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AT KHIBCBKHA BITAMIHHHI 3ABO"
Yxpatua, 04073, . Kuls, gya. Konuniscoxa, 38
lpuiimansus; men./daxc (044) 461-03-08
Komepyiiinyi aiddin: (044) 461-03-31

Biodin xonmpomo sxacmi: (044) 461-03-34

Ceprudixar cepii N 4

Jo6aska niernuna «KBanesir® Axtupy
ITo 10 maBaemox y 6aicmepi; no 3 Gaicmepu y nawyi

Crnaz ua 1 Tabnerky: raypun — 200 mr (mg); L-rupoann — 100 Mr (mg); L-xaprirust — 50 mr (mg); nikornsamia — 20 Mr (mg); sitamin E -
15 mr (mg); unmk (y cxaani unHKy okeuay) — 15 Mr (mg); sitamin Bg - 5,4 Mr (mg); kansuilo D-nantoresar — 5 Mr (mg); sitamin B, - 4,8
Mr (mg); BiTamin B; ~ 3,9 mr (mg); mine (y cknaai Miai cynubary nesrarinpery) - 1000 sxr (Hg); vitamin A — 750 Mxr (Pg); donicsa
kucniora — 400 Mxr (Pg); Hox (y cknani kaniio Homuay) — 150 Mxr (Ug); cenen (y cknaxi Harpiio cenenaty)- 70 Mkr (pg); xpom (y ckaani
XpoMy nikoninary) — 50 mxr (pg); Giotun — 30 Mkr (Mg); sitamin By — 3 Mkr (Ug);

LonoMDXHI PEYOBHHH: JIAKTO3H MOHOTiApaT; Masir; cymimi ax niiskosoro noxpurts: Opadry White i Nutrafinish Orange; uarpiio
KpOCKaPME/I034; KMC/I0Ta CTCAPHHOBA; KPEMHil0 AOKCKA Konolanuid GesBoHHI, MArHIIO CTEAPRT; NOBIAOH; UMKNOLEKCTPUH; KHCOTA
ackopGiHosa.

Maca rabnerku: 1219 ur (mg) + 5%

Howmep cepii 420

Kinsxicts B cepif 9413 yn

[Mara supoGuuurea 12.20

HasBa kpainu npusnavuesns Yxpaina

BunpoGysauns nposeacte 32 TY V 10.8-35251822-014:2020 Hie a0 01.07.2025

Jliuensix cepis AB Ne 598093 punaus Jepmantoio cryx6oio Ykpaiun 3 nikapcskux 3acobis sia 04.07.2014p.

Csizourso npo srectauiio naGoparopii Ne 216 aunase Jlepwasnoio cnywboio Y xpaiui 3 fikapcsrux sacolis pin 07.07.2014p.
Ne TMokasuuku ' Bumory TV V 10.8-35251822-014:2020 Pesynsrarh
1 | 3osuimmilt suransn Tabnerku npoosrysatol OPMH 3 ABOONYK/IOIO TIOREPXHEIO, Bianosizae
BKpHTI muTiBkoB010-06070HK010.
2 | Konip Bi CRITIO-TIOMAPARYEBORO 10 TEMHO-TIOMADRHYEROTD Bianosigac
3 | Cepenns Maca TAGNETKH, MT, ¥ MeKax Bix 1097 10 1341 1211
4 | Tokcuuni eneMenty, Mr/kr, ue Ginbie:
CBHHEUD 1,0 He pusaneno
(<0,1)
MU' IK 1,0 He susaneuo
(<0,08)
Kasmid 0,1 He susneno
(<0,02)
PTYTH 0,03 He susnnexo
(<0,001)
5 | Panionykniny, Br/kr, se Ginbiue:
uesio - 137 200 He Ginbwe 7,80
cTpoHuiit - 90 50 He 6inowe 17,0
6 | 'MO (reneruuno Mondikosani opraniaMu) Bixcyrnicte . He sussneno
7| Nakysanus _Binnosinno zio sumor TY Y 10.8-35251822-014:2020 Bianosinae
8 | Mapkysanns Binnosiano o suMor TV ¥V 10.8-35251822-014;2020 Bianosinae
9 | YMosu 36epiranus 3a Temneparypu ue suime 25 °C i Bianocnilt Bonorocti nosirpa Biznosizac
He BHIe 63%. 36epiraTn s HeAOCTYRHOMY [te afTelt Micui.
10 | Crpok npugarHocri 2 poKH Bill 1aTH BUPOGHUITRA Boxuru 0
08 01 23

Anams suxonany: Hycrosir KB.

Bucrosox: Binnosinae sumoram TY VY 10.8-35251822-014:2020
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Bupodii: AT «Kifinveanpenapar, T/, (044) 49().,75;22
Jhzmaninn Ne2 1texy 3 supoGiunersa repany qropat rorounx pikapenkix sacoGin
Adpeca supodinmai aisumug: Ypaina, . Kuin, BY.L. (Z,‘m:cau‘:u|;cn.1<0m, 139
AJPeC MICISE IPOBCACII I ROITPOAIO HKOCT: Ypaina, 01032, s, Kis, sy, Caxcaranchiore 139, Biwtin koirpomo axocri
Hinewsis wa mipodnnurso; AENe295498 ]
Cizonso npo arecranio: Ne293 win 30.03.2016 |
Cepridpirar sizwosianocri GMP No001/2020/GMP|

Ceprndikar sxocti Ne 39251

Kopnazan®
TABACTIN, BRPITT IIBROBOIO 050NN KO0, 110 F25 mry
no 10 rabaeror y 8aierepi, 3 Guicrepn HENTHY
Frabaeri sicrur,: KAPBCILLOIY, Y Uepepaxysanui na 100 (V;u pesosiny 12,5 mr
PIT NeUA/L3THO1/02, pic 6eserporoso

e ; v
Cepist 0027797 : i

Kiz-rn, w eepii 16,632 Tue. yn i ‘ :
Jlrca sipotainerea 14.12.2020 Cod
Harva nicani ceprindsiary 28.12.2020 oo
MBI BHRONQI0 VB0 00T 3 MISSETS 1o pecerpaudiinoro noesizxeunn NUAJ3T 01102, smina Nely N2, reey
Mapwynaiast ao PHNeUCA/IITH01/02 (nawas MO3 Bid 28.05.2019 Ne1186),
T
No Hatisienysanng nokasia Bussiorn MEKS/ALL Pesyawrat aunicizy
I Ohie Tadaersir oxpy 07 hopst, sepiTi wisKoso10 S0A0HKO Biswosizace
POACHOIO KOALOPY, 3 OONYKA0I nmu:]mlfém. ABOME
HCPHCIURY A PHO-ICPCCIMEITNIL PHCKANIE 3 0af1ie]
CTOPOIN Ta0ACTRIL ‘ )
: Lienrisdnrann A Yh-cnekip » Binnonusie
B.BEPX Bianonsiue
30 Cvuposizion aominma,% Jloatinca A - ne Gianie 0.2 %. , Bianosizwe
Jomimgka C - ne Sismine 0,02 %. : ‘ Blanonize
Byiw-ski i gosimea = e dinwine 0,1 %. Biznonsizic
Cyma BCIX 20MIMOK ~ He iz 0,5 %, Bianonizae
4 Pommnewns. % [Ipenapar aac Brrpnstysar sistorn JibY, 2‘)" np ' Biwonizine
PCFHMCITORUIONY CTY1ICH posunnetnm kapneyaoiy (Q)
75 %o mist BMICTY, SUHIMCHOTO 1 PO “(fo§le:1;1 1 iy
rabacTry . :
S Oumopianicrs aosonani cammi, TIpenapar Mac BrpHsY B sosorn, sasuaeni g J{dY, Bizuonizae
2.9.40
O | MikpoGionoria qucrora Kpwrepit uptidtusmrmocri: 3araanse uncso aepadiny Bi,umonizoe
Mikpoopraniais (TAMC) - 1000 KYO s 1 1, ' S200 KYO
Kprrrepit npiiinsenocti: 3araanie wieno iq):i;xc,:rk(mn,\' i Biaom; e
ianceuenus pudis (TYMC) - 100 KYQ i}, : FR30 KV
Bizcyruicrs Escheriehia colin 1 r, : Binosiac
T} Kiasgicue sisngenns, se Bavier sapneansony v oaunifi vabuerid sac Gy din 11,9 mr 13.1
20 13,1 ar s epepasy iy 11 cepeanio sacy ratheri,
S Muapky s rizno MKSI ; Biaentae
|
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Ceprudikar skocti Ne 39251

Kopsazau®
Nt Haitvciry arns nol{.'mjuu\'n Busorn MICHAR Pesymnnar Uiy
Y 1 Yoaxonia 3rizno MK Bianosiia
Tepstin uprreniocti: 2.00 p. Upserringii o0 11,2022
Yatonig 3Gepirats: B upuriun.:ﬁ.uiii yiakonui npt restueparypi ue wnne 25 °C.
Bneuonku; Bi.(m(mi/uu';‘nu.\mr‘n:m MKSI J'l W%Mmu noesivrenns NeUA/II7TH01/02, syina Nel, Ne2,
TeReT saprysanusiao PITNg :@rﬁ‘i\&}lﬂﬂj’_ﬁ%{i\r’;}:"\i\\‘l()‘} Bin 28.05.2019 Ne1186).
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«lmal 8 sacRizyio, ane haseaca Bunie  indiy PN gn ra romnon, Lo cepiio apoaysiai Ovao  supodaciio
(BRANOMNOMIT  NARYBAHNS T8 MapKynanus) e
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Tioogkoori  wa noinesasaaenill o dasimnd oy nosii

FOPULIAL - OPIAMION, @ TAKOWK  RUIOBIANG A0 cHesuipikanist,
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‘neranopaeno sianosiniers GMPy
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TPB «hapma Crapme

Yypgisgyan Kl Bysuiap Bawusa Fonean, Syamiox 8 -
Jllgensin na napolmitrne coply AB N 501328
Cepmudlkar sinnosianocti GMP )07/2019/GMP

| Bipnin ynosrozaxenny ocit

o

KOSt Ne 7

05 = 03

CEPTHU®IKAT AHAJII3Y Ne 122/2021

Cxknapceke rocnopapereo /)
17

Teiipakc +38 044 28123 33

20 ;Z'JF mall: Nadiln.Stelmakh@acino.swiss
a6 !

KJIIBAC 20,

TabacTy, BRpuTI NAiBKORDIO 0fononK0N0, no 20 Mr
8 Gaicrepax Nel0, samaxonani b nauxy Ne30 (10x3)

Ne peecpaniftuoro
ROCHIRTeHHN:
UASLZ971/01/02
Tepuin o
peecTpauiiiioro
nocainIeHH:
GesCTpoKoBo

Cxman va ofHy TaBRETRY AUOUIX peHosHi: POBYBECTATRHY RabUiio 20,8 M y nepepaxyeanHi Ha PO3YBACTATHII 20 M.

Ne cepil; 420221 Kiumxicrs npomyxuii s cepi®: 11392 on.ym.

Hata nupofiunurea; 04.02.2021 Tepvin npraaTuocri: 02:2023

Jara soHTpoOmo! 25.02.2021

Koutpons sianoniano so: MK 13 sin 03.02.2021 zp PIT Ne UA/12971/01/02 ta-3v, A0 igcTpyxuil
HAUMEHYBAHHSA BUMOIH HOPMATHRHOI PE3VJILTAT
OKASHUKA JOKYMEHTALUT

Onte Tabnerit kpyrnoi QopMu, 3 ZHBOONYXIOI MORepXHew, RKPUTE  nninkopolo

oboNotkaio paRenora Konsopy, 3 pucxoio. Ha NONEPEHOMY POINEN BRIHO 182
WApH. 32 30BHIWHIM BUMIAACM MAIOTe Bimosizat mmvorms ADY. crorrs
«Tabrerxam.

Lrenmdirauis

2.1. Ha xposatorpaMi snnpoBoBYBAHOTD POSIHHY, OTPIMAINGTD TIPA TIPOBRACHI
surpoSynanng  «Kinekicue BUSHBMCHHA», MAC YTPHMYBAHHS OCHOBHOTO nixy
POIYBBCTATHHY Mac IGIrATICA 3 MACON YTPHMYRAHHA OCHORHOTO Niky po3yBACTATHHY
H3 XPOMATOrpaM! po3mHy: OpIBILILI 3 TOUNICTIO 40 %+ 2 %,

2.2. Y®-crexrp norsunaiist sunpoGoByBaore posunty B UanasoHi ZOBKIH KB,
81 220 1 fo 350 HM MOBHHEH MATH MIXCHMYM MOTIGIHAHKS npw Tl xe goskwi
XBUA, W0 | YP-cnextp poaomy nopisnmines (2 nM):

Cepenns Maca Bi1300,2 aruo 331,8 M1 3191 mr
(316 Mr£5%)

Pogsunenns He memuie 75 % {Q) posysactatay sia Kinskocri, 3a3mauerol & posain «Craag na Bigrosisae
oy TafaeTiy» - 3a 30.x8.

Cynposinei nomiwii 5-Oweo gemiuka - ve Ginswe 1,5%; Bignmoainae
Jlakron - ne Ginswe 1,5%; Sianosinae

ByAR-aKa HERITOMA OANITHYHA ROMILIKY - He BibLIe 0,2%; Bianopinuc
Cyma Beix RoMiuIox - we Ginsitie 3. 1%,
. Buicr posysacravitny 8 onuili 1abnevui sMae BLANOBIMATH RFMOTan OV, 2.940:
Oauopinnicrs Po3y ¥ 8 on . i ihia R 5
Ly 150: 11,5250,
ZJ030BUHHX OSHHHUB

Mixpobicnoriua

Kpurepii npuiinstaocri:

HHCTOTA 3arasbre qucno aepobunx mixpoopranizvia (TAMC) ~ 10° KYO/r
Jaranure qucno apingraonnx i nricencurx 1pebis (TYMC) - 16° KYO/T;
Haspuicte Escherichia cali & 1 r— e onycxaeraes.
Kimicre
BHIHAEHHS:
PO3yBACTATIAL Bin 19,0 7o 21,0 Mr/rad. 20,2 MriTaf.
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HANMEHYBAHHSA BHMOTI'Y HOPMATURHOI PE3YALTAT
TIOKA3ZHHMKA JORYMEHTALUN
Ynaxoska Tloruuna signosizaru sumorav MKA J13. - Bigacsinae
‘y.-.mmwm‘
Mapryranns Topnuuo sianosiaatn sumorax MK J13. ,,.g;f'aﬁ? @?T\\, Binnanigac
(,'v",‘ )

]
&

Buenoeok: Binnosinar sustoram MKS JI3 sl 03.02.2021 no PII Ne UAST 297:1_{0!‘ ¥

W

Kepims: JIK31 ALE. Kocgxo 7
TLLR. ]]laﬂ\u\&%(k%
e
Bucnosox: V.Q;:(,‘_,m; acSo

Uust s minrsepaskyto, wo mpusefiena aume indopaaunin ¢ averogipnow i T?-hlom*.“ﬁ;’; cepis Syan purovosaena (BRAIOYAIOUH
ynaRoBKy/saprysanis) i 6ys nposeacinii korpons 1 skocti 1a siunesxazanli givbauLi ¥ nossiit sianosianocti 3 sustoravn GMP, a
Takom y siguesignecri 3i cnewidikanisam, skl sictaThen B pecerpauiiiaomy nocse. Iporokost sipobunursa, ynaxesm Ta ananizis
Syan nepersimnyri i Reranosaci nignosinuicts savoras GMI. k
Hpenapar goasoseno a0 peanizayii.

Yiosnosurena ocoba 1LO. Crenmmax -
TLLE. nifnnc
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