baiep Oy
[MaHcioHTi 47

FI - 20210 Typky
PiHNAHAIN

CtopiHka : 133

CeptudpikaT aHanigy NaTa : 05-10-2023

HanmeHyBaHHA NpoayKTy
Tvn ynakoBKu
Poamip ynakoskm

MaTepiansHnin Homep

KpaiHa npuaHadyeHHs

PeecTpauinHe nocsigueHHs

Bunyck
BupobHuua niteHsia Ne
GMP CepTtudikat

YnakoBaHo
BupofbHu4da niueHsis Ne
GMP Ceptudikar

BupobneHo
BupobHnya niuvedsia No
GMP Ceptudhikar

: MipeHa

: Ne1

: bnictep

: 82961535

. YKpaiHa
. UA/8614/01/01

: banep Oy, ®innsHain, flancionTi, 47, 20210 Typky, ®iRNaRAls
. FIMEA/2022/001428
: 004108/06.08.02.00/2017

. Banep Oy, ®iHnsiHain, MadcionTi, 47, 20210 Typky, ®iHNAHZIS
: FIMEA/2022/001428
: 004108/06.08.02.00/2017

. balep Oy, ®iHnadgis, MaxcioHTi, 47, 20210 Typky, iHnsaHgia
: FIMEA/2022/001428
: 004108/06.08.02.00/2017

YMOBW 30epiraHHs : 3bepiraty B CyxoMy 3axuvLLEeHoMY Bif CBITNa MICLi npu TemnepaTypi He BuLle
+30° C

Temneparypa : 2-MKT=< 30°C 24 rog 30-40°C

TpaHCnopTyBaHHSA

Oitova peyoBuHa . NeBoHoprecTpen 52 mr

dopma BUNYCKY : BMC

{'Wow / AN GNP P S




banep Oy
MNancioHTi 47 C . . Cropinka: 2 33
F1-20210 Typky epTUIKAT aHanisy fata:  05-10-2023
OiHnaHais
A el e .82_961535 MipeHa, BHyTpillHbOMaTKOBa cucTema Net UA
Baw martepian:
Cepia: TU0407L KpaiHa: YkpaiHa
Hata BupobHuTBA: 29-05-2023 Homep noctaekn: 132143277
MpuaatHmin fo: 31-05-2026 Homep 3amoBneHHn: 2172449506
MaTepian: 85962191 MIRENA EVO STERILIZED ETO3
[apTis: TUO3V5V [HCTpyKUiA no koHTponto: P.5.2.01 -5
KoHTponbHa napTisi: 040002674197 Crnieundpikaulis: P.5.1.01-5
. . . OgnHnus
KoHTponb KpuTepit npUMHATHOCTI BUMipY PesynbTtar
Onuc NOBWHHA BignosinaTi BianoBinas
MNpoaykT BHYTPILLUHEOMATKOBA CUCTEMA BHYTRILLHbOMATKOBA CUCTEMA
XapakTep nosepxHi HE Mae BUAUMKX QOMILIOK HE MAE BUAMMMX AOMILLOK
Konip ropmoHasnbHoro pykasa Binnn abun make Ginui Mauxke Dinun
tneHTndikayin (TLX) NoBUHHA BignoBigaTH Bifgnosigae
Cyma Beix aomitok (THEX) mMaxkc. 2.0 Y% 0.7
3annKoOBUIA eTUNeHoKcHua Makc. 5 ppm 1
3anuwKoBUin makc. 10 pPpm 1
eTUINeHXNoporiapuH
Cuna po3pusy MiH 12 N 26 26 27 27 27 28 25 26 27 24
Cuna pospusy, 10 okp. oA., K-CTb |MIH.9 okp. og. 3 MiH. 12 N BignoBsinae
OKpPEMUX 3HAUEHb
Cuna pospusy, 10 okp. oa., X-cTb (10 okp. 04. 3 MiH.G N BigNoOBIgae
OKpPEMMUX 3HAYEHDb
Cuna pospusy, 20 OKp. OA4., K-CTb {MiH. 19 OKp. oa. 3 miH. 12 N --
OKPEMUX 3HAYEHDb
KinekicHe BU3sHa4eHHs 47 — 58 M 92 52 52 51 51 51 52 52 52 51
OAHopigHICTL A03YB3HHA MiH.8 OKp. 0. B Mexax BignoBinac
10 okp. on. 47 - 58 Mr
OpaHopigHicTs Ao3yBaHHA MiH.10 OKp. o4. B Mexax BiANOBInae
10 okp. oA. 45 - 60 mr

CTopiHKka 2 3 4




bBavep Oy
[MaHcionTi 47 C - : CtopiHKa: 3 33
FI-20210 Typky SPTUQIKAT aHarIZY Nata:  05-10-2023
PiHNAHAIA
Matepiar: .82_961535 MipeHa, BHYTpilWHLOMaTKOBA cucTema Nel1 UA
Ball maTtepian:
Cepist: TUO407L Kpaiha: Ykpaina
Hata empobHunurea: 29-05-2023 Homep nocraekn: 132143277
MpuoatHug go: 31-05-2026 Homep samoBneHRrs: 2172449506
Marepiar. 85962191 MIRENA EVO STERILIZED ETO3
NapTia: TUO3VEV IHCTpyKUiA No KoHTponw: P.5.201-5
KonTtponebHa naptia: 040002674197 Cneuudikadlin: P.5101-5
KoHTponb KpuTepiy npuiHATHOCTI OHMH.MU‘H PeaynbTar
BUMIpY

OpHOopIAHICTE [O3YBAHHA
20 okp. on.

OAHOPIAHICTE A03YBaHKHA
20 oxp. oA.

LLBNAKICTE BUBINbHEHHS 24
rod. 6 okp. oa.

CTepurnbHIiCTb

MiH. 19 okp. oa. B 47 - 58 mr
MiH. 20 okp. oa. B 45 — 60 Mr
15 - 30

MK 22 23 22 23 23 22

CTEePUNbHA CTEPUNBLHA

Lium camum nigTeepmxyo, WO BULLIEBKA3aHA IHpopmalia € goctomipHol Ta TouyHolo. [ana cepiss N3 byna
BUrOTOBNEHA, BKAOYaOUK YNAKOBKY | KOHTPONb AKOCTI Y BKA3aHOMY MICL, ¥ NOBHIKA BiAMOBIOHOGCTI 3 BMMOramu
HBIT Ta nokansHWx PerynatopHux opradis y sBignoBigHocTi 4o cneuundikayil, Wwo BkasaHa B PeecTpauinHomMy
MOCBIAYEHHI KPaTHA B AKY iIMNOPTYIoTE. TpoTokonu cepii, nakyBaHHs Ta aHaniay bynu nepernsaHyTi Ta BUABNEHO
BiIanoBigHicTe HBI.

HOoKyMeHT nignucaHmnm YNoBHOBaXEHOK 0cob010.

Ho3Bin Ha BUNycK/enekTpoHHWIA nignuc:
Hatafyac;
IHCNEeKLiA oT:

Kirsti Lepisto (GEMXX)
2023-10-02 02:20:24 p.m. EET ( UTC + 2 hours )
040002706287

Llewt cepTudpikaT aHanisy 6yno HaapykoBaHO aRTOMATUUHO

CTopiHKa 3 3 4




Bayer

CEPTU®DIKAT CEPI

HanMeHyBaHHA NPOLAYKTY:

MipeHa, BHYTPILULHbOMAaTKOBA cuctema, Ne1

MatepianbHUn HOmeEp:

82961535

Homep cepii:

TU0407L

KpalHa npusHaYeHHA:

YKkpaiHa

Hiova peyoBnHA:

NesoHoprectpen 20 mxr/24 rop,

Nikapcbka popma:

BHyTpituHLOMaTKOBA CUCTEMA

Posmip ynakosku:

1 BHYTpIWHBOMaTKOBA cucTeMa B Dnictepi

Tun ynakoBxu:

1 BnicTep B KAPTOHHIN ynakoBLUi

Hara BupoOHuUTBA: 29.05.2023
TepMiH NpnaaTHOCTI: 31.05.2026
PosMip cepii: 22400 ynakoBok
PeecTpauinHe NocBig4YeHHN

UA/8614/01/01

MOS Ykpainu

HanmeHyBaHHA BUpODBHUKA: Bavep Oy, ®iHnsHaia, MNaHcionTi, 47, 20210 Typky
FIMEA/2022/001428

[uB. cepTudikaT aHanisy

INMiugHain Ha BUpoGHMLITBO Ne:

PesyneTaTty aHanisy:

KomeHTapi: -

Llum camum nigreepaxylo, WO BUWleBkasdaHa iHpopmMalis e gocTosipHolo Ta TouHolo. [ada cepisi 13 6yna
BUroTOBNEHA, BKAIOYAYN yNakoBKY | KOHTPOfb AKOCTI Y BKasaHOMY Micui, ¥ NOBHIA BIANOBIAHOCTI 3 BUMOramMu
HBI1 Ta nokaneHUX PerynaropHux opraniB y BignoBigHocTi oo cneuudikallii, Wo BKasaHa B PeectpauitHomy
NOCBIA4EHHI KpaTHU B AKY iMNOPTYIOTL. [MpoTokonm cepil, NakyBaHHA Ta ananiay 6ynu nepernsHyTi Ta BUABNEHO
Bignosignicts HBI. byab-aki BiaxwneHHs Bin 3arBep/keHUMX Npouecis, sKWoO Taki Bynu, 6ynu ouiHeri Ta
saTBepKEHI YNOBHOBAXXEHOW 0CODON0

HacTynHi occobu cxeanoloThes ANA NMiANMCAHHA 38 A0OPYYEHHAM:
Nina Arve, QP (2001/83/EC)
Katja Belt, QP (2001/83/EC)
Kristi Lepisto, QP (2001/83/EC)

flionuc Kristi Lepisto

YnoBHoBaxeHa ocoba (2001/83/EC)
05.10.2023

CrtopiHka 4 3 4
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ot
JAEPZKABHA CJIIYKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMH y m. KUEBI

mpoB. Hamii Ceitnnunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPTIOY 37079055

BUCHOBOK
Npo SAKICTH BBE3EHOr0 B YKpaiHy JiKapchbKOro 3acody

20.11.2023 Ne 59136/23/26

MIPEHA

(HaliMeHyBaHHA JTIKapCHKOTO 3ac00y 3rifHO 3 peecTpariiiHuM IIOCBITYCHHAM)
BHYTPIIIHLOMATKOBA CHCTEMA 3 JIEBOHOPIecTpesIoM, 52 mr (20 mxr/24 TOAMHH);

BHYTPIIIHEOMATKOBA CHCTEMA Ta NPUCTPii 1A BBeIeHHs (3aNasHuii B oKpeMHui OuaicrTep),
3aIaKOBAHI B CTEPHJIbLHMH, 3aNasiHUi MilIeY0K, (0 TOMIINAETHCS B KapTOHHY Ma4YKy

(popma Bumycky, 103yBaHHS, BU/I MAKyBAaHHA JiKAPCHKOTO 3acoby)

Homep peecrpaniittioro noceinuenns UA/8614/01/01 crpox xii peectpauiiimoro moceinucnas HEOOMEKEHMI

Cepis nixapcekoro 3acoby Ne TU0407L KinexicTe BBe3eHOrO0 sikapcskoro 3acoby 15080
Bupobuuk baliep Q“& OIHITHIISA
(HaliMCHYBaHHs BUPOGHHKa JIIKapCHLKOTO 3aC06Y, KpaiHa MOXOKCHH)
Beeseno B Ykpainy ToBapHCTBO 3 00MeXKEeHO0I0 BIIMOBITAIBLHICTIO "bauep", inenr. xox;
22911794

(naiimenysanns Ta ko 3a €JIPTIOY ropuangHoi ocobu abo MpisBHIUE, iM's, M0 OaTKOBI (Bi3UYHOI
0cobH - mANpHeMI, i MicIle IPOXHUBAHHS Ta PEECTPALiHHUI HOMEp 06IIKOBOT KapTKH NJIaTHAKA
MOJaTKIB abo cepida Ta HOMep Macnopra)

IIporoxoa Bisyanshoro xonrpomo eix 20.11.2023 Ne 3656/1.

3a pesyNbTaTaMM  JIep>KaBHOTO KOHTPOMIO BCTAHOBIEHO, IO JIKapchKMi 3aci® BBeseHo B YkpaiHy 3
JOTPHUMAHHSM BUMOT 3aKOHOAABCTBA [0J10 32063 MeYeHAS SKOCTI JIKapChKUX 3aC00iB.

B. 0. HayanpHUKA IBan 3AJIBOPHUX
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(mocajioBa ocoba Oprasy Aep>XaBHOIO KOHTPOIIO) (mamuc) (iHinianu ta npiseumie)
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