HEPIUIIKCITYIKBA
AEPIKABHA CJOYIKBA 3 MIKAPCBKIX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHKAMUY y m. KHEBI

By Bepesmsxinenia, 29, Kuis, 02098, Ten./are: (044) 550-23-55, Ten, (044) 550-20-55
E-mail; dls.kyiv@d]s.gov.ua,https:/iwww.d]s.gov.ua, Kon €IPTIOY 37079055

BHMCHOBOK

PO AKICTE BRE3ICHOI'0 B Yxpainy gikapenkoro 3acoly

12.03.2021 Ne 11521/21/26 E

TKAWIEC®
{HadiMeHyBanus nikapcskoro sacofy 3riauo 3 peecrpauifinum NOCBIAYEHHAM)
BHYTDIlIHEOMATKOBA CHCTEMA 3 JeeeHoprecrpenom no 13,5 mr; suyTpimHnLoMaTcoBa
CHCTEMA, BCTAHOBJICHA HA BePXHil YacTuni HPHCTPOXO JUIR BBEeIEHH, 3aasMHA B OKpeMOoMYy
faicrepi; mo 1 6aicrepy B KAPTOHHIH mauui
(hopma Binycxy, noaypanns, sun aKYBaHNA NikapCLKOTo 3ac0by)

Homep peectpauiiinoro nocsimennn UA/13283/01/01 CTpok Aif peectpaniittoro nocsiggerna 12.09.2023

Cepia nikapcsioro sacofy Ne TUO2XF7 Kinbxicrs pesetoro nixapeskoro sace6y 1120
Brpo6mx Baiiep Oy, Oimmsmpis
(natMenynauss supoGanKa RiKapesKoro aacoby, Kkpaiia noxoaxenn)
BeeacHo B Ypainy ToBapucrso 3 06mexenomn BignosiganbuicTio "baitep", inenr. koa:
22911794

(maltvenysanna Ta xog 3a CIPIIOY iopuannol ocobu abo npiseuute, iM'a, no 6aTbrosi biznunol
ocolu - nifnpremuy, 1 micue npoxupanss Ta peecrpanifuuii womep obnikonoi KapTHH [IATHHKA
RoAaTkiB abo cepist a Homep nacnopTa)

Iporoxon Bisyansnoro konrpomo sig 12.03.2021 Xz 770/1.
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baitep Qy

MaHcioHTi, 47 ‘ - CropiHka @ 132
FI-20210 Typiy, Ceptudikar aHaniay ara - 17.02.2021
DinnsHAiA
MaTepian: 81569584 DAMLEC®, BRYTPiluHLOMATKOBA CUCTEMA
Cepis: TUQ2XF7 Kpaiha : Ykpaina
Hara upoBHuliTea: 01-10-2020 Homep noctaeku : 123944450
Tepmin npugaTHocTi: 31-10-2023 Homep zamoBneHHs @ 2171968829
Martepian: 85608304 LCS 12 1US 13,5 MG STERILOITU ETO3
Cepis: TUO2UGBB IHCTpYKUiA no koKTpor:  P.5201-5
IHcnexuifHwmit noT: 040002327563 Creuwdixauis: P.61.01-3
T 5 . OguHuua ,
KoHTponb Kputepiil npuitistHocTi G it Pesynbtar
Onuc MOBWHHO BiANOBIgaTH BiAnoBsigae

Konip pezepayapa 3 ditoyoro
peqosUHO

I8enmudbiayin (14)
[Genmudbirayis (BEPX)
Emunerxnopeaidpun
Emunenokcud

Cuna pospusy
Kinsxiche susznavens

OdHopiBricmb do3oeanux
o0uHUYb:!

Kpurepiit npuitHsTHocTi (n = 10)

Kputepin npuitHatrocTi (n = 30)

MixiManbHe 3HaYyeHHs Ha ocHoBi M

BHYTRILUHbOMaTKORBA cuUCTeMa
3l cpiBHUM KinbLiem,

6e3 BUAVMKX NOLLKO/DKEHD
Binysatuii abo Gnino-woBTui

MOBWHHA BIANORIAATK CNEKTRY
NOpIBHAHHA

NoBWHHA BiENOBIAATY BUMOram
Make. 10

makc. 2

MiH. 9.5

122 -14.8

make. 15.0
makc. 15.0

MiH. 75.0

MakcumanbHe sHavyeHHsa Ha ocHOBI M [make. 125.0

ppm

ppm

Mr

%

%

%

%

BHYTPILLHEOMATKOBA CUCTEMA 3i
CpiBHMM KinbLiem,

Be3 BUAUMUX NOLLKOAKEHE
BinyeaTui

Bignoeigae

BianoBigae
0

2

21.0

13.8

4.3

88.6

104.1

/
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Bafiep Oy o 545
MaHcionTi, 47 Fl- ‘ i TORIEHERL
20210 Typiy, Ceptudikat aHanisy fara - 17.02.2021
DiHnaHgia
Marepian: 81569584 }J}KAIFMEC@, BHYTPilUHbOMaTKOBA CHCTEMA
Cepis: TUO2ZXF7 Kpaiha : YKpaiHa
[ata supoSHuLTea; 01-10-2020 Homep nocraeiu: 123944450
TepwiH npugarHocTi: 31-10-2023 Homep 3amornenHs : 2171968829
MaTepian: 85608304 LCS 12 1US 13,5 MG STERILOITU ETO3
Cepin: TUO2UBE IHCTpyKUis o koHTponi:  P.5.2.01-5
IHCnekyiitkuwit noT: 040002327563 Creuudikayis; P.5.1.01-3
N i, . Oannus
KanTtpons Kputepilt npuiiHaTHocTi BUMipY Peaynerat
LLBrAKICTb BMBiNbHEHHS - -
Cmadis 1 (6 okpeMUX OAMHMLIL)
Piserb 1 (m) = cepeans 3HaueHHs 8.8-14.2 Mrf24y 11.9
Pisets 1 (s) = MiH. 4n9 5 okpemux
3HaueHb 8.6-15.4 lr/24y4 Bianoeinae
Pisenb 2 (s} = BCi 6 okpemux
34adeHb 8.0-16.0 pr/24y 11.¢12.311.812011.2 12.0
Cmadis 2 (12 OKpeMUX OfINHULIR)
PiseHb 1 (m) = cepepre 9.8-14.2 ur/24y -
3HaveHHA
Pisetb1 (s) = miH. Ans 11 okpemux 8.6-15.4 Hr/24y ---
3HaYeHs
PiseHb 2 (s) = BCi 12 okpemux 8.0-16.0 ur/24y4 -
3HaYeHb
CrepunbRICTL CTepunbHa cTepuricHa

Liym camum rigTeepmixyio, Lo BULLEBKa3aHa iHtbopMaUia € JOCTOBIPHOK Ta TOYHOIO. HaHa cepia /13

Byra BuroTobneHa,

BIIOYAO4M  ynakoBKY [ KOHTpOnb fKOCT vy BK@saHoMy Micli, y noBHil

BignosigHocTi 3 BuMoramu HBTT Ta nokanmbHuX PerynsitopHunx opradis y signoeigHocTi Ao
cneuudikallil, Wo BrasaHa g PeecTpauiiHomy nocsigueHHi kpaiHu B sIKY iMNopTyloTh. [poTokonu
cepil, nakyBaHHA Ta aHanisy Gynm NepernaxyTi Ta BUABNEHO BignosigHicTs HBI.

HokyMeHT nignucaqnil YrnoBHOBaXeHo0 0coB0k0.

H03Bin Ha Bunyck / enekTpoxHWii nigAuc:

dara /yac:
[Henekuin noT:

Heini Lahti (GLXMH)

2021-02-16 04:41:58 p.m. EET (UTC + 2 hours)

040002355208
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Bayer

CEPTU®DIKAT CEPII

—
HaimeHyBaHHs: DKAVOEC®, BHYTRIIHLOMATKORBA CUCTEMA
MarepianbHuit Homep: | 81569584
Howmep cepil: TUO2ZXF7
Kpaita npuaHadeHHs: Ypaina

Hitoya pevosuHa:

llesoHoprectpen 13,5 mr

Nikapckbka dopma:

BMC 2 nesoHoprecrpenom

Poamip ynakosiu:

1 BMC B Bnicrepi

Twn ynakosku:

1 BricTep B KapToOHHIN rauLyj

Harta BnpoBHuuTea:

01.10.2020

TepmiH npugatHocri:

31.10.2023

Poamip cepir: 1120 ynakosok

PeecTpaljiiiHe

noceig4eHHs MO3 UA/13283/01/01

Y¥paidu:

HalimeHyBaHHnA o N ; .
BUpOBHIIKA: bariep Oy, INaHcionTi, 47, 20210 Typky, ®iHNsAHZIA
NiveHais Ha

BMPOBHILTED Ne: 000985/06.08.00.04/2019

Pesynetatu aHanisy: Hue. ceptudikar aHanisy

KomeHTapi: -

Liym camum NiOTBEPAXKYIO, LU0 BULIEBKa3aHa iHchopmaLis e AOCTOBIPHOIC Ta TouHo, [laHa cepia
J13 Byna BuroToBrieHa, sKkouatoun ynakoBKy | KOHTpomb SKOCTI y BkasaHoMy MicLi, y MoBHiRA
BifnoBigHOCTI 3 BUMoramn HBIM Ta nokansHux PerynaropHux opraHis y BignoeigHocTi po
cneundikallii, Wo BraszaHa B Peecrtpaliiiinomy noceigyenrki kpaivm B Ky IMNopTYOTh. [poTokonu
cepil, nakysauHsi Ta aHanisy 6Hynu neperria{yTi Ta BuABNeHO BignosigHicTs HBM. Byab-sii
BiOXUNEHHS Big 3aTBepKeHOro npouecy, Ao Taki Bynu, nosHicTio poacnigyeadi Ta saTBepaMeHi
YO,
lNpaBo nignucy mawoTs:

Tero Matilainen, YnosHosaxxeHa ocoba (2001/83/EC)

Krista Soininvaara, YnosroraxxeHa ocoba (2001/B3/EC)

Nina Arve, YnosHoBaxeHa ocoba (2001/83/EC)

Sara Andersson, YnosHosaxeHa ocoba (2001/83/EC)

17.02.2021
Nina Arve
YnoBHoBaxeHa ocoba (2001/83/EC)




04071, m.Kuis, Bynuus BepxHiih Ban, GyauHok 4-B, Ten. +38044 220
HOpuanuKa agpeca: 3300

08330, Knisckka o61., Bopucninscekuix p-H, c. Qyaapkis, ayn.

a MiCLiA BNposamies ANk I: :
Afpeca MiCLA BNPOBAMIKEHHA AIRNLHOCTI HesanexHocti, 2/1

Hossin Ha Bunyck (peanizauito) Ne11521/21/26

A, YnosHosameHa ocoba 3 sikocTi TOB «BANEP», nigTRepmiyio, Lo nikapcbruil 3acio:
Haiimenysanns npogykuii: AMANOEC®

Hepxasa-Butpobuni: PiHnsaHgis

Homep peecTpauiitHoro nocsiguents B Yipaini; UA/13283/01/01

Cuna gii/akTnsnicTb: nesoHoprectpen 13,5 mr

Jlikapceka hopma: BHY TRILUHLOMATKOBA CHCTeMa 3 NERCHOPrecTpenom

Poamip Ta Tun nakysaHHsi: 1 BMC 8 Gnictepi, 1 6nicrep B KapTOHHiA navw

Homep cepil: TUO2XF7

Poswmip cepii: 1 120 ynakoBok

[ata supoBruyTea: 01.10.2020

faTta sakinyerHs Tepmisy npugatHocTi: 31.10.2023

Dara cepTudikata siocTi cepli nikapcbkoro 3acoly, BWOAHOro BUPOGHMKOM, YNOBHOBaKeHa ocoba SKOro
HaJae [103BIN Ha BUNyCK cepii nikapcsioro 3acody:

Ne 040002355208 sig 16.02.2021

Homep Ta fara sUcHOBKY NPG AKICTE BEE3SHNX nikapcekux 3acobis:
Ng 11521/21/26 Big 12.03.2021

HaimeHyBaHHS, MicUeaHaxomKeHHs Ta HOMEp niyexsii BMpoBHUKA, YroBHOBaXeHa ocoba skoro Hafdae goasin
Ha Bunyck cepii (3a HaseHocTi): Balep Oy, MauciowTi, 47, 20210 Typry, @iHnsngis, 000985/06.08.00.04/2019

Ceptudhikatvt BiANOBIRHOCTI HANEXHOT BUPOGHUUOI NpakThky 8MpoSHwnka, ynoBHoBaxeHa ocoba skoro Hapae
403Bin HA Bunyck cepil. abo Homepu nocunaus y 6asi gaHux EudraGMP (3a HaseHoCTI):

KomeHTapi (3a HaaBHoCTi);

3asea npo sunyck (peaniaaljito) cepil nikapcbkoro 3acoby:

Hossonsto exasaHuil nivapceruil 3aci6 do peanisauyii,

Mpizenwe, iHiuianu Ta nocagal3sanHa ocobu, sika BuAana [O3Bin Ha BUNYCK cepii: YrnosHoeaxeHa ocoBa 3

sikocTi TOB «BAMEP» Kocreubknii K. B, V/i

Mianne ocobu, sika Baana 4oasin Ha Bunyck cepil: A

Lata nignucanHna fossony Ha Bunyck (peaniaayii): 15.03.2021 /ﬂ%
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JIEPHCTIKCITY B A ” -
JEPJKABHA CJIYIKBA 3 JIKAPCEKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

syn. bepesusxinceka, 29, Kuie, 02098, ven. (044) 295-26-85 ren. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua https://www.dls.gov.ua, Kon €IPTIOY 37079055 "

BHCHOBOK
npo SIKiCTL BBE3eHoro B Yxpainy jikapebioro 3acofy

24.06.2021 Ne 36004/21/26

IKAHIEC®

(HaliMeiynanHa MikapeLKoTo 34coly 3riano 3 peccTpatiifinum nochiruenrEm)
RHYTPIITHHOMATKOBA CHCTEMA 3 JIEBOHOPrecTPEaoM 1o 13,5 Mrj BHYTPINIHEOMATKOBA
CHCTEMA, BCTAHOBJIEHA HA BepXHill 4acTHH] MPHCIPOI0 A5 BBCACHHA, 3aNasiHA B OKpeMOoMY
Gaicrepi; mo 1 GaicTepy B KapTonii maqwui

{hopma BHNYCKY, KOTYBAKHS, BHE NAKYRAHNA Tikapeceioro sacoly)

Homep peecrpauifinoro mocsiavenua UA/13283/01/01 crpo aif peectpauiiinore nocsiguenn 12.09.2023

Cepin mixapcsxoro sacofy Ne TUO3ZKB KinbxicTs nueseHaro fikapcskoro aacoSy 2800
Bupobrux Baitep Oy, Qinnmsiazin
{uakimestynandy supoGusia aikapekioro 3acofly, €pAiHA NOXOmKEHHH)
Beeaeno B Vipainy TosapucTso 3 odMexenoo pianosinansricTio "'baiiep", inenr. wou:
22911794

{nalimeiiynanms 1a kol 3a €IPNOY wpuansitoi vcobu afo npisauiie, iv'a, no Garskosi (iznynoi
ocolH - miznpsemin, 1 MICHE NPOXKNBIKAL T4 peecrpauiftanit Homep 08I KOBOT KAPTKA NNETHHKR
NOAATRIA a0 Cepia T HOMED NAcTopia)

HpoTokoa Bisyanuuoro xonrpomo sia 24.06.2021 N 2079/6.

Ja pesyNbTATAME JAC[IKABHOTO KOHTPOMO HCTAMOGIEHO, o Aikapchkwd 3acib BseseHo B Vipainy 3
AOTPHMAHHSAM BHMOT 3aK0HOAABCTEA WIOAC 3a6e3IeYCHRA TKOCTI TIKaPCLKIDY /"-oﬁia.
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Baitep Oy C'r o 1' 3
NanciowTi, 47 oo opitka: 13
FI-20210 Typiy, CepTtudpikar aHanla‘y Oara  :27.05.2021
Pinnanala
Matepian: 81569584 ,EplmﬂnEC@.', BHYTRilHLOMATIOBA cHCTeMa
Ceplst: TU032KB Kpaina ; YipaiHa
[ata BupetHuLTRA! 24-01-2021 Homep nocrasku - 124742024
Tepnin npugaTHocT!: 31-01-2024 Howmep samoenerys : 2172019186
Marepian: 85608304  LCS.{21US 13,5 MG STERILOITU ETO3 "3
Cepis: TUO2XDR lHoTpYKLiR No kowTpomo!  P.5.2.01 -5
[HeneKUlAHuEA noT; 040002353624 Creludikayia: P51.01-3
I i« Ogafnug
Kotrtpons KpUTepiil npuitsATHOCTI Sikiny Peaynerar
Onuc noeifHHo BlpRdeipaT] RignGaigae.
BHYTPILLHbOMaTHOSE CUCTEME BHYTRILUHBOMBTIOBE CycTema 3l
3j cpiGiam Kinbliem, CpIGHVM inbiiem,
Gas-BANMMUX FOLLKOSKSHD Ge3 BruavMYX NoWKoZE b
Konip pesepeyapa 3 0fiougio Ginyaaili abo Bnigo-KosTHil GinysaTui
PENHOSUHOWw
_ nbekiHHa BigncRinaTY CnekTpy Bignobigde
18enmuchinauia (1Y) noplgHaHHA
18enmuchinauln (BEFPX} nosuHka signosidgari eumoran signosipae
Emunenxnopgidpus Make. 10 ppm 0
Emunernoscud MaKe., 2 ppm 1
Cuna poapusy MiH, 9,5 N 21.9
KinericHe eusnavuaiHs 12.2-14.8 MF 138
OdHopidHicme Sosogarux
o0uHUYL:
Kpurepiii npuisgTHocTi (n = 10) |mae. 15.0 % ;;2.6
|
Kpurepiit npuitkaTHocT (N = 30) make, 15,0 % e
|
MiniMansHe sHaveHls Ha ocHosi M |ain. 75.0 % 101.0
MakcumarkHe aHayeHkst Ha ocHoei M |make. 125:0 %, 108.6
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o
MaHclolT, 47 Fi- i i +TOPHHKE: ¥ £°
b Typiy, Ceprucpikar ahanisy fata  :27.05.2021
diHnAHAIA
Marepiarm; 81569584 ,q}l{AI?IK{_EG@, BHYTHilHbLOMATKOER chcTEMa
Cepia: TUOSZKB. KpaiHa : Yipaina
Hata eupoGHuLTRa’ 21-01~2021 Homep nocraeku: 124742024
Tepmik npuaatHocT: 31:01-2024 Hawep aamosriexqs | 2172019186
Marepian: 85808304  LCS 12 |US 13,6 MG STERILOITU ETO3 )
Cepist: TUOZXDR IscTRYRUIst no koHTponio:  R.5.2.01-5
[HonexuiitHui noT: 040002353624 Enepudikavs: P.5.4.01 -3
. " . OguHina
KoHTtpons KpuTepiil npuiHaTHOCTI sumipy Pesynetar
LstaxicTs BUBINEHEHHS -~ e
Cmadia 1 (6 okpemyx ogitmLib) )
Fisenb 1:(n) = cepedne sHaterHs.  19.8-14.2 Hri24y 127
Pisetb 1 (s) = miH: ans 5 oipeminx
aHaqeHb 8.6-16.4 prf24u signosipat
Pigenb.2 (8) = Bdi 6 drpemiix _ )
3Ha4eHp 8.0-18,0 pri24y 123 13,012,512.8 12,5127
Cmadia 212 oKpeMVX OAUHIALIL)
PiseHb 1 (m).= cepeaHe 9.8-14.2 {24y e
3HaveHHs
Pisert] (s) = sin, ans 11 okpeninx: | 8.6-15.4 Lr/24y -
aHa4eHb
PiseHb 2 (s) = Bcj 12 oxpemux 8.0-16.0 Hri244 o
3HaueHb,
Crapunbhidre: CTEPWITLAE CTepPUnbHE

Lvm camvm migTeepaiyio, Wwo Sulteskasaua idhopmallia & AocTosiphoio Ta TouHow. fada cepi I3 6yna
BUrOTOBMEHE, BICTROUAKIHY ynakbeky i KOHTRoL sicacTl y-prasadomy Micul, ¥ NosHilt signosigHacTi 3 avsoramy
HBM Ta nokankHux Perynaropunx opraHis v BigncsigHacr po snzuuddikadll, wo skazaHa e Peecrpauinbomy
necsigueHrt kpalkm B Aky iMOoPTYIOTE:, MpoTokonk c2pif NakyeaxHy T2 ananisy Byny nepetnaxyTi Ta BUABNSHOD

Bignosigkicts HBIT.

HokymenT nignucanuii, YnosHosameHow dcoficio.

Hosgin Ha BunycK{ énekrpoHHUIt nigavc:

Haraf-yac!
IHCReruii ot

Heini Lahtl {GLXMH)

2021-05-26 09:08;26 p.m. EET( UTC .2 hours )
040002391964
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Bayer

CEPTU®IKAT CEPII

OANOEC®, BHyTPIIHEOMATKORS CHUCTEMA

Haiipierynaniis:

MaTepiankriit Homep: | 81569584
Homep cepil: TUO032KB
KpeiHa npusHavenda: | Yipaita.

[itoya pevosuHa:

JlesoHoprecTpesn 13,5 mr

lNixapebia opma:

BMC -3 nesoHoprecTpenom

Poamip ynakoskm:

1 BMC B Briicrepi

Tun ynakoeky: 1 Gictep B K&pTOHHIA nayLy
Hata pupoBHULTES: 21.01.2021
Tepmin npugaTRGeT: 31.01.2024

Posmip ¢epil:

2 800 yrrakosoKk

Peecrpauudﬂe
noceiguenHs MO2
Yipaifu:

UA/3283/01/01

HaiimeHyBaHRa
BUPOBHIMKA:

Baitep Oy, NawucionTi, 47, 20210 Typky,; ®innstgia

fliuensia Ha
BUpOSHWLITED Ne:

000985{086.08.00.04/2018

PesynbTaty aHanisy:

[lue. ceprutpikar axanisy

Komekitapi:

Livn camim MiATBEpAXYIO, 10 BULLGBKasaHa iHdhopmallia e AocTOBIpHOK Ta TouHo, [aHEd cepia
713 Oyna suroToBneHa, BKAIOYAKMN YNAKORKY | KQHTPOML AKOCTI Y BKa3AHOMY Micli, Y nosHin
BigrosigHocTi 3 eiMoramu HBTI ta nokanbHux Perynatophunx oprasie y BignosigHosTi g0
crieunchiraLyii, 1o Bkasaka B PescrpavifiHomy noceinHerHi kpaltv B sy iMRopTyioTe. Mpotbkomm
CeplT nakysauHs Ta aHarisy Gy neperrisHyT Ta BUSBMSHO Bl,qnaB;,quch HE, byab-ski
BiAXMNeHHA Big 3aTeepmieHoro npoLecy, Aklid Taki 6ynvi, NOEHICTID pPoacrigysaHi Ta 3aTeepxeH

YO,
pago MmarMey MaioThb!

26,05.2021

Terc-Matilainen, YiiosHosaxeta ocoba (2001/83/EC)
Krista Soininvaara, Ynoerosaxeta ocoba (2001/83/EC)
Nina. Arve; YiorHasakera ccoba (2001/83/EC)

Sara Andeisson, YnosHoRayeHa ocoba (2001/83/EC)

dx-oﬁ
2 e Yt{%?& .

Heini Lahti
YnosHoBayeHa ocoba (2001/83/EC)




04071, m.Kuig, synniin Bepxhiil Ban, Gyaurok 4-B, Ten, $38044-220
10puanuHa.adpeca; 33%0

08330, Kulscbka 06n., Bophcninbekkwli B-H, C. Byaapiis, syn.

Anpeca Micus BlpoBaKeHHs giansHacTi: HesarexHooTi, 2/1

Ooz2Bin na Bunyck (peanisauir) Ne36004/21/26
71, YnosHoramena ocoba.a akocTi TOB «BAVIERY, niTashakyIo, Wio nikapcbkuil 3aci6:
HalimeHysaHHa npoaykuii: [PKAVOEC®

Hepxana-supotHue. PiHAaHAIR

Homep peecTpadiitioro nocsigyekis & Yepalsi: UAM 3283/01/01

Cuna AilfakrusHicrey.nesoHoprectpen; 13,5 mr

Nikapobia chopma: BHYTPILLHEGMATKOBA CHCTEMA 3 NEROHQPFECTREN0oM

Poamip-Ta Tyn nakysakus: | BMC s nictepi, 1 6nlcrép e kapTonHil nayui
Howmep.cepil: TUO32KB

Poamip .cepil: 2 -800 ynakosow

Hara.eupobruurea; 21,01.2021

[ara aakinieHHs TepMiry npisnarroct: 31,01.2024

Hara cep‘rwcbuga‘ra SiDeTi cepil MikapebKorw aacofy; BugaHoro BUPOGHUKOM, yhosHoBa)gHa ocoba fKoro
Hapae A03sH) Ha Bﬁnyck cepli.filkapcoioro dacoby;

Ne 040002391964 pig 26.05.2021

Homep Ta garta BIUCHOBKY PO fIGCTL BeeseHUX JikapesxuksacoGia;

Ne 36004/21/28 sip 24.06,2021

Halimekysanis, MlcqeaHaxomK‘eHgﬁ Ta Homep niueHsir BNpobHuia, yriobrobakeRa ocaba,AKkoro Ha,qae FoBH)
Ha Banyck cepii (sa Raspiotri): Baitep Oy, MatcionTl, 47; 20210 Typry, Ginsuais, 000885/06.08,00,04/2049

CeprudbikaTu BIRNOBIAHOCYI HanekHOT BUPOBHIMOT NpakTyky BUPOBHIKA, YNoRHOBAKEHS acola AKOTo Haaae
Z403sin Ha sunyck cepii. abo HoMepy nocunak y Sasi fganux EudraGMP (3a HassHoceT):

KoneHTapi {sa HanBHOCT):

3aset gpo BUNycK (peanizauio) cepil nikapcokors 3aceby:

Jlossdnmio erasapul nikapesiull 3aci 8o peasizaufl

l'lplsam.qe, iHidfany Ta nocapafasaHua ooob, sika BUAaNa KOBIN Ha BmuyCK gepil: YnoeHosgKeHs ocoba g
saxocTi TOB «BAWEP». Koctewsuuii K. B.

Mignue veoby, axa saana gossin Ha sunyeK cepli: 4, & ,7"
Hara nignucans. 4ossony Ha Bunyck (psanisayjio): 23.05.2024 , O/ !
Supplement REGS-DE15-SUP-D01084 Page1 of 1

Verslon 5.0




04071, m.Kuie, syniua Bepxniit Ban, Syaunok 4-5, Ten. +38044 220
IopuanyHa agpeca: 3300

08330, Kuisckra obn., Bopucninecbiuia p-H, ©. Oygapris, syn.
HezanexnocTi, 201

Agpeca Micusa BRpoBaKeHHa AiIaNLHOCTI
Bo3sein Ha sunyck (peanizauito) Ne55026/21/26

f1, YnoenosaieHa ocoba a akacti TOB «BAVIEP», nigTaepMKyio, o nikapcekui sacio:
HaIﬂMEHyBaHHﬁ npogykuii; IKANAEC®

fepxaBa-BupobHuK: QiHNAHGIA

Homep peectpauifiHoro noceiguernsa s Ypaini,_UAM 3283/01/01

Cuna piifaktvericTe: negonoprectpen 13,5 Mr

Nizapckka dopma; BHYTPILIHEOMATKOBE CUCTEME 3 NEEOHOPTECTRENOM

Poswip 7a Tvn nakyeanHs: 1 BMC 8 Bnicrepi, 1 Gnictep B kapTORHIN nauwi

Homep cepil: TUOI4NS

Poamip cepii: 3 920 ynakoBox

Bara supobnuyrea; 10.03.2021

[ata sakiH4eHHs TepMidy npugatHocTi: 31.03.2024

Hata ceptuchikata skocTi cepii Rikapcekoro zacoby, BuaaHoro BupoBHUKOM, YnoBHOBaMeHs ocoba AKoro

Hanae A03BiN Ha BUNYCK cepii nikapebkaro sacoby:
Na 040002417423 Big 20.08.2021

Homep Ta gaTta BUCHOBIY NPO SAKICTL BBE3EHWX NiKApChkUX 3acobiB:;
Ne 55026/21/26 Big 22.09.2021

HaiimeHysaHHs, MICLI@3HaXOAKEHHA Ta Homep niyeHaii supobHUKa, ynoBHoBaXeHa ocoba AKorc Hagae AozRin
Ha Bunyck cepil (sa HaseHocTi): balep Oy, TNauxcionTi, 47, 20210 Typky, PiHRadaia, 000985/06.08.00.04/2019

CepTudhikatn eignosigHocTi HanexHol enpoBHU4Ol NpakTukM BMpoSHWKE, YNoBHOBaXKeHa ocoBa SIKOro Hanae
038N Ha Bunyck cepil, abo Homepw nocunant ¥ Gasi gaunx EudraGMP {(3a nassHocTi):

KomenTapi (3a HanBHOCTI):

Janea npo BuAYCK (peanisayiro) cepil nikapcekoro 3acoby:

Hossonsr exasanuil nirapcoiud 3acié do peanizaulil,

Mpissuwle, iHiuianu Ta nocapa/ssaHHs ocobw, ska Bugana Ao3Bin Ha Eﬂ?lﬂyCK cepii: YnopHoraweHa ocoba 3
AkocTi TOB «BAMEP» Kocteyskni K. B. ,

rignnc ocobu, Aka Buaana N0aBin Ha BUNYCK cepil:

flata nianucanHs A0380NY Ha BUNYycK (peanisauiin): 28.09.2021 ,lUV /’

Supplemant REGS-DE15-SUP-001061 Page 1af 1
) Version 5.0



JAEPAIIKCITY KBA
AEPHABHA CHYEBA 3 MEAPCREHEX 3ACOGIE
TA KQHTPOIED 24 HAPROTUKAMM v n. KHEBI
men. Ligpeanakiacsxa, 29, Kisin, 02098, 7o, ((24) 255-26-85 1en, (044) 205-26-32
E-mnail: is. Ly iviidetls. powioua hiipsaduaee dis. pov.ug, Kox emnm' 37070055

BHCHOBOIL
apo ARicTH BRe20R0TD B ¥rpalny aikapesroro 2aceby
22.09.2021 X 55026521526
A AHIECE 7

CHupieITy BN ARG am:uﬁw STHI 3 PECCTEARISH QDADinTomEaN)
ROy TPIMIFLAMAITRARN CECTEMA. T AEROHOprecTpemos wo 13,5 8T} By TpIEnm-oMaTROBA
LHCTEANE, LT OHOBMEHA MD acpmi‘i Hnmni TMFRLT O JJra HB,'_ELI_EEEEEI, IROANHA B ORPENGTY
Aricrepi; no | fnleTeny B Koprammdiy mag

{ibstpoi MAEVCEY, SIS iRt B DAY JXsPemTD seoaly }

Homep pecctpiisiinare nocsinsesas VA 32830101 crpos aif peoompauifizers neceizenny 12.02.2023

Copin abmspruee v weody Mo TUII4DS » KimnwieTh BRcRHOTO Naapokkar secnfy 3920
Iespofienes Baitep Oy, Dinnangis
[rmsiinacisparaets snpdinkn simapeusen saeoly, sl e -
Breacko B Yapaiey ‘TonapueTno 3 oéMEReT0N Disnonidnanmicerio " Bafep”, ﬁ;mrr BRIs
229117%4

[min{csmauun T8 k9] 32 E‘,IH’HE&\F wopaaHannt poobn 050 apizenms, B, 10 Bwexaz) disoengol
ccabiy - LGRS, 0 pmitne nposmmnmng pecmwmﬁmﬁi OGP mﬁmmmf FOPTI TEIFINILA
DenAZELE A0 Cpiz T AN TACENpTa} .

Apeiocon sk nnecg wsrpeoio sig 22.0%9.2021 e 316472,

3™ peVIRTAIAMEH  IRPEARNSTD mnnw:-mm‘a BITAHOBIRHG, MO mresgcm:ﬁ Aa0iR BeXIRHQ A Ywpalay 2
ACTPRMAHHUAM punior 3 arplhan HBin.
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Bafnep Qy Bl i 5
Mancionn, 47 : : TopiHka : 13
FI-20210 Typay, Ceprucpikar anarisy \fata  :23.08.2021
DiHAaHgIA
Marepian: 81569584 IKANOEC®, BHYTRHUH LOMATROEZ CHCTEMa
Cepin: TUD34NS Kpaina : Yrpaina
[ara supoBHuurea: 10-03-2021 Homep noctasim : 125435249
TepMin NpuaaTHoCTi: 31-03-2024 Howmep zamorneddn - 2172062243
Marepian: 85608304 LS 12 1US 13,5 MG STERILOITU ETO3 '
Cepisi; TUO3INK IHCTRYKUis no koWTpomo:  P.5.2.01-5
IHCRekuiaHuiR noT: 040002381654 Cneundiikauis: P5101-3
. " : Canqmasa '
Kouiporls KpuTepin NpUAHATHOCTI L Pesynerat
Onuc NOBMHHO BigNOBIEATA Bignosigae
BHYTPILIHLOMATKOBA CHCTEMA BHYTPILIHLEOMETKOBA cucTema 3i
3i CPIBHVM KiRbLEM, cpiGHMM KinbLUem,
6e3 BUANMAY NOLIKOSKEHL He3 BNgHMIX NOLIKOAMEHE
Konip pesepeyapa 3 Ghouo GinyeaTtnih abo GRigo-KosTuiA GinysaThin
PEMOSUHCH
NOBKHHA BIANCEIAATA CReITRY pignosigae
{denmudbitayis (I4) NopIBHAHHS
Idenmudhinayis (BEFX) fOBKHHA BigNoBIZaTH signosinae
Emunenxnopeaifpus mare. 10 ppm 0
Emuneqoicud _ mare. 2 ppm 1
Curna paspusy MmiH. 6.5 N 231
KinoiicHe ausHaqettst 122-1438 nar 13.8
Oduopiduicme do3oganux
CduHUUL!
KpuTepii npuidstHocTi (n = 10) make. 15.0 Y% 1.7
KpuTepiit npyuiHatHocTi (n = 30) make. 15.0 % -
MinimanbHe 3HaqeHHn Ha ocHosi M (MiH. 75.0 Y% 1G1.2
MaxcumarbHe sHaveHHs Ha ocHosi M (make. 125.0 Y% 102.8
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Baiiep Oy
Mawnciowi, 47 Fl-

Cepmudikar ananisy

Cropinka : 232

[@inangin .

Mavrepian: 81569584 DAVEEC®, BHYTRIMHbOMATKORBS ercTema

Cepis: TUG34NS Kpaina . Yxpaina

Hata srpobHuuTea: 10-03-2021 Homep noctaexu . 125435249

TepMir NpyaaTHOCTI; 31-03-2024 Homep 3amosneHHa ;| 2172062243

MaTtepian: 85608304 LCS 12 JUS 13,5 MG STERILOITU ETO3

Cepisi: TUO3TNK IHeTpyruis no komTporte. P.5.2.01 -5
IHEnekLinHWA noT; 040002381654 Creundikauis; P51.01-3

i = ; QpuHnus

L KoHTpone Kpwrepiti NpUBHATHOCTI BuMipy PesynbTar
UlenaKicTe BUBINEHEHHS e -

Cmadis 1 (B oxpemux canHNLR)

PiseHkb 1 (m) = cepegHe 3HaYeHHA 9.8-14.2 Hrf24w 132

FieeHs 1 (s) = MiH. Ans 5 oxpemux

3HAYEHD 886-15.4 WFf24y BignoRinas

PiseHb 2 {s) = 8Ci § OKpemMux

3HaJeHb 8.0-16.0 urf24y 13.113.313.313.013.313.3
Cmadis 2 (12 oKpemmnx oanHiLb)

Pisers 1 (M) = cepegHe 9.8-14.2 urf24y ~——

3HaYEeHHH

PigeHb1 (8) = MiH. ana 11 oxpemnx 8.6-15.4 urf24y -—-

3HAYEHD

Pipenb 2 (5) = &¢I 12 okpemux 8.0-16.0 Hrf244 -

3HaYEHb

CTepunbHicTs cTepunbHa CTEPUnEHE

Lium camum NIATBEpAXYto, L0 BUILGBKasaHa iHdopmalis € ACCTOBIpHOIO Ta TouHoo, Jana cepis A3 Gyna
BUroTOBNEHA, BKMHOMAIOUM YNAKOSKY | KOHTPOAR AKOCTI ¥ BKazaHoMy Micdi, ¥ NOBHIR RIGNOBIGHOCTI 3 BUMOrammn
HBM Ta nokanbHux PerynartopHux opradie y signosigHocTi go cneundikadil, wo skasana 8 PeecTpauinHomy
NocBIAYeHH] KpaiHKk B Ay iMnopTyioTe. NpoTtokony cepil, nakysaHHA Ta axanisy Synwn NepernanyTi Ta BUABNEHO

BignoeigHicTs HBMM.

[OKYMEHT MgAMCaHNA Y NOBHOBEKESHOIK 0CoB0H0.

Bo3zsin Ha sunyck / erexTpoHHni RIARKC

Oarta fvac:
|HCneKWiR noT:

Heini Lahti {GLXMH}

2021-08-20 04:09:18 p.m. EET ( UTC + 2 hours )
040002417423 -
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Bayer

CEPTU®IKAT CEPII

Hahmenysanrist: IMAVOEC®, BRYTPilHLOMAaTKOBA CUCTeMa
MatepiansHvin Homep: | 81569584

Haomep cepii: TUG34NS

Kpaina npusnaverHa; Yipaina

Ditova pevoeuHa:

NesoHoprecTpen 13,5 mr

Hikapcoka chopma:

BMC 3 nesoHoprectperniom

Poamip ynakosiu:

1 BMC e Brictepi

Twn ynakoekw:

1 BricTep B KAPTOHHIN Nayyi

HaTta supobruuTea:

10.03.2021

Tepmit NpuaaTHOCTI:

31.03.2024

Po3awip cepil:

3 920 ynaxkosox

PeecTpauifite
noceigyerns MO3

UA/13283/01/01

Yrpainu:
HaimedysarHs
EBUPOBHWKS:
Flivensia Ha
BUpobHMUTEO Ne:

PesynsTam aHaniay:

Bavep Oy, lMNMaHcioHTi, 47, 20210 Typky, PiHnsqgis

000885/06.08.00.04/2019

Aus. ceptudikaT aHanisy

KoweHTapi: -

Linm camvm nigTBEpAXYIO, WO BULLEBKasaHa indopmalis € 4OCTOBIPHO Ta TouHoiw. Jana cepis
N3 Byna euroToBneHa, BITIOHYAIOYN YNAKOBKY | KOHTPOMb AKOGYTI ¥ BKazaHOMY MICL, ¥y nosHik
BignosigHocTi 3 sumoramn HBI Ta nokanbHux PerynstopHnx oprawie y signosigHocTti oo
creuncpikauii, wo ekazada s PeccTpauiinamy nocsiguerHi kpaiHu B siky iMnopTyioTs. MpoTokonu
cepii, nakysanHa Ta amanisy Oynm nepernaHyTi Ta BusieneHo signosigHicTs HBM. Byab-Aci
BIAXWNEHKMA Big 3aTBEPAXKEHONO NpoUecy, AKIWLE Taki Bynn, NOBHICTIO po3chigysaHi Ta saTBepaNeHi
YO. :
Mpaso mgnucy MmaTe:
' Heini Lahti, Ynos:osaena ocoba (2001/83/EC)

Kaisa Enkovaara, YnosHosaxeHa ocoba (2001/83/EC)

Nina Arve, ¥YnosHosaikeHa ocoba (2001/83/EC)

Kaisa Lepisto, YnosroeaxeHa acoba (2001/83/EC)

23.08.2021 ,
Heini Lahti ‘ ‘
YnoeHoeaxeHa ocoba {2001/83/EC)



Banep Oy Cron: ]
NaricionTi, 47 CepTudikat aHanis ropinka: 132
FI-20210 Typky, pTUd y Natra  :26.01.2022
DiHNAHAIR
Marepian: 81569584 KANOEC®, BHYTpPilIHLOMAaTKORa cUCTema
Cepis; TUOSALC Kpaima : YkpaiHa
Oata supobHuyrea: 01-09-2021 Homep noctasku : 126671932
TepmiH npuaaTHocTi: 30-09-2024 Homep 3amosneHHs ; 2172141339
MaTtepian: 85608304 LCS 12 1US 13,5 MG STERILOITU ETO3
Cepisi: TUO37VN [HCTpykUia no koHTponto:  P.5.2.01-5
IHCREKUiRHWA noT: 040002353624 Creuudpikavjis: P5101-3
. . : OanHuus
KoHTponb Kpurepit npuiHATHOCTI i, PesynbTar
Onuc NOBWHHO BifNoBiaaT! Bignosigae
B BHYTPILLHEOMATKOBA CUCTEMA BHYTPIlLHbOMATKOBa cucTemMa 3i

— — ———{3i CPIBHUM KinkLiEemM, — | CpIBHMM KinbLEM,

Ge3 BUAMMMX NOLLKOAMKEHD Be3 BUAUMUX NOLLUKOLPKEHD
Konip pesepeyapa 3 ditovoro GinyeaTuii abo 6rigo-kosTUA BinyeaTtui
PEYOBUHOH

MoBWHHA BIANOBIAATW CNEKTPY BianoBigac
Idenmucdpirayis (I4) NOpPIBHAHHS
Idenmudpirayia (BEPX) NoBWHHA BiANOBIAaTU BUMOram Bignosinae
EmunenxnopeiopuH makc. 10 ppm 0

" |EmuneHokcud o makc. 2 ppm 1

Cuna poapusy MiH. 9.5 N 22.5
KinsKicHe eu3HayeHHsi cucmemu  |12.2 - 14.8 Mr 13.8
OJdHopidHicmb do308aHUX
OCUHUUbL:
Kputepii npuitHaTHocTi (n = 10) makc. 15.0 % 3.0
Kputepi npuitHaTHoCT {(n = 30) makc. 15.0 %
MiHimankHe 3Ha4eHHs Ha ocHoBi M [miH. 75.0 % 100.0
MakcumanbHe 3Ha4eHHs Ha ocHoBi M [makc. 125.0 % 103.9




Baep Oy i 55
MNancionTi, 47 Fl- ; i TOpIHKA " 2 3
20210 Typry. Ceptudikar aHaniay [lara - 26.01.2092
QiknsHAiN
Martepian: 81569584 IKANOEC®, BHYTPIilIHLOMAaTKOBA cUCTEMA
Cepist: TUO3ALC Kpaixa : Ykpaina
[Jata supobHuuTeA: 01-09-2021 Homep noctasim : 126671932
Tepmin npugaTHOCTI: 30-09-2024 Homep 3amosnerHs : 2172141339
Marepian: 85608304 LCS 12 1US 13,5 MG STERILOITU ETO3
Cepisi: TUO37VN IHCTpyKUis no koHTponto:  P.5.2.01-5
[HCNEeKLiRHWA noT; 040002353624 Cneuudikalis: P.5.1.01-3
. . . Opannnus
KoHTtpone KpuTepiit NpUAHATHOCTI BIAMIDY PesyneTat
LLBnakicTb BMBINbHEHHS - -
Cmadis 1 (6 okpemux oguHUUb)
PigeHb 1 (M) = cepeHe 3Ha4YeHHs 9.8-14.2 HF/24y 12.2
" |PiseHb 1 (s) = MiH: Anst 5 okpemMux 8.6-15.4 — |urf244 Bignosigae
3HaJEHb
PieeHb 2 (s) = BCi 6 okpemux 8.0-16.0 pr/24y 12.3
3HaYeHb 12.3
12.4
12.4
121
12.0
Cmadisi 2 (12 okpeMnx OANHIL)
Pisetb 1 (m) = cepegHe 9.8-14.2 ur2dw -—- o
3HAYEHHS
PieeHb1 (s) = MiH. Ars 11 okpemux 8.6-15.4 Hr/24y -—
3HaYeHb
PiBeHb 2 (8) = BCi 12 okpemux 8.0-16.0 Hr/244
3HaYEHDb
CrepunbHiCcTb CTepunbHa cTepunsHa

Lium camum nigTBEepmxylo, WO BULIEBKa3aHa iHopmMalis € AoCToBipHO Ta ToqHow. [laHa cepia f13 Gyna
BUrOTOBMEHa, BKMIOYAOUM YNAKOBKY | KOHTPOML AKOCTI y BKasaHoMy Micul, ¥ NOBHIA BiANOBIAHOCTI 3 BUMOramu
HBIM Ta nokanbHux PerynatopHux opraHie y BignosigHocTi Ao cneyudikauii, o Bka3aHa B PeecTpauiiHomy
nocsigueHHi kpaiHn B siky iMNopTyioTe. MNpoToKoNK cepii, NakyBaHHA Ta aHanisy 6ynn nepernaHyTi Ta BUSBNEHO
BianosigHicTs HBI.

JokymeHT nignucanuii YnoBHoBaxeHo 0cobolo.
Heini Lahti (GLXMH)

2022-01-24 02:20:00 p.m. EET ( UTG +
040002478571

Jo3sin Ha BuNyck / enekTpoHHniA nignvc;
Jata / yac:
IHCnexLin noT:




Bayer

CEPTU®IKAT CEPII

HaiimeHyBaHHs: DKANOEC®, BRYTpillHbOMaTKOBaA cMCTEMa

MartepianbHuia Homep: | 81569584

Homep cepil: TUO3ALC

KpaiHa NpusHavyeHHst: YkpaiHa

Hitoya pevosuHa: JlesoHoprecTtpen 13,5 Mr

Jlikapcbka dopma: BMC 3 neBoHoprecTpenom

P03Miip7yﬂaKOBKMZ 1 BMC B 6niéTépi ) o I
Twvn ynakoBkw: 1 BnicTep B KAPTOHHIN NauLj

[ata supobHuyrea: 01.09.2021

TepMiH NpMaaTHOCTI: 30.09.2024

Posmip cepii: 3 360 ynakoBoK

PeecTpauiiHe

noceiaverHs MO3 UA/13283/01/01

YKkpainu: . - - - . S .
E:SOM(SGHHMVKZ?HHH Baitep Oy, lMaxcioHTi, 47, 20210 Typky, PiHNAHAISA

2;%%%3;3 - 000985/06.08.00.04/2019

PesynbTaty aHaniay: [wne. cepTudikat aHanisy

KomeHTapi: -

Lum camum nigreepmxyto, Lo BhLLeBKasaHa iHopmaLis € 4OCTOBIpHOW Ta To4How. [laHa cepia
N3 Byna BUrOTOBNEHA, BKIIOYAKYM YMAKOBKY i KOHTPOMb SKOCTI Yy BKasaHOMY Micui, y MOBHIA
gignosigHocTi 3 Bumoramu HBI Ta nokanbHMx PerynaTtopHux opraHis y BignosigHocTi Ao
crneundikauil, Wo BKasaHa B PeecTpauiiHoMy nocigYeHHi kpaiHu B AKy iMnopTyoTh. [poTokonu
cepii, nakysaHHs Ta aHanisy 6ynu nepernsHyTi Ta BusBneHo signosigHicTe HBIM. Bygb-sci
BiOXWIEHHs! Bifl 3aTBEPAPKEHOrO NpoLecy, AKLWO Taki Bynn, NOBHICTIO po3cnifyBaHi Ta 3aTBeppKeHi
YO.
Mpaeo nignucy maroTb:
Heini Lahti, YnosHoBaxeHa ocoba (2001(/83LEC\)
Kalsa Enkovaara, YnoBHoBaxeHa 0CO (2001/83/EC)

31.01.2022

Heini Lahti
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Baitep Oy — .
MaHcioHTi, 47 Ceprudikat aHanis s
F1-20210 Typky, pTIGD y Oata  :14.06.2022
bdiHnaHgis
MaTepian: 81569584 ﬂ)KAIZ‘IHEC@, BHyTpilWHbOMaTKOBa cucTema 1x1 UA
Baw marepian: MKAWMOEC®, BHyTpiwHboMaTkoBa cucTtema 1x1 UA
Cepis: TUO3FSD KpaiHa : YkpaiHa
[ara BupoBHuyTBa: 23-09-2021 Homep nocrasku : 127794005
TepmiH npuaaTHoCTI: 30-09-2024 Homep 3amoBnerHs : 2172212309
Marepian: 85608304 LCS 12 1US 13,56 MG STERIL
Cepis: TUO3ASD IHCTpyKUist no koHTponio:  P.5.2.01-5
IHCnekyiiHWiA noT: 040002474592 Cneyudpikauin: P.5.1.01-3
;o ; g OauHuUs
K
KoHTpone puTEpIA NPUIAHATHOCTI A o5 Peaynetat
Onuc NOBWHHO BignosigaTtw Bignoeinae
BHYTPILLHbOMATKOBA cucTema BHYTpilLHbOMATKOBA cUCTEMA 3i
3i CPiBHUM KinbLem, CPIBHUM KinbLem,
6e3 BUANMUX NOLLUKOMKEHb 6e3 BUAVMMUX MOLLUKOPKEHD
Konip peszepeyapa 3 diroyoro Ginyeatuit abo Gnigo-KoBTHiA Bnino »osTnit
pPeyosUHOK
NnoBWHHA BiANOBIAATW CNEKTPY Bignoeigae
I18enmudbirayis (14) NOPIBHAHHSA
I0enmudbikayiss (BEPX) NnoBWHHA BiAgNoBigaTK Bignosigae
EmuneHxnopz2iopuH makc. 10 ppm 0
EmuneHokcud makc. 2 ppm 2
Cuna pospusy MiH. 9.5 N 20.5
KinbkicHe euzHa4YeHHs 12.2 -14.8 Mr 14.1
OdHopidHicmb do308aHUX
00UHUUB:
Kputepiit npuitHaTHocTI (n = 10) makc. 16.0 % 4.9
Kputepiil npuitHaTHocTi (n = 30) makc. 15.0 % -
MiHimaneHe 3Ha4yeHHA Ha ocHosi M MiH. 75.0 % 104.1
MaxkcumanbHe 3HayeHHs Ha ocHoBi M [makc. 125.0 Yo
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Baiiep Oy " 5 5

MaHcioHTi, 47 Fl- ; ; TOpiHKa : 2 3

20210 Typy, Ceptucpikat aHanisy fata  : 14.06.2022

binnaHaina

MaTepian: 81569584 £DKAI.E|£1EC®, BHyTpiWwHbOMaTKoBa cuctema 1x1

Baw matepian IDKAWNOEC®, BHyTpilwnHbOMaTKOBa cuctema 1x1

Cepisi: TUO3F9D KpaiHa : YkpaiHa

Data BupobHuuTBa: 23-09-2021 Homep nocraekn : 1277940056

TepmiH npuaaTHOCTI: 30-09-2024 Homep samoeneHHs : 2172212309

Marepian: 85608304 LCS 12 1US 13,5 MG STERIL

Cepis: TUO3AS5D IHcTpykuis no koHTponio:  P.5.2.01-5

IHCNEeKUiAHWIA NOoT: 040002474592 Cneuudikauis: P.5.1.01-3

. . . OanHuUSA
KoHTpons KpuTepin npuiHATHOCTI BUMIDY PesynbTar

LUBMAakicTb BUBINbHEHHA ——- -—-

Cmadisi 1 (6 okpemux oanHULIL)

PiBeHb 1 (M) = cepefiHe 3HAYEHHs 9.8-14.2 Hr/24y4 12.0

PiBeHb 1 (s) = MiH. Ans 5 okpemux

3Ha4eHb 8.6-15.4 pri244 BianoBigae

PieeHb 2 (s) = BCi 6 OKpeMmx

3Ha4yeHb 8.0-16.0 uri24y4 12.112.012.012.3 12.011.8

Cmadia 2 (12 okpeMmux ognHULb)

PieeHb 1 (m) = cepeaHe 9.8-14.2 Hr/24y ==

3HaYeHHs!

PiseHb1 (s) = MiH. gna 11 okpemmx 8.6-15.4 ur/24y -

3HayeHb

PiBeHb 2 (s) = BCi 12 okpemux 8.0-16.0 Hr/24y -

3Ha4yeHb

CrepunbHicTb cTepunbHa cTepunbHa

Lium camum nigTBepKyio, WO BulleBkasaHa iHdopmauia e aocTosipHol Ta ToyHol. [aHa cepia J13 Byna
BMrOTOBMEHA, BKMIOYAYU YNaKkoBKy | KOHTPONb AKOCTI ¥ BKa3aHOMY Micui, y NOBHIi BIANOBIAHOCTI 3 BUMOramu
HBI Ta nokanbHux PerynatopHux opraHis y BiANoBiAHOCTI Ao cneyuvdikauii, wjo BkasaHa B PeecTpalliiiHomy
MocBiAYEHH KpaiHW B sKy iMNopTytoTkb. [poTokonu cepil, nakyBaHHs Ta aHanisy 6ynu nepernaHyTi Ta BUABNEHO

BianosiaHicTs HBIM.

[OoKyMEHT nignucaHunii YnoBHoBa)keHo 0coboto.

[o3Bin Ha BUNYCK / eNeKTPOHHWIA Nignuc:

[arta / vyac:
IHCnekuin not:

Heini Lahti (GLXMH)

2022-06-08 10:17:19 p.m. EE

040002528708

Llen Ceptudikat AHanisy 6yno HaapykoBaHo aBTOMaTHUYHO.




Bayer

BATCH CERTIFICATE

PRODUCT NAME:

JAYDESS® 1x1 IUS UA

PRODUCT NUMBER: 81569584

LOT NUMBER: TUO3F9D
IMPORTING COUNTRY: Ukraine
STRENGHT/POTENCY: Levonorgestrel 13,5 mg
DOSAGE FORM: Intrauterine system
DATE OF MANUFACTURE: 23.09.2021

EXPIRY DATE: 30.09.2024
PACKAGE SIZE: 1 IUS in blister
PACKAGE TYPE: 1 blister in carton pack
QUANTITY: 2 800 packs
MARKETING

AUTHORISATION NUMBER: | YA/13283/01/01
NAME AND ADDRESS OF Bayer Oy

MANUFACTURING SITE:

Pansiontie 47
20210 Turku, Finland

NUMBER OF
MANUFACTURING
AUTHORISATION:

000985/06.08.00.04/2019

RESULTS OF ANALYSIS

See separate CoA

COMMENTS

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging and quality control at the above mentioned site in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization
of the importing country. The batch processing, packaging and analysis records were reviewed and found to
be in compliance with GMP. Any deviations from the approved process, if any, have been fully evaluated and

approved by authorized personnel.

The following persons are empowered to sign by proxy:

June 10, 2022

,){ 0.5 I-'J_ 5=

Heini Lahti, Qualified Person (2001/83/EC)

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

Kirsti Lepists, Qualified Person{2€

Heini Lahti
Qualified Person (20
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Pansiontie 47 AR eSS Page: 1 of 3
F1-20210 Turku Date: 2022-06-14
Finland
Material: 81569584 JAYDESS® 1X1 IUS UA

Your material:

JAYDESS® 1X1 IUS UA

Batch: TUO3FSD Country: Ukraine
Date of manufacture: 2021-09-23 Delivery number: 127794005
Expiry date: 2024-09-30 Purchase number: 2172212309
From material: 85608304 LCS12 13.5 MG IUS STERIL
Batch: TUO3ASD Insp. instruction: P.5.2.01-5
Inspection lot: 040002474592 Specification: P.5.1.01-3
Inspection Acceptance criterion UoM Result
Appearance must comply complies
Formulation Intrauterine system Intrauterine system with silver
with silver ring ring
Surface property free of visual flaws free of visual flaws
Colour of drug reservoir whitish or pale yellow pale yellow
Identity (IR) must comply with complies
reference spectrum
Identity (HPLC) must comply complies
Ethylene chlorohydrin max. 10 ppm 0
Ethylene oxide max. 2 ppm 2
Breaking force min. 9.5 N 20.5
Assay of system 12.2-14.8 mg 14.1
Uniformity of dosage, accept.value(n=10) max. 15.0 % 4.9
Uniformity of dosage, accept.value(n=30) max. 15.0 % aee
Uniformity of dosage, min.(based on M) min. 75.0 %
Uniformity of dosage, max.(based on M) max. 125.0 %




Bayer Oy

Certificate of Analysis

Pansiontie 47 Page: 2 of 3
FI1-20210 Turku Date: 2022-06-14
Finland

Material: 81569584 JAYDESS® 1X1 IUS UA

Your material:

JAYDESS® 1X1 IUS UA

Batch: TUO3F9D Country: Ukraine
Date of manufacture: 2021-09-23 Delivery number: 127794005
Expiry date: 2024-09-30 Purchase number: 2172212309
From material: 85608304 LCS12 13.5 MG IUS STERIL
Batch: TUO3ASD Insp. instruction: P.5.2.01-5
Inspection lot: 040002474592 Specification: P.5.1.01-3
Inspection Acceptance criterion UoM Result
Release rate -— it
Stage 1, level 1, 6 single units,average 9.8-14.2 pg/Day 12.0
Stage 1, level 2, 6 single units 8.0-16.0 ug/Day 12.1

12.0

12.0

12.3

12.0

11.8
Stage 1, level 1, 6 s.u., no.o.single v. min.5 s.u. in 8.6-15.4 complies

Hg/day
Stage 2, level 1,12 single units,average 9.8-14.2 pg/Day -
Stage 2, level 2, 12 single units 8.0-16.0 pg/Day -
Stage 2, level 1, 12 s.u.,no.o.single v. min.11 s.u. in 8.6-15.4 —
ug/day

Sterility sterile sterile

| hereby certify that the above information is authentic and accurate. This batch of product has bee
fabricated/manufactured, including packaging and quality control at the above mentioned site: 5)
with the GMP requirements of the local Regulatory Authority and with the local Marketing Ao
of the destination countries (s) / product specification file for Investigational Medicinal Pr¢
processing, packaging and analysis records were reviewed and found to be in conformaﬁcﬁ |th GI’VI?I = P\ &)
This document is signed by Qualified Person. g

urfs: The batch




Bayer Oy Certifi FAralvs
Pansiontie 47 SrHTicaDs of ATRLYelS Page: 3of 3
F1-20210 Turku Date: 2022-06-14
Finland

Material: 81569584 JAYDESS® 1X1 IUS UA

Your material: JAYDESS® 1X1 IUS UA

Batch: TUO3F9D Country: Ukraine

Date of manufacture: 2021-09-23 Delivery number: 127794005
Expiry date: 2024-09-30 Purchase number: 21722123089
Batch release electronically signed: Heini Lahti (GLXMH)

Dateftime: 2022-06-08 10:17:19 p.m. EET (UTC + 2 hours )

Inspection lot: 040002528708

This Certificate of Analysis was automatically printed.




JEPXIIIKCITYXBA
JEPKABHA CJIYKBA 3 JIIKAPCbBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

By/. bepesnsikiBerka, 29, Kuis, 02098, Ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €IPIIOY 37079055

BHUCHOBOK
Npo AKICTb BBE3€HOI0 B YKpaiHy JIiKapcbKOro 3acody
06.10.2022 Ne 41570/22/26
JUKANJIEC®

(HaliMeHYBaHHA NIKAPCHKOTO 3ac00y 3riIHO 3 PEECTPAIlHHUM NOCBIIMEHHAM)
BHYTPIlIHLOMATKOBA CHCTEMA 3 JieBOHOprecTpesioM no 13,5 Mr; BHYTPilLIHBOMATKOBA
CHCTEMA, BCTAHOB/ICHA HA BEePXHilil YACTHHI NPUCTPOIO ISl BBEAEHHS, 3AIIasiHA B OKPEMOMY
oJicTepi; mo 1 6uicrepy B kapToHHil mauni

(dropma Bunycky, 103yRaHHS, BHJL NAKYBaHHA JiKapCchKoro 3acoly)

Howmep peectpatiitnoro nocsinuenns UA/13283/01/01 crpok aii peectpauiiinoro nocsinuenns 12.09.2023

Cepis nikapchkoro sacoby Ne TUO3FID KinbkicTh BBe3eHoro jikapeskoro sacoby 2800
BupoGunuk Baiiep Oy, dinnsnis
(HaiiMeHYRaHHA BHpOOHHKA MiKapchKoTo 3acoby, KpaiHa NOXoKeHHH )
Beeseno B Ykpainy ToBapucTeo 3 06MexeHow BinnosizansHicTio "baiiep", inent. kon:
22911794

(HaiiMenyBanHs Ta koJ1 3a €J[PTIOY opuiyHoi ocodu abo npissuile, iM'a, 110 6aTbKoBi
(Pi3uanol 0cobH - MANPHEMIE, TI MICLIE NPOKHUBAHHA Ta peccTpaliliiHmi HoMep obIiKoBOT
KapTKH MJIaTHHKA NOJATKiB abo cepif Ta HOMep MacnopTa)

3a pesyneTaTaMH JepKaBHOrO KOHTPONIO BCTaHOBJIEHO, MO JiKapckkHii 3acid BBezeHo B Ykpainy 3
JOTPHMAHHAM BHMOI 3aKOHOJABCTBA 1010 3abe3ne4eHHs AKOCTI JIIKapCeBKUX 3ac00iB.

Havansuuk Mukosna XOJIOIEHKO

(mocanosa ocoba oprany JIEp/KaBHOTO KOHTPOIIO) (mignuc) (iHimianyu Ta npizBHIIE)

MLIL
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CEPTUDIKAT CEPII

HaimeHyBaHHs: IKANOEC®, BHYTpilHLOMaTKOBa cuctema 1x1 UA
MatepianbHuit Homep: | 81569584

Homep cepii: TUO3F9D

KpaiHa npuaHayeHHs: YKpaiHa

[itova pevoBuHa: JlesoHoprecTpen 13,5 mr

Jlikapcbka hopma: BMC 3 neeoHoprecTpernom

Poamip ynakoBku: 1 BMC B 6nicTepi

Tun ynakosku: 1 BnicTep B KapTOHHIM nayj

Hata BupobHuuTBea: 23.09.2021

TepmiH NnpuaaTHOCTI: 30.09.2024

Posmip cepii: 2800 ynakoBok

PeecTpadiiiHe

noceig4yeHHa MO3 UA/13283/01/01

YkpaiHum:

E;S:GTJK?HHR Baitep Oy, MaHcioHTi, 47, 20210 Typky, ®iHnaHAaia
2;1%%2?4 sto - 000985/06.08.00.04/2019

PesynbtaTtu aHaniay: [uB. ceptudcbikat aHanisy

KomeHTapi: -

Uum camum nigTeepmpkyto, Lo BULLEBKasaHa iHopmallisi € 4OCTOBIpHOK Ta TouHol. [aHa cepis
N3 Byna BurotoBneHa, BKIOYAOYM YMAKOBKY i KOHTPOMb AKOCTI y BKa3aHOMY MicUj, Y MOBHilA
BiamosigHocTi 3 Bumoramu HBIT Ta nokanbHux PerynsTopHux opraHie y BianosigHocTi Ao
cneuudikalil, Lo BkasaHa B PeecTpaliiHoMy NOCBIAYEHHI KpaiHW B siKy iMNopTyioTh. [poToKonu
cepii, nakysaHHA Ta aHanisy Oynu nepernsaHyTi Ta BusBneHo signosigHicte HBIM. Byab-Aki
BiAAXWIEHHA Bif 3aTBEPAKEHOro NpoLecy, SKWOo Taki 6ynu, NOBHICTIO poscnigyBaHi Ta 3aTBepaAXeHi
YO.
[MpaBo nignucy maioTb:

Heini Lahti , YnoBHoBa)keHa ocoba (2001/83/EC)

Kaisa Enkovaara, YnosHoea)keHa 0006__- 2%&%1"

Nina Arve, YnoBHoBaeHa ocoba ( Ditr:

Kirsti Lepisto, YnoBHoBaxkeHa oco

10.06.2022 Mignuc f| "gfff;/; ; \

33/EC)

Heini Lahti
YnoeHoBaxeHa ocoba (2001:’83;’&(,
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MaHcioHTi, 47 Fl- : : TOpiHKa : 2 3

20210 Typry, CepTudpikar ananisy fata  :23.03.2023

diHNaHAia

MaTtepian: 81569584 IDKAIEIJ:IEC@, 1x1 BHyTpiwHbOMaTKOBa cucTema UA

Baw marepian: IXKAWOEC®, 1x1 BHyTpiluHbOMaTKOBa cuctema UA

Cepis: TUO3REL KpaiHa : YKkpaiHa

DHarta supobHuuTBa: 21-04-2022 Homep nocTtaBku : 130314482

TepMiH NpyUaaTHOCTI: 30-04-2025 Homep zamoBneHHsa: 2172346607

Martepian: 85608304 LCS 12 13,5 MG IUS STERIL

Cepis: TUO3HV2 IHCTpyKUiA No koHTporno:  P.5.2.01-5

IHCnNeKUiHWiA NoT: 040002556475 Cneuundikauis: P.51.01-3

- . . OarHuuA
KoHTpone Kpwutepii NpUAHATHOCTI BUMipy Peaynetar

LBnakicTb BUBINEHEHHSA --- ---

Cmadist 1 (6 okpemMux oanHULIb)

PieeHb 1 (M) = cepegHe 3HaYeHHs 9.8-14.2 ur/24 rop 11.6

PieeHb 1 (s) = miH. AnA 5 okpemnx

3Ha4YeHb 8.6-15.4 ur/i24 rog BignoBigae

PieeHb 2 (s) = BCi 6 OKpemmnx

3HaYeHb 8.0-16.0 Hr/24 rog 11.411.511.511.312.1 12.0

Cmadist 2 (12 okpeMnx oauHWLIb)

PieeHb 1 (M) = cepedHe 9.8-14.2 ur/i24 rog

3HaYeHHs

PiBeHb1 (s) = MiH. Ana 11 okpeMmx 8.6-15.4 Hr/24 rog

3Ha4eHb

PiBeHb 2 (s) = BCi 12 okpemux 8.0-16.0 ur/24 rog ---

3Ha4eHb

CrepunbHicTb cTepunbHa cTepurbHa

Uum camum nigTBepmxyto, WO BuUlleBKasaHa iHcpopmauis € JocToBipHO Ta TodHow. [aHa cepia J13 6yna
BUIOTOBJIEHA, BKITIOYAKOYM YNAKOBKY i KOHTPONb AKOCTI Y BKa3zaHOMY MiIcUi, ¥ NOBHIi BiANOBIAHOCTI 3 BUMOramm
HBIM Ta nokanbHmx PerynaTopHux opraHiB y BignosigHocTi Ao cneuudikauil, wo BkaszaHa B PeecTpauiitHomy
NocBigYeHHI KpalHW B SIKY iMNopTyTh. NpoTokonu cepil, NnakyBaHHA Ta aHanisy 6ynu nepernsiHyTi Ta BUSIBNEHO

BignosigHicTe HBIM.

HokymeHT nignucaHuin YnoeHoBaxeHo ocoboto.

[o3Bin Ha BUNYyCK / enekTpoHHKUIA Nign
[aTa / 4ac:
IHCcnekuin noT:

WncC:

Heini Lahti (GLXMH)
2023-03-01 03:43:10 p.m. EET £

040002620921

TG +2hours )
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nchﬁDHTyi, 47 CepTudikar aHaniay CropiHka : 132
FI-20210 Typky, HaTa 1 23.03.2023
diHNaHAain

Martepian: 81569584
Baw maTepian:

MKAWOEC®, 1x1 BHYTpiluHbOMaTKOBa cuctema UA
MXKAWOEC®, 1x1 BHyTpiluHbOMaTKOBa cucTema UA

Cepis: TUO3REL KpaiHa : YkpaiHa
[ata BupobHMUTBA: 21-04-2022 Homep noctaeku : 130314482
TepMiH nprgaTHOCTI: 30-04-2025 Homep 3amoBneHHs : 2172346607
Marepian: 85608304 LCS 12 13,5 MG IUS STERIL
Cepis: TUO3HV2 I[HcTpykuis no koHTpomo:  P.5.2.01 -5
IHCneKuiiHuA NoT: 040002556475 Cneuudikauis: P.5.1.01-3
- " : OauHuua
KoHTponb Kputepiit npuiHATHOCTI sk PeaynetaT
Onuc MNOBMHHO BiOMOBIAaTU BignoBipae

Konip pezepeyapa 3 diro4yoro
peyoeuHoI0

I8enmucdpikayis (I14)
I0enmudbikauis (BEPX)
EmuneHxnopz2iopuH
EmuneHokcud

Cuna po3puey
KinbkicHe eu3HavyeHHs

OO0HopidHicmb do308aHUX
00UHUUb:

KpuTepiit npuiAHaTHocTi (n = 10)

KpuTepiit npuiiHaTHocTi (n = 30)

MiHiManbHe 3HavyeHHsa Ha ocHoBi M

CpIBHUM KinbLEeM,
6e3 BUOUMIKMX NOLLKOKEHb

Binyeatuia abo 6Gnigo-xoBTWin

MOBWHHA BigNOBIAATW CNEKTPY
NOPIBHAHHA

MoBMHHA BianoBiaaTn
makc. 10

makc. 2

MiH. 9.5

122-1438

make. 15.0
make. 15.0

MiH. 75.0

MakcrumanbHe 3HavyeHHs Ha ocHoBi M |make. 125.0

BHYTpIlLIHLOMAaTKOBa cUCTeMa 3i

ppm

ppm

Mr

%
%
%

Y%

BHYTpilLUHEOMAaTKOBa cucTeMa 3i
CpiOHUM KinbLeM,

6e3 BUOMMMX NOLLKOMKEHb
6nigo-KoBTHIA

Bignosigae

BianoBinae
0
1

221

13.6




Bayer

CEPTU®IKAT CEPIi

BAYER
E

HaimeHyBaHHA NPOAYKTY:

IPKAMOEC®, 1x1 BHYTpiluHbOMaTKOBa cucTema UA

MaTepiansHWin HoMep: 81569584
Homep cepii: TUO3REL
KpaiHa npu3HadYeHHs: YkpaiHa

[Liroua pevoBuHa:

NeBoHoprecTtpen 13,5 mr

Nikapcbka hopma:

BHyTpilWwHbOMaTKoBa cucTema

Poamip ynakoBku:

1 BHYTpilUHbOMAaTKOBa cucTtema B 6nictepi

Tun ynakoBku:

1 BnicTep B KAPTOHHINA ynakoBLi

Jata BupobHuuTBa:

21.04.2022

TepmiH npuaaTHOCTI:

30.04.2025

Poamip cepit:

2800 ynakoBOK

PeecTpauiiiHe noceigyeHHsA
MO3 YkpaiHu

UA/13283/01/01

HaimeHyBaHHA BUpOBHWKa:

Baitep Oy, ®innaxais, MaxcioHTi, 47, 20210 Typky

NiueHzia Ha BupobHMLUTBO Ne:

000985/06.08.00.04/2019

PeaynbtaTtu aHanisy:

[wue. cepTucpikat aHanisy

KomeHTapi:

Uum camum nigTBepaxyto, WO BuUlLieBKasaHa iHcpopmauis € AocToeipHOW Ta TodHow. [laHa cepia JI13 Byna
BUrOTOBMEHA, BKMOYAOYM YNAKOBKY i KOHTPOSMb AKOCTI ¥ BKaszaHOMY Micli, Y MOBHI BiANOBIAHOCTI 3 BUMOramu
HBI1 Ta nokaneHnx PerynaTopHwx opraHie y BignosigHocTi Ao cneuwdikadii, Wwo BkaszaHa B PeecTpauiiHomy
nocBigYeHHi KpalHW B aKy iMnopTytoTe. [poTokonn cepil, NnakysaHHA Ta aHaniay Bynu nepernsHyTi Ta BUSBNEHO
BignoBigHicTe HBI. Byab-AKki BiAXWNeHHs Bi4 3aTBepKeHWX npouecis, AKWO Taki 6ynu, 6ynu ouiHeHi Ta

SGTBEP,EI}KBHi YNOBHOBaXEHOIO ocobolo.

HacTtynHi ocobu cxBanorTeCa AN NiANMCaHHSA 3a OpYYEeHHAM:

17.03.2023

Heini Lahti, QP (2001/83/EC)

Kaisa Enkovaara, QP (2001/83/EC)
Nina Arve, QP (2001/83/EC)

Kirsti Lepisto, QP (2001/83/EC)

nidnuc Ve

Kirsti Ie pistd 15
YnoBtic
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