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AEPIKABHA CJIYKFBA 3 JHKAPCLKI}X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH ¥ KHIBCHKIHA OBJACTI

npos. Ceitananol Haail, 3, s.Kuis, 02099, Ten/Pakc: (044) 576-40-41
E-mail: dis ko@dls.gov.ua, Kox €/IPTIOY 37078774

BHCHOBOK
npO AKICTL BBE3eHOro B YKpaiHy JiKapchKOro 3acodby

03.12.2024 Ne 61771/24/10

CHUHYIIPET®

{maifsrerryBanun aixapcrxoro sacolly arifHo 3 peccTpatniiinmme nocRiTYeHaaM)
T20/IeTKH, BKPHTI 660.1011K010; Mo 25 TabaeTox Y Guicrepi; mo 2 Gnicrepu y kapTomuiii
wopobui

(thopaa BIKIYCRY, HOIYRABNA, BIIA HAKYBARHA MKAPCEKOTO 32¢0by)

Homep peectpanitinore nocainuenns UA/4373/01/01 crpok aii Ppeectpaniiinoro noceinyenns 01.01,2009

Cepin nikaperroro sacofy Ne 86000208041 Kinpricts ssezenaro nixapeskoro sacoby 5300
BupoGHHK Biosoprxa CE, Himewruna
(mafiMeHyEaEEA DHPOGHIK MiKAPCLKOTO 3a¢00y, Kpeita noxoGxKens)
Baeseno B Ykpainy Cuoinnne yrpainchbko-ecroncaice HiAupHEMCTRO ¥ dopmi ToBapHeTBA
3 oBMexReHo BidnoBigansHicTO "OnTiva-®apy, T, izenr. xoa:
21642228

(wafimenysanng Ta kog 3z €JIPII0Y fepuzussof-ocofu abo npispimme, iv'a, no Barsxoni disrsmol
ocoi - nignpiemug, T Micle Mpo4nBanng Ta peceTpaniiiing woMep obrikonot Kaprki miarauka
nozarxie afio cepix Ta HoMep necniopra)

Tlporoken sisyansuoro xewrpeso sin 26.11.2024 Nz 3708/9.

3a peayneTaTaMH  meparRHOrO. ROHTDOIIO  BCTAHOBACHD, IO Aikapcekuii  3aci6  BeeseHo b Vepainy 3
HOTPHEMAHMAM BiMOr 3aKOHONABCTRS HI00 3a0e3nedeANs AKocTi MKAPCBKHX 3200678,

_Ongra €EPLOMEHKO

Tl.liji'n'llc) ' “(liiliany o nipidsni)




Bionorica’

CEPTU®IKAT AKOCTI [MINIRIWIMIMTBmHI0

Bepcia: 1

Cuuynpe‘l@ TabreTkn, BKpuTi 060M10HKOI0

50 wr., no 25 rabretok y Gnicrepi, no 2 Bricrepn y KapToHHiKA kopobui

1 TabneTa MICTUTL BUCYLLIEH NIKAPCLKI POCIUHU Y BUFNAAT NOPOLLKY:

xopeun ropevasku (Radix Gentianae) 6 mr

KBITOK NepBoOUBITY 3 Haweykow (Flores Primulae cum Calycibus) 18 mr
Tpaey wasmo (Herba Rumicis) 18 mr

xeiTo Byaunnu (Flores Sambuci) 18 mr

Tpasy sepbenu (Herba Verbenas) 18 mr

KpaiHa BupobHuk: Himeuyuuna Cepin Ne: 0000208041

Kpaina npuaHadyeHus: YkpaiHa Poamip cepii: 112585 ynakosok

P.n. N2 UA/4373/01/01: [ara BupoGuuurea: 22.07.2024

Bin 11.02.2021, 6e3cTpoKoBo, Tepmiun npugarHocti: 07.2027

3i aminamu (Hakas Ne1294 Big 22.07.2022, Hakaz  [lata gozsony Ha Bunyck: 09.10.2024
Ne794 Big 07.05.2024)

BupoBHKUK rotoBoro nlikapckkoro aacoby, bBionopuka CE

KOHTPOnNb Ta BUNYCK cepil KepxenwTtehHepwrpacce, 11-15

92318 M. Holimapxr, Himevuuna

Niyensin Ne; DE_BY_05_MIA_2023_0035/ROF-SG55.2-2678.1-4-421-4
Ceprudpikar GMP Ne: DE_BY_05_GMP_2024_0024
MNepBuHHE Ta BTOPUHHE NAKyBaHHA Bionopuka CE

KepxenwTreinepwrpacce, 11-15
92318 M. Honmapxr, HiMeyuuHa

TNiyensis Ne: DE_BY_05_MIA_2023_0035
Cepruchikat GMP Ne: DE_BY_05_GMP_2024_0024
BupoGHuureo in-bulk Porrennopd ®apma 'm6X

Ocrendrensvpuep Ltpacee, 51-61,

59320, Endirepnox, Himeuunta
Niyensist Ne: DE_NW_05_MIA_2024_0004
Ceprudikar GMP Ne: DE_NW_05_GMP_2024_0023

BuwiesasHaveHa cepist Byna nepesipexa BiANOBIAHO A0 3aTBEPAXEHOT JoKyMeHTaUil dipmu Ha Cnnynper® TabneTkuy,
BKputi 060NOHKOHO,

[lokasHuku AKoCTi Meronu kourponto DonycTumi mexi Pesynerarn
Onuc
3osHiWHIN BUrNSA Cencopruit Tect Kpyrni gsoonyksi TabneTku, Baputi Bignosigae

0B0nOHKOI0, 38eHOM0 KONbOPY 3
TNafeHLKOK NOBEPXHEKD

lneHTudikayin

TIWX dnasoxoigis B PY PM 208/02 2 %0oBTi 30HI Bianosinae
cneumdivHun A0KA3 KBITOK
nepsougity {Flores Primulae)

TWX cdnasonoinis - B PY PM 208/02 1 caitno-6nakuTHa 30Ha Bianosinae
cneuuchiyHniA [OKa3 KBITOK .
Byaunu (Flores Samibuci)

TIWX hriasoxoiais . B PY PM 208/02 1 ceiTno-6nakuTHa 30Ha Bignosinae
cneundiMHUi fokas Tpasu
sepbenu (Herba Verbenae)

TWX cnasoHoinia B PY PM 208/02 2 noMapanyesi 3oHu Bignosigae
cneuudivHuiA AoKas Tpasn )
wassno (Herba Rumicis)

ccroplika 135
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(2B Bionorica’

CEPTU®IKAT AKOCT! IR

Bepcis: 1
Cnuynper® TabnerTku, BKpUTi OBONOHKOK
50 wr., no 25 rabnetok y Bnicrepi; no 2 Gnictepy y KapToHHiNA KopoOLl
1 rabnetka MICTUTL BUCYWEHT NIKAPCHKI POCIIMHM Y BUASAT NOPOLLKY:
xopeHs ropevasku (Radix Gentianae) 6 mr
ksiTOK nepacLBiTy 3 vaweskow (Flores Primulae cum Calycibus) 18 mr
Tpasy wasnio (Herba Rumicis) 18 mr :
xsiTok Byaunu (Flores Sambuci) 18 mr
Tpaeu epBenn (Herba Verbenae) 18 mr
Kpaiva supobuuk: Himeuuynua Cepisn No: 0000208041
Kpaita npuasdaueHHa: YKkpaiva Poamip cepii: 112585 ynakoBok
P.n. Ne UA/4373/01/01: Dara supo6GruuTea: 22.07.2024
Bin 11.02.2021, 6e3¢cTPOKOBO, Tepmin npunartHocTi: 07.2027
3i aminamu (Hakas N21294 Bin 22.07.2022, Hakaz  [lava nO3Bofy HAa BUNYCK: 08.10.2024
Ne794 sin 07.05.2024)
BupoBHuK roToBoro nikapcekoro 3acoby, Bionopuka CE
KOMTPOJIb T2 BUOYCK cepil Kepxenwrehxepuwrpacce 11-15
92318 M. Houmapkr, Himevuunna
Niyenain Neo: DE__BY__OSWMIA__ZOZ3_0035/R0F-SG$5.2-2678.1 ~4-421-4
Ceprudikat GMP Ne: DE_BY_05_GMP_2024_0024
MNepBuHHE Ta BTOPUHHE NAKYBaHHA Bionopuka CE
KepxenwreitHepurpacce, 11-15
92318 M. Honmapkr, HimeuunHa
Nivensia Neo: DE_BY_05_MIA_2023_0035
Ceprucpixar GMP Ne: DE_BY_05_GMP_2024_0024
Bupo6uuurso in-bulk Porrengopd dapma MmbX
Ocrendenngep Wrpacce, 51-61,
59320, Eunirepnox, HimeyunHa
Miyen3sin Ne: DE_NW_05_MIA_2024_0004
Ceprudixar GMP Ne: DE_NW_05_GMP_2024_0023
{lokazHuky RKOCTI Meronmn KoHTponw DonycTumi mexi Peaynwraru
BEPX rexTionikposuay B PY PM 320/05 3rigHO 3 BUMOTamK Bignogigae
crieuundiuHnil fOKa3 KopeHst
ropeuasku (Radix Gentianae)
TLX riproTn B PY PM 324/01 3riaHo 3 BUMOramu Bianosigae
TLX dbriasoHoipis 8 PY PM 208/02 3rigHo 3 BMoramu Bignosigae
"enTionikpoauay B PY PM 320/05 3ripHo 3 BUMOramu Binnosigac
Mikpobionoriusa umcrora Ph. Eur. 5.1.8, C Binnosigac
TAMC Ph. Eur. 2.6.12 £ 10% KYOfr < 10° KYOIr
Makcnumanoho A0MyCTUME 3HaUEHHS!
500 000 KYO/r
TYMC Ph, Eur. 26,12 < 104 KYO/r < 104 KYOIr
MakcumansHO JOoNyCTUME 3HaUEHHS!
50 000 KYO/r
YopyocTiliki rpaMHeraTueHi Ph. Eur. 2.6.31 <10* KYO/Ir < 104 KYOJr
Bakrepii
Salmonella Ph. Eur. 2.6.31 Bincythiy 26T BincytHiy 25 ¢

crTopiHka 23 5



Bionorica’

CEPTUOIKAT AKOCTI IMNINIMIUMIAmL

Bepcisi: 1
Cnuynpe'r® TabneTku, BKpUTi 060NOHKOK
50 wr., no 25 Tabnerok y Bnicrepi; no 2 GnicTepn y KapToKHIA KopobLyi
1 Tabnetka MICTUTh BUCYLLIBHI HKAPCHKI POCIIMHY ¥ BUFNART NOPOLUKY:
Kopets ropeuaskv (Radix Gentianae) 6 mr
KBITOK Nepeousity 3 ualeuxow (Flores Primulae cum Calycibus) 18 mr
Tpasy wasnw {Herba Rumicis) 18 mr
ksiTok By3unu (Flores Sambuci) 18 mr
Tpaswu pepbenn (Herba Verbenae) 18 mr
Kpaina supobruk: HiMeuunHa Cepin Ne: 0000208041
Kpaina npusHavdenHs: Yrpaiba Poamip cepii: 112585 ynakoBok
P.n. N2 UA/4373/01/01: Hara sBupoGHuuyTea: 22,07.2024
Bin 11.02.2021, 6e3cTpOKOBO, Tepmin npugarrocti: 07.2027
3i 3miHamu (Haka3 Ne1294 gin 22.07.2022, Hakas  [lata nossony Ha sunyck: 09.10.2024
Ne794 Big 07.05.2024)
BupobHKK roToBOro nikapcbkoro 3acoby, Bionopuka CE
KOHTpPOfib Ta BUNYCK cepil KepxenwreHepwrpacce 11-15
92318 M. HoWmapkr, Himeuunna
Jliyen3sin Ne: DE_BY_05_MIA_2023_0035/ROF-§(55.2-2678.1-4-421-4
CepTudpikat GMP Ne: DE_BY_05_GMP_2024_0024
MepBuHHe Ta BTOPUHHE NAKyBaHHA Biovopuka CE
KepxeHwrennepwrpacce, 11-15
92318 m. Holmapkr, Himevunna
NMiuensia Ne: DE_BY_05_MIA_2023_0035
Ceprudikar GMP Ne: DE_BY_05_GMP_2024_0024
Bupobuuyreo in-bulk Porrenpopd dapma MwtX
Ocrendenngep Livpacce, 51-61,
§9320, Exnirepnox, Himeuuusa
JiyeHsia Ne: DE_NW_05_MIA_2024_0004
Ceprudrikar GMP Ne: DE_NW_05_GMP_2024_0023
NoxasHMKM SIKOCTI MeTonu KoHTpono DonycTumi Mexi Peaynerarty
Escherichia coli Ph, Eur, 2.6.31 BigcytHiy 1r BiacytHiy 1r
3anuiiKoBi PO3UMHRUKI
2-AponaHon SOP 805764, sunyck 4 < 5000 ppm 34 ppm
""""""""" aLeToH SOP 805764, punyck 4 £ 5000 ppm < 5000.ppm
eTaHos SOP 805764, sunyck 4 < 5000 ppm 120 ppm
Ankanoinu niponianguny -
[panudHui BMiCT / feHHa posa  SOP 805521, sunyck 2 £ 1,0 Mkr/aeHb < 1,0 mKr/gerb
KintkicHe BU3HAYEHHS
XnoporeHosa kucnora B PY PM 318/04 0,1 - 0,5 mr/tabneTky, BkpuTy 0.2 mrirabneTky, sxpuTy
0BONOHKOK 0BOMOHKOD
®nasonoia Q, B nepepaxyHky B PY PM 322/04 0,05 - 0,30 mr/rabnetky, BKpUTY 0,05 mr/rabneTky,
Ha rinepoany 0B0NOHKOK BKPUTY OBONOHKO
dnasowoig X, 8 nepepaxysky B PY PM 321/04 0,1~ 0.4 mr/rabneTky, BKpUTY 0,2 MriTabneTky, BkpuTY
Ha pyTo3uf 0BOroHKO 0BONOHKOIO
leuTionikposua B PY PM 320/05 0,1 - 0,56 mrirabnerky, BKpuTY 0,2 mr/rabnerky, BkpuTy
0BOnOHKOIO OBOMOHKOIO

cropinka 33 5




Bionorica’

PTVICDIKAT AKOCTI IMIWIRINIUERA o

Bepcis: 1
Cunynper® TabneTku, BKpUTI 060NOHKOK
50 WT., no 25 TabneTok y Bnicrepi; no 2 Brictepy y KapTOHHiA KOPOOL
1 TafneTka MICTUTb BUCYLUEHI NiKapChKi POCIUKY ¥ BULHAAT NOPOLLIKY:
xopern ropevasku (Radix Gentianae) 6 mr
KBiTOK Nepaousity 3 vawiedkoio {Flores Primulae cum Calycibus) 18 Mr
Tpasu wasmo (Herba Rumicis) 18 mr
keiTok Byaunn (Flores Sambuci) 18 mr
Tpasv sepbeun (Herba Verbenae) 18 Mr
Kpaiva sBupoGnuk: HiMmeyumna Cepis Ne: 0000208041
KpaiHa npusanaveHHs: YKpaiHa Poawmip cepil: 112585 ynaxkoBox
P.n. Ne UA/4373/01/01: Nara supoGuuuTea: 22.07.2024
Bin 11.02.2021, Geschoxoao, Tepwmin npuaarocri: 07.2027
3i aminamm (Hakaz Ne1294 gig 22.07. 2022 Hakas [lara nossony Ha sunyck: 09.10.2024
Ne794 sig 07.05.2024)
Bupo6HUK roToBoro nikapcbkoro 3acoby, bioHopuka CE
KOHTPONL Ta BUNYCK Cepii Kepxenurrennepwrpacce 11-15
92318 m. Honmapkr, Himeuunsa
Niuensia No: DE_BY_05_MIA_2023_0035/ROF-5G55.2-2678.1-4-421-4
Ceprudpikat GMP Ne: DE_BY_05_GMP_2024_0024
lMepBuHHE Ta BTOPUHHE NAKyBaHKA Biowopuka CE
KepxeHwreiHepwrpacce, 11-15
Niuenais Ne: 92318 M. Houmapkr, Himeuuuna
Ceprudikar GMP Ne: DE_BY_05_MIA_2023_0035
DE_BY_05_GMP_2024_0024
Bupobunyrao in-bulk Porrenpopd Papma M'mbX
Ocrendpensaep trpaccee, 51-61,
59320, Exnirepnox, HimeuunHa
INiyenzia Ne: DE_NW_05_MIA_2024_0004
Ceprudpixar GMP Ne: DE_NW_05_GMP_2024_0023
[Tokaauuku AKocTi MeTtoau KOHTROMo Honyctumi Mexi Peaynbrary
BepBenanin B PY PM 323/04 0,3 - 1,0 mr/rabneTky, BKPUTY 0,3 mr/itabnetxy, skpuTy
o6onoHKkoo 00ONOHKO
KopiHb ropeuasku (Radix B PY PM 320/05 90~ 110 % 108 %
Gentianae), po3paxosaxun
yepes MapKepHy PEHOBUHY
rexTionikposin
Keitku nepsougity (Flores B PY PM 321/04 90- 110 % 103 %
Primulae), pospaxosaHi uepes
MapKepHY pevoBuHy
thnasonoin X
Tpapa wasn (Herba B PY PM 322/04 90-110% 99 %
Rumicis), pospaxopasa yepes
MapPKEPHY PEHOBMHY
thnasoHoig Q
Keitky Byaunn (Flores B PY PM 319/04 90 - 110 % 100 %

Sambuci), poapaxosaHi yepes
MapKEPHY PEUOBURY
xroporeHosa Kncnota

CTOPIHKa 43 §



Bionorica

CEPTU®IKAT AKOCTI [INMINMIUNIAMmINTIL

Bepcia: 1
Cuuynper® TabneTkn, BKpUTi 060N10HKOIO
50 wr., no 25 rabnerox y Gnicrepi; no 2 Bnrictepy y kKapToHHIA kopobui
1 tabneTka MICTUTL BUCYLLIBH] NIKAPCHKI POCNUKRA Y BUTNALT NOPOUIKY:
KopeHs ropeuaskn (Radix Gentianae) 6 mr
KBITOK nepsousiry 3 yaluedkowo (Flores Primulae cum Calycibus) 18 mr
Tpasu wasnio (Herba Rumicis) 18 mr
ksiTok Byaunu (Flores Sambuci) 18 mr
Tpasn sepbenu (Herba Verbenae) 18 mr
Kpaiia BupobHuk: Himevuusa Cepisi Ne: 0000208041
KpaiHa npuaHaveHus: Yepaina Poawmip cepii: 112585 ynakosok
P.n. Ne UA/4373/01/01: Hara supobuuyrea: 22.07.2024
Big 11.02.2021, 6e3cTpoOKOBO, Tepmid npuparrocTi: 07.2027
3i aminamu (Hakaz Ne1294 gig 22.07.2022, Hakas  [ara no3pony Ha sunyck: 09.10.2024
Ne794 min 07.05.2024)
BupoGHUK roToBOro nikapcbkoro 3acoby, Bionopuka CE
KOHTPONbL Ta BUNYCK cepii KepxenwTrenHepwrpacce 11-15
82318 m. HoMmapxr, HiMeuunHa
Jligensin Ne: DE_BY_05_MIA_2023_0035/ROF-8G55.2-2678.1-4-421-4
Ceprucpikar GMP Ne: DE_BY_05_GMP_2024_0024
MNepBuHHE Ta BTOPHHHE NAKYyBaHHA BioHopuka CE
KepxenwTreiHepwrpacce, 11-156
Niyensia Ne: » 92318 m. Holtmapxr, HiMeuuwnna
Ceprudpikat GMP Ne: DE_BY_05_MIA_2023_0035
DE_BY_05_GMP_2024_0024
BupoBuuuraso in-bulk Porrenaopd Papma M'moX
Ocrendennaep Wrpacce, 51-61,
. 59320, Enxirepnox, Himeuyumnna
Niuensia Ne: DE_NW_05_MIA_2024_0004
Ceprucpikat GMP Ne: DE_NW_05_GMP_2024 0023
[loKasHUKK SIKOCTI MeToau KOHTPOo Honyctumi mexi Pesynorarn
Tpasa sepbenu (Herba B PY PM 323/04 90 - 110 % 103 %
Verbenae), pospaxosaHa
uepes MapKepHy pevoBuHy
pepbeHanix
Riamerp LLITaHreHLMPKY b 8,1-83mm 8,2 mm
CepepnHs maca 3saxysanHa (n=20) 247 - 273 mr 258 mr
Bucora LraHreHumpkyns 4,6 -5,1Mm 5,0 um
Poznapants (y Bogi) Ph. Eur. 2.9.1 <60 xB 22 x8

Yei nocunannsa Ha €aponeicery dapmaxoneto (Ph. Eur.) BifHOCATEEA 40 1 NOTOYHOIO BUABHHS,
[ani ananisy AiicHi Ans MICUR T8 4ACy BUKOHAHKA.

Uum 8 saggmqyﬁiiﬁafﬁag eHa siLe iHdOPMaYiA © A0CTOBIPHOK Ta Tourow. Ll cepi npopykuii 6yno supobnexo (BKNKYA0OUM
naxysapiRIMBSkyBaNHAY Ta BEAEHO KOHTPONL Ti AKOCTI HA BULLE3a3HAUEHIR AINLHWLI Y NOBHIR BIANOBIAHOCTI 3 BuMOramu GMP,

Sarepuiitt MICLEBAM-QSFYRRTOPHIM OPrasoM, a TakoXK BIANOBIAKC A0 cneundikauld, Wo MICTHTLCS ¥ PeECTPaLiiHOMY JJOCKE.
fp Q%Eb W supoBruLTBa, nah ’%@ s Ta ananisie Gynu nepernsHyti Ta BCTaHOBNEHO BiANOBIAHICTL BUMoram GMP.

’3 .
rabneTku, skputi pBomonkoo, 50 wr., cepin Ne 0000208041 sianoBinac BCiM BUMOram AOKYMEHTAWI (PipMK TA BUIHAHE

e . )

o A
S7 e AP
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NEPKABHA CIYXBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KATBCHKIN OBJIACTI

nipos. Ceitinuroi Haii, 3, M.Kuis, 02099, texn/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

‘ BUCHOBOK
' npoAKicTL BBE3eHOro B YxpaiHy JKapcLKOre 3acofy

02.01.2025 : Ne 69314/25/10

CHHVYIIPET®
(waliMenyBanHs MXapchKoTo 3acoby: 3riNHO 3 peceTpadifHuM TIOCBIJIUEHTIM)
Ta0JeTKH, BKPUTi 080101K0I0; 110 25 Tabjerox y GaicTepi; mo 2 GicTepn y KapTOHMIN
lmpoﬁm
((‘)opma Bnnycxy, nmyaaﬂnx BHA naxynanm mmpcsxoro 3acooy)

» £ 5 e

Howmep peectpaiitaoro nocsiguenns UA/4373/01/01 crpox aii peectpaniitroro nocsinuers 01. 01 2099
Cepis nikapcLKkoro 3acoby Ne 0000208806 KinnkicTh BBE3€HOr0 niKapCLKorb 3acoby 3415

Bupobunk bionopuka CE, Himegunna
(HaliMenyBaHHs BUpOOHHKa NiKapchKkoro 3acoly, KpaiHa TIOXOUKCHHA )

Buescno B Ykpainy .. .. CrijibHE YKPATHCHKO-ECTOHCLKE NIIMPUEMCTEO Y. (POPMi TOBApHCTB2
3 oGMeskeHo0x0 Bignopizaneuictio "Onrima-@apm, JATA", meur KoJt:
21642228

(uaiimMenyBanus ta koA 33 CHPTIOY 1opuanunol ocobu abo npisruiue, iM's, no 6arbkoBi (hizuuHOT
ocobu - nignpuemit, Ti Micue MPOXKABAHHA Ta peecTpaliitinii Homep 06/1iKOBOT KApTH FUIATHHKS
noplatkis abo cepis Ta HOMCp nacnopTa)

TpoTeKoa BizyabIoro kOllTp().lllO Bix 30.12 2074 Ne 4157/ 11

3a  pesyUbTAaTaMi JEpKABHOIO KOHTPONIO BCTAHOBIEHO, Mo Jikapchkui saci6 BBesco B Vipaiy 3

JAOTPUMANHAM BHMOT 3aKOHOJABCTBA OO 3a6E3TIEUEHITT AKOCT] JTiKapChKuX 3aco6iB.
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Bionorica

CEPTUOIKAT AKOCTI MY

Bepcis: 1
CtunpeT® Tabnerku, BKpUTI 060M0HKOW
50 wr., no 25 TabneTok y GnicTepi, no 2 Snictepu y kapToHHiih kopobui
{ raBnetra MiCTHTE BUCYLIGH] NIKADCLKE POCNUKK Y BUFNSLT NOPOLIRY:
Kopers ropevasxu (Radix Gentianae) 6 mr
KBiTOK nepsousiry 3 uaweurow {Flores Primulae cum Calycibus) 18 wir
Tpasu waemo {Herba Rumicis) 18 mr
kpiTon Bysunw (Flores Sambuci) 18 mr
pasy sepGeru (Herba Verbenae) 18 mr
Kpaina supobHuK: Himevyunna Cepina Ne: 0000208806
Kpaina npuanavyenin: Yxpaina Po3swmip cepii: 103106 ynakoBok
P.n. Ne UA/4373/01/01: Rara supobuuyrsa: 18.07.2024
Bin 11.02.2021, 6e3crpokoBo, Tepumin npugatTHocTi: 07.2027
3i aminamu (Haxaa Ne1294 Big 22.07.2022, Hakas  [lara fossony Ha sunyck: 23.10.2024
Ne794 sig 07.05.2024)
BupoBHuK roToBOro nikapcukoro sacoby, Bioxopwka CE
KOHTPOIb Ta BUnycK cepil KepxeHwreinepwrpacce, 11-15
92318 m. Hosmapkr, Himevyuna
Nigenxsin Ne: DE_BY_05_WMIA_2023_0035/ROF-8G55.2-2678.1-4-421-4
Ceprudpiar GMP Ne: DE_BY_05 GMP_2024_0024
lMepBRMHHE TA BTOPUHHE MNaKyBaHHA Bionopuka CE

Kepxenwreinepwrpacce, 11-15
92318 m. Houmapxr, Himevyunra

Niyensis Ne: DE_BY_05_MIA_2023_0035
Ceprudrixar GMP Ne: DE_BY_05_GMP_2024_0024
Bupobuuyreo in-bulk Porrengopd Gapma M'wbX

Ocrendenbgep rpacce, §1-61,

59320, Ennirepnox, Himeuunna
Niyensin Ne: DE_NW_05_MIA_2024 0004
Ceprudchikar GMP Ne: DE_NW 05 _GMP_2024_0023

Buuesassavena cepin Byna nepesipexa BIANOBIAHG A0 3aTBepMKeHOT fokymeHTauil dipmu Ha Cnaynpm@ Tabnerku,
BKpUTI 0BONOHKOO.

Noxastiuku sskocTi Metoau KOHTPONK Honyctumi mexd Peaynuraru
Onuc
3osHiwRIA Burnag CencopHui Tect Kpyrni gBoonyxni Tabnerk, sxpuTi Bignosisae

0BONOHKOI, 3EMEHOTD KONLOPY 3
(NAAEHDBROD NOBeHE

laeHTudikauin

TWX dnasouoinis B PY PM 208/02 2 WoBTi 304 Binnosinae
cneundivHiti JoKas keitok )
nepsougity (Flores Primulae)

TWX hnaroxoinis B PY PM 208/02 1 ceiTno-HnakuTHa 30Ha Binnosinae
cneundiyHui 1oKa3s KBITOK
Gysunn (Flores Sambuci)

TUWX thnasoroinis B PY PM 208/02 1 caitno-Snakutia 3oHa Bignosigac
crieuubivunig aokas Tpasu
sepBenu {Herba Verbenae)

TWX dnanonoipia 8 PY PM 208/02 2 nomapauuesi 3041 Binnosinae
creundivnni qokas Tpasu
waenio (Herba Rumicis)

croplika 13 5 % v oG o /\'773()

/Y (7.t \7/ ]



Bionorica’

EPTUOIKAT AKOCTI MMM

Bepcis: 1
Cmuynpe*r® TabneTku, BKpUTI 060N0HKO0
50 wt., no 25 TabneTok y Bnictept; no 2 Gnicrepu y KapToHHIA Kopobul
1 raBneTka MICTUTh BACYLIEH] NIKaprbi POCRMHK Y BUTASAT ROPOLLKY:
gopaHs topevasik (Radix Gentianae) & mr
xsitok nepsousiTy 3 uaweukow (Flores Primulae cum Calycibus) 18 mr
Tpasw wasnio {Herba Rumicis) 18 mr
kBiTok Syaunn [Flores Sambuci) 18 mr
tpasy sepbenu (Herba Verbenae) 18 mr
Kpaina Bupobrunk: HimeuunHa Cepis Ne: 0000208806
KpaiHa npuaHayents: YKpaiHa Poamip cepil: 103106 ynakoBoK
P.n. Ne UA/4373/01/01: [ara snpoBuuursa: 18.07.2024
Big 11.02.2021, 6e3¢TPOKORO, Tepmin npuaarthocti: 07,2027
ai 3minamu (Hakas Ne1294 gin 22.07.2022, Hakas  [ara goasony Ha Bunyck: 23.10.2024
Ne794 gig 07.05.2024)
BupoBHKK roTOBOrO fiKapcbKoro 3acoby, BioHopuka CE
KOWTPONb Ta BUNYCK cepii KepxeHwrenxepwrpacce 11-15
92318 m. Homapkr, HimeuumHa
Niyeusia Ne: DE_BY_05_MIA_2023_0035/ROF -8G55,2-2678.1-4-421-4
Ceprucbixar GMP Ne: DE_BY_05_GMP_2024_0024
MepeulHe Ta BTOPUHHE NAKYBAHHA Bionopuka CE
KepxenwTeinepwrpacce, 11-15
623148 m. Hoimapxr, HimeyuuHa
Niyenain Ne: DE_BY_05_MIA_2023_0035
Ceprudrikat GMP Ne: DE_BY_05_GMP_2024_0024
Bupobuuurso in-bulk PotTenpopd ®apma 'mM6X
Ocrendennaep trpacce, 51-61,
59320, Exnirepnox, Himeuunha
Niyenais Ne: DE_NW_05_MIA_2024_0004
Ceprudikar GMP Ne: DE_NW_05_GMP_2024_0023
MNokasHukn AKOCTI MeToan KOHTROND Honycrumi mexi Peaynbrary
BEPX reHTionikposuny B PY PM 320/05 3rigHo 3 BuMoramu Bignosigae
cneuudivHuig fOKas KOPeHn
ropeuasxu (Radix Genlianae)
THIX ripkoTi B PY PM 324/01 3riAHO 3 BUMOTaMN Bignosinae
TWX hnasonoipis B8 PY PM 208/02 3rigHo 3 BUMOTaMU Bignosinae
["enTionikpoanay B PY PM 320/05 3rigHo 3 BUMOramu Bignosigae
MixpoBionoriusa 4ncroTa Ph. Eur. 5.1.8 C Bignoeinac
TAMC Ph. Eur. 2612 < 10° KyOIr < 10° KYO/r
MakCymansHo Jonycrume JHAYEHHAL
500 000 KYQ/r
TYMC Ph. Eur, 2.6.12 £ 10" KyO/r < 10* KYOIr
MaxcumansHo gonycrmme JHAYEHHAL
50 000 KYOrr
MOBMOCTIKS rpaMHEraTUsHi Ph. Eur. 2.6.31 210 Ky Orr < 10* KYOIr
Hakrepiy
Salmonelia Ph. Eur. 2.6.31 Biacytsiy 25 ¢ BigcytHiy 256 ¢

cropiska 23 5
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Bionorica

CEPTU®IKAT AKOCTI |l IlllﬂlllillllHlIlt1lllHlllllHlilNIHlIlHlllHlllI

Bepcis; 1
Cunynpet® Tabnerku, BKpUTi 060N0HKOIO
50 wr., no 25 Tabnetok y nicrepi; no 2 Gnicrepn ¥ kapToHHilk kopoBui
1 TabneTia MICTUTL BACYLUEHE NIKBPCLKT DOCTIUHI Y BUTABAT TOPOLUKY.
kopeHna ropeuanks (Radix Gentianae) 6 wr
KBITOK nepeousiTy 3 Wawevkow {Flores Primulae cum Calycibus) 18 wr
Tpasy wasno (Herba Rumicis) 18 mr
kaiToK Byauny (Flores Sambuci) 18 mr
Tpaeu sepbenn (Herba Verhenae) 18 mr
Kpaiva supobunk: Himeyuunna Cepin Ne: 0000208806
Kpaina npuanavyenHn: Ykpaina Po3amip cepil: 103106 ynarosox
P.n. Ne UA/4373/01/01: Dara supobunyrea: 18.07.2024
Bin 11.02,2021, GescTpokoBo, ; Tepmin npuaarHocti: 07.2027
3i aminamu (Haxas Ne1294 sin 22.07.2022, Hakas  [arva pospony wa sunyck: 23.10.2024
No794 sipn 07.05.2024)
Bupob6HuK rotosoro nikapcbkoro 3acoby, Bionopuka CE
KONTPONt: Ta BUNYCK cepii KepxeHwrednepwrpacce 11-15
92318 M. Holmapkr, HiMeuunHa
Niuensia Ne: DE_BY_05_MIA_2023_0035/ROF-$G55.2-2678.1-4-421-4
Ceprudpikar GMP Ne: DE_BY_05_GMP_2024_0024
Mepsutte Ta BTOPUHHE naKyBaHHa Bionopuxa CE
Kepxernwreltnepwrpacce, 1115
92318 m. Hoimaprr, Himeuyuna
Riyenaia Ne: DE_BY_05_MIA_2023_0035
Ceprudikar GMP Ne: DE_BY_05_GMP_2024_0024
BupoGHuyree in-bulk Porrerngopd ®apma 'moX
Ccrendennbaep Wrpacce, 51-61,
59320, Exdirepnox, HiMeuuuna
Riuen3sia Ne: DE_NW_05_MIA_2024_ 0004
Ceprudikar GMP Na: DE_NW _05_GMP_2024_0023
MoxasHuku AKOCTI MeTonu xoHTpONIo Donycrumi Mexi Peaynwrarty
Escherichia coli Ph. Eur. 2.6.31 Bigeyteiy 1¢ Bincytwiy 11
3anvuKOBI PO3HUHHUKN
2<nporason S0P B0O6764, aunyck 4 % 5000 ppm 34 ppm
aterox SOP 805764, sunyck 4 < 5000 ppm < 5000 ppm
eraHon SOP 805764, sunyck 4 < 5000 ppm 115 ppm
Anwanoiaun niponiznansy - ,
['pannunui smicT / gerna posa  SOP 805521, sunyck 2 £ 1,0 mKr/sen < 1,0 Mrr/nens
KinbricHe Bu3HaueHHst
Xnoporesosa Kucrora B PY PM 319/04 0,1~ 0,5 mrirabnerry, BrpuTy 0.2 mr/rabrieTky, BKpUTY
ofonoHKo0 oBOrOHKOI
Bhnagodoin Q, 8 nepepaxynky B PY PM 322/04 0,05 - 0,30 mritabneTky, BxpuTy 0,05 mrfrabnerxy,
Ha rinepoang, OBONOHKOK arkpuTy oBONOHKDID
®GniagoHoin X, B nepepaxynky B PY PM 321/04 0.1 - 0,4 mr/rabnerky, BRpUTY 0,2 mrfrabneTky, Brputy
Ha pyToIng oBoNoHKOK OBONOHKOK
FenTionikpoana B PY PM 320/05 0,1 - 0,5 mr/rabnerry, skputy 02, mrirabnerky, skputy
BONOHKOW 0GONOHKOK

-~

4
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Bionorica’

CEPTUOIKAT AKOCTI IMININMIHINIITINI

. Bepcis: 1
CMﬂynpeT® TabnerTkm, BKpUTi 060M0HKOK
50 wr., 1o 25 TabneTok y 6nictepi; No 2 BnicTepy y KapToHHiA kopobui
1 TAbnETKE MICTUTL BUCYLLEHI NIKAPCEK POCIANY ¥ BUINAAT NOPOLWIKY:
xopens ropevasxu (Radix Gentianae) 6 ur
xaitox nepeousity 3 waweuxow (Flores Primulae cum Calycibus) 18 mr
Tpasv wasno (Herba Rumicis) 18 mr
ksitak Byaunu (Flores Sambuci) 18 wr
Tpasy sepbenu (Herba Verbenae) 18 mr
Kpainsa BupoOBHux: HimeuunHa Cepist Ne: 0000208806
Kpaina npusHayenns: Ykpaina Poamip cepiii 103106 ynaxosox
P.n. Ne UA/M373/01/01: [Hara supoBuuursa: 18.07.2024
Bin 11.02.2021, 6e3¢cTpoOKOBO, Tepmid npuaardocTi: 07.2027
3i aminamu {Hakaa N21294 sin 22.07.2022, Hakaz ~ [lava A03BONY Ha BUNYyCK: 23.10.2024
Ne794 gip 07.05.2024)
BupoBHMK roTOBOrO nikapcbkoro sacoby, BioHopuka CE
KOHTPONbL Ta BUNYCK cepil KepxenwrenHepwrpacce 11-15
62318 m. Houmapkr, Himeuunna
Hiyensin Ne: DE_BYWOSMMIA‘ZO23~0035/R0F-8055.2-2678.1 “4.421-4
Ceprudikat GMP Ne: DE_BY_05_GMP_2024_0024
flepBUHHE TA BTOPUHHE NAKYBaHHA Bionopwnka CE
Kepxenwrennepwrpacce, 11-15
TNigensia Ne: 92318 M. Houmapxr, HimeduuHa
Ceprudrikar GMP Ne: DE_BY_05_MiA_2023_0035
DE_BY_05_GMP_2024_0024
BupoGuuurao in-bulk Potrennopd ®apma I'm6X
Ocrendpennaep Wrpacce, 51-61,
59320, Ennirepnox, HiMeuuuna
TNigensis Ne: DE_NW_05_MIA_2024_0004
Ceprudikar GMP Ne: DE_NW_05_GMP_2024 0023
MNoxazHuky SKOCTI Meroau KOHTPORO Donycrumi mexi Pesynerary
BepGenanin B PY PM 323/04 0.3 - 1,0 mr/itabneTky, BRPUTY 0.3 mritabnersy, BKDUTY
0BONOHKOIO 0B0noHKOI0
Kopise ropevasky (Radix B PY PM 320/05 90- 110 % 107 %
Gentianae), po3paxosaHni
yeped MapKepHy PEUORUNY
feHTIONIKPO3ig
Keitku nepaousity (Flores B PY PM 321/04 90-110% 101 %
Primulae), pospaxosani uepes
MapKepHy NeYoBuHY
chnasoHoig X
Tpaea wasno (Herba B PY PM 322/04 90-110 % 97 %
Rumicis}, poapaxopana uepes
MapKepHy PEUOBUHY
thnasoHoin Q
Keitku Byaunu (Flores B PY PM 319/04 90 - 110 % 98 %

Sambucl), poapaxosani uepes
MapKepHy pevoBnHy
xnoporeHoaa Kucnora

cropiska 4 3 5




Bionorica

CEPTU®IKAT AKOCTI [IMMIINIUEHINY

Bepcis: 1
CnHynpeT@ TabreTku, BKpUTi 0G0NTOHKO
50 wr., no 25 Tabnetok y Gnictepi; no 2 Gnictepy y KapToHHiiR kopobui
1 rafinerka MICTUTL BUCYLLEHE NIKAPGRKE POCIMHW Y BUTHAAT NOPOLLRY:
KOpEHs ropevasku (Radix Gentianae) 6 wmr
X¥BiTOK nepeousiTy 3 vaweuxcw (Flores Primulae cum Calycibus) 18 mr
Tpasu wasno (Herba Rumicis) 18 mr
kBiTok Byaunu (Flores Sambuci)y 18 mr
rpasu seplieny (Merba Verbenae) 18 mr
KpaiHa supobHuk: HiMeuunHa Cepin Ne: 0000208806
Kpaisa npusnadeHnn: Yxpaida Poawmip cepii: 103106 ynakoBox
P.n. Ne UA/4373/01/01: [ara supoGHuursea: 18.07.2024
Bin 11.02.2021, 6escTpoKoso, Tepmin npugarnocti: 07.2027
3i aminamm (Hakas Ne1294 Big 22.07.2022, Hakaz  [lata nossony Ha sunyck: 23.10.2024
Ne794 sip 07.05.2024)
BupoBHUK roToBOro nikapcbkoro 3acoby, Bionopuka CE
KORTPOAL T& BUNYCK cepil KepxeHuwiredHepwrpacce 11-15
92318 m, Hoamapkr, Himevunna
Niuensis Ne: DE_BY_05_MIA_2023 0035/ROF-$G65.2-2678.1-4-421-4
Ceprudikar GMP Ne: DE_BY_05_GMP_2024_0024
MepBrHHEe Ta BTOPUHHE NakyBaHHs BioHopuka CE
: KepxeswrenHnepuwrpacce, 11-18
Riyenaist Ne: 92318 M. Houmapkr, Himeuyuna
Ceptudikar GMP Ne: DE _BY_05_MIA_2023 0035
DE_BY_05_GMP_2024_0024
Bupobuuyrseo in-bulk Porrenpopd ®apma MadX
Ocrendenbpep Lrpacce, 51-61,
59320, Exnirepnox, HimeyunHa
Niuensin Ne: ' DE_NW_05_MIA_2024_0004
Ceprudpikar GMP Ne: DE_NW_05_GMP_2024_0023
MoxaaHuky aKocTi Metoau koHTpOmo Honycrumi mexdi Pésgnbram
Tpasa sepbenu (Herba B PY PM 323/04 90- 110 % 101 %
Verbenae), poapaxosaHa
YEPE3 MapKEPHY PEYOBUHY
nepbeHaniy
Hiamerp LLITanreHumMpry 8,1-83 mm 8,2 MM
Cepenust Maca 3saxysanus (n=20) 247 <273 wr 257 wr
BucoTa LiiTaHreHupKy b . 48-51mm 5,0 tam
Poanaganns (y soni) Ph. Eur. 2.9.1 - $60x8 24 x8

Yei nocunasks Ha Eeponeicexy ©apmaxoneo (Ph. Eur.) sigsoCATbCA J0 1T NOTOUHOMS BUABHHR,
[Lawi axanisy Aacsi Ans MICUR Ta 4acy BUKOHAHHA,

LiuM 5 3aCBIAUYI0, WO HABEAENE BALLE IHDOPMALIA € AVCTOBIPHOK Ta TouNOIO. LI Cepiio npoayKkuii Gyno Bupobnexo (Bkniodaiy
NAKYBAHHA/MBPKYBAHHA]

48] TEIPOBEAEHO KOHTPORK 1 AKOCT] Ha BALLEIAZHAUEHIR AINbHULI Y NOBHIR sianoBiaHOCTi 3 aumoramu GMP,
BOTaHOBNEHINY. MicHRERM PEYNATOPHIM OPraHOM, 3 TaKoX BianoBIAHO A0 cneundikalli, WO MICTRTLCA ¥ PEECTPALINHOMY AOCHE.
ﬂpo;bxenyaupoﬁmmaa ﬂamaﬁm Ta aHanisis Bynu nepernaHyti T3 BCTAHOBNEHO BIANOBIARICT BuMoram GMP.

Cunynpm@) Tabneryy, Bxpuﬁ\oﬁanonmom 80 wr., cepis N2 0000208806 BIiANCBIARE BCIM BUMOTaM AGKYMEnTaUll (RipMY Ta BUIHAHA
rvpmamoié,ao npo,qamy 3

A w@ \anhn myﬁay
Ynomg\ :af;x\‘e @ Beob
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JEPKABHA CJIIYXKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA ‘
Y JTHIIIPOIIETPOBCBKIN OBJIACTY

Aninpo, mn.CobopHxa,4, k. 601-605, 49005, +380 (66) 345-41-71
E-mail: dIs.dp@dis.gov.ua, Kog €PTIOY 37070665

BIICHOBOK
Nnpo SIKICTH BBE3€HOT0 B YKpaiHy JIKapcBKOro 3acoly

12.09.2025 Ne 45313/25/0411

CHHYTIPET® |

(HaliMeHyBaHHS IKapchKoro 3acoby 3riHO 3 peccTpatilinnmM nbcninqermm)
TabIeTKH, BKPHTI 060.10HK010; 10 25 Tabuerok y GuicTepi; mo 2 Gaicrepu y KaproHHiii
KopoOui 1

(dbopma BHITyCKY, J03YBaHHS, BUJ NAKyBaHHI }Iixapcxakor(i" 3acoly)

Homep peectpauiitsoro nocsimsenns UA/4373/01/01 crpox aii peecrpauiifmojro noceizuerns 01.01.2099

Cepin mikapcekoro 3acoby Ne 0000213999 Kinexicrs BBe3¢HOrO I[iKap‘f)LKOI‘O sacoby 3640
|
Bupobunk bioHopuka CE, HiMeuunna §
(HatiMeHyBaHHS BHPOOHIKA JIKAPCEKOTO :za{:oﬁy, KpaiHa IIOXO/GKEHHS )
Bsesero B Ykpainy ToBapucTBo 3 06Mexenolo Binnosiaansaicrio "BaJlM", ixenr. kox:
31816235 ‘

(ualiMeHyBaHHA Ta koJ 3a €IPTIOY rdpmmtmoi‘ ocolH a6o Npi3BHIIE, iM'A, 0 GaTEKOBI
GisuHOt 0coGH - MiMIPHEMIIS, iT MiCIle TPOXHUBAHHS ‘Ta peecTpailiiiHuit HoMep oGTiKoBOl
KapTKH ITIaTHUKa NMOJaTKIB abo cepist }Ta HOMep NACIIOPTA)

|

\
potoxoa isyatsHoro konrposmo six 11.09.2025 Ne 03-01/2099/10. |

3a pesyneTaTAMH OCPXABHOTO KOHTPOMIO BCTAHOBICHO, IO nikapcmm‘# 3aci0 BBeicHO B VYKpainy 3
JOTPHMAHHHAM BHMOT 3aKOHOJABCTBA MO0 3a0e3NCUeHHA AKOCTI J'[iKapCb*Hx 3aco0iB.
i

Havanbrux Jlep>xaBHoi cinyxOH 3 !
nikapchbKUX 3acobiB Ta KOHIRQIO 3

~

4 - N,
, W Ne)
TOKYME HTIB ‘1’




Bionorica

CEPTUGIKAT AKOCT! I

Bepcis: 1
CuuynpeT® TabneTku, BKpuTi 060NOHKOIO
50 wr., no 25 tabnerok y Bnicrepi, no 2 Bnictepn y KapTOHHIA Kopobui

1 TabneTka MiCTUTL BUCYLLEHI NIKAPCLKi POCNUHK Y BAFMISAL NOPOLUKY:
xopers ropedasxu (Radix Gentianae) 6 mr

KBITOK nepsousity 3 yaweukow (Flores Primulae cum Calycibus) 18 mr
Tpasu wasnw (Herba Rumicis) 18 mr

xgitok Bysunn (Flores Sambuci) 18 mr

Tpasu sepbenn (Herba Verbenae) 18 mr

Kpaina supobHuk: Himewyuna Cepis Ne: 0000213999

KpaiHa npu3HaveHHA: Ykpaika Po3mip cepii: 113850 ynakosox
P.n. Ne UA/4373/01/01: Aara sBupobruyrea: 30.09.2024
Bin 11.02.2021, 6eacrpokoso, Tepmin npuaarrocTi: 09.2027

3i smiHamu (Hakas Ne1294 Bip 22.07.2022, Haka3 Hata possony Ha Bunyck: 08.04.2025
Ne794 8in 07.05.2024)

BupoBHuk rorosoro nikapcekoro 3acoby, BioHopuka CE

KOHTPONb Ta BUNYCK cepil KepxeHwTrenHepwrpacce, 11-15
92318 m. Hommapkr, Himeyunsa

Niyenzisn Ne: DE_BY_05_MIA_2025_0016

Ceprudpikar GMP Ne: DE_BY_05_GMP_2024_0024

MNepBUHHE Ta BTOPUHHE NaKyBaHHA BioHopuka CE

KepxeHwTteiHepwrpacce, 11-15
92318 M. HoumapkT, HimeuyunHa

NMiuexsia Ne: DE_BY_05_MIA_2025_0016
Ceptudikat GMP Ne: DE_BY_05_GMP_2024_0024
Bupobxuurso in-bulk Potrenpopd Papma M'mé6Xx

Ocrendrenvpep Wrpacce, 51-61,

59320, ExnHirepnox, HiMeuuunHa
Tliuen3sin Ne: DE_NW_05_MIA_2024_0020
Ceptudikat GMP Ne: DE_NW_05_GMP_2024 0039

Buwesasnauena cepia 6yna nepesipena BiaNOBIAHO A0 3aTBepAXeHO! ROKyMeHTaUil hipmu Ha Cunynpet® rabnerku,
8KpuUTi 060N0OHKOI0.

[Toka3HUKK AKOCTI Metogu KOHTPONO Qdonyctumi mexi Pe3syneratn
Onuc
308HIWHIN Burnsg CeHCcopHui TecT Kpyrni psoonykni TabneTtku, BKpuTi Bianosiaae

060M0OHKOKW, 38NEeHOro KONLopy 3
rMafeHbLKOoK NOBEePXHEK

lneHTndikauin

TWX dnasoHoigis B PY PM 208/02 2 XOBTi 30HI Bianosinae
cneundivHnA 4OKa3 KBITOK

nepsousity (Flores Primulae)

TWX dnasonoigis B PY PM 208/02 1 csiTno-6naxuTHa 3oHa Bianosigae

cneuundivHniz 4OKa3 KBITOK
6yaunu (Flores Sambuci)

TWX dnasoHoiais B PY PM 208/02 1 cBiTno-6nakutHa aoxa
cneuwnmiunuA [OKa3 Tpaswn

sepbenn (Herba Verbenae)

TUIX ¢pnasoroigis B PY PM 208/02 2 noMapan4esi 3011

cneungivyHuA [oxkas Tpasu
waanio (Herba Rumicis)

2 nd )
AOKYMEHTIB \)
TOKY MI 38!

cropiska 1 3 S




Bionorica

CEPTU®IKAT AKOCTI [IIINTAImI]

CtunpeT® Tabnetkn, BKpuTi obonoHkow

Bepcis: 1

50 wr., no 25 Tabnetok y GnicTtepi; no 2 GnicTepu y KapToHHIA kopobui

1 TabneTka MICTUTL BACYLLEHI NIKAPCLKI POCNUHN Y BUFNAAT NOPOWKY!
kopeHsn ropedasku (Radix Gentianae) 6 mr

KBITOK NEpBOUBITY 3 waweukow (Flores Primulae cum Calycibus) 18 mr

Tpasu wasnw (Herba Rumicis) 18 mr

kgiTox Byaunn (Flores Sambuci) 18 mr

tpasu sepbenu (Herba Verbenae) 18 mr

Kpaina BupobHunk: Himewuuna

Kpaiva npusHavenHn: Ykpaina

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

Big 11.02.2021, Ge3cTpokoOBO,

3i aminamu (Haka3s Ne1294 Big 22.07.2022, Haka3

Ne794 Bin 07.05.2024)

BupobHuk roroBoro nikapcbkoro 3acoby,
KOHTPONb Ta BUNYCK cepii

Niuensina Ne:
Cepruikar GMP Ne:

MepBuHHEe Ta BTOPUHHE NaKyBaHHA

Jlivensin Ne:
Ceprudikar GMP Ne:

Bupobruurseo in-bulk

Niuensis Ne:
Ceprucikar GMP Ne:

Meroau konTponwo
B PY PM 320/05

floka3Hukun AKOCTI

BEPX rentionikpoauay
cneundivHun fOKa3 KoOpeHs
ropevasku (Radix Gentianae)

B PY PM 324/01
B PY PM 208/02
B PY PM 320/05

TWX ripkoTn
TWX dnasoHoipis
lexTionikpoauay

Mikpobionoriyna uncrora

TAMC Ph. Eur. 26.12
TYMC Ph. Eur. 2.6.12
XoBuoCTiWKi rpaMreraTuaHi Ph. Eur. 2.6.31
6akrepii

Salmonella Ph. Eur. 2.6.31

cropinka

Cepin Ne: 0000213999

Poawmip cepii: 113850 ynakosox

Harta supo6ruurea: 30.09.2024
Tepmin npugarHocri: 09.2027

Hara noasony Ha sunyck: 08.04.2025

BioHopuka CE
KepxeHwTrehHepwTpacce 11-15
92318 M. Honmapkr, HimeuyuuHa
DE_BY_05_MIA_2025_0016
DE_BY_05_GMP_2024_0024

BioHopuka CE
KepxeHwTrewHepwTrpacce, 11-15
92318 m. HonmapkT, HimeuyunHa
DE_BY_05_MIA_2025_0016
DE_BY_05_GMP_2024_0024

Potrenpopc ®apma M'm6X
Ocrengenbaep Wrpacce, 51-61,
59320, Ennirepnox, Himeyuuna
DE_NW_05_MIA_2024_0020
DE_NW_05_GMP_2024_0039

fonycrumi mexi Pesynbrartu

3rigHo 3 BUMOramm Bignosinae
3rigHo 3 Bumoramm Bignosigae
3rigHo 3 sBuMmoramu Bianosigae
3rigHo 3 suMoramu Bignosigac
Ph. Eur. 5.1.8 C Bianosiaae
< 10° KYOnr < 10% KYO/r
MakcuManoHO A0MYCTUME 3HAYEHHS!
500 000 KYO/r
< 10 KYOrIr : YQ/r
MakcumansHo AONYCTUME 3HAUEHAHL 2
50 000 KYO/r . L %
TOKYMEHTIB
s 10 KYO/Ir g <104 W ;
"Ball
BiacytHiy 25 e BincyThiy,

R #v‘\\
diga M.
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Bionorica’

CEPTU®IKAT AKOCT! [N

Bepcis: 1

Cuuynpe'r@ TabneTku, BKpUTi o60noHKow
50 wr., no 25 Tabnerok y BnicTepi; no 2 Bnictepu y kKaPTOHHIR kopobuLli
1 TabneTxa MICTUTb BUCYWEHI NIKAPCLKI POCAUKK ¥ BUrNAQ) NOPOWKY:
xopenn ropeuasku (Radix Gentianae) 6 mr
KBITOK NEPBOUBITY 3 waweuxoio (Flores Primulae cum Calycibus) 18 mr
Tpasu waanio (Herba Rumicis) 18 mr
kaitok Bysnnu (Flores Sambuci) 18 mr
tpasn sepbenu (Herba Verbenae) 18 mr
Kpaina BupobHuk: Himeyunna Cepin Ne: 0000213999
Kpaiva npusnaveHHa: Ykpaina Poawmip cepii: 113850 ynakoBok
P.n. Ne UA/4373/01/01: Hara supobHuuyrsa: 30.09.2024
Bin 11.02.2021, 6e3cTpoKOBO, Tepmin npugatHocTi: 09.2027
3i aminamu (Hakas Ne1294 Bin 22.07.2022, Hakaa  [lata goasony Ha Bunyck: 08.04.2025
Ne794 8in 07.05.2024)
BupobHux rorosoro nikapcbkoro 3acoby, bionopuka CE
KOHTPONb Ta BUNYCK cepii KepxexwTrenHepuwrpacce 11-15

92318 m. Houmapkr, HimeudumHa
TNMiuensis Ne: DE_BY_05_MIA_2025_0016
Ceprugikar GMP Ne: DE_BY_05_GMP_2024_0024
NepBuHHe Ta BTOPUHHE NaKyBaHHA bioHopuka CE

KepxenwTennepwrpacce, 11-15

92318 m. Honmapkr, HimeuuyuHa
Niuensin Ne: DE_BY_05_MIA_2025_0016
Ceprucdikar GMP Ne: DE_BY_05_GMP_2024_0024
Bupobhuyurso in-bulk Porrenpopdp ®apma 'M6X

Ocrendenbvaep Wrpacce, 51-61,

59320, Exnirepnox, HimeyuuHa
NMiuensin Neo: DE_NW_05_MIA_2024_0020
Ceprtucgikar GMP Ne: DE_NW_05_GMP_2024_0039
Moka3zHMKKU RKOCTI Mertoau KoHTpONXO Qonyctumi mexi Pesynerarun
Escherichia coli Ph. Eur. 2.6.31 BincytHiy 1r BiacytHiy 1r
3anuuikoBi PO3YUHHUKNK
2-Nponaxon SOP 805764, sunyck 4 < 5000 ppm 34 ppm
aueToH SOP 805764, sunyck 4 < 5000 ppm < 5000 ppm
eTaHon SOP 805764, unyck 4 s 5000 ppm 154 ppm
Ankanoigu niponianguuy -
paHnunvi amict / aeHHa nosa SOP 805521, sunyck 2 s 1,0 MKkr/gexsb < 1,0 mxr/pens
KinbkicHe BU3IHAYEHHA
Xnoporexosa kucnora B PY PM 319/04 0.1 - 0,5 mr/tabneTxy, BkpuTy 0.2 mr/rabnetky. BkpuTy

060n0HKOI __ obonoHxok

dnasoHoia Q, B nepepaxyuky B PY PM 322/04 0,05 - 0,30 mr/rabneTxy, Bkpu
Ha rinepo3vg obonoxkow
®nasokoin X, 8 nepepaxyiky B PY PM 321/04 0.1 - 0,4 mr/ftabnerky, Bxpu
Ha pyToavg obonoHkow
lenrionixpoaua B PY PM 320/05 0,1 - 0,5 mr/rabnetxy. Bxpu

060nN0HKOID

[Pare— %
Qpa M Sr
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Bionorica’

CEPTU®IKAT AKOCTI [INMIENNIARIIND

Bepcis: 1
Cunynpet® tabneTku, BKpUTI 060M0HKOW
50 wr., no 25 Tabnetok y Bnictepi; no 2 Gnictepun y KapToKHIA kopobui
1 rafineTka MiCTUTL BUCYLUEHI NIKAPCLKI POCNHHK Y BUTNRAI NOPOLLKY:
xopens ropedasxu (Radix Gentianae) 6 mr
KBITOK nepBouBiTy 3 waweukowo (Flores Primulae cum Calycibus) 18 mr
Tpasu wasno (Herba Rumicis) 18 mr
x8iTox Bysunn (Flores Sambuci) 18 mr
Tpasu sepbenu (Herba Verbenae) 18 mr
Kpaina BupobHuk: Himeuunna Cepin Ne: 0000213999
Kpaina npu3aHavyeHHA: YKpaiHa Po3mip cepii: 113850 ynakoBok
P.n. Ne UA/4373/01/01: Rara supobuuyrea: 30.09.2024
Bin 11.02.2021, 6e3cTpokoBo, Tepmin npugarHocri: 09.2027
3i aminamu (Hakas Ne1294 Bin 22.07.2022, Hakaz  [lara noasony Ha sunyck: 08.04.2025
Ne794 8in 07.05.2024)
Bupobxuk rotoBoro nikapcbkoro 3acoby, bionopuka CE
KOHTPONbL Ta BUNYCK cepil Kepxenwrennepwrpacce 11-15
92318 m. HoumapkT, Himeuuuna
Jliuen3sin Ne; DE_BY_05_MIA_2025_0016
Ceprudikar GMP Ne: DE_BY_05_GMP_2024_0024
MNepaukHe Ta BTOpUHHE NAaKYyBaHHA BioHopuka CE
KepxeHwTehHepwTpacce, 11-15
NiyeHain Ne: 92318 M. Houmapkr, HimeuuuHa
Ceprudikar GMP Ne: DE_BY_05_MIA_2025 0016
DE_BY_05_GMP_2024_0024
Bupobruurso in-bulk Porrengopd ©apma Mrmé6X
Ocrendensaep Wrpacce, 51-61,
59320, Exnirepnox, Himeuyunna
Niyensin Ne: DE_NW_05_MIA_2024_0020
Ceprudikar GMP Ne: DE_NW_05_GMP_2024_0039
MNokaaHuku akocti Meroau KOHTpOM Honyctumi mexi Pesynuratn
Bep6enanin B PY PM 323/04 0,3 - 1,0 mr/rabnetxy, skputy 0,3 mrirabnerky, BkpuTty
0B0onoHkow obonoHkow
Kopinb ropeyasku (Radix B PY PM 320/05 90-110% 107 %

Gentianae), poapaxosaHui
4Yepes MapKepHy peuoBuHy
reHTionikpo3ig

Ksitkn nepsousity (Flores B PY PM 321/04 90-110% 106 %
Primulae), poapaxosani yepes

M3pKepHY peqoBUHY

cbnasoxoig X

Tpasa wasemo (Herba B PY PM 322/04 90-110% 93 %
Rumicis), poapaxosana uepes
MapKepHY peuyoBuHy
¢nasoHoin Q

Keitku 6yannm (Flores B PY PM 319/04 90-110%
Sambuci), poapaxoaani yepea

MapKepHy pe|oBuHYy

XITOPOreHoBa Kncnota

ST
ding WS
CTOPINKE 4 3 5 SR




Bionorica

CEPTUOIKAT AKOCT! IMHNVRTATuRMI

Bepcis: 1
Cuuynpe7® TabnerTku, BKpUTi 060N0HKOKO
50 wr., no 25 rabneTok y 6nicTepi; no 2 GnicTepu y kapTOHHIK kopoBui
1 rabneTka MiCTUTL BUCYWeHI NIKapCLKi pOCNUHY Y BWINAZI NOPOLLKY
kopenn ropevasku (Radix Gentianae) 6 mr
KBITOK NEepBOUBITY 3 Yaweuxow (Flores Primulae cum Calycibus) 18 mr
Tpasu wasmo (Herba Rumicis) 18 mr
xeiToxk Byaunu (Flores Sambuci) 18 mr
Tpasv Bepbenn (Herba Verbenae) 18 mr
Kpaina BupobHuk: HimeuuuHa Cepin Ne: 0000213999
Kpaina npuiHaueHHs: YKpaina Po3wmip cepii: 113850 ynakoBok
P.n. N2 UA/4373/01/01: Hata sBupobuuursa: 30.09.2024
Bin 11.02.2021, 6e3cTpoKoBO, Tepmin npunartxocri: 09.2027
3i amiHamu (Hakaa Ne1294 sin 22.07.2022, Hakas  [lata nossony Ha Bunyck: 08.04.2025
Ne794 Bin 07.05.2024)
Bupobxuk rotosoro nikapcekoro 3acoby, bionopuka CE
KOHTPONbL Ta BUNYCK cepii KepxeHwTenHepwrpacce 11-15
92318 M. Honmapkr, HimeuunHa
Niyensin Ne: DE_BY_05_MIA_2025_0016
Ceprucpikar GMP Ne: DE_BY_05_GMP_2024_0024
MNepsuHHe Ta BTOPUHHE NaKyBaHHA BioHopuka CE
KepxenwrenHepwrpacce, 11-15
Niyensin Ne: 92318 M. HomapkT, Himeyyuna
Ceprucpikar GMP Ne: DE_BY_05_MIA_2025_0016
DE_BY_05_GMP_2024_0024
BupobHuurso in-bulk Porrenpopdp dapma Mmb6X
Ocrendenbgep Wrpacce, 51-61,
59320, Exnirepnox, Himeyuuna
Nligensin Ne: DE_NW_05_MIA_2024_0020
Ceprudikar GMP Ne: DE_NW_05_GMP_2024_0039
Nokainuku sikocri Merogu koHTpONO donycrTumi mexi Peaynisyaru
Tpasa sepbenun (Herba B PY PM 323/04 90-110 % 97 %
Verbenae), pospaxosaHa
yepes MapKepHy peyoBuHY
sepbenanin
RiameTp Wranrenumpkyns 8,1-83wmm 8,2 Mm
CepenHs maca 3saxyBaHHa (n=20) 247 - 273 mr 257 mr
Bucora WraHreHunwpkynb 46-51mm 5,0 MM
PoanapanHa (y Bogai) Ph. Eur. 2.9.1 <60 xe 24 xs

YCi nocunanna Ha Esponeiceky Gapmakoneio (Ph, Eur.) BIAHOCATLCR 30 1i NOTOYHOrO BUAAHHS,
[ani ananiay JiRCHi ANA MICUS Ta Hacy BUKOHAHHS.

Unm 5 3acaiguyio, wo naBeaena Buwe iHOpMaUlis € A0CTOBIPHOK Ta TouHoK. Lo cepio NPOAYKUIl Byno BupoBneno (BkoNaKuu

naxyaannsdn BHHRA) T3 NPOBEAEHO KOHTPOAD 11 AKOCTI HA BULIE3A3HANEHIR AINbHULI Y NOBHIN BIANOBIAHOCTI 3 BuMoramu GMP__—
enaau?aﬁ mm.;eaﬂu | PEryNATOPHAM OPIaHOM, 3 TAKOX BIANOBIAHO A0 CneuudiKauil, WO MICTRTLCS y peccTpauiitomy

ﬂ );Q)( Mhupo aa‘ ﬂquaamm Ta ananisia Bynu nepernaNyTi Ta BCTAHOBNEHO BiANOBIAHICTL Bumoram GMP.

/Qu‘ nper® rasnerxw, aqu\)\o6ononxooo 50 wr., cepin Ne 0000213999 8ianosigae BCIM BUMOram J0KyMeHTaUil i
nb AaTHOO A0 npoaaxy \X:}_ |

\
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AEPKABHA CJIYXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHHIPOMETPOBCBHKIN OBJIACTI

Huinpo, ni.Cobopna,4, k. 601-605, 49005, +380 (66) 345-41-71
E-mail: dls.dp@dls.gov.ua, Koa €APIIOY 37070665

BUCHOBOK
Nnpo fAKiCTb BBE3€HOT0 B YKpaiHy JliKapcbKoro 3acofy
20.10.20238 Ne 52322/25/0411
CHHYIIPET®

(HaliMeHyBaHHA TiKapCBKOTO 3aco0y 3riHO 3 pecCcTpaLlifMHHM ITOCB1TUEHHSM )
Tabuerkn, BKpuTi 060s10HK010; N0 25 TabNeTOK y GuicTepi; no 2 GaicTepH y KapTOHHI#H
Kopobui

(dopma BHITyCKY, AO3YBAHHS, BUJ 1aKyBaHHS MiKapchKoro 3acedy)

Homep peectpauiiinoro nocsimaenus UA/4373/01/01 crpok aii peecrpauiiinoro nocsizuenns 01.01.2099

Cepis nixkapcekoro 3acoby Ne 7000216985 Kinskicts BBe3eHOro nikapeskoro 3acoby 18000
Bupo6Huk bionopuka CE, HimMeuuuna
(nalimMeHyBaHHS BUPOSHHKA JIKAPCHKOro 3acoly, KpaiHa 1ONGLKCHIIN)
Beeaeno B Ykpainy TosapucTBo 3 00MexkeHO0 BianosiaansHicTio "BaJIM", ixent. koa:
31816235

(naiimenyBaHHs Ta kol 3a CIIPTIOV ropumriHei ocobu abo npissuiLe, IM'M, N0 6aTHKOBE
dianHoil 0co0H - MIANPHEMILY, ii MicLie TPOXMBAHHA Ta PEECTPALIIHKIE HOMep 00AIKOBOT
KapTKY [UIaTHIKa MOAaTKiB abe cepis Ta HoMep nacnopTa)

Iporoxou BisyansHoro xourposo sig 17.10.2025 Ne 03-01/2429/3.

3a pesyJbTATAMH ICPKABHOTO KOHTPOMIO BCTAHOBICHO, LU0 JIKAPCBKMA 3acid BBCICHO B YKpaiHy 3

JAOTPHMAHHAM ByMOr 33KOHOJABCTBA WOAO 3a0€3NE4EHHA AKOCTI TiKAPCHKUN 3aC0DIB.

Hauanenuk HdepkaBHoi ciyx0Ou 3

JiKapcbKHX 33CO0IB Ta KOHTPOJIIO 38
HapKOTHKaMU y JIHinponeTpoBChbKiH
obnacri

Ana IPAI'AH
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Bionorica’

CEPTUOIKAT AKOCTI [IMMMINMRITIATI

Bepcis: 1
CtunpeT® tabneTku, BKpUTi 060N0HKOK

50 wr., no 25 Tabnevok y GnicTepi, o 2 BnicTepy y KapTOHHI# kopobui

1 TabneTka MICTUTL BUCYWEH] NIKAPCLKI POCNUHU Y BUrNAAT NOPOLKY:
xopenn ropevasku (Radix Gentianae) 6 mr

KBiTOK nepsouaiTy 3 Yawedxow (Flores Primulae cum Calycibus) 18 mr
Tpasu wasno (Herba Rumicis) 18 mr

xairok By3unn (Flores Sambuci) 18 mr

Tpasu BepbeHu (Herba Verbenae) 18 mr

Kpaiva Bupobuuk: HimeuuuHa Cepis Ne: 7000216985

Kpaida npu3HadeHHsn: YKpaina Poawmip cepii: 74795 ynakosok

P.n. Ne UA/4373/01/01: Lara supobHuyrsa: 14.10.2024

Bin 11.02.2021, 6e3crpokoBo, Tepmin npuparrocri: 10.2027

ai aminamu (Hakas Ne1294 sin 22.07.2022, Hakas  [lata no3Bony Ha BUNycCK: 28.05.2025

Ne794 sin 07.05.2024)

Bupo6HKUK roTOBOro nikapcbkoro 3acoby, BioHopuka CE

KOHTPONb Ta BHUNYCK cepii KepxeHnwrewnHepwrpacce, 11-15
92318 M. Hoimapkr, HimeyuuHa

Niuensin Ne: DE_BY_05_MIA_2025_0016

Ceprudixar GMP Ne: DE_BY_05_GMP_2024_0024

MNepBUHHE Ta BYOPUHHE NaKyBaHHA BioHopuka CE

KepxeHwreiHepwrpacce, 11-15
92318 m. HomMmapkT, HimeuuunHa

Niuensin Ne: DE_BY_05_MIA_2025_0016
Ceptucpixat GMP Ne: DE_BY_05_GMP_2024_0024
Bupo6xuureo in-bulk Porrenaopd ®apma MM6X

Octendenbaep Wrpacce, 51-61,

59320, Exnirepnox, Himeyunxa
Niyensin Ne: DE_NW_05_MIA_2024_0020
Ceptudixar GMP Ne: DE_NW_05_GMP_2024_0039

BuujesasHadena cepia Gyna nepesipeHa sianoBiaHo A0 3aTBEPAXEHOT AOKYMEHTAUIl (hipMu Ha Cuuynper® tabnerku,
BKpUTi 060NOHKOIO.

Noka3inuku sxocTi Metoau KOHTpONo Bonycrumi mexi Pe3synbryaru
Onuc
3oBHiwWwHiA Burnag CeHcopHuit Tect Kpyrni asoonykni Tabnerkn, BKpuTi Bignosiaae

0DONOHKOK, 3ENEHOIO KONbLOPY 3
rNaaeHbKoo NoBEepPXHeio

InerTudikayin

TWX dnasoHoigis B PY PM 208/02 2 XOBTi 30HI Bianosinae
cneuudivHni QoKa3s KBiToK
nepsousirty (Flores Primulae)

Tlﬂx dnasoHoiais B PY PM 208/02 1 caitno-6nakuTtHa 30Ha Bianosigae
cneuwndivHui [OKa3 KBITOK
By3aunu (Flores Sambuci)

TWX ¢nasoHoligis B PY PM 208/02 1 csitno-6nakuTHa 3oHa Binnosinae
cneundiyHUA [OKA3 Tpasu
sBepbenu (Herba Verbenae)

TIWX dnasoxoinie B PY PM 208/02 2 nomapaH4eBi 30HK osinde 7!
1()}\\ MEHTIB

cneyndivriniAi gokas Tpasu
wasnio (Herba Rumicis)

cropinka 135




Bionorica’

CEPTUDIKAT AKOCT! [MIMINIAIHIINN

A

Bepcis: 1
Cuuynper® tabneTku, BKpUTi 060NOHKOK
50 wr., no 25 Tabnerok y Gnicrepi; no 2 6nictepu y kKapTOHHin kopobui
1 TabneTxa MICTUTh BUCYLUEHI NIKAPCHKI POCTIMHMA Y BUTTIRAI NOPOLIKY:
xopexn ropeuasku (Radix Gentianae) 6 mr
KBITOK NepeousiTY 3 yawewxow (Flores Primulae cum Calycibus) 18 mr
Tpasu wasnio (Herba Rumicis) 18 mr
xsitok Gyannu (Flores Sambuci) 18 mr
Tpasu sepbenn (Herba Verbenae) 18 mr
Kpaina supobrux: HimeuunnHa Cepin Ne: 7000216985
KpaiHa npu3HaveHnsi: Ykpaina Po3wmip cepii: 74795 ynakoBok
P.n. Ne UA/4373/01/01: [ara supobunuyrsa: 14.10.2024
Bia 11.02.2021, 6eacrpokoBo, Tepmin npunaarkocri: 10.2027
3i amiHamu (Haxa3 Ne1294 Bin 22.07.2022, Hakaa  [ata gossony Ha sunyck: 28.05.2025
Ne794 Bin 07.05.2024)
Bupo6HuK roToBOro nikapcbkoro sacoby, Bionopuxka CE
KOHTPOMb Ta BUNYCK cepii KepxernwrenHepwrpacce 11-15
92318 M. Ho#mapkr, HimeuyuuHa
Nigen3in Ne: DE_BY_05_MIA_2025_0016
Ceprudikar GMP Ne: DE_BY_05_GMP_2024_ 0024
MepBuHHE Ta BTOPUHHE NAKyBaHHA BioHopuka CE
KepxeHwTeiHepwTpacce, 11-15
92318 m. Homapkr, Himeuunsa
fiyenain Ne: DE_BY_05_MIA_2025_0016
Ceprudpikat GMP Na: DE_BY_05_GMP_2024_0024
Bupo6Huureo in-bulk Porrenpopd ®apma MrméX
Ocrtengensgep Wrpacce, 51-61,
59320, Exnirepnox, HimeuyuuHa
TNMigen3in Ne: DE_NW_05_MIA_2024_0020
Ceprtudixat GMP Ne: DE_NW_05_GMP_2024_0039
NokaaHuky SKOCTi Meroau KoHTpono Donycrumi mexi Pe3yneraru
BEPX renTionikpoangy B PY PM 320/05 3rigHo 3 BUMOramn Bianosinae
cneundiMHniA Q0Ka3 KOpPEeHRA
ropevasky (Radix Gentianae)
TLWX ripkoTu B PY PM 324/01 3riaAHo 3 BUMOTaMK Bignosigae
TWX dnasonoipis B PY PM 208/02 3riaHo 3 BUMOTaMu Bianosinae
[eMTionikposuay B PY PM 320/05 3rinno 3 Bumoramu Bianosigae
Mixpobionoriuna uucrora Ph. Eur. 5.1.8 C Bianosinae
TAMC Ph. Eur. 2.6.12 s 105 KYO/Ir < 105 KYOIr
MaxkcmansHo A0NYCTUME 3HaYEeHHR.
500 000 KYO/r
TYMC Ph. Eur. 2.6.12 < 104 KYOIr < 104 KYO/r
MakcumansHO JONYCTUME 3HaYEHHRA.
50 000 KYO/r WEHOM 3
Tl 0
YouocTiAki rpamMreraTvaHi Ph. Eur. 2.6.31 S 104 KYOlr <104 Y0/ %)
Bakrepii JOKYMEHTIB AR
Salmonella Ph. Eur. 2.6.31 BincytHiy 25 T vRa
B |
%

2
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Bionorica”

CEPTM®IKAT AKOCTI MINMIUMHRILNGIN

Bepcis: 1
Cuuynpe1'® TabneTku, BKpUTi 06ONOHKOK
50 wr., no 25 TabneTok y 6nicrepi; no 2 Gnictepu y KapTOHHIN KopoBui
1 TaBneTxa MICTUTL BUCYLUGHI NIKAPCLKL POCIAHM Y BUINAAT NOPOLUKY:
xopena ropevasku (Radix Gentianae) 6 mr
XgiToX nepsousity 3 uaweukow (Flores Primulae cum Calycibus) 18 mr
Tpaew wasmo (Herba Rumicis) 18 mr
kBiToK Syaunn (Flores Sambuci) 18 mr
Tpaeu sepbenu (Herba Verbenae) 18 mr
Kpaina supobHuk: Himeuyuna Cepin Ne: 7000216985
Kpaina npuaHaueHHA: YKpaiHa Poawmip cepii: 74795 ynakoBok
P.n. Ne UA/4373/01/01: [Nara supobuuursa: 14.10.2024
Bin 11.02.2021, 6e3cTpOKOBO, Tepwmin npupatHocri: 10.2027
3l aminamu (Haxkas Ne1294 Big 22.07.2022, Haxas  [lava fo3sony Ha BUnyck: 28.05.2025
Ne2794 Big 07.05.2024)
Bupo6HMK roToBOro nikapcbkoro 3acoby, Bionopuka CE
KOHTPOAb Ta BUNYCK cepil KepxenwTte#nepwrpacce 11-15
92318 M. Holmapxkr, Himeuyunna
Niuenain Ne: DE_BY_05_MIA_2025_0016
Ceprudpixar GMP Ne: DE_BY_05_GMP_2024_0024
MNepeutHe Ta BTOPUHHE NaKyBaHHA BioHopuka CE
KepxenwTeiHepwrpacce, 11-15
92318 m. HoumapkT, Himeuunna
Niuensia Ne: DE_BY_05_MIA_2025_0016
Ceprudikar GMP Ne: DE_BY_05_GMP_2024_0024
Bupo6uuurso in-bulk Portengopd ®apma 'moX
Octendennpaep Wrpacce, 51-61,
59320, Exnnirepnox, Himeuunna
- Niuensin Ne: DE_NW_05_MIA_2024_0020
Ceptudixar GMP Ne: DE_NW_05_GMP_2024_0039
Nokaznuky AKOCTI Mertoau KOHTPONIO Donycrumi mexi Pesynoyaru
Escherichia coli Ph. Eur. 2.6.31 BiacytHiy 1r BiacytHiy 11
3anuiKoBi POIUMHHUKN
2-nponaHon SOP 805764, sunyck 4 s 5000 ppm 36 ppm
aueToH SOP 805764, sunyck 4 s 5000 ppm < 5000 ppm
evaHon SOP 805764, punyck 4 < 5000 ppm 179 ppm
Arnkanoinw niponisnauny -
pannuHuin BMICT / penta nosa  SOP 805521, sunyck 2 < 1,0 mkr/perb 0,1 MKkr/aeHo
KinokicHe BU3HA4EHHA
XnoporeHosa Kucnota B PY PM 318/04 0.1 - 0,5 mr/rabneTky, BKpuTY 0,2 mrirabnetxy, BkpUTY
obonowkoo
®nasonHoig Q, 8 nepepaxynky B PY PM 322/04 0,05 - 0,30 mr/rabneTky, BKpUTY
Ha rinepo3na obonowkolo
®nasoHoin X, 8 nepepaxynky B PY PM 321/04 0,1 - 0,4 mr/rabnetxy, BKpUTY
Ha pyTosua 060onoHKOK
[enTionikpoana B PY PM 320/05 0.1 - 0,5 mrivabnerxy, BKpUTY
060NOHKOK
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Bionorica’

CEPTU®IKAT AKOCT! [IMMMIAMIMIRIIN

Bepcis: 1
CtunpeT® vabneTku, BKpUTi 060SI0HKOKO
50 wr., no 25 vabnetok y 6nicTepi; no 2 BnicTepu y KapTOHHIA Kopobui
1 TabneTka MICTUTL BUCYLUEHI NiKaPCLKI POCIUHN Y BUTNRAL NOPOLIKY:
xopenrn ropeqasku (Radix Gentianae) 6 mr
XBITOK NepsouBiTy 3 Yaweukow (Flores Primulae cum Calycibus) 18 mr
Tpasu wasnw (Herba Rumicis) 18 mr
kairox Gyaunu (Flores Sambuci) 18 mr
Tpasu sepbenn (Herba Verbenae) 18 mr
Kpaina sBupobuuk: HimedyuuHa Cepin Ne: 7000216985
KpaiHa npu3naveHHA: Ykpaina Po3awmip cepil: 74795 ynakosok
P.n. Na UA/4373/01/01: [ata Bupobuuyrsa: 14.10.2024
Bin 11.02.2021, 6eacTpokoBo, Tepmin npuparHocri: 10.2027
3i aminamu (Haxa3 Ne1294 Bia 22.07.2022, Hakas  [laTa nossony Ha Bunyck: 28.05.2025
Ne794 Bin 07.05.2024)
Bupo6HuUK roToBOro JIiKapCbKOro 3acoby, BioHopuka CE
KOHTPOSb Ta BUNYCK cepil KepxenwTtenHepwrpacce 11-15
92318 M. Holmapkr, HimeuyuHa
NMiuen3sin Ne: DE_BY_05_MIA_2025_0016
Ceprudikar GMP Ne: DE_BY_05_GMP_2024_0024
MepBuHHE Ta BTOPUHHE NAKYBaHHA BioHopuka CE
Kepxenwreirepuwrpacce, 11-15
Niyen3sin Ne: 92318 m. Homapkr, Himeuyunna
Ceprudikar GMP Ne: DE_BY_05_MIA_2025_0016
DE_BY_05_GMP_2024_0024
Bupo6huureo in-bulk Porrenpopd ®apma M'M6X
Ocrendensaep Wrpacce, 51-61,
59320, EHHirepnox, HiMeuy4uuna
Niuen3ain Ne: DE_NW_05_MIA_2024_0020
Ceprucdpixar GMP Ne: DE_NW_05_GMP_2024_0039
MNokasnvkw skocTi Meroauv KOHTpON HonycTumi mexi Pe3ynsrarn
Bepbenanin B PY PM 323/04 0.3 - 1,0 mr/rabnetky, BKxpUTY 0,3 mrfrabnetky, BKpUTY
‘ 0B010HKOK obonoHkow
KopiHb ropedasku (Radix B PY PM 320/05 90-110% 105 %
Gentianae), po3paxoBaHu
yepea MapkepHy pedoBuHy
reHTionikposig
Keitku nepaougity (Flores B PY PM 321/04 80-110% 101 %
Primulae), poapaxosaHni yepe3
MapKkepHy peqoBuHy
¢nasoHoig X
Tpasa wasnio (Herba B PY PM 322/04 90-110% 94 %
Rumicis), pospaxosaHa yepes
MapKepHy pedoBuHy
dnasoxoig Q
Keitku Byaunu (Flores B PY PM 319/04 90-110%
Sambuci), po3paxoBaHi uepes
MapKepHy pevoBuRY

XNOporeHosa xucnora

cTOpiHKa 4 3 5




Bionorica’

CEPTU®IKAT AKOCT! MINMMIIUTINRINN

Bepcis: 1
Cuuynpe'r® Tabnerku, BKpUTi 0GONOHKOK
50 wr., no 25 TabneTok y Bnicrepi; no 2 6nictepu y KapTOHHIM xopobui
{ TabneTxa MICTUTL BUCYLUBHI NIK3PCLKI POCAWHYM Y BUCNALI NOPOLUKY.
xopensn ropevasxu (Radix Gentianae) 6 mMr
¥BITOK NepeousiTy 3 vaweukowo (Flores Primulae cum Calycibus) 18 mr
tpasw wasnio (Herba Rumicis) 18 mr
xaiTok Byanuu (Flores Sambuci) 18 mr
tpasu sepGeny (Herba Verbenae) 18 mr
Kpaina supobHuk: HimeyynHa Cepin Ne: 7000216985
KpaiHa npu3HaueHHa: Ykpaina Po3mip cepii: 74795 ynakoBOK
P.n. N2 UA/4373/01/01: [laTa supo6uuyrsa: 14.10.2024
Bin 11.02.2021, 6e3¢TpOKOBO, Tepmin npuaarHocti: 10.2027
ai aminamu (Haxas Ne1294 Bin 22.07.2022, Hakaa  [lata no3sony Ha sunyck: 28.05.2025
Ne794 sip 07.05.2024)
BupobHuK roToBOro nikapceKoro 3acoby, Bionopuka CE
KOHTPONb Ta BUAYCK cepil KepxenwrenuHepwrpacce 11-15
92318 m. Houmapkr, HimeuunHa
Niuensin Ne: DE_BY_05_MIA_2025_0016
Ceptudixar GMP Ne: DE_BY_05_GMP_2024_0024
MNepauHHe Ta BTOPUHHE NaKyBaHHA BioHopuxa CE
KepxeHwTehHepwrpacce, 11-15
Niyensin Na: 92318 m. Ho#smapkr, HimeuunHa
Ceprudikar GMP Ne: DE_BY_05_MIA_2025_0016
DE_BY_05_GMP_2024_0024
Bupobuuurso in-bulk Porrenpopd ®apma MmoX
Ocrendensaep Wrpacce, 51-61,
59320, Ennirepnox, HiMmeuuuHa
Niuenaia Ne: DE_NW_05_MIA_2024_0020
Ceprugpikar GMP Ne: DE_NW_05_GMP_2024_0039
flokaiHuku SKOCTi Meroau KOHTPOIIO Donycrumi mexi Pesynerarn
Tpasa Bepbenu (Herba B PY PM 323/04 90-110% 99 %
Verbenae), pospaxosaHa
uepes MapkepHy peyosuHy
sepbeHanin
Riamerp LUTaHreRumpkynb 8,1-83mm 8,2 Mm
Cepeans maca 3saxysanHsa (n=20) 247 - 273 mr 256 mr
Bucora LWraHreHuupKy b 46-51mMm 4.9 MM
Pbananaunn (y soai) Ph. Eur. 2.9.1 s60xs 24 xB

Yci nocunanna Ha £sponeicexy Sapmakoneio (Ph. Eur.) BIRHOCATLER RO 1T NOTOUHOIO BUAAHHA.
Dani ananijy Alcaiigna MiCUR Ta Yacy BUKOHAHHA.

SBIeHa BULLE IHPOPMaLIR € AOCTOBIPHOI Ta TouHOK. Lo cepi npoaykuii Gyno supobneHo (BknK;
ROBEAGHO KOHTPOND if AKOCTI HA BULLIE3AIHANEHIH AINSHAL] Y NOBHIA BIANOBIAHOCTI 3 BUMOL,

BIRNATOPHAM OPraHOM, @ TaKOX BiaNoslAHO A0 Cneundikauyii, wo MICTHTBLCR ¥ peecTpauiy
[ ’ﬂ Té ana:fj

daHHA Ta aHanisis Gynu nepernsryTi Ta BCTAHOBNEHO BANOBIAHICTL BUMOram GMP.
o
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