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HA CJY3KBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A

JIEP/KAB : D
HAPKOTHKAMMH Y KHIBCHKIN OBJAACTI
npoe. Ceirauusol Hanii, 3, m.Kxis, 02099, ten/akc: (044) 363-06-30
E-mail: dis.ko@dls.gov.ua, Ko €PTIOY 37078774
BUCHOBOK
Npo SKicTh BBe3eHOIo B YKpaiHy JiKapchKoro 32c00y
04.06.2024 Ne 26674/24/10

APKOKCIA®
(uaiime:yBaHHE NiKkApehroro 3acofy 3rigHo 3 peECTPALIHHIM NOCBLTYEHHAM)
TaGAeTKI, BKPHTI DAIBKOBOIO 0601011K010, 110 60 Mr 110 7 raGaeTox y Gaicrepi; no 4 fuicrepn
y KapToHHii kKopofui
(thopMa BHMYCKY, BOIVBAHIA, B NAKYBIHHS nikapcLEOro 3acoby)

Homep peccrpauitinoro nocsizuensn UA/ 10704/01/02 crpox i peectpaniiitoro nocsizuenna (01.01.2099

Cepis nixapesxoro 3acoby Ne X022176 Kinbkicts BBe3eHoro AikapesKoro sacoby 600

Mepx llapn i Joym B.B., Hizepaanim

(udiiMenypalts BUPODHIKA MKapCLKOTO 3agoDy, kpaiHa GOXOKEHHN)

Bupobung

ChiabHe yKpaiHChK0-eCTOHChKE MIATPHEMCTBO Y topmi ToBapHCTBA
3 o6meskeHoro Birmosixanbmicro "Onrima-Papm, JITIY, inenr. kox:
21642228

(maitvenysanus Ta oy 3a €JIPTIOY ropumnol 0eobn abo npisenme, M, no Garskosi dizuumol
ocoBH - nianpuemus, I Micie APOKHBIRHA T2 peectpatiiinnii HoMep ofJTiKOBOL KAPTKIL TTATHIKA
nozarkis abo cepia T4 ROMep 1acnopTa)

BaeseHo B Yipainy

IpoToxos Bisyaasioro kentpodto sig 28.05.2024 N 1515/2.

3a  pelynbTATAMM [EPMK4BHOTO KOHTPOMO  BCTAHOBICHO, IO nikapcexuit  3aci6 BBeseHo B Ykpaiwy 3

JOTPHMAHHSIIM BIMOT 38KOHO/ABCTEA HOAO 3abesnieueH s AKOCT] ixapehkiX 3acobis,

//;;A - Onvra EPBOMEHKO
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Oprason IC -
Baapaepser 39,

"i;':?" O R G A N O N 2031 BH Xaapiewm,

Higepnanau

CEPTH®IKAT SIKOCTI CEPIi JIKAPCLKOI'O 3ACOBY

Hazsa APKOKCIA®, tabnerku, BKpHTI MIIBKOBOIO 060JI0HKOK, no 60 Mr
Dopma BHAYCKY TabJeTKH, BKPHTI MUTIBKOBOIO 000IOHKOIO

Hozypaunsn Etopukokcuby 60 mMr

¥Ynakoska no 7 tabnerok B Giictepi, no 4 Gnictepu B KapToHHIH xopobii
Cepist X022176

Cepis in-bulk 3027970

Homep npoaykry 3880

Marepian 1006392

Onuc Apxokcia 60 mr 71ab ykp

Poamip cepii 13960 ynakoBok

JlaTa BHpOGHHLTEA 12.04.2023

Jara 3akiHuenus TepMiny 04.2026

npHaaTHocTi

Kpaiua Bupotunka in bulk Icranis

Kpaina BupotHuka Hipepaanan

Hassa snpo6unka, Bignosigansnoro

32 BHNyCK cepil Mepk tlapmn i Joym B.B., Higeprangn

Anpeca Baappepser 39, 2031 BH Xaapnewm, Higepnanau
Kpaina npusnadenss Vkpaina

Peecrpauiiine nocsiguenus UA/10704/01/02

Jlinenzus Ne 108958 F

Ceprudikar signosianocri GMP Ne NL/H 21/2035427A
PesyabraTi npoBejeHHs KOHTPOII0 AKOCTI Iikapekkoro 3acody sinmoriano o MKS PIT Ne UA/10704/01/02

i PesynsTaru
IMokasuuku sxocri Bumorn "
AHATI3Y
Omnuc Hpoonyii tabnerkn 26nykonoxitHol Gopmu, BKpUTI WTiBKOROIO Bianosijae
060N0HKOI0, TEMHO-3EIEHOr0 KONBopY, 3 rpasipysantsm 200 3 oxHoro Goky
Ta ARCOXIA 60 3 iHworo
Inentudirauun: ETopuxoxent Hac yTpHMyBaHHs ITiky eTopukokcnOy Ha XpoMarorpaMi sunpobysanore  |Binnosizae

(BEPX) po34KHY Ma€ BIANOBIAATH Yacy yIPHMYBAHHA MiKy STOPHKOKCHOY Ha
XpOMAaTOrpaMi CTaHAAPTHOTO posuuny (B Mexax £ 2,5%)
Inenrudixanun: Eropuxokcnt (BIYU-{BIY cnextp 3pasky noeunen BUTPHUMYBATH KpUTepil BUKIazeHi B apxisuiit  |Bignosigac

CIeKTp) JOKyMeHTAaLll 3 Banigauii

KinbkicHe BU3naYeHHs 95,0-105,0% Big 3asBaenoi kinsxocTi 99,1%
3asBicHa KiAbKicTh = 60 Mr

Pozuuuenns ¥ Minimym 85% posunssersces yepes 15 Xxpunun 100%

IIpoayxTn po3nagy Byne-sixoro inmueifyansroro mpoaykTy posnamy: Maxcumym 0,1% NR%
Cyma npopykTis posnajy: Makcumym 0,3% NR%
Bignosigae sumoram ®apm.CIIA/ Epp.Dapm Binnoeigae

Oanopianicrs 1030BaAHUX OAMHHIL:
OQHOPIAHICTE 03YBAHHS

TQ=80%
NR% - pesynstar He pikcyeThes
(<0,1)

Lum 5 3acBinyylo, 0 BUIUeBKazaHa indopMallis € gocrosipHoto i Tounowo. Jaua cepia npoaykTy Oyna BupoG/ICHE, BKIIOYAKOYH
YMaKoBKY / MapKyBaHHA Ta KOHTPOMb AKOCTI Ha BHIle3rafaniit BupobHuyiil QimeHuL (-1aX) B TOBHIH BifTORIAHOCTI 3 BHMOTAME
GMP, BCTaHOBNEHHMH MiCUEBHM PEry/IATOPHIM OPTaHOM, 2 TAKOK 31iJHO cienpikaLii, o MicTThes B peecTpalifiHOMy J0CKE.
IIpoTokony BUpobHUUTES, YITAKOBKH Ta KOHTPOIMIO SKOCTI MEpPeranyTe | BETAHOBICHO iX BiAMORinHicTs BuMoram GMP.

¥YnosHoBakeHa ocoba: Mapko Menemxep 3 sxocti npoaykty: Maiikn Mopron
Aruenai Buxonano: Maiixn Mopron /enexTponssii miamuc/ 28.09.2023
IMignuc: /nignue/ 16:17:48+01'00'
Mara Bunycky cepii: 28.09.2023 [epesipeno: Maiikn MopToH /enextponnmii nianue/ 28.09.2023
Jarta migmucy: 28.09.2023 16:17:48+01'00"
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