[Ha Onanxy KoMnanii «Irandapmaxo C..A.» (ITALFARMACO)] |
Binnin satesneuenns sixoeri/ KoHTpoOIO AKOCTI—

_Ceprudikat nxocti Ne 202304830

Koa IIpoayxr Cepin | KiabkicTs
PFLINOOI4UA FJIATIJIH (GLIATILIN®), 23022 29348
po3uaun nas in'extiit 1000 mr/4 s B YI1aKOBOK
amuyJsax Ne3
([iroua peyoruna:
xoniny anbhocuepar 250 mr/mi, ato 1000
. __ Mr/amm) .
Harta JlaTa npoBegenHs anaJsisy: Jdara zakinyenus
BHIOTOBJIEHHSI TePMIHY IPHAATHOCTI
Tpasens 2023 17/07/2023 Tpasens 2028
Kpaina-supobruux: Imanin
Peecmpayiiine ceidoymeo Yupainu Ne UA/2196/01/01
BunpoSysanusn I'paHnyni 3Hayenusn Peayawrar
Min, Maxkc. Opmunns
BHMIipy B
I. Omue (€pp. Capm. Hposopuii 6ezbapeunit pozuun Bianoeinae
BI3yaJlbHO) |
2. Ilposopicts {(€ap. [Tposopuii (<1) <]
Dapm. 2.2.1)
1 3. Konip (€sp. Dapm. bes3bapeHuii Bianoninae
2.2.2 — merop 1)
4. Mexaniyui Brmouenna BincyrHi Bignosinae
(€ep. Oapm. 2.9.20)
5. Ob'em, mo 4,0 4,3 M 4,2
‘eKerparyerses (€sp.
Dapm. 2.9,17)
1 6. pH(E€sp. Papwm. 2.2.3) 5,5 7,0 / 6,1
1 7. Lnentndikauis xoniny Mo3uTuBHA Tlosururna
anbocuepary* (BEPX)
(€sp. Gapm. 2.2.29) ~
8. KinbricHe BuzHauenms
G ' "
E{BEI};{}};;?&’?;C;?;;? 950,0 1050,0 Mr/ammnysna 1006,0
2.2.29) o
9. CynyTni poMinky
(BEPX) (€sp. Qapm.
2.2.29)
Koxua onunvuna sigoma | <0,5 % 0,2
(1)
Cyma Bigomux fomimox | <1,0% % 0,2
| KoxxHa nooguHoka
HegifoMa <0,2 % 0,0 (HO)
1 Cyma HeBigoMux
_IOMilIoK <1,0% 10,0 (HO)
| 10. Mexauiuni
| BRIIOYEeHHa*¥:
| HeBHIOHMI yacTHHKY (Cap. o
Dapm, 2.9.19) AR
>10 mMkm <6000 HACTIM: | TV 22
1 >25 MKM <600 yacTi' - | yf\
l[ t h’»"d >
. e f"f‘b’r
i g




11. Crepunsuicte** (Cap. Crepunbuuit Crepunbuntt
i dapu. 2.6.1)

12, bakTepianbui
CHROTOKCUHU** (Cap. <87,2 3E/mn <6,0
Dapm. 2.6.14) |
*ona cneyquikauit 3a mepminom npudamuocmi — unpoOGYSaAHHA HPOGOOUIOCA HA HOYAIMKY
mepminy 3bepizanua

**ona cneyudpixayiii 30 mepminom npudamuocmi — euRpoOYEaHHA NPOGOIUTOCA HA HOYAMKy
ma ¢ Kinyi mepminy 36epizanua

(1) Koxna onuuuyHa Bimoma: xoniH, docdopunxonin, rainepodocdopra kucnora, L-g-
rninepunpocdopuneranonamis, L-a-rainepundocdopininosuron, riiteposn.

3assa npo ceprudixaniio:

[um a.3ac8indyIo, wo HaBeneHa eume indopMaLis € JOCTOBIPHOW i TouHow. Lla cepis NpoAyKuii Oyna
BrpobnieHa (BRIIOYIOUH YNIAKOBKY / MADKYBaHHA) 1 HPOBEAEHO KOHTPOMS 1l AKOCTI y BKasaHiit Ai1aHLi (-
aX) B TOBHiH BiamMoBiAHOCTI 3 BuMoramMn GMP, BCTAaHOBICHHMH MicLeBMM PETYISATOPHUM OpraHom
Iranificbke. papmauesTuune areHterso (AIFA), a Takok y signopimmocTi 3i cneuudikauismMy, 1o
MICTATBCS B peecTpauiitnoMy nocke. [IpoTOKOTH BHPOGHKUTBA, YIAKOBKH T2 AHANI3IE Oynu nepernanyTii_
BCTaHOBJIEHO BiAnosixaicTy GMP.

Minan, 17/07/2023 p. Yrosaoswkena ocoba
Cepin cxpanena Ta gonyuena xo peamizaunii, Hunuig Jlikaunpo [Cinzia Licandro]
[migmuc]
Ximixo-¢isuuna raboparopis  Bionoriusa maGopatopis Binain xoRTpomo AKOCTi
. byononane M. Biuyigauna M. I'atTi
[D. Buonopane] [M. Vicinanza] [M. Gatti]
Kepisauk naboparopii KepiBuuk naboparopit KepiBruk Bifniny xonpono
[rianuc] [mizmuc] sKocTi [mignuc]

. «ltandapmako C.mL.A.» {Italfarmaco S.p.A.], ITania
FOpunauuna agpeca Ta agpeca BHpoGHHOLrO MANPUEMCTBA
(Jlizensin Ha Bupo6GunuTro NeaM-56/2019
Biane ®ynssio Tecri, 330-20126 Minax (M), Itanis
[Viale Fulvio Testi, 330-20126 Milan (M), Italy]

~ Ajapeca-aaminicTpaTussnx Kopnycis ta sianiny HAP:
Itanig — 20092 Yunizenno Banssamo (M) ~ Bia nei Jasopatopi, 54-
[Italy — 20092 Cinisello Balsamo (MI) - Via dei Lavoratori, 54] -
Teaxt. +39.02.64.43.1 — Dakc +39.02.64.24.790 — Tenexc 334480 ITF |




JAEPHKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIU OBJIACTI
npor. Caivmmunot Haail, 3, s.Kuis, 02099, ten/daxe: (044) 363-06-50
E-mail: disko@dls.gov.ua, Kog €JIPTIOY 37078774 |

_T BUCHOBOK .
NP0 AKICTH BBE3CHOTO B YKpaiHy JiKapchKoro 3aco6y

05.12.2023 Mo 61425723/1011

i LJIHATAJIHR e
{Haivenypanne AixapesKkore 3ae00Y 3riEno 3 peccTpaliRHuy HOCEiAMeHRAM) “
posunH juma in'exuiit, 1000 Mr/4 ma, no 4 ma 5 ammyai; no 3 avnyan y NAACTHKOBOMY
' . Konveitnepi; no 1 xouteitnepy  xopobui 3 kaprony
{hopMa BUIYCKY, IO3YBAHNY, BHA HAKYBARKR JIKAPCHEOTD 33000V}

Howep peecrpaniiinoro nocsizenns UA/2196/01/01 crpox sii peecrpanisinoro nocsinvenin 01.01.2099
‘Cepin nixapesxoro sacody Ne 23022 Kinsxiers sBesenoro nixapcskoro sacoty 2080

Bupobuux - _Irangapmaxo C.wA franin
| {Halimernysanny sapobHIKa nikapehKore 3acoby, kpalua MoXomKeHus)

. Baeaeno B Yxpainy Topapuerso 3 oGmexenowo. signosigansnicrio "J{IJIEQ GAPMAY,
_bmenr, kop: 36691994 e
{uafiMenysamm T ke 2a CAPTIOY sopumrano’ ocobu afo TpisEie; iM%, no Garskosl Gizaumol
0Co0R - nignpHenMiy, I Micie mpounanis 3 peecTpaitiitnmd Homep ofnixesel kaprry nnaTHRKE
nodarxin a0o cepid Ta HOMeEp DaCTopTa)

3a  pelynsTATAMN HEPWABHONG  KOHTROMIO BCTRHOBNENO, 100 JNiKAPCHKUH 3aci. apesene B Yxpainy 13
AOTPUMAHHAM  sumor 38K0HONABCTEE MO0 140e3Me eHHs, IKOCTE AiKapeLRIX J4505i8.




