JNEPKABHA CJIYKBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI

npos. Ceitnuynoi Hamii, 3, M.Kwis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €/IPIIOY 37078774

BUCHOBOK
Npo AKICTE BBE3EHOr0 B YKpaiHy JIKaApPCbKOro 3aco0y

24.08.2023 Ne 41092/23/10

KOPIIIPEH 20MI'/10MT

(HaiiMeHyBaHHs JIIKapCHKOro 3aco0y 3riHO 3 peecTpaLliiiduM MOCBII4EHHSM)
Ta0/1eTKH, BKPHTI ILIIBKOBOI0 060;10HK010, 20 Mr/10 mr, rto 14 Tabaerok y 6.aicrepi; mo 4
OJ1icTepH y KAPTOHHIi Kopobui

(¢popma BuUITyCKY, 103YBAaHHS, BUJ ITAKYBAHHS JIIKAPCHKOTO 3aC06Y)
Homep peectpauiiitoro moceimuenns UA/11927/01/02 crpox nii peectpauiiinoro mocsizuenns 01.01.2099
Cepis nikapcexoro 3aco6y Ne CE3B06 KinskicTs BBe3eHOro Jikapchkoro 3acoby 2310

Bupo6HuK Pexopnari Ingacrpia Ximika e ®apmaceptika C.a1.A., ITanis
(HafiMeHyBaHHs BUPOGHHKaA Tikapchrkoro 3acoby, kKpaiHa ITOX0KeHH)

BBe3eHo B Ykpainy ToBapucrso 3 o6mexenoro BinnosinaasHicTio "PEKOPIATI
YKPAIHA", inenT. xon: 38688480

(HaiiMeHyBanHs Ta kof 3a EJIPTIOVY ropuauanoi ocobu abo npispume, im's, o HaTeKori dizuuroi
ocobu - mianpremud, it MicLie MPOXUBAHHS Ta peEcTpaLilimit HoMep 061iKOBO] KapTKH IIJIATHHUKA
MOJaTKiE abo cepisi Ta HOMEp MacrnopTa)

IIporokoa Bisyansuoro kourposio sia 21.08.2023 Ne 2582/6.

3a pesylbTaTaMM [J€pPXKABHOTO KOHTPOJNIO BCTAHOBIEHO, INO JHKAPCBKUM 3aci6 BBe3eHO B Ykpainy 3
AOTPHMAHHSM BuMOr 3aKOHONABCTBA 100 3a0€3neYeHHs AKOCTI NiKapChKUX 3acO6iB.

Kotnaposa JI.B.

(npi3syitte Ta iHillianu)
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MEPEKJIAAQ

Jloecomun PEKOPLATI

®apmaueBTUYHUIA 3aBod B MinaHi
KoHTponb akocti Ne: 2305127

CEPTU®IKAT CEPII

lNpoaykuis:

Koa

Homep cepii

KpaiHa iMmnopTy:
PeecTpauiiHe nocBiAYeHHS B
YKpaiHi

Hitoya peyoBUHa

lNlikapcbka popma

Po3mip Ta TN nakysBaHHS

KOPINMPEH 20 mr/10 mr, TabneTtku, BKPUTi NNiBKOBOIO
obornoHkoto, Ne56

41863400

CE3B06

YKPAIHA

UA/M11927/01/02 (TepmiH il HeobmexxeH i)

Exvananpuny maneaty 20 mr+JlepkaHiguniny rigpoxnopuay 10 mr
TabneTku, BKPUTI NNIBKOBOK 0B0IOHKOD
no 14 Tabnerok y 6nictepi; no 4 6nictepn B kopobui

HaTta BupobHUYTBa 23.05.2023
faTta 3akiHYeHHs1 TEPMIHY 05.2025
NpPULAATHOCTI
Po3mip cepil (KinbKicTb yniakoBok) : 2310
dinbHUUSA IMiyeHsist Ha CepTudikar
BUPODOHMUTBO BignosigHocTti GMP
BupobHuk: Pekopaati IHaacTpia Ximika e ®apmaceBTika aM-13/2022 IT/15/H/2022
C.nA,
Bia MaTTeo Yisitani 1, 20148, MinaH, ITanis
YnakoBka: Pekopgarti IHgacTpia Ximika e GapmacesTika aM-13/2022 IT/15/H/2022
C.nA.,
Bia MaTtTeo YisiTani 1, 20148, MinaH, Itanis
KoHTponb sikocTi: | Pekoppaarti IHgacTpia Ximika e PapmacesTika aM-13/2022 IT/15/H/2022
C.n.A.,
Bia MaTtTeo Yisitani 1, 20148, MinaH, Itanis
Bunyck cepit: Pekopnari IHgacTpia Ximika e ®apmacesTika aM-13/2022 IT/15/H/2022
CnA.,
Bia MatTeo YisiTtani 1, 20148, MinaH, ITanis

PesynbTat aHanisy cepii npeacraeneHi B Cepmucpikami aHarniay, o AOAAETLCS

KomeHTapi:

Lium 51 3aceiduyro, wjo HasedeHa suwe iHghopmayist € G0CMOBIPHOK ma moYHo. Lo cepiro npodykuii 6 VI10
8UPODBIEHO (8KIMOYAKOYU N1aKy8aHHs/MapKyeaHHs) ma rnpogedeHo KOHMPOJb If AKocmi Ha eulie3asHayeHill
OibHUUI y NOBHIU 8idnosidHOCMI 3 eumozamu GMP, ecmaHogieHUMU MicUesuM pezynsmopHUM op2aHowm,
a makoX eionogioHo 0Oo cneuyudikauild, wo micmsamscs y peecmpauiliHomy docke. [IpoOmoKomnu
8UPOOHUYUMEa, NaKysaHHs ma aHanizie 6yno nepeansHymo ma scmaHoaneHo gionosioHicms GMP.

YnoBHOBaXeHa ocoba
(BignosigHo go po3ainy 51 OQupektusu 2001/83/CE)

[0 AaHino ParTi

B Knaegia ®@pironi

19.06.2023 /nionuc/
HaTta Tta nignuc




JToeomun PEKOP/ATI

®apmauesTuYHUA 3aBoa B MinaHi

Cepmudpikam AHanisy

KoHTponb akocTi Ne: 2305127

Koa: 41863400

Cepisa: CE3B06

Homep noctavanbHuka: 230003564

MeTtog aHanisy 145 ZTK noTo4He BUA.

[Mpoaykuis: KOPINMPEH 20 Mr/10 mMr, TabneTku, BKpUATI NNiBKOBOK 000noHKOK, Ne56

AHanis: 19.06.2023 Tepmin npuaarHocTi: 05.2025 Hata supobHuytea: 23.05.23
AHani3s OdonycTtumi mexi OauHuui | PeaynbTatn
Onvtc B e T Bianosipac
CepefHs maca > 200 <212 Mr/Tabn 206
CTilikicTb TabneTok Ao pos3AaBnioBaHHSA > 49 <120 N 71
OpHopigHicTb fo3yBaHHs JlepkaHigunivy HCI AV 2 +15 % Bignosigae
ﬁg:zglémcm 0o3yBaHHs EHananpuny AV < 15 % Bliirioaae
|neHTudikauis Jlepkaniguniny HCI (BEPX) [losuTueBHUN [10O3UTUBHUIA
lneHTudikauis EHananpuny maneaty (BEPX) [Mo3uTUBHUN [o3nTnBHUA
|neHTU®Ikauia JlepkaniguniHy HCI (DAD) MosutuBHNA [O3NTUBHUNA
lneHTudikauis EHananpuny manearty (DAD) [MosnTuBHNIA [To3uTnBHUA
KinbkicHe BusHayeHHs JlepkaHiguniny HCI =950 < 105,0 % 98,5
KinbKicHe BU3HavyeHHs EHananpuny manearty =95,0 <105,0 % 98,2
[omilika 1 <0,20 % 0,00
Oomiluka B < 0,20 % 0,00
Jomillka 3 < 0,30 %o 0,00
EHananpun guketTonunepasunH <1.00 % 0,00
Enananpunar < 0,50 % 0,00
Ko>xHa okpema HeigeHTudikoBaHa foMillka < 0,20 %o 0,00
Cyma HeiaeHTUhiIKoBaHUX AOMILLIOK < 0,50 %o 0,00
3aranbHa KinbKiCTb OOMILLOK < 1,00 % 0,00
Po34yuHeHHs JlepkaHiguniny HCI Q =803a 30 xB Bignosinae
Po34yuHeHHa EHananpuny manearty Q =803a 30 xB Bianoinae
BTtpata B maci npu BUCYLLYBaHHI <3,0 % 2,2
E.él_lﬁrl:‘i:l:gononql—la yucTtoTa: AepobHi BakTepii < 1000 KOE/r <10
MikpoGionoriyHa unctota: 'pudu (TYMC) <100 KOE/r <10
MikpobionoriyHa ymuctoTa: E.coli BigcytHiB 1T BigcyTHi
MNpumiTKK: TecT laeHTudikalia TuTaHy giokcuay B AaHin cepil He NPOBOAUTLCH
Cepis
SATBEPIVKEHA OCOEBA BIAMNOBIAANBHA 3A

Ang aucTpnbyuii

KOHTPOI1b AKOCTI

O-p OaHiens ®paioni

/nionuc/
[aTta: 19.06.2023




