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CEPTH®IKAT CEPII Ne 2024-14/40

Hatimenyganns LETHOJ®, Honsep cepil: 42004002
1poayKuit:
Jlixapeska opaa: CYNOSHTOPI pekTanbii
Pecerpantiiine PIT XeUA/7070/01/01 (nic Be oGumexceHo) Poauip cepil 10186
HOCBIAYCHUS: (yn.,, wr. ta in): - ynaxoeox Nel(
Kpaita-supoduui Ykpaiha
Cuna aii/axTusHicTs I cynosumopiii micomune:  Geaadonu  excmpasin
ayennd ((4,8-5,2): 1) (Belladonnae extractum spissum) | Hata 04 2024
exempuazenm 20% (06/08) emanon) (v nepepaxyeansi | BupoGuvuTRa:
na cymy  aawanoivis  0,000232)-0,015 2 (1542),
ixmaamon — 0,2 2 (200m2).
Bua i posmip ynaxosxu: Ilo 5 cynosuropiis y Gaictepi; no 2 Gaicrepn 8 nauui | [ata sakinuewus 04 2026

3 MapKyBanuAM yKpayHChKO10 Ta POCiiichO10 MOBaMH,

TEPMiHY
NPHAATHOCT]

Hatimenynauusn

Busory cnewidinaniy

MeToanrn

Pesvabrarn

AOKABHHKA KOHTPOIIO
CyriosnTopii TeMHO-Gyporo Konbopy 3 XapakTepHint 3an.l MKS. Cynosuropii
3anaxoM ixTammony, kysienoaiéuoi dopmu. JonyckaeTsesn Bisyaabno. TeMHO-0yporo
HAstBHICTS HANBOTY Ha TI0BEPXHI CYNO3HTOPIHO. KOSILOPY 3
XaApPaKTEepHIiM
Qunue 3AMAXOM
IXTAMMONY,
kynenosiénof
Maiots sianosizari susoram OV, er.wilikapeski sacodir hopmu.
AN PEKTALBLROFO 3ACTOCYBaHHY, N. Bianogisators
[nenwrugickauis XapakTepHa peaKiia Ha aMOHi0 cofli | CoAli NETKHX OCHOB 3an.2.} MKSL
Aatiax Mae OVTH NOZUTHBHOIO, DY, 2.3.1. 3an0BiALHO
Ciprogodens Y BUNPOOOBYBAHOMY PO3YIHI YTBOPIOETHCR a3, 3an.2.2 MKJL 3anoBinLHO
Konsoposa
peakuis.
Aaranoiou Y BUnNpoBoBYBAHOMY PO3UKHI 3’ ABARETHLES WBMUIKO 3a 2.3 MK 3anosinsHO
apynu mponany 3HUKaioue dionetose 3aapsieHHs. Konnoposa
peakuis,
Jinogiasia YTBOPIOCTLCA 3aCTHIIHI M HpoBHIT Wap Ha NoBepXHi 3a n.2.4 MKA. 3a40BUILHO
OCHOBQ BHNPOBOBY BAHOTO PO3UMHY,
Oanopianicrs Maiorh SyTi onuopinunyi. Ha 3pisi Mmaiots SyTn sincyThi 3an3 BianosizaioTs
BKPANJEHHA, A0TNYCKACTLCS HASBRICTL NOBITPIHOMO MIGL DY,
crpiokia abo nifikonoaiShol sarnubuun. cT. .«Jlikapehbki
3aco0u ans
PEKTANLHOIO
3acTocyBanH®s, N,
Cepeansn maca Bia 1,030 r a0 1,365 3a n.4 MK 1,300 r
APV, 2.9.5,
Yac He Ginbwe 13 xa. 3a .5 MKSIL.
poss’sikuieHns AdYy,2.9.22, 3 NBHAHKH
OnuHopianicTs Mators sianosizarh sumoram IOV, 2.9.40 (MIB). 3an.6 MKA.
21030BaHNIX [Mpuiinanbre yneno mMae Sytu < 15,0, JAdY, 2.9.40. Bianosinaors
OnHHHAL APV, 2.2.25.
Cysta anranoidic Meron
Kpacagru aGcopbuiiinol
CRERTPOPOTO= )
merpite . ° ;

yabrpadionsrosi
i 1 B
00acTAX,




. CEPTHOIKAT CEPIL Ne 2024-14/40

i Haiimes HYBaHHA NPOLKY KLIT: _BE’[‘HOJI'E', Hosep cepit 42004002
{ Jlikapcbra dopra: CYNO3HTOpit peKTaNbHi
3V 1,
Haitsenypanns I Meroanks Pesyabrati
Bumoru cneundirauii
NOKAIHHRE ROHTROI0
Mixpo6ionorivua | B 1 r npenapary Mac 6yTi: 3a n.7 MKSL.
THCTOTA 3aranbHe YMeI0 KUTTEIAGTHIN aepodHix sixpoopranismia — | ADY, 2.6.12, Merwe 10
He Ginswe 107 2.6.13, N, '
., | 3araiviie YHCHO ApiKAKOBHX Ta MAICCHEBUX TPHOIR — He Mewne 10
Gispiue 10°, '
Kinbricue He menwe 0,16 r B oguomy cynosutopil y nepepaxytky Ha | 3a 8.1 MKS.
BHIHAYCHHS CEPEAHIO MACy CYNO3HTOPIO. Meroa 025r
Ixmamson THTPYBAHHKS.
Cyma ancanoidie | Bin 0,00018 r 1o 0,00027 r b oanoMy cynosntopil y 3a n.8.2 MK4L.
Kpacasru NEPEPaxyHKY Ha CePeaHIO Macy CyTO3NTopito. AdY, 2225, 0,00022r
MeTon
abcopduiittol
crekTpodo-
TOMETPIT B
yAbTpadioneTosiii
i BHAHMIiT
ofnacTsix,
“YnaikonKa Bianogiio 16 MKS] - ~
Maprysanus BinnorinHo 10 3minug no Mapkysanust (6id 24.02.2021)
Ipadiune ; ; : ; ¥ s s —
P q 31‘1,’1H0 3ATBEPAACHEX OPUTIHAA-MARCTIB, POIMILIEHHX B €ANHIN ABTOMATHIOBAIITH n»r(bopMaumHm
oopMacHis ; ; o e G ionE nigan
cretemi HepaaikenyxGu Yxpaiun (asnnnd sin 05.03.2021 p.)
YIAKOBKI
KOMEHTAPI Vmoen sBepiranus : 36epiratu npa Temneparypi He suute 25 °C.
i Buxonaseun: TL.1.5. Mapaaporcnra H.M. Hara 12.04.2024 p
Hauvansuux BKA: | [11B. Keporknx 0.0, e Hara
Al | Lty 2

3aasa npo cepridivaniio: Liim 1 3aceinuyio, wo nasesena siule indopmauia € A0CTOBIPHOIO Ta TOYHOK,
Lo cepito npotykuil Gysio BHPOSAeHO (BKOUAIOUH NAKYBAHHS TA MAPKYBAHHA) Ta MPOBEAEHO KOHTPOL
il #KoCTi Ha HIDKYE BKasaHifl AlAbHMUI ¥ noBHIA Binnosiarocti 3 Bumoramu GMP, BCTaHOBRBHHAN
MICUEBMM PETYASTOPHMM OPTaHOM, 3TIAHO 3 YHHIMM 3aKOHOAABCTBROM Ykpainll, a Takoxk BiANOBIAHO RO
cnetndixaui, Wo MIiCTaThCs y peceTpauiiinosmy Aocke. [1IpoTokoal BUPOSHHITEA, NaKYBAHNKS Ta aHATI3IB
G0 MeperasHyTOo Ta BCTAHOBRERO Bianosianicts GMP.

Cepis rotoeoi npoayxuii 42004002 sinnosinac Bustoram MKST JI3 3i 3minamn (Haxkas Ne 347
60 24.02.2021) no Pecerpauiiinoro noesinyenns Ne UA/7070/01/01 12 103804s1€TLCSI A0 peanizanil

YuosHOBAKCHA TLLB. Tisuenxo H.B. ; | Jdara
- : !
ocoba Pl PR -t
!’/x/r VIO /f/‘/

Bupo6unua ginsHuus. Aapeca: 61115 Ykpaiua, Xapxiscska 061., micto Xapkis, synuus Cesepuna HOTOUbKorb\

Bymitiok 36
Jlineusin: cepia AR Ne 501356 Biz 08.02.2011 p.
CeinrouTso npo atecTauilo BKSI Ne 337 iz 09.03.2017

2acobis 14 KOHTPOAK 34 Hamenka\m) B
Ceprudircat ISO 9001:2015 Ne 211IQGHYS Bia 01.06.2021 p. (empannii AQC MIDDLE EAbT LLC)

3

p. (8aano Jlepwannoto caymwbowo Yh—pa'is-ufx i
3 NIKAPCHRIX 33C00I8 TR KOHTPOIO 38 HAPKOTHKAMM) e
Cepridicar GMP 055/2023/GMP 8in 30.06.2023 p, (pugasnii JeprkasHoto cnyx6oio Y kpalk 3 n,{capuaxn &




D-(( 17009004 A
Tpusatie Akuionepue Tosapucrao «JIexxis ~ Xapkisy

- - 61115, Yxpaina, Xapxincska 00il., rea. (057) 7-147-790.
I"pyta hapManesTHIHHX KoMnanii wicroXapa B ol R B e
sysmng Ceneputia Horounroro, Gymnor 36 wway, lekhimua

CEPTH®IKAT CEPII Ne 2025-14/59

Haitmenysanus BETHOJI®, = Howmep cepii: 52004001 g
NpOIy Kuii: T
Jlixaperka popma: CYNO3UTOPIT peKTabiii-"
Peccrpauiiine PIT NeUA/7070/01/01 ¢ 05MENEND) Posmip cepii 10271
[1OCBIIYEHHSI: . , (yM., WT. T2 iH.): ynaxoska Nel0.:
Kpaina-BupobHuK Ypaina Vi ‘
Cuna Jii/akTHBHICTH 1 cynosumopit Jite;: benadony  excmpari
aycmud ((4,8-5,2):1) '(5%/161{,{()}7}10(3 extractum spissum) | Jlara 06 2025
excmpazenm 20% (06/06) emanon) (v nepepaxyéanyi | BUPOSHILTEA:
na cymy ankanoidie  0,000232)-0,015 2 (15me),
ixmavyon — 0,2 & (200mz).
Bua i po3Mip yNakoBKU: Tlo 5 cynosuTopiis y 6nicrepi; 1o 2 GaicTepy B maulli Hara 3akinuenus 06 2027
3 MapKyBaHHsAM YKPaTHCLKOIO T2 POCIHCHKOIO MOBAMH. TepMiHy
IPUAATHOCTI
HalimenyBaHusi T MeTtoaukn PesyabTaTn
Bumorn cnenndianil )
HOKA3HHKA KOHTPOJIIO
Cynos3uTopii TeMHO-0ypOro Koibopy 3 XapakTepHum 3an. | MICA. Cynozuropii
3aMaxoM iXTamMMony, kyJenoni6Hoi popmu. Jlomyckaerhes BisyansHo. TeMHO-6yporo
HaABHICTh HANBOTY HA MOBEPXHI CYNO3HTOPIIO. KONBOPY 3
XapaKTEPHHUM
Onue 3anaxoM
ixTaMmony,
kynenoaibnol
Marots Bianosigaru simoram IV, cr.likapeski 3acodu dopmu.
ISl PEKTaNbHOrO 3acToCy BaHHs», N, BianosixaoTh
IpenTndikauis XapaxTepHa peaxiis Ha aMoHilo ol i coJli NETKHUX OCHOB 3an.2.1 MKSL
Awmiar Mae OYTH TIO3NTHBHOL. ooy, 23.1. 3an0BIIbHO
Cipkogooens | V BunpoGosyBaroMy po3unHi yTBOPIOETECH I'a3. 3an.2.2 MKSL 3an0BiNbHO
Konsoposa
peakuis.
Anxanoiou Y BUNpoB6OBYBaHOMY PO3UHHI 3’ ABAACTLCH WBHAKO 3a n.2.3 MKSL. 3a10BiNLHO
2pynu mponaty suukaioue Qpionerose 3adappieHHs. Konboposa
peakuis.
Jlinoghinena VTBOPIOETHLCS 3aCTHIANH XKHpOBUiL 1ap Ha MOBEPXHi 3a n.2.4 MKSL. 3an0BiILHO
OCHOBY BUITPOGOBYBAHOI0 PO3UHHY.
OpnopinnicTs MaroTs 6yTH OfHOpiAHUMHK. Ha 3pisi MatoTs OyTi BiACYyTHI 3an.3 Bianosinarwte
BKpATIeHHs, A0MYCKAETECSA HANBHICTD TOBITPAHOTO MKSL.ADY,
cTpwKHA a0 HiiikonoAiGHOT 3arnHbnIH. cr. «Jlikapebki
3acobu s
peKTaNLHOrO
: 3acTocyBaHHa», N,
CepeaHsa maca Bin 1,050 r mo 1,365r 3a n.4 MKJL. 1,300 r
DY, 2.9.5,
Yac e Ginpie 15 xB. 3an.5 MK
PO3M’ SIKLIEHHSI 4 XBUNHHH
OauopiaxicTs MaioTs siznosinaTi sBumoram IOV, 2.9.40 (MIR),
H030RATIHX TpuiimMansiie uucno Mac Sytn <15,0. BinnopigaioTs
OAMHULDB ) 0.84
Cyma ankanoioie
Kpacasku
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CEPTHU®DIKAT CEPIT Ne 2025-14/59

HatimenyBanHs IpoRyKuil:

12.6:13, N
3aranbHe YUCio ]lpbl()l)l(OBI'IX Ta ﬂHiCCHCBHX [‘pH6iB R e it

BETHOJI, Homep cepii: 52004001
Jlikapcbka popma: CYTIO3HTOPIT peKTabHi
HaiimMenyBanHs T MeTopHKH Pesynnramy
) Bumory enennianil
HORA3HUKA KOHTPOJIIO
MikpoGiosioriuaa | B 1 rnperapaty Mac Sy 3a n.7 MKS.
YHCTOTA Jarafblie YHCI0 KUTTEIAATHIX aepoBHuX Mikpooprauismis - | IOV, 2.6.12,
we Ginviue 10%; ¢ Meuwe 10

3asiga npo cepTudixauiio: Lum 1 3acBiNuYy:0, WO HABEACHA BULLC indopmMaLList € AOCTOBIPHOIO TA TOUHOIO.
Lo cepito npomykuii Gyno BupobneHo (BkiOUal0H NaKkyBanHs T2 MapKyBaHHs) Ta POBEJCHO KOHTPOb
i AKOCTI Ha HwKue BKasaHiil MiNBHELi y NOBHIH Bimnosigrocti 3 Bumoramu GMP, BCTAHOBJIEHKHMU
MICLEBHM DEryJIATOPHEM OPraHOM, 3TIAHO 3 4iHHUM 3aKOHOAABCTBOM Vkpainy, a Takox BiANOBIAHO 1O
crieundixauiif, mo MicTATBCA Y peecTpallifitomy socse. IIpoToKONH BHPOOHULITBA, NaKyBaHla Ta ananisis

Gyn0 nepervisHyTo Ta BCTAHOBJIEHO pinnosiguicts GMP.

Cepis roTosoi npoaykuii 52004001 Bignosigae suMoram
6i0 24.02.2021) po Peccrpauiitnoro nocsiguenns Ne UA/T070/0

JlupexTop 3 AKOCTI/
YnosHOBAXKEHA
ocoba:

Ousexcangpa JITBIHOBA

6inpwe 10%. Menwe 10
Kinpiicy He menme 0,16 T B OfHOMY CyTO3HTOPI] Y TepepaxyHKy Hal:
BU3HAY cepe/Hio Macy CyMOo3HTOpiio. 0,24 r
Dxmanmt THTPYBAHHSL.
Cyma Bin 0,00018 r 1o 0,00027 r B oHOMY CYTO3HTOPIT Y [32'11:8.2 MKAL.
Kpacagru nepepaxyHKy Ha CepejlHio Macy Cyro3uTopiio. JDY, 2.2.25. 0,00023r
MeTon
abcopGuiiinol
criexTpodo-
TomeTpii B
ynerpadioneTosii
i vl
obsacTsx.
YnakoBKa Binnosiano jo MKA
MapkyBanus Bignosinuo 1o 3minn 1o Mapkysanus (8i0 24.02.2021)
I'padiune . ; . ; . o 1 S
311160 3aTBEPIKENHX OPHIiHA-MAKETIB, POSMILUCHHUX B €LLMHIA aBTOMATHIOBAHTH iHpopmauiiinii
SOpREas cucremi depxnikcyxon Yipainu (unannii Bin 05.05.2021 p.)
YNaKOBKH i i
KOMEHTAPI Vmosy 3Gepiranns : 36epiraTi nps TeMnepaTypi He BHLLE 25 °C.
]l
{ AN
BukoHageub: Hens MAPJAAPOBCBHKA % Jara 24.062025p T %
Hauanbuuk BKA: Ounena KOPOTKUX HNata &) FhG ey O\,
Vi (4 28 I G \:
< Micrg S £

BupoGuuua ainsHuus, Anpeca: 61115 Ypaina, Xapkiscera o6
Jiensin: cepis AB Ne 501356 5in 08.02.2011 p.
Cainourso npo atecrauire BKsL Ne 337 sin 09.03.2017 p. (snaaso Ilgpm”‘lmoxo, Y
3 niKApCLKMX 3aC00inR Ta KONTPOAIO 32 HAPKOTUKAMH)

CepTidixar GMP 055/2023/GMP sin 30.06.2023 p. (srianwii Jlepxasioio EHBREOT

KpaiHu 3 HKAPCLKUN

3200618 Ta KOHTPOJIIO 38 HAPKOTHKAMH)
Ceprudixar 1SO 9001:2015 Ne 23EQLY24/R2 sin 06.07.2023 p. (Buaanuii Assurance Quality Certification LLC)
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