JEPXJIIKCIIYKBA
JIEPXKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHiBCBKIA OBJIACTI

npocnext Banepis Jlo6anoscskoro, 51, . Kuis, 03110, Ten/¢axkc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €APTIOY 37078774

BUCHOBOK
npo sSKicTh BBe3eHOro B YKpaiHy JikapcbKoro 3aco0y

25.03.2021 Ne 12001/21/10

CHHYIIPET® ®OPTE

(HaliMEHYBAHHA JTiKapCHKOro 3aco0y 3TiHO 3 peeCTpaiiHUM MOCBIXYEHHAM)
TabaeTkH, BKPUTI 06010HK010 10 20 TabaeTok y Gutictepi; o 1 6uicrepy B KapToHHi
Kopooui

(opma BumycKy, H03yBaHHS, BHI NaKyBaHHS JikapchKoro 3acoby)

Howmep peectpaiiroro nocsizuenns UA/4373/04/01 crpox nii peectpauitinoro noceixsenta 01 .01.2099

Cepis nixapcakoro 3acoby Ne 0000156628 KinbKicTs BBe3eHOTO Jikapcbkoro 3acoby 8504
BHpoGHHK Bionopuka CE, Himequnna
(HaiiMeHyBaHHA BUPOGHHKa JiKapchkoro 3acoby, kpaiHa MOXOKEHHA)
BaeseHo B YipaiHy CniJbHe yKpaiHCbK0-eCTOHChKe MINPHEMCTBO Y popMi ToBapHCTBa
3 o6MexeHoo BignosiganbHicTIO "OnTiMa-Papm, JIT/", inent. xon:
21642228

(HaﬁmeHyBaHHn Ta oz 3a €JIPTIOY 1opuauanoi ocobu abo npissuiLe, iM's, no 6arekosi GisnyHo
oco6u - mignpuemud, il Micue UPOXKHBAHHS T2 peecrpaummm HoMep 061iKoBOT KapTKH IUIaTHHKA
nonarkis abo cepis Ta HOMEp Nacmopra)

TpoToko BisyansHoro koutpomo sin 16.03.2021 Ne 0724/10.

3a pesynbTaTaMH JEPKABHOTO KOHTPOJO BCTAHOBJICHO, IO nikapcbkuii  3aci6 BBe3eHO B YkpaiHy 3

JOTPHMAHHS M BHMOT 3aKOHOAABCTBA IIOJIO 336e3NeUeHH 1k cTi NiKapchKHX 3ac00iB.

3ac1"ym§1t )uaqa.rlbnnk{y /31}'1(61{ (\ Onexciit COJIOIIPAA
(nb aﬁosa( Ww ,uep)kﬂm;dro KOHTPOJIIO) (niznuc) (ininiany Ta npi3suiuE)
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Bionorica’

CEPTUDIKAT AKOCTI

Mepeknap

CuHynpet® copTe TabneTtku, BKpUTi 060noHko0 Ne20
y bnicrepax (20 x 1) B KapTOHHi# Kopobui

Aitodi peyosuru: 1 Tabnetka MiCTUTL BUCYLLEHI NiKapCbKi POCNMHW Y BUrASAI NOPOLWKY:
Tpasu wasnio (Herba Rumicis)
Tpasu sepbenn (Herba Verbenae)
KopeHs ropeuasku (Radix Gentianae)
KiTok OyanHn (Flores Sambuci)
KsiTok nepsousiTy 3 yaweukoiw (Flores Primulae cum Calycibus)

Kpaina Bupo6Huk: Himeyuyuna
Kpaina npusHavyenHs: Ykpaiya

P.n. Ne UA/4373/04/01
Big 13.05.2020, 6escTpokoso

BupobHuk roToBoro nikapcbkoro 3acoby
Niuensis Ne DE_BY_05_MIA_2019_0006/
ROF-SG55 2-2678.1-4-220-5

Ceptudikar GMP Ne DE _BY_05_GMP_2020 0039

36 mr;
36 wmr;
12 Mr;
36 mr;

36 mr

Cepin Ne: 0000156628
Poamip cepii: 18641 ynakosok

Hata supobruursa: 02.07.2020
Tepmin npuaatHocTi: 07.2023

Hata nossony Ha Bunyck: 15.12.2020

BioHopuka CE
KepxeHwTtelHepwtpacce, 11-15,
92318, M. HoitmapkT, HimeuyuHa

BuuesasHadena cepin Gyna nepesipeHa BignosigHo Ao 3aTBepAXeHO! AoKyMeHTaUil dipMu Ha
Cunynpet® chopTe TabneTkn, BKpUTi 06010HKO0.

lMNokasHuku

Onuc
30BHIWHIN BUrNSsA

HiameTp
Bucota -
Pos3napaHHs
CepefHs Maca

1denmudpikayis
TWX dnasoHoigiB
TWX ripkoTu
Yucmoma
MikpoBionoridHa
yucToTa

TAMC

TYMC

YKosuyocTinki

rpamHeratueHi 6akrepii

Salmonella
Escherichia coli

Meroau

CeHcopHuin aHa-
nis

WtaHrenuupryb
WiraHreHumpkynes
Ph. Eur. 2.9.1

3BaxyBaHHs
(n=20)

B PY PM 208/02
B PY PM 324/01

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

hY

{

Cneuudikauin

Kpyrni asoonykni Tabnetku, skputi
oBonoHKOW, 3eNeHOro KONLOPY 3 rna-
AEHBbKOIO NOBEPXHED

10.3 - 10.9 mm
56 ~6.3 Mm
< 60 xB. (y BOAI)

520 Mr + 5%
(484 — 546 mr)

3rigHo 3 BUMOramu
3ri4Ho 3 BUMoramm

Ph. Eur. 518, C

<10° KYO/r
MakcumManeHo AonycTUME 3HaYEHHS:
500 000 KYO/r

<104 KYO/r
MaKCUMansHo 4ONYCTUME 3HAYEHHS!:
50 000 KYO/r

<104 KYO/r

Bigcythi (B 25r)
BiacyTtHi (B 1)

CTOpiHKa 13 2
Bionopuka CE, KepxenwTeiHepwTpacce, 11-15, 92318, Honmapkr/HimeyyuHa,

Pesvnbraru ana-
pigy

Bionosinae

10.5 mm
5.9 mm
36 xB. -
514 mr

Bignosigae
Bianosinae

Bianosigae

<10° KYOrr

<104 KYO/r

<104 KYOIr

Binc.825r
Biac.s1r

Ten.: 0 81 81/231-90, dakc: 0 91 81/23 12 65




Bionorica’

CEPTM(D”(AT HKOCTI Mepeknapg

CuHynpet® chopTte TabneTku, BKPUTi 060n0HKOK Ne20
y 6nicrepax (20 x 1) B KapTOHHIK kopob Ui

Hitodi peqoguru: 1 TabneTtka MICTUTb BUCYLLEH] MTIKAPCBKI POCAUHY Y BUTNS4I NOPOLWKY:

Tpasw wasnto (Herba Rumicis) 36 mr;
Tpasw sepbenn (Herba Verbenae) 36 wmr;
Kopensa ropeyasku (Radix Gentianae) 12 wmr,
KsiTok ByanHu (Flores Sambuci) 36 wr;
KeiTok nepsousiTy 3 wyaweykotw (Flores Primulae cum Calycibus) 36 mr
KpaiHa BupobHMk: Himeyuuna Cepis Ne: 0000156628
KpaiHa npuanaveHHs: Ykpaina Poamip cepii: 18641 ynakosok
P.n. Ne UA/4373/04/01 fata supoBuuurea: 02.07.2020
Big 13.05.2020, 6e3cTpokoBO Tepmin npuaaTtHocTi: 07.2023

Hara possony Ha sunyck: 15.12.2020

Bupo6HUK roToBoro nikapcbkoro 3acoby BioHopuka CE
Jliuensis Ne DE_BY_05_MIA_2019_0006/ KepxenwTtelHepwTpacce, 11-15,
ROF-SG55.2-2678.1-4-220-5 92318, M. HoMapkT, HiMeyuuna
Ceprydikatr GMP Ne DE_BY_05 GMP_2020 0039
Moka3HMKK Metonu Cneuundikauin PesvnbraTu

aHanisy
KinbkicHul emicm
Bmict ksiTok nepsousiTy 8 Tabnertyi, skputin B PY PM 321/02, 32.4-396wmr 37.7 mr/tabneTky,
0B0NOHKOI, B NepepaxyHKy Ha isopamHeTiH- BEPX BKPUTY 0BONOHKOK
3-O-tpirntokosig
BmicT isopamHeTin-3-O-Tpirniokosiay 8 1ab- B PY PM 321/02, 0.2 — 0.8 mr 0.2 mr/TabneTky, BKpUTY
netui, BKpUTIA oGonoHKoto, B NnepepaxyHky  BEPX obonokko
Ha pyToaung
Bmict Tpasu Bepbenu B TabneTuyi, BrpuTii B PY PM 323/03, 324 -39.6 mr 35.2 mr/tabneTky,
0B0MOHKOI0, B NepepaxyHKy Ha sepSeHanii  BEPX BKPUTY 0BONOHKOW
Bmict sBepOenaniny B Tabnetui, BkpuTiit 06o- B PY PM 323/03, 0.5-2.0 mr 0.6 mr/rabnetky, BkpuTy
NOHKOK BEPX 0B0oNoHKOK

[aHi ananisy aicHi gna micus Ta 4Yacy BUKOHAHHA.
Yci nocunanHa Ha €sponevicbky dapmakoneto (Ph. Eur.) BiaHOCATLECA A0 1 NOTOYHOrO BUOAHHS.

Unm 5 3acBiavyto, ujo HaseaeHa suule iHbopMaLis € OCTOBIPHOK Ta TOMHOMW.

Lo cepito npoaykuit 6yno 8upo6neHo (Bku4aqm nakyBaHHs/MapKyBaHHA) Ta NPOBEAEHO KOHTPONS i
SKOCTI Ha BULLIE3a3HAYeHIN AinbHWULI Y NOBHIK BIAN0BIiQHOCTI 3 BUMOramu GMP, BCTaHOBNEHUMU MiCLIEBUM
PEryNATOPHUM OPTaHOM, @ TaKoX BIANOBIAHO 40 cneumndikauii, Wo MICTATLCS y peecTpayinHoMy A0CkE.
MpoTokonu BMpoBHUUTBA, NakyBarHs Ta aHanisis Bynu nepernsHyTi T2 BCTAHOBNEHO BiANOBIARICTL BUMOram
GMP.

CunynpeT® dhopTe TabrneTku, BKpUTi 060n0oHKoto Ne20, cepin N20000156628 sianosiaae BCiM BUMOram
AOKyMeHTaUil pipMu Ta BU3HaHa NPUAATHOK A0 NPOAAXY.

HownmapkT, 15.12.2020

(Midnuc, neyamka)

I. BiHuyk
YnosHoBaxeHa ocoBa

CTOpiHKa 2 3 2
Bionopuka CE, KepxenwTrenHepwTtpacce, 11-15, 92318, Houmapkr/Himeuduna, Ten.: 0 91 81/231-90, dakc: 0 91 81/23 12 65




Bionorica’

CEPTU®IKAT SIKOCTI

CuHynpeT® dopTe Tabnetku, BKpUTi o6onoHkoro Ne20
y 6nictepax (20 x 1) B KapTOHHI KOpoG Ui

Hirovi pedosuru. 1 Tabnerka MICTUTL BUCYLIEHI NiKapChKi POCIUHW Y BUrNSAi NOPOLUKY:
Tpasu wasnto (Herba Rumicis)
Tpaew BepOeHn (Herba Verbenae)
KopeHs ropevasku (Radix Gentianae)
KeiTok 6y3uHu (Flores Sambuci)

KBiTok nepeouBiTy 3 yaweukoto (Flores Primulae cum Calycibus)

Kpaina BupobHuk: HimeyyunHa
KpaiHa npusHadeHHs: Ykpaina

P.n. Ne UA/4373/04/01

Bia 13.05.2020, 6eacTpokoso

BupoGHuk roTosoro nikapckkoro 3acoby
Niuensia Ne DE_BY_05_MIA_2019_0006/

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

36 mr;
36 wmr;
12 Mr;
36 wmr;
36 mr

Cepis Ne: 0000156628

Poamip cepii: 18641 ynakosok

[aTa supobHuyrea: 02.07.2020
TepMiH npuaaTHocTi: 07.2023

[JaTa nossony Ha sunyck: 15.12.2020

BioHopuka CE
KepxenwrtenHepwrpacce, 11-15,
92318, M. HomapkT, HimevuuHa

Ceptuikat GMP Ne DE BY 05 GMP 2020 0039

BoiweynomsHyTas cepust 6bina nposepeHa B COOTBETCTBUM C YTBEPKAEHHON AoKkyMeHTaumneh dupMbl Ha
CuHynpet® cdopTe TaBneTku, NoKpbITble 060M0OYKON.

NMokasaTenu

OnucaHue
BHewHni Bup

OnameTp
BbicoTa
PacnapaemMoctb
CpepaHnana macca

HdeHmudbukayus
TCX cnaBoHouaos
TCX ropeyu
HYucmoma
Mukpobuonoruyeckas
4ncToTa

TAMC

TVMC

HKenueyctonyusble
rpamoTpuyaTtensHble
Bakrepun

Salmonella
Escherichia coli

MeTroabl

CeHcopHbIi
aHanu3

LWTaHreHumpkyne
Wranresumnpkyns
Ph. Eur. 2.9.1

BagewwuBsaHue
(n=20)

B PY PM 208/02
B PY PM 324/01

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

Cneuuchukauums PesvnbraTthl
aHanu3ia
Kpyrnbie asoskosuinykneie Tabnetku, CooTseTcTayeT

NOKpbIThie 060M0YKO’, 3eNEHOr0 UBeTa
C rNajikon NOBEPXHOCTLK

10.3-10.9 mm 10.5 mm
56-6.3 MM 5.8 MM

<60 MuH (B BOAE) 36 MuH

520 mr + 5% 514 mr

(494 — 546 wr)

CooteeTtctayeT TpeBoBaHuAM CooteeTcTtyer
CootBeTctayeT TpeBoBaHNAM CoortseTcTByeT
Ph. Eur. 5.1.8, C CooTtBeTtcTBYET
< 105 KO3/r < 10% KOS/r
MakcumaneHo AONYCTUMOE 3Ha4eHne:

500 000 KOE/r

< 104 KOO/r <104 KO3Ir
MakcumaneHo fonNycTUMOE 3HadeHue:

50 000 KOE/r

s 104 KO3/ < 104 KOOo/r

OteytcTaytoT (B 251)
OtcytetaytoT (B 1)

OtcyTere. B 257
Otecytete. B 1T

cTpannya 1 13 2
Buonopuka CE, KepxeHwrernHepwTpacce, 11-15, 92318, Houmapkr/Tepmanus, Ten.: 0 91 81/231-90, ®akc: 0 91 81/2312 65




Bionorica

CEPTU®IKAT SIKOCTI

CunynpeTt® chopTte TabneTku, BKpuTi 060noHkoro Ne20
y 6nictepax (20 x 1) B KapTOHHIN KOpOO6 Ui

Aitoyi pevosuru: 1 TabneTka MICTUTL BACYLIEHI NIKAPCbKI POCAVHW Y BUMMAAI NOPOLKY:

Tpasu wasnio (Herba Rumicis) 36 wr,
Tpasu Bepberun (Herba Verbenae) 36 wr;
KopeHs ropeuasku (Radix Gentianae) 12 mr;
KeiTok ByanHu (Flores Sambuci) 36 mr,
KeiTok nepeousiTy 3 yaweuqkoto (Flores Primulae cum Calycibus) 36 mr
KpaiHa s8upobHuk: HimeyuyuHa Cepin Ne: 0000156628
KpaiHa npusHadeHHs: Ykpaina Poamip cepii: 18641 ynakoBok
P.n. Ne UA/4373/04/01 [aTa Bupobruurea: 02.07.2020
Bia 13.05.2020, 6e3cTpokoso TepMmiH npuaarHocTi: 07.2023

[Hara nossony Ha sunyck: 15.12.2020

BupoBHUK rotoBoro nikapcbkoro zacoby bioHopuka CE

Niuensia Ne DE_BY_05_MIA_2019_0006/ KepxeHwreinepwrpacce, 11-15,

ROF-SG55.2-2678.1-4-220-5 92318, M. HomapkT, HimeuynHa

Ceptudikat GMP Ne DE BY 05 GMP 2020 0039

Moka3arenu MeToabl Crneuudukauus Pe3zynbrarthbl
aHanusa

KonuvyecmeeHHoe onpedenenue

Coaepxanune UBETKOR NepBoUBETa B B PY PM 321/02, 32.4-39.6 mr 37.7 MriTabneTky,

NoKpbITO oBonouykon TabneTke, B BIXX NOKPLITYHO 0BONOYKON

nepec4eTe Ha nsopamHeTuk-3-0-

TPUIMIOKO3Ng

CopnepxaHue nsopamHeTuH-3-0O- B PY PM 321/02, 0.2-0.8 mr 0.2 mr/iTabnetky,

TPUIMKOKO3NA B NOKPbLITON 060N0YKoN B3IXKX NOKPbITYO0 0BONOYKOR

TabneTke, B nepecyeTe Ha pyTo3usa

ConepxaHne Tpasbl BepbeHbl B NOKpbITON B PY PM 323/03, 32.4 —39.6 Mmr 35.2 mritabnerky,

obonoukon TabrneTke, B nepecyeTe Ha BIXKX NOKPLITYHO 0BoNoYKon

BepbeHanuH :

ConepxaHnve BepbeHanvHa B NOKPbITON B PY PM 323/03, 0.5-2.0mr 0.6 mr/tabnerky,

obonoykoit Tabnetke B3XKX NOKPLITYH 0GONOYKON

HaHHble aHanu3a geAcTBUTENbHLI ANA MECTA U BpeMeH U BbLINONHeHWs
Ccbinkn Ha Ph. Eur. COOTBETCTBYIOT TEKYLLEMY U3AAHUIO.

HacTosLMM yaOCTOBEPSIO, YTO NPUBEAEHHAN BbILLE UHAOPMALUA SBAAETCH NOANMHHO! U TOUHON.
JT1a cepus npenaparta beina npoussefieHa (B TOM YuCne ynakoBaHa, MapkupoBaHa) v npoBeaeH KOHTPOSb
€€ Ka4ecTBa Ha BbIeyNOMSAHYTOM y4acTke B NONHOM COOTBETCTBUK C TpeboBaHuamu GMP,
yCTAHOBNEHHbLIMU MECTHbBIM PerynsaTOpHbIM OpPraHoM, a TakKe B COOTBETCTBUU CO cneumpwxaummw,

coAepxalwMMuca B permcTpaymoHHOM gocoe.

r]pOTOKOJ'IbI ﬂpOM’JBOﬂcTBd YyNAKOBKW U aHaNu3oB Boinn paccMoTpeHbl N YCTaHOBIEHO COOTBETCTBUE
TpebosaHuamaMP

cTpaHuya 2 ua 2
BuoHopuka CE, KepxeHwrennepwrpacce, 11-15, 92318, HoumapkTt/Tepmanusn, Ten.: 0 91 81/231-90, dakc: 0 91 81/23 12 65




AEPXIIIKCIIVXKBA
AEPJKABHA CJIYXKEBA 3 JIIKAPCBKI}X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBHKIii OBJIACTI

npocniekt Banepis Jlo6anoscrkoro, 51, m. Kiuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK
IPO SIKICTh BBe3eHOro B Ykpainy JIKapCcLKOro 3acoby

31.03.2021 Ne 13959/21/10

CUHYIPET® ®OPTE

(HaliMenyBaHHs Tikapcbkoro 3aco6y 3rimHO 3 peecTpauiiHM TIOCBi TUCHHAM)
Ta0.1eTKH, BKPUTi 060.10HK010 10 20 TabJerok y Gaicrepi; mo 1 Gaicrepy B xapToumiii
Kopooui
(¢popma Bunycky, no3yBanus, BHI TaKyBaHHS JKapCEKOro 3acoby)

Homep peecrpauiittoro nocsimenns UA/4373/04/01 CTPOK Aii peectpauiitoro mocsimuenns 01.01.2099

Cepis nikapcbkoro saco6y Ne 0000157353 Kinbkicts BBeseroro nikapcrkoro saco6y 12210
BupoGuuxk Bionopuka CE, HiMeuuuna
(HakiMeHyBanHs BHPOGHHKE TiKapcrkoro 3acoby, KpaiHa NoXomKeHHs)
Baesero B Vipainy CnisibHe ykpaiHchKo-eCTOHChKE nianpuemMcTBo y dopmi TOBApHCTBA
3 00MexeHO0M0 BiamoBiTanLHicTIO "OnriMa-®apm, JITX", ienr. Kox:
21642228

(HaliMeHyBaHRA Ta KOZ 32 €IPTIOY 1opummynoi ocobu abo npi3BHILe, iM's, Mo GaThKOBI izuanol
ocobu - mignpuemns, ii micne HPOXKUBAHHA Ta peecTpauiitnuit HOMEp 061iKOBOT KapTKH NiaTHHKA
HnoJartkie abo cepig Ta HOMep macnopTa)

Iporokon eisyansnoro xourpomo pix 23.03.2021 Ne 0837/4.

3a pesyneTaramu ACPAABHOTO  KOHTPOMIO BCTAHOBNEHO, IO nikapchku#  3aci6  BBe3eHO B Vkpainy 3
AOTPHMAHHSAM suMor 3aKOHOMABCTBA INOJI0 3a6€3NIeYeHES TKOCT] NiKapCHKHX 3ac06iB.

/ 3y6apesa H. B.
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(nimnuc) (inimianm Ta npisprme)
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CuHynper® dopTe TabneTku, BKpUTi o6onoHkKoro Ne20
y 6nicTtepax (20 x 1) B kKapTOHHi® kopobuUi

Hitodi peyosuru: 1 TabneTka MICTUTL BUCYLLIEHI NIKApCbKi POCNUHU Yy BUrNSAAI NOPOLUKY:

Tpasu wasnw (Herba Rumicis)
Tpasu Bepbenu (Herba Verbenae)
Kopens ropeuasku (Radix Gentianae)
KsiTok BysuHu (Flores Sambuci)

KeiTok nepeouBiTy 3 yaweykoio (Flores Primulae cum Calycibus)

Kpaiia supo6Huk: HimeyuuHa
Kpaina npusHaueHHs: YkpaiHa

P.n. Ne UA/4373/04/01
Big 13.05.2020, 6e3cTpPOKOBO

Bupo6Huk roroBoro nikapcbkoro zacoby
Jliuensia Ne DE_BY_05_MIA_2019_0006/
ROF-8G55.2-2678.1-4-220-5

Ceptudikar GMP Ne DE_BY 05 GMP 2020 0039

36 wmr;
36 wmr;
12 mr;
36 wr;
36 mr

Cepin Ne: 0000157353
Poawip cepii: 59169 ynakoBok

[ata supobHuurtea: 02.07.2020

Tepmin npuaatrocTi: 07.2023

MNepeknap

fata nossony Ha Bunyck: 18.01.2021

bioHopuka CE

KepxeHuwrtennepwrpacce, 11-15,
92318, m. HoitmapkT, HimeuuuHa

BuwesasHaueHa cepia Byna nepesipeHa BIANOBIAHO A0 3aTBEPAXKEHOI 4OKyMEHTaUii dipMu Ha
CuHynpet® chopre TabnNeTkn, BKPUTi 0OGONOHKOHD.

NokasHuku

Onuc
3oBHiwHi# BUrNag

Hiametp
Bucota
PosnagaHHs
CepegHsa maca

18enmudpikayin
TWX dnasoHoigiB
TWX ripkoTu
HYucmoma
MikpoGionoriyHa
ynucToTa

TAMC

TYMC

XKoBuocTiliki

rpamHeratusHi 6akrepit

Salmonella
Escherichia coli

Mevoau

CeHcopHuit
aHanis

WTaHreHumpkyns
LLitaHreHumpkyno
Ph. Eur. 2.9.1

3BaxyBaHHsA
(n=20)

B PY PM 208/02
B PY PM 324/01

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

Cneundikauin

Kpyrni gsoonyxni Tabnerku, BKpUTi
0BONOHKOIO, 38NeHOr0 KONbLOPY 3
rNafeHbKoo NOBEPXHEID

10.3-10.9 mm
5.6-6.3 Mm
=60 xB. (y BOAI)

520 Mr + 5%
(494 — 546 wr)

3rinHo 3 BUMOramm
3rigHo 3 BUmoramm

Ph.Eur.51.8,C

< 105 KYOIr

MakcumansHo [0NYyCTUMe 3HaUEHHS,

500 000 KYO/Ir
S 104 KYO/r

MakcumanbsHo AO0NYyCTUME 3HAYEHHSA!

50 000 KYO/r
<104 KYOIr

BigeyTHi (B 25 1)
BiacyTtHi (B 1 1)

/“/"/K )
/ VR y S e BN : ™
Ve < s f/f IPE A (O

BioHopuka CE, KepxeHnwTenHepwrpacce, 11-15, 92318, Hoimapkr/Himeuunna, Ten.: 0 91 81/231-50, dakc: 0 91 81/23 12 65

PesvnbTatu
aHaniay

Bianosigae
10.5 Mm
59 MM

36 xB.
514 mr

Bianosigae
Bignosinae
Bianosigae

< 105 KYO/r

< 104 KYOrr

< 104 KYO/r

Binc.B 25T
Biac.s1r




CEPTM‘D'KAT ﬂKOCTl Mepexnap
CunHynpeTt® chopTte Tabnetku, BKpUTi 060noHKoro Ne20
y 6nictepax (20 x 1) B KapTOHHIN Kopob6Li

Hirodi pevosuru: 1 TabneTka MiCTUTb BUCYLLEHI NIKPCbK POCIUHM Y BUMMAAI NOPOLLKY:

Tpasw waento (Herba Rumicis) 36 Mmr;
Tpasw Bepbenn (Herba Verbenae) 36 mr,
Kopens ropevasku (Radix Gentianae) 12 mr;
KsiTok 6yauHu (Flores Sambuci) 36 wmr;
KsiTok nepsousiTy 3 uateukoio (Flores Primulae cum Calycibus) 36 mr
KpaiHa Bupo6Huk: HiMmeuunHa Cepin Ne: 0000157353
KpaiHa npusHauyeHHs: YkpaiHa Poamip cepii: 59169 ynakosok
P.n. Ne UA/4373/04/01 AaTa supoBHuyrea: 02.07.2020
Bia 13.05.2020, B6e3cTpokoso TepmiH npuaaTHocTi: 07.2023

[aTa possony Ka Bunyck: 18.01.2021

Bupo6Huk rotosoro nikapcbKoro 3acoby BioHopuka CE

Niuensig Ne DE_BY_05_MIA_2019_0006/ KepxeHwreiHepwTpacce, 11-15,
ROF-8G55.2-2678.1-4-220-5 92318, M. HolimapkT, Himevunua

Ceprudikat GMP Na DE_BY 05 GMP 2020 0039

Noka3Hukn Metonu Creuundikauin PesvnbTaru

aHaniay

KinekicHul emicm

BmicT kBiTok nepsouBiTy B TabneTui, Bkputii B PY PM 321/02, 32.4 — 39.6 Mr 37.7 mr/tabnetky,
oBonoHkolo, B NepepaxyHKy Ha isopaMHeTiH- BEPX BKPUTY 0BONOHKOK
3-O-Tpirnokosia

BmicT isopaMHeTiH-3-O-Tpirniokosiay B B PY PM 321/02, 0.2-0.8mr 0.2 mr/TabrieTky, BKpUTY
TabneTui, BkpuTiii 060N0OHKOH, BEPX 0BONOHKOK

B nNepepaxyHKy Ha pyTosug

BmicT Tpasu BepbeHu B TaBneTui, BKpUTIN B PY PM 323/03, 32.4-396 wmr 35.2 mr/rabnetky,
o6onoHKolo, B NnepepaxyHky Ha sepberanii  BEPX BKPUTY 0BCNOHKOK
BwicT BepbenaniHy B TaGneTui, BkpuTii o60- B PY PM 323/03, 0.5-2.0 mr 0.6 mr/tabnertky, skpuTy
NOHKOIO BEPX 0BOoNOHKOH0

HaHi aHanisy aincHi ANs MicUs Ta Yacy BUKOHaHHS,
Yci nocunanKs Ha Eeponeiicbky dapmakoneto (Ph. Eur.) BigHOCATLCS 40 Tf NOTOYHOrO BUASHHR.

Lum s 3aceigyyio, wWo HaseaeHa suLle iHcopmalis € DOCTOBIPHOIO TA TOMHOIO.

Uto cepito npoayxkuii 6yno supobneHo (Bkoyaoyu MaKkyBaHHsA, MapKyBaHHR) Ta npoBeneHo KOHTPONb Ti SKo-
CTi Ha BULIe3a3Ha4eHrill A4iNbHWULI Y NOBHIN BiANOBIAHOCTI 3 BUMOramu GMP, BCTanosneHuMu Micuesum pery-
NATOPHUM OPraHoM, a TakoX BIANOBIAHO A0 cneuudikauii, Wo MICTATbES v peectpauiiHomy QOCkE.
MpoTtokonu BupoBHUUTBA, NakyBaHHs Ta aHanisis Gynu nepernsHyTi Ta BCTAHOBNEHO BIANOBIAHICTL BUMOram
GMP.

CuHynper® copTe TaGneTkun, BKpUTi 060noHkoro Ne20, cepis Ne0000157353 BiANoBIfae BCIM BUMOram
AOKYMEHTaUii hipMu Ta BU3HaHa NPUAATHOI A0 NPOAAXY .

HovimapkT, 18.01.2021

(Midnuc, nevamxa)

A-p X. Wy6aym
YnosHoBaxeHa ocoba

CTopiHka 2 3 2
Bionopuka CE, KepxenwTenHepurpacce, 11-15, 92318, Hoimapxr/HiMeuuuna, Ten.: 0 91 81/231-90, daxc: 0 91 81/2312 65




Biono i "
CEPTUDIKAT AKOCTI

CuHynpet® chopTte TabneTku, BKpuTi 060noHkoro Ne20
y 6nictepax (20 x 1) B KAPTOHHIX KopoOui

Lirowi peqosuru: 1 TabneTka MICTUTb BUCYLLEH] NIKAPCbKi POCNUHW Y BUFNSAI NOPOLLKY:

Tpasu wasnto (Herba Rumicis) 36 wr;
Tpasu BepbeHu (Herba Verbenae) 36 wmr;
KopeHs ropedasku (Radix Gentianae) 12 mr
KsiTok 6yauku (Flores Sambuci) 36 wr;

KsiTok nepsougiTy 3 Yaweykoto (Flores Primulae cum Calycibus) 36 mr
Cepis Ne: 0000157353
Po3mip cepii: 59169 ynakoBok

[Oata snpobHuuyrtea: 02.07.2020
TepmMid npnaaTHocTi: 07.2023

Hata nossony Ha sunyck: 18.01.2021

Kpaina Bupo6Huk: HimeyumHa
KpaiHa npusHadeHHs: YkpalHa
P.n. Ne UA/4373/04/01

Big 13.05.2020, BescTpokoso

Bupo6HuK roToBoro nikapcbkoro 3aco6y
Nliuensia Ne DE_BY_05_MIA_2019_0006/
ROF-8G55,2-2678.1-4-220-5

Ceprundikar GMP Ne DE_BY_05 GMP_2020 0039

BioHopuka CE
KepxeHwTtenHepwTrpacce, 11-15,
92318, m. HofimapkT, Himeudunna

BbilweynomaHyTas cepus Gbina nposepeHa B COOTBETCTBUM C YTBEPKAEHHON LOKYMEHTaUmMeh hupMb! Ha
CuHynpeTt® cdhopTte TaBNeTKU, NOKPLITHIE 0GOMNOYKOMN.

cTpanmua 1 n3 2
BuoHopuka CE, KepxeHwretHepwTpacce, 11-15, 92318, Holimapkr/Tepmarusn, Ten.: 0 91 81/231-90, ®dakc: 0 91 81/23 12 65

MokasaTtenu Meroab! Cneuundukauus Pe3vnbratel
aHanusa
. Onucaxue
Brewnuit Bng CeHcopHblii Kpyrnble asosikosbinyknbie TabneTkn, CoOOTBETCTBYET
aHanuns nokpbITbie 06onoyKon, 3eneHoro usera
C rnagkoil NOBEPXHOCTLIO
OuawmeTtp Wranrenumpkyns 10.3 — 10.9 mm 10.5 Mm
BbicoTa Wranresunpkyne 5.6 — 6.3 MM 5.9 MM
PacnaagaemocTb Ph. Eur. 2.9.1 s 60 muH (B BOAE) 36 MUH
CpeaHss macca B3sewwusarue 520 mr £ 5% 514 mr
(n=20) (494 — 546 wr)
HNbéenmuukayus
TCX chnaBoHouaos B PY PM 208/02 CooTteeTcTayeT TpebosaHuam CootBeTcTBYET
TCX ropeuu B PY PM 324/01 CootBetcTayeT TpebosaHnam CooTeeTcTBYET
Hucmoma
MukpoBuonornyeckas Ph. Eur. 2.6.12/ Ph.Eur.51.8,C CooTtseTcTBYET
yuctoTa 26.31
TAMC Ph. Eur. 2.6.12 <105 KOS3/r < 105 KO3/r
MakcumanbHo 4ONYCTUMOE 3HaYeHue:
500 000 KOE/r
TVMC Ph. Eur. 2.6.12 <104 KO3/r < 104 KOQ/r
MakcuManbHO 4ONYCTUMOE 3HaYeHue:
50 000 KOE/r
Xenyeyctonuusble Ph. Eur. 26.31 5104 KO3Ir < 104 KO3/r
rpamoTpulaTenbHble
BakTepuu
Salmonella Ph. Eur. 2.6.31  OtcytcTeyoT (B 2571) OtcytctB. B 25T
Escherichia coli Ph. Eur. 2.6.31 OtcyTterayoT (B 1 1) OtcytctB. B 1T




@ Bionorica’
CEPTUDIKAT SIKOCTI

CuHynpeTt® chopTe TabneTku, BKpUTi o60noHkoro Ne20
y 6nictepax (20 x 1) B KapTOHHIN Kopobui

Hitoui pevosuru: 1 TabneTka MICTUTL BUCYLLUEH] NIKapCbKi POCANHN Y BUFASAI NOPOLLKY:
Tpasu wasnwo (Herba Rumicis) 36 mr;

Tpasu sepbenun (Herba Verbenae) 36 wr;

KopeHs ropevaskv (Radix Gentianae) 12 mr,

KeiTok 6y3uHu (Flores Sambuci) 36 mr;

KsiToK nepsougiTy 3 Yaweykoro (Flores Primulae cum Calycibus) 36 mr
KpaiHa Bupo6Huk: HiMmeuuynuHa Cepina Ne: 0000157353
KpaiHa npusHaueHHs: YkpaiHa Poawmip cepii: 59169 ynakosok
P.n. Ne UA/4373/04/01 [ata supobruyrea: 02.07.2020
Big 13.05.2020, 6escTpokoso Tepmin npuaatHocTi: 07.2023

HaTa pnossony Ha sunyck: 18.01.2021
BupoOGHMK roToBOTO nikapcbkoro 3acoby bioHopuka CE
Niuensia Ne DE_BY_05_MIA_2019_0006/ KepxeHwrenHepwrpacce, 11-15,
ROF-SG55.2-2678.1-4-220-5 92318, m. Homapkr, HimewunHa
Cepotudikat GMP_Ne DE BY 05 GMP 2020 0039
MokasaTenu MeToab! Cneuntukauun Pesvnbrarh!
axanusa

KonuwecmeenHoe onpedenerue

CoaepxaHrue LUBETKOB nepsouUseTa B B PY PM 321/02, 32.4-39.6 mr 37.7 mr/tabneTky,
noKkpbITOn obonoukoit TabneTke, B B3XX NOKpbITYO 0Bono4vkon
nepecyere Ha usopaMHeTuw-3-0-

TPUrMKO31nA
Copepxarue nsopamHeTuH-3-O- B PY PM 321/02. 0.2-0.8 mr 0.2 mr/rabnerxy,
TPUIMOKO3NA B NOKPLITOR 060104KON BOXX NOKPbITYHO 060104KON
rabneTke, B nepecyeTe Ha pyTo3ana
ConepxaHie Tpasbl BepbeHbl B NOKpbiTol B PY PM 323/03, 32.4 - 39.6 mr 35.2 mr/tabnerky,
oBonoukoit TabneTke, B NepecyeTe Ha B3»X NOKPLITYHO 06ONOYKONR
sepbeHanuH
Copepxatune sepbeHanvHa B NOKPLITOMR B PY PM 323/03, 0.5-2.0mr 0.6 mr/iTabnetky,
obonoukoit TabneTtke B3XX NOKPbITYH 06004KONR

[aHHble aHanusa AencTBuTeNbHbI ANS MecTa u BPEMEHW BbINONHEHUSA.
Ccbinku Ha Ph. Eur. cooTseTcTayoT TEeKyLWEeMy U3gaHuio.

HacToAwum yaocTosepsio, YTO NpuBeAeHHas Bbile MHOPMaLWs ABASETCA NOAMUHHOM 1 TOYHOM.

Jra cepus npenaparta Bbina npousseneHa (8 Tom yucne ynakosaHa, MapKkupoBaHa) U NpoBedeH KOHTPOrb
€€ Ka4eCTBa Ha BblLLEeYNOMAHYTOM y4acTke B NONHOM COOTBETCTBUN C TpebosaHnamu GMP,
yCT@HOBNEHHBIMI MECTHbBIM PEryNSTOPHBIM OPraHoM, a Takke B COOTBETCTBUM CO CReyuukaumusmm,
COAEPXaLlUUMUCS B PEFUCTPALUOHHOM AOChe.

FpoToKofbl NPOU3BOACTBA, YNAKOBKW U aHANU308 Gblfiv PaCCMOTPEHb! 1 YyCTaHOBIEHO COOTBETCTBUE
TpebosaHuam GMP.
Cunynpe -]

crpanvua 2 n3 2
BuoHopuka CE, KepxeHwiTeitnepuitpacce, 11-15, 92318, Hoamapkt/Mepmanusn, Ten.: 0 91 81/231-90, dakc: 0 91 81/23 12 65




JEPXJIIKCIIYXKBA
AEPJKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMMY Y KHiBCHKIM OBJIACTI

npocnexr Banepia JIo6anoscekoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon EPTIOV 37078774

BHUCHOBOK
Npo SIKiCTh BBE3eHOro B YKpaiHy JIikapchbKoro 3acody

14.04.2021 Ne 17400/21/10

CHHYNPET® ®OPTE

(HaliMeHyBaHHA JTiKapchKOTo 3aco0y 3riHO 3 PEECTPaLifHHM MOCBII4CHHSM)
TabJIeTKH, BKPHTi 060/10HK010 10 20 Tabaerok y Gaicrepi; no 1 6aicrepy B KapTOHHIi
Kopooui

(dopma Bumycky, K03yBaHHS, BUJ NIaKyBaHHs TiKapCEKOTo 3aco0y)

Howmep peecrpauittnoro nocsinuenns UA/4373/04/01 crpox aii peecrpaniittoro nocsimaenns 01.01.2099

Cepis nixapcskoro 3acoby Ne 0000157997 KinbkicTs BBE3€HOTO Nikapchkoro 3acoby 654
BupoGuuk bionopuka CE, Himeyunna
(naitMeHyBann BUPOGHHUKA JTIKapCHKOro 3acoby, KpalHa MOXOIKEHHA)
BBeseHo B YkpaiHy CuinbHe ykpaiHcbKo-ecTOHCHKE MANPHEMCTBO y hopMi ToBapHCTBa
3 o6MezxkeHoI0 BinmoBizanbHicTio "OnriMa-®apm, JIT", igent. kox:
21642228

(nafimeHyBanus Ta koxt 3a €JIPIIOY fopuauynoi 0co6u aGo npi3BuLLe, iM's, 0 6aTLKOBI tiznunoi
0co6H - mianpHemuy, ii Micue NPOXHBAHHS Ta peecrpamﬁﬂnﬁ HoMep 0651ik0BOT KAPTKH IIATHHKA
nozatkis abo cepis Ta HOMep nacnopra)

Iporokon BisyansHoro koutpomo Bix 07.04.2021 N= 1061/13.

3a pesyibraTaMy¥ [IEpKaBHOTO KOHTPOMO BCTAHOBJNEHO, IO JIKApCHKMH 3aci6 BBE3CHO B Vkpainy 3

AOTPHMAHHSIM BHMOT 32KOHOAABCTBA OO 3a6e3NeYeHHs FKOCTI TIKAaPCHKHX 3acO6iB.
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j Bionorica”
CEPTU®IKAT SKOCTI

CuHynpeTt® copTe Tabnetku, Bkputi o6ononkoto Ne 20
no (20 x 1) y Gnicrepi, B kKapTOHHIN KOpoo6Ui

Hirovi peyosunu: 1 TabneTtka MICTUTL BUCYLLIEH] NiKapChbKi POCANHYA Y BUTASA NOPOLLKY:

Tpasu wasnto (Herba Rumicis)
Tpasu Bepbenu (Herba Verbenae)
KopeHs ropeyasku (Radix Gentianae)
KsiTok 6yanHu (Flores Sambuci)
KsiTok nepsousiTy 3 yawweukoto (Flores Primulae cum Calycibus)

Kpaina BUpobHUK: HiMeyynHa
Kpaiha npusHaueHHs: Ykpaina

P. n. Ne UA/4373/04/01

BiAa 13.05.2020, BeacTpokoso

Bupo6Huk rotoBoro nikapcbkoro 3acoby
Niuensia Ne DE_BY_05_MIA_2019_0006/
ROF-SG55.2-2678.1-4-220-5

Ceptudikat GMP Ne DE_BY 05 GMP_ 2020 0039

Cepia Ne: 0000157997

36 mr;
36 mr;
12 mr,
36 mr;
36 Mr

Po3smip cepii: 33990 ynakosok

[ata supobHuyrea: 06.07.2020

Tepmin npugaTtHocTi: 07.2023
[ara possony Ha sunyck: 09.02.2021

BioHopuka CE

KepxeHwrenHepwrpacce, 11-15,
92318, M. HoitmapkT, Himeyuura

BuwesasHauena cepis 6yna nepesipeHa BignosigHo ao 3arBepaXeHoi AoKyMeHTauil ipMu Ha
CuHynpet® dopTe TabneTkn, BKpuTi 060N10HKO0.

Moka3Huku

Onuc
30BHIWHI BUFNAA

18enmudpirayisn
TWX dnasoHoigis
TWX ripkoTn

MikpoGionoriuna
yucToTa
TAMC

TYMC

XosuocTiliki
rpamHeraTusHi 6akTepii
Salmonella

Escherichia coli

J / / ’ ) - i
/,<)< . o FT /z OOy ks T (e

cTO al1a2

MeTtoau

CeHcopHuit aHanis

B PY PM 208/02
B PY PM 324/01

Ph. Eur. 5.1.8, C

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

DonycTtumi Mexi

Kpyrni asoonykni TabneTtku, BrpwTi
0BONOHKOI0, 3EN1EHOMO KOMbLOPY 3

rMaaeHbKOK NOBEPXHED

3rigHo 3 BUMoramu
3riaHo 3 BUMoramu

<105 KYOIr
MakcumansHo gonyctume
3Ha4eHHs; 500 000 KYOI/r

< 104 KYO/r
MakcumaneHo fonycTume
3Ha4eHHs: 50 000 KYOir
s 104 KYOIr

BigeyTHi (y 25T)
BiacytHi (y 1 1)

Pe3vnbrar

Bignosinae

Bignosinae
Bianosigae

Bignoeinae

< 105 KYOrr
<104 KYO/r
<104 KYO/r

BincytHiy 25
Bincyrhiy 1r

BioHopuka CE, KepxeHwTeitHepwrpacce, 11-15, 92318, Hoimapkr/Himeuunna, Ten.: 0 91 81/231-90, ®daxc: 0 91 81/23 12 65




@ Bionorica”
CEPTUGIKAT SIKOCTI

CuHynpet® copTe Tabnetku, skputi o6onokkoto Ne 20
no (20 x 1) y 6nicvepi, B kapTOHHIN Kopo6Li

i

Hirodi pedosuru: 1 Tabnerka MicTUTb BUCYLUEHI NiKapCbKi POCANHN Y BUTNSAI MOPOLUKY:
Tpasu wasnio (Herba Rumicis) 36 wr;

Tpasu Bepberu (Herba Verbenae) 36 wmr;
KopeHs ropeuasku (Radix Gentianae) 12 mr;
KsiTok GyanHu (Flores Sambuci) 36 wmr;
Keitok nepsousity 3 waweukoto (Flores Primulae cum Calycibus) 36 mr

KpaiHa BUpo6Huk: Himeyunna Cepisa Ne: 0000157997

KpaiHa npusHaqeHHa: Ykpaina Po3amip cepii: 33990 ynakosok

P. n. Ne UA/4373/04/01 [ata supo6HuuTea: 06.07.2020

Bia 13.05.2020, GeacTpokoso Tepmin npnaatHocTi: 07.2023

Hata nossony Ha sunyck; 09.02.2021

BupoGHuk rotosoro nikapckkoro 3aco6y Bionopuka CE

Niyensia Ne DE_BY_05_MIA_2019_0006/ KepxeHwreHepwrpacce, 11-15,

ROF-SG55.2-2678.1-4-220-5 92318, m. HolimapkT, HimewunHa

CepTudikaT GMP Ne DE BY 05 GMP 2020 0039

Noka3HuWkK MeTtoau DonvcTumi Mexi  Pesynbrar
KinbkicHuG emicm

BmicT ksiTok nepeousiTy B Tabnerui, B PY PM 321/02, 32,4-396mr 37,7 mritabneTky,
BKPYTIii 0BONOHKOIO, B NepepaxyHky Ha BEPX BKpUTY 060NOHKOK
i3opamHeTiH-3-O-Tpirntokosia

BmicT isopamHeTin-3-O-Tpirniokosiay 8 B PY PM 321/02, 0,2-08wmr 0.2 mr/tabnetky, BkpuTy
TabneTui, BkpuTin 0BONOHKO, B BEPX 060noHKOK
nepepaxyHky Ha pyTo3ua

BumicT Tpasu BepGeHu B TabneTui, BKPUTIN B PY PM 323/03, 32,4 -39,6 mr 35,3 mr/Tabnerky,
060nOHKOI0, B NepepaxyHKky Ha BepbeHaniH  BEPX BKpUTY 06010HKOW0
BmicT sepberaniny 8 Tabnerui, B PY PM 323/03, 0,5-2,0mr 0,6 mr/tabnetky, BkpuTy
BKpUTi# 0BonoHKow BEPX 060noHko
Bucora Wranrenuupkyns 5,6 — 6,3 mm 5,9 mm

Hiametp WraHrenunpkyns 10,3 — 10,9 Mm 10,4 mm

CepeaHs Maca 3BaxysaHHA 520 Mr + 5% 519 mr

(n=20) (494 ~ 546 wr)
PosnagaHus Ph. Eur. 2.9.1 < 60 xs (y BOAJ) 33 xB

Yci nocunaHHs Ha Esponeitcsky dapmakoneio (Ph. Eur.) sigHocaTbea [0 ii NOTOYHOrO BuaaHHA.
HaHi ananisy piiichi ans micus Ta 4acy BUKOHAHHA.

Unm 51 3acsiguyio, wo HasedeHa Buwye iH(hopMaLis € LOCTOBIPHOK Ta TOYHOW.

Lo cepito npoaykuii 6yno BUpobneHo (BKniovaoym NaKyBaHHA/MapKyBaHHA) Ta NPOBEAEHO KOHTPOMb i

AIKOCTi HA BULISSE3HANEHIN AinbHULI Yy NoBHiit BignosiaHocTi 3 BUMOramMu GMP, BCTaHOBNEHUMU Micuesum

i i aK))K BIANOBIAHO A0 cneumchikaLif, WO MICTATLES Y peecTpaLinHoMy AOChE.
PUTBEII™YY 8aHHA Ta aHanisis Gynu NepernsHyTi Ta BCTAHOBMEHO BignoBigHICTL BUMOram

I"kami o6ornoHkoto Ne 20, cepia N2 0000157997 BiANOBiAae BCiM BUMOram
3RGRa npugartHow A0 npoaaxy.

CTOpiHKa 2 3 2
Bipnopuka CE, KepxeHwrelHepwrpacce, 11-15, 92318, Honmapikr/Himeuuuna, Ten.: 0 91 81/231-90, dawc: 0 91 81/23 12 65




AEPXIIKCITYXBA
AEPXKABHA CJIYKBA 3 JIKAPCBEKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMHA
Y JHITIPONETPOBCHKIN OBJIACTI

. JIninpo, na.CoSopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPIIOY 37070665

BHUCHOBOK
Npo AKicTh BBe3eHOro B YKpaiHy Jikapcbkoro 3acoly
07.10.2021 Ne 58640/21/0411
CHHYIIPET® ®OPTE

{HaflmenyBaHHA JHKAPChKOTO 3aco8Y 3riAHO 3 pecCcTpaliiHUM NOCRIAYEHHAM)
TabneTkH, BKPHTI 060/10HK010 Mo 20 TabaeTok y duaicrepi; mo 1 Gaicrepy B xapToHHIHN
Kopo6i

(bopma sunycky, NO3YBAHHA, BH NAKYBaHHA Jikapcskoro 3acoby)

Howmep peectpauitinoro nocsizuenns UA/4373/04/01 ctpox nif peecrpauiitnoro nocsinzenns 01.01.2099

Cepis nikapeskoro saco6y Ne 0000163489 KinekicTe BBE3¢HOTO Nikapeskoro sacoby 11554
Bupo6ank Bionopuxa CE, Himeuunna
(HativenyBaHHs BHpoGHHKA Nikapckkoro 3acofy, kpalHa MOXOTKEHHA)
Beeseno B Ykpalny TosapucTBo 3 06MexkeHol0 BiTnosinansuicTio "BaJIM", inent. koa:
31816238

{nafimenyBanua Ta xoa 33 CAPIIOY ropuanurol ocobu abo npissHie, imM's, no HaTekoBi
Qisyunel ocobu - mianpueMua, if Micue npoxuBasHs T8 peecTpanifnuii Homep oGnikopo!
KapTKH MISTHHKA NOARTKIB abo cepig Ta HOMep nacropra)

Ilporoxon Bisyansrore kourpomo sia 06,10.2021 M 03-01/3322/10.

3a pesynbTaTaMM  AEPXAaBHOTO KOHTPOMO BCTAHOBNEHO, INO JKAapchkui 3aci6 BeescHo B Vikpaiy 3
AOTPHMAHHAM BuMOr 33KOHOJABCTBA NIOA0 3a0€3MEUEHHA AKOCTI JTIKapChKHX 3acobiB.

. "I 4
B.o. nauaneauka Jepxasnoi cayxGH 3
JiKapchKux 3aco0iB Ta KOHTPOIIIO 33
p . PR €rop BOJIKOB
HapKOTHKaMH y JIHINponeTpoBChKil
oOmnacti
(nocagosa ocofa opraHy JAepKABHOTO KOHTPOTIO) \Eﬂﬁmm) (iniuiamu Ta npissuume)

Kapina Buinnakosa +38(066)345-41-71




Bionorica’

i

CEPTU®IKAT SKOCTIIIIEMMINAINY

CUHYTIPET® ¢opre, TaBnerku, skputi o6onouxkoro
20 Tabn., no 20 TabneTok y GnicTepi; no 1 Gnicrepu B KapToHHil Kopobui

Hirowi pevosunu: 1 Tabnetka MiCTUTb BUCYLLEH] NikapCoki POCNUHU Y BUTNAA] NOPOLUKY:
TpaBu wasnio (Herba Rumicis) 36 wr, Tpasy sepbenu (Herba Verbenae) 38 mr; kopeHs ropeuasku (Radix Gentianae} 12 wr;
ksiTok By3unu (Flores Sambuci) 36 Mr; ksiTox nepeousiTy 3 waweukoio (Flores Primulae cum Calycibus) 36 mr

Kpaina supoGuux: Himeuyuna Cepisn Ne: 0000163489

KpaiHa npusnavuenxn: Ykpaina Poawmip cepli: 45984 ynakoBokK

P. n. Ne UA/4373/04/01 HAara Bupobuuyrea: 11.11.2020

Bin 13.05.2020, GeacTpokoBo, Tepmin npugatHocTi: 11.2024

3 smidamu (Bin 25.05.2021 Haka3 Ne1032) Bara nossony Ha Bunyck: 24.08.2021
Bupo6Huk roroBoro nikapcokoro 3acoby bBiowopuka CE

Riyenais Ne; KepxeHwreiHepwrpacce, 11-15,

DE_BY_05_MIA_2021_0010/ROF-S5G55.2-2676.1-4-321-3 92318, m. HoitmapkT, HiMeuunHa
Ceprudikat GMP Ne: DE_BY_05_GMP_2021_0013

Buwesasrnauena cepin 6yna nepesipexa signosinHo Ao saveepaxeHol aokymeHTaull dipmn Ha Cunynper® dopre, Tabnerku,
axkpuri 06onoHko0.

Noxagnnku Merogun Bonycrumi mexi Pesynuraru

Onuc

SoBHilwHiN BUrNRAR CeHcopHuit Tect Kpyrni psoonyxni Tabnertxu, BrpuTi Bianosigae
060NOHKOI0, 3@NEHOTO KONLOPY 3
rNaaeHbKOIo NOBEPXHEID

IneHTudikayin

TWX ¢nasoxoiais B PY PM 208/02 2 %087l 30HU Bignosigae

cneuniuHmuiA KOKA3 KBITOK

nepsousivy (Flores Primulae)

TWX cnasoxoipis B PY PM 208/02 1 caivno-6naknTHa 30Ha Bianosinae
cneuudiuHuil noxas keiToK

kaiTok GyanHu

{Flores Sambuci)

TIUX dnasonoinis B PY PM 208/02 1 csitno-GnakurHa 3oHa Bianosiaae
cneuudiuHni A0Ka3 KeiToK

pasu sepbenn

(Herba Verbenae)

TWX dpnasoxoinis B8 PY PM 208/02 2 noMapaHMesi S0Hu Bianosiaac
cneuudivHA JOKa3 Tpabw

uiasnio (Herba Rumicis)

BEPX renTionikpoauay B PY PM 320/05 3riano 3 sumoramu Bianosinae
cneundidHi A0Ka3s KOpeHs
ropesaski
(Radix Gentianae)
TLWX ripkoTw B PY PM 324/01 3rigHo 3 sumoramu Bianorinae
TWX cnasoHoiais B PY PM 208/02 3rigHo 3 BUMOramm Bignosigae
Fewtionikpoaugy B PY PM 320/05 3rianHo 3 sumoramu Bignosinae
(Gentiopicroside)
Mixpobionoriusa umcrora Ph.Eur.26.12726.31 Ph.Eur.5.1.8,C Bianosigac
TAMC Ph. Eur. 2.6.12 < 105 KYOIr < 10% KYOIr
MakcumansHo oNyCTUME 3HAYEHHS:
500 000 KYOr/r
TYMC Ph. Eur, 2.6.12 < 10* KYOIr < 104 KYOrr
MakcumansHo AONYCTVME 3HAYESHHA!
50 000 KYO/r

cropivka 123



Bionorica®

CEPTU®DIKAT AKOCTI

S

CUHYMPET® ¢opre, Tabnertku, BKpuTi 060M10HKOK0
20 tabn., no 20 rabnetok y 6nicrepi; no 1 6nictepu B KapTOHHIN Kopobui

iyl pevosuru: 1 Tabnerka MicTuTs BUCYLWEHI Nikapchki pocnuHy y BUrNAAT nopotuky:
Tpasy wasnic (Herba Rumicis) 36 mr; Tpasu Bepbenu (Herba Verbenae) 36 mr; xopeHs ropevasku (Radix Gentlanae) 12 mr;
keitok Gyaunu (Flores Sembuci} 36 mr; kelrok nepsouiaity 3 yatueuxoiw (Flores Primulae cum Calycibus) 36 mr

Kpaina Bupo6uux: Himeuuuna
Kpaina npusHaueHHs: YKkpalHa

P. n. Ne UA/4373/04/01

Big 13.05.2020, 6e3cTPOKOBO,
3 3minamu (sin 25.05.2021 Haka3 Ne1032)
BupoSuuk rorosoro nikapcbkoro 3acoby

fliyeHsis Ne:

DE_BY_05_MIA_2021_0010/ROF-SG55.2-2678.1-4-321-3
Ceprudbikar GMP Ne: DE_BY_05_GMP_2021_0013

NokasHuxm

osuocTiiki
rpamueraTusHi Gaxkrepil

Escherichia coli
Salmonella

3anuwikoBl PpO3HUHHNKIK
2-nponaxon

aueToH

aTaHON

Anxkanoiau niponiauguny

IpanuiHnit amict / aenxa
Ao3la

KinbkicHe BU3HAYOHHRA

XnoporeHosa kucnora

®nasonoin Q, 8
nepepaxyHKy Ha runeposna

dnasoHola X (l3opaMHeTiH-
3-O-Tpirniokosin), 8
nepepaxyHky Ha pyTosua

Fenrionikposna
(Gentiopicroside)

Bepbenanin

Kopitb ropeqasku (Radix
Gentianae), poapaxosanui
4epes MapkepHy pevosuHy
rexTionikposig

Keirku nepsousity (Flores
Primulae)}, poapaxosadi
Hepes MapkepHy PeYvoBuUHY
thnasonoip X (iaopamHeTin-
3-O-Tpirmokosia)

Meronu
Ph. Eur. 2.8.31

Ph. Eur. 2.6.31
Ph. Eur, 2.6.31

SOP 805764, sunyck 4
SOP 805764, sunycx 4
SOP 805764, sunyck 4

SOP 805521, sunyck 2

B PY PM 319/04
B PY PM 322/04

B PY PM 321/04

B PY PM 320/06

B PY PM 323/04

B PY PM 321/04

B PY PM 321/04

Cepis Ne: 0000163489

Poawmip cepii: 45984 ynakosok

Oara BupoSuuyrea: 11.11.2020
Tepmin npugatrocti: 11.2024

Hara nossony wa Bunyck: 24.08.2021

bionopuka CE

Kepxenwreinepwrpacce, 11-15,

Qonycrumi mexd
< 104 KYO/r

Bincyniy 1 r
Biacywiy 251

s 5000 ppm
s 5000 ppm
£ 5000 ppm

S 1,0 mxr / pexne

0.2 - 0,9 mrirabnerxy, BKpUTY
060noHKO0

0,1 - 0,6 mr/rabnerxy, BxpuTy
obonoHkow

0.2 - 0,8 mrfrabneTky, BKpUTY
o6onoHko

0.2 - 1,0 mritabneTky, NOKpbITYIO

obonoukon

0,5 - 2,0 mrirabnetxy, skputy
0o60onoHKoI

90-110%

90-110%

cTopinka 233

92318, m. Hoimapkr, HimewuuHa

Peayneraru
<104 KYOIr

Bigcyrhiy 1 r
BincytHiy 25r

110 ppm
< 5000 ppm
178 ppm

0,5 mxr / pexb

0,4 mrfrabneTky, BkpuTy
060onorKoio

0,1 mr/rabneTky, Brxputy
0BonoHKoW

0,2 mr/rabnetky, Bkputy
oBonoHkow

0,4 mrirabneTxy, skputy
0G0oNoHKoI

0.6 mritabneTky, skputy
060NOHKOI0

103 %

94 %



Bionorica®

CEPTU®GIKAT AKOCTIHMIMMIIRRIII

CUHYINPET® dopre, TabneTku, sKkputi 060N10HKOIO
20 Tabn., no 20 Tabnetok y Gnictepi; no 1 6nicrepu B KapTOHHIK Kopobui

Airoyi pevwosunu. 1 TabneTka MICTUTL BUCYLLIEHI NIKapCbki POCIMHU Y BUFASAI NOPOLUKY:
Tpasu wasmo (Herba Rumicis) 36 wmr; Tpasu sepbexu (Herba Verbenae) 36 Mr; kopeHn ropevasku (Radix Gentianae) 12 wmr;
KkBiToK 6ysunu (Flores Sambuci) 36 Mr; k8iTOK nepsousiTY 3 Yawevkow (Flores Primulae cum Calycibus) 36 mr

Kpaina BupobHuk: HiMmeyunna Cepls Ne: 0000163489

Kpaina npuanavensn: YkpaiHa Poamip cepii: 45984 ynakoBok

P. n. Ne UA/4373/04/01 Bara supobunursa: 11.11.2020

8in 13.05.2020, 6eacTpokoso, Tepmin npunartHocri: 11.2024

3 3minamu (Bin 25.05.2021 nakas Ne1032) Bara no3sony Ha sunyck: 24.08.2021
Bupobuuk rorosoro nikapcuxoro 3acoby bBiosopuka CE

Niyensin Ne: Kepxenwrerepwrpacce, 11-15,

DE_BY_05_MIA_2021_0010/ROF-SG55.2-2678.1-4-321-3 92318, m. HoitmapkT, HiMeuuuna
Ceprudikat GMP Ne: DE_BY_05_GMP_2021_0013

Noxasnunku Meronu Honycrumi mexi Peaynurartn
Tpasa waenio (Herba B PY PM 322/04 20-110% 94 %

Rumicis), poapaxosaHa
HEPe3 MapKepHy PevoBuHY
thnasoHoip Q

Keitku Gyaunu (Flores B PY PM 319/04 90-110% 102 %
Sambuci), poapaxosai

4yepes MapKepHy pevoBuHy

XNOPOTEHOBA KUCNOTa

Tpapa sep6benu (Herba B PY PM 323/04 80-110% 105 %
Verbenae), pospaxosana

4EPEs MaPKepHY pevoBuHY

sepbeHanin

Diamerp UlranreHympkynb 10,3-10,9 MM 10,5 mm
CepenHxn Maca 3saxysanHs (n = 20) 494 - 546 mr (520 £ 5 % (mr)) 530 mr
Bucora WiTanreHuupryns 5,6-6,3 Mm 5,9 Mm
PoananaHHusa (y soal) Ph. Eur. 2.9.1 S60x8 34 xs

Yci nocunanHa Ha €sponeiicbky dapmakoneio (Ph. Eur.) BIAHOCATLCSA [0 1T NOTOYHOTO BUAAHHS.
Dani ananisy gifcri ans Micus Ta Yacy BUKOHAHHSA,

Lium 5 3aceiguyio, Wo HaBeaeHa BuLle iHhopMaUis € SOCTOBIPHOK Ta TOYHOIO.

Uk cepilo npoaykuii 6yno supobneno (Bkntovalouy nNakysaHHA/MapKkyBaHHs) Ta NPOBEAGHO KOHTPONb 1T AKOCT Ha
BUUlE3a3HaveHi AinbHuUi y nosHift signosigHocTi 3 BumoramMu GMP, BCTaHOBNEHUMU MICLEBUM PErynaToOpHUM
0praHoM, a TakoX BiAnoBIAHO A0 cneuudiKaLif, Wo MICTATLCA y peecTpauiiHoMy QOChE,

Mporokony 8 quma, nakyBaHHA Ta aHanisis Gynv nepernsaHyTi Ta BCTAHOBNEHO BIANOBIAHICTE BUMOram GMP.

cropinka 333



JIEPHIKCIIVIKBA
TEPIKABHA CIVEBA 3 JJIKAPCHKIX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMHA
¥ AHIMPOIIETPOBCEKIIA OBJIACTI

Hainpo, miCobopea,4, k. 601-605, 49005, ren. (066)3454171
E-mail: dis.dp@dls.gov.ua,https://www.dls.cov.ua, Kox €IPIIOY 37070665

BHCHOBOK
PO AKICTH BEE3€HOTO B YKpaHy JIKAPCLKOTOo 3acoly
08.11.2021 | Ne 66193/21/04
CHHVYIIPET® ®OPTE

(HaiMeHy RAWHS NIKAPOKKOTO 3aC06Y 3riAHO 3 peeoTpauiiinuMm Hocki e M)
tabaerkn, BKpUTI 060100K050 10 20 Tadmeror y Giicrepi; mo 1 Giicrepy B KapToHHIH
KOpo0ui

((bopma BENYCKY, TO3YBAHHS, BIY IAKYRARHT ikaposioro 3ac06y)

Homep peectparittaoro noesimerma UA/4373/04/01 orpox mii peec;'rpalﬁﬁﬁoro riocsimzerns 01,01,2099

Cepis mixapceroro 3acoby M 0000165554 KinskicTs mBesenoro mixapeskoro sacoGy 60000
Bupo6HAK Bionopuka CE, Himewrmisa
(maiiMeRyBaRHA BHPOOHAKA JKAPCEROTO 3ac08y, KpalHa MOX0ICHES)
Breseno B Vipalay Toeapucrse 3 odomexenorw gignopinanemicTio "balM", inexr. xoa:
31816235

(mattMeRyRanms T2 107 32 €JIPTIOY topuupuroi 0co0l abo npiseuie, iM's, 0 GarsKoBi
damunol ocofu - manpremms, ii Micne MpoxHBAHHS Ta peecrpariiifuuii HoMep ofnikosol
KaPTKE IIATHUEA TONATKIB 260 capit Ta HOMep NacnopTa)

ITporokon Bizyaasnoro kontpomo eix 05.11.2021 e 03-01/3738/6.

3a pesymsTaTAMH IEPMREBHOTO KOHTPOJEQ BCTAHOBIEHO, IHO nikapeekmit 3gci6 BBesemo B VYEpainy 3
ROTPUMAHHAM BrMOT 3aK0HOIEBCTBA MOAO 3a0e3neaeHAs SIKOCTI mkapehKux 3acofis.

B.o. saganpHuKa JepxaBHO! cIyx0H 3
MKAPOEKUX 3ac00iB TA KOHTPOIIO 33

A N E€rop BOJIKOB
HAPKOTHKAMHA Y JHIIponeTpoBCEKIH
obmacti e, ;
N f :
(tocazora o u(nimmc) ‘ {iinismr Ta npizEuITE)

Ceitnana Bouaprixopa +38(066)345-41-71
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CUHYMNPET® dopre, Tabnerku, BKpuTi 060N10HKOI0
20 Tabn., no 20 rabnerok y 6nicrepi; no 1 6nicrepn B KApTOHHIA KOpoGUi

Airovi pewosunu: 1 TaBneTka MICTUTb BUCYLUEHI NIKaPChKi POCINHY Y BUFNAKI NOPOLKY:
Tpasu wasnio (Herba Rumicis) 36 mr; Tpasu sepGenu (Herba Verbenae) 36 mr; xopeHs ropedaeku (Radix Gentianae) 12 wr,
KBiTOK Byaunu (Flores Sambuci) 36 mr; keiTok nepsouBiTy 3 uaweykow (Flores Primulae cum Calycibus) 36 mr

Kpaina BupobHuk: HiMmeyuunHa Cepin Ne: 0000165554

KpaiHa npusnaueHHa: YkpalHa Posmip cepii: 100311 ynakoBok

P. n. Ne UA/4373/04/01 Aara supobuuursa; 21.07.2021

8in 13.05.2020, Geacrpokoso, Tepmin npunatHocTi: 07.2025

3 3miHamu (Big 25.05.2021 Haka3s Ne1032) Aara po3ssony Ha Bunyck: 13.10,2021
Bupobruk rotosoro nikapcbkoro 3acoby BioHopuxa CE

Niyensis Ne: Kepxenwrehrepwrpacce, 11-15,

DE_BY_05_MIA_2021_0010/ROF-SG55.2-2678.1-4-321-3 92318, m. HohmapkT, Himesuuna
Ceprudixat GMP Ne: DE_BY_05_GMP_2021_0013

BuuiesasHavera cepis 6yna nepesipena 8innosiaHo 40 3aTBepaXeHol AOKYMeHTaUi ipMu Ha Cunynpet® ¢opre, rabnerku,
BKp#UTI 060N0HKOID,

Nokasanuku Meronu Donycrumi mexi Pe3ynbratn
Onuc
3oBHilWHIK BUrNRA CeHcophutt Tect Kpyrni geoonykni Tabnerku, skpuTi Bignosinae

060onoHKOW, IENEHOro KONeLopy 3
TNaAEHBKOIO NOBEPXHEK

InenTudikayis

TWX cdnasonoinie B PY PM 208/02 2 XOBTi 30HU Bianosinae
cneundivHuiz 4OKa3 KBITOK

nepsousity (Flores Primulae)

TWX ¢nasoxoinis B PY PM 208/02 1 ceiTno-6nakuTHa 3oxa Bignosinae
cneundivHuiA A0Ka3 KBITOK

KBiTOK By3uHu

(Flores Sambuci)

TWX dnasonoigis B PY PM 208/02 1 ceiTno-6nakuTHa 30Ha Bianosiaac
cneundiuHui AoKa3 KBITOK

Tpasu sepbexu

(Herba Verbenae) ‘

TWX cnasokroinis B PY PM 208/02 2 nomapanuyesi 30Hu Bianosinae
cneuudivHuiA QoKa3 Tpaswu

wasmo (Herba Rumicis)

BEPX renTionikpoanay B PY PM 320/05 3rigHo 3 suMoramu Bianosinac
cneyndivHUA DOKa3 KOPEHSA
ropeqaBkv
(Radix Gentianae)
TLUX ripKOTM B PY PM 324/01 3riAHO 3 BuMOramu BjanOBiAae
TWX dnasonoigis B PY PM 208/02 3rigHo 3 BUMOramw Binnoeinae
reHTiOﬂiKQO:!MAY B PY PM 320/05 SfiAHO 3 BUMOTramu anoaiAae
(Gentiopicroside) 7
MikpoBionoriuna uncTora Ph. Eur. 2.6.12/2.6.31 Ph.Eur. 5.18,C Bianosina€
TAMC Ph. Eur. 2.6.12 < 105 KYO!r < 105 KYOlr
MakcumansHO AONYCTUME 3HAYEHHA:
500 000 KYO/r
TYMC Ph. Eur. 2.6.12 < 104 KYO/Ir « 104 KYO/r

MakcumanbHO A0NYCTUME HEUEHHSR !
50 000 KYO/r

croniHka 1 3 3



CEPTUIKAT AKOCT IMITMINHHTRIREIRI

Bionorica®

CUHYMPET® ¢opre, Tabnertku, BKpUTi 060N0HKOHO
20 rabn., no 20 TabneTok y Gnictepi; no 1 6nictepyn 8 KapTOHHIK Kopobui

Aitoyi pevwosuru. 1 TabneTka MICTUTL BUCYLIERI NiKapCoki POCNUHY Y BArNRAI NOPOWKY:
Tpasu wasamo (Herba Rumicis) 36 mr; Tpasu sepbenu (Herba Verbenae) 36 mr; kopeHa ropesasku (Radix Gentianae) 12 mr;
keitox Byaunu (Flores Sambuci) 36 mr;, kBiTOK NepeouBITY 3 yaweukow (Flores Pnmulae cum Calycibus) 36 mr

KpaiHa Bupobruk: Himeuuusa
Kpaiia npuanaveHHA: Ykpaiha

P. n. N2 UA/4373/04/01

Bia 13.05.2020, GescTpokoso,
3 aminamu (Big 25.05.2021 Hakas Ne1032)
Bupobruk rovoBoro nixapecbkoro 3acoby

Niyexsia Ne:

DE_BY_05_MIA_2021_0010/ROF-SG55.2-2678.1-4-321-3
Ceprudbikat GMP Ne: DE_BY_05_GMP_2021_0013

MNokastnku
HosqocTinki
rpamHeraTuaHxi Gakrepii
Escherichia coli
Salmonelia

3anuwKoBi POIHUHHUKMK
2-nponaxon

aueToH

eraHon

Ankanoiau niponiauauny

[pannuHmni BmicT / peHHa
£Ao3a

KinekicHe Bu3HaveHHs

XnoporeHosa kucnoTa

dnasoHoia Q, 8
nepepaxyHky Ha rmneposva

®nasonoin X (isopaMHeTiH-
3-O-1pirniokosia), B
nepepaxyHky Ha pyTosug

[enTionikpoaua
(Gentiopicroside)

Bepbexanix

Kopineb ropevasxku (Radix
Gentianae), po3apaxoBaHui
Yepe3 MapkepHy pevoBUHY
FeHTIONIKPOo3ia

KseiTku nepsousity (Flores
Primulae), poapaxosaHi
yepes MapKkepHy pevoBuHy
tnasaoHoia X (isopamHeTin-
3-O-Tpirniokosin)

Meroau
Ph. Eur. 2.6.31

Ph. Eur. 2.6.31
Ph. Eur. 2.8.31

SOP 805764, sunyck 4
SOP 805764, sunyck 4
SOP 805764, sunyck 4

SOP 805521, aunyck 2

B PY PM 318/04
B PY PM 322/04

B PY PM 321/04

B PY PM 320/05

B PY PM 323/04

B PY PM 321/04

B PY PM 321/04

Cepin Ne: 0000165554

Po3wmip cepii: 100311 ynakosoxk
Oara BupobHmursa: 21.07.2021
Tepwmin npugarHocri: 07.2025

Hara possony xHa sunyck: 13.10.2021

BioHopuka CE

KepxeHwrennepwrpacce, 11-15,

Qonycrumi mexi
< 104 KyOrr

Biacythiy 1r
BiacymHiy 251

s 5000 ppm
s 5000 ppm
s 5000 ppm

$ 1,0 MKr / pesxb

0,2 - 0,9 mr/rabnerxy, skpury
oBonoukolo

0,1 - 0,8 mrfraGnetxy, BkpuUTy
06onoHKoI

0.2 - 0,8 mrirabnerxy, BrpuTy
obonoHkoio

0.2 - 1,0 mr/rabneTky, nokpuiTyio

o6onoykon

0.5 - 1,0 mr/rabnerxy, BkpUTY
obonowxow

90-110%

80-110%

crobikka 23 3

92318, M. HotmapkT, HimedunHa

Peaynerarn
< 10% KYOIr

BiacytHiy 1 v
BincytHiy 25

63 ppm
< 5000 ppm
68 ppm

0.1 mxr / aeHb

0,3 mrirabnerky, BkpuTy
oBonorkow

0,1 mr/rabnertky, Bkpurty
060noHKoI

0.2 mrfrabnerky, Bkpurty
060noHKoK

0,4 mrirabneTky, sxpuTy
060noHKOW

0,7 mr/Tabnertky, BkpuTy
oBononkow

100 %

94 %



Bionorica’

CEPTUGIKAT KOCT NN

CUHYNPET® dopre, Tabnerku, BKpuTi 060N10HKOK
20 Tabn., no 20 TabneTtok y 6nicTepi; no 1 Gnictepu B KapTOHHIK kKopobui

Aitovi pavosunu: 1 Tabnertka MiCTUTL BUCYLEHI NIKAPCbKi POCAKHU Y BUFNRAI NOPOLUKY:
Tpasu wasnw (Herba Rumicis) 36 mr; Tpasu sepbeun (Herba Verbenae) 36 mr; xopeHn ropevasku (Radix Gentianae) 12 mr,
kBiTok Byaunu (Flores Sambuci) 36 mr; kBiToK nepsousiTy 3 vaweukow (Flores Primulae cum Calycibus) 36 mr

KpaYua Bupobuuk: HimeuyunHa Cepin Ne: 0000165554

KpaiHa npusHaveHHRA: Ykpaina Po3awmip cepii: 100311 ynakosok

P..n. Ne UA/4373/04/01 fara supobunyrea: 21.07.2021

8in 13.05.2020, 6e3cTpokoBO, Tepmin npupatHocTi: 07.2025

3 aminamu (8in 25.05.2021 Haka3 Ne1032) Rarva no3lsony na sunyck: 13.10.2021
Bupobxuk rorosoro nikapcekoro 3acoby Bionopuxka CE

Niuenais Ne; KepxexwrenHepwrrpacce, 11-15,

DE_BY_05_MIA_2021_0010/ROF-5G55.2-2678.1-4-321-3 92318, M. HoitmapkT, Himeyunna
Ceptudikat GMP Ne: DE_BY_05_GMP_2021_0013

Noxaannku . Metoau Qonycrumi Mexd Pesynbratu
Tpasa waenio (Herba B PY PM 322/04 90-110% 95 %

Rumicis), pospaxosaHa
Yepes MapKepHy pevoBUHY
tnasoHoig Q

KsiTku Byaunu (Flores B PY PM 319/04 90-110% 94 %
Sambuci), pospaxosaHi

Hepea MapkepHy pevoBuHY

XNOPOreHoBa KUCNoTa

Tpasa sepbenu (Herba B PY PM 323/04 90-110% 96 %
Verbenae), po3paxosaHa
Yepea MapkepHy pevoBuHy

aepbeHani

Riamerp ' LUiTaHreHumnpKkynb 10,3- 10,9 Mm 10,6 MM
Cepents maca 3paxysanHs {n = 20) 494 - 546 Mr (520 £ 5 % (mr)) 530 mr
Bucora LLiTaHreHuwprynb 56-6,3 MM 6.0 mm
Po3nananHa (y soai) Ph. Eur. 2.9.1 S 60 xB 28 x8

Yci nocunania Ha €sponeicbky Gapmakoneo (Ph. Eur.) BIQHOCATLCA /O 1T NOTOMHOIO BMAAHHSA.
AaHi axanisy gikcHi ANs MICUA Ta Y3Cy BUKOHAHHSA,

Lium r 3acsiguyio, Wo HaseneHa suuie iHOPMALiN € 4OCTOBIPHOIO T3 TOMHOI.

Lo cepito npoaykuil 6yno supobnero (Bkno4aiodu nakysaHHA/MapKyBaHHA) T3 NPOBEAEHO KOHTPONb ii AKOCTI Ha
BULL{e3a3HaueHin AinbHuli y noswxid signosigHocTi 3 Bumoramu GMP, BCTaHOBNEHUMU MICLIEBAM pErynATOPHAM
OpraHoM, a TakoX BiANOBIAHO A0 cneuwudikauii, Wo MICTATLCA ¥ peecTpauiiHoMy A0CLE.

HUL{TBA, NaKyBaHHA Ta aHanisis 6ynu nepernaxyTi Ta BCTAHOBNEHO BiANOBIgHICTL BuMoram GMP

€y . L ) _
bpxé;g@Qnemn. sBkputi o6onoHkowo N 20, cepin N2 0000165554 Bignosigae BCim suMoram aokyMeHTauil dipmn

nnarubng»&qy poaaxy.
x‘; -\

e ’ "
"YriohuosaxeHa ocofa’
o i e
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CEPTUGIKAT SIKOC TINMIIINMIAN

CUHYMPET® diopre, TabneTky, BKpUTi 0B0NoOHKOK0
20 taén., no 20 raGneTok y GnicTepi; no 1 6nicTepy B KAPTOHHINA Kopobui

Ahouf pesosunu: 1 tabnetka micrnTs sucyten] nikapceki pocnudn y Burnaai nopoky;
Tpaes Liaenio (Herba Rumicis) 36 mr; Tpasu sepbeiiy (Herba Verbenae) 36 mr; xopenn ropeyasky {Radix Genlianae) 12 wir;
xpivox Byauny (Flores Sambuci) 36 mr; xeiTor nepeousity a yaweuxoio (Flores Primwae cum Calycibus) 36 mr

Kpaina enpobuuk: Himeyunsa Cepin Ne: 0060167005

Kpaika npuaHaveHHn: Ypaina Pozmlp cepiis 33825 ynakosok

P. n. Ne UA/4373/04/01 Hata aupobauurea: 05,09.2021

Big 13.05.20290, 6e3cTPOKOBED, Tepmin npuaarHocti; 09,2025

3 sminamk (Big 25.05.2021 Haras Ne1032) Aara goieody va aunyck: 16.11.20214
Bapo6HMK roToBOTO RikapehKoro 3acoty Biotiopuya CE

Hivyensia Ne: Kepxerwreinepwrpacce, 11-15,

DE_BY_05_MIA_2021_0010/ROF-8G55.2-2678.1-4-321-3 92318, M. Holimapis, Himeuuuna
Cepruchikar GMP Ne: DE_BY_05 _GMP_2021_0013

Buwesasnayera cepin Gyna nepesipena signosinHo Ao aaTRepmKeHot AoxymenTalll chipmu #a Cuuynpet® dopre, TabneTkn,
BKpUT pBonoHKoK. =

4

Moxasxuky Marogn HonycTumi mexi Peiyrbraty
Onue
BosRiLHIA BUrNAg CeHcophyi Tect Kpyeni peoonywni raGnetsu, Bkputi  Bignosigae
oBONoHKO, IENeNore konbopy 2
rAaaeHBKOI0 NOBERXHI0
laeHTrhikauin
TWX cinasoroipis B PY PM 208/02 2 MoBTi 30HH Blanosiaae

credyiyHuA goxas KeiToK
nepeolsity (Flores Primulgef

TIWIX ¢aasokoials B PY PM 208/02 1 caivno-BnakuTHa oHa Bianosinae
credudiugni aokas ¥sitox

kaiToK ByauHK

{Flores Sambuci}

TWX ghnasoHolgis B PY PM 208/02 1 oBiTNO-GNatuTHa 30Ha Blancsinae

cnewnbluknit goKaa KeiTok
Tpasy aepheHn
(Herba Verbendge)

TUX dnaeoHoipis B PY PM 206/02 2 nomapandes) 301K Bianoelnae
crisLMdiugma gokas Tpaey
Waenw (Herbs Rumiclsy e
BEPX rextionixpoauay B PY PM 320/05 Brigxo a BUMoraMy Binnosinae
cnevadiuHnii sokas ropeHs
ropeyanku
{Radix Gentianae}
TLIX ripkoTi B8 PY PM 324{01 3rigHo 3 BUMOramn Bianoeinae
TIUX chnaponoigie B PY PM 208/02 3rigHo 3 BuMoramu Bipriosifae
{Gentiopicroside)
TAMC Ph. Eur. 2.6.12 < 108 KYO/r < 108 KYOIr
MakcumanbHo AonyCTUMe aHaveHHa!
500 600 KYOIr
TYMC Ph. Eur. 2612 £ 104 KYO/Ir < *jﬂ“ KOl
MaKcumaneHy AONYCTHME SHAYERHAL
50 000 KYO#r

CTotinKa 13 3
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CEPTU®IKAT StkoCTIITIIHIIE

CUHYTIPET® chopre, TabneTku, BkpuTi 0GONOHKOK
20 Tabn., no 20 Tabnerok y 6nicrepi; no 1 6nictepu B kKapToHKiH# KopoBui

Hiroui pevosunu; 1 TabneTra MICTUTE BucytueHi nikapcbki POCAWHY ¥ BUMAAT TOPOLLKY!
Tpaeu Wwasnio (Herba Rumicis) 36 mr: Tpasw sepGeru (Herba Verbenae) 36 mr, kopenr ropevabky (Radix Genfianae) 12 Mr;
kalvoK Gyaunu (Flores Sambuci) 36 wT; keiTox nepeoLeiTy 3 Yaweukow (Flores Primulae cum Calycibus) 36 wr

Kpatha BupoGHMK: HimeuuuHa
KpaiHa npuzHaYyeHHs: Yrpaiva

P. n. Ne UA/4373/04/01

Bin 13.05,2020, GeacTPOKORO,
2 3Midamu (Bin 25.05.2021 Hakaz N21032)
BUpoGHMi roToBoro nikapcoKoro 3acoby

NitieHsis Ne:

DE_BY_05_MIA_2021_0010/ROF-83G55.2-2678.1-4-321-3
Ceprudikar GMP Ne: DE_BY_05_GMP_2021_0013

! IDKESHHKH

PosqocTidki
rpamHeraTUeH] Bakrepil

Escherichia coli
Saimoneila

JanuwKosi POIMUHEKKK
2-Mponaxton

atieToH

ervaHon

Ankanoigy diponisugnny

paHU4HWA BMICT 7 dexHa
Ro3a

KinbkicHe BU3HaYeHHA

XnoporeHoBa kucnaTta

dnagoHoig Q, B
nepepaxyHky Ha MAnepoans

dnasoHoip X (sopamueTit-
3-O-tpirnoxoaia), 8
nepepaxyrky Ka pyTosua

FeHvionikpoang,
{Gentiopicroside)

Bepbedanit

Kopite ropeyasku (Radix
Gentianae), poapaxopakui]
Hepe3 MApREPHy pevoBuiY
reHTionikpoaig

Keirku nepsousity (Flores
Primufae), pospaxosan!
4epes MapkepHy PevoBUHY
thnavonoia X {lsopaMHeTit-
3-O-tpirniokoala)

Meroam
Ph, Eur. 2.6.31

Ph. Eur. 2.6.31
Ph. Eur. 2.6.31

S0P 805764, sunycy 4
SOP 805764, punyck 4
S0P 805764, punyck 4

SOP 805521, sunycy 2

8 PY PM 319/04
B PY PM 322/04

B PY PM 321/04

B PY PM 320/05

8 PY PM 323/04

B PY PM 321/04

B PY PM 321/04

Cepia Ne; 6000167005

Poamip cepil: 33825 ynakoBok

Bara aupobruyrea: 05.09.2021
Tepmis npugaTHocTi: 09,2025

Hara gossony Ha Bunyck: 16,11.2021

BigHopuka CE

Kepxetlirefikepuirpacee, 11-15,

Donyeriumi mexi

= 101 KYOrir

BigeytHiy 1t
Bipoyrdly 251

= 5000 ppm
= 5000 ppm
= 5000 ppm

5 1.0 mxr / nens

0,2 - 0,9 mritabnerky, BKpUTY
oGonoHkoio

0,1 ~ 0,6 mrirabneTky, BRpUTY
oBononxok

0,2-08 Mrl}aﬁnemy. BEPUTY
0BonoHKoK

0:2 - 1,0 MrivaBnetky. BrpUTY
obongHKoIG

0.5 - 2,0 mriTabnetky, BKpUTY
0BONOHKOK

26~ 110 %

90-110%

CTODIHKS 2 3 3

82318, M, HolimapxT, HiMeuunHa

Peayneraru
< 104 KYO/r

BipcyrHiy 1r
BigcytHiy 25t

154 ppm
< 5000 ppm
210 ppm

0,3 mKr / petis

0,3 mrfrabneTxy, BXpUTY
oBoNCHKOK

0,1 mrfrabneThy, BKPUTY
ofonoHko

0,3 mriTabneThy, BrpUry
cBonoHkoin

0,5 mritabneTky, skpuTy
ofonoHKGI0

0.6 mrfraBineTxy, sKpuTy
oBoncHKoD

103 %

103 %




C EPTVI CDIKAT ;l Kocnllllllll IIIIIIIIM RGN

CUHYTIPET® chopre, TabneTku, BKPUTI 0GONORKOK
20 Ta6n., no 20 vabnerok y 6nicrepi; no 1 Gnictepu B KApTOHHINA xopobLi

HAiadi peyosuntr: 1 TaBneTtka MICTUTE BUCYLUIEHI NIKADTHKI POCTMHY ¥ BUTRAG! NOPOLUKY:

ToaBu waentio {Herba Rumicis) 36 mf; Tpask sepGenk (Herba Verbenae) 36 mr; kopens ropevasky (Radiy Genfianag) 12 wmr;

Keirox Byaunu {Flores Sambucl) 36 Mr; KBITOK RepaolisiTy 3 Yatleukolo (Flores FPrimulae cum Calycibis) 36 mr

Kpaina sMpoGHuk: Himeyuuna
Kpaina npuatavesHs: Yepaia

P. n. Ne UA/4373/04/01

sl 13.05.2020, Ge3cTpOoKOBO,
3 aMidamy (Big 25.05.2021 Hakas Ne1032)
BupobHuk roroporo nikapcbKoro 3acofly

Tivensis Ne:

DE_BY_05_MiA_2021_0010/ROF-5G55,2-2678.1-4-321-3

Cepla Ne: 0000167005

Poawmip cepii: 33825 ynakoBok

Oara supobwuyraa: 05.09.2021
Tepmin npygarhocTi: 09.2025

Hara nossony Ha sunyck: 16,11.2021

Bionopuka CE

KepxeHwreiiHepuwrpacce, 11-15,

Cepruchlkar GMP Ne: DE_BY_06_GMP_2021_0013

Tokaaduku

Tpaes Wabnio {Herba
Ruxmicis), pospaxopatqa
Hepes MapKepHy peuosHy
cnasoHolg Q

Koiriu Gyanku (Flores
Sambuci), poapaxceaHi
yepes MAPKepHY peyoBUHY
XNOPOreHoBa KHCnoTa

Tpaea sepbexn (Herba
Verbanag}, pospaxosaHa
Hepes MapKkepHy pedopyiy
sepGenaniy

Aiamerp
CepepHAa maca
Bucora

PoznaaaHun {y sogi)

MeTonu
B PY PM 322/04

8 PY PM 319/04

B PY PM 323/04

UraHreHuMpKynt
Seaysauna {n = 20)
LranreHuupryns
Ph. Eur. 2,8.1

Bonyorimi mexi
80-110 %

' 80-110%
80-110 %

10,3- 10,9 MM

494 - 546 Mr (520 £5 % (Mr))
5,6-6,3 MM

=60 X8

92318, M, Holimapxr, HimMeuuyHa

Beaynbratu
95 %

101 %

93 %

104 mm
523 mr
8,0 MM
33 xe

Yl nocuriaiis Ha Epponeitcory dapmakoneo {Ph. Eur) BiRHOCRTLRCA A0 1T AOTOYHOFO BURAHHSA,

Aani ananiay AificHi AN MiCLS T8 4acy BUKOHAHHS.

LM s aacai,qqyio Wio HasegeHa auwe iHbopMalls e ACCTOBIPHOIO Ta TOYHOIO,

Lko cepiio npopysuil ﬁyno BupoBneHo {almsoqa}ouu faKysaHHA/MapKYBaHH#A) Ta NpoBeAeHO KoHTpons Vi AKootl Ha
BUlle3azHaveHill ainbauyl ¥ nosdift BignoeigHocti 3 Bumorami GMP, Bcrasosnedumi mictebim PerynNATOPHUM

OpraHoM, a Tako sianoeiaHo go cneumdikaliii, Wo MICTATLEA ¥ peecTpaliitHoMy gocke.

FipoToxoni BUpoGHUUTEE, NakyBaHHs Ta aHanisis Gyny neperrsiHyTi Ta BCTaHOBREHO BignowigHicTb Byumoram GMP,

CHUBYNPET=on ht,_“ﬁne‘rm. BrpuTi oBGonoHKois Ne 20, cepist Ne 0000167005 signosinas sclM BUMoram sokymenTauii chiprm
b po’qa}“:{

. OUALAT 5@_,?!

cTopiHka 33 3



JIEPIIKCITY )KBA
JTEPKABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
V THINPOIIETPOBCBKIN OBJIACTI

Juinpo, mi.CoGopua,4, k. 601-605, 49005, Ten. (066)345417]
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Koa €JIPIIOY 370706635

BHCHOBOK
MNpO AKICTL BBE3€HOr0 B Y KpaiHy JiKapChKOro 3acoly

28.01.2022 Ne 3082/22/0411

CHHYIIPET® ®OPTE

(HaliMeHyBaHHa Aikapebkoro 3acofy 3riano 3 peectpauiiHnM nocBiaMeHHAM )
TabJeTKH, BKPHUTI 000 10HK010 110 20 TabaeTok y 6aicTepi; mo 1 6iicTepy B KApTOHHIH

KopoOuti

(dropMa BHOYCKY, AO3YBAHHSA, BUJ TTAKYBAHH NixapcehKoro 3acoly)
Homep peectpauiiinoro nocsiauenns UA/4373/04/01 crpox gii peectpauiiinoro nocsinaenns 01.01.2099
Cepis nikapcekoro sacoby Ne 0000167005 Kinskicts BBe3eHOTO Nikapeskoro sacoby 9368

BupoGuuk bionopuka CE, HiMeuunna

{HaliMenyBanng BupobHuIKa dikapehkoro 3acofy, kpaiHa NOX0MLKEHHA)

Baeseno 8 Ykpainy ToBapucTBo 3 06MekeHow Binnosizaneuicrio "BaJM", inenr. kon:
31816235

(HaliMenyBanHa Ta ko 3a EAPTIOY wopuanuHol ocobn abo npizedule, iM'a, no GaTekesl disuyHOT
0cobM - MiANpUEMLIA, Tl MicLie MPOKHBAHHE Ta peecTpalifHUA HoMep oBNiKOBOF KAPTKM MNATHHKA
nogarkis abo cepis Ta HoMep nacrepTa)

MpoTtokon Bisyansioro konrpomo six 27.01.2022 N 07-01/160/4.

3a  pesyabTaTAMM  LEKABHOIO KOHTPONK  BCTAHOBJEHO, 1o Jlikapchkul  3aci0  BBe3eHo B Ykpaidy 3

AOTPHMAHHAM BHMOT 3aKOHOJaBCTRA HOAO 3a0€3MeueH s siKoCTi NikapchKNX 3acobiB.

Hauaneunk /lepxasHol cnyx6u 3
NMiKapchKHX 3ac00iB Ta KOHTPOIO 3a

. = ; Onis OBYAPEHKO
HAPKOTHKaMH ¥ ﬂHalOHeTpOBCbKIH 2
o0JacTi W
LY e :
(mocagoea ocofa opraHy ASPHABHOMG KOHTPONIO) (m,unuc}> (iHiniaaK Ta npidBniLE)

g T
Nodoy Ay g 050
g EETS"Y
L/ - o

Kapina Buwnskopa +38(066)345-41-71



JEPYKJIIKCITYKBA
NIEPJKABHA CJYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA
Y JHITPOIIETPOBCBHKIN OBJIACTI

Muinpo, mn.CofopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail; dis.dp@dls.gov.ua,https://www.dls.gov.ua, Kox EIPTIOY 37070665

BHCHOBOK
Npo AKICTE BBE3EHOro B YKpaiHy JikapchKoro 3acody
01.10.2022 Ne 40439/22/0411
CHHYIIPET® ®@OPTE

" (HativeHyBaHH: Aikapchkoro 3acofy ariAHO 8 peEcTPAUIYRIM IOCBITYEHHM)
Ta6xeTiH, BKPHTI 06o10HK0X0 10 20 Tabaerok y Gaicrepi; mo 1 GaicTepy B KapTOHHIiH
ROpOOITi

(hopma BUIyCKy, JO3YBAHHS,, BHA TIAKYBAHHA NIKAPCEKOro 3acoby)

Howmep peectpalgiiinoro nocsimsenns UA/4373/04/01 crpox aif peectpaniitroro nocsimuerss 01.01.2099

Cepis nikapcskoro 3acofy Ne 0000175069 Kinskicrs BBe3eHoro Mikapeskoro 3acoby 11945
BupoGHAK . Bionopuxka CE, HiMeuamaa
(maiiMeHyBaHHA BAPOGHHKA JiKAPCRKOT0 3806y, KpaiHa IoX0mKeH )
Baeseno B Ykpainy ToBapucTro 3 06Mexenoro signopinansnicrio "BaJM", inent. xon:
31816235

(zaiimMenyBanmsd Ta xox 3a EJIPTIOV ropuapiol ocobu aGo npissrme, iM's, o Sarsrosi GismiHoi
0co6H - mAnpremMns, i Miclie TPOXUBAHHS Ta PEECTPAiiHHI HoMep 06MKOBOT KAPTKA MNATHHKA
noaatkie abo cepi Ta HOMep [acmopTa)

TIpoToKOR BisyaTLHOrQ KOHTPO,TIO BiA 30.09.2022 X2 07-01/2005/12.

3a pesyNbTATAMM JEpKABHOIO KOHIPONIO BCTAHOBNEHO, IO JiKapcekuii 3aci6 BeeseHo B Vipaiwy 3
JOTPHMAHHAM BAMOT 32KOHOIABCTBA OO 3a0esnedeH s AkocTi NiKapeskux 3acoBiB.

B. 0. mauansauka epxaBHol coyx0u 3

JMXapchKHUX 3ace0iB Ta KOHTPOJXO 34 0

P } T8 KOHTPOJIXO 38 Harans MAHJIPUKA
HapKOTHKaMH vy JIHInponeTpoBehKiit -
obiacTi

{nocaaopa ocoba opraHy JMepiaBHOTO KOHTPOMO) (rinmuc) (inirdamy Ta npisBUIIE)
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Bepcia: 1

Cunynpet® copre, Tabneriu, Bkputi o6onorkolo
20 Ta6n., no 20 TabneTok y 6nicTepi; no 1 6nictepy 8 kKapToHHIA KOPOGLI
Aitoui pevobuku: 1 TABNBTRA MICTUTL BUCYLLIGH! NIKAPCLKT POCNKHM ¥ BUFNALT NOPOLUKY:

Tpaew wasmo (Herba Rumicis) 36 mr; Tpasw sepSenu (Herba Verbenae) 36 mr; kopena ropedasxn (Radix Gentianae) 12 wr;
xBiTOK By3uHm (Flores Sambuci) 36 mr; xeiTok nepeoupiTy 3 aweukoo (Flores Primulae cum Calycibus) 36 mr

Kpafna eupobHux: Himewunna ' Cepin N¢: 0000175069

KpaTtHa npuanayeHHa; Yupaina Poawmip cepil: 33000 ynakosok

P. nn. Ne UA/4373/04/01 Aara eupobunursa: 02.02.2022

pig 13.05.2020, GeacTpoxomo, Tepmin npuaatHocTh: 02,2026

3 amidamy (Blg 25.05.2021 nakas Ns1 032) Rata noisony Ha punyck: 14,06.2022
BupoBHUK roToBOro nixapcsroro 3acoby Gionopuka CE

Riuensin Ne: KepxeHwTeanepurpacce, 11-15

DE_BY_05_MIA_2021_0010/ROF-5G55.2-2678.1-4-321-3 92318, m. Holimapxr, Himeqsnna
Cep‘rmbllta'l' GMP Ne: DE_BY 05 GMF 2021 0013 '

Busraznadena cepin Gyna nepeBipeHa BiNORIAHO A0 JATBEDAMEHOT .qouymeﬂ'rauir PipMv Ha Cnuynpe‘r@ thopre, Tabnerkw, BxpuTi

0GQNOHKOIC,
- lowagnury Metopn . - Bonverwmi moxi Posynutaru
- Onuc e : st o
3oeriwHik ewrnsa ' Cencophmi Teet | Kpyrnl aaconyxni rabneton, expnTi Bianosinae
- _ ' 05OMNOHKOID, IBNEHOND XONLOPY 3 C
L S A " TAZAEHLNOK NOBAPXHSI g sk
laenrwdikayin
% TUIX chnasonoigin creundivimia B PY PM 208/02 2 WONTI 30HY Bianceipac
] £0xa3 waiTox nepeouglry (Flores i
: Primulae)
f TUWX dnasonoigin cneyudivimi B PY PM 203!62 1 caiTno-GnoknTHE 30HS Bignosigae
; ACKAY KBITOX KBITOK Gy3nHM )
{Flores Sambuci}
TIUX dnasoroigie cneundimni B PY PM 208/02 1 CBITNO-GraKwTHA 30Ka Bianceigae
‘ACKRS KBITOK TPAsK Bephexn N . ) ;
(Herba Verbenae)
TLUX chnamonoigia cnesundivemin B PY PM 208/02 2 NOMAPBHYSD| 30HK ' Bianoainac
foxa3 Tpaew wasmo {Herba
[ Rumicig)
BEPX reHTioniposugy B PY PM 320/05 3rifHO 3 BAMOraMM Bianosinac
cnauudiMHMil AOKAS HOpeHR . g
ropedsani {Radix Gentianae)
TUWX ripkoTw B PY PM 324/01 - 3rigno 3 aumorammn Bianosigae
TUWX tnasonotyis B PY PM 208/02 3rigHo 3 BUMOraMn ' Biuﬁoai.qae
lexTionikpoavay B PY PM 320/05 3rigHo 3 BUMOTaMM Bignovinac
{Gentiopicroside)

T e Lt

cTopinks 1 3 3



Bionorica®

CEPTU®IKAT AKOCT! [HHIMEMIALAINTIN

Cunynpet® copre, TabneTku, BKpUTi 06ONORKOW
20 rabn., no 20 TaGnetok y 6nicTepi; no 1 6nicTepn 8 KapTOHHiIW xopobui
Hirondi pevosvnn: 1 Tabnetka MicTHTb BUCYLLEHI NIKAPCHK POCIMHIW ¥ BUINART NODOLLRY;

Tpaew waenio (Herba Rumicis) 36 mr; Tpasu sepGexu (Herba Verbenae) 36 mr; kopens ropeyas (Radix Gentianae) 12 wr,
xsiTox Byaunn {Flores Sambuci) 36 mr; xaiTok Nepaousity a uaieurxow (Flores Primulae cum Calycibus) 36 mr

KpaTHa supobink; HimeyunHa
Kpalna npuasadeHun: Yupaina

P. n. Ne UA/4373/04101

aia 13.05.2020, 6eacTpoxoso,
3 amixamm (8in 25.05.2021 naxa3 N21032)
BupoBHNK roTosoro nikapcbkoro 3acoby

Nigensin Ne:

DE_BY_05_MIA_2021_0010/ROF-$G55.2-2678.1-4-321-3

Cepin Ne: 0000175069

Bepcis: 1

Poswmip cepli: 33000 ynaxoBoK

Hara enpobunurea: 02.02.2022
Tepmin npupaTiocti: 02.2026

fara goazsony Ha Bunyck: 14.06.2022

Bionopuka CE

Kepxenwreanepwrpacce, 11-15

Cepruchikar GMP Ne: DE_BY 05_GMP_2021_0013

Noxgarmxy
MixpoGionoriuna yswcToTa
TAMC '

TYMC

HosuocTiixi rpamHeraTaani
Saxrepil

Escherichia coli
Salmonelis

Jannwkosl POIYHHHHKN
2-npongwon

ausTon

eTaHon

Anranoinw nipontananvy
TpaHwaHKG BMiCT f AeHHEB a03a

,_Kinudcao BUIHAYHKA

Xnoporavosa xwenora

DOnaeonoin Q, B NepepaxyHey Ha
TRNSPOIUT

dnanonolg X (isopamueTin-3.0-
TRIrMOKOIA), B NSpEpaxyHky Ha
pyroma

FenTionikpoIng
{Gentiopicroside)

BepleHanin

MeToou
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. 26,1

SOP 805764, sunycx 4
S0P BOS764, annyck 4
SOP 805764, punyck 4
SOP 805521, ennyck 2

B PY PM 319/04
B PY PM 32204

B PY PM J21/04

B8 PY PM 320/05

B PY PM 323/04

fonycrwml Mol
Ph. Eur. 518, C
£ 108 YO

MaKCHMBNbHO AONYCTHME IHAVEHHA © - - -

500 000 KYO#r

P 16‘ KyOir

MasCHManbHO ACNYCTHME 3HEYEHHA!
50 000 KYOIr

s 10 KYOir

Blacymiy tr
BigcyrHiy 25r

£ 5000 ppm
% 5000 ppm
< 5000 ppm

S 1,0 mir / peHe

0.2 — 0.9 mrirabneTry, Bkpury
obononkow

0.1 = 0.6 mrirabneTxy, sBxputy
ofononxoi

0.2 = 0.8 mriraGneTy, BKDUTY
obononko
0,2 ~ 1,0 mrirabneTiy, BpUTY
ofonouKkoKr

0.5 - 2,0 mritaneTcy, sepiry
06oNOHKO0

cropiHKa 2 2 3

92318, M. Hoimapkr, HiMeuunna

Beavnwyatn
Bignosinac
< 10 KYOrr

< 10* KYOrr

< 10* KyQir

Biacymwiy 1r
Bigcyrhiy 25

90 ppm
< 5000 ppm

133 ppm
0,1 wr / pene

. 0.4 mriTabneTxy, Bkpury

oBONnoNKoID

0,1 mrfrabnaTay, akpuTy
oboHoHKOWD

0,3 mritabneriy, oty
oBonoHKoK

0.6 mrfrabneTxy, BRpaTy
ofonoHxow

0.5 mritalnery, exputy
0B0NOHKOK
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CEPTU®IKAT AKOCTI INHHlﬂlﬂlﬂlllﬂlﬂﬂlllIIIHIIIIHHIMEIHIH

Cunynpet® cdhopre, Tabnetku, BKpUTi 66010HKOIO
20 Tabn., no 20 tabnerok y 6nicTepi; no 1 Bnicrepu B kKapTOHHIK KOpOOLi

Airowi pevoduHY: 1 TabneTka MICTUTL BHCYWEH! NIKAPCLKI POCNWHK ¥ BUINKRAI NOPOLIKY:
Tpasu waemo (Herba Rumicis) 36 wr; Tpasw sepfienu (Herba Verbenae) 36 mr; kopenn ropedasm {Radix Gentianae) 12 mr;

keiToK Gyaunu (Flores Sambuci) 36 Mr; ksiTox nepsoysiTy 3 vaweuxow (Flores Primulae cum Calycibus) 36 mr

Kpaina eupobrui: Himevyuynna
Kpalna npuanayeHnn: Yipaina

P, n. Ne UA/43T3104/01

eig 13.05.2020, GescTpokoeo,
3 aminamu {Bin 25.05.2021 naxaz N21032)
BupoUHKK roToBOro nixapcekoro 3acody

Nigensin Ne:

DE_BY_05_MIA_2021_0010/ROF-SG55.2-2678.1-4-321-3

Cepia Ne: 0000175089
Posmip cepii: 33000 ynaxosok

Hdata supoSuuyraa; 02.02.2022

Tepmlis npuaaTHocri: 02.2026
Dara poasony na ennyck: 14.06.2022
BioHopuka CE

KepxenwredHepwrpacce, 11-15

CepTudixar GMP Ne: DE_BY_OS_GME'_2921___,001 3

Noxaanuu

Kopine ropevass (Radix
_Gentianae), poapaxosaHui

uepes mapwepuy peuoaany
“reuHTioninposig .

‘Kuituu nepacysivy (Fiores -
Primulae), pospaxosani wepes

_MApKEDHY PENOBUNY thnasoroia
X (isopampaTit-J-O-Tpirmoxosia)

Tpaea waenio {Herba Rumicis),
PO3PEAXOBAHA YSPEI MAPKEDHY
pedonsuHy dnasonoig Q

Kaitku Syaunu (Flores Sambuci),

POIpAXOBAN YEPEI MAPKBPHY
peaomy XNOPOFENORD KNCNOTH

Tpm updenu {Herba
Vérbenas), pospaxosara dépes
WEPKEPHY PENoBWHY BEPEEHaNIH
g&amp

Cepaana Maca

- s

Poanaawsen {y soal)

¥Yci NOCMNAaHHA HE, eaponeacny Sapmanonexy(Fh.Eur) amhocvm.cs AD T NOTOUHOIO BUABHHA.

Mevonn dopysrmmi mend
8 PY PM 320405 80-110%
-- ._';_,\'\'.,\';'a;jt pun BRE B WD oG e

BPYPM321/04 - .- .. . 80-110%

B PY PM 322/04 20-110%

B PY PM 319/04 g0~110%
BPYPM323/04 .= 00-110%
uhaunnuapﬂm 10,3 - 10,9 wim

Sumynauun {n=20)
Livarronunpkyns _ 56~ 6.3 Mm
Ph. Eur. 2f9_.-1, sl - 560xs

Dani-ananizy . mﬁcui AfIA MICUA T@ HaCy BUNOHEHNA, . . -

Liwm a aaceiauylo. uao HEbeASEHA BILE u-ucbopuaum ¢ Aocfompnolo ra TOWHOW. Lo cepile npo.nym,u’i Gyno nupoOneuo (lmmamn
NAKYBAHNA/MBPKYRAHHA) T NPOBSAGHO KOHTPONG TF AKOCTI HA BHILLEIAIHABHIA AlbHNUI ¥ NoBHIN BiAnNoBiaHOCTI 3 BUMOraMu GMP,

434546 wr (520 & 5 % (r)

92318, ». HotimapkT, HiMevunHa

10t %
T 104%

L

10.6 mm

S13wr
5,9 M

- 29xe

Bepcin: 1

BCTAHOBNEHUMI uicueaau PENYAATODHAM OPraHOM, 3 Taxow eignosiano a0 crieunchixauii, Lo MicTAToCA y peec'rpaumm;f aocee, MpoToxonu

supoﬁum.rrn B

2 ananise Synn nepernanyTi Ta BCTANORNENS BigncBigHICTL BHMOram OMP

cTopivka 333
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Bionorica’

CEPTUOIKAT SKOCTI MMM

i,

Cuﬂ'yapeT@) thopre, Tabnerku, BKpUTI 060NOHKOIK
20 wr., no 20 Ta6neTok y Gnicrepi; no 1 Bnictepu B kKapToHHil kopobui

Liroyi peqéamum: 1 Tabnerxa micTuts BucyweHi nixapeeKi pocnntm
Tpaew Wasniy (Herba Rumicis) 36 mr:

kBiTok Byaunn (Flores Sambuci) 36 mr; keitox nepBouBIiTy a vaweukow (Flores Pri

KpaiHa Bupobuuk: Himeuunna
Kpaiua npusnavesnn: Yxpaina

P. n. Ne UA/4373/04/01

uia 13.06.2020, 6escTpokoso,

4 3miHamu (Blg 25.05.2021 Hakas N21032)
SupoBHuUK roronoro niKapchkoro zacoby

NiGexsia Ne:

DE.BY_05_MIA_2022 0032/ROF-SG56,2-2678.1 -4-376-5

¥ BUIAAAI NOPOLLRY;
Tpasw sepbenv (Herba Verbenae) 36 mr; ko

Bepcis; 1

penas ropevasku (Radix Genlianae) 12 mr;
mulae cum Calycibus) 36 mr

Cepla Ne: 0000185252

Poawmip cepii: 42065 ynakosok

Oara BupoGuuursa: 22.11.2022
Tepmin npuparvocri: 11,2026

Hara noasony na Bunyck: 21.02.2023
Biovopuka CE
Kepxenwrenrepurpacee, 11-15

Ceprudhikar GMP Ne: DE_BY_05_GMP_2021_0044

92318, M. HoitmapkT, HiMewumna

maeaai}[&eua cepin 6yna nepesipena BIANOBIgHO #o 3aTsepAXeHol JokyMeHTaUll ipMu Ha Cunynper® dopre, Tabnerku, akpuri

obononxoio.

for

gl
Ka3HMKN
Onuc

3oBHIWHIG Burnsg

inénmdﬂxauin

TWX Pnasonoigis cneungiyHui
Aokas ksirox nepsoygiry (Flores
Pritnutae)

TIWX dhnaponoipis cneundiunmi
AOKa3 keitox Oysuuu (Flores
Sambuci)

TLWX chnasotioigis cnewudiunu
Aokas Tpasy pepbetu (Herba
Verbenae)

TWX dnasonoinis cneundiunmii
ADKa3 Tpasu Wwaenp (Herba
Rumicis)

BEPX FEeHTIONIKpO3NgY :
CheuudiMemil Aokaa Kopenn
ropeqanky (Radix Gentianae)

TLUX ripkota
TWX dnasoroigis

lexTionixposuay

~{Gentiopicroside)

Meronun

CeHcopuni recr

B PY PM 208/02

B PY PM 208/02

B PY PM 208/02

8 PY PM 208/02

B PY PM 320/05

B PY PM 324/01

B PY PM 208/02
B PY PM 320/05

Hoaoyerumi mexi Peaynurary
Kpyrni geoonykni Tabnerku, akputi Bignosigag
000/0HKOK, 3eNeHOro KONLOPY 3

FRAAEHLKOIO NOBEPXHEK

2 %08&Ti 30HN Bignosigas
1 csiTno-6nakurea 30Ha Birnosinae
1 caitno-Gnakutra aona Bianosigag
2 nomapanuesi aoHu Bianosigae
3rigHo 3 RUMOraMn Bignogsigas
3rigHo 3 BUMOramu Bianopigae
3riaHa 3 Bumoramu Bignosinae
3rigHo 3 BUMOramMm Binnosigae

cropirika 133

20 83, 25¢
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Bionorica®

C EPTUOIKAT SKOCTI IMIMmISmmmmm

Cnuynpm'@ thopre, Tabnetku, BkpUTi 060NOHKOIO

20 w,, no 20 TaGnetok y 6nicrepi; no 1 GnicTepun B KapPTOHHIN KOPOBL

Airoui pevosunu: 1 Tabnetka MICTUTL BUCYILEHT NiKapChK POCIMHU ¥ BUINAAI NOPOLUKY:;

TpaBu Wiasnio (Herba Rumicis) 36 mr; tpasu sepGenu (Herba Verbenae) 36 mr;
kBiTOK Oyaunu (Flores Sambuci) 36 mr; kaiTok nepsougity a watueukowo (Flores P

Kpaina supobHuk: Himeuunna
Kpaina npuanavenusn: Yipaina

P. n. Ne UA/4373/04/01

rin 13.06,2020, 6eacrpoxono,
3 amiHamm (8in 26.05.2021 Hakaz Ne1032)
BupoGruk rotororo nikapcwkoro 3acoby

Niuensis Ne:

DE_BY;05_MIA_202£Z_OO321ROF~8055.2~2678.1~4~375—5
Ceprmj:;rgar_ GMP Ne: DE_BY_05_GMP_2021_0044

TNoxa3xuku

MixpoBionoriuna unerora

TAvG

i
TYMC »

MosuocTivki rpamueraTnesi

Gakrepil

Escherlch!:a coli
Salmonellg Sidicor
Janvwkonl poayMHHKKN
2-nponadon

aueron

eTaHON
.

"Ankanoiaw niponiananxy
Tparuuimi smict / peHna gosa

KinkkicHe 8naHayenHs

Xnoporexosa kucnora

Dnasonoig Q, 8 nepepaxyrky Ha

rNepoaus

whasonom X (iaopamHeTin-3-0-
TPIFAIOXOAIR), B NepeNaxyHKy Ha

PyTO3MA

Ienvionikpoann
(Gentiopicroside)

Bépﬁeuanin

)\

Meronu
Ph. Eur. 2.8.12/2.6.31
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

SOP 805764, sunyck 4
SOP 805764, snnyck 4
SOP 805764, sunyck 4
SOP 805521, sunyck 2

B PY PM 319/04
B PY PM 322/04

B PY PM 321/04

Cepia Ne: 0000185252

Bepcis: 1

kopens ropeyasku (Radix Gentianae) 12 mr:
rimulae cum Calycibus) 36 mr

Poamip cepil: 42065 ynaxkopok

Oara supobBumnyrea: 22,11.2022
Tepmin npuparnocti: 11.2026

Lara possony na sunyck: 21.02.2023

Bionopuka CE

Bonycrumi mexd

Ph. Eur. 5.1.8,C

£10° KyQ/r

MaKXCUMANbHO AONYCTUME JHAYGHHS!
600 000 KYO/r

s 104 KYOIr

Makcumansho 4ONYCTUME SHAUEHHS,
50 000 KyO/r

£10'KYOr

Bincyriy 1 e
Bincyrhiy 25 ¢

< 5000 ppm
% 5000 ppm
s 5000 ppm

< 1,0 Mkr / aoHb

0.2 - 0,9 mr/rabnerxy, axpury
060noHKow

0.1 — 0.8 mr/raGnerky, axputy
ofonoHKow

0,2 ~0,8 mriraGnerky, BKpUTY
0B0NOHKOIO

0.2 1,0 writabnery, akputy
obonoHka

~\¥.5 ~ 2,0 mriratinatxy, BKPUTY

HOONOHKOK

KepxenwrefiHepuwrrpacce, 11-15
92318, m. Hofimapkr, Himevunxa

Pesynvurarty
Bigrnosigac
< 10% KYOn

< 10* KYO/r

< 10 KYO/r

Bigcyriiy 1r
Bigcythiy 25 ¢

82 ppm
< 5000 ppm
107 ppm -

< 1,0 Mkr/ gens

0,4 mr/rabnerky, sxpuTy
060NOHKOK

0.1 mr/rabnetky. skputy
060noKKoIO

0,3 mrivabnevky. BrpuTy
0BonouKoio

0.6 mrirabnetry, skpury
060N0oHKOK

0,6 mrfrabnerxy, skpity
oBonoHkowo

f
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Kpaina BHPOBHUK:

Niyenain Ne:

Hoxasumiy

LWhs o o

l,(pgfpb ropevasky (Radix
renTionixposig

{ T RN

Primulag). pospaxosaHi u
MapKkepHy pevosndy thna
X (isopamuerini3iO-rpirn
Jpasa wasnk (Hetba Ru

"PevoBuHy thnasoHot Q

>

Tpasa sepGemn (Herba
Verbende), poapaxosana

Loy
iRiamerp. 2 15
Cepen&ﬁﬁ.:maca

.,f} \

’F’bﬁna.qauu\é"}y‘{éo,ql)

Hani ananiay pinci ans i

Cuuyn
fnpuga

TPABY LWasnio (Herba Rumicis) 36 mr:
KBiTox Byaunn (Flores Sambuci) 36 mr:

DE_BY_05_MIA_2022_0032/
Ceptndirar GMP Ne:

Unm 5 saceiguyio, wo HaseneHa su

HiMeuymnna

Kpaina ripnanavenus: Ykpaisa

P. n. Ne'UA/4373/04/01

8ig 13.05:2020, fescrpokonro,

3 3MiHamu (Big 25.05.2021 nakaz N21032)
Bupo6uuk roroBoro nikapckkoro 3acoby

Mevonu
B PY PM 320/05

Gentianae), poapaxosanuii
HEPL MAPKePHY peyosuHy

Kairsu nepsousiry (Flores B PY PM 321/04

epes
BOROIR
0x03i)

micis), B PY PM 322/04

Po3paxonata Yyepea MapKkepHy

‘}gqurm Oyaumnu (Flores Sambuci), B PY PM 319/04
‘bospaxosani uepss MapKepHy
tég,anuy XIOPOreHOBa KMCNoTa

. B PY PM 323/04
vepea

Wa;iﬁeqny peMosnHy sepGenanin

Wranregumpryns

3eaxysanun (n = 20)

LHranresumpryns
Ph. Eur. 2.9.1

Yei nocunannn va €sponeficsky dapmakoneio (Ph. Eur.

CUA Ta 4acy BUKOKaHHA.

BUCYLLIEHI NiKAPGLK] POCAUHK
Tpasu sepbenn (Herba Verbenae) 36 wr;

ROF-5(55.2-2678.1-4-375.5
DE_BY_05_GMP_2021_0044

1H & .

Cunynper® dhopre, TabneTku, BKpMTi 060NOHKOIO
zﬁggwr.:, no 20 tabnerok y 6nicrepi; no 1 Bnicrepu B KapToHHii KopoGui
Airovi-pevosunn: 1 Tabnetka micTuts

KBITOK NePBOLIBITY 3 UBIUEUKOID (Flores Pri

Cepis Ne: 0000185252

TUOIKAT sIKOCT LT

Y BAMNAKI NOPOLUKY:

Bepcin: 1

kopeHs ropedaski (Radix Gentianae) 12 wr:

mulae cum Calycibus) 36 mr

Poamip cepii: 42065 ynakosok
Hata supoBuuurea: 22.14.2022
Tepmin npuaarHocTi: 11.2026

Hara nossony va BUnyck: 21.02.2023
BioHopuxa CE

KepxemureﬁHeplmpacce, 11-15

onyeTnmi mex

90 -110%

90—~ 110 %

90~ 110 %

90 ~110%

90 - 110 %

10,3-10,9 Mm

5,6 ~6,3 MM

560 xs

) BIRHOCATBCA 40 1Y noTOUHOrO 8ug

tue inchopmalyin ¢ AOCTORIPHOIO Ta TOUHOIO, L ceplio n
EHO KOHTPONE 1f AKOCTI Ha BUWe3asHadeHii AinbHuLi y

ErYAATOPHUM OPraHOM, & TAKOX BIgNoBiaHo Ao cnetudikauia,

croplHka 3 3 3

494 - 546 mr (5202 5% (mr)}

SHHA,

92318, m. Holimapkt, Himeuuuna

Peaynerary
103 %

99 %

897 %
97 %
98 %
10.6 mm
520 mr

5.9 mm

31 xs

POAYKUIT Byno enpobneno (8K RIOYY
noRHlii sianosigxocti 3 sumaramu GMP,

o micTaThes y peectpayiinomy gocse, Mpotokonu

A(\gq)mnﬁ &a granisis Gynu nepernanyTl Ta sctaHoaneHo gianosiaicrt sumoram GMP,

Q
& opre, raﬁne:»?ﬁ}{z?\  o6onomko, 20 wrr., cepis Ne. 0000185252 Bianoalaae scim BuMora
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JIEPXKABHA CIYIKBA 3 JIKAPCBKHX SACQBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KHIBCLKIY OBJIACTI

npocnert Banepis Jobanorcsxoro, 51, m. Karie, 03110, ten/baxc: (044) 363 -06- ‘?0
E-mail: dls.ko@dls.gov.ua, Kon € IPTIOY 37078774

BHCHOBOK - ra :
PO SKICTH BBE3EHOT0 B Y KpaiHy JiKapCcsKoro 3acody

11.04.2023 Ne 15127723/10

CUHYIPET® ®OPTE,

{HeiiMeRYBAEHA THCAPCRKOTe 32006y ITLBI0 3 PCCCTPARITHIN MOCRIKSe M)
TabIIeTKH, BKPHTI 000A0HK00, 110 20 Tatuerox y daicrepi; no 1 Gmicrepy B kapToHHii
xopobui

(oprsa BHILYCRY, AOTYRAHEA, BUE A3KYBAHHE RIKAPCEKOTO 38c00y)
Homep peccpaniiimoro mocsingennn UA/4373/04/01 crpox ail pecerpaniitnoro nocsimsenns 01.01.2099
Cepia nikapesgoro sacofy Ne 0060185252 KinbKicTs Bresenoro Hikaposkore sacoby 42065

Bupobank "Bionopuxa CE", HiMeuysnaa

(rafiMenysanin BupobHUKA RIKEPCRKOTO 22000y, KPEiHA TOXODKeHHR}

Biescito 8 Yipaiity: CrizbpHe yKpalHCEKO0-eCTOHCLKE WANPHEMETE0 ¥ dopmi TORapHTTBA
3 ofmexenoto Bignosinansuicrio " Ourima-®apm, AT, igenr. xon:
21642228

(nafimerryBasns ra Koz 3a €JAPTIOY opuawusol ocofn abo npissunle, in's, 110 GaTeKoB! Qisyuro]
ocobu - nigmpremua, § Miclie IPOKHBANNA T2 peecTpanifiamil Homep obHivoB0T KapTEy I TIHKA
nozarsie ado cepin Ta HOMEP MAcHopTa)

T poieKon si'ayém,imm wonrposo sin 03.04.2023 m 0981/15.

3 pesynpTATAMH HCDMABHOTO  KOHIPONK) SCYARORICHY, L0 JHEKAPCHEHN 350i6  BEGISHS B Yipilay 3

,JIOTpIr‘iMaHHHM - BHMOT 33KOHUAABCTES HIOM0 3a0e3NedenH AKOCT] nikapcskuX 3ac06in.

Bao. gatzam,z;mgé c:,a«}%gﬁn

Ipuna [IATTAMAP
(nocanosa ac{éééﬁ‘ Eay - .

{strganu T2 npizamne)
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CEPTUGIKAT SKOCT! IR

'C'unynpéf@_'cbo JTe, TabrieTkii, BKPUTI 0GonoHkoto

20 wr., no 20 raGnetok y Gnicrepi; no 1 Bnicrepu B KAPTOHHINK KOpOBL

RBironi peuosuHm: 1 Tabnerka MiICTUTL By
Tpasw waamo (Herba Rumicis) 36 mr:

kefrok Gysunm (Flores

Kpaina supoGiiuk:

iMeyunna

Kpairia npusnasenyn: Ypaiha
P. n. Ne UA/4373/04§01
BiA 13.05,2020, Geatrpokono,

3 3minamu (rig 25,

TNiuenaia Ne:

DE_BY_05_MIA_2022 0032/ROF-S$G55,2-2678.1-4-375-5

Ceprudivar GMP

[loxaankkn

‘Koplhb ropevzdsin (Radix

Gentianas), pospaxopany
Heped MApKEPHY PeMOBKH
rexTionixpoaig

Km0

Knitkn nepaoysiry (Flores|

.2021 Hakas Ne1032)
BupoGHMK roToROrD NiKapeLKOTo 3ac06y

CyiieHi nikapchki pOCNUHY Y BUIMAL NOPOLLKY:
“Tpaey nepbenu (Herba Verbienae) 36 mr; kopens
mbucl). 36 mr; keiTok nepeoyaity 3 yaweukoo {Flores Primulae

Cepin Ne: 0000187203
Poawmip cepii: 28050 ynakosox.
-Hara supobuuursa: 11.01.2023
Tepwmit npunarnocri 01,2027

flara goasony Ha BUnycK: 27.04.2023.

‘BloHopuxka CE:

ropevaskm (Radix Gentianae) 12 wr;
cum Calycibus) 36 mr

‘KepxeHwreinepwrpacce,. 11-15

: DE_BY_05_GMP_2021_0044

Meronn
B PY PM 320705

B BY PM 521/04

Primulag), pospaxorani ugpsa-
MBpKepHY peYoBKHY (hnagoHoYs

Tpaea wasnio (Hérba Ru
po3paxosana vepes mapk
peHoBUKY chnasoHoig Q

X (iaopame'riws()-'rpim%mam)‘-

Kefrkw Gysuru (Flores Sam

fcis),.  B'PY.PM.322/04

pHY

buci),

pospaxopan HEPEA MapKepHy
pevoBiity xnoporeHbea suenorta

Tpava peploun (Horba

B PY PM 323/04

Verbenae), poapaxonata Yepsa

MEPKApPHY NSYOBUHY Bepbe
-Hiamerp
‘CepenHn maca
‘Bucora

‘Posnananiia (y soal)

Haniy

“WhranreHUKpXY Ny
Jeaxypanus (h = 20)

Airanreniumpryns
Ph. Eur. 2.9.1

BBV BN 318i04

[onveTHM Mo,
90~ 110 %

90 - 110 %

96~ 110 %

90 - 110 '%

90~ 110 %.

10,3 =106,9 M

484~ 546 mr (520 ¢ 5% (mr)

5,6~ 6,3 MM

5 60 xn

Yei nocunanin na Eeponieciiy ‘Papwmakoneo (Ph. EUr) BIAHOCRTECA 40 T NOTOUHOND SWA KA,
Dani ananiay gicHi gna Micus 1a yacy BukoHaHHs,,

Lt 7 2acsinvym o
naKyBaHHs) ‘m\ﬁaﬁ%

GOORBACHO KOHTPONS 1T AKOCTI Ma BUWeaaIHAUCHIA
SIFRASOPHIM Opranom, a Taxox BIANoBIAHD Ao cne _
R Cynu nepernsuyTi Ta acTatopneno slanosiglcty Bumoram GMF,

Cropinka 5§73

N oBononkoi, 20 wy., copia N2, 0000187203 aipnonigac soim BliMords g« ()

3
L3
@y
(55,

92318, m. Holimapky, Himeuiuna

Peaynsraru

107 %

108 %

104'%

104 %

104 %

10,5 MM

619 mr
60 MM

43xn

EHa B iHopMaLiA € ACCTORIPHOIN T3 TouwoI0. Lo Cepio npoaykLll BYiD BilpoBneno (mmiadaum’
ainsuudl y nosHiR pianopiaHocTi 2 BuMoramMn GMP,.
uuchiraLiia, o MiCTATHCR Y peecTpalliiiHoMy a0che: Npotokonn:




______. Bionorica’ -

CEPTU®IKAT AKOCT INNMIIIHNIImNE

‘ Bepcis: 1
Cunynpet® diopre, Tabrierii, BKpiTi 060N0HKOIO
20 wr., no-20 TaGneTok y 6nicrepi; no-1 Gnicrepu B KAPTOHHIA KOPOOL
-Aitovi peviosunis; 1 Tabnetka MicTTE: BUCYLIEH] nikapGhii-pOCNNKY Y BYTNARE NOPOLLIKY:

Tpasu tasnio (Herba Rumicis) 36 mr;. tpasy septenu (Herba Verbenae) 36 mr; kopeHs ropevasky (Radix Gentianze) 12w
‘kBiToK Byavnu (Flores Sambuciy 36 wr; keitok nepeouBiTy 3 vateykowo (Flores Primulae cum.Calycibus) 36-mr

KpaiHa supobuux: Himeuunna

KpaiHa npusnavenyn: Ykpaina

'P. n. N2 UA/4373/04/01

Bip 13.05.2020, 6espvpokoso,

3 aMiHamn (Big 25.05:2021 nakas Net042)

‘BupoGuuk rotosorp nikapcbkoro aacoby

Tuenain Ne: _
DE_BY_05_MIA_20R2 0032/ROF-SG55.2-2678.1-4-3755

Cepin Ne: 0000187203

Poamip cepil: 28050 ynakoiok

Hara supoGunyrea: 11.01.2023
Tepmid npuparnocti: 01,2027
Aara pozrony Ha Bunyék: 27.04.2023
‘Blonopwka CE.
KepxeHwreithepwrpacee, 11-15
.92318, m. Holimapkr, Hime\vuna

FpaHUdHKE BMICT | A8HHA
KinbkicHe BraHavanua
_Xnoporesoea kucnoTa
Gnaeongly-Q; B nepepaxy
MARPOIUA
“nasoHoig X (isopamueri
TRIFNIOKDAiR), B napepaxy)
“pyrosug,

Teurionikposng
(Gentlopicroside)

‘Bepbenaniv

HoWA

B PY-PM 31904

. BPY PM 322104

BPY PM 321/04

-0faNORKOK

0,1 0,8 mrirabneTky; brpury-
-ofonorkoio

0,2 0,8 MriradreTry,. BKOUTY'
0B0NOHKOI
0,2 1,0 mrtraBnery, Bkputy’
~0fonotKoK

i 0,6 - 2,0 mrfrabnarry; sgpury
o6DNOHKGH

Ceprudikar GMP Ne: DE_BY_05_GMP_2021_0044
[Tokaznukm Metoaw Honyerumi mexd Péiyniyaty
MixpoGlonoriuna uweroTa Ph. Bur. 2612728531 Ph. Eur. 5,1.8,C Bianosigze
TAMC Ph.Eur. 2.6.12 5 10° KYOh <.10% KYOIr
‘MarkcumanbHo gonyctime snaverin:
500 000 KYOrr
TYMC Ph.Eur, 2612 < 10% KYQIr <10* KyOIr
MakcumankHio AonYETiMe SHAUBHNA
50 000 KYO/r
MoBMOCTIK TpamHEraTHRHI Ph,Eur, 26,31 £ 10KYOIr L10P KYORr
Baxrepiy
Escherichia coli Ph. Bt 2.6.31 BigcytHiy 11 ‘Bigeyriy 1F
‘Salmonella Ph. Bur, 2.6:31 BigcyrHiy 25 Biacyrhiy 25 ¢
3anuwxosl pOFUNHITTKN
2-nponasion BOP 806764, Biriyek 4 £'8000 ppm’ 136 ppm
aueron SOF 805764, punycx 4 £ 5000 ppin- < 5000 pprm
eTaHon SOR 805764, sunyck 4 % 5000 ppm: 430 ppm
Anxanoifu niporianguny SOP 805521, punyex 2 £ 1,0 mrr/ gbHG < 4,0 mked figs.

0,5 WiTaBHeTRy, BRpUTY

ofonotkoin

0,1 mriraGnerky; BrouTY

OBONOHKOK
0.3 mrivabinery, axpury
aBonotixolo
0:6 wrfrabrieTky, BepuTy
ofonoHkoK.

0,7 mrirabnery, skpury’

- 0GRNOHKOI




1y

ABPICABHA CJIVIKBA 3 JIIKAPCBHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAME ¥ KHIBCBKIX OBNACTI

npocnext Basepin Jlobanorcskoro, 51, u, Kuis, 03110, Ten/taxe: (044) 363-0650-
E-mail: dls.ko@dls: gov.ia, Kog €IPIIOV 37078774

BHCHOBOK
TIPO AKICTH BHeseRoro B Yipainy Aicapeiicoro 3ac06y

07.06.2023 Ne 25634/23/10

CHUHYIPET® BOPFTE.

(nadtsterymanss tikaposoro sacoby 4riano 4 PrecTpanifinimmg nocni,zxc:exmmj
TAbAETRE, BpuTi 06ononkor; 1o 20 Tabnerox Yy Buicrepi; mo 1 Gaierepy B kapronmiit
Kopooui.

{thopna simmycKy, Ko3yBaHKA, BUIT NAKYBAHNS HIRBPCHROT 38C06Y)

Homep peegrpaniitoro nocsimuests UA/4373/04/01 crpox xii peectpaniiinoro moceinuenns 01.01.2099

-Cepix nixagesxoro sacoby Ne 0000187203 Kinwxicrs BRe3eHOrO MiKApCEKOTo 3acofy 28050
Brpobamk Bionopuka CE, Hiveuunya
{nadintenynamnas BUPOSHHKA NiKAPCLKAro 32000y, KpaTEA. TOXOMKCHIA)
Bresero » Yxpaiiy Cninene ypainesio-ecronchie nignpiaemcrso y dopmi TOBAPHCTBA
3 obmekenow Bianoriza mHicTIO "Onrima-Dapy, TTH, inenr. con:.
21642228

(aitverysamia 1a xon-3a EJIPIIOY pHmIrIHOT 0c06H 460 npispame, iv's, no Gatsxoni Gissomor
0eabik - pignprensus, | Micue nposkisansg Ta peecrpauiiinmi somep ofnixosol kapri nnarHiK
noparkin aGo'cepis Ta fomep naciopra)

Tporoxoen pisyaarioro xonrpomo six 05:06.2023 N 1691/17.

34 pesynsfaramit  AepanHOre  KOWupoNio peramosncHo, mo nikapenkih . 3aci6 wEeseHo W Vipaiay

JOTPHMANHAM BUMOT 30KOHOAABCTEA MIGRO 386E3NEHEHIT AKOCTI JKAPCHKIX 3acOBIE,

3«

Kotspona JLB.

. m@:ﬂi éiﬂpomo) {npidueieya infuitsin)




 @sionorica’

CEPTUGIKAT SIKOCT! NN

Bepeis: 1

Cunynpet® dopre; rabnetion; BKpUT 666HOHKOIG . o
20 wr., no 20-rapnetok y GnicTepi; no 1 Gnicrepu B KAPTOHHIN KopPOGLL

Hiroui peuosunm: 1 rafinevka MicTUTL BUCYLLeHI ikapCeKi POCTRY Y BurnAgl NOPOLUKY:. s
Tpasy tiasmo (Herba Rurricis) 36 mr; Tpaen sepGenu (Herba Verbenae) 36 Mr; kopeHn ropauaniu (Radix Gentianae) 12-mr
‘keiTok Byannu (Flores Bambuci) 36 -mr; keiToK neproLBiTy 3 Hatweqkolo {Flores Prirmulae cum Calyeibus) 38 mr

Kpaita supobuui: Himequnna

Kpaiwa npwatavyenhn: Ykpaina

P. n. N2 UA/4373/04/01.

Bin 13.05.2020, GedcTpokomn,
3 aminamu (8in 25.05.2021 nakaz Ne1032):
BupoGruk rorororo nikapcskoro aacoby

Cepia Ne: 0000187203

‘Poamip cepii: 28050 ynakosok.

dara supobHuurea: 11.01.2023
Tepmin npupatHoceTi: 01,2027

flara gossony Ha sunyck: 27.04.2023-
Blowopuxa CE

o Tliuensia Ne: - . } Kepxenwrrehnepwrpacce, 11-15
DE_BY, 05 _MIA_2022 0032/ROF-S(:55.2-2678,1-4-375-5 ‘92318, M. Holimapkr, Himeuuuna
Ceprucpixar GMP Ne: DE_BY_05_GMP_2021_0044

Buuesasnavena cepia Gyha nepeaipend sighorigno 46 araepaxeHol goxymerTaul dipmu sa Cunynper® diopre, TabrioTkn; skpnil
0GoNoNK0I0,

TloxasHitkm Meroamn QryCTMI paciKi _Poaynutary
‘Onuc

BosRiwmid Burssy, ConcopHIi Taet Kpyrni geoonysni Tabievke, sxpiri -Blanonigaé

0B0NoKKOI0, 3BNEHOTO KANMLOPY 3
TRAREHBKOK NORRPXHEI0

InenTydiauin

TUIX hrianonotals cneibivnvi 8 PY PM 208103 2 wosri 30Hm. -Bignosigae
Aokas ksiTok nepaousity [(Flores

Frimulan)

TWIX cbnasonoinie cneddiunmi B-PY PM 208/062. 1 CRITHO-GHAKWTHE F01a Blanosinae
AOKA3 KBiToK Oyaunn (Flofes

Sambuci)

TUIX hnanoralpie creuddivaih B PY PM 208/02 1 ceirno-Bhakwria sona Bignosigde
Hoka3 Tpasu sepGeHy (Herba

Verbenag)

TWX chrizsoroinin creavdivkigi. B PY. PM 208/02° 2 nomapauveni 3oHu Bignosigas
Acxkas-rpasn wapnin (Herba

it Rumicls)

BEPX rexTionikposnay BPY PM 320105 3FIAHO 2 BRMOTaMNA ‘Bianosinae
cneuntbiMhmid pokas kopama:

ropevasin (Radix Gentiapae).

TLUX ripkoTu B PY-PM 324/01 BHAHG & BUNMOFa M ‘Bianoaigse
TWX dhasonoigia B PY.PM 208/02" 3rijHo 2 BUMOTraMI ‘Bignosinas
['envionikposugy BPY PM 320/06 3rigHo 3 sumoramy ‘Bignosigae
(Gentiopicroside)

cropikka 133
I

~
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NEPHKABHA CIIVEBA 3 TIKAPCBKHX 3ACOEBIB TA KOHTPOJTHO 3A
HAPKOTHEKAMM ¥ KHIBCBKIH OBJIACTI

apos, Ceirasenol Haail, 3, w.Kuie, 02099, Ten/dare: (044} 363-06-50
E-mail: dis. kof@dls.govua, Kon €JIPTIOY 3T0TETT4

BHCHOBOK
Npo AKICTH BEE3eHOro B YEpainy Jikapesroro 3acody

I17.11.2023 N 58369/23/10

CHHYNPET®DOPTE

{rnfisacaynnmsie nispenEong Fenly A 1 pecoTpaniinie eI HHR ]
rabaerin, BRpaTi obonenkoew no 20 Tabneror y Gaicrepi; no 1 Gaictepy B Ka pronuii

seopofni;

{dinpn nurvCKy, aoay e, BIL TORYRINA ARREpEsRolo Moy |

Homep pecerpatifinoro nocsinuerna UAMITIOH0] crpox aif peccTpanifinors nocsi et 01.01.2009

Cepin aixppeneera aam by M DODNT 93495 KinkxicTh sreserono fikapeskore sacofy 14456
Brpoduse bionopuka CE, Himeuuuna
{HRiMEyIAHEE BHEOTETER NIRAPCRKOTD SO0y, KpaiHs N
Beezcno o Yepainy CniikHe YEpATHCEKO-ECTORCHKE MANPREMCTED Y HopMi TORIPHCTEBA
1 ofvemenmo elanosinaaenicrs "Orrima-Dapm, JT, inewr. woa:
21642218

THOAMERY R T ey s EJTPTICRY mpi sniainor cooGi 460 o pre, e, mo Satweoni gisran
ooofile = niSNPAEMLA, T MICSIE NRoTCHDIHER T4 pecCTpArlifmel s p ofniReEOT KAETER NIITHHEY
panETEin w0 cEpia Ta noatp MECMIJITA)

Mysrroscon siyaasmors conrpono sin 23.11.2023 e 3744719,

I pelybTATAMM  DEPRABHOD WONTPOUG  BOTANOSMEWO, WO fikipcexMll Jacif  pacuewo @ WepaiHy =
BOTPHMAHHAM mysor JaE0HOSAECTED 1010 SHBEINEEHER SOTTI AiKIpeLiiy 3acodin.

T‘Ilﬂ il BOHILAPE llh"']

i ||l||,.r.-||l TH 1T IRHIES wh




Bionorica’

CEPTU®IKAT SAKOCTI Hmi!llillll!lllllll!llﬂli!!lllll!lll!llllf!lllill!ﬂllli

Cuuynpeﬂ®cbopre,Taﬁnevxu,axpnriosononkouy ‘
20 wr., no 20 rabnerok y Gnicrepi; no 1 Gnictepu B KapTOHHIH KopOBLI
Aitoui pevosnnm: 1 TabrieTka MICTUTL BUCYLUGH] NIKAPCHKT POCTIAMM Y BUENAAT NOPOLUIKY:

Tpasw waenio (Herba Rumicis) 36 mr; Tpaev sepbenu (Herba Verbenae) 36 wmr; kopens ropevasky (Radix Gentianae) 12 mr;
kaiTok OyauHy (Flores-Sambuci) 36 mr; keitok nepsousity 3 vauieukow (Flores Primutae cum Calycibus) 36 Mr

Kpaina anpo6uuk: Himevyyrna
Kpaina npusHayenun: Ykpaina
P. n. Ne UA/4373/04/01

Big 13.05.2020, 6e3cTpokoro,

3 3miHamu (Big 25.05.2021 wakas Ne1032, gin 05.07.2023

nakas Ne1220)

BMpPOGHUK rOTOBOIO NiKapehLKoro acoby

Jligenaia Ne:

DE_BY_05_MIA_2022 0032/ROF-S$G58.2-2678.1-4-375-5
Cepruddikar GMP Ne: DE_BY_05_GMP_2021_0044

Cepin N2: 0000193495

Poamip cepil: 48301 yrakonok

Bara supobuuursa: 25.07.2023
Tepmin npuparaocri: 07,2027

Hara possony Ha Bunyck: 19.09.2023

Bionopuka CE
KepxexwreiHepwrpacce, 11156
92318, M. HoltmapkT, Himeuquna

Bepcis: 1

Buwiesaanaqera cepin Gyna nepesipena 8INOBIAHO 40 3aTBRPAKEHOT AOKYMeHTaUIT thipmu Ha Cunynper® dopre, rabrietky, BKPUTI

060N0HKOI0,
[ToKaznvky Meronu
Qnune

JosRItURIR BUrRRg Cencoprvit Tect

laeHTrdikauin

TWX cnasoroigis cneuutivnul B PY PM 208/02
AOKa3 ksiTok nepaousity {Flores

Primulae)

TWX chnasonoinle cnaumdivrui
A0Kaa «BiToK Bysunu (Flores
Sambuci)

B PY PM 208102

THWIX dnagoroinia cnewndivini B PY PM 208/02
Aokaa Tpapu sepbenn (Herba
Verbenae)

TUIX thnasonoigie cneuudivniii B PY PM 208/02
Xoxas Tpasy waani (Merbia

Rumicis)

BEPX renTionikposuay
CReUngMHUR £0Ka3 KOpeHSA
ropevaaxi (Radix Gentlanae)

TLUX ripkoTy B PY PM 324101
TIUX cnasonoigie B PY PM 208/02
lexrionikposugy BPY PM 320108

(Gentiopicroside}

MikpoGionoriyHa useroTa

TAMC

8,’ PY PM 320/05

e
.

onycrvmt Mexi

Pesyneraryn

Kpyrni asoonyxni rabneryu, sxpuri Bignosigae
0BONOHKOID, IGNEHOI0 KONbOPY 3

rNajeHbroK NOSEPXHED

2 KOBTE 30U Binnosinae
1 caivno-Gnakuraa 30Ha Binnosigae
1 cBitno-BpakuTHa 3oHa Bianosigae
2 nomapauveni 3oHv Bignoginae
3riano 3 gumoramy Bignosigae
3rigHo 3 BaMOramu Bignosigac
3rigvo 3 suMoramy Bignosinae
3riaM0 3 BUMOraMu Bignosigae
Ph. Eur. 5.1.8, C Bignosinae
£ 10° KYOIr < 10* KYOir

H

croplhka 1.3 3

Magcumaneio AONYCTHME 3HANEHHA!
2 2.1 500000 KYOrr

%X <y ///%J%




Bionorica’

CEPTU®IKAT AKOCTI IMMIMMIGHENMHH

Bepcis: 1
Cunynpet® cdopre, Tabnerku, BKpuTi 060N0HKOK
20 w., no 20 Tabnerok y 6nicTepi; no 1 6nicTepn B KAPTOHHIN Kopooui

Llisoui pevorvky: 1 TabneTka MICTUTS BUCYLUEHT AIKAPChKI POCANHA Y BIFNAAI NOPOILKY:
tpasw wasnio (Herba Rumicis) 36 mr; Tpasy sepbenu (Herba Verbenae) 36 mr; kopeHa ropedasku (Radix Gentianae) 12 mr;
knitox Byawiu (Flores Sambuci) 36 mr; kaiTok nepsousiTy 3 Hawedkoro (Flores Primulae cum Calycibus) 36 mr

Kpaina supobuuk: HimeuuuHa Cepin N2: 0000193495

Kpaina npusHaveHus: Yxpaina Poawmip cepii: 48301 ynakosok

P. n. Ne UA/4373/04/01 Hara supoGuuursa: 25.07.2023

Bin 13.05.2020, 6e3cTpoKoBO, Tepwmin npupataocti: 07,2027

a aminamu (Big 25.05.2021 nakaa Ne1032, i 05.07.2023 [ara gospony Ha sunyck: 18.09.2023
Hakaz Ne1220)

BupoBHUK roTOBOIO NiKaPCLKOTo 3aco0y Bionopuka CE

Niuensia Ne: KepxeHwrednepwrpacce, 11-15

DE_BY_05_MIA_2022_0032/ROF-SG55.2-2678.1-4-375-5 92318, m. HoMmapkr, HiMeuuuHa
Ceprudpikar GMP Ne: DE_BY_05_GMP_2021_0044 :

[oKasHukmn Meronu Donycrumi mexi Pedynstari
TYMC Ph, Eur. 26,12 < 10 KYOIr < 10* KYO/r

MaKeuManLHo A0NYCTHME 3HAUEHHSR!
50 000 KYO/r

YosuoCTiAxi rpaMHeraTuBHi Ph. Eur. 2.6.31 310 KYO/r < 10% KYOIr
Bakrepil

Escherichia-coli Ph. Bur. 2.6.31 Biacyrniy 1r Bigcytriy tr
Salmonelia Ph. Eur. 2.6.31 Bigcyruiy 25¢ ' BincyrHiy 25 1
Januuwkonl PO3YNHHUKK

2-nponaton SOP 805764, Bunyck 4 % 5000 ppm 171 ppm
auUeTOoH SOP 805764, aunyck 4 <5000 ppm < 5000 ppm
eranon S0P 805764, aunyck 4 %5000 ppm 306 ppm
Anranoiaw niponiaupuiy S0P 805521, aunyck 2 £ 1.0 mxe [ ponb < 1,0 MEr{ genb

IpaHpuuHui BmicT / fexla 403a

KinwkicHe BU3HAYEHHA

XNOPOrEHO8a KACNOTE B PY PM 319/04 0,2 ~ 0,9 mrfrabnergy, BRPUTY 0,5 mrfrabneTxy, BxkpuTy
0BUNOHKOK OGOMOHKRON
dnaacHois Q, B nepepaxyHiy Ha B PY PM 322/04 0,1 ~0,6 trirabnerxy, 8pUTY 0,1 mrirabnerky, BKOUTY
rMNepoana oBonongo 060NCHKOI0
dnaponoig X (sopamrerin-3-0- B PY PM 321/04 0,2 ~ 0,8 Mrirabnerky, 8KpuTy 0,2 nrirabnerky, BRputy
TPIrAIOKO3ia), B NepepaxyHry Ha obononkaio 050NGHKOI
pYTO3%A
FeHTionikpoany B PY PM 320/05 0.2 = 1,0 mrirabrerky, BRpMTY 0,4 mrfrabneTky, aepury
{Gentiopicroside) 6OONOKKOK0 06OnoHKOK
Bepbenaniu B PY PM 323/04 0,5~ 2,0 mrfrabnergy, skpury
oBoNoHKO
Kopinb ropeyaskm (Radix B PY PM 320/05 90— 110°%

Gentianae}. poapaxosarnit
HEPes. MapkepHY PEvOBUHY
FENTICNIKPOIA

cropinKka 2 33




Bionorica’

CEPTU®IKAT AKOCT! [INMIMMAILIIHOvIN

Bepcisi: 1
Cunynpet® dopre, Tabnertku, BKpuTi 060N0HKOID
20 wrT., no 20 Tabnerok y Gnicrepi; no 1 Gnictepu B kKapTOHHI#

[iivoui peyoanhu: 1 TabneTka MICTUTL BUCYLLEHI NIKAPCHKI POCNUHN Y BUTNALT NOPOLUKY.
Tpaew Wasmo (Herba Rumicis) 36 mr; tpasu sepbenn (Herba Verbenae) 36 mr; kopers ropevasku (Radix Gentianae) 12 mr,
kalTok Byaunu (Flores Sambuci) 36 mr; ksiTox nepeousiTy 3 yaweukow (Flores Primulae cum Calycibus) 36 mr

Kopobui

Kpaina BupobHuk: HimeuunHa

KpaVha npusnavenna: Ykpaida

P. n. Ne UA/4373/04/01

Big 13.05.2020, GeacTpoKoso,

3 aminamu (Big 25.05.2021 nakas Ne1032, Bin 05.07.2023
Hakaz Ne1220)

BupobHUK roToBoro nikapobKoro 3acody

Niyensisn Ne:
DE_BY_05_MIA_2022_0032/ROF-8(55.2-2678.1-4-375-5
Ceprudrikar GMP Ne: DE_BY_05_GMP_2021_0044

Cepisi Ne: 0000193485

Poawmip cepil: 48301 ynakoBok

Dara supobruurea: 25.07.2023
Tepmid npuanartHocTi: 07,2027

Hara go3sony Ha sunyck: 19.08.2023

Bionopuka CE
KepxenwrenHepwrpacce, 11-15
92318, m. Holimapkr, Himeuunra

[lokaaunku Meronn Honycrumt moxi Peaynuyary
Kaitku nepsodsity (Flores BPY PM321/04 90 ~ 110 % 82 %
Primulae), pospaxosani yepes

Mapkepry peMosury inasoroin

X (iaopamuetin-3-O-1pirniokosin)

Tpaea wasnw {(Herba Rumicis), B PY PM 322/04 90— 110 % 97 %
PO3PAXABAHA UEPES MAPKEPRY

peuckuHy driasoHoiy Q

Keirxu Gyaunn (Flores Sambugi), B PY PM 319/04 90~ 110 % 98 %
po3paxoBani Yepes Mapkephy

PEYOBHHY XNOPOrEeHOBA KMCNoTa

Tpasa sepbenu (Herba B PY P 323/04 90 - 110 % 9% %
Verbenae), poapaxocaana vepel

MapRrepHy peuosuty sepbenanii

Riametp Lilranrenumnpryns 10,3~ 10,9 mm 10,4 mm
Cepepyn Maca GpaxyBanna (= 20) 494 - 548 Mr {520 % 5 % (wr)) 505 mr
Bucora WranreHumprynk 56-6,3 MM 5,9 mm
PoanaaaHus (y soai) Ph. Bur. 2.8.1 £60xs 37 x8

Yei nocunansa Ha €sponeichky Gapmaxeneo (Ph. Eur.) BIRHOCATECA 40 1T DOTOUHOrO BAZAHHSA.
Hani anarizy gitent Al’m MICUS T8 Yacy BUKOHARHS.

Lium 5 saceiguyio, um Halaegena auLye iKtbopmauin € ,u.omoanpmoro Ta rouHo. Lo cepio npo,qymu byno 8UPOBNEHD (BRNNBIOUH
naxysannnimapxy»’aﬂna Ta NPOBEAEHO KOHTPONL 1T RKOGTI HA BULLEIasHaqeHiR AlnbHal y nosHii signopigrHocTi 3 sumoramu GMP,
BCTAROBAEHAM xmcufyim PEIyARTOPHUM OPLaHOM, d TAKOX BIANOBIAKO 4O cnayudikayid, wo micTaTses y peccrpauliitomy gocse, potokony
awpoﬁ/ufwré“a nmgyaauus \Ja aHaniais Bynu nepernaAnyTi T3 BCTAHDENEHO BiAROBIAHICTS BuMoram GMP.

Koo, o

;(duyhpe" qnopm. ?36 ’e;\m BKpuTi 0BonoHKoW0, 20 W, cepis N2, 0000193495 signosigac BCIM BUMOram AOKYMEHTAUT hipMy Ta BU3HAHS

’\"r

4

f
O

cropinka- 333
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