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1TABNIETKA MICTUTb APUNITIPA3ONY 15" MI"

KpaiHa oTprMyBauy:
KUt 2,227 Tuc.ynak. Ne PeecTp. noceigueHHs:
09.2022 TepMiH gii peecTp. NoOCBiAYEHHA:

MKA 113 go PN NeUA/16654/01/03, 3minu Big 31.05.2022 p.

Opeiim®, TabneTku no 15 mr, no 10 TabnetokK y 6nicrepi, no 3 Gnicrepun y nauui

YKpaiHa
UA/16654/01/03

HeoOMeXeHu

HalimeHyBaHHs:

MOKa3sHUKIB

Bumoru AH/I(cneyudikauii)

PesynbraTtu BUunpo6yBaHb
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Posmipu (giameTp)

OpfHopigHicTb

Bopa

Po3unHeHHA

Macin
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HeigeHTudiko

cyMma JlomiLu

OMILUKIN

iHovBigyanbHa
BaHa AOMilLKa .

DK

YKoBTi, Kpyrni, rinocki TabneTku, rnagki 3 4Box

CTOpIH

Ha xpomaTorpami anp'oﬁosyBaHoro PO34UHY,
OoTpuMaHil B po3fini «KinbKicHe BUSHaUYEeHHAY,
yac yTpumMyBaHHA Niky apininpasony mae
CNiBAaAaTh 3 YacoM YTPUMYyBaHHA Miky
apininpasony Ha Xxpomarorpami po34yuHy
MNOPIBHAHHA.

YnbTpadioneToBuit CNekTp NorauHaHHA
BUNPoOOBYBaHOroO PO3UMHY Ma€ BinosigaTu
CNEKTPY MorivHaHHA PO3YNHY NOPIBHAHHA

- 9,0 Mmm £ 0,1 MM

Binnoeigae

Bignosigae

Bignosigae

Bignosigae

He 6Ginblue 2 o)J,MHMLu: > AW £ 7,5 %xoaHa oguHusA

>AW + 15,0 %
He-6inbue 7,5 %
Q=80 % nicns 30 x8

Bignosigae
3%
103 %

Ons 10 opunule: AV MeHwe abo gopisHioe 15,0 %

(L1) a6o Ana 30 ogunuLb:-AV meHwe abo aopisHioe

15,0 % (L1) i 3xopHWit iHgWBIgyanbHWit BMICT y
J030BaHiln oﬁ,mHmui He € MeHWwuMm 3a (1 -
L2x0,01)M i He € 6inbwum 3a (1 + L2x0,01)M
L1=15,0i L2=25,0

He 6inbwe 0,4 %
He Ginbwe 0,4:% -
He 6inbwe 0,4 %
He 6inbwe.0,2 %

He 6inbwe 1,5 %

Bianosigae

0,0 % (< MB)
0,0 % (< MB)
0,0 % (< MKB)

0,0 % (< MB)
0,0 % (< MKB)
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Ten..(044) 496-87-87, Ten./;b;m (044)239-19-38. Ten:/bakc (044)49689-42, Ten. (044) 485-26-57 (Uinogo6oso)

Mikpo6ionoriuHa uncrora

3arafnbHe-Yncno aepodHuX , Kputepin npuitHatHocti 1000 KYO/r
MikpoopraHismis (TAMC) B o ; . 0 (meHwe 10)
3aranE.He uncno OPPKAKOBUX Ta KpMTeinlﬂpMVIHHTHOCTi 100 KyO/r '
l']J"l'lC‘HFIBVIX‘I‘pwﬁiB (TYMC) . - 25 o ks S 0 (meHwe 10)
: Es‘che’r‘ichvi‘a coli  BigoymHices1r : S5k BigcyTHi
KinbKicHe BU3HayeHHA ‘ Bin 95,0:% no 105,0 % apininpasony i
HoMiHanbHoro BMICTy 98,5 %
YnakoBka Mae Binnosigatv BuMmoram Bignosigae
MapkyBaHHsA Mae Bignosigat BUMoram Bignosigae
~TepMiH npugaTHoCcTi: ' 3 poku Jo 09.2025

YMoBu s6epiraHHa:. 36epiratv B opuriHabHill ynakosui. [Ins siikapcbKoro 3acoby He noTpi6Hi creljianbHi yMosu
' 36epiraHns. '

KowmeHTapi:

' 3asiBa npo cepLMd:iKaqilo:

Lum A sacsiguyio, Wwo suuieBKasaHa iHGopMaLlis € AOCTOBIPHOW i TouHol. Lo cepito npoayKuii 6yrno-BupobneHo (BKo4aoun
YNaKoBKy/MapKyBaHHs) Ta MpoBeaeHui KOHTpOJIb 1i AKOCTI Ha HUXKUeBKasaHill AinbHULI B MOBHIl BignosigHocTi ao sumor GMP,
BCTaHOB/EHUX MICLIEBUM PEryIATOPHUM OPraHOM, a Takox y BIANOBIAHOCTI i3 cneumndikauiamn, Aki sSHaXOAATLCA Y peecTpauinHomy
BOCbe/TOprosoi nitieHsit. MpoTokony BUPOBHULTEA, NaKyBaHHSA Ta aHanisis 6ynu nepesipeHi Ta BCTaHOBMEHa BignosigHicte GMP.

HosBoneHo po peanizauii / o BigBaHTaxeHH:A

YnosHoBaxeHa ocoba — IposigHuii irxeHep BCTaBll FlpemeHKo B.B. 13.03.2023

Bupo6Huua ni‘ﬂblHI/lLlﬂZ
RONTIS HELLAS MEDICAL AND PHARMACEUTICAL PRODUCTS S.A., TPELIA P.O. BOX 3012 LARISA INDUSTRIAL ARE
41004, GREECE; JliueHsis Ha BNpoBagxeHHs rocnofapcbKol isnbHOCTI-3 iMNOpPTY NlikapcbKux 3aco6is: AE Ne192328 sig

01.03
YKPATHA, 04080 m. Knis-80, syn. KmpmhiBCbKa,j‘M-; NiueHsin Ha BMpoGHhuTBo AE Ne 637430 Big 07.04.2015;

Cé{p‘mcbi'K_aT GMP Ne 035/2022/GMP B.in 03.08.2022; GMP/EAEU/BY/0045-2021 Bip 25.02.2021; UP/1-530-10/21-03/13 Big
28102021 |

KoHTponb leo_cri--Ta BUAava A03BOJy Ha peanisauiro:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Ceigourso npo atectauito N° 390 Big 22.01.2019
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