JIEPXKJIIKCITY KBA
JMEPXABHA CJIYXKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMHA
Y JHINPONETPOBCHKIMA OBJIACTI

Huinpo, mn.CobopHa,4, k., 601-605, 49005, ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37070665

BHUCHOBOK
Npo AKICTh BBE€3eHOro B Y KpaiHy JikapcbKoro 3acoly
30.07.2021 Ne 43133/21/0411
HUKJIOAHHOH®

(HafmMeHYBaHHs Nixapeskoro 3acofy ITiAHO 3 peecTpauifHUM TTOCBLIYEHHAM)
Tafjerkn, BKpHTi 00010HK010, 110 15 TabneTok y 6aicTepi; mo 2 GaicTepn B KapToHHi i
Kopobui

((popma BuIEyCKy, ZO3YBAHHA, BUI NAKYBAHHA JIKapCcLKoro 3acoby)

Homep peectpauiiinoro noceinuenna UA/0267/02/01 crpok nii peectpauiituoro mocsinuenus 01.01.2099

Cepis nikapcskoro 3acoby Ne 0000160364 KinbkicTs BBe3eHOrO Aikapebkoro 3acoby 2100
BupoGHuk Bionopuka CE, Himewunna
(HalmenyBanHs BUpoOHHKA Nikapcbkoro 3acofy, kpalHa MoXoIKeHH )
Baeaeno B Ykpaiuy Tosapucrso 3 06MeskeHow0 BignoBinaasHicTo "baJAM", inenr. xon:
31816235

(HaiiMeHyBaHHA Ta ko 3a €EJIPMTOY 1opuanyHoi ocoGu abo npizsunle, im's, no Harskoni
¢isnunol ocobu - mianpueMus, i Miclie NpoXHBaHHA Ta peecTpalifauil noMep o6ikoB i
KapTKH [IaTHUkA noaatkie afo cepis Ta HoMep Macnopra)

[IpoTtoxon BisyansHoro kourpow sin 29.07.2021 Ne 03-01/2455/11.

3a pesynpTaTaMK [EPXKABHOTO KOHTPOJIG BCTAHOBIEHO, IO JIKAapChKHMA 3aciG BeeseHo B Vkpairy 3
AOTPHMAaHHHAM sxMor 3aKk0HOJaRCTRA 10040 3abe3neueHHs AKOCTI NiKapchKUX 3acobiB.

B.o. HauaneHuKa JlepxaBHol ciyx0u 3
NiKapCEKHX 3ac00iB Ta KOHTPOIIK) 3a 1O1is OBYAPEHKO
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CEPTUDIKAT AKOCTI
UuknoguHoH®, Tabnetku, BKpUTi o6onoHkoro Ne 30

no 15 ta6nerok y 6nictepi; no 2 6nictepn B KapToOHHIN kopobui

Hitodi peyosuHn: 1 TabneTra MicTHTL:
4 mr excTpakTy NNoais NPyTHAKY aBuvaliHoro Hatveroro cyxoro (Fructis Agni casti) (7-11:1),
(ekcTparenr etavon 70 % (06/00)

Kpaina eupoGnnk: Himeuunna

KpalHa npuasaveHHA: Yipaiia
P.n. Ne UA/D267/02/01
gin 24.01.2018, GeacTpoKoRD

3 amidamu (sig 08.07,2020 vaxaa Ne1562; sin

10.12.2020 Hakaa N22854 )

BupoGruk rotosoro alkapekKoro 3acoby
NitleHain Ne DE_BY_05_MIA_2018_0008/

ROF-5G55.2-2678.1-4-220-5

-Ceprudikar GMP Ne DE_BY 05 _GMP_2020_0039

Cepla Ne: 0000160364

Poamip cepil: 21927 ynaxook
[Jara BupoGHuurea; 12.01.2021
Tepmin npunatHocti: 01.2026

[DaTa pozsony Ha eunyck: 17.05.2021

Biowopuka CE

KepxeHwreftHepwrpacee, 11-15,
92318, M, Holimapkr, HimequuHa

BuwesasHavuena cepls 6ynd nepesipeHa BignoBigHo Ao 3aTeeppKeHol gokymerTauil ipmMy Ha LIMKRoAWHOH®,
TabneTkn, BkpUTI 0BONOHKOIO.

[MokazuuKn
Onuc
SoBHiWHIA BArNAY

.

lnenTudikalin
lpvacian, TLEX

MikpoGionoriyHa uueToTa
TAMC

TYMC

KoayocTilki rpamHeraTueii
Baxrepif

Saimonella

Escherichia col

Ankanoian niponianauny
(PospaxyHok suxo0a4t 3
pesynemamie imecmyeaHHs
akmuesHol cyScmanuli)
KinekicHe BuaHaveHHA
Kacmutiun

ExcTpaKTy nrioaie npyTHaKY
CYXOro B nepepaxyHky Ha
KacTULIMH

Meroau Donycrumi mexi

CeHCcopHUi Kpyrni groonywni TaBneTiu,
BKpUTi 0G0NOHKOIO 3eneHypaTo-
GnakUTHOro XONLOPY 3 MaTOBOK
rnosepxHen

B PY PM 603/01 3rigHo 3 BuMoramMy

Ph.Eur.2,6.12/2,6,31 Ph. Eur. 5.1.8,B

Ph. Eur. 2.6.12 S 104 KYCHr
MakcHMaEHO BonysTule
sHaMerHs; 50 000 KYO/r

Ph. Eur. 2.8.12 s 102 KYCIr
MzagcHMaNBHG HONYETUNE
sHavenHa: 500 [0

Ph. Eur, 2,6.31 S 102KYOir

Ph. Eur, 2.6.31 Bigcyrsi (B 25 1)

Ph. Eur. 2.6.31 Bigeyrhi (e 11)

Metoa dipmn = 1,0 mkr faene
(pg/day) rpanuyna / aobosa
fosa

B PY PM 311/04 0,01 — 0,05 mr/rabneTiy, ekpuTy
0B0MOHKoI0

B PY PM 311/04 85 -106 %

c:ropfﬂxa 182

Pe3ynbTaTi

Bianopigae

Bianoeigae

< 10* KYOIr

< 102 KYOlr

< 102 KYO/r

BipcyTHiB 25 1
BiacyTHiB 11

< 1,0 mKr/geHo

0,08 mritabnerky,
BKpUTY 0BONOHKOID
100 %

BioHopuka CE, KepxenwTelinepwrpacce, 11-15, 92318, M, HotimapkT, HiMewwuna, Ten.; 0 91 81/231-90, dakc: 0 91 81/23 12 65
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CEPTUDIKAT SKOCTI
: LinknoanHoH®, Tabnerku, Bkputi o6ononkoro N2 30
, no 15 taGnerok y 6nicrepi; no 2 6nictepu B KapToHHIN kopobui

Dilowi pevosnHY: 1 TabrieTka MiCTUTD!
4 Mr ekCTPaKTY NNoAis NPYTHAKY 38MYaiiHOro HaTUBHOrO cyxoro (Fructis Agni casti) (7-11:1),

¢ {exctparedT eTaHon 70 % {06/06)

Kpaina BupobHuk; HimeuyunHa Cepia Ne: 0000160364
KpafHa npusHaveHHs: Ykpaika Poamip cepil: 21927 ynakoBok
P.n. Ne UA/0267/02/01 Data supoBHuurea: 12,01.2021
Big 24.01.2019, GescTpokeso Tepmin npuaatHocTi: 01.2026
3 amiHamu (eig 08.07.2020 Hakaz Me1562; Big Dara po3seony Ha sunycx: 17.05.2021
1 10.12.2020 Hakas Ne2854)
] Bupo6HUK roToBore nikapetkoro 3acoby Bionopuka CE
1 JNiuensia Ne DE_BY_05_MIA_2019_0006/ KepxeHwreliHepwrpacce, 11-15,
L8 ROF-8G656.2-2678.1-4-220-5 92318, m. HofimapkT, HimewdnHa
{ _Ceprudikar GMP Ne DE_BY, 05_GMP. 2‘020 0039 . .. . . .
NoazanKy, MeToan Bonycrumi mMexi PesynbTatdl
DiameTp ITaHreHumpryne 7.0-7,2 MM 7,0 MM
OaHopiaHicTb Macn Ph. Eur. 2.9.5 3rigHo 3 Byumorammn Bignoeinae
(m =125 mr (mg)
Bucora LUTaHreHpKYNb 3,1-33 Mm 3,2 Mm
- Poanagauusa (y Boai) Ph. Eur, 2.9.1 =30 x8 12 xe
Dani aHaniay AidicHi Ana Micua Ta Yacy BUKOHaHHA.
Yel nocunadys Ha Ssponelickky Gapmakoneio (Ph, Eur.) BigHocATECA DO 1T NOTONHOIO BURAHHS,
Lium 7 S=EEiHGY! Jmm-:as*egéhanamme IHcpopMau;me;gocrgaipﬂom‘gqoqﬁplb
Lo cepimwnp”o‘ﬁgug”f*ﬁyno BURGGNeHO (BRITHARYM naxyagaﬁgfm 2RKYEAHHE) TS npoaeg‘el?lo KOHTPONL 1T AKOCTI
Ha Builie3asHadEHIN: .nfnbhuﬂi\ y nosHili eignosigRgcT 8 BUMOr2MN GMF! BETAHOBREHUMY  MiCLEBUM
perj'nﬂfb HyM OpraHoMm, & TakoX BinoeigHo A0 cheundikayii, wo MicTATLeS ¥ peecrpauiunomy Jocke.
i'lpm:okonn Bupo6GHULTEA, NakyBaHHA Ta aHaniaie Bynu nepernAHyTi Ta BCTAHOBNEHO BIANOBIAHICTL BUMOram
Lluxno.quuomm Taﬁne'nr.u, BKpuTi oBonodkoto, N2 30, cepin Ne 0000160364 Bipnoeigae aciM BUMOram
N ; ira EhaHaHa NPYAATHOK A0 NPOAANY:.

e

it

: 36epizamu 0na saxucmy 6id caimma & opuainansril ynarosyl npu memnepamypl He eulje 25 °C
y HedocmynHomy ons dimed micul,

CcTopiHka 232
Elonopnka CE, KepxenwresiHepwrpacee, 11-15, 92318, M. Hoimapkr, Hineudnna, Ten,: 0 91 81/231-80. Qakc: ¢ 91 81/23 12 65



JEPXIIIKCITYKBA
JEPIKABHA CIIVIKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KATBCHKIA OBJIACTI

npocniekt Banepis Jlo6anoBchkoro, 51, m. Kuis, 03110, Ten/Gaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox E€APIIOY 37078774

B CHOBOK
PO SKICTH BBE3eHOro B YKpaidy JlikapchKoro 3aco0y

01.09.2021 Ne 47306/21/10

HMAKJIOAMHOH®

(naiiMeHyBaRH iXapcEKOro 3acoGy 3rimHO 3 peecTpauifiHiM nocsingennmm)
Ta0JIeTKH, BKPUTI 060J10HK010, 10 15 TabreToxK y Gaicrepi; mo 2 Gicrepu B KapTOHHii
Kopoomi

(dpopma BumyCKYy, NO3yBaHHS, BUJ NIAKyBaHES TiKapCHKOTO 3aco6y)
Homep peectpaniiiroro noceimaenns UA/0267/02/01 crpox g peectpaniiiroro noceimaerns 01.01.2099
Cepis nixapcrxoro 3aco6y Ne 0000161577 Kimskicts BBe3eROr0 Jikapcpkoro 3acoGy 1923

Bupo6ank bionopuxa CE, Himeuunna

(naitMenyBaHHA BUPOOHMKA nikapcrkoro 3aco6y, kpaisa TIOXOJDKCHHS)
Baesero B Vipainy Croinpne ykpainceko-ecToORChKe nipnpuemMcTeo 'y gopmi TOBApPHCTBA

3 00MezxeHor0 BiquoBixaILHiCTIO "Onriva-®apm, JITI", inenr. xon:
21642228

(nativenyBarms Ta xog 32 €JIPIIOY IOpHAMYHOT 0co6u abo mpiseume, iM'g, O GaTHKOBI tiserauol
0co6u - miAupHeMIy, 1i Micle IpoXUBaHIEST TA peecTpaniiinuit HoMep oGIiKOBOT KapTKY NIaTHHKA
nozatkis abo cepis Ta Homep TIacropTa)

Iporokon BisyansHoro konrposo six 25.08.2021 Ne 2908/11.

3a  pesymbTaTaMH  JIEpIKABHOTO KOHTPOIIO BCTaHOBICHO, INO JHKApCchKkWit 3aci6 BBE3CHO B Vkpaigy 3
AOTPUMAHHSAM BHMOT 3aKOHOJABCTBA MO0 326e3MeYeHHs\ocTi TiKapCchKUX 3acobis,

\ Omnexcitt COJIOLIPA

\(ni,unnc) (iminiamm Ta npiseume)




Bionorica®

CEPTU®DIKAT AKOCTI

UuknoanmHoH®, TabneTtkn, BKpUTti o6onoHkoro Ne 30
no 15 tabnerok y 6nicrepi; no 2 6nicrepu B KapTOHHiIK kKopob6ui

[Mitoui pevoBrHK: 1 TabneTka MICTUTB!
4 Mr eKCTPaKTy NNOAIB NPYTHSAKY 3BUYARHOTO HaTuBHOrO cyxoro (Fructis Agni casti) (7-11:1),
(ekcTpareHT etanon 70 % (06/06)

Cepina Ne: 0000161577

Poamip cepii: 15300 ynakoBoK

[ata Bupo6ruyrea: 08.09.2020
Tepmin npugatHocTi: 09.2025

[aTa po3sony Ha sunyck: 25.06.2021

KpaiHa Bupo6Huk: Himeuuuna

KpaiHa npusHayeHHs: YkpaiHa

P.n. Ne UA/0267/02/01

Big 24.01.2019, 6e3acTpokoBoO

3 3amiHamu (Big 08.07.2020 Haka3 N21562; sia
10.12.2020 Haka3s N22854 )

BupoGHUK rOTOBOTO NikapcbKoro 3acoby
Niuensis Ne DE_BY_05_MIA_2019_0006/
ROF-SG55.2-2678.1-4-220-5

Ceptudikat GMP Ne DE BY 05 GMP_2020 0039

BioHopuka CE
KepxeHwTenHepwrpacce, 11-15,
92318, M. HoitmapkT, HimevdyunHa

BuwlesasHayeHa cepis Byna nepesipeHa BiANOBIAHO 40 3aTBEPMXEHOT [JOKyMeHTauil dipMu Ha LIMKNOAUHOH®,
TabneTku, BKpUTi 060NOHKO.

Moka3HUKHK
Onuc
30BHIilWHiA BUrNAL

lneHTudikauin
lpngoian, TWX

MikpoGionoriyHa yucToTa
TAMC

TYMC

MOBYOCTIViKi rpamHeraTuBHiI
Bakrepii

Salmonella

Escherichia coli

Ankanoiau niponiauauHy
(Po3paxyHok 8uxodayu 3
pe3ynbmamie mecmyeaHHsA
akmueHoi cybcmanyii)
KinbKicHe BU3Ha4eHHA
KacmuyuH

EkCTpakTy nnoais npyTHAKY
CyXOro B nepepaxyHky Ha
KacTULMH

MeToaun

CeHcopHui

B PY PM 603/01
Ph.Eur.2.6.12/2.6.31
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

MeToa dipmu

B PY PM 311/04

B PY PM 311/04

HdonvcTuMi Mexi

Kpyrni geoonykni TabneTky,
BKpUTI 0BONOHKOIO 3eneHyBaTo-
BNaKNTHOro KONbopy 3 MatoBOK
noBepxHero

3rigHoO 3 BUMOramu

Ph. Eur. 5.1.8, B

s 10°KYO/r
MakcumanbHo gonycrume
3HayeHHs: 50 000 KYO/r
s 102KYO/r
MakcumanbsHo gonyctume
3HadyeHHsa: 500 KYOIr

< 102KYO/r

BigcyTHi (B 25 7T)
BiacyTHi (B 171)

s 1,0 Mkr /neHb
(ug/day) rparuyHa / fobosa
fosa

0,01 - 0,05 mr/Tabnetky, BKpUTY
obonoHkoo
95-105%

cropiHka 132
BioHopuka CE, KepxenwTewHepwTpacce, 11-15, 92318, M. HoldMapkT, HiMewunHa, Ten.: 0 91 81/231-90. ®akc: 0 91 81/23 12 65

X an oS 152 big 1808 rort i’

Pe3vnbrarm

Binnosigae

Bignosinae

< 10* KYOIr

<102 KYOIr

< 102 KYOrr

BigcytHiB 25T
BigcytHiB 1T

< 1,0 MKr /neHb

0,05 mr/TabneTtky,
BKPUTY OBONOHKOK0
98 %



Bionorica”

CEPTU®DIKAT AKOCTI

UuknoanHoH®, Tabnerkun, Bkputi o6onoHkoto N2 30
no 15 tabnerok y 6nicrepi; no 2 6sicTtepn B KapTOHHIN KOpo6ui
[iroui pevqoBuHu: 1 TabneTka MiCTUTL!

4 Mr eKCTpakTy NNoAiB NPYTHAKY 3BUHaNHOro HatueHoro cyxoro (Fructis Agni casti) (7-11:1),
(exkcTparenT eTanon 70 % (06/06)

KpaiHa BupobHuk: HimeuuunHa Cepis Ne: 0000161577

KpaiHa npusHadveHHA: Ykpaina Poawmip cepil: 15300 ynakoBoK

P.n. Ne UA/0267/02/01 [aTa BupobHuyTea: 08.09.2020

Bin 24.01.2019, Be3cTpokoBo TepmiH npuaaTHocTi: 09.2025

3 aminamum (Big 08.07.2020 Hakas N21562; sia [aTta no3sony Ha Bunyck: 25.06.2021
10.12.2020 Haka3 Ne2854)

Bupo6Huk roroBoro nikapcbKoro 3acoby BioHopuka CE

Niuensis Ne DE_BY_05_MIA_2019_0006/ KepxeHwTtehHepwTpacce, 11-15,
ROF-SG55.2-2678.1-4-220-5 92318, M. HoiimapkT, Hime4uuHa
CepTudbikat GMP Ne DE BY 05 GMP_2020 0039

Moka3Huku MeToaun DonvcTumi Mexi Pe3svnbratun
HiameTp LTaHresuynpkynb 7.0~7.2Mm 7.0 Mm
OaHopigHicTb Macu Ph. Eur. 2.9.5 3rigHo 3 BUMOramu Bignosinae
(m =125 mr (mg)

Bucora LWTaHreRumnpkyno 3,1=-33Mm 3,1 Mm
PoanapnaHHs (y BoAi) Ph. Eur. 2.91 £30x8 12 x8

[aHi aHanisy AicHi ANS Micusa Ta Yacy BUKOHaHHS.
Yci nocunanHa Ha €sponelicbky Papmakonero (Ph. Eur.) BIAHOCATLCSH 4O 1T NOTOYHOIO BUAGHHSA.

Lium s 3acsiguyto, WO HaBedeHa BULLe iHpopmauis € JOCTOBIPHOK Ta TOYHOLO.

Lo cepito npoaykuii 6yno supo6neHo (BKMNOYA4M NakyBaHHA/MapKyBaHHS) Ta NPOBEAEHO KOHTPOSb i AKOCTI
Ha BUlUe3asHaYeHi® AinbHWUI y NOBHIA BignosigHocTi 3 BumMoramu GMP, BCTaHOBNEHUMU MICLEBUM
PErYNATOPHUM OPraHoM, a TakoX BiANOBIAHO A0 cneundikalii, Lo MICTATLCS ¥ peecTpauiiHoMy [OCkE.
MNpoTokonu BUPOBHWUTBA, NakyBaHHs Ta aHanisis Bynu nepernsHyTi Ta BCTAHOBNEHO BiAMOBIAHICTL BUMOram
GMP.

uumonunou®,ra6nemu, BkpuTi o6ononkoto, Ne 30, cepis Ne 0000161577 signoeigae BciM BUMOram
ggr_gxggmaﬂ’ P 3 BY3HAHA NPUAATHOK A0 NPOAAXY.

36epicamu Ons 3axucmy eid ceimna e opuziHanbHil ynakosyi npu memnepamypi He suwe 25 °C
y HedocmynHoMy Ons dimed micyl.

CTOpiHKa 2 3 2
BioHopHWka CE, KepxerwTenHepwTpacce, 11-15, 92318, M. HowimapkT, Himeyunna. Ten.: 0 91 81/231-90. ®akc: 0 91 81/23 12 65
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