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JEPKABHA CJIYKBA 3 JIKAPCLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

npos, Hanii Ceitmunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €JPTIOY 37079055

BUCHOBOK
npo AKicTHL BBE3eHOro B Ykpainy MiKapchLKoro 3aco0y
20.09.2024 No 48461/24/26
ETOPA

(nasiMery Batis nikapesbKoro 3aco0y 3riano 3 peectpauifinm DOCRLUCHISM)
TabIeTKH, BKPHT INHBKOBO10 600/1011K010, 110 120 mr, no 7 TadAeToR y gaicrepi, no 1
gnicrepy B KapTOHHIH Kopodui

(chopma BHITYCICY, LOSY B, BHAL NIAKYBaTIHA nikapeskoro sacoly)
Homep peecrpauiiiioro nocsizuennn UA/L 8682/01/03 crpok Aii peceTpauiitnoro MOCRients 13.04.2026
Cepisa nikapcskoro sacoby M P2407183 KinskicTy BBE3EHOIO sikapebkaro 3acoby 12600

POHTIC XEJUIAC MEJIKAJI EHIT GAPMACBIOTIKAJIC

BupobHnk - i - )
ITPOIAKTC C.A,, I'peuis
(naiMenyRaiiin BUPOBUIKE AIKAPCHKOTO 3acoBy. kpailia NOXOIEKENNs)
Bseseno B Ykpainy ToBapucrso 3 06MCEKEHOI0 signosinansiicrio "TMOJbBOAPMA

FOA", inent. wo: 42781598
(HalMeHyBAHIIA TR KO 33 CJPTIOY 1opuanunoi ocodit abo apiasiie, in's. 10 Garbkosl

rizuuiior ocodst - HapremLt, T MICUE (POARHBUIHA TA peccrpatiinii nomep 00:4iKOBOY
KApTKY NAGTIHKD (OLXTKIB aG0 cepis Ta HONMCp TCHoPT)

[1pOTOKON Bi3YaALHOFO KOHTPONIO Bit 20.09.2024 Ne 3257/1.

3a  pesyAbTATAMM  ASPRABHOCO  KOHTPOIIO pCTANOBNCHO, 0 Jikapebiiit  3acié  BpescrO 8 Ykpaidy 3

,ﬂO’I‘pHMaHHﬂM BHMOT 34K0HOAABCTBA LION0 sabe3neyets AKOCT AikapRLKNX 3aco0i.
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Rontis

Driven by innovation

Mpomucnosa 3oHa Jlapiceu
Alc 3012

Tapicca, 41500, 'peuis
(Industrial Area of Larissa
P.0. BOX 3012

Larissa, 41500, Greece)
Ten.:+30 2410 541 489
dakc: +30 2410 541 490
infohellas@rontis.com

CEPTUDIKAT AHATI3Y http:/imvww.rontis.com
ETOPUKOKCUB, TABJTIETKWU, BKPUTI MIIBKOBOKO OBONTOHKOIO, MO 120 MI
AIA H/3 Kon TC12ET
HOMEP CEPIIRONTIS  |TC2407011 PO3MIP CEPIi 500 000 TabrieTok
AATA BUPOBHULITBA g5 5094 TEPMIH MPUOATHOCTI |ue. Ceprudikar sianosiaHocTi

KomeHTtapi: H/3

BUNPOBYBAHHA CMEUU®IKALIT PE3YNbTATHU
Bini abnykonoaibHi ABOONYKnMi TabneTky, BKPUTI MAIBKOBOO
Onuc 0B0IOHKOI0, 3 TUCHEHHAM "120" 3 opHoro Boky Ta rna/ki 3 iHWoro BIAMNOBIOAE
(BHYTPILLHI# METOZ KOMNAHIT) BOKY. BUMOTAM
laeHTudikauis etopukokcuby A. Yac yTpumyBaHHs Bignosigae craHaapTy (sunpofysaHHs A g{/{l&g&,ﬁlﬁe
KifIbKICHOrO BMICTY).
B. Yo B. CnekTp BiANoBigae cTaHaapTy. B. g:hu“[/'j(o)?)\'i”;\e
(BHYTPILWHIN MeToA KoMnaHii)
Po3mipu (LunpuHa X AOBXNHA) 89x92mMmt75% 8.92 x 9.24 MM
(BHYTPILUHIA MmeTog KOMNaHii) (8.24 - 9.56) x (8.52 - 9.88) MM
OpHopiaHICTE Macy He Ginblue Hix 2 oauknLi > AW £ 5.0 % BIANOBIOAE
(EBponeliceka cdapmakones 2.9.5) YopHa oguHnus > AW £10.0% BUMOTAM*
Bwmict Bogu (Kapn ®iwep) ) ]
(E€Bponeiicska hapmakones He 6inblue Hix 3 % 2%
2.5.12)
KinbkicHuid BMicT
(BEPX) 95.0-105.0% 98.2 %
(BHVTDILIIHIN MeToA KoMOaHID
PosunHeHHs (Q) = 80 % npoTtsarom 30 xB. 89%
(BEPX) (3rigHo 3 Esponeiictkoro hapmakoneeto 2.9.3) MiH.: 86 % (S1)

OpaHopigHICTE 0ANHAULL J,03YBaHHS

Ons nepwux 10 oguiuub: AV < 15.0 % (L1)
a6o anga 30 oguHuub: AV < 15.0 % (L1) Ta

(BM"POGVFE‘HH“ 3MiHU mach) YKogeH okpeMnit BMICT OAMHUL 403YBaHHSA HE MEHLUNG Hix (1 - L2 X ?DV = 3-.9L°1°
(€Bponelicska hapmakones 0.01) M a60 He GinbLumit Hix (1 + L2 x 0.01) M Pisenb:
2.9.40) (pe L1=15.0, a L2 = 25.0)
(8rigHo 3 Esponelicbkoro hapmakoneeto 2.9.40)
CropigHeHi pe4oBuHY Oomiwka F: <0.2 % HMB
BEPX) MakcumarnbHa okpeMa Hesigoma goMiwka: < 0.2 % 0.05 %
(BHYTPILLHI MeToA, KoMMaHil) 3arankHa KinbkicTb gomiwok: < 0.5 % 0.13%
|ﬂ,eHTMd?IKal..!.Jﬂ Alokcuay TUTaHy YTBOPOETLCA 3abapBrieHHs XOBTYBaTO-NOMAaPaHYEBoro Konbopy. BIANOBIOAE
(BHYTpILUHIK MeToR KoMMaHii) BAMOTAM
laeHTUchikalis okeuay sanisa
XOBTOrO (BHYTPILLHIA MeTOA, YTBOPIOETLCA CUHIHA KONIip BIIBE'/II—!{/IOOB;Q’:AE
KOMnaHii)
lneHTudikaLia iHAUro kapMiHy 3a BIMOBIIAE
[L0TIOMOr Ol aMoMIHIEBOTO FaKy Y®-criektp Mag Makcumym npn 610 HM = 2 Hu BﬂMMOI'ﬁM
MikpobBionoriyHa uucrora 3arankHa KinbKicTb aepoBGHUX MikpoopraHismis (TAMC): 10°
(EBponelicbka hapmakones 2.6.12 KYO/r (MakcumaribHa gonyctvma kinbkicts = 2000)
- 2.6.13) (BUKOHYETLCA Ha KOXHIN | 3aranbHa KinbKicTs APDKIKOBUX Ta nniceHenux rpubis (TYMC): H/3
10-1 cepii abo npuKaiMHi Ha OAHi 102 KYO/r /MakcumarnbHa gonyctuma Kinbkicts = 200)
cepil Ha piK 3anexHo Big TOro, LWo Escherichia coli: BigcyTHicTs/r
yacriwe) (Brigro 3 Esporelicbkoto papmakoneeio 5.1.4-1)
BUNYCK/BIOXUNEHHA BUMYLLEHO: nipgnue OATA
Himirpa Mkauiy (Dimitra Gkatziou) (nianuc) 22.08.2024 poky
BUMYCK MeHemxep 3 KOHTPOMO AKOCTi —

yrioBHoBaxeHa ocoba

NMPUMITKHU

HaBefneHi BuLLe BunpobysaHHs onucaHi B8 MOHOTPA®II BUNPOBYBAHbL FOTOBOIO MPOAYKTY TA AHAJITUMHOMY 3BITI
3 KOHTPOJIIO AKOCT! 3 igeHTudikauintum Homepom npoaykty: TCO3ET i TC11ET.

KomeHTtapi: HMB: Hinxde mexi BUsIBIIEHHS. *Pe3ynbTaT TEXHOMOTYHOIO KOHTPOSO

dopma Bepcii 4a, 30/07/2024

Crop. 131
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MpomMucnoea 30Ha Jlapiccu
Alc 3012

TNapicca, 41500, Mpeuis
(Industrial Area of Larissa
P.0.BOX 3012

Ro n t I s Larissa, 41500, Greece)
Ten.:+30 2410 541 489

. . . . dakc: +30 2410 541 490
Fpeum Driven by innovation infohellas@rontis.com

hitp://www.rontis.com

CEPTU®IKAT BIAMOBIAHOCTI

MpoaykT: ETOPA (ETOPUKOKCWEB) MONMb®APMA, TabneTku, BkpuUTi NiBkoBoo 060n0HKo0, 1o 120 wr,
BTX7

Kinekicts: 12 606 ynakoBok, 88 242 Tabnetok
Ne cepii. P2407183
Ne cepii HeposdacoeaHoro npogykTy: TC2407011

Ad! (BupobHuk / Ne cepii): «Aypope ®apmacbtoTikanc [lpaiiset JlimiTea» (Aurore Pharmaceuticals
Private Limited) / ETXF230032

TNikapcbka dopma: ETopukokcn, TabneTku, BKpUTI NiBKOBOKW 060M0HKO, Nno 120 Mr
[JaTta surotoBneHHs (Micsib/pik): 06/2024
[ata nakysaHHs: (aeHb/micsaub/pik): 16.07.2024 poky
TepmiH npuaaTHocTi (Micsius/pik): 05/2028
Poamip/Tvn ynakoBku: 7 TabneTtok X 1 6nicrep
Bupo6nuya ginbHuus: «PorTic Xennac C.A.» (Rontis Hellas S.A.)
MakyBanbHa aineHuus: «PoHTic Xennac C.A.»
LinsHuus 3 BunpoByBaHb B pamkax KOHTponto skocTi: «PoHTic Xernac C.A.»
Homep po3sony Ha BupobHuLTEo: 0000010664/23/1
Homep peecTpaujiiiHoro noceigyexHs: UA/18682/01/03
KpaiHa-imnopTtep: YkpaiHa

BupobneHo ans: «Monbthapma C.A.» (Polpharma S.A.)

PesynbTaTu aHanisy: AuB. aoaaHuin CepTudikat aHanisy

Livm niaTeepaKyeTbes, WO HaBeaeHa BULLE iHdopmaLia € AOCTOoBIPHOIO Ta To4Ho. Lito cepito mpoaykty
6yno BUrOTOBNEHO, YNakoBaHO Ta BWUNPODYBaHO Ha BULLE3a3HauEHI(UX) AINbHALI(SX) Y MOBHNA
BiAANOBIAHOCTI A0 BUMOr HanexHoi npaktuiy BupoGHuuTea (GMP) €C ans 3abesnedeHHs BianoBigHOCTI
PeecTpaLliiiHoMy nocBig4eHHI0 KpaiHu-iMnopTepa Ta Sk BU3Ha4YeHo Y BIAMNOBIAHIA Yroai npo TeXHIYHY AKICTb.
[okymeHTauis Lwono oB6pobku, nakysaHHs, aHanisy Ta BunpobyBaHb cepii Bynu nepernsHyTi Ta BU3HaHi
TakvMu, Wwo signosigaots GMP.

BigxuneHHs, LWo MOXyTb HEraTMBHO BNNMBATU Ha AIKICTb NMPOAYKTY: v Hi
o Tak, anB. KOMeHTapi
Cepito BunyLLLEHO Ha PUHOK.
KometTapi/npumitku; H/3.
Hara: 23.08.2024 poxy
Im'a/nignuc;
(nidnuc)
(YnoeHoBaxeHa ocoba)
Bo6ona €earenis (Bobola Evagelia)
(YnosHoBaxeHa ocoba 3rigHo 3 [upextusoto 2001/83/EC)

HaujoranbHa opzaHisauia 3 nikapcbkux 3acobie, Homep cepmucbikama: 93103/7-9-2023, Homep Go36011y:
0000010664/23/1, gidnosioHo do cmammi 40 Jupexkmusu 2001/83/EC, 2apMOHI308aHOT 3 HayiOHaIbHUM
3akoHoO0ascmeom AY3 (a)/.I1. 32221/29-4-2013 cm.57
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