBiTYeH M)
Kancyau no S0 mr, o 10 KancyJ y 6aicrepi; mo 3 OJticTepu B Kapronmiii YHaKOBIIi

(dopma BUIYCKY, N03yBAHHS, BHJ IaKyBaHHs JiKapcLKkoro 3aco6y)

Homep peectpauiiinoro noceiruenns UA/2775/01/01 erpox nit peectpaniiinoro nocsimuenns 01.01.2099

Cepis nixapcrkoro 3aco6y Ne TO9033A Kinkicts BBesenoro nikapcrkoro 3acoby 4320
Bupo6amk BAT "T'eneon PixTep", Vropuuna
(HaliMenyBanus BHPOGHHKa Jtikapchkoro 3acoby, kpaina MOXODKEHHs )
Baeseno B Vipainy Cninbre ykpaincbko-ecroncnke HixnpuemMcTBo y popmi TOBAPHCTBA
3 o0MexeHOI0 BiTNOBINANBHiCTIO "Onrima-®apm, JITA", inent. won:
21642228

(HaliMenyBanug Ta kox 3a €JIPTIOY ropummunoi ocobn a6o nipisBuwe, im's, o 6arbKoBi disuunoi
0co0H ~ mianpuemus, i MICIIe IPOKHBAHKES Ta peecTpatifiuuit Homep 06ikoBoi KapTKH MJIaTHUKA
nozarxis a6o cepis Ta HOMep nacnopra)

Iporokon Bisyansuoro kontpomo Bin 01.04.2021 N2 0970/3.

3a pesyasraTamu ACPHABHOTO  KOHTPOMIO ~BCTAHOBNEHO, N0 MKapchkUM  3aciG  BBeseHO B Vikpainy 3

AOTPHMAHHAM Bumor 3aKOHONABCTBA MIOAO 3a6e3NeYeHHAIKOCT JiKapCEKMX 3ac0GiB,

o Fe

o
BacTyfiHgK nasaimis Ciyxon N Ouexciit COJIOJIPAIA
) (ﬂé)cg'iaﬁ;’oco&}ie?maﬂy' xep }iﬁro KOHTpOIII0) \?111?11;1-1’&) (ininianu Ta pi3BHIE)
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IlepexJjiax Ha YKPAIHCbKY MOBY

I'eneon Pixtep
3acnosanay 1901 poyi

CEPTU®IKAT CEPIT
HasBa npoaykuii: BEPOLLUMIPOH
KpaiHa Bupob6HuKa: YropumHa KpaiHa — imnopTrep: YKkpaiHa
Homep peecTpauiiiHoro nocsiguenHa: UA/2775/01/01
[ilicHe po: 6e3cTpoKoBO
[Diroui peuoBuHM/cuna gii: 50 mr cnipoHONaKTOHY
NikapcbKa popma: Kancyim
Po3mip Ta TMR ynakosKu: 10 kancyn y 6aictepi; no 3 6aictepm B ynakosu,.
Homep cepii: TO9035A Po3mip cepii: 27 504 yn.
[ata supobHuyrea: 09 2020 [ata 3aKkiHUeHHA TepmiHy npuaatHocri: 09 2025

Ha3zBu, agpecu, Homepa nileHsiit Ta cepTudikatis GMP ycix BUPOGHNUMNX AINAHOK | AINAHOK KOHTPONIO AKOCTI:

Hassa(-u) i agpeca(-n) | Crapgii Homep niueHsii Ha Homep ceptudirara
Bupo6HUKa(-Kis) BUpOBHULTBA BUPOBHMUTBO GMP

BAT «l'epneoH Pixtep», MNoBHWIA UKMKA HU-M-RICH OGYEI/9446-6/2019
H-1103, bypanewr, BUPODOHULTBA, yNaKoBKa,

syn. Nempel, KOHTPO/b AKOCTI Ta

19-21, YropumHa. BUNYCK cepii

KomenTapi: Bka3aHa BuLe cepia BUNYLLLEHA Ha PUHOK.

3anBa npo cepTudikauiio: Llum 3acsiauyio, Wwo HaBeeHa Bulle iHpopMmaLlia cnpasxHA | TouHa. Lia cepin
NiKkapcbKoro 3acoby 6yna BUroTOBNEHA, BKNIOYAIOYM YNaKOBKY/MapKyBaHHA Ta KOHTPO/Ib AKOCTI, Ha 3a3HayeHin(-
1x) BULLE BUPOBHWMUIN(-1X) AinaHLi(-Kkax) y noBHil BianosigHocTi 40 BUMOr GMP micLLeBOro perynaTopHoro opraHy
Ta cneumiKaLyi, cxsaneHoi B KpaiHi-imnopTepi. [IpoTokonM BUpOBHMUTBA, yNaKoBKM Ta aHanisis 6ynn nepernAanyTi
i BcTaHOB/AEHI BigNoBiAHO A0 cTaHaapTie GMP.

[aTta Bunycky cepii: 10.11.2020

[ata sBunycky ceptudikaTa: 10.11.2020
YnoBHoBaxeHa ocoba /nignuc/
[-p Xomnotx Yinna
3aBipus: MapuHoscbki Teogop/nignuc/
BAT «l'epeoH Pixtep»

cTop. 132
BAT «ledeoH Pixmep»

MicuesHaxomkenHa: H-1103 Budapest, Gidmréi Gt 19-21., YropwuHa * lowTose BiaaineHH: H-1475 Budapest 10., Pf.27., YropuiuHa
TenedoH: +36 14314000 « Tenedakc: +36 12606650 + EnekTpoHHa nowrTa: posta@richter.hu

PeecTpaLiiinuii cya ByaanewTcbkoro conuyHoro TpubyHany No Cg.01-10-040944 + IHTepHerT: www.richter.hu
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Ne CEPII: TO9035A

ITepexiiax Ha YKpPaiHCLKY MOBY

I'eneon Pixrep
3acnosana'y 1901 poyi

PE3Y/IbTATU AHANI3IB

TECTU BMMOIA OAHI AHANIZY
onuc: BMicT Kancyau: ApibHO3epHUCTa rpaHyAboBaHa NopoLkonoaibHa
cymiw 6inoro kKonvopy. Kancyna: Teepaa enaTuHosa po3amipom
Ne3 BepxHA 4acTMHa: HENPO30pa, KOBTOFO KONbOPY, HUXHA
YyacTuHa: Henpo3opa, 6inoro KobLopy. BiANoBigae
IAEHTUDIKALIA: MeTop, 1: Masmu Ajlo4oi pe4yoBMHU Ha XpomaTorpami
[Oiloua peyosuHa: BUNPoBYBaHOro Ta CTaHAAPTHOTO PO3YMHY NOBUHHI 3’ ABAATUCA
(BETLLIX) | npm ToTokHOMY 3HaueHi Ry, Bianosiaae
(BEPX) | MeTop, 2: Yac yTpMaHHA OCHOBHOTO MiKy Ha XxpomaTorpami
(anbTepHaTMBHMIA MeTOA) | BUNpobYyBaHOro PO34MHY NOBMHEH BiANOBIAATM Yacy YTPUMAHHA
[ilo40i peyoBUHM Ha XpomaTorpami CTaHAapTHOTO PO3UnHY 3a
iAEeHTUYHUX ymoB BEPX. BiANOBIAAE
(Y®) | MeTop, 3: Makcumymu Yd-cnekTpa BunpobyBaHOro po3ynHy Ta
CTaHAapPTHOTO PO34YMHY NOBUHHI 3’ABAATUCH NPU TOTOXHUX
[OBXMHAX XBUNb. BiAnosiaae
CTOPOHHI KaHpeHOoH: He 6inbwe 0,5% <0,05%
JOMILLKW: (BEPX) Byap-sika HeigeHTMdiKoBaHa AOMilIKa OKpeMo:
He 6inbwe 0,2% | <0,10%
Cyma JOMILLOK: He 6inbwe 1,0% | <0,10%
MIKPOBIONOTIYHA 3aranbHa KiNbKicTb aepobHux BakTepin:
YUCTOTA: He 6inbwe 10° 8 1r npenapary <10/r
(HeperynapHe 3aranbHa KinbKictb rpubis:  He Binbwe 10% 8 1r npenaparty <10/r
BMNPObYBaHHs) Escherichia coli: BiACYTHICTb B 1 r npenapaty Bianosipae
KINbKICHE CnipoOHONAKTOH:
BM3HAYEHHA: 47,50 — 52,50 mr/Kanc. 48,84 mr/Kanc.
95,0-105,0% 97,7%
PO3MNALAHHA: He 6inbwe 15 XBUAKH. 3 xB.
PO3YUHHICTb: Minimym 80% (Q) fito4oi peHoBUHM MAE PO3YNMHUTUCD 3a 60
XBW/IVH. 100%
OOHOPIOHICTb AV<15 (n=10), AKLW,0 YMOBa He BUKOHYETbCA, TOA
OO3YBAHHA: AV<15 (n=30), i ana 30/30 TabneToK KiNbKicHWI BMICT Aitoyoi
pe4yoBMHU NOBUHEH 3HAXOAUTUCH B iHTepBsani 0,75xM-1,25xM AV=3,4

BucHOBOK: AAKiCTb Npenaparty BiAnoBiAa€ BUMoram, 3asHavyeHnm 8 HA Ne 5-00246-Q1-01-01

MicuesHaxomkeHHa: H-1103 Budapest, Giomréi ut 19-21., YropwuHa *

cTop.232

BAT «l'edeoH Pixmep»

TenedoHn: +36 1 431 4000 + Tenedakc: +361 260 6650 - EnexkTpoHHa nowra: posta@richter.hu

PeccTpaLiiinmii cya ByfanewTcbkoro cTonnyHoro TpubyHany No Cg.01-10-040944 + |HTepHeT: www.richter.hu

NowTose BiaaineHHsa: H-1475 Budapest 10., Pf.27., YropuinHa
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T'EAEOH PUXTEP
Chuttrm 8 [ vty

CEPTHO®UKAT CEPHH

Hassanue npogyxuay: BEPOINIIMPOH
CrpaHna npou3BOIHTEIS: Eeﬂrpux, Crpasa-umnoprep: YKpavHa

Homep peracrpanuonroro yrocrosepenns: UA/2775/01/01
JelicTBATENLHO 00: OEcCpoUHO

Cuna peficreus: 50 Mr CMpOHOJIAKTOHA

JlexapcerBennas Gopma: Kancyisl

"

Pa3smep u THn ynakosku: 10 kancyn B Gnucrepe; no 3 6nuctepa B ynakoske,
Homep ceprn: TO9035A Pazmep cepan: 27 504 yn.
Jara npon3ssoxctBa; 09 2020 ' JlaTa ucreuenus cpoka rogaoctH; 09 2025

Ha3pauss, axpeca, HOMepa JTuKensni u cepradgukaTos GMP Bcex NPOHIBOACTBEHHLIX YIACTKOB B

Y9acCTKOB KOHTPOJIA KaYeCcTBa: .
Hassanue(s) H agpec(a) Cragun Homep anuensnn na  Homep cepradukara
npon3BogHTeNs(1ei): NPOU3BOACTBA NpOH3BOACTBO - GMP

OAO «I'eneon Puxtepy, Tonustif LMK HU-M-RICH OGYE/9446-6/2019

H-1103, Bynaneiur, IIPOM3BOACTBA,

yn. Hempen, YMaKOBKa,

19-21, Benrpwus. KOHTPOJIb KauecTBa H

BBIITYCK CEPHH

Kommenrapnn: YKazaHHas BbILIE CEPUA BbIITYIUEHA HA PBIHOK.

3aspienne o cepraduxanun: HacTosnum yIOCTOBEPAIO, YTO NPHBEACHHAS BLIIE nnd)opﬂmﬁﬁi“*\\
[OJNMHHAR W TOYHAs, DTa CEpHs JIeKaPCTBEHHOTO CpeficTBa O5Uia H3rOTOB/ICHA, BKOUAs -
YNaKOBKY/MapKHPOBKY W KOHTPOJIb KaUeCTBa, Ha YKasaHHOM(BIX) BbIlIe NpOM3BOACTBEHHOM(BIX) yuacTKe(ax)

B TOJTHOM COOTBETCTBHH C TpeGoBanuaMiu GMP MECTHOrO pery/MpYIOLIEro OpraHa U cneuyuKaumH,
yTBEpPXAEHHOH B cTpaHe-umnoprepe. [IpoToKosIbl MPOH3BOACTEA, YIIAKOBKH U aHANU30B 6buIH .
Y1IePECMOTPEHEI H YCTAHOB/IEHb! B COOTBETCTBHH C CT&HﬂapTaMH GMP. :

Jara BbiycKa CEpHH: 10.11 .2026.
Jlata Beinycka ceprudrkara:  10.11.2020. : i
fL ’
Eip. Xor :

J

noTtx Yunna’
YHOHHOMOHEHHOG nUYo

crp. 1 u3 2 P
& _x AR &
OAO «TepeoH Puxtep» 3
Mecronaxoxacsne: H-1103 Budapest, Gyomrdi ot 19-21,, Benrpns « ITowrosoe otacnenue: H-1475 Budapest lO 27, ;;
Teaedion: +36 1 431 4000 « Tenedaxe: +36 1 260 6650, +36 1 260 4891 « Dnextponnas novra: posta@richterhu J" .

PerncrpaunonHeiii cya Byzancickoro cTonu4Hore Tpubynasa No Cg. 01-10-040944 « Hurepuer: www. richter.hu . o L
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FEAREOH PUXTEP

Ehuitirn 8 19077 ity

Ne CEPUH: TO9035A

PE3YJBLTATDI AHAJIA30B
TECTBI TPEEOBAHWS . JIAHHBIE AHAJIU3A
OIMMCAHUE: ' Conepxumoe KarncyJibl MeNKO3ePHHCTAs TPaHyIMpoBaHHad

nopolukooGpa3sHas cMech Genoro usera, Kancyna: TBepAas
JKENaTHHOBAA, Pa3MepoM Ne 3 Bepxusis 4acTh: HerpospauHas,

JKEJITOrO LBETA, HIDKHAA HacTb: wenpospauHas, Genoro UBETa. COOTBETCTBYET
NOJIMHHOCTD: Meron 1: [TaTHa AeHCTBYHOLICTO BelecTBa Ha XpOMaTorpaMme
JlejicTByloLiee BELIECTBO: MCITBITY€MOTO 1 CTaHAApTHOTO pacTBOpA JAQIDKHBL NOABNATHCH »
(BOTCX) npH TOXIECTBEHHOM 3HaUeHHH R coOTBETCTBYET

(BOXX) Meron2: Bpemst ynepxusanui OCHOBHOTO THKa Ha
(abTepHATHBHBIH MeTon) XpOMETOrpamMme HCMBITYEMOTO PACTBOPa JOJLKHO
COOTBETCTBOBAThH BPEMCHH yAepKHBAHUA JIeHCTBYIOLIETO
BelllecTBA Ha XpoMaTorpamMme CTaHAAPTHOrO PacTBopa NpH
WUNEHTHUHBIX YC/IOBHAX BOXX. COOTBETCTBYET
(YO) Meron 3: MakcumyMbl YO criekrpa KCTIBITYEMOTO pacTBOpa H
CTaHIAPTHOrO PacTBOpa AO/DKHbI HOSBAATLCS NpH

TOY/IECTBEHHBIX JUIWHAX BOMTHbL. COOTBETCTBYET
[IOCTOPOHHHUE KanpeHoH: ne 6onee 0,5% <0,05%
[IPYMECH: (B3XX) Jli06as HewAeHTHGUINMPOBAHHA NIpUMeECh 1O OTAEIBHOCTH:
He Gonee 0,2% <0,10%
Cymma npimeceit: ne Gonee 1,0% <0,10%
MHKPOBHOJIOT M- O61iiee UKCIO a3POOHBIX GaxrepHii: _ -
YECKAS YUCTOTA: e Gonee 10° B 1 r npenapara <10/r
(HeperyispHoe O6mee uucio rpubos: HE gonee 10? B 1 r npenapara <10/r
MC/BITAHHE) Escherichia coli: OTCYTCTBHE B 1 T mpenapara COOTBETCTBYET
KOJIMUECTBEHHOE CnupOHONAKTOH:
OIMPEJEJIEHHUE: 47,50 — 52,50 mr/karnc. 48,84 mr/xanc.
95,0 — 105,0% 97,7%
PACTIAJJAEMOCTD: He Gonee 15 MUHYT. ; e 3 MEH T
PACTBOPEHHME: Munnmym 80% (Q) AeHCTBYIOWEr0 BenecTsa No. M -
pacTBOPHTECA 33 60 MUHYT. 100%
OIIHOPO)IHOCTB AV <15 (n = 10), ecnu yciosHe HE BBITIONHAETCA, TO L Bt
ﬂOBI/IPOBAHHﬂ: AV <15 (n = 30), 1 ons 30/30 TaBNETOK KOMHHYCECTBEHHOS '
cofiepKaHue JEHCTBYIOLICTO BeLecTBa JO/LDKHO HAXOAUTHCH B s
mirepsane 0,75 xM = 1,25%M. AV=34

Jaxmouenne; KauecTso npenapara cooTReTCTBYeT TpeOOBAHHAM, yKa3aHHBIM B HJI Ne 5-00246-Q1 -01-01

FEIN,
M i /
i \ el ' 3
b o
OAO «lepeoH PuxTep» —
MecTosaxaxaenue: H-1103 Budapest, Gydmroi it 19-21., Benrpid ¢ [TouToBOE OT . H-1475 Budapest 10., Pf. 27, Benrpia

Tenedon: +36 1431 4000 Tencdaxc: +36 1 260 6650, +36 1 260 4891 + InCKTPOHHAA nouta: postaarichter.bu

PernctpausonHuIii Cya ByaaneusTcKoro CTONHIHONo TpnGysaaa No Cg. 01-10-040944 HHTCpHeT: www.richter.hu N y‘,ﬂe
N\. w2 ¥
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JOEPKIIKCIYXBA
AEPKABHA CJIYAKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KUIBCHKIA OBJIACTI

npocriekT Banepis Jlobanosebkoro, 51, m. Kuis, 03110, Tes/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37078774

BHUCHOBOK
IIPO AKICTH BBE3€HOI0 B YKpaiHy JiKapchbKoro 3acody

11.06.2021 Ne 30969/21/10

BEPOINIIIPOH

(naliMeHyBaHHS JiKapeskoro 3acofy 3rifHo 3 peecTpauiiuuM nocBinueHHIM)
Kkancyad no S0 mr, no 10 xancya y 6Jicrepi; nmo 3 dsicrepu B KapTonHiii ynakosni

(topma BumycKy, HO3YBAHHS, BUJ NTAKYBAHHS TiXapChKoOro 3acoby)

Homep peecrpaniitroro noceingenns UA/2775/01/01 crpox aif peectpauiitnoro nocsinuenns 01.01.2099

Cepis nikapcekoro 3acoby Ne TO9035A Kinskicts BBE3€HOrO Nikapebkoro 3acoby 4752
Bupo6uuk BAT "T'eneon Pixtep", Yropmuna
(naliMeHyBaHH BUPOGHHKA JIKapCLKOro 3ac00y, KpalHa HOXOKEHHS)
Baeseno B Yipainy Crnisibne yKpaiHChKO-eCTOHChKE NPHEMCTBO y opMi TOBapHCTBA
3 oOmeskenorw BignosizaasHicTIo "OnriMa-®apm, JITH", ineur. kon:
21642228

(naiimenyBanns Ta xox 3a CJIPIIOY wpumudsoi ocobu abo npissume, iM's, no 6atekosi (izuasol
0CO6H - mignpuemns, i MicIe NPOXUBAHHS T4 PeecTpaltiifumil HoMep 0BITiKOBOT KAPTKH NIIATHHKA
MOAaTKiB ab0 cepis Ta HOMEP IacIopTa)

Iporokoa Bisyansuoro kourpomo six 03.06.2021 Ne 1881/7.

3a pesynbTaraMH CPK@BHOTO KOHTPOJIO ~BCTAHOBIGHO, IIO JiKapchKul 3aci6 Beeseno B Vkpainy 3
AOTPHMAHHSIM BuMOr 33KOHOABCTBA MO0 3a0e3MedeH s AKOCT JIKapChKHUX 3aC00iB.
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