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AEPJIIKCITY)XXBA
AEPXKABHA CJIYVIKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOIIO 3A

HAPKOTHKAMH Y KHIBCBHKI OBJIACTI

npocnekt Banepis Jlo6aHoBcbkoro, 51, . Kuis, 03110, ren/tpakc: (044) 363-06-50
E-mail: d!s.ko@dls.gov.ua,h_ttps:ffwww.dls.zov.ug‘ Koz €IPTIOV 37078774

BHCHOBOK
Npo AKiCThL BBe3eHOro B Ykpainy JiKapeLKoro 3acoby

29.12.2020 Ne 71328/20/10

CIAJIIC®

(HaliMeHyBaHHA TIKAapCLKOrO 3aco0y 3riTHO 3 peecTpauiitiiM noceinuenmsm)
TabJeTKH, BKPHTI ILIIBKOBOIO 060.,10HK010, 10 20 Mr, 110 2 TabaeTKH y Gaicrepi, mo 1 6aicrepy
B KapTOHHI KopooOi

((opma BumycCky, n03yBaHRAS, BHA NaKyBaHHs 1iKapceKOro 3acoGy)

Howmep peectpauiiitoro nocsimaenns UA/17354/01/01 CTpok Aii peecTpauiitioro noceimzuenns 05.06.2024

Cepis nikapcbkoro sacoGy Ne D300423 Kinskicts BBe3eroro nikapcrkoro 3aco6y 200
Bupo6uuk Jlinni C.A., Icnianist
(naitmenyBaHHs BHpOGHMKaA nikapcskoro 3acoby, KpaiHa NoXoKeHH: )
Bsesero B Vkpainy Cuibne ykpaincbko-ecTonChKe miJnpHEMCTBO y Bopmi ToBapHcTBa
3 00MeKeHOI0 BiqnoBiaIbHiCTIO "Om'ima-(l)apm, JTH", inent. xon:
21642228

(HaliMeHyBaHHs Ta kox 3a €JIPTIOY IOpHAHYHOT 0co6H abo npiseuie, iM's. no GaTbKoB] (hiznanoi
0coGH - mianpuemus, ii Micue npoxkwusanns Ta PeecTpauiiinuii Homep 061ikoBoT KapTKK naaTHUKa
nozarkie abo cepis Ta Homep nacropra)

MpoTokon sisyansroro kouTpomo sia 23.12.2020 Ne 4563/2.

3a pesymbTaraMH JepKaBHOIO KOHTPOJIIO ~ BCTAHOBJIEHO, MO JTiKapchkmii 3aci6 BBeseHo B Vkpainy 3

AOTPHMAHHSAM BHMOT 3aKOHOAABCTBA MO0 3a6e3nedeHHs AKOCTi JlikapchbKHX 3ac06iB.
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527 ancronapa 2020 E,Aaeuiaa Ae na lnayerpia, 30
528108 ANBKOBEHAAC, (Maapua) .
Ten.: (+34) 91663 50 00 »

Ceptudikar BignoBigHOCTI

Ycim 3auikaeneHnm ocobam:
Uum A 3acsiguyio, uio HasegeHa suLLe iHbOpMaLlia € 4OCTOBIPHOK Ta TOUYHOH.

Cepis: D300423
Marepian: TA446404VUE
Hasea marepiany Cianic, 20 mr,2 Tab
Aara eupoGHuyTBa: 18 notoro 2020

Ul cepilo npoaykuii 6yno supobneHo, BKAKYAIOUM NaKyBaHHA/MapKyBaHHA Ta MPOBEAEHO KOHTPO/b AKOCTI Ha
BULIE3A3HAYEHI AiNbHULI ¥ NOBHIN BignosigHOCTI 3 BUMOramu GMP, BCTAHOBAEHUMU MicLIEBUM PEeryNATOPHWM OpraHom, a
TaKOX BIANOBIAHO A0 cneundikauii, Wo MICTATLCA ¥ TOProBiit NiLeHsii KpaiHu-imnopTepa abo vy aocke cneumoikalii Ha
npenapar A48 40CAIAKYBAHOTO NiKapcbKoro 3acoby.

BupoBHMUTBO NPOBOAMACCH NI HOHTPONEM NiArOTOBNEHOTO Ta KBaniikosaHoro NepcoHany y BiANoBIAHOCTI 40 NpUMHUMNiB
€C, srasiskamu 3 HanemHoi BupobHuyoi Mpaxtuku (GMP).

BuxigHa cMpoBMHa Ta naxkyBanbHi matepiand npoWwaM BunpobyBaHHA, B pesyneTaTi AKMX Byno nigTBepgeHo TxHio
BIANOBIAHICTL BUMOraM HOPMATUBHO! AOKyMeHTaLi.

3pasku npenaparis, B3ATi 3 faHoOi cepii, NpolwAK nepesipKky i TECTYBaHHA B KOHTPONbHO-aHaNiTMYHKUX nabopaTtopiax
HaBYeHWM nepcoHanom, 6y/o NiATBepAKeHO IXHIO BiANOBIAHICTL HOPMaMm 3apeecTpOBaHOI cneumdikauli (ame. gogaHuii
Ceptudikar Axocri).

KoHTponbHi 3paskm, B3AT 3 4aHOI cepil, a TaKOX BignoBigHa AOKYMEHTAL|A 3 BUrOTOBNEHHA Ta TECTYBAHHSA, 3aapxisosaHii, y
pasi HeoBxigHOCTI, MOXYTL BYTH HaAaHI.

Y pa3-6yab akux sigxuneHb Big BUPoGHUYOro npouecy ue 6yn0 33l0KYMEHTOBAHO Ta 38iTH MOXYTe ByTH HapaHi y pasi
HeobxigHocrTi.

Ua cepia ceptudikosaHa A0 BUNYCKY ANA NPOAaKy YNOBHOB@KEHUMM 3 KOHTPOMIO AKOCTI, WO Mignucanucs HUHME, ¥
BignoBigHocTi A0 BUMOr EC.

Cepin 6yna supobnenHa /linni gens Kapibe IHk., MyepTo Piko Ta ynakosaHa Jlinni C.A. B AnbkoGerpac 28108, Icnania.
MpoTtokonn BUpOGHWULTBa, NakyBaHHA Ta aHanisis 6yno NepernaHyTo Ta BCTAHOBAEGHO BignoeigHicTe GMP.

HalimeHyBanHa npoayKTy Ta nikapcbka  Cianic®, TabneTku, BKpUTI NisKkoBOIO 06010HKOID, N0 20 Mr
dopma:

Homep PeectpauiitHoro nocsigueHuHa UA/17354/01/01; 05.06.2024

MO3 Ykpaiuu, Tepmin gii

[lo3yBaHHsA: Aitova peyosunHa: 1 Tabnetka mictuTs Taganadiny 20 mr

Nikapcbka popma: TabneTku, BKpUTI NNiBKOBOI 060N0HKOIC, NO 20 Mr

Po3mip Ta Tun ynakoBKu Mo 2 Tabnetok y GnicTepi, no 1 GAicTepy B KapTOHHIK Nayuj

Hasewu, appecu Ta Homepu niueHsii Bupo6Huk rotosoi nikapcekoi popmu: Ninni gene Kapibe IHk., 12,6 KM 65
Bcix BUpobHKUKiB IHpanTpi Poan(NPO1), Kaponina, Myepto Piko(NP)0098S, Cnonyuei Wtatw

(CLUA). MepanHHa Ta BTOPHMHHE YNaKoBKa, A03BIA Ha BMNYCK cepii: Ninni C.A.
Asgaa ge na IHaycrpin, 30, Anbkobengac, Magpua, 28108, IcnaHis. NiyeHsia

0287
Kpaina, sBignosiganbHa 3a unyck cepii  IcnaHin
Poamip cepii: 5093
YnoBHOBaXeHWH 3 KOHTPOAIO AKOCTI: M. AHToHIn Bapena-MopTac Aarta: 27 nucronapa 2020
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|26 nucronaga 2020

Marepian:

Hasea marepiany

Cepin:

Homep cepii bulk

Kpaina

HaiimeHyBaHHA NPOAYKTY Ta
nikapcoia popma;

Homep PeectpauiitHoro nocsiguexHa
MO3 Ykpainum, Tepmin gii
DosyeaHuA:

Nikapcbka popma:

Po3mip 1a TMN ynaKkoBKwu

Hassu, agpecu Ta Homepu niyeHsii
BCix BUpobHukie

Kpaina, signosiganbHa 3a sunyck
cepii

Po3mip cepii:

Diau4HWIA 30BHIWHINK BUrNAg

KomnoHeHT METOA
Bmicr BO7000
PO3umMHeHHs Yepes 10 xs. B06649
Po34nHeHHs yepes 10 xs. B06649
PO34yMHeHHs yepes 30 xs. B06649
PosunHeHHs yepes 30 xs. B06649
PO3YMHEHHA BUCOKUIA Yepes B06649
10xs
PO34YUHEHHA BUCOKMUIA Yepes B06649
30x8
PO34HMHEHHA HM3bKe Yyepes B06649
10xe
PO34MHEHHA HU3bKe Yepes B06649
30 x8
ToToxHiCTE MeToaom Y- B0O7358
cnekTpockonii
Byap-AKa gomiKa BG7000

®i3nYHUIA 30BHIWHINA
BUrNaA-Tabnethn
Taganadiny 20 mr

Cyma aomiwoK BO7000
OaHopigHicTe A03yBaHHA BO7017
Esp.®apm./An.dapm./dapm
ClwA
BOAA D07037

iﬂ,aTa supoGHuuTea: 18 notoro 2020
fata eunycky: 26 cepnHa 2020
Npuaathwii ao: 01 2023 |

KomeHTapi :

Homep cepii: D300423

BiayanbHui

iAaeHE,qa Ae na IHpyctpia, 30
28108 ANbKOBEHAAC, (Magpua)
Ten.: (+34)916635000 -

CEPTHOIKAT SAKOCTI

TA446404VUE

Cianic, 20 mr, 2 Ta6

D300423

D197606

Vkpaina

Cianic®, TabneTku, BKpUTi NNiBKoBOI 060M0HKOIO, NO 20 Mr

UA/17354/01/01; 05.06.2024

Aioua peyosuHa: 1 Tabnetka micTuThL Taganadiny 20 mr

TaGnetku, BKpuT NNiBKOBOIO 06ONOHKOID, MO 20 Mr

Mo 2 Tabnetok y 6nictepi, no 1 BaicTepu B KapTOHHIK NayLy

Bupo6Huk rotosoi nikapcbroi popmu: Ninni aens Kapi6e IHK., 12,6 KM 65 IHdaHTpi
Poaa(MP01), Kaponina, Myepto Piko(MP)00985, Cnonyueni Liitaty (CLLA). MNepeunHa
Ta BTOpPMHHA YNaKoBKa, A03Bin Ha Bunyck cepli: Ninni C.A., ABaa ae ns Iuaycrpis, 30
Anbkobengac, Magpug, 28108, IcnaHis. Niuewsia 0287

lcnaHin

5093

©ianuHKiA 30BHILLIHIK BUrNAA : MOBTOTO KO/LOPY Ta MUrAaNenoiBHOT dopmu, TabneTru
rpasitoBaHHA «C20»

TUN METOAY PE3YNILTAT OOVHULUA  KPUTEPI NPUAHATTA
BUMIPY
BEPX 100,8 % 85,0-105,0 % 3assneHoro
BEPX 78 % Binbwe abo gopisHioe 40
BEPX Bianosinae Bianoeigae
BEPX 97 % Binewe abo gopisHioe 80
BEPX Bianoeinae Bignoeigae
BEPX 84 % He Hukue 25
BEPX 99 % He Humue 65
BEPX 70 % He Huwue 25
BEPX 95 % He Humue 65
] Bignoeinae Bianosinae
BEPX <=0,0500 % He 6inblue 0,2
BisyanbHuii Bianosigae Bignoeigae
BEPX <=0,0500 % He 6inbwe 0,3
Yo Bianosinae Bianosigae
Kapn diwep 4 % CepepaHii He Binbwe 7

Martepian: TA446404VUE




Lo cepito npoaykuii 6yno supofineHo, BKAIOYAIOUW NaKYBaHHA/MapKYBaHHA Ta NPOBEAEHO KOHTPOIb AKOCT] Ha
BULL,e3a3HaueHii AinbHUL| y NOBHIii BignosiaHoCT 3 BUMarammu GMP, BCTAHOBNEHMMM MICLIEBUM PETYNATOPHUM OPraHom, a
TaKoX BiANOBIAHO A0 cneumbikalii, Wo MICTATLCA ¥ Toprosiit nileHsii kpaiHn-imnopTepa abo y gocke cneundikaujii Ha
npenapart AnA J4OCNiIpKYBAHOTO NikapcbKoro 3acoby. Npotokonm Bupo6HULITBA, NakyBaHHA Ta aHanisis yno nepernanHyTo
Ta BCTAHOBAEHO BignoBigHicTE GMP. Linm a 3acsiguyio, Wo HaBe4eHa BuLle iHbopmalin € 4OCTOBIPHOIO Ta TOYHOIO.

hlnoshosamen—mﬁ 3 KOHTPOAIO AKOCTi: M.AHTOHIA Bapena-Noprac Hara: 26 nuctonaga 2020
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