Bionorica®
CEPTU®IKAT SKOCTI

KniMmaamHoH® YHo TabneTku, BKpUTi 060noHKoW
Ne 30 (15 x 2) y BrniicTepax, B KAPTOHHIW Kopobui

Hisoui peqoBwvHu: 1 Tabnetka MicTUTE 32.5 MI CyX0ro eKkcTpakTy KopeHesuwa yusmiyndyru (Cimicifuga
Racemosa) (4.5 - 8.5:1), wo eignosigae 6.5 Mr HaTUBHOTO ekcTpaKTy {ekcTpareHT eTaHon 60 % (06/06))

Kpaina eupoGHuk: HimeyuuHa
Kpaina npr3HaveHHa: Ykpaika
P.n. N2 UA/2541/01/01

Bia 03.03.2015 po 03.03.2020

BupoGHUK roToBOro NikapcbXoro 3acoby
fliuenain Ne DE_BY_05 MIA 2019 0006/

RCF-8G55.2-2678.1-4-220-5

CepTucikar GMP Ne DE_BY_05_GMP_2018_0010

Cepin Ne: 0000144702
Poamip cepil: 42900 ynaxkoBoK

Nara supoBHuurea: 13.03.2019

Tepmis npugatHocTi: 03.2023

Hata goasony Ha sunyck: 06.12,.2019

BioHopuka CE

KepxeHLlTeRHepwTpacce, 11-15,
92318, m. HoAmapxr, HiMme4u4uHa

BbileynoMaHyTan cepus Okina NPOBEPEHa B COOTBETCTBUK C YTBEPH@ACGHHON AOKYMEHTaLUeR PUpMb
KnumaguHoH® YHO TaBneTku, nokpbiThie 0Bonoykon.
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BuoHopuka CE, KepxeHwTenrepwpacce, 11-15, 92318, HoamapkT, Mepmanvs, Ten.: 0 91 81/231-80,

MeTonbi

CeHcopHbIn
aHanui

B PY PM 002/01
B PY PM 145/086

Ph. Eur. 2.6.12

Ph. Eur. 2.6.12

Ph. Eur. 2.6.31

Ph. Eur. 2.6.31
Ph. Eur. 2.6.31

B PY PM 145/06

B PY PM 145/06

Wrarresumpx.
WraHreHumpx.
Ph. Eur. 2.9.1
BasewwBaHue
Ph. Eur. 2.9.5

Crneundiukaums

[laoakoBsINykNble TabneTkv, Kpyrnow
opMbi NOKPbITEle 0BONOYKOR,

TEppakoTOBOro LUBETa C PUCKDA HA GAHON

cTOpOoHE.

CornacHo tpetoBaHuam
CornacHo TpebosaHusM
Ph. Eur. 5.1.8, B

< 104 KOE/r

MaxkcrmanbHo A0NYCTUMOE 3HAYUEHWE!

50 000 KOE/r
s 10? KOE/T

MaxcyMansHo A0NYyCTUMOE 3HANEHWE!

500 KOE#R
<102 KOEIr

OTtcyTCcTByroTB 25T
OTcyteteyore 11

6.5 mMritab + 5%
(6.18 —6.83 mr/1ab)

KoHrtpone cepwu, Mritab

3.2-36mm

8.1 -84 mm

< 30 MuH

260 Mr £ 5 0%
CornacHo TpeboBaHvam

Wt

dade: 091 81/23 1265

Pe3vyneTart

CooTBeTCTBYET

CooreercreyeT
CooreercreyeT
CooTsercrayer
< 109KOE/r

< 107 KOEN

< 10?2 KOE/r

OT1cytere. 8 25
Gicyrete. 8 171

6.32 mritab

0.074 mritat

3.6 mm

8.2 MM

1 MK

262 mr
Coorsercreyer

£




) Bionorica_j
CEPTU®IKAT SKOCTI

KniMaguHOH® YHO Tabnetku, BKpuTi 060N0HKOH
Ne 30 {15 x 2) y BnicTepax, B KapTOHHI kKopobui

Jiroui peuoBuru: 1 Tabnetka mMicTuTs 32.5 Mr cyXoro ekcTpaKTy KopeHeBWLa Unumidudyru (Cimicifuga
Racemosa) (4.5 - B.5:1), Wo BianNoBiaae 6.5 Mr HaTUBHOrO eKCTpakTy (ekcTparerT etanon 80 % (ob/06Y)

KpaiHa BupobHUK: HiMey4yuHa Cepist Ne: 0000144702
KpaiHa npuanaveHHs: YKpaiHa Poamip cepii: 42900 ynakosok
P.n. N2 UA/2541/01/C1 [ara supcbuvutsa: 13.03.2019
Big 03.03.2015 no 03.03.2020 Tepmin npragatHocTi; 03.2023
Darta nossony Ha aunyck: 06.12.2019
BupoBHuk roToBoro nikapcbkoro 3acoby Giowopuka CE
Niuensia Ne DE_BY_05_MIA_2019_0006/ KepxeHwTenHepwrpacce, 11-15,
ROF-SG55.2-2678.1-4-220-5 92318, m. HoWmapkT, Himeuvuna

Ceptudikar GMP Ne DE_BY_05_GMP_2018_0010

Ccuifikv Ha Ph. Eur. cOOTBETCTBYIOT TeKyWeMy nadgaHnwnio. [lanHble aHanusa AeicTBUTENbHLI AN1A MECTA U
BPEMEHW BbINONHEHUS.

HacToAWmMM y40CTOBEPAKD, YTO NPUBEAEHHARA Bbie UHGOPMALUA ABNAETCA NOANMHHON ¥ TOYHOW. 3Ta Cepvn
npenapara Suina npousseaeHa (B TOM YKCNe YNakoBaKa, MapkMpoBaHa) v NpOoBEAEH KOHTPOb ee KauecTea
Ha BLILUEYNOMSAHYTOM Y4aCTKE B NOMHOM COOTBETCTBUY ¢ TpebosaHuamn GMP, yCTaHOBNEHHBIMK MECTHbIM
PerynAToOpHLIM CPraHoM, @ TalKe B COOTBETCTBUN CO CNeUUdUKaLMaMiu, COLepXalluMnucs B
PErMCTPaLMOHHOM Aocke, [TpOTOKONLI NPOU3BOACTBA, YNAKOBKA 1 aHanu3os Gbinv paccMoTpeHsi U
yCTaHoBreHo cooTeeTcTBUE TRpeboBannam GMP,

KnumaanHoH® YHO TabneTky nokpbiThie o6onoukon Ne 30,

cepust Ne 0000144702 oTsevaeT scem TpedoBaHWaM JOKYMEHTaUNK PUPMbI M NPUIHEHE TCAHORA K NPOSaXE.
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H-p X UlyGaym \
YhongeMoyeHHoe nuuo | -
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cTpakuua 2 na 2
BuoHopuxa GE, KepxexwTernepwrpacee, 11-15, 92318, HomapxT, Mepmanvs, Ten . 0 91 81/231-90, ©axc. 0 91 81/23 1265




JIEPXJIIKCITYXBA YKPATHU
NEPYJKABHA CJIYVIKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMM Y KHiBCBKIA OBJIACTI

npocnekt Banepis JIo6anoscekoro, 51, M. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK
Npo sIKiCTH BBE3eHOro B YKpainy JikapcbKoro 3acody

20.02.2020 . Ne 6893/20/10

KJIIMAJVMHOH® YHO

(HaliMeHyBaHHa NikapCHKOro 3aco0y 3rifiHO 3 peecTpalifiHHM NMOCBiAYEHHAM)
Ta6J1eTKH, BKpHTi 060/10HK010, Ne 30 (15x2) y GJicTepax

(popma BuITyCKy, JO3YBaHHS, BUJ NAKyBaHH: JikapcsKoro 3acoby)

Homep peectpauiiisoro nocsimuenns UA/2541/01/01 crpox pif peecrpauiittoro nocsizuenns 03.03.2020

Cepis nikapcekoro 3acoby Ne 0000144702 KinbkicTs BBe3eHOro Nikapcskoro saco6y 42900
BupoGHuk bionopuka CE, Himeuunna
(HaliMeHyBaHHS BUpOOHHKa Nikapcekoro 3acofy, kpaiHa NOXOKEHHS)
BaeseHo B VkpaiHy CuisbHe yKpaiHChbKO0-eCTOHChKe MignpHeMcTBo Y ¢opmi ToBapHCcTBa
3 o0MeskeHo10 BinnoeinaasuicTio "Ontima-®apm, JIT", inenr. koa:
21642228

(uaitMenyBanns Ta koa 3a EJIPTIOY 1opuanyHoi ocobu abo npizeume, im's, no 6arbkosi (isHyHoi
ocobu - nignpremiy, il Miclie NpoKHUBaHHA Ta peecTpauiiauii HoMep 061ik0BOT KapTKH IUIATHHKA
nogarkis abo cepis Ta HoMep nacropra)

IpoToxoa BisyansHoro koutpomo sin 14.02.2020 Ne 0458/3.

3a pesyabTaTaMM JIEPKABHOTO KOHTPONK BCTAHOBNEHO, MWIO JiiKapchkuii 3aci0 BBeeHO B VYkpainy 3
JOTPHMAHHSIM BUMOI 3aKOHONABCTBA OO 3a6€3neueHHs AKOCTI NiKapChKHX 3ac00iB.

BacryrlHFiK ,gxat{anmuﬁﬁ 431):&{{13«'
JepxaBugf ¢iFyoK0u 3 3 HiRAPCHRIX 32C00iB
11/ 3ybapesa H.B.
Ta Kompgmé 3a HaﬂKOTHK@m y KuiBcbkili /
obnacti - -,..lw R 5
{nocaﬁompcoﬁa oprasy. aepxﬁum KOHTPONIO) ) (nignuc) (iniuianx Ta npisBHiE)
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g Bionorica
CEPTUOIKAT IKOCTI

KnimapuHoH® YHO TabneTku, BKPUTI 00O0NOHKOR
Ne 30 (15 x 2) y OrniicTepax, B KApPTOHHI# Kopobui

[yl peyosiHA: 1 TaBneT«a MICTUTbL 32.5 M CyX0ro exkcTpasTy kopenesuula uyumiyndyra (Crmicifuga
Racemosa) (4.5 - 8.5:1), Lo sianosigac 6.5 Mr HATUBHOIO EKCTREKTY (ekcTparenT etadon 60 % (06/o6))

Kpaiva BupobHuk: HimeuurHa
KpaiHa npuaHadeHks, Yepaida
P.n. Ne UA/2541/01/01

sig 03.03.2015 go 03.03.2020

Cepin Ne: 0000144703

Posmip cepil: 35550 ynaxkosek

Aata aupobHuyrea: 14.03.2019
Tepwmid npugatsecti: 03.2023

Nata possony Ha eunyck: 11.12.2018
Bionopuka CE
KepxeHnwTeldHepuwTpacee, 11-15,
92318, M. Hotimapkr, HiMeuy4urHa

BupoGHuK roroBoro nikapckKoro 3acody
Nivensis Ne DE_BY_05_MIA_2019_0006/
ROF-5(55.2-2678.1-4-220-5

Ceptudikar GMP Ne DE_BY_05_GMP_2018_0010

BoeiweynoMsanyTan cepus Huina NpoBepeHa 8 COOTBETCTBUMU C YTBEPXKABHHOA A0KyMeHTauued pupMbi
KnumaanHou® YHoO TabBneTku, NOKpbiTbie 060N04KOH.

MNokasatenu MeToab! Cnenuduxayus PeaynbLrar
OnucaHue
Onucadue CeHcopHbii [BoRKOBbINYKNGIE TADNETW, KPYTMON| CootaercrayeT
aHanua dhepMel NOKPbIThIE 0BONCYKOH,
TEPPaKCTOBOMD UBETA C PUCKCH ~a
OfHOW CTOpOHE.
HAdenmucurayus

CooreeTcreyer
CooTseTcTRYET

Canonuisl (TCX) B PY PM 002/C1 CornacHo TpeboBanuam
Vaentudukayus (BIXX) B PY PM 145/06 CornacHo rpebosanHunm
Mugpobuonozuveckan yucmoma Ph. Eur. 5.1.8, B

TAMC Ph. Eur. 26,12 <104 KOE/r
MaKkcumanbHo AONYCTUMOE 3RaUYeHWE!
50 000 KOE/r

TYMC Ph. Eur. 26.12 s 10?2 KOE/r
MaxkcumanbHO JONYCTUMOE 3Ha4eHune;
500 KOE/r

Ph. Eur. 2.6.31 =102 KOE/r

CoorseTcrayer
< 10* KOE/r

< 102 KOE/r

HenveycTonyuabie < 102 KOE/r

rpamoTpuuaTenbHbie Sakrepuw

Salmonelia Oveyrers. 8 25

T
Creytere. B 1 1

Ph. Eur. 2.6.31 OrtcyTetByoT B8 251

Escherichia coli Ph. Eur. 2.6.31 QOrcyteTayloT s 11

KonuyecmaernHoe codepxxadie

Cyxoro akcTpakTa yumuyudhyru s B PY PM 65 mritab + 5% 6.50 mritat
nepecHeTe Ha uumuyundyri 145/06 (6,18 — 6.83 mritab)

kucnoty B

Lumuindyra kuenorel B 8 B PY PM KoHTpone cepuu, mriTad 0077 mifrab
nepecyeTe Ha kodelnyo kucnoty  145/06

HdononnumensHbie mecmal

BuicoTa tranrenunpk. 3.2 — 3.8 Mm 3.6 MM
Luamerp Wrardrenynpk. 8.1— 8.4 mm 8.2 MM
PacnapaemocTs {8 804€) Ph. Eur. 2.9.1 < 30 muk 2 MuH
Cpeanas macca (n = 20) Bapewwusanue 260 Mr£5.0% 261 mr
OAHOpOZHOCTE Maccsl Ph Eur.2.9.5 Cornacuo TpedboBaHuam Courseraraye”

cTpanvua 1 ma 2
BuoHopuka CE, Kepxenwredneplurpacee, 11-15, 32318, Hoamapkr, Tepmarua, Ten. 0 31/41/231-90. daxc: © 91 81/23 1285
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CEPTUDIKAT AKOCTI
KniManuHoH® YHO TabneTku, BKpUTi 000JI0HKOO
Ne 30 (15 x 2) y BGniicTepax, B KApTOHHI KopoBuUi

[iroui peuosunu: 1 Tabnetka MICTUTL 32.5 Mr CYXOro eKCTPaKTY KopereBuwa uuMiundyry (Cimicifuga
Racemosa) (4.5 — 8.5:1), wjo Bianosigac 6.5 Mr HaTUBHOIO ekcTpaxTy (exctpareHT etanon 60 % {06/0b))

Kpaina BupoBHuk: HimeuuuHa Cepis Neg: 0000144703
Kpatna npusHavenns: Ykpaika Po3mip cepil: 35550 ynakobok
P.on. Ne UA/2541/01/01 Hata supobruurea: 14.03.2018
sin 03.03.2015 no 03.03.202C Tepmis npuaatHocti. 03.2023
Nara aossony Ha sunyck 11.12.2019
BupobHuk roToBOro nikapckkoro sacoby biokopuka CE
fiyewxzin Ne DE_BY 05 MIA 20190006/ KepxenuTehnepwrpacce, 11-15,
ROF-5(G55.2-2678.1-4-220-5 92318, m. Homapkr, HimevuuHa

Ceprupikar GMP Ne DE_BY_05_GMP_2018_0010

Ccebinku Ha Ph, Eur. cOOTBETCTBYIOT Tekyliemy u3aaHuto. [larHsie aHann3a QeRcTBMTENbHLI N8 MECTa 4
BPEMEHW BbINQMHEHUS,

HacToswwm ya0CTOBEPSIO, YT fipuBeAeHHan Bollle MK(OPMaUNS ABARETCS NOANUHHOR 1 ToYHOR. JTa cepus
npenaparta Beina npousseieHa {8 TOM YWCne yNakosaHa, MapKvposaHa) U NpoBeASH KOHTPOIMb g KavyecTaa
Ha BbILUEYNOMARYTOM YUYACTKE B NONHOM cooTeeTeTauy ¢ Tpebosarnamy GMP | yCTaHo8NEHHLIMW MECTHbIM
PErynsTOpHbLIM OPraHCM, 8 TaKKe B COOTBETCTBUW CO CneywpuianMamy, COABDKALLMMNCS 1
perucTpaLMoHHoM accee. MpOTOKONL! NPOW3BOACTEA, YRAKOBKY 1 aHaNK3oe B6M paccMoTpersl 1
ycTaxoBneHo cooTeercrane Tpebosanunm GMP.

Knumaguuou® YHo T

wugpb%ne oBonoukon N2 30,
é(@,@:r cem TpeboBaHuaM QOKYMEHTALUWN (DUPMEl M NPU3HEHE TOAHON K NpoAaNe.
C

crpakuua 2 u3 2 '
BuoHopuxa CE, KepxeHwreiHepwtpacce, 11-15, 92318, Hodmapkr, Mepmanwn, Ten 0 91 81/231-90, ®akc 0 91 81/23 1265
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JEPXJIIKCIIYKBA YKPAIHU
AEPKABHA CJIYXBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMM Y KHIBCHKIA OBJACTI

npocnekt Banepis JlobanoBeskoro, 51, M. Kuis, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox €JIPIIOY 37078774

BHCHOBOK
Npo SIKiCTh BBE3EHOr0 B YKpaiHy JiKapchKoro 3aco0y

20.02.2020 Ne 6894/20/10

KIIMAJIMHOH® YHO

(HakiMeHyBaHHS likapchKoro 3acoby 3riiHo 3 peecTpauiifHHM MOCBiAYEHHAM)
TabaerkH, BKpuTi 060s10HK010, Ne 30 (15x2) y GuicTepax

(popma Bumycky, 103yBaHHS, BHIL NAKYBaHHA JIKapCEKOTO 3acoby)

Howmep peecrpauniiitoro nocsigsenns UA/2541/01/01 crpox aii peecpauiitvoro nocsinuenns 03.03.2020

Cepis nikapcrkoro 3aco6y Ne 0000144703 KinsxicTs BBE3€HOTO JiKapcekoro 3acoby 35550
BupoGHuk Bionopuka CE, Himeyunna
(naiiMeHyBaHHsA BUPOOHHKA NiKapCHKOTO 3acoly, KpaiHa MOXOIKEHHS)
Baeseno B Vipainy CuoinbHe ykpaiHchbKo-eCTOHCHKe MANPHEMCTBO Y (popMi TOBapHCTBA
3 o0MexxkeHo10 BignoBiganbuicTo "OnriMa-®apm, JITI", inenr. xon:
21642228

(naifimenyBanns Ta kox 3a €IPTIOY opuanunoi ocobu abo npissuue, iM's, Mo 6aTekoBi ¢iznuHOT
ocobu - mianpuemus, ii Miclie NpokHBaHHS TA peecTpaliiinuii HoMep 06/iKOROT KAPTKH MIATHHKA
nosatkie abo cepis Ta HoMep nacrnopra)

Iporokon Bisyansnoro xoutponio Big 14.02.2020 Ne 0458/4.

3a pesymbraTaMH AePKaBHONO KOHTPOJIO BCTAHOBJIEHO, INO JikapchkKWii 3aci6 BBeseHo B VYkpainy 3
AOTPHMAHHAM BHMOT 3aKOHOJABCTBA II0J0 3abe3eYeHHs AKOCTI TiKapChKHX 3aco0iB.
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