[ra 6:1auxy xommanii «Iranbapmaxo C.r.A.» (ITALFARMACO)]
Bipgin 3abe3neqennn sxocri / KOHTPOJHO SIKOCT] —

Cepradikat sxocri No 202404177

Konx IIpoxykr Cepin KinbkicTn
PFLGLI14CPUA TIIATHJITH (GLIATILING), EA24018 14 059
Kancynn m'aki mo 400 mr, no 14 kancya s YIaKOBOK
Oaicrepax, 1 Gaicrep y kaprouuiit nauni
(Hiroua pevosuna:
xoniny anvgpocyepamy 400 me/xancyny)
Hata MaTa nposemennn anatizy: JaTta 3akin+enus
BHIOTOBJIEHNS TepMiHY TpuaaTHocCTI
Tpasens 2024 p. 16/07/ 2024 p. Tpasens 2027 p.
Kpaina-eupobrux: Imanin
Peecmpayiiine noceiduenna Yipainu M U4/2196/02/01
I'paanyei snavenun
Bunpo6ysanus Min. Maxe. Onunuusg PesyanTar *
BHMipy
1. Onme (Bisynsno) OraisHi, xo0BTi, M'aKi HEMpo3opi Binnosigae
XEITATHHOBI KANCYIH, Mo MiCTITh
B'A3KHH posuun
2. llopxnna Kancymm (sHyTpinms 14.5 16.0 MM 15.5
creridiraris)
3. Nwpnna kancym (BayTpinms 85 9.5 MM 8.7
cnemdixanis)
4. Posnanmanns (Cep. Dapm. 2.9.1) <15 XBIJIMH 9
5. Cepenns Maca 3anoBHenMx 820.7+5% Mr/Kane 847.56
Kancyn (BryTpimms croenndixaris)
6. Cepenns Maca BMicTy Karcyi 590.0+7.5% Mr/xanc 577.46
(BHyTpimas cnenmdixanis)
7. InenTudixania xominy
anshocuepary (BEPX) IToauTHBEA IosuTtusra
€sp. Capm. 2.2.29, BEPX)
8. Kinbxicne suanadenns xominy
amsdocnepary (BEPX) 400 + 5% Mr/Kamnc 408
(€Bp. Dapm. 2.2.29, BEPX) -
9. Izentndixanis raTpito eTni-
naparigpoxcutensoary (BEPX) IozururHa IosuTuBHE -
(€sp. ®apm. 2.2.29, BEPX)
10. Kinokicne susnagenns etus- :
naparizgpoxcubensoaty (BEPX) 0.8 £20% MT/Karrc 0.83
(Esp. Papm. 2.2.29, BEPX)
11, Inentrodixanis vatpiro mporin-
napariapoxcnbensoary (BEPX) IozutHBHA IMosntHBHA
(Ep. ®apm, 2.2.29, BEPX)
12. Kinpkicne Bu3HaueHHS HATPIKO _
| pocr nepariaporciGexsoary 04:220% p— 041
(Esp. Gapm. 2.2.29, BEPX)
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13. MikpoGionoriuaa uncrora*
(Cep. Gapm. 5.1.4,
2.6,12;2.6.13)

3aranena Kinexicrs aepoBHIX ne Ginsme mix 10° K¥yOrr <10
Mikpoopraniamis (TAMC)
3aranpHa KinbKicTs APiXIHKOBIX He Gimbime HiX 107 KYOr/r <10
nricHssuX rputis (TYMC)
Escherichia coli (xumxosa manmuuxa) Bigcyrnicte B 1 T Bincyrna

14, OxropigaicTs M030BaHMX
onunrAns (PBM) Binnosinae Esp.@apm. Binmnosinae
(€ep. Papm. 2.9.40)

*- Hepioduune mixpobionoziune MeCMyeania nposoOumsca y Kowucril cepii npenapamy
KpamHoi 5, ane ne piowe 1 pazy ha pix,

3asBa apo ceprrdikaniio:

LM s 3aceindyro, mo Harenena puie indopmanis € gocropipHoio i Tounoo. L cepis npogyxuii 6yna
BHPOGIEHA (BRIIOYAIOUH YITAKOBKY / M2pKYBaHHA) i MPOBe/IeHO KOHTPOE if AxocTi ¥ Brazanili ginpuumi
(-mx) B moBuiit BinMOBiZHOCTI 3 BHMoOramu GMP, BeTaHOBNEHHMMH MicCLIEBHM PETYIIATOPHHM OPTaHoOM
Itanificeke (apmanesTHuHe aremTcTRO (AIFA), a Takox y einmosimmocTi 3i cneumdikaniaMy, o
MICTATECH B PEECTpaLifHOMy HoCKe. poTokomn BupoSHuITE, YTIAKOBKH Ta aHATi3IE Synu nepernsuyTi i
BCT2HOB/IEHO BifnonimuicTs GMP.,

Cepin cxnastena Ta Aenymena xo peasizamil,

Minan, 26 /08/ 2024
YnoBHOBaXeHa 0co6a
Biro Inkannena [Vito Incandela]
_ [migmue)
Ximiko-hisuana naGopatopis Bionoriuna na6oparopisa Bianin xonTpomo sxocri
I'abpiema Karrapyssa Monixa Biuinanma Mapuena ati
[Gabriele Cattaruzza] [Monica Vicinanza] [Marcella Gatti]
Kepisurk nmaGoparopit Kepisauk naGoparopii Kepisnmk Bizniny xonrpomo

[mizmec] [mixmmc AkocTi [migmue]

«Itanbapmaxo C.mLA.» [Italfarmaco S.p.A.], ITanin
IOpuauuaa agpeca Ta anpeca BHPOGHMUOrO nianpreMcTBa
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