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NEPXKTIKCITY KB A
JAEPIKABHA CIHYIKBA 3 JTIKAPCHKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHUKAMHY y m. KMEBI
Byst. bepesuskinesia, 29, Kuis, 02098, ren./axe: (044) 550-23-55, ten, (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,hitps://www.dls.gov.ua, Ko €APIIOY 37079055

BHUCHOBOK
Npo SIKICTH BBE3CHOT0 B Y Kpalny JiKapcebroro 3acoly

11.11.2020 Ne 61796/20/26

JOKA3

(naliveHyBam JiKapeLROro 3aco0y 312110 3 PECCTPAILFAIIM HOCBLTISH M)
Tabaerin, skpuTi 00oa0HK010, N0 28 Tadacror (24 rabnerkn esitiao-poskesoro + 4 Tadnerin
(nnanebo) 611010 KOALOPY) v Huicrepi 3 camoraeiiroo ¢rpivkoo; no 1 Gaicrepy y kaprounii
i

((popara BIYCKY, A03YBAHNS, BiA NAKYBAHHI I KAPChKOTO 3ac00Y)
Homep peectpauiitnoro niocsindenns UA/S5468/01/01 crpok aii peecrpauiitnero nocsinusxus He0OMEKCHIH
Cepin nikapesioro 3acoty Ne WEU3FB Kinwkicts neesenoro nikapesxoro sacody 69820

Bupoduins bariep Baiimap ' mi6X ( Ko, KI', Himevyarna

{nalarenynanks BHPOOHIKA TIKAPCLKOID 3ac00y, KPaTHA HOXOMKEHTI)

Brescuo B Ypainy Toeapuerpo 3 obmencenoro Bignosigaapiicrio "hatiep", inenr, koa:
22911794

(Hakisrenypanst ta koy 3a CJIPTIOY wpunutuot ocobit ado npispiinte, is'a, no darskosi diznanol
ocoli - nAnpHeatis, 1T Micie npoBanis tu peectpantiiinmii HoMep 00aik0B0T KapTkH IIATHHIE
HOATKiE ado Cepisl Ta HOMEP NaciopTy)

[porokod nisyannnoero kowipoaio via 11, 11,2020 No 3474/2.
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Baitep Baimap Mi6X | Ko.KI-

HoGepaiiHepiutpacce 20

99427 Baimap, Himevyuuna

- : Cropitka: 137
rCemeq}maT adanisy ,D,aTg: 23-10-2020 1

Haimenysativg npoaykry
Tun ynaxkosuu
Poamip ynakosku

MaTepiansHuii HOMep

Kpaina npuaHauerHs
Peecrpauyifine NocBiAYeHHs

Bunyck

Bupobruua niuensia Ne
GMP CepTudikar

Ynakosaxo

BupobHuya niuersis Ne
GMP Ceprudiar

BupoBnero

BupoBnua niuensist Ne
GMP Ceprtudikar

YMOBY 36epirants
YMOBU TpaHCnopTyBamHHs

Cuna giil AkTusHicTs

dopma sunycky

> 1 Bnictep B kapTOHHilk YNakoBLi
1 #28: 24 cBiTno poxesi Tabnetky + 4 TabneTkn Ginoro KOMLOpyY
. 80802693

 Yxpaina
- UA/5468/01/01

: Baitep Baitmap I'mBX i KKo. KI"
- HoGepaitneplutpacce 20

1 99427 Banmap, Himeuuuna
CDE_TH_01 H__MIA_2020~0003/24-2525.02—001
:DE_TH 01 H_GMP_2020_OOO4+DE_TH_O1 H_GMP_2020 0005

12 -25°C, 24rop 25 - 40 °C
12 -25°C, 24ropn 25 - 40 °C

L eTuHinecTpagion 0,02 mr + ApocnipeHoH 3mr

: TabneTku, BKpUTi 060N0HKOM

! [bkas, tabnertiu, BKpuTi oBoroHkowo Ne28 (24+4) ]

- 99427 Baiimap, Himeuunna
- DE_TH_OTH_MIA_2020_0003/24-2525.02-001
: DE_TH_01 H_GMP_2020_0004+DE_TH_01 H_GMP_2020_0005

: Baviep Baitmap Mv6X i Ko. KI™

: Bo6epaitHeplwpacee 20

1 99427 Batimap, HimeuuuHa

tDE_TH_01H_M IA_2020_0003/24-2525.02-001

cDE_TH_01 H_GMP_2020_0004+ DE_TH_01H_GMm P_2020_0005

. baviep Baitmap 'v6X i Ko. KI"
: HoBepaittepwtpacce 20
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Baitep Baimap 'm6X i Ko. KI
HobGepaitneplurpacce 20
99427 Baimap, HimeyuuHa

CepTudpikat aHanisy

CropiHia: 237
[ara: 23-10-2020

Matepian: 80802693 Hxas, TabrieTin, BkpuTi 060noHKoD Ne28 (24+4)
Cepisi; WEU3FB Kpaina: Yrpaina
Hara BupoBunyrea: 11-08-2020
Mpuaaryuii fo: 31-08-2025
Marepian: 81664684 TM-IM-YASMIN 20 FTB BEC 3266, 5701, 5759
Mapris; WEU1NK IHCTPYKUis 1o koHTponio: P.5.2.01 -
KoHTponeHa napris;. 890000979942 Cneuwdikadisi; P.5.1.01 - _
N . . OanHnL
KoHTpons KpuTepiit npuitHsiTHocT BUMipy Pesynobrar
HokymerTu Bunycry IHCTRYKUis: Bianosigae
008942019-01
Creundikayis:
008942467-01
MosHaueHHs DRSP= gpocniperon
EE= eTuninectpapion
Onuc: chopma Bunycky TabneTkn, BKpuT
060onoHKoH Bignosigae
Onuc: thopma Kpyrri, ABoOnyKAN Bignosigae
Onwvc: konip CBITNO-pOXKEBI Bignosinae
Onuc: mapkysants 3 ogHiel CTOPOHMU "DS" B npasunbHOMy Bignosigae
LUECTUKY THUKY
Onue: maprysaHHs 3 iHLwof CTOPOHU BIACYTHE Bigrnosinae
laeHTudhikavis EE netexuis 1 BETLUX Komirpawis ~ nopiBHsIHHs -
crekrpis
laeHTudikauis DRSP Aetekuis 1 BETIUX KOMirpaList ~ NopiBHAHHS
cnexTpis
laeHTudikalis EE netekuis 2 BETLUX Komirpauis - nopiBHAHHS Bignosigae
dnyopecuenyil
lneHTudgikavis DRSP aetekuis 2 BETLLUX KOMirpauisi - NopisHAHHS Bignosigae
thrnyopecLieHLii
lpeHTudikayis EE BEPX qac yTpuMyBaHHsA
OCHOBHOrO Mika NOPIBHAHHS Bianosigae
laerTudikallis DRSP BEPX 4ac yTpuMyBaHHs
OCHOBHOTO MiKa NOPIBHSIHHS sianosinae

laeHTucpikauis B-uuknogercTpu My BETLIX

Rf nopiHaHHs1 ocHosHMX
rrisim

Binnosinae




[Baviep Baimap I'moX | Ko, KF
HoGepaiineplurpacce 20
99427 Baimap, Himeuyuura

CepTtudikat aHaniay

Cropitka: 337
[ara: 23-10-2020

Marepian: 80802693 Iwas, Tabnetiu, Bkputi oGononkoo Ne28 (24+4)
Cepisi: WEU3FB Kpaina: Ykpaina
Hara supobrnuTsa: 11-08-2020
Mpuaatini go: 31-08-2025
Marepian: 81664684 TM-IM-YASMIN 20 FTB BEC 32686, 5701, 5759
Mapris: WEUTNK IHCTPY KISt NO KoMTPpOmio: P.5.2.01 .
KoHTponeHa napris: 890000979942 Cneundikauis: P.5.1.01-_
KoHTrpore Kputepiit npuitHaTrocTi gv?n?izcul Pesynbrar
lneHTudikaia Tutany diokeuay po34uH Bifl opaHeBoro
[0 opaHxeBso- Bignosinae
4YepBOHOro
laenTndikavis okenay sanisa YTBOPEHHS ocaay sig
CUHbOIO N0 Bianosigae
3€eMeHyBaTo-CUHLOro
MpoaykTu posnagy EE:6a-OH-EE BEPX make. 0.2 % LC <0.1
Mponykru posnagy EE:6B-OH-EE BEPX makc. 0.2 % LC <0.1
Mpoayxru posnapy EE: A9,11-EE BEPX makc. 0.5 % LC 0.2
MpoaykTn posnany EE: 6-keTo-EE BEPX makc. 0.3 % LC 0.1
MpoaykTv posnapy EE: By ab-s1kuin He makc, 0.5 % LC 0.1
BU3HaueHnit BEPX
MpoaykTy posnaay EE: cyma BEPX makc, 1.5 % L.C 0.3
MpoaykTu posnaay DRSP: i3o-cnonyku BEPX [make. 0.2 % LC <0.1
Mpoaykrn posnagy DRSP: 6yab-akuil He
BU3HaveHnit BEPX make. 0.2 % L.C <01
MpoayiTu posnaay DRSP: cyma BEPX makc. 0.5 % L.C 01
PosunnerHs EE BEPX, 30 xs., cragis 1,
OKpeMi 3HadeHHs MiH. 85 % LC -
Posunrennsi EE BEPX, 30 xs., cragis 1,
CepeaHe 3HauYeHHN MiH. 85 % LC -
Posuurents EE BEPX, 30 xa. , crajis 2,
QKpeMi aHaveHHs MiH. 85 % LC 96 96 96 92 93 92 98 98 96
99 97 98
Posuuntertst EE BEPX, 30 xa., cTagia 2,
cepeHe 3HayeHHs MiH. 80 % LC 96
Posunrerns EE BEPX, 30 xs. , CTagis 3,
OKpeMmi 3HaveHHa MiH. 55 % LC -




PP
7N
IBAYER )
::;“giﬁg;v‘”’;

Bavep Baimap MubX i Ko, KT
HoGepaitnepuwitpacce 20
99427 Baitmap, Himeyyuna

Ceprudikar amanisy

Cropinka: 437
fHarta: 23-10-2020

Martepian: 80802693 Hxas, rabnerku, BkpuUTi 060NOHKOK Ne28 (24+4)
Cepisi: WEU3FB Kpaina: Ykpaina
Hara BupoBuuyrea: 11-08-2020
MpuaaThuit go: 31-08-2025
Marepian: 81664684 TM-IM-YASMIN 20 FTB BEC 3266, 5701, 5759
Maprist: WEU1TNK IHCTPYKUist NO KoHTPOMIO: P.5.2.01 -
KouTponeHa naptis. 890000979942 Cnieuyudbikadlisi: P.5.1.01-_
KoHTpons Kputepitt npuntHsTHOCT %ﬁ;"ﬂ;;" Pesynbrar
PosunHerHs EE BEPX, 30 xs., cTagis 3, Make. 2 on.< Q - 15%
OKpemi 3HaveHHs
PosyuHeHHs EE BEPX, 30 xa., cTaais 3, MiH. 80 % LC
cepefiHe 3HaAYEHHSN
PosynHerus DRSP BEPX, 30 xB., cragisn  |miH. 85 % LC
1, okpemi sHayemHs
PosuumeHns DRSP BEPX, 30 xs., cTagis |mix. 85 % LC
1, cepesiHe aHaUYEHHS
PosunHenna DRSP BEPX, 30 xs., ctagis |mid. 65 % LC 87 87 87 82 82 82 91 91 88
2, oKpeMmi aHaYyeHHs 94 89 90
PosunHeHns DRSP BEPX, 30 x8., ctagis |miH. 80 % LC 88
2, CepefiHe 3HaveHHs
Posdyurernn DRSP BEPX, 30 x8., ctagis |MiH. 55 % L.C e
3, OKpemi sHaueHHs
FPosunHeHns DRSP BEPX, 30 xs., cragis |maic. 2 04.5Q-15% -
3, OKpemi sHayeHHs
Posunrenns DRSP BEPX, 30 x8., ctagis |min. 80 % LC -
3, cepeaHe 3HavYeHHs
100.9 101.7 102.7
OpHopigHicTs f030BaHNX oanHuub EE % LC 100.7 102.6 102.6
BEPX, cTagis 1, OKpeMi 3HayeHHs 104.7 102.4 100.9
100.3
OnHopigHICTL fo30BaHNX oAnHuUb EE
BEPX, cragis 1, KpUTEpin NpuitHATHOCT] makc. 15.0 % 3.6
OaHopigHIcTb fo30BaHNX OAuHULL CPA
BEPX, cragis 2, okpemi 3HayeHHs % LC -
OnHopigHicTs nozoBaHux oavHnub EE
BEPRX, cragis 2, KpUTEPIR NPpUAHITHOGT Makc. 15.0 % -—=
l_
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batiep Bamap Mi6X i Ko, KT
HoBepaiitepurpacce 20
99427 Balimap, Himeuunna

CepTudikar aKaniay

Cropinka: 537
[Hata: 23-10-2020

Marepian: 80802693 Hxas, rabneTiu, BkpuTti oGonoHkow Ne28 (24+4)

Cepis: WEUS3FB Kpaita: Yrpaina

Hara BupoGHuLiTea; 11-08-2020

Mpugathuii go: 31-08-2025

Martepian: 81664684 TWM-IM-YASMIN 20 FTB BEC 3266, 5701, 759

Mapris: WEU1TNK [HCTpYyKUist no KoHTponio: P.5.2.01 -

KoMtponsHa naptis: 890000979942 Cneuudikauis: P.51.01-_
KoHTtpons KpuTepiit npuitHaTHocTi OAJ:H” Pesynerar

OnHopiaHicTs fozosaHmX oAVHULL DRSP % LC 99.2 100.2 101.7 98.6

BEPX, cTaaia 1, okpemi aHaueHHs 100.7 100.7 102.7 100.7

99.4 98.9

OaHopigHicTs 4o30BaHUX oavHnyb DRSP

BEPX, cragis 1, KpUTEPIN NPUAHATHOCTI makc. 15.0 % 3.1

OpHopiaHicTs foszosarnx onuHuue DRSP

BEPX, craaia 2, okpemi sHaueHHs % LC -

OnHopigHicTL fo3oBaHux OAWHUUL DRSP

BEPX, cragis 2, KpuTepin npuithaTHocTi makc. 15.0 %

KinekicHe BusHayeHnHn EE BEPX 96.0 - 105.0 % 100.7

KinokicHe BusHavenHs DRSP BEPX 85.0 -105.0 % 99.5

MikpoBionorivyHa yncrora TAMC maxe. 2000 KOE/r <10

MikpoGionoriyHa yucrota TYMC make. 200 KOE/r =10

MikpoGionoriura yncrota Escherichia coli BiACYTHICTL B 11 BiANoOBIiAae




baviep Baiimap Mv6X i Ko. KI© CropiHka: 637

Hobepaitnepwrpacce 20 Ceprudpikar anarnisy e
99427 Baiimap, Himevsnna fara: 23-10-2020

Marepian: 80802693 Hxas, TabneTiu, Bkputi o6onomkoto Ne28 (24+4)

Cepist. WEU3FB Kpaina: Yrpaina

Hara Bupobrmyrea: 11-08-2020

Mpugarkui go: 31-08-2025

Marepiarn: 84174467 TM-IM-PLACEBO YASMIN FTB WHITE, BEC 3221

Mapris: WEU2LB IHCTPYKUist NO KoHTpOM: P.5.2.01 -

KoHTponisHa naptis: 890000982159 Cneuundikauis: P.5.1.01- _
KoHTpons Kputepiit npuitHatHocTi C;ﬁ"MTPM;“ PesynbraT

HoxymenTu Bunycky IHCeTpyKUis: BiAgnoesinae

007522210-02
Cneundikauis:
007521521-02

MNosnaves DRSP= gpocnipeHon -
EE= eTurinectpagion

Onuc: dopma Bunycky TabneTku, BKpuTi

0BonoHKo Bignosigae
Onuc: hopma Kpyrni, gsoonykni Bianosinae
Onue: konip Gini Bignoeinae
Onue: mapkysaHHs 3 ognie’ CTOPOHMK "DP" B npasunsHomy Bigrnosigae

WECTUKRY THUKY
Onuc: mapkysaHHs 3 iHLwo] CTOPOHM BigcyTHe Bignosigae
laeHTudikalis TUTaHy giokcuay PO3YUH Bin opaHxkesoro Ao

OpaHXeBO-YEePBOHOro "
OnHopigHicTs Macu >=18 +- 7.5% Big cepeaHboi

Macu, Make. 2 +- 15% Big Bianosinae

cepenHbLol Mmacu

Posnag mMakc. 15 XB. 1
BiacyTHicTe DRSP BEPX make. 0.025 MK/ Ta0. <0.025
Biacyrricte EE BEPX make. 0.02 MKI/Tab. £0.02
Mikpo&ionoriuna unctota TAMC make. 2000 KOE/r *)
MikpoBionoriuMa yucrtora TYMC makc, 200 KOE/r )

MikpoGiororiuna yucrora Escherichia coli |eigcyTHicTb 8 11 )




baiiep Baimap MmeX i Ko. KT ——
HoGepaitnepwrpacce 20 Ceptudikar ananisy E;gap-mzf(:ga.ﬁ g_ggzo
99427 Baimap, Himeuynra )

Marepian: 80802693 Hxas, rabnerin, BKpUTi oGononioio Ne28 (24+4)
Cepis: WEU3FB Kpaina: Yipaina
Hara supobuyuTea; 11-08-2020
fpuaarHnin go: 31-08-2025

He 6yno sussneno sigxuneHs NPOTArOM NpoLEciB BUPOBHULTBA
KomeHTapi: Ta nakyBaHHs.
| Poawmip cepii: 69 820 ynakosoxk

*) TecT npoBoAUTLCA Ha OCHOBI BUGIPKOBOTO KOHTPOMIO. TUM He MEHLIe, MU NIATBEPAXYEMO BIANOBIAHICTE Aaxof
Cepil HasBHUM CTaHgapTam.

~ . ™~

crneundikaLlin, wo wmictartses y peectpauitdomy gocee. MpoTokonu BUPOBHULITBA, nakyBaHHs Ta aHanisis Byno
NeperngaHyTo Ta BCTaHOBMNEHO BignosifxicTs GMP YnosHosaxeHoo Ocoboto.

Cepin 6yna npotecrosana 3rigHo cneyudikauii | fossonena A0 peanisauii.

Hanuwit  Ceprudpikat skocTi ByB CTBOpPEHWi 3aKPUTOI  eNEeKTPOHHOI CUCTEMOIo 06pobku fanux, came TOMY
JATBEPIDKYETLCSH  NEeKTPOHHUM  Nignucom. EnexTpoHHuit  nignuc YnosHoBaxkeHoi Qcobu 3rigHo  [qupextnen
2001/83/EC. Ocobu, Lo MatoTh npasBo Ha nianue : Wilko Wohlauf, Maja Schulte, Vera Schnapp.

Enexrponmni nignue: Wilko Wohlauf (SGFMJ)
ynosrosakeHa ocoba 3rigHo HvpekTusu 2001/83/EC
Hara/mac: 2020-10-22 01:16:51 p.m. UTC (UTC +/-0 = UTC/GMT )

IHenekuiiHua not: 890000983279




04071, m.Kuis, synuus BepxHiit Ban, GyanHok 4-B, Ten. +38044 220
IOpuanyHa appeca; 3300

; . . 08330, Knicbka obn., Bopucninbebruit p-H, c. [ynapkis, syn.
ABpeca MICUs BNpOBAMKEHHS [iNBHOCTI: Hesanexwocti 2/1

Hossin Ha Bunyck (peanizauiro) Ne61796/20/26

A, Ynoerosaskera ocoBa 3 sikocTi TOB «BANEPS, NiGTBEPAXYIO, WO NiKapChkUi 3aci:
Halimenypsanis npoaykuii; hras

Hepxasa-Bupobunk: Himeuunta

Homep peectpauiittoro noceifgYeHHs B Yipaini: UA/5468/01/01

Cuna giilakrusHicts: 1 Tabnetra CBITI10-POXEBOrO KOMbOPY: eTuHinecrpagion 0,02 mr/ ApocnipeHoH 3mr

Nikapcbka dhopma: Tabnetky, BkpuTi 06oNoHKoI0

Po3mMip Ta Tun nakyBamHs: 24 TaBneTkn CBITNIO-POXEBOrO + 4 TabneTku (nnaueBo) Ginoro Konbopy B BnicTepi 3
camokneitkoto cTpidkoio, 1 6nictep B KapToHHIn navyi

Homep cepil: WEU3IFB

Poswmip cepii: 69 820 YRaKoBOK

Hdata supoBuuyTea: 11.08.2020

Hata sakiHueHHs TepMiHy npuaatHocTi: 31.08.2025

Hata ceprudikata skocri cepii nikapcbkoro sacoby, BugaHoro BUPOBHUKOM, yroBHOBaXkeHa ocoba fKoro
Hafae no3Bin Ha Bunyck cepii nikapcbKoro 3acoby:

Ne 890000983279 sig 22.10.2020

Homep Ta pata BUCHOBKY MPO AKICTb BBE@3EHUX NIKAPCLKMX 32006 8-

Ne 81796/20/26 sig 11.11.2020

Haumerysanns, micuesHaxomrerns Ta HOmep nilieHsii BupobHuka, ynosHoBakeHa ocoBa AKOFO Hagae [o3sin
Ha BUnycKk cepil (sa HassHoCTI): Baitep Baiimap MEBX i Ko. KI', [oBepalinepwrpacce, 20, [1-99427 Baiimap,
Himeuunna, DE_QTH_O1H_MIA__2020_0003/24~2525,02-001

Ceprudchikatu signosigHocTi HanexHol BupoBHuyoi npakTvkn BUPOGHIUKa, YNOBHOBaXeHa ocoba Koro Hagae
403BiN Ha BuUnyck cepii. aBo HOMepW nocunaxe y 6asi ganux EudraGMP (3a HasBHOCTI):

Komenrapi (sa HasiBHOCTI):

3asBa npo sunyck (peanisauito) cepii nikapcekoro sacoby:

Loseonso exazanuil nikapcsiuil 3acié do peanizayir,

Mpissuile, inidiany ta nocaga/asamHs ocobu, sika Buhana £03BiN Ha BUNYyCK ge‘a%i‘: Kocteybiuin K. B.

Nianuc ocobu, ska Buaana Aossin na BUNYyCK cepil: S
HaTa nignvcarns Aossony Ha sunyck (peanisadiio): 12.11.2020 ;L /
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