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NEPKABHA CJIYXBA 3 JIKAPCBKHUX 3ACObLIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

ByJs1. BepesuskiBceka, 29, Kuis, 02098, Ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua, Kon €IPITIOY 37079055

BHUCHOBOK
Npo sIKicTh BBE3€HOro B ¥ Kpainy JiKapcLKOro 3aco0y

13.07.2023 Ne 35806/23/26

PEHHI® BE3 [IYKPY

(HaliMeHYBAHHA NTiKapcbKOro 38C00Y 3riAHO 3 PEECTPALIHHUM NOCBLINCHHAM)
TabJeTKH XKYBaJbHi 3 M'ATHHM cMaKkoM; Mo 12 TabJeToK y 6nicrepi 3 nepdopauicro; mo 2
gjicrepH B KapTOHHIH Kopooui

(popma BUNYCKY, N03YBaHHA, BUA NaKyBAHHA nikapeekoro 3acoby)

Homep peecrpauititioro nocsizuenns UA/6025/01/01 ctpox aii peectpauiitioro nocsigueHHa HEOOMEXEHHH

Cepis nikapcskoro 3acoby Ne N3US75 KinskicTb BBE3eHOrO MiKapeskoro 3acoby 32688
Bupobuuk Henbdapm Tatiapn, Qpanuia
(nafiMenyBaiii BUpoGHMKa NIKapCLKOTo 3acofy, KpaiHa MoXoMKEHHA)
BeeseHo B YKpaiHy ToBapHcTBO 3 06MEXKEN0I0 BiANOBIAANBHICTIO "Baiiep'', inenT. koa:
22911794

(HaliMeHyBarHs T8 koA 3a €PTIOY 1opuauuitol 0cobu abo Npi3BULLE, im's, no Gatbkosi (Pi3HUHOL
ocobu - nianpuemus, it Micue NpoXUBaHHA Ta peccTpauifiimit Homep 00AiKOBOT KAPTKH NaTHKkA
nonatkis a6o cepia Ta HoMep nacnopTa)

ITpoTOKO Bi3yabHOrO KOHTPOJIIO Bid 13.07.2023 N2 1962/4.

3a pesynbTaTaMy JEPXKABHOrO KOHTPONO  BCTaHOBJCHO, f]o nikapcokuii  3acib  BBE3€HO B YkpaiHy 3
sikocTi NikapcbKHX 3aco0is.

AOTPHMAHHSAM BHMOr 3aKOHOAABCTBA LIOAO 3a0e3neueHH
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] ' Pye e Innactpie 33 /f
74240 Taitapn
@ DpaHilig Posapykosano: 16.05.2023
DELPHARM Ten: +33-(0)4 56 66 00 50 Homep Bunanss: 1

SRILLARD gaillard @delpharm.com Cropinka: 1/2

Cepmucdpikam cepir
cepia N3US575
PEHHI® BE3 LIYKPY 3 M’siTHUM cmakom (139) Tadnetku Ne24 UA 1600243

MartepiansHun Homep: 80780657
KpaiHa imnopTep: YkpaiHa Nata BupobHulTEa: 04.04.2023
AHani3 Ne: 19 708 TepmiH NpUOaTHOCTI: 04.2026

Bkriovae cepil:
N3T603

Bupob6HULITBO Ta NnakyBaHHSA: §
Hensdapm Manapa, 33 syn. Ikpactpi, TAMAPL, ®paHuis
JliueHsist Ha BupobHUUTBO Ne: M17/232 Big 03.11.2017

Po3mip Ta TMN nakyBaHHA: no 2 6nictepun 3 12 xyBansHMMK TabneTkamu
PeecTpauinHe cBigoytBo Ne: UA/6025/01/01
KpaiHa BUPOOHUK: dpaHuis

Poamip cepil (kKinbKicTb ynakoBok): 32688

Cuna gil/akTUBHICTL:
Kanbuito kapbonaTty: 680 mr/Tabn.

MarHito kap6oHaty: 80 mr/rabn.

Bmict MgO B cupoBuHi (%): 41.8
Bmict CaCOs B cupoBuHi (%): 98.0

KOHTpOnb AKOCTI §
[ensdapm Manapg, 33 syn. lHaacTpi, FAUAPL, ®paHuis

A Tum camum cTBEpPIKYIO, L0 BULLe3a3HaYeHa iHdopMadis 4oCTOBIpHA | ToYHA.
[aHa cepia npoaykty 6yna BupobGneHa, BKMAYAKYM YNAKOBKY i KOHTPOSib SKOCTI Ha 3asHaueHi OinbHuUi B MNOBHIN
BignosigHocTi 3 BuMoramm GMP MicueBux PerynaTopHux opraHis i Bignosigae perynatopHUM BUMOram.

MpoTokonu BUpoBHULTBA Cepil, yNakoBKM i KOHTPONIO AKOCTI NEPErnsHyTI Ta BiAnosigawTL BuMoram GMP.

16.03.2023

ENDERLIN Emilie nionuc

YnoBHoBaxeHa ocoba

,D,EHHI}"I OOKYMEHT CTBOPEHO eNnNeKTpoHHOK CUCTEMOKD
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Pye He Inpmactpie 33
74240 TIaitapn

Opan1is

Ten: +33-(0)4 56 66 00 50
gaillard @delpharm.com

Cepmucdpikam aHani3y

cepia N3T603 cepis rotoBoro npoaykty N3U575

Pozapykosano: 16.05.2023
Homep Buaanns: 1
Cropinka: 2/2

PEHHI® BE3 LIYKPY 3 m'aTHuM cmakom (139) Tabnetkn Ne24 UA 1600243

MaTepianbHun Homep: GCSS5330 [HCTYKUiNHUA HOMEp: I1OPEO21
AHania Ne: 19 307
TecT Bumorun MKA PeayneTart
Onuc bini i3 KpeMoBUM BIATIHKOM KBagpaTHI TabneTku i3 BBIrHYyTUMMN
noeBepxHsiMK, 3 BigTUckoM “RENNIE” Ha 0box cTopoHax Bignosigae
TabneTku
3anax 3 3anaxom M'aTu Bionosigae
CepegHa maca 1,193 -1,318r 1,254
OaHopigHicTL Macwu Y BignoBigHoOCTI Ao BUMOr £Bponerchkin Papmakonel Bignoeigae
TeepAicTb 80 — 125 HbloToH 108
lneHTUhiKaUia akTUBHUX iHrpedieHTIB
KanbLin [MO3UTUBHO [Mo3uTuBHO
Marrin [lo3nTmMBHO [To3auTnBHO
KapboHaTtu [To3nTMBHO [Mo3uTnBHO
KinbkicHe BU3Ha4YeHHSA
MarHito kapboHaT 76.0 — 84.0 mr/rabn. 79,4
Kanbuito kapboHar 646 - 714 mr/Tabn. 684

KoHTponb SKOCTI

Nenbthapm Manapa, 33 syn. IHgactpi, TAMAP, ®paHuis

[1aHa cepig npoaHanizoBaHa HaluuM BIiAA4INOM KOHTPOJSIO SIKOCTI | Bignoeigae sumoram cneumdikadir.

[JdaHun AOKYMEHT CTBOPEHO eJIEKTPOHHOKO CUCTEMOKD




