HEPKABHA CJIYXKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npoB. Haxii Ceitianunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €APIIOY 37079055

BHCHOBOK
Npo AKICTH BBE3¢HOr0 B YKpainy JiKapchbKoro 3aco0y

05.11.2024 Ne 58278/24/26

MIPEHA
(HaiiMenyBaHH JlikapchKoro 3acofy 3rigHO 3 peecTpauiftHHM NOCBIIUEHHSM)
BHYTPIIIHLEOMATKOBA CHCTEMA 3 JIEROHOpPrecTpesoM, 52 mr (20 MKr/24 roxuun);
BHYTPILIHHEOMATKOBA cCHCTEMa Ta NPHUCTPiil 1yist BBedeHHd (3anasiHuil B okpeMuii GJicTep),

3alaKOBaHi B CTePUJILHMIA, 3anassHUI MilleyoK, 110 MOMIIIA€TbCA B KAPTOHHY NAYKy
(popma BuIyCKY, no;yaa}mﬁ, BHI NAKyBaHHS JiKapchKoOro 3acoby)

Howmep peecrpauiiinoro nocsinsenns UA/8614/01/01 crpox aii peectpaniiitnoro noceiguenns HeOOMeXKeHUH

Cepia nikapcskoro 3acoby Ne TUO47ES KinbkicTs BBe3eHOTO diKapchkoro 3acoby 6150
Bupo6HuK baitep Oy, Oinnsupis
(naiiMenyganHs BUpoOHUKA NiKapcLKOTo 3acoby, KpaiHa MOXOMXKEHHS)
Beesero B Ykpainy ToBapucTBo 3 06MexeHo0 BigmoBinaabHicTo "Baiiep", inent. xoa:
: 22911794

(naiimenysaus Ta koj 3a €J[PTIOY ropugnunoi ocobu abo npissuiie, im's, no Gathkosi (izuuaHoT
0colH - nignpremMus, 1 Micie NpoXUBaHHs Ta peecTpaltifinuii HoMep 06ITiKOBOT KAPTKH MIATHUKA
nofatkiB abo cepis Ta HoMep nacnopTa)

TIpoToKoN BizyanbHOTo Ko‘}rrpomo Bin 05.11.2024 Ne 3769/1.

3a pes3yiabTaTaMHM  LEPKABHOIO KOHTPOJIO BCTAHOBJIEHO, IO JIiKapchkuil 3aci0 BBescHo B YikpaiHy 3
AOTPUMAHHAM BHMOr 32KOHOIEBCTBA LIOA0 3abe3neseHHs AKOCT JTiKapChbKHUX 3aco0iB.

Hauaneauk ‘ Muxkona XOJIOJIEHKO

(nocanoBa ocofa oprany AepKaBHOI0 KOHTPOJIO) (nmignuc) (iniuiany Ta mpi3BrLLIE)

M.IL

/’%}c cec v 2L

U A 201, (/é

File: BucHosok_Mirena_TUGATES paf



Baitep Oy

MaHcioHTi 47 c . ani CropiHka: 133
FI - 20210 Typky epTudikar aHanisy [ata : 20-08-2024
PiHnanais

HaiimeHyBaHHs npoaykTy
Twn ynaxoBku
Poawmip ynakosku

MaTepianbHuit Homep

KpaiHa npusHaueHHst

PeectpauiitHe noceigueHHs

Bunyck
Bmpo6ﬂmqa niueHsis Ne
GMP Ceptucpikar

YnakosaHo
Bupobhuya niueHsisi Ne
GMP CepTtudpikaT

BupobneHo
Bupobxuva niteHsia Ne
GMP Ceptudikar

YMoBU 3bepiraHHs

Temnepatypa
TPaHCNOPTYBaHHS

[itoua pevosuHa

®opma sunycky

: MipeHa
: Ne1

: Bnictep
: 82961535

: Ykpaiua
: UA/8614/01/01

: batiep Oy, ®dinnaHais, MancionTi, 47, 20210 Typky, iHnaHais
: FIMEA/2022/001428
: FIMEA/2023/003960

: Batep Oy, ®iHnsanrgis, MaxcionTi, 47, 20210 Typky, GiHNAHAIA
: FIMEA/2022/001428
: FIMEA/2023/003960

: Baitep Oy, ®iHnsngis, MaxcionTi, 47, 20210 Typky, QiHNsHOis
: FIMEA/2022/001428
: FIMEA/2023/003960

: 36epiraTii B CyXOMY 3axXuLLieHOMY Bif CBiTNa MicCLii npu TeMnepaTypi He BuLle
+30°C
: 2-MKT< 30°C 24 rop, 30-40°C

: nesoHoprecTpen 52 mr
: BMC




bawep Oy
MaHcioHTi 47 c . . CropiHka: 2 33
FI-20210 Typky epTupikaT aHaniay [ara: 20-08-2024
diHnsHAis
Matepian: 82961535 MipeHa, BHyTpillHboMaTkoBa cucTema Nei
Baw marepian: MipeHa, BHyTpiliHboMaTKkoBa cucTema Nt
Cepis: TUO47ES KpaiHa: Ykpaida
[ata supobHuuTea: 25-02-2024 Homep nocrasku: 134883514
[MpuaaTHuiz no: 28-02-2027 HoMmep 3amoBneHHs; 2172580617
MaTepian: 85962191 MIRENA EVO STERILIZED ETO3
MapTisn: TU044UB [HCTpykKLisa no koHtponto: P.5.2.01-6
KoHTponeHa naptia: 040002760496 Cneuudikauis: P5.1.01-6
. o . OanHuys
KoHTponb KpuTepiit npUAHATHOCTI BUMIpY 'PeayanaTr
Onuc MOBUHHA BiANoBIAaTu Bifnosinae
[Mpoaykr BHYTpILUHLOMATKOBA cMCcTEMA BHYTpilWHbOMAaTKOBA CUCTEMa
Xapakrep noBepxHi Hemae BUAMMIUX JOMILLIOK Hemae BUOUMUX Aomiuiox
Konip ropMoHansHoro pykaea 6inuii abu matbke Ginui maibke Ginui
|ﬂ8HTM(biKaLI,iH. (TLWX) roBWHHA BigroBigaTu {Bignosinae
Cywma Bcix gomiwok (TIWX) makc. 2.0 % 0.6
3anuLLIKOBUA ETUMEHOKCU/L Makc. 5 ppm 1
3anuLKoBuiz make. 10 ppm 1
eTUNeHxnoporiapuH '
Cuna pozpuBy MiH 12 N 24 25 25 26 26.25 25 25 25 24
Cuna pospusy, 10 okp. 0., K-CTb |MiH.9 Okp. 04. 3 MiH. 12 N Bignosifae
OKpEMMX 3HaYeHb
Cuna pospusy, 10 okp. o4., K-cTb |10 okp. of. 3 MiH.9 N Bignoeigae
OKDEMUX 3HAYEHb
Cuna pospusy, 20 okp. o4., K-CTb |MiH. 19 okp. oa. 3 MiH. 12 N -
OKpeMux 3HaveHb ‘
KinskicHe Bu3HaueHHs 47 - 58 Mr 52 5253 562 52 62 5162 52 52
OpaHopiaHicTs 403yBaHHSs MiH.9 OKp. 0. B Mexax Bignosigae
10 okp. oa. 47 - 58 mr
OpaHopigHicTs Jo3yBaHHS MiH.10 OKp. 04. B Mexax Bignosigae
10 okp. oa. 45 - 60 mr




Baitep Oy

MaHcioHTi 47 C . . CropiHka: 3 33

FI-20210 Typky &pTUiKaT aHanisy Nata:  20-08-2024

GiHnanaisa

MarTepian: 82961535 MipeHa, BHyTpiltHLOMaTKOBa cucTema Nel

Baw martepian: MipeHa, BHYTpilLHLOMaTKOBA cucTeMa Ned

Cepisi: TUO47ES Kpaina: YkpaiHa

[ata eupobHuyrsa: 25-02-2024 Homep noctaeku: 134883514

MpupaTHWA [o: 28-02-2027 Homep 3amosrnieHHs: 2172580617

Martepian: 85962191 MIRENA EVQ STERILIZED ETO3

Naprisi: TU044UB IHCTpyKLUis no koHTpono: P.5.2.01-6

KoHTtponbHa naptisi: 040002760496 Cneuudikauis: P.5.1.01-6

. Lo . Onunkruua ]

KoHTpornb KpuTtepii NpuAHATHOCTI BUMiDY Peaym_:'r_afr ’

OpHopigHicTe go3yBaHHS MiH. 19 okp. og. B 47 - 58 mr -

20 okp. oa.

OpHopiaHicTL Ao3yBaHHS MiH. 20 okp. og. B 45 — 60 mr -

20 okp. ogA.

Weunakicte BUBINbHEHHS 24 15-30 MKF 222322232222

rog. 6 okp. o4,

CTepUneHicTb ‘|cTepuneHa cTepunsHa

Lium camum niarsepmxylo, WO BULLEBKazaHa iHdopMallis € JocToBipHOK Ta TodHow. [aHa cepis 118 6yna
BUrOTOBIEHA, BKOYAYU YAKOBKY i KOHTPONb AKOCTI Y BKasaHOMY Micui, Y MOBHIA BIANOBIOHOCTI 3 BUMOramu
HBIM Ta nokansHWX PerynstopHux opraHiB y signosigHocTi o cneyudikallii, Wwo BkasaHa B PeecTpauiiiHomy
nocBigueHHi KpaiHu B AKy iMAOPTYHoTh, [1poTokonu cepii, NakyBaHHA Ta aHaniay bynu nepernsHyTi Ta BUSBNEHO

signosignicTe HBIT.

JokyMeHT nignucaHnii YrnoeHoBaxeHot ocobor.

[103Bin Ha BUNYycK/enekTPOHHUN Nianuc:

Haraluac:
IHCneKuin not:

Lien cepTudikat aHaniay 6yno HaapykoBaHO aBToMaTUHHO

Ida Koivurova (GPADK)
2024-06-24 04:24:01 p.m. EET (UTC + 2 hours )

040002866843




Baver

o

CEPTUGIKAT CEPII

HalmeHyBaHHs1 NpOAYKTY: MipeHa, BHyTpillHEOMaTKOBA cucTema, Net
MaTepiansHuit Homep: 82961535

Homep cepii: TUO47ES

KpaiHa npusHayeHHs: Ykpaiua

[iroua pevoBuHa: JNleBoHoprecTpen 20 mkr/24 roa

Nikapcbka chopma: BHyTpilwHbOMaTKOBa cucTema

[Hata BupobHuyTRa: 25.02.2024

TepMiH npugaTHoCTI: 28.02.2027

PosaMip ynakoBku: 1 BHYTpPilWHbOMATKORA cucTema B briicTepi
Tun ynakosku: 1 BricTep B KAPTOHHIN ynakosui

Poamip cepii: 10955 ynakoBok

PeecTtpauiiiHe noceinyeHHs

MOS Yipaihi UA/8614/01/01

HalmeHnyBaHHs BupobHuKa: Battep Oy, ®innsHgis, MaxcioHTi, 47, 20210 Typky
NiueHsia Ha BUpOBHMUTBO No: FIMEA/2022/001428
. PesynbTatu aHanisy: [us. ceptudpikar aHaniay

KomeHTapi: : -

Lum camum nigTBepaxyo, WO BULiEBKasaHa iHdopMalis € gocToBipHow Ta TouHoto. [ana cepis N3 6yna
BUrOTOBIIEHA, BKIIOYAIOYM YNAKOBKY i KOHTPONb SAKOCTI y BKasaHoOMy Micui, Y MOBHIN BiAMOBIQHOCTI 3 BUMOramu
HBIM Ta nokanbHUX PerynaTopHux opraHie y BignosigHocTi Ao cneuudikalii, wWo BkasaHa B PeecTpauitomy
noceig4eHHi kpaiku B siky iMnopTytoTb. [poTokonu cepii, nakysaHHs Ta aHaniay 6ynu nepernsiHyTi Ta BUSBNEHO
signosigHicTe HBI. Byae-ski BioXuneHHs Big 3aTBepKEHUX MNpoueciB, AKWO Taki Oynu, Oynu oljiHeHi Ta
3aTBepOXeHi YNoBHOBaXeHo ocoboto

HacTtynHi ocobu cxBaniolTbLCA ANs NiGNUcaHHA 3a A0PYYeHHAM:
Nina Arve, QP (2001/83/EC)

Kristi Lepisto, QP (2001/83/EC)
Ida Koivurova, QP (2001/83/EC)

Mionuc lda Koivurova

YnosHoBaxeHa ocoba (2001/83/EC)
27.08.2024



Bayer Oy

Certificate of Analysis

Pansiontie 47 Page: 1 of 4
FI1-20210 Turku Date: 2024-08-20
Finland

Trade Name : MIRENA

Package size 1

Package type : Blister

Material No. : 82961535

Importing Country : Ukraine

Marketing Authorization No. : UA/8614/01/01

Released by : Bayer Oy

Manufacturing Licence No.

GMP Cerificate No.

Product packaged by

Manufacturing Licence No.

GMP Cerificate No.

Manufactured by

Manufacturing Licence No.

GMP Cerificate No.

Product storage condition
Product transport condition

Strength/Potency
Dosage form

Pansiontie 47
20210 Turku , Finland

: FIMEA/2022/001428
: FIMEA/2023/003960

: Bayer Oy

Pansiontie 47
20210 Turku , Finland

: FIMEA/2022/001428
: FIMEA/2023/003960

: Bayer Oy

Pansiontie 47
20210 Turku , Finland

: FIMEA/2022/001428
: FIMEA/2023/003960

: KEEP DRY,PROTECT FROM LIGHT,NOT MORE + 30°C
: 2-MKT<=30°C24h30-40°

: LEVONORGESTREL 52 MG
11US

File: CoA_ENG_Mirena_TUOATES, pdf




Bayer Oy

Certificate of Analysis

Pansiontie 47 Page: 2 of 4
FI-20210 Turku Date: 2024-08-20
Finland

Material: 82961535 MIRENA 1X1 EVO UA

Your material:

MIRENA 1x1 EVO UA

Batch: TUO47ES Country: Ukraine
Date of manufacture: 2024-02-25 Delivery number: 134883514
Expiry date: 2027-02-28 Purchase number: 2172580617
From material: 85962191 MIRENA EVO STERILIZED ETO3
Batch: TU044UB Insp. instruction: P.5.2.01-6
Inspection lot: 040002760496 Specification: P.5.1.01-6
Inspection Acceptance criterion UoM Result
Appearance must comply complies
Formulation Intrauterine system Intrauterine system
Surface property free from visible free from visible impurities
impurities

Colour of hormone sleeve white to nearly white nearly white
|dentity (TLC) must comply complies
Sum of all impurities (TLC) max. 2.0 % 0.6
Ethylene oxide max. 5 ppm 1
Ethylene chlorohydrin max. 10 ppm 1
Breaking force min. 12 N 24

25

25

26

26

25

25

25

25

24
Breaking force, 10 s.u. no.o.single val. min.9 s.u. with min.12 complies

N

File: Cos_ENG_Mirena_TU047ES. pdf




Bayer Oy - .
Pansiontie 47 Certificate of Analysis Page: 3 of 4
F1-20210 Turku Date: 2024-08-20
Finland
Material: 82961535 MIRENA 1X1 EVO UA
Your material: MIRENA 1x1 EVO UA
Batch: TUO47ES Country: Ukraine
Date of manufacture: 2024-02-25 Delivery number: 134883514
Expiry date: 2027-02-28 Purchase number: 2172580617
From material: 85962191 MIRENA EVO STERILIZED ETO3 o
Batch: TU044UB Insp. instruction: P.5.2.01-6"
Inspection lot: 040002760496 Specification: P.5.1.01-6
Inspection Acceptance criterion UoM Result
Breaking force, 10 s.u. no.o.single val. 10 s.u. with min.9 N complies
Breaking force, 20 s.u. no.o.single val. min.19 s.u. with min.12 -
N

Assay of system 47 - 58 mg 52

52

53

52

52

52

51

52

52

52
Uniformity of content, 10 s.u. min.9 s.u. in 47-58 mg complies
Uniformity of content, 10 s.u. 10 s.u. in 45-60 mg complies
Uniformity of content, 20 s.u. min.19 s.u. in 47-58 -

mg

Uniformity of content, 20 s.u. 20 s.u. in 45-60 mg -
Release rate during 24 h, 6 s.u. 15-30 Hg 22

23

22

23

22

22




Bayer Oy

Certificate of Analysis

Pansiontie 47 Page: 4 of 4
FI1-20210 Turku Date: 2024-08-20
Finland

Material: 82961535 MIRENA 1X1 EVO UA

Your material:

MIRENA 1x1 EVO UA

Batch: TUO47ES Country: Ukraine

Date of manufacture: 2024-02-25 Delivery number: 134883514
Expiry date: 2027-02-28 Purchase number: 2172580617
From material: 85962191 MIRENA EVO STERILIZED ETO3 _
Batch: TU044UB Insp. instruction: P.52.01-6
Inspection lot: 040002760496 Specification: P.5.1.01-6
Inspection Acceptance criterion UoM Resuit

Sterility sterile sterile

| hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging and quality control at the above mentioned site(s) in full conformation
with the GMP requirements of the local Regulatory Authority and with the local Marketing Authorization specifications
of the destination countries (s) / product specification file for Investigational Medicinal Products. The batch
processing, packaging and analysis records were reviewed and found to be in conformation with GMP.

This document is signed by Qualified Person.

Batch release electronically signed:

Date/time:
Inspection lot:

Ida Koivurova (GPADK)

2024-06-24 04:24:01 p.m. EET ( UTC + 2 hours )

040002866843

This Certificate of Analysis was automatically printed.

Fite: CoA_ENG_Mirena_TUC4ATES . pdf




BATCH CERTIFICATE

>w-

"PRODUCT NAME-

MIRENA 1x1 EVO UA

PRODUCT NUMBER: 82061535 i
LOT NUMBER: TUO47ES
IMPORTING COUNTRY: Ukraine
STRENGHT/POTENCY: Levonorgestrel 20 Hg/24 h

| DOSAGE FORM:

Intrauterine system

@ATE OF MANUFACTURE: 25.02.2024
EXPIRY DATE: 28.02.2027

‘‘‘‘‘ PACKAGE SIZE: 11US in blister
PACKAGE TYPE: 1 blister in carton pack
QUANTITY: 6150 packs
MARKETING

AUTHORIZATION NUMBER: UA/B614/01/01
NAME AND ADDRESS OF Bayer Oy

MANUFACTURING SITE:

Pansiontie 47
20210 Turku, Finland

NUMBER OF
MANUFACTURING
AUTHORISATION:

FIMEA/2022/001428

RESULTS OF ANALYSIS

See separate CoA

COMMENTS

I hereby certify that the above information is authentic and accurate. This batch of product has been

manufactured, including packaging and quality control at t
GMP requirements of the local Regulatory Authorit

he above mentioned site in full compliance with the
y and with the specifications in the Marketing Authorizat on

of the importing country. The batch processing, packaging and analysis records were reviewed and found W be

in compliance with GMP. Any deviations from the app

approved by authorized personnel.

The following persons are empowered to sign by proxy:

Nina Arve, Qualified Person (2001/83/EC)

Kirsti Lepists, Qualified Person (2001/83/EC)
lda Koivurova, Qualified Person (2001/83/EC)

August 27, 2024

,’,*f"‘;’ / O o e e

lda Koivurova

roved process, if any, have been fully evaluated and

Qualified Person (2001/83/EC)



