JAEPXXABHA CJIYXBA 3 JIKAPCLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KUEBI

npos. Hanii Ceitnuanot, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €APIIOY 37079055

BUCHOBOK
PO AKICTH BBE3CHOT0 B YKpaiuy JIikapchKoro 3acody

23.10.2023 Ne 53592/23/26

AJIb®A HOPMIKC
(HaliMenyBanng MKapeskoro 3aco0y 3riamo 3 pec CTPRIIHHIM NOCBIAMCHINM )
Tabnerxn, Bkpuri naiskoso1o 06om0nK010, 110 200 Mr no 14 Taéaerox y Qaicrepi; no 2
OaicTepy B kapTonuin Kopooui
{dopma sunycxy, 103yBANHA, BUA IAKYBAHHA JHKAPCHKOro 1acoby)

Homep peecrpauifinoro nocsimuenns UA/9360/01/01 ctpox aii peccrpauitinoro nocsinuenns HeobMexeHHU
Cepin nixapcskoro 3acoby Ne 27569 KinskicTs BBE3€HOIO Ntikapeskoro 3acoby 29664

Bupobuuk Anwpacirma C.n.A,, Iranis
(nafimenypavns supoGunka aikapebkoro sacoly. KPATHA NOXOIKCHIA)

Bacacho B Ykpainy Tosapucrso 3 odMekenow sinnosizaannictio "COHA-
OAPMEKCIM", incur. xon: 40130755
{naliMenynanus Ta koa 3a CAPHOY wpuanunol ocolu abo npizemue. iM's, 1o Garkbxont thizsuno?

0CO0H - ItianpremMus, i Miclic NPOWHRAHEA Ta PEECTPAUIHHNIA HOMEDP 0GTKOROT KAPTXY NAGTIHKA
nonarkis alo cepis Ta HOMEP nAacHopTa)

Mpotokon eisyansuoro koutponw ein 23.10.2023 N2 3241/3.

3a  pesynbrataMM NCPXAaBHOIO KOMTDOJIO BCTAHOBNEHO, WO AiKapchkuii 3acib  BBeseHo 8 Ykpainy 3
AOTPHMAHHAM BHMOI 3aKOHOLABCTEA WOAO 3a6e3nedeHHS

L ARCOBIE T4 X
GiRHE
B ¥

pKoCT] Jlikapeskux 3acoGin.

Han 3AJIBOPHHUX

{infiaam Ta npizmee)




AJIB®ACII'MA

HalimeHyBaHHs (poyKIii:

Koa npomyxiii:

Posmip cepii:

Cepis:

Hata Bupobuunraa:
Tepmin npunarHoCTI:
Cuna nii/aktupgicTe ADI:
Jlixapcrka ¢popma:

Po3Mip Ta Tvn nakysanms:

AHais;
Ceprudikar ananizy Ne:

HepsaBa-BUpOOHUK:

CEPTU®IKAT CEPIT

AJIb®A HOPMIKC, Tabiierkn, BKPHTI IUIIBKOBOIO
060t08K010, 10 200 Mr — Ykpaiua
02000406

29664 ynakoBox

27569

05/2023

05/2026

Prdaxcumia 200 mr

Ta0JIeTKH, BKPUTI NTIBKOBOIO 00010HKO0
no 14 rabaerok y Guicrepi;

no 2 baicrepu B KapToHNil Kopobui
20/06/2023

202303041

ITAJIA

Homep peectpauiiinoro nocixuenns: UA/9360/01/01

HaiiMeHyBanHs, Miclie3HAXOKEHHs Ta HOMeEP JIeH31T AUIBHAI 3 BUpOOHMLITBA:

AJIb®ACIIMA C.n.A., Bia Enpixo ®epwmi 1, 65020 Ananno (Ileckapa) Franis, aM 147/2022

Hum 51 3acsindyto, o nasefeHa BALLE inGopMaLtis € JOCTOBIPHOK Ta TOHHOIO. 1o cepito npoayxkii
Byio BupoGeHo (BKIIOYAOYN IaKyBAaHHR/MAPKYBaHHA) T2 [IPOBEACHO KOHTPONE i AKOCTI Ha
BHNC3a3HAYCHIH JINBHUII Y TOBHIH BiNOBiANOCTI 3 BUMOraMu GMP, BcTaHOBIEHUMH MiCHEBUM
PErynmaTOpHUM OpPranoM, a TAKOK BIANOBINHO 0 crienrdikauil, mo MicTaTbes y peecTpauiifHoMy
0Cche abo Topro.ilt nileHaii kpaiHu-BupoGHuKa abo KpaiHu-iMOoprepa, SKmoE IPOJIYKLIID
iMnopToBaHo, a60 y nocke cueundikauii Ha npenapar ans AOCII JFKYBAHOTO JIKApCEKOTo 3acoby.
IpoToxoau sBupo6uuuTea, 1aKyBaHHA Ta aHani3is Gy10 LIEPErIsTHYTO T BCTAHOBJICHO BIAIIOBIAHICTE

GMP.

YuoeHoBaxeHa ocoba

Dr. Bruno De Gregorio

(nionuc)




AJIb®ACITMA

Kowntpone axocti — Ceprudikar anamizy Ne 202303041

Iponyxr Cepis AwHati3 Hara Tepmin
BHPOOHHIITBA NPUIAATHOCTI
AJIb®A HOPMIKC, 27569 20/06/2023 05/2023 05/2026
Tabaerku mo 200 mr
Amnaniz Mexi Onunui Pezynrerar
Husxns Bepxus BHMIpIoBa
HHH
30BHINIHIN BT Poxeni, xpyrmi, aBoomykni
TabNeTKH, BKPUTI TUIIBKOBOKO BIAIIOBi A€
obononkomw
laenrrudikanis pudakcaminy IToBunHa Bignosigata : :
(TILIX) B BiAnoBijiae
Inentudixanis pudaxcuminy ( Y®) | [ouuna pixmosinaru T,
CTaHAAPTY
KinpkicHe Busnauenns: 190.0 210.0 Mr/Tad 197.4
pudakcumin ’
Bigomi jominixu:
pudamiuun B 0.1 % 0.0
pupaminun SV 0.1 % 0.0
pudakcumin Y 0.5 % 0.3
pudamiimu O 0.1 % 0.0(<= LOD)
pudaminus S 0.1 % 0.0(<LOD)
OKMCICHUH prdakcuMin 0.1 % 0.0(<LOD)
2-aMino-4-MeTunmipuaMH 0.1 % 0.0
Oxpemi He Biztomi loMiniku 0.10 % 0.06
Cyma noMimox 1.0 % 0.5
Pozuunenns (ue menme 70 % (Q) 70 % 23
4epes 1 roguny)
OnHopiHiCTs H030BAHAX OTMHUIE IToBuHHa BignoBigaTu slmesias
€pp.Papwm.
Cepenns maca 339.5 373.1 Mr 359.9
InenTudikauis saniza OKCHAY IToBuHua sinnosinaTu N —
4EPBOHOTrO
Bona 5 % 4.0
Poznaganus 30 XB. 3
Mixpo6ionoriuna qucrora
-3arajipHa KinbKiCTh aepoOHHX 1000 KYO/r | Binnosinae
mikpoopranizmis (TAMC)
- 3aranbHa KUIBKicTh Ipubis Ta 100 BiOnOBiAae
ApixIKiB
- E. coli BigcyrHicte B 1 e Nﬁnosinae
[pumiTka: lNonora B agti
DR ZC?
Jo3roieno (i
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