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Kpaina-sipobuux

Yurpuina

Halnerysamay BETH(LW Homep cepif: 02664006
NPORYKLL:

Jlirapesks dopaa: CYNOIHTOPT perTasbul

Peecrpauisine PIT XeUA/7070/01/01 (gtic e obmenenc) Poamip cepii 10385
(CCBILAYCHAS;

{yr. it ra iny;

ynaxonox Na| ()

Craa pitfaxtasaicrs

L cynosarepi mictimy: Genapons CRCTPAKT YL

Cynoanropii Temmo-Bypora KOANLOPY 3 XAPAKTEPHHM
JANAXOM INTRMMOIY, KynenogiGuoi opan. fonyekacTues
HAABHICTL HATLETY Ha MOBEPNHI CYNOINTOPIHO,

((4.8-52)1)  (Belladonnae  extractum spissum}y | Hara wowTens 2020
axeTparedt 20% (of/06) yranon) (y nepepaxyeatil | anpolinurea;
Ha o cymy anxanoinis 0,0002) r)-0.015 r ( 15mr),
. ixTammon - 0.2 r (200umr). &
Bun i possip ynaxonskn: Flo 5 cynossropite y Gaicrepi. 1o 2 Saictepr s manwd | laTa saxindenn 102022
3 MApKYRAHIAM YRPATHCLKOIO T POCIHCHKOIG MOBAMIY TePMIiRyY
1 (ipusaTHoCT ]
‘ Mo neu:;ibnl:t'caul‘f ) 4“.!&?@.-1—'&:@@' ' Pegysiwrary
: a5 E BLion KofiTposio .

Ba . MIKS,
Bisyansno

Cynionrropit
TeMHu-Gyporo

LCHOGH

BHIPOBOBYBARDIY po3uMIy.,

Onnopianicty

Matore Byt onuopinnnme, Hae 3P MAOTE ByTH BiacyTH
BRPRURCHHL, AONYCKACTLOR HAABHICTL MTOBITPAROID
CrpiicHa abo ailtkonoaidnol arnufuny,

a .3
MKSL Y.
1. LedliRapeski
3acobi ana

KOALOPY 3
XAPEKTEPHAM
Onne 3anaxom
EXTaMMOAYy,
Kyacsioaifuoi
MaloTh BisnosingTy srvoram HOY, er.«fliapeski sacoby BopMiL.
S PERTATLHOTO 18CTOCY Ry, N, Bianoni naror
Liewrudhcania Xapakrepna peaxiin Ha aMoniro coni | CONi JIETKMX OCHOR 3an.2.1 MKS. E
Astiar L Mac §yTH NOIRTHBHOW0. AdY, 231, 3azosiasHo }
Ciprosoden b4 13|-mpoﬁnsyr1aﬂomy PO3YHHI YTROPIOETHES 1A, 3an.2.2 MK, Jagorino
Konsoposa
- . peaxiliy. - pemse
Amxazoton Y BunpeBoBysaHoMy postiNi 3 ABNSCTOT HIBHIKO 3an.2.3 MK4. 3aaosiaske
fpynu mponany sunKamoue dionerose 1abapraens, Koinoposa
L — - peakis, SRR
inoghinena YIB0pIOETses 3aCTHIRKE IWHPOBHI WAD Ha AOBCPXH 3an.2.4 MKA. - Zanosinkao
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/"/7% M A 59y
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Cepeana maca Bia L0530 r no 1.365r 3a n.d MKS. 1300 1
- APY, 295 ;
Yae He Gisnine 15 xs, 3a n,5 MKH,
poss’sicieng by, 2922 3 XBHIHEu i
Oauopinnicrs MaioTs sianosizars sumoram 1Y, 2.9.40 {MI1B) 3a n.6 MKSE !
DOIOBANIX [MprliManeie uicao mae Gy <150 DY, 2.9.40, Biznosiaaors
ABHNIEL Heby, 146 i
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[ Haimenysaiug npoaysuic. - BETH 0,}“{3? Howmep cepit: 02004006
i Jikapeera popma: CYNOIUTOPIT pekTanbii
MiwpoSionoriuma | B 1 r ppenapary mae ByTH; 3a n.7 MKA.
YHETOTA SATAALHE NHUCHO KUTTEILATHAX ALPODHNN Mikpoopradiamis | ADV, 2.6.12, M . 10
— ne Bimswe 10°; 2.6.13, N, Pele
'%E:;:IL:;ZI(;O‘IZHOHO APUKAKCBIX Td NHICEHERUK Ipl—lﬁlB - He Mesiwe 10
Kinnricne He memue 4,16 r 6 oxnomy CYRSINTORT y nepepaxynxy wa | 3a r.8.1 MK, _
Brauauténus COPEAHIO MaCy CYOIHTOPII0. Meron 025r
fxmaaron THTPYBAHHA,
G ascanofdis | Bia 0,00018 5 a0 0.00027 r o CAHOMY CYNO3HTOPIT v 3an.8.2 MK,
Kpacagri NIEPCPARYIIKY Ha CEPEHIO MACY CYNOIMTOPIIO AdY, 2.2.25. 0,00023r
MeTou
abecopbuiinoi
enerTpodio-
TOMETPil B

yibTpagioneroniit
i BRAUMIT

oBnacTIx. L

| Ynakosia Bianosigac MKS$I

Maprysanung BizsosifHo no anreepamenoro TeRCTY MapRysanna (5in 09.08.2017)

Mpadhiug . ; . , ; st P

mﬁ:)q:amciuﬂ 3riaxo savepaxkenux opHrinan-sakeria, PO3MILICHIX R Coneif aBTOMATHIOBAHTH IndopmaLiiisif

P cieremi epnicayutu Yipainn (sunui sin 22.08.2018)

ynaxoBkn

KOMEHTAP) Ymonn sOepiranns : 36epirari TIPH TEMMepatypi ne smne 25 °C

3aana opo ceprudikauio: [lum g JWCBAYIO, W0 Hanenena mHwe HdopManin ¢ AOCTOBIPHOIO T8
T04HO1. Lo cepiio mposyknit Gyio supoGaeno (BKAOYAIONH FAKYRAHHI T4 MADKYBaHHA) T2 NPOBERSHO
ROHTPONL 1T AxocTi ma mipkue skazanif ainkunw ¥ noorilt signosinsocTi 3 eumoramu GME,
BCTANGBACHHMY MICHCEHM PETYRATODNIEM OPFAMOM, ATIAHC 3 4 HIHHM 38 KOHOAABE 1M Yicpaliu, & Takosx
BIANOBIAHG R0 cneum(ixauil, wo MictarTses ¥ peectpauifidosty aocwe. Tlpotokoan sMpoBiuTaa.
NAKyBAHHA T aHaNi3ie Gyno neperanyTo Ta BeTaHoaNe Ho BianosiamieTs GMP.

Cepisi roTonof spoayruii 02004006 sianasinae prsoran MKHA J13 31 3misavn no
Pecerpanifivore nocsinventn M P N UAMGTOOLI0L  (Haras A92] ain 09.08.2017
AOIBONAETHEA H0 peraizaniy

BupoGuuun ainbumun. Axpeea: 61115 Yrpaiia, Xapkincnke06a., micto Xapkin, syrmiua Cesepuna [lotouskoro, Byaunok 36
Jlinenain: copis AB No 301356 sig 08.02.2011 p- i

Csinourso apo areetauino BKA N 337 pig 09.03.2017 P (Bugano Jepwasrow crysSok Ykpaliy 3 alkapeskux acobis ta
KOHTPONK 38 HAPKOTHKAM H)

Ceprugivar GMP 019/2020/GMP sin 23.03.2020 p- (sunanuk Hepwasnoto ciysboio Yrpainn 3 nikapcskx 3acodin 1a
KONTPORIO 30 HAPKOTKKAMEH) .
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poaysuitc  BETHO | Homep cepit:
Alikapebia Gopua CYNosUTOPii pekTanpHi )
Hultmenynans ' M e ,-';‘“‘ L PesyqetaTn
LE v B:mam cueumpmﬂma’ SYORI
HOBAZHUIA ~ KOHTPOAIO

!\"(m;mﬁammr iuna
UHETOTR

Bir npus{zpmy wMae OyTH:

IATATBIE HHCAC MUTTEIAATHIX aepolHux Mikpoopranismin
- e Biasipne 107;
argiaLHe HUCHo ﬁ}f?iﬂ{.’i)ﬁ{)iﬂ'ﬂ{ TA IWICEHERNK FpH{)iB -~ HE€

Ginniue 10°

3a .7 MKA,
HdbV, 2612,
20613, N,

Menme 10

Memue [0

i Kinpricne He menme 0,16 v B opnomy cynosiropil v nepepaxyiky va | 3a 8.1 MIKH,
Baszusuennsn CEPRAHIG MACY CYTIO3UTOPIO. Meroa 0.257r
Ixmavaron TUTPYBAKH.
Cyvsia aaranoidie | Bin 0.00018 ¢ e 0,00027 r s oxnoMy cyrosnTopii v 3an.8.2 MKSL.
Epacaain TepepaxyHKyY Ha Cepeanio Macy cynesurepio bV, 2225 0.00024¢
MeToxn
abcopGuifiaol
crieTpodo-
; ToMeTpil B
5[ yasrpadionsTosii
| | BrAMMIf
o ofinacTax. R
YiaKonk: Binnosizae MKH
MupryBauns Bianesizso A0 39TREPLKCHON0 TCKCTY MapryBannsi (aid 09.08 2017)
padiune Iri . . : o _— e .t s mn
TIAHO 3ATBERIKEHNY OPUTIHAA-MAKETIB, POIMIIEHHX B ¢ AMEIN aproMarTHiosanidl indopyvaniinii
| mibopueaetiny cheremi depaireayxtu Yepainy (unnunii 5l 22.08.2018 p.)
YII@RUBKH i
KOMEHTAPI Yyony 30epiramns | 36epirary npy Temnepatypi ne srue 25 °C

Yunpa npo ceprudiraniio:
Toauote. Lo cepiio npoaykuil 0ya0 supodieHo (BRMOMIIONN DAKYBUHHA Ta MAPKYBAHKA) T2 MIPOLeasHo

KOHTPOAL 1 SKOCT

Hil

sraae Brazasii Almvowui vonoseii sianosimnocri 3

Him s tacsimayio, wo uaselena BHwe indopyais ¢ Z0cTOBIpHO T2

susmoram GMP,

BCTRHOBAEHHMH MICLICRHM PETYARTOPHEM ODFAHOM, SP/IHO 3 UHHHHM 3BKOHOABBCTEOM Y Kpaili, & TRRO®K

Bianesiano 4o creuxdicauif,

MICTHTRCA ¥

HL peccTpaLifinoMy 1oCHE.

BAKYBAHHA T2 aHATI3IR BYA0 NePeramiyTo Ta BETanoBAcHo Binosiuicrs GMP,

Cepist

Bid 13&:5:1‘1113:1 i

roToBoi
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npoaysadl 12004001 sinosizae suvoram MKH I3
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-
3 Aminamn Ao,

Bupofunua sinsHuns, Ajgpeca:
JHintensin: cepin AB Ne SO1356 5in 08.02,
Caigonrso npe areeraniio BKH Ne 337 sia 09.03.2017 p. |
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3 MAPKYBAHAAM YKPATHCLKOIO T8 pOCiHCEKO0 MOBaM

TepMity
OpyIAT HOCT]

Hallsenynaysy BETHOJI®, Homep cepii: 12004002
npozy Kuil:
Tikapesia dopaa; CynosuTopil pextannii _
Peecpaniitue PH MeUA/T070/01/01 {nie e OGM{*,)KEHO) Poamip cepil 10330
nocsiquerss; (¥, wr. ra i) yrakoBox Nel0
Kpaina-napebumk Yrpaiua
Cana xiy/akrussicTs I cynosuropiit Micrurs: Senagonn e‘iu;t’pakr rycriit
((4,8-5,2):1)  (Belladonnae  extractum - spissum) | Hara Gepesens 2021
akeTparenT 20% (06/06) stanon) (v mepepaxysausi | BupoSHUITRA:
Ha Cymy amkamoiais 0,00023 )-0,015 r (15mr),
ixrasson — 0,2 r (200mr).
Bua i posmip ynaxosru: Mo 5 cynosuropiis y GnicTepi; o 2 Gaicrepn B nauui | [lata sakiguenss 03 2023

Cyme arxaioidia
Kpacaer

Meroa
abeopduiiinot
cnextpodoro-
seTpil B
yavrpahionerosi
B i puanmif
ofsacTax.

C) nos"ﬁa’mpu TEM Hc}-ovpom ]sO‘Ipry 3 XapakTepHuM 3*1 il MEKS, Cynosnropil
3AMAXOM IXTAMMONY, KynenopiGHoT dopast, Honyw&e}uﬂ Bizyaasuo TeMHO-0ypoTo
HASBHICTS BANLOTY HA NOBCPXHI CyTIo3HTOpHO, KONBOPY 3
XBPAKTEpHEM
Onuc 3A1AXOM
IXTaMMony,
Kyaenopibnol
Maiots nianosizaru sisoram OV, ¢, «Jhkapcm 3acobu dopun.
A1 PEKTAIBHOIO 3acTocyBantm:, N. Bianoginawte
Tnenrndixauin Xapakrepua peakitis Ha aMogiio comi | co/ii AeTKEX 0CHOB 3a 2.1 MK
Anmiar sae GvIy NOSHTHBHOIO. APV, 231, 3aa0BinsHo
Ciprogodenn Y BUnpoBoByBAHOMY POSUMHI YTBOPIOETLCH r_'a:ia.‘ 3a n.2.2 MEJL 3anosinsro
Koanoposa
peakilii.
Aaranoiou Y BunpoSOBYBAROMY POIMMHI 3 ABAKCTHCA INBHIKO 3a1.2.3 MKA, JaAcsinsHo
EPYRIE MPONTHY 3HpKaoue ioaeTone 3abapsnets. Kosnsoposa
peaxiis.
Ainohizona Y TBOPIOETLCN 3RCTHITIHIL IKHPOBIT LAP HA HOBEPX: 3an.2.4 MK 3a0BliEHD
GenGeU RHNPOGOBYNAHOIO POTHIEY, )
Ommpmmc (¢ Murore ByTi oxmopinunmm. Ha spial meiors 8yt sizeyrai | 3a w3 Binuesinaiors
BEDEULEHHS, FOTIYCKAETLCA HEABHICTS [IOBITPAHOIO MKA DY,
cTpions abo NAzonoaiGHoT saraubmy, er. «ilikapesrd
38C00H LTa
PEKTANBEHOTO
3acTocyBaHi N.
Cepeans Macy Bia 1,030 0 1,365 ¢ 3a .4 MK 1,300 r
JDY, 2.9.5
Hac He Gineuze 15 xs. 3a 1.5 MK
POIM’ SIKBICHHA Joby, 2922 3 XBunwHK
Onnopignicts Muarors slanosinatn suvoran DV, 2.9 40 (MIB) 3a p.6 MG
AO30BANAY TMpnitsasnibie gueno mae Syt < 15,0 JldsYy, 2.9.40, Bignosigaiors
OANHHIE Y, 2225, 0,34
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: HalmeHyBanis Apoayrnil:

: Jlikapepka Gopya;

BETHOJ,
cynoznTopii pekTaibii

Howmep cepil:

12004002

Jassa ppo ceprudixaniio: um 5 3acRiatyio, W0 HABCAGHE BHILE iHopMaIis € AOCTORIPHOIO 'fa

younowo. Lo cepiio nponyxuil Oyno-supodieno (BRIIOUAITH NAKYBAHHA T4 MApKYBEHHA) T4 OPOBEACHO
KoRTpoms Ti AKOCTI 1A HIDKMe BRasanif gimbwuul y fopii sinnosianocti 3 susorasy GMP,

BCTAHORZSHIMH MICUCBHM PErYIATOPHUM OPraHOM, STIAHO 3 HHHHNM 3AKOHOAABCTEOM Y KPaTRy, a TAKOWK

BIANOBIAKG N0 creumdikauii, no  MicTsTRCS y peecTpauifinomy AOChE. Ilporoxont BupoOHHITEA,

naAKyBAHAA Ta ananizis GyNo NEperntiyTo 1A BCTAHOBNEHD BianosiasicTs GMP.

Cepin rovonei npoaywuii 12004002 wianosizac smmoram MIGI JA3 31 3miuavn o
Pecerpauiiinore noesinuensn PIE N U ATOTOOL0Y (Hakas Ne921 gio 09.08.2017) T (03B0THETHER
&0 peanizanii

BupoSuuua ziibunng. Axpeca: 61115 Ykpaina, Xa Kinchid 064, Micto Xapxis, sysuus Cesepitna 11oToin,x010, Gynunok 36
! P p pKis, )

Jinensin: cepis AB Mo 501356 5in 08.02.2011 p.

Cainoirrse mpo atectanio BKA Ne 337 sig 09.03.2017 p. (sraano Hepwasiow cny#do0 Yipaiuu a ai

KOHTDOAIO 38 HAPKOTHEAMH}

Ceprudivar GMP 019/2020/GMP sin 23.03.2020 p. (Buaanuit )lepwantoro cayskboro Yipail

KOHTDOITIG 38 HAPKOTHKAMI)

: e PO
Mikpobionoriuna | B 1 r npevapaty Mae Dymi: 3a n.7 MK
HIECTOTA JATANbHE MHERO KITTEIAATHEK AacpoSHpx Mikpoopraunismis | OV, 2.6.12, M. ;
e 3 ; enuig 10
- pe Biappe 1073 2613, N
JArALHE UHCAO Apbkmxosux Ta naiceHesux rpubis — we ARG TO
Ginpuwe 10 ]
Kisbricae e menie 0,16 rB oaHoMYy CYNe3HToDPIl y nepepaxyusy ua | 3an.8.| MK
Basnagennn CepPeRHIO MACY CYHOIHTOPHO. Meron 025¢
emavaion . ' _ THIPYBAHHS.
Cyma  amcaroivie | Bin 0,00018 r a0 0,00027 r B oanomy cynosutopii y 3a1.8.2 MK
KPACHBRY Nepepaxy kY RS CEPEAHIO MALY CYNOIUTOPIO ADY,22.25. 0,060023r
Meroa
abeopbuiitnol
cnexrpado-
TomeTpil 8
ynprpadioneronii :
i BuAHMIT
ofnACTAX. .
Ynakoska Binnosixae MKH ) ]
MapKysanHs Bianosiano A0 IYBEIKCHOTe TERCTY Mapryeauus (sid 09.08.2017) i 1
["padinne w5y R . . o o - 1
odhapmaeHis A0 ’}ﬁ;mep@cm}m (gp}ifll.-ldv’!"Ma!fC['lB, pic;:r.rs:uuz;;ﬂég( ’?O{a’zéwm apTomaTIORANI indopmaniinig
N — cuertesi Hepxnikesydn Vipaita (nnmindt sin 22.08.2018 p.) _
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