KOTIIA Ne 7/
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Yrpaiua, M. Kuis, 6y1epap Baunasa lasens, Syminox 8
Jivensis na pipobumicrao cepin AD Ne 501328
Ceprudixar sinnosinnocts GMP 007/2019/GMP
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Cknapicbke rocnonapcTso
CEPTHDIKAT AHAJI3Y Ne 411/2021

Temfpare +38 044 281 23 33
ity Nadiig/Stelmakh@acinoswiss

TOIMNIPOMAKC 100,

rafneTku, BRPHTL INBKOBo0 ofiosoukoio, o 100 mr
B OGnicrepax Nel0, sanawosani B mauxy Ne30 (10x3)

Ne peecrpanilinoro
HOCBIAMEHHS:
UA/987T/01/01
Tepmin aii
pecetpauiiinoro
nocBinYeHHA:

Be3¢TPOKORO

Crnant va oey TabneTky AiicHux peuoBdH: tonipamaty - 100 mr.

Ne cepif: 080621 Kinpxicrs npopykuil B cepii: 14055 op.yn.

Hara supobruursa: 31.05.2021 Tepwin npuparaocti: 05.2024

Jara konTpomo: 22.06.2021

Kowrposs pianoniano no:  MICH JI3 six 13.04.2020 ao PIT Ne UA/9877/01/01 1a am, o inctpykuii
HAUMEHYBAHHS BUMOT'Y HOPMATHBHOI PEIYILTAT
DOKAIHUKA AOKYMEHTAIUL

Omnc Tabnerrn kpyraol GopMy 3 ABOONYKICI) NOBEPXHEID, BRPUTI NHBKOBOID OGOIOHIOID

KOBTOTO KOAbOpY. 38 3OBHIlUHIM BHIJSZOM M&IOTh Bianosigats sumoram AV,
crarrs «TabreTkuy.

Binnosinae

2.1. Ha xpomarorpami Bunpo0OBYBAHOrO DOSMHHY, OTPUMAHOIO TNpH npoBeacHHi
sunpolysanns  «Kinexicne Bu3HAYEHHH», 9YAC YIDHMYBAHHS OCHOBHOTO Ky
roripamaty Mae 3GIrATHCH 3 Y3COM YIDUMYBAHHS OCHOBHOIO HiKy Toripamary Ha
XpoMarorpaMi posuHHY NOpIBHAHES 3 TounicTIo % 2 %,

Inentadicanis

22, Indpauepsonuil crextp BunpoGoBYBaHOTO 3pasky Mmac 30irathcs 31 cnexrpoM
CTAHHAPTHOTD 3PASKY.

Bin313,5mr 10 346,85 mp

323?2 Mr

Cepeaun Maca
(330 mr = 5%)
" Kpurepii npuitnaraocti MatoTe signosinaty sumoram JIDVY, 2.9.40: 5 3
Onnopimnicts i Bignosinae
P AVE15,0% (Ly);
O30BAHUX. ONHHHIIE
RS AVS25,0% (Ly).
e.Me 80 % TonipaMary Bijx kiaskocTi i «Crnay . .
PosumHeHHS He menuwre 80 % (Q) Tonipamary Bix kinbkocti, ska Brasana B posaiai «Cxnay va onay Binnosinac
Tabnerky» ~ yepes 30 xs.
Cynposiani Howminrka 1 Tonipamary (Tonipamary gominka A, ¢, CIUA) — e Ginsle 0,5%;
AOMimcs Byap-axa inpnsinyansta gomimka — ne Ginsiue 0,2 %;

Cyma nomimok - e Ginpue 0,7 %.

Cysndarn He Giapwe 0,15%

MikpoGionoriyna
YHCTOTA

Haseuicts Escherichia coli 8 11— ne gonvexacrson.

Kinsxicne

BH3HAEHHA!

TonipaMar Bin 95,0 no 105,0 mr/rab.

98,7 mrital.




HAHMEHYBAHHS BUMOTI'YM HOPMATHBHOI PEIVIALTAT
THOKA3HHKA JOKYMEHTAII
Viakosxa Tlosunna signosiaty simoram MKS JI3, Binnosigae
MapryBauns Tosuano sizposizath Bumoram MK Ji3. Bianosizae
Bucnosox: Bianosinae pumoram MK JI3 Bin 13.04.2020 o PIT Ne UA/9877/01/0
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BucHosok: e e
Usm 8 winTsepxyio, BI0 NpHBEACHA BHINE iHGOPMANiA € KOCTOBIPHOIO i TOWHOI. H,ﬂ cepig Gyaa BUroTOBICHA (BKIIOYAOYH
yoaKoBRY/mMaprysanns) i 6ys nposenennii KoHTPoIb i

il Axocti wa BRmenkasawii minsanui y nosuii sinvesiznoct 3 suMoramu
GMP, a Taxom y ignosinnocti 3i cnenudikanismu, axi MicTarnes B peccrpauiiinonmy nocwe. HpoTokony mxpoﬁrmuma, ynaKkosKu
Ta aHanizis Oyan meperysHyTi i Beranonrena sigmosiguicrs suMoram GMP. :
ITpenapas Jo3B0seH0 10 peanizauii.
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Yxpaina, M. Knig, Sysap Bannuss L'aseaw, G$iunos 8 KO n 'ﬂ Ng 7 F-mail: Natalia.Mindak@acino.swiss

Jiuemsin na nupoSHuLUTBO cepis AB N 501328

CuepruinaT sinnosinnocr] GMP 00772019/GM] A2 " Xr 2020 )

CEI[H(DIKAT AnAaY 555 Aggonapcree_ 22 —
; Ne peectpaniitnore
TOIIIPOMAKC 100, TIOCBiNYEHHS:
TadnerxH, BxpuTi nnixorow vboaonkow, no 100 mr TUA/9877/01/01
B Gnicrepax Ne10{ sanakoBani B mauxy Ne30 (10x3) Tepmin aii

peeetpauifioro
nocBizuenns:
BEICTPORTBO

Cxa Ha oy TABJETKY MI0YHX pe4oBHH: TomipaMaty - 100 mr.

Ne cepil: 1141020 KinkxicTs npouyKuii B cepil: 13005 oz.yn.
JlaTa BupoGHULTRA: 27.10.2020 Tepmin npanatwocti: 10.2023
Jara xourponio: 23.11.2020
IConTpoan sianosiuano Zo: MK I3 sig 13.04.2020 no Pl Ne UA/9877/01/0] iaam, 20 incTpyiuil
HAAMENYBAHHSA BUMOI'H HOPMATHBHOI PE3VJIBTAT
ITOKA3HHKA ‘ JOKYMEHTAIT
Onc Tafnerxu K?ymo'i {OpMK 3 ABCOMYKNOIO NOREPXHEID, BKPHTI NIIBKOKOK DOOIOHKEUO Binnorigac
JKOBTONO KQABOPY., 32 30RHINHIM BHMISKOM MAKNOTH BiZnopizary suMoram [V,
CTaTTH «Taﬁqﬁxemu». :
i~
Inewmudikauia 2.1. Ha xpomarorpaMi BHNpoSOBYBANOrO pOIIMHY, OTPUMAHOTO NPH 1IPOBEUEHH] % :

Bunpobyranna  «KinbkicHe BH3HAYEHHA», Hac YIPHMYBaHHS OCHOBHOrO Ti
TonipaMary imac 30iraTHCS 3 YACOM YTPHMYBAHHH OCHUBHOIO MIKYy Tonipamarty
XPOMATOIDUMI POSYREY nopipmsNs 3 TOicTIO £ 2 %,
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2.2. Iudpadepsoruit’ cnexrp RunpoGoryraroro spasky Mae sGirardes si enexrpor] -
CTOHAAPTHOTO 3Pa3KYy. "

Cepenws Maca Bix 313,5 wr 1o 346,5 mr : K i
' (350 mrx 5%)

Kpurepil npnitugtaocTi MaWOTH BiAMOBIaTH BuMoram JDY, 2.9.40:
AVsI5,0% (L);
AVs250% (Ly).

Ounopianicts Biuuosixae

JO30BAHHX OZAHIIHLL

He vicaue §0 % (Q) ronipamaty piax kinskoceti, fika Bxkazana » poanini «Ckaad Ha oaHy

POMUHCHRS rafineTicys Jepes 30 %, //,.;’»i W ;;’1* RNORijae
SN RLLIE NS
Cynposiani  Homimka 1 ionipama*ry (ronipamary nomimka A; ¢. CIHA) — ue Ginswe 0,59 ) “\( & ?@.
HoMiwky Byar-ska iHausixyansHa sloMinmka — Be binsme 0,2 %o; }; =y N aﬁi
Cyma pomitiok — re Sinswe 0,7 %. ,2' m\:x:‘ “}?
Cy.pdamn He Ginsine (,15% Wk N
e
Mixpobionoriuna uraibHe YHCA0 aepoSiux Mikpoopraismis (IAMC) — ne Giuswe 10° KYO/T. R e 10
HHCTOTA SarabHe upcno ApisaxoBHX i nuiceHernx rpubis (TYMC) — ne Sbieme 10° KYO/T. Menme 10
Haasnicts Escherichia cali 8 1 r— HC JonveKaersed. Bincyrui
Kinskicne '
BHIMAYESHHS:
TonipaMat 988 mrfrab.
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HAUMEHYBAHHS BHMOTI'H HOPMATHBHOI PE3YJIBTAT
[HOKAIHHKA JOKYMERTAINT
Ynakorka TTorHKHAA RiATORIlaTH RUMoram MICST J13. Binnosizac
MapkyRaHHs TosuHAO BiiNORIIaTH RuMoram MK ST IT3. Bianonizac

Brcwonok: Blnoninar numaram MKSE JI3 sl 13.04.2020 1o PT1 Ne UA/98T7/01/01 T4 3. Ko iscTpyscui

Kepinsnk jIK8 JLL. Kocenxo
ILLE.

Bucuosok:

GMP, a raxox y sinnosimocri 3i cne
Ta anaisis GyaM neperasnyri i Bera
IIpenapar 103R0JEHO 10 peadizaniv.

mbikaniamn, ski MicTATBCE B peecTpaniinomy aocne.
BJIcHd BianoBiaxicTs BHMoram GMP.

o

lum 8 niareepamyio, wo upnseaeHd sume ingopmania € aocrosipHow | Touromw. 1 cepin ﬁyna/;/;mi{;;ﬂn.
H Pt |

ynakoBky/MapkyBanus) i Sye upon(ll'eunﬁ koATPoasL W akocTi na sumenxasaniii aiabuauni y nosni ]x Wonu ﬁ 3 BHPIOL
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YnoeHoBaxeHa ocoba H.M. Mingax
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Ceprugizear nizngainmeri GMP 007/2019/GMP

CEPTHOIKAT AHAI3Y Ne 969/2020
r Ne pecertpardiinore
TOOIPOMAKC 100, nocninuenn:
Tabuerku, BEDHTI NAIBKOBOG o0osonKoI0, 110 100 sr UA/9877/01/01
8 Gicrepax Nelo, samaKopani p navuky No3( (10x3) Tepmin nit
PEECTPanitore
NecBietng:

Besctpoxono

Crna na Oty TablicTiy niounx PEIOBHH: Tonpasaty - 100 ar-,

Ne cepit; 1151020 Kimsxiers nponykuit » Cepit; 14905 omyn,
Jara supobunnrea: 27.10.2020 Tepuin mpuaaruocti: 10,2023
Hara kourpome: 23.11.2020

Kowrpons siuoninno no: M I3 nin 13.04.2020 10 PT1 Ne UA/98T77/01/01 12 ns. A0 THCTpyRUiT
HAHMERYBAIIHs BHMOI'M HOPMATHBHO] PE3VIILTAT |
TOKASHUKA ]{OICYMEHTAHII'

Orisie Tabnericn xpyraor thopsn 3 apoonyknon HOBEPXHCIO, BRDHTI IIBKOBOK oSenonicolo Bisuoniygae
WOBTOTO KOALODY. 32 20BHiNiM BUBZIOM  MaloTy, BiANOBRigaTH Busoram by,
CTaTra «Tabaeriny,

Lientndgizanis Z.1. Ha Xpomarorpami  BunpoGosysanolo bo3snny, oTpumanoro npu npoBcacHni Bi,unpni;[ag*"
sunpoSysaimy  «Kinbkicie BHIHANEHIAY,  wac  yTpumysanis QCHOBHOO  miky )

TOTpaMaTy smae 36irarues 3 HMACOM yTpunymanns CCROBIOTY 1Hky TonipaMaTy Ha

APOMaTorpami posukny nopisHimig 2 TOUHICTIG k2 04, ;

2.2, Indpavcpsonnii CHEKTp BunpoGosynanoro 3pasky stae sBiraticg af cmexTpoy| Biariosigae
CTAHAZPTHOrO 3pasiy. LF
— e . ——— ]
Cepeiun Maca Big 313,5 ywr g0 346,5 mr

331,6 mre
(330 arp 2 5%%) skl
. Kpnrepii UPHHHSTHOCT] MaroTh BUINOBIATH Busoran SV 2.9.40; ; ;
Onuopimmicr, ' Bignosinac
P AVE15,0% (L ); AABIE

AV=25,0% (L,).

AQ30BARMX QJIHIINTIL,

. . . . - -
Posiiiiciiug He srennre 80 9 (@ Tonipasmary niy KINLKOCTI, SKa Brazana g Pozsini «Cruay

TAONCTRY D - uepes 3{} xn.
Hominixa | TonipaMary

Cynposinni (ronipavary sosiwka Ay d. CIIA) - ne Ginpwe 9,
Howinuky Byne-axa ikgusiyamsma gomiua - ne Ghinine 0,2 %;
Cyma nominiok — ne Giupime 0,7 %,
Cyniparu He Ginewe 0,15%
MikpoGionoriyna 3aransiie uneuo aepobiux Mikpoopranisis (TAMC) - ue Giante 10° KV O/, Menme 10
YHCTOTA 3araneHe uneno APIKIKOBX | niicencsux pubie (TYMC)— 1 Binbiue 10° KY Oy, Menme 10
Hassuicrs Escherichiz colin | 1o HE ZONYCKACTR S, Bincyrui
Kinnxicue
BHIHAYCHH:
TonipasaT Bia 95,0 no 105,0 na/ra6, N Vi 100.0 amrfras.
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HAHMEHYBANIIS BHMOT K HOPMATHBHOY

PEIYILTAT
HOKAHHKA NAOKYMEHTAUIT »
Ynakonia Hornrira sinnopinay BAMOranM MICS I3, Bianonizac
Mapkysais Torwrko sinnosinary BitMOram MICH JI3. i N Biunosigae

Buenosok: Bimnoninae npstoran MESH JI3 5ix 13.04.2020 10 PIT Mo UA/98TTAL/01Ta 381, 1o ifkr]iy}cuii’

Kepisnux JK ALB. Kocerko

TLLE.

Brenosok: .
Lt u MIATEEPIGRYIO, 1ro NPEBEACHA BHIUE indopmaniy ¢ RocToBipuow 1 Tounoro, st cepia L0 v B
YUAROBKY/MapKyBanns) i OyB nponczenmii KOHTDOML i sxocTi 1a BHINCBKA3AHIA Kinbunuj ¥ noki
GMP, a raxom y BiAnesimzocyi 3 CHCUHBIKAUINNH, K] MicTSThed & PeecTpanifinomy mocse, [IporoRyt
T2 ananisie Gyan nepernauyrii seranosacna BiNOBiANicTs REMOraN GMP,
Hpenapar xosponeno 210 peanizandy,

YnosHosaxena ocoGa HM. Mia
ILLE.
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