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Hpo AKICTH BBE3EHOro B YKpaiHy /ikapcskoro 3acody

07.02.2023 N 4192/23/16-

CIO®OP® 500

(afiMesyRata AIKAPCEKOTO 2aco6y IrizHo 3 peecTpaniiime m:icai.trﬁmﬁmﬁ]
TadJIeTKH, BKpUTI IIiBKOBOIO obosonxolo, no 500 mr; no 10 Tadaerox y 6aticTepi; o 6
OaicTepis y kapronniil xopobui

{hopma BHNYCKY, MOZYBAHHA, BHA HBKYBAHHA MKapcsKore 3acoby)
Hontep peeerpauiiinoro noceizuenus UA/3734/01/02 erpox i peecrpaniiinoro nocsinuenss 01.01.2099
Cepis Aikapcwxoro zacoby Ne 29001 A Kinexicts BBeseHoro aikapesxoro sacoby 5552

‘Bripofaux BEPJITH-XEMI AT", HimMeuuuna

(nafimeryBanns sHpoBimKa nikapcrxoro 3acody, KPAiHa [OX0LReHH)

BeescHo B Yipaiiy Crinbye yrpaiiebro-ecTOHCEKe NiANPHEMCTBO ¥ opai
‘TOBAPHCTBA 3 00MexeHo010 BianoBinanpHicTIO "Onrima-Papm,
JTHY, inenr. kox: 21642228

{(HaiiMexypaina Ta kog-3a EAPIIOY ropumiyuol ocody 200 Opi3BHIAE, iM'F, 6 GaTbKOB]
(pizirsro] ocodil - nianpiesus, il Micue mpoxuBaRER TA PeCCTpaNtiiiaiii HonMep 00niKoRO]
KApTXIY TLIATHHRD MOfaTKiR 260 cepis ta poMep nacnopra)

Mporores Rizyaabkore KoiiTpoe ain 01.02.2023 X: 0280/38,
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MENARINI

Cepruikar AKocTi.

Ciothop® 500
Koa nponykry: F139111
JOepxasa-supobring: HimewyrHa
‘HomMep peecTpaliiHoro ROCEiNENHA" UA/3T734/01/02
‘Homep cepii: . 20001A o
HAata pupobukiTea; 04/2022 Lata-aakiHyerHa Tepminy npugaTHocT: 04/2027
Rara-eunycky cepii: 20/06/2022
Poamip cepil; 17570 yn.
Nikapcwxa hopma; Tabnetxw; BKpuTi NNiBkOBOK 06@NOHKSIO, RO 500 Mr
‘Cuna pfifakTuBHiCTs: 1 1abneTxa, BKpYTa NNIBKOROIC OBONOHKOIO, MICTUTB
MeTapMiHY rigpoxnopuay 500 mr
Poamip Ta Tun nakysaHHn: no 10 Tabnertok y Grictepi, no 6 Gnictepis y xapToHHIA
KOPOGLL 3 MAPKYBAHHAM YKPATHCLKOK MOBOID
Haifimerysants | MiCLIE3HAXOAKEHHS SEEPTIM-XEMI AT, FniHikep Ber 125, 12489 Bepnin,
BUpOBHYKa, WO BUNYCTUB cepiio 8 o6ir: HimMeuuuna
Homep niueHsii Ha BUPOSHULTRO: DE_BE_01_MIA_2019_0006
NokazHuk Cneuudikauis PeaynbTat
3osRiWnik BArNAg Bini kpyrni onyxni 3 a6ox Gokis TabseTN, BKPWT Bignosigae
NRIBXCBOK OBONOHKOK
Liamerp OpieHTOBHE 3HaYeHHA AiameTpa: 12.1 MM 12.1 MM
‘Bucota. OpieHToBHE IHAYSHHR BUCOTH: 4.8 MM 4.8 MM
CepeaHn MAaca OpieHTOBHE IHAYEHHA cepeakbol Macn:.0.560 T 0.552 r
OAHOPIAHICTb BO3OBAHUX OANHUUE n=100AV 15,0 (L1); n = 30: AV < 15.0 (L1): -Bianosigae

1KO/IHE 3 OKPEeMUX 3HAUEHb BMICTY HE BUXOAMTL 34 MEXI
Bia 0.7 x M ao 1.25 x M

Brpara 8 Maci npu sucyllysaHHi He Ginswe 3.0 % 0.7 %
PoanagaHHA _ He Binblwe nix 30 xannitH 11, x8°
PO3YMHEHRHA™ He menwe Hix 80 % (Q) uepes 30 xeunuy -He npoBoguNoes
lneHTudikanis metdopMiny MnsAma HAJ TOUKOK CTAPTY @ 3a NONOKEHHSM, POSMIPOM  [O3KTUBHO
rigpoxnopuiy (TLLX) Ta IHTEHCWBHICTIO NOBUHHA BiANOBIAATY NNAMI HAJ TOMKOID
crapty b
KiNbKiCHUA BMICT AOMItLUOK"
- lomiwxa A arigno 3 Ph. Eur;: He 6intWle Hix 0.02 % ‘He nposogunocs
{lianoryaHipmus)
‘Hegigomi pomiixu
- iHAKBIAYANIBHO He Binblue Hix 0.1 % He npoeoaunocs
- CyMa e Binbwe Hix 0.3 % He nporogunocs
MikpoGionoriuna unctoTa™~ Ph. Eur., 5.1.4:
TAMC He Binblue rixk 10° KYO/r He npoeoannocs
TYMC He Ginbtue Hix 102 KYO/r He npoeogunocs
o o E. coli siacyrhalr He nposogunocs
KinbKicHwia BMiGT 'M‘éTtbb'pMiHy'rigp'ﬂkﬁﬁb'ﬂny Bia 475 g0-525 mr va TabneTxy, BKpUTY DDONOHKOI, [0 502.9 Mr Ha
signosigace eig 95 10 105 % nikapcbKo! peuosnHH, Tabnerxy,;
3a3HaJeHOT Ha eTukeTui BKpUTY

OBONOKKOKD.
* JaCTOTA NPOBEABHAS BUNPOBYBAHHR: Ha KoMHIE 106 cepit,

** YacroTa NpoBeseHHs BUnpobyeaHHA: 0gHA cepis OAMH pas Ha KBapTan.

JanBa npo ceprudikalio:

UMM 5 3aCBigYI0, WO HaBeseHa BuLLe iHtbopmaia € AocToBIpHOWK Ta TouROH. Lito cepilo npoaykLii Gyno Bupobneno (Bkrouakum
NakyBaHHA/MADKYBAHHR) Ta NPOBEAEHE KOHTPONS i1 AKOCTI Y NOBKIA BIRNOBIAHGCTE 2 BUMOraMn GMP, BCTanoaneHnmid MiCLIEBUM PEIYNATODHUNG GOIAHOM..

a8 TAKOX BIANOBIAKO AC creumdikauii, Wo MICTATLCA ¥ PEECTPaLIFHOMY AOChE KpatHW-IMropTepa. TpoTokonk BUPCOHAUTEE, NaKypaHHs Ta aHanisis Gyno-
NepernAHyTo Ta BCTaROBNBHO BigNOBIgHICTE GMP.
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