AEPZKABHA CJYIKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU ¥ KAIBCHLKINA OBJIACTI

npos. Ceitymunol Haail, 3, m.Kuis, 02099, teén/daxc: (044) 5764041
E-mail: dls.ko@dls.gov.ua, Kog €APIIQY 37078774

BHUCHOBOK
PO HKICTL BBE3CHOT0 B YKpainy AikapchbKoro 3acofy

12.02.2025 Ne 4627/25/10

LPOHXUIIPET®

(HaiiMeRyBaHNS NMKAPCHKOTD 30c00Y 3rigHO 3 peecTpanifiHiM nocBigueHsM)
cupo, o 50 ma y gaaroni ; no 1 duiakony B kaprouniii kopodui

{thopma BUMYCKY, MO3YBAHAMH, BHA IRKYBAHHE JIIKapCEKOro 3acofy)

Houep peecrpaiitaoro nocsimuenns UA/8673/02/01 crpox aii peectpanitinoro nocsiauemus 01.01.2099

Cepis nixapcnxoro 3acoby Ne 0000208817 Kinsxicts BBesenoro nikapcskoro 3acoby 1830
BupoGuk bionopuxa CE, Himeyuuna
(naiimenyBalng srpobHIIKa TIKAPCLEOro 3a¢oby, Kpaina NOXOIKCHHA)
Breseno B Yipainy CrnineHe yKkpaiHChKO-eCTOHCBRE MIAPHEMCTBO ¥ GopMi TOBApHCTE2
3 o0Mmexken 010 signosigansuicrio "Ontima-Papm, JITH", inenr. xon:
21642228

{(uaiimenyBanns Ta Ko 3a €/IPTIOY wpuandHol ocobu abe npissume, iM's, o 6atbkosi dizrutol
ocofix ~ nigmprenmus, i Micle MPo:RIBARHA Ta peecTpinifinuil Homep 0BMKOEOT KAPTKI TIATHIKA
HojaTxis abo cepis Ta HOMEp HaCIOPTa)

Iporokoa pisyansuore konrpoao eix 05.02.2025 Ne 0328/5.

3a  pesyAsTaTaMH LEP/KABHOTO KOHTDOMIO BCTAHORIEHO, 1IN0 Jkapeexuil 3aci6 BeeseHo B  VYrpaimy 3

AOTPHMAITHAM puMor 3aKOHOAABCTRA WOAO 3a0e3HeyeHHA AKOCTE TiKApChKUX 3acobis,

Ba, s
B ;,.‘1‘..

Onnra EPLOMEHKO

GinhidanicTa figiisnme)




Bionorica’

AN

CEPTU®IKAT AKOCTI [lIMIMNINMMIIII

Bepocis: 1
BEpouxunpet®, cupon
50 mn y chnakoti, no 1 chnakoHy B KapToHHINA Kopobui
Oirodi pevosuHm: 10 1 (1o signosigac 8,92 M) cupony MICTATS:
1,8 r excrpaxTy Tpasu ueGpevyo pigkoro (1: (2-2,5)) (Herba Thyml vulgaris)
{excTpareHT: aMoHio posurH 10 %finiuepuH 85 Y%letadon 90 %ieoaa ouuiena (1:20:70:109));
0,15 r excTpakTy 8 aivcrs nntowa pigkere (1:1) (Folium Hederae helicis) (exeTparenT: etamon 70 %)
Kpaiua eupoBHui: Himeyuuna Cepin Ne: 0000208817
KpafHa npuanayeHnn: Yxpaiha Poawmip cepii: 10080 ynaxosok
P. n. Ne UA/8673/02/01 Hara BupoGHuuTBa: 18.09.2024
Bin 24.01.2019, GescTpokoBo TepMin npupartHocti: 09.2027
farta no3sony Ha Bunyck: 18.11.2024
BupobHuK roTosoro nlkapcbkore 3acofy BioHopurka CE
Niyenaia Ne: Kepxerwreikepwrpacee, 11-16
DE_BY_05_MIA_2023_0035/ROF-5G55.2-2678.1-4-421-4 92318, M. Holimapkr, HiMeudnHa
GepTudrikar GMP Ne: DE_BY_05_GMP_2024 0024
Buwesaanayena cepin Byna nepesipena slgnosigHo Ao 3aTRepMeHoT AokyMeHTaUT dipmu Ha Bponxunpet®, cupon.
floxazHukH Mezopgu LonyctumMi mew] PeayneTari
Onue
3oBHiWHIN BiEraAg CeHcopHwil adania Mpoaopa ceiTno-KopyYHesa piguHa. Bianoeinae
Y npouecl aBapiradua moxnvee
noMyTHIHES aBo eunagaHHR ocany.
Janax CeHcopHuii adania ApomatHwi Bignosigae
Cmax CeHcopHui anania Conoaknii Bignoeigaé
1Genmudpixaytn
TIWX — ¢hnaeoHolgie B PY PM 612/01 3rigHo 3 BUMOTaMUK Bignoeigae
TLX ~ canonluis B PY PM 626/01 3riaHo 3 BUMOorama Bignosinae
MikpotGionozfyna yucmoma Ph. Eur. 2.6.12/2.6.31 Ph. Eur.5.1.8,B8 Bianosipae
TAMC Ph. Eur. 2.6.12 < 10* KYO/mn < 40* KYO/mn
MakcwmanbHo AoNYCTUME 3HAYEHHSt:
50 000 KYOfmn
TYMC Ph. Eur, 2,6.12 S 102 KYQ/mn <102 KYO/Mn
MarouMansHo ACHYCTUME SHAUEHHA:
500 KYO/Mn
HoeuocTIikl rpamHeraTeHl Ph. Eur, 2.6.31 5 102 KYOimn < 102 KYOfn
Gaxrepl 4
Salmanella Ph. Eur. 2.6.31 BigcyTHi (y 25 mn) Blacyrsiy 25 mn
Escherichia coli Ph. Eur, 2.6.31 BigeyTHl (v 1 mn) Biacymiy 1 mn
Bumicm
Plakoro exkcrpakry yebpeutio a B PY PM 648101 95 -105 % 100 %
nepepaxyHky Ha THMOR
Tumony 8 PY PM 6458/01 0,004 — 0,010 mr/100 Mr 0,006 Mr/100 mr o
Plakoro excrpakTy nntolda B B PY PM 647101 95-105% 85 %
nepepaxytky Ha rejepaxoaus C
Tapepakozuny C B PY PM 647/01 0,013 = 0,075 srf100 mr 0,038 mr{100 mr =
CopBarty kaniio B PY PM 524/01 0,135 — 0,165 mrf100 mr 0,151 mr/100 mr
ETanony B PY PM 625/01 6~ 7 % (06/oB) 7 % {06/ob}
cTopiHKa 13 2
N et ia o fEAT
L]




Bionorica’

CEPTU®IKAT AKOCTI MMMV

Bepcis: 1
BpoHxunpet®, cupon
50 mn y conakodi, no 1 conakoHy B KapTOHHIA Kopobui

Lilovi peyosviun: 10 1 (o signosigae 8,92 mn) cupony MicTAT:

1,5 r excTpakTy Tpasu Yebpelo piakoro (1: (2-2,5)) (Herba Thymi vulgaris)

{(excrpareHT: amoHitlo pozuuH 10 %/rnivepuH 85 Y%/etanon 90 %/soga ounliera (1:20:70;109));
0,15 r excTpakTy 3 nucTa nniowa pigkoro {1:1) (Folium Hederae helicis) (exctparent: etanon 70 %)

Kpaina supoSuuk: Himeuuuua Cepia Ne: 0000208817
KpaiHa npyzHaveHsn: Yupaina Poamip cepii: 10080 ynakoBok
P. n. N2 UA/B6T3/02/01 Oata eupoGHuuTEa; 18.09.2024
Bin 24.01.2019, Gezcrvpokoso Tepmin npupatHocti: 09.2027
Hara nossony Ha sunyck: 18.11.2024
Bupo6HUK roToBoro nikapckKoro 3acoby BioHopuka CE
Jliexain Ne: KepxeHwreitepumpacee, 11-15

DE_BY_U5_mIA_2023__00351ROF-S('=‘55.2-2678.1~4-421;4 92318, M. Holimapkr, Himeuuuna
Ceptichivat GMP Ne: DE_BY_05_GMP_2024_0024

MNoxazHuky Mevoau Donycrymi memi Peaynikvari
pH Ph. Eur, 2.2.3 4,5-54 5,2
ABconwoTHa rycTaa Ph. Eur. 2.2.5 1,118 = 1,125 rfem® 1,119 riem®
BigHOCHA rycTitHA Ph. Eur. 2.2.5 1,120-1,127 1,121
TORAIRUK 2aNOMIEHHA Ph. Eur. 2.2.6 1,387 - 1,391 1,389

Cyxuit aanuwiox Ph. Eur. 2.8.16 2 30,0 % (m/m) 32,7 % {mim)
O6'em HaneBHeHHA {y npouect HowkymenTauin dipmy (FP-VO) 3rigHo 3 BUMOramu Bianosigac
aupoGHULTBA)

¥¢l nocunaniA Ha Seponeiicsky Gaprakoneto (Ph. Eur.) BIRHOCATECA A0 iT NOTOYHOTO BUAAHHA,
Dant ananiay giltcHl AnA Micys Ta yacy BUKOHAHHS.

Lium 2 3aceiguyio, W0 HaseaeHa BUU iHOPMALLA € A0CTOBIPHOIO Ta TouHOMW. LIk cephe npoayxuil 6¥no supobnenn (BrNYa0YN
naxyBsaHHAMMAPKYBAHHA) T8 APUBEAEHD KOHTPORL 1T AKOCT] KA BUuie3aaHaqeH]h AinsHull ¥ nosHii slaRosinkoctt 3 BuMorams GMP,
8CTAHOBNSHUMK MICLIEBUM PEryNATOPHUM OpraHoM, a Takox BignosiaHo 40 cneyudikat(ii, 10 MicTATCA Y peccTpauifiHomy Aocse, MpoTokany
BipobHNLTES, NakyRanty Ta aHanlais Gynu nepernauyTi T2 BCTaHOBNEHO BlanosigHicTh aumoram GMP.

croplika 23 2
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