NpoaykT:

Ne maTepuana:

Ng cepuu:

Ne ceprudhukara:
PeructpaunonHoe
yAocroBepeHue:

CTp&Ha npouiBoANTENL:
Pasmep cepun:

Hata uarovoBnenus:
CpoK rogHoCTH:

Hata ananuza:
NekapcTeeHHan hopma:
Rozupoeka/Cogepranne:
Bua v pasmep ynakosxun:

Paapetuetive Ha BLINYCK cepuu
BbLIOAaHO KOMNAHUEN;
N nuuessun:

MENARINI
von Heyden

CEPTUOUKAT KAHECTBA

AneHypuk® 120 mr

(debykcocTar, TabneTky, NOKPbITLIE INeHoYHoW obonovkoi, 120 mr)
01460073

08009

30000197031

UA13527/01/101

lepmakun

8219 Ynakosok

0672020

06/2023

16.07.2020

TabneTky, NoKphLITHIE nneHodHol ofonoykoi, no 120 mMr
1 rabneTka cogepxuT 120 mr pebykcocrata

14 Tabnetok B 6rucTepe, no 2 Bnuctepa B KAPTOHHOR
KOpoBKke, C MEPKUPOBKON Ha YKPAWHCKOM S3bIKe
MeHapuHy — ®oH Xeiged FMBX, Nednuurep wipace 7 - 13,
01087 OpesneH, MNepmaHua
DE_SN_01_MIA_2018_0004/ L.24.2-5117/23

MapameTp En. TpeGoBanua Pesynurat
BrewHni Bug KancynoeugHeie Tabnetku, nokpeiTele CooTBercreyeT
NNexso4HoN 00CNOYKCH, OT BnegRo-KenTore
[0 KenToro yseta ¢ TucHexnnem «120» Ha
OfHOM CTOPOHE, Apyras CTopoHa rnaakas
CpenHana macca Mr 731-807 786
O/AHOPOAHOCTL EAUHNL, nosmpoaaunﬂ” cooTeeTcTRYeT Ph.Eur, 2.9.40 25
Pacrteopenne % Q=80 B Teyexne 30 muiH. 102; 101,
100; 103;
101; 100
MperTucbukauna debykcocrara Bpems YoepKUBaHWS NvKa Ha CooTBeTcTBYeT
BIHX xpoMaTtorpaMme obpasua He [OMKHO
OTNAUYATHCR OT BPEMEHV YASPXUBAHWA NUKa
Ha xpomaTtorpaMme craHgapTta bonee yem
Ha 2.0%
7 Ha WK-cnekipe obpasua makcumym CooTaseTcTayeT
RE oBHapyxUBaeTCA NP TOW Xe AnnHe BOJH,
HTO ¥ Ha CNEKTpe cTanaapTa 22314 eMm ™,
167824 cm', 160644 cv™ 1 129644 oM™
KonuuecTBeHHOE COBEpKaHNE
debykcocTaTa %  95.0-105.0 ; _ 99.6
Mennriai - Voo Hevden GbH » Site Dresden » Anrseericht Deesdon HHRE 24295 - Cip.1mn32

Geschilistheer: D Francesco Neszole, D Pusgiale Scordine, Piero Bataeche
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MENARINI
von Heyden

CEPTUOUKAT KAHECTBA

[poaykT: AneHypuk® 120 mr
(PebykcocTar, Tabnerkn, NGKPLITbie NNeHo4YHON 06onouKof, 120 Mr)
Ne matepuana: 01480073
Ne cepum: 08009
Ne cepruchbuKkaTa: 30000197031
Harta narotoerneHuUn: 06/2020
CpoK ronHocTi: 06/2023
MapameTtp Ea. Tpebosanusa PeaynbTaT

PoacreenHble coeauKeHnst

-0TAEenbHasA npuMect ¢ Hanbonbilnm Yo He Gonee 0.10 < 0.05
CoAepHaHnem

- NPUMECK B CYMME % He Bonee 0.5 <0.15

- fekapbokcunuposaHoe NPON3BoAHCE -

- npyMecs 1 =

- HeyCTaHO8NeHbIe NDOOYKTH! -
pPaznoxeHua nNo 0TAeNLHoCTH
- NPOAYKTHE DA3fOXKEHUs B CymMMe =

MukpoBuonorudeckas 4ucToTa 4

- OBuyee konUUECTBO aspobHLIX KOE/r He Bonee 10° <100
mMukpoopraHunsmos (TAMC)

- OBuwee KONUYECTBO APOXKEBbIX U KOE/r He Bonee 102 <10
nnecHesbix rpubos (TYMC}

- E.Coli B 1 r otcyTcTeytor CooTgercryer

1) VicnibiTaHue NpoBoAUTCS TONMBXO NP BbINYGKE Cepyii
2) VcnLiTanue npoBOAKTCS HA NEPBLIX JECATH CEPUAX, Aanee Ha Kax/loR AecAToR cepuu

Ceptudiukar:

A HAaCToAWNUM 3a8epAI0, YTO UHGOPMALIMA, U3NOKEHHAn BbILLG, ABNAETCH TOYHON W focToBepHo#k. Mpouece
NPoOM3B0ACTES AAHHOW Cepuy NPOAYKTA, BRAIOYAA YNAKOBKY/MaPKUPOBKY W KOHTPOIL KayecTea, Gsin
OCYUeCTBNEH B NONMHOM COOTBETCTBUW C Tpebosannamn GMP, yTeepxASHHEIMU MECTHLIMY KOHTPOAUPYIOLLWMK
opraHamn, U cneuuuUKaLMsiAn PerucTpPailMoHHOTo YAOCTOBEPEHNS UMAOPTUDYIOLLEN CTPaHbl, Wi
TpeboBanusMmn cheumdukaun ANs NPoAYKTOB, ApeAHa3HayeHHbix Ana nccnefosanuin. OTYeTs! O NDOUIBOACTEE,
YNakoBKe 1 aHaNMTU4eCKNX WCALITaHWUAX CepUin Bbinn npcaHan3npcBaHbl Y NPpY3HaHb! YAOBNETBOPAOLMMA
cranaaptam GMP.

4 L2 MENARINI - Verr
4 ‘ . X ..NN, !D'l.“ ] 'on ;»_!eyd{_,_:n Gfﬂbf‘-‘i
Antje Eisert Leipziger 8t 7.1

s

UGy

Dresden

YTONHOMOMEHHOE FIULIO 10/08/2020
Menarini - Von Heyden GmbH
Menarini - You Hevden Gmbib - Sitz Dresden » Amisaerich Dresden HRE 24203 Ctp.2u32

Croschiltstithrer D Franeeseo Mugzolo, D, Pasquale Scordino. Prere Bataceli



JEPJIKCIYIKBA YKPATHHA
JNEPKABHA CJY/KBA 3 JIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHU Y KHIBCBKIN OBJIACTI

npocnekt Basepis JToGaHoBCbKOTO. S 1.\, Kuie. 03110, ren/darxc: (044) 2753030
E-mail: dls.kowdls.gov.ua. Kon CJIPTIOY 37078774

BUCHOBOK
PO SIKiCTH BBE3EHOro B YKpaily JiKapchbRoro 3aco0y

14.09.2020 Ne 45753/20/10

AJIEHYPIK® 120 MI'

(HaifMeIyBaHis AKapChEOTO 3a¢00) U0 3 pec CTPAILITTHHM TTOCBLILIICHHSIN)
(= ~ . e RS, AT s = e 2R . S e L 2
Ta0.1eTKH, BRPHTI ILIIBKOBOIO 000/I0HKOI0, 110 120 mr, no 14 radaeror y daicrepi, 1o 2
faicrepn y KaproHHiii Kopodui

((pOpAMA BHITY CKY . 03N BAHTISL B THAKY B AIKUPCLKOTO 3aC00Y)

Honep peecrpattiiinoro nocsizuents UA/] 3527/01/01 crpok il peecTpauiiinoro nocBiateHHs IEDIE2H90)
Cepis Jikapesroro sacody No 08009 KinbKicTh BEE3CHOIO AiKapebkoro 3acody 90

BipodHiik Menapini-®on Xeitaen I'moX, Hiveuunia

(HAMCHYBAITS BHPOOIIKA JIKAPCLKOIO 3aC00Y. Kpaitia MOXOUKCH )

Bieseno B Yipaihy Cuijibie yKpaiHCehbK0-eCTOHChKE MIANPHEMCTBO Y ¢opmi TOBApHCTBA

; = Su o = J— < S " = . "o e

3 oGMeskenoro sinosinaapnicrio "Ouriva-Mapwm, JITAY, iaenr. ko

(naitvenyBanis ta ko 3a CJPTIIOY JOPHAHUHOT 0c00H a0 NPI3BHIIE. int'st. 110 0aTLKOBI (PI3HUNOT

OCOOM = HEAPHONMILSE TT MICHC TPOIKHBAHHA Ta peccTpattiiimi Hosep 00:11KOBOT KAPTKH HIATHHK
HosTKiB 00 cepist Ta HOMEp Hacopta)

[1POTOKO. Bi3yaaLHOTO KOHTPOI0 B 07.09.2020 N 2882/2.

3a  pesy/bTaTamil  AePAABHOIO  KOHTPOIIO  BCTAHOBICHO. 1O Aikapebkuii sacio  BBeseHo B YRpuiHy 3

JOTPHMAHHSIM BHNMOL 3UROHOLABCTBA L1010 sadesrieuets SINOCT ITKApPCLRIN 3aC00IB.
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(i) (ininiaza Ta npisBHILe)
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