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Iepexman

sanofi

CEPTHU®IKAT CEPII BUPOBHUIITBA

Ipusnauenns: YKPAIHA
Peecrpaniitne nocsingenns Ne: UA/11825/01/01
Tlpezenrarnis:

Haspa npenapaty, cuna aii, nikapcoka dopma: KJIOHIOI'PEJIL-CAHODI,
TabJIETKH, BKPHTI ITiBKOBOIO 060NOHKO, 110 75 MT

TlaxyBaums: 3x30 Tabnetok (B amoMiHieBux GricTepax)
‘AKTHBHI iHTpeaieHTH: Ksominorpens rigpocynsgar
Cepis Ne: EA6722
Po3mip cepii: 17 982 ynakosox
Jlata BUrOTOBIICHHS: 11.01.2024
Ipunarnuii no: 12.2026
Hasga, agpeca i Homepu nineHsiit Canodi Bintpon Innacrpia
JiNBHULG 3 BUPOGHUITBA i KOHTPOJIO 1, py ne s Bipx,
SIKOCT: Awmbape et Jlarpas
33565 KAPBOH BJIAH Cepekc,
DpaHitis
Jlinensist Ha BUPOBGHUNTEO: 2024 033 1 2

3asiBa npo ceprudikanio:

HaHuM 3acBimdyro, mo BUKIafeHa BHIIE iHhopMmalis € HocTosipHOI i TouHOI. Hany cepito 6yino
BUTOTOBJICHO, BKIOYHO 3 TaKyBAHHAM, MApPKyBaHHSM i KOHTpOJIEM SIKOCTi Ha BHILEBKA3aHill MinbHULI y
TOBHIH BinmoBiaHoCTI K0 BHMOT GMP, BCTaHOBJEHHX MiCLEBUM PErYTATODHAM OPraHOM, a TaKOX y
BIANIOBiTHOCT] K0 cnenudikaniit, sxi MicTATHCS B peecTpaniitHomy focke kpainu-iMnoprepa. [lpotokosu
BUPOOHUIITBA/IAKyBaHHA i aHaNi3iB 6y .10 TIEPErJITHY TO i BCTAHOB/IEHO y BiANOBiRHICTS 10 BuMor GMP.

3agsizoBano: ITocaga: VioaOBaxena ocoba / VYnoeHOBaxkeHa ocoba 3
I'AHC B. [HANS B.] 3a6esneyenns saxocti. IIposizop
Jdara: 02.08.2024 ' Iignuc: /ITiqnuc/
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Ceprudikar ananisy / Ceprudikar cepii | San Ol 1
Cropoueruii onuc: KJIOII_.III;OI’PEJIL TabaeTKH BKPUTI NJIIBKOBOIO 060/I0HKO0 no 75 mr, 3x30Ta6
YKPAIHA
Cepis Ne: EAG6722 GMID xoa: 636130
JlaTa BUrOTOBJICHHS! 11.01.2024 Hpuaarunii 5o:12-2026
Tun: TaGneTku, BKpUTI MNiBKOBOIO 060TOHKOIO
IMakypanHs: Kopo6xka 3 3 6sicrepamu no 30 TaGnerok
Punok: VYkpaina ,
| Hocebe Ne: OPE-0047513 v. 12.0
VYMoORBH 36epiranHa HeMae ocobnuBux ymMoB 36epiranns
- Halimenysauns noxassuxie Cneungikanii PesyanTaTn
| XapakTepucraicu ] g
T o K;;yrni, 3J1eTKa nsoony;mi TaBIeTKH, BKPHUTi IIHBKOBOIO
. Onue 0BOJIOHKOIO, 3 THCHEHHAM «75)» Ha oznHOMY Gomi i «1171» Binmosinae
P Ha iHImomy Goui. U
# Kounip Poxepnii Binnosinae
" Inenrudirauis
| N A)Yac yTpuMyBaHHS OCHOBHOTO MKy Ha XpoMarorpami
IOCII Ky BAHONO PO3YMHY Ma€ BiAmoBinaTy qacy
Knoninorpens | YTPUMAaHHsA OCHOBHOTO IiKy Ha XpoMarorpami pO3UHHY
PX TIOPiBHAHHSA. ' Binmoninae
B)Maxkcumym Ha V®-crektpi normuHasHs
Krnonigorpens ROCHZIXKYBAHOTO PO3YMHY Ma€ BIANOBINATH 32 HOBKHHOK Bi :
Y®-cnexrpodoromerpis XBUIIi {HTEHCHBHOCTI MAKCHMYMY MOTYTHHAHHS Ha YD- HIpElAac

CTIEKTPi PO3YMHY MOPiRHSHHS.

. Twrany giokeun

Bianosinue g0 xonsopy pozunHy Iosutuena

3aniza OKCH/J| YepBOHH Binnosinue xo konsopy Jelokiciiizyg Ilo3uTHBHa

. Tecrn

OnropiaHicTs 1030BaHKX ONUHHUL:
- PospaxyHkoBo-Baropuit MeToz,

3,3

- Pozuunenns K
._1-ma cragis:

- lewmiers T He menure nix 80% (Q=75%) b 99%
2 eMHicTB He menwe nix 80%(Q=75%) 93 %

_3emmicts He menme nix 80%(Q=75%) | 9%

demmiers ) He menmme nim 80%(Q=75%) | T ogy,

5 emHicTE He Mmenime mix 80%(Q=75%) 79 %
| Gewmicrs He venme nix 80%(Q=75%) 9%
'7 2-ra craziis ' B
. Konweswawenna : He menme nix 60% ... Bimnosimae

(Cepemwe(Si+sy) N He menure pizx 75% ~

i He 6insme nisx 1,7%
b - - S—
He Ginbwe nix 0,20 % (npu BHITYCKY) Hucze mes

- SR25989 He Ginsme mix 1,0%(npu sumyciy) s:i:‘;‘:‘:d‘?;;

- HeBiZoMi IHaMBiAyaNnLHi He 6inbwe Hix 0,20 %(npu BHITyCKY) oo

DOMiIKH (KOXKHA) BZi}({)a:gFi;m
| - CYyMa IOMIlIOK-NIpOAYKTiB He 6inbuie nix 1,2 %(npu BUITyCKY) ~0 ’4“0 % ’
[ _posmapy S o e
 Kinbkicne Busnavenns L
) BupaskeHo sk xinbkicts ocrorn 74,08 Mr/TaGnerky
. Knonigorpemo B 1 ta6nerni 71,25 — 78,75 mr/rabnetky(npu BHIIYCKY)
. BupaskeHo y BincoTkax Bin :
| Teopernanoro BumicTy Kioninorpenmo 95,0 — 105,0 %(npu Bunycky) 98,8 %
B lTaGnerui B i i




Ceprudixar ananisy / Ceprudixar cepii l San O' i
Ciopouenmii omuc: KJIOIIIXOT'PEJIb TabneTin BKpUTI MIIBKOBOIO 060J10HK010 N0 75 M, 3x30T26
: YKPAIHA

Cepis Ne: EAG722 GMID xoa: 636130

Hara Buroropnenus: 11.01.2024 Upuaaranii no:12-2026

Tum; Tabnerku, BKpuTi NIiBKOBOK 06070HKOIO

[TakypanHs: Kopobka 3 3 6aictepamu no 30 TabieTox

Punok: VYkpaina

Hocke Ne: OPE-0047513 v. 12.0

YMoBH 36epiranus Hemae oco6nuBux ymos 30epiranns

i :

' HaiiMeHyRaHHS nokasHuKis gi Crenndikanii { PesyabTarn ?

BCTAHOBJIEHHX MiCLIEBUM PEryJIATOPHHM OpraHoM, a TaKOX y BiIMOBiAHOCTI 10 crieundikauii, axi MicTaTeca B peectpaniiiHomy
Aocbe KpaiHu-imnoprepa. ITporokonu BHPOGHUITBA/NIAKYBAHHA i aHATi3iB Oynu nmeperyisHyTi i BCTaHOBNEHO BiAMOBiAHICTE
GMP. 3a nmomaTkoBuM 3amuToM Bil OpraHiB OXODOHM 3[OpOB'S MM MOMKEMO HaJlaTH pesyNnsTaTH BHOPOGYBAHHS
MikpoGionoriunoi 4ucroTH 3 3aaHAMU MEXaMH (KOHTPO/b BUKOHYEThCS HEPiOAMYHO 3TiAHO 3 HAWHMH BHYTPILIHIMHU
CTaHAAPTHUMH ONCPALiHHUMH NPOLERypaMu).

IIpamitkx woxo pimenna: cepiro Bunymeno 09 mororo 2024 p.
Ceprudikar anasnisy onoBneno 02.08.2024

Pimenns » Hozonsaro
Hdara 02.08.2024 (uianmc)
YnosHosa:kena ocoba ago JeJIerar; Tanc B. [Hans B.]
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Al

AEPKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKII OBJIACTI

nipoB. Ceitanunoi Hapif, 3, m.Kuis, 02099, en/baxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOV 37078774

BUCHOBOK
npo SIKICTH BBE3€HOI0 B YKPaiHy JIiKapchbKoro 3acody

12.09.2024 Ne 44593/24/10

-

KJIOHIIOT PEJIb-CAHO®I

(naliMeHyRaHHA TikapcrKoro 3acoby 3rifHo 3 peecTpaniifHuM MOCBiTUeHHsM)
TabJeTKH, BKPUTI IIIIBKOBOI0 060/I0HKOI0, 110 75 mr, Ne 90 (30x3): mo 30 tabierok y
Outicrepi; mo 3 6aicTepu B KapToHHiil KOpoGLi
(dopma BuycKy, KO3yBAHHSA, BHJ( IaKYBaHHS niKapceKoro 3acofy)

Howmep peecrpauitinoro noceinuenns UA/11825/01/01 crpox nif peecrpauiitsoro nocsizgenss 01.01.2099
Cepisa nikapcekoro 3aco6y Ne EA6722 KinbkicTs BBe3€HOTO Nikapcskoro 3acoby 7680

Bupo6Huk CAHO®I BIHTPOII IHTACTPIA, ®panuis

(uaitMeHyBaHHs BUPOGHHUKA MiKAPCRKOTO 3ac00y, kpalHa MOXOLKEHHS)

Beesero B Vipainy ToBapuctBo 3 oﬁxw_gmenoxo BignmoBigaabuictio "CAHO®DI-
ABEHTIC YKPAIHA", inenr. xon: 35648623

(naiivenyBanis Ta kox 3a €JIPTIOY 1oprauunoi ocobr aGo npisBuie, iM'a, Mo 6aThKOBI
disrurol ocobu - mixnpuemng, i Micue npoxuBanHs Ta peecrpauiiiauit Homep o6ikoBoT
' KapTKH IIATHHKA ITOJATKIB a6o cepid Ta HoMep macnopra)

IIpoToxon Bisyannuoro xourpoaso six 06.09.2024 No 2644/4.

3a pesyabTaTaMu JIEPXKABHOTO KOHTPOJIO BCTaHOBJICHO, IO JiKapChKMii 3aci6 BBezeHo B Vkpainy 3
HAOTPHMAHHSAM BHMOT 3aKOHOLABCTRA moo 3abe3neyeHH AKOCTi JHKapChKHX 33c00iB.
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