Battep Baitmap MubX i Ko KT
HoBepaiineplutpacee 20
99427 Baiimap, Himeuduna

CropiHka: 135

Ceprudixat aHanisy [larta - 15-10-2020

HaimerysarHs npoaykry
Tun ynakosky

Poamip yrakosku
MatepiansHuii HoMep

Kpaita npusxaderHs

Peectpayiiive nocsigyenHs

Bunyck

Brpobunua niueHsis Ne

GMP Ceprudpikar

Ynakosauo

BupoBHuua niueHsia Ne

GMP Ceprudikar

Bupobnero

BupoBHuua niyenaist Ne
GMP Ceptudiikar

Ymoeu 36epiranns
YMOBW TPaHCNopTyBaHHs

Cuna gill AKTuBHICTb

dopma Burycky

: YKaHiH® TabreTkn, BkpuTi 060510HKoK Ne2 1

.1 6nicTep B KapTOHHIN ynakosLi

. 21 TabneTka B GricTepi 3 KanexaapHow LWKasnow
: 64026537

: Yrpaina
- UAI5169/01/01

. baitep Baimap Mv6X i Ko. KI”

. Hobepaitrieplutpacce 20

: 89427 Bamap, Himeuunna

: DE_TH_01H_MIA_2020_0003/24-2525.02-001
 DE_TH_01H_GMP_2020_0004+DE_TH_01 H_GMP_2020_0005

. batiep Baiimap MbX i Ko, KI™

. Hobepaiinepwitpacce 20

- 89427 Baiimap, HimeuuuHa

: DE_TH_01H_MIA_2020_0003/24-2525.02-001

:DE_TH_01 H"GMP_2020_0004+DE_THWO1 H_GMP_2020_0005

: banep Baimap MbX i Ko. KI™

: HoGepaitHeputpacce 20

1 99427 Baiimap, Himeuunna

: DE_TH_01H_MIA_2020_0003/24-2525.02-001

:DE_TH_ 01 H_GMP_2020_0004+DE_TH_01 H_GMP_2020_0005

12-25°C, 24rog 25 - 40 °C
12 -25°C, 24rop 25 ~ 40 °C

: 2 mr gienorecty + 0,03 mr eTudinecTpagiony

: TabneTin, BKpUTI 060NOHKQI0

,/8/( Gy WAFPF ©7 P02 )7




baitep Baiimap Mm6X i Ko. KI”
HobBepaninepwrpacce 20
99427 Baiimap, HimeuyuHa

: . Cropitka: 235
Ceprudikar ananisy fara: 15-10-2020

Matepian: 64026537

Kaniu® TabneTku, BKpUTi 060moHkKoo Ne21

Cepisi; WEU25K Kpaina: Ykpairna
Hdara BupobHuyTtea; 05-08-2020
MpupathHuir go: 31-08-2023
Marepian: 80783590 TM-IM-VALETTE SCT EE MIKRO20 DNGMIKROC
Maprisi: WEU1C1 IHCTPYKLUis Mo koHTpomo: P.5.2.901 - -
KoHTponbHa napTis: 890000978740 Crieundikallisi: P.5.1.901 - _
Koxtpont Kpurepiit npuithaTHocTi Osﬂl::g;“ Pesyribrar

HokymerTtn sunycky [HCTPYKLis: Bignosigae

004453497-01

CreundbikaLyisi:

012960945-01
MosHaveHHs DNG = pieHorect ~-

EE = eTuninectpagion
Onuc: dhopma sunycky Grinciyyi Tabnetkn, BrpuTi Bignosigae

0B0rIoHKOIO
Onuc: konip Ginuii Bianosigae
[AeHTuchikalis EE BEPX yac yTpumyBaHHs

OCHOBHOrO Nika NopiBHSIHHA BianoBinae
laeHTudbikaLis EE TLUX NOPIBHSAIHHA OCHOBHOT NNAMM BignoBigae
lneHTudikauis DNG BEPX Yyac yTpumysaHHst

OCHOBHOrO Mika NopiBHsIHHS Bignosinae
laenTudikauis DNG TLUIX NOPIBHAHHA OCHOBHOT NNsIMY BiAnoBsigae
lAeHTUdikauia TuTany Hiokenay PO34UH Bif OPAHXKEBOro A0

OPaHIEBO-4YePBOHOro signosinae
Mpoaykry posnagy EE:9,1 1-perigpo-EE
BEPX makc. 0.5 9% 0.2
MpoayxTu posnagy EE: 60-OH-EE BEPX makc. 0.3 o 0.1
Mpoayktn poanagy EE: 68-OH-EE BEPX maxke. 0.3 % <01
Mpogykrn posnagy EE: 6-okco-EE BEPX makc, 0.3 % 0.1
MpoaykTn posnagy EE: 6yab-akoi
HesusHavero! BEPX makc. 0.2 % <01
MpoayiTyu posnagy EE: cyma BEPX makc. 1.2 % 0.2




baitep Baimap M6X | Ko. KT
HoBepanHepwtpacce 20
99427 Batimap, HimeuyuHa

CepTudikat ananiay

CropiHka: 335
NaTa: 15-10-2020

Matepian: 64026537

anin® TaGnetin, Bkputi o6onoHkoro Ne2i

Cepis; WEU25K Kpaixa: Ykpaira

Hara supoSHuursea: 05-08-2020

Mpuaarkuit go: 31-08-2023

Matepian: 80783590 TM-IM-VALETTE SCT EE MIKRO20 DNGMIKROC

MapTis: WEU1C1 IHCTpyKUist no koHTponio; P.5.2.901 -

KoHTporbHa napTis: 890000978740 Cnevuudpikalyisi: P.5.1.901 - _
s . . [Oankuni

KoHTponb Kputepiit npuitiaTHoCT BAMIDY PesynbsTtar

Mpoaykrn posnagy DNG; Oy fib-aKoi makc. 0.3 % <0.1

HeBuaHayeHo! BEPX

MpoaykTn poanagy DNG: cyma BEPX maxc. 0.7 % <01

Posunnents EE BEPX, 30 XB., cTagis 1,

OKpeMi sHaveHHR miH. 80 % 98 101 95 96 101 97

Pos4urerHs EE BEPX, 30 xa., cragis 1,

cepefHe 3HaYeHHs MiH. 80 % 98

PosunHerHs EE BEPX, 30 xa., cTagin 2,

OKpeMi 3HaveHHs MiH. 80 %

Posuunenns EE BEPX, 30 xs., cragis 2,

cepegHe 3HaqeHHst MiH. 75 %

Posyurerts EE BEPX, 30 xs,, cragis 3,

oKpemi sHaveHHs MiH. 50 % -

PosuunenHs EE BEPX, 30 xs,, cTagis 3,
OKpemi 3HaYeHHs

PosunHenns EE BEPX, 30 XB., CTagis 3,
cepefHe 3HaueHHs

PosunHetts DNG BEPX, 30 XB., cTanis 1,
oKkpemi sHavYeHHs!

PosunteHHs DNG BEPX, 30 xa., cragis 1,
cepeaHe 3HaueHHst

PosunHenrst DNG BEPX, 30 xa., cTagia 2,
OKpemi 3HaveHHs

Posuuterns DNG BEPX, 30 xg., cragis 2,
cepeaHe sHavdeHHs

Makc. 2 04.s Q - 15%

MiH. 75

miH. 80

MmiH. 80

MiH. 60

MiMH. 75

%

Y%

%

%

%

98 102 95 96 100 97

98




Banep Baitmap 'vbX i Ko, K™
HoGepaitHepwrpacee 20
989427 Balimap, Himeuuuna

Ceprudikat araniay

Cropivka: 435
Hata:

15-10-2020

Martepian: 64026537

XKarin® TabneTku, Bkputi cGonoHkoto Ne21

Cepisi: WEU25K KpaiHa: Ykpaina
[ata Bupobruurea: 06-08-2020
MpuaatHul fo: 31-08-2023
Marepian: 80783590 TM-IM-VALETTE SCT EE MIKRO20 DNGMIKROC
Mapris; WEU1C1 IHCTPYKUist nO KOHTPOMIO: P.5.2.901 - _
KoWTponeHa naptis: 890000878740 Cneyudikaltis: P.5.1.901 - _
- . -1 OauHuyi
Koutpore KpuTepitt npuitHaTHOCTI BUAMIDY Peaynbrar

PosunHenns DNG BEPX, 30 xs., cragis 3,
OKpemi 3HayeHHs

PosunHenns DNG BEPX, 30 xs., cragis 3,
OKpemi 3HaveHHs

PosunnenHs DNG BEPX, 30 xs., cTagis 3,
cepegHe 3HaYeHHs

OaHopiamicTs A030BaHNX oanHuLL EE
BEPX, cTagis 1, okpemi sHavyeHHs
OAHOpIAHICTL AO30BaHUX OAUHULL EE

BEPX, ctagis 1, kputepiit npuitHsTHoCTI

OaHopiAHICT A0308aHNX OAUHULL EE
BEPX, cTagia 2, okpemi aHaueHHs

OAHOPIAHICTL A030BaAHUX OAUHULL EE
BEPX, cTtagis 2, okpemi sHauyeHHs

OnHopigHicTs 4030BaHUX oANHWLL EE
BEPX, cTapis 2, kpurepiih npuitHsITHOCTI

OaHopigHicTb gozosarux oanHuLs DNG
BEPX, cTagis 1, okpemi sHaueHHs

OpfHopigHicTs JO30BaHUX opnHuLL DNG
BEPX, ctagis 1, kpuTepii npuitHATHOCTI

OpaHopigHICcTL 4o3oBaHnx oanHULL DNG
BEPX, cTaain 2, okpemi aHa4yeHHs

OfHopifgHicTe fosoBanHux oamnHuLL DNG
BEPX, cTagis 2, okpemi 3HayeHHs

QpHopigHicTs Ao30BaHUX oauHULE DNG
BEPX, cTaais 2, kpuTepii npuitHaTHOCTI

miH. 50

Makc. 2 04.5 Q — 15%

0.0255 - 0.0345

makc, 6.0

0.0225 - 0.0375

Makc.1 oa.< 85 % abo =
115 %

makc. 7.8

1.70 -~ 2.30

mMakc. 6.0

1.50 - 2.50

makc.1 0a.< 85 % abo =

115 %

Makc. 7.8

%

%

%

mr/Tab

%

mriTad

%

mr/tat

%

mr/Tad

%

0.0289 0.0288 0.0296
0.0289 0.0296 0.0295
0.0289 0.0293 0.0298
0.0304

1.7
1.811.911.961.92 1.95
1.95 1.92 1.95 1.97 2.01
1.6




baiep Baitmap MubX i Ko. KI"
[oBepalinepwitpacce 20
89427 Baimap, Himeuuuna

Ceprudikar aHanisy

CropiHka; 535
[aTta: 15-10-2020

Matepian: 64026537

XKanin® Tabnetku, BkpuTi 06onoHkow Ne21

Cepisi: WEU25K Kpaiua: YipaiHa
HaTa supoBHulTaa: 05-08-2020
MpupatHuit go: 31-08-2023
Marepian: 80783590 TM-IM-VALETTE SCT EE MIKRO20 DNGMIKROC
Maprisi; WEU1C1 IHCTpyKyist no kowTponio: P.5.2.901 - _
KouTponbHa napris: 890000978740 Creyudikauis: P.5.1.901 - _
- N . | OaunHnui
KonTtpons KpuTepiit npuitHaTHoCT BUAMIDY Pesyrbrar
Kinbkicse BusHaderHs EE BEPX 0.0285-0.0315 mr/Tab 0.0294
KinbkicHe BusHaueHHs DNG BEPX 1.90-2.10 mr/rat 1.95
MikpoBionoriuna Yuctota TAMC make. 2000 KOE/r <10
MikpoBionoriuna uucrora TYMC makc, 200 KOE/r 10
MikpoGionorivna yuctoTta Escherichia coli BiACYTHICTb B 1T Bianosigae

*) TecT NpoBOANTLCS HA OCHOBI BUBIPKOBOrO KOHT

cepil HasiBRUM cTaHjapram,

ponto. TuM He mMeHLUe, MU NIATBEPAXXYEMO BiANoBIAHICTL AaHOl

Lium 5 saceiguylo, Wwo HasegeHa suile iHchopmaLyisi € [ocToBipHO Ta TouHotw. Llio cepilo npoaykuii 6yno
BMPOOMIEHO, BIITIOYAKOUM NaKyBaHHS/MapKyBaHHS Ta NpoBEAEHO KOHTPOMb 11 AKOCTI Ha BULLE3asHaUeHIR LinbHuLl y
NOBHi% BIANOBIGHOCTI 3 BuMOoramun GMP, BCTaHOBREHVMI MicLieBUM perynaTopHumM opraHom, a Takox BignosigHo [o
cneuudikauiit, Wo MICTATLCS y peecTpauiiHoMy [oChe. Mpotokonu BUpOGHULITBA, nakyBaHHs Ta ananisie Gyno
neperna+yTo Ta BCTaHoBNeHOo BignosigHicTs GMP YnosHosaxeHoo Ocoboto,

Cepist Gyna npotecTtosata arigHo cneyudikauii | fossonexa A0 peanisauif.
BinxunerHs B npoyeci BUpOGHULTBA Ta NakyBaHHs He Byno BusisreHo.

Po3amip cepii : 52 314 ynakosok

Harunit Ceprudikar skocti 6y cTBOpeHMit 3akpUTO0 ENEeKTPOHHOIO cucTemoo 06pobkn faHux, came ToMmy
3aTBEPMKYETLCA  eNekTPoHHUM  nignucom. EnekTpouHwiA  nignuc  YnosHosaxeHo! Ocobu arigio  [dupektusu
2001/83/EC. Ocobu, wo makTb npaso Ha nignuc : Wilko Wohlauf, Maja Schulte, Vera Schnapp.

EnexrpomHuii nignuc:

Haralvac:
IHenekuinHui noT:

Wilko Wohlauf (SGFMJ)

YnosrosaxeHa Ocoba srigHo Aupexrusu 2001/83/EC
2020-10-14 08:50:20 a.m. UTC ( UTC +/- 0 = UTC/GMT)

890000982192




04071, m.Kuis, synnus BepxHii Ban, ByauHok 4-B, Ten. +38044 220
10puanyHa agpeca: 3300

08330, Kuiscbka obi1., Bopuchinscokuii p-H, c. ldynap«is, Byn.

a mi BaKeHHsa aiant it ;
Anpeca micusa sriposanKeH A QISNLHOCTI HesanexHocTi, 2/1

Hosgin Ha Bunyck (peanisauiio) Ne60038/20/26

A, YnoeHoBaxeHa ocoba 3 RKOCTI TOB «BAVEPY, NIATBEPAXKYIO, L0 nikapcbkuit 3acib:
Haiimenrysarns npogykuii: YaHin®

Hepxasa-BupobHuk: Himeuuuna

_H_QM:C_QE?E(EIF)EMM@_OTO NOCBIAYEHHS B Ykpaini: UA/5169/01/01

Cuna giitaxrusHicts: 2 mr aieHorect + 0,03 mr eTuHinecTpagion

Nikapceka popma: TabneTiu, BKpuTi oBonotkoro

Posmip Ta Tun nakyeawms: no 21 TabneTui B Gnicrepi 3 kaneHaapHoto wkanow, 1 Gnictep B nariepoBomy
MILLIGYKY B KAPTORHIA NayL;

Homep cepii: WEU25K

Posmip cepii: 52 314 ynakosok
HdaTa Bupo6ruyTea: 05.08.2020

[ata 3akiHuenns TepMiHy npugarHocti: 31.08.2023

dara ceprucivara sioeri cepii nikapcbkoro 3acoby, BugaHoro BUPOGHUKOM, ynosHOBaxKeHa 0coba skoro
Hagae 403Bin Ha Bunyck cepii nikapcobkoro 3acoby:;
Ne 890000982192 Big 14.10.2020

Homep Ta para suctosky NPO AKICTL BBE3EHUX NiKapChINX 3acoBiB:
Ne 60038/20/26 sig 05.11.2020

Haiimenysanns, MiCLE3HaX0aMERHS Ta HOMeEp JliLeHsii BUpoBHUMKa, ynoBHORaNKEHA ocoba sKkoro Hafiae fo3Bin
Ha Bunyck cepii (3a HasisHocTi): Baitep Baiimap Mm6X i Ko. KI™, HobGepainepirpacce, 20, [1-99427 Baimap,
Himeuwyura, DE_TH_01 H_MIA_2020_0003/24-2525.02-001

CeprudikaT sinnosigHocTi HanexHol BUPOBHUYOT npakTviku BupobHuMka, ynosHoBaxeHa ocoba AKOro Hagae
A03BiN_Ha BUNycK cepil, abo HoMepw nocunans y 6asi pamux EudraGMP (sa HasBHOCTI):

KomerTapi (3a HasBHOCTI):
Jasma npo Bunyck (peanizauiio) cepii nikapcskoro 3acoby:
fozeonsro exazamud niKapcorui 3acié do peanizauiy,

MNpisBuile, iHiyianw Ta nocaga/3saHHsi ocobu, sika BUAana Jo3sin Ha BuUnycKk cepi‘{'/l(ocreubxmﬁ K. B.
Mignuc ocobu, sika Bugana A03BiN Ha BUNycK cepil; e
lara ninnncaknus A03BONY Ha aunyck (peanisauio): 06.11,2020 A

Supplement REGS-DE15-SUP-001061 Page 1 of 1
Version 5.0




AEPICUIIKCITYIKBA
AEPKABHA CIIVIKEA 3 TIKAPCEKHX 3ACOEIR
TA KOHTPOJIO 3A HAPKOTHKAMM y M. KHEBI

Byl bepesusaxincsia, 29, Kuis, 02098, ren./axc: (044) 550-23-55, Ten. (044) $50-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.u& Kox €JIPTIOV 37079055

BUCHOBOK
PO AKICTH BBE3CHOTO B Ykpainy sikapebroro 3aco0y

(5.11.2020 Ne 60038/20/26

HKAHIH®
(nafivenysauns nikaperkoro 3aco6y arifuo 3 peectpatiiiinmm [OCBIRYCHITAM)
TabaeTkn, BKpuTi obosonxoro, no 21 TaGaerui y baricrepi 3 kanengapuoro wKaNoo; o 1
Omicrepy pazom 3 NaneponMM MillleuKkoM B KapTOHHii navni
(bopma punycky, nosyrantm, sun BaKyBatis! AiKapehicoro 3acofy)

Howmep peecrpauiitioro nociguenns UA/5169/01/01 CTpor i peectpauifisoro nocsimuenns 26.08.2021

Cepis nixapeskoro sacoby Ne WEU2SK Kinpkicts BBe3enoro nikapeskoro saco6y 52314
Bupofmmx baitep Batimap I'm6X i Ko. KT, Himewunnua

(naitvenysann pupoBHuka Rikaperkoro sacefy, kpaita NOXOHCIIIS)
Bseseno 5 Vipainy ToBapuerno 3 o6mesxeHo0 BiANOBIIABHICTIO "Baitep", izenr. woy:
22911794
(uatiMenysanns ta kon 3a EJIPITIOY 1apuanioi ocobu abo 0pi3BHILE, iM'E, No GaTLKOR Giznunoy

0coBH - nijnpuenus, ii Micue npoxkuraimg Ta peecTpauitinuii nomep obnikonol KapTKH TAATHHKA
nonatxis abo cepis ra Homep nacnopray)

Tpotoxon sisyansrore konrpomo sin 05.11.2020 N 3419/2.

3a  pesymTatamu  uepkaBHOro KOHTPOMO  BCTAHOBNEHO, MO Jikapebkuii  3aci6  BseseHo n Vipainy 3
ACTPHMAHHSIM sumor 3AKOHONABCTBA WOH0 3a0e3[EUeHHS IKOCT] JikapesKix 3acobiz,

s

L

/ -
W il /7 'h{i
Havanpuuk - T It /// y Mukona XOJIOJ[EHKO

{ninnuc) (ininiany Ta npizsnnre)

(nocanona ocofia OpTany Jiepiantore KouTpoito)

M.IT,




Baitep Balimap Mv6X i Ko.KI"
[o6epauHeputpacce 20
99427 Baitmap, HimeuunHa

CropiHka: 135

CeprudikaT aHarniay [laTa : 08-03-2021

HalimeHyBaHHs NpoayKTy
Tun ynakosku

Poamip ynakosku
MarepianbHuii Homep

Kpaina npusHadeHHs

PeecTpauiiiHe noceigyeHHs

Bunyck

Bupo6Huua niderais Ne
GMP Ceptudhikat

YnakosaHo

Bupo6Huua niyeHais Ne
GMP Ceptudikat

BupobneHo

BupoGHuua nitexsin Ne
GMP Ceptudikat

Ymosu 36epiranHs
YMoBW TpaHCnopTyBaHHs

Cuna Ajii/ AKTUBHICTb

dopma sunycky

: YKaHiH® Tabnetku, BrpuTi oBGorioHkow Ne21

: 1 6nicTep B KAPTOHHIA ynakosLi

: 21 TabreTka B GnicTepi 3 KaneHaapHoIo LWKanowo
: 64026537

: Yipaina
: UA/5169/01/01

: baitep Baiimap MmBX i Ko, KI”

: oBepatiHepwitpacce 20

: 99427 Baitmap, Himeuuunna

: DE_TH_01H_MIA_2020_0003/24-25625.02-001

: DE_TH_01H_GMP_2020_0004+DE_TH_01H_GMP_2020_0005

: Baitep Baitmap M6X i Ko. KT

: [lo6epatinepwpacce 20

: 99427 Baiimap, Himeuqunna

: DE_TH_O1H_MIA_2020_0003/24-2525.02-001

: DE_TH_01H_GMP_2020_0004+DE_TH_01H_GMP_2020_0005

: Baltep Baitmap 'mbX i Ko. KIT

: fobepatiHepwpacce 20

: 99427 Baiimap, HimeuduHa

: DE_TH_01H_MIA_2020_0003/24-2525.02-001

: DE_TH_01H_GMP_2020_0004+DE_TH_01H_GMP_2020_0005

12-25°C, 24rop 256-40°C
12 -25°C, 24rog 25 -40°C

: 2 vr gieHorecty + 0,03 mr eTuHinecTpapiony
: TabneTky, BKpUTi 06OMNOHKO




baviep Baitmap M'moX i Ko. KI'
[JoGepaitHeplitpacce 20
99427 Baiimap, Himeuduna

CepTudikar aHanisy Cropitia: 235

[ara: 08-03-2021

Marepian: 64026537

Xanin® TabneTtku, BKpuTi o6ononkoto Ne21

Cepis: WEUS9T KpaiHa: Ykpaina
[ara BupobHuyrtea: 24-11-2020
Mpuaathuit fgo: 30-11-2023
Marepian: 80783590 TM-IM-VALETTE SCT EE NMIKRO20 DNGMIKROC
MNapTis: WEU4C3 IHcTpykuis no koHTpormo: P.5.2.901 - _
KoHTponbHa napTis: 890000992204 Creyudikaulist: P.5.1.901 - _
- . . OpuHuLi
KonTporb Kputepiit npuiiHATHOCTI BUMiDY Pesynbrar
[okymeHTu BUMycKy IHCTpY KUjist: Bignoeigae

004453497-01

Cneuudpikauis:

012960945-01
MoaHa4yeHHs DNG = pieHorecT -

EE = etuHinecrpagion
Onuc: hopma Bunycky Brvckyyi TabneTiu, BKpuTi BiAnoBinae

o06oroHKo
Onwc: konip Oinuit Bianosigae
lpeHTudikauis EE BEPX 4ac yTpuMyBaHHs!

OCHOBHOrO Nika NOPIBHAHHS BignoBigae
lzenTudpikauis EE TLLX NOPIBHSIHHS OCHOBHOT NNSIMK Bignosigae
loeHTudgikauist DNG BEPX 4ac yTpuMyBaHHs

OCHOBHOFO Mika NOPIBHAHHA Bignosinae
lneHTudikayisi DNG TLUX MOPIBHSAHHS OCHOBHOT NMNAMMU Bignosinae
laeHTudpikauisi TuTany giokcugy pO34uH B OpaHKeBoro 40

OpaHKeBo-4epBOHOro )
MpopykTut po3nagy EE:9,11-periapo-EE
BEPX make. 0.5 9 )
MpoayxTn posnapy EE: 6a-OH-EE BEPX maxe. 0.3 o ")
Mpogayxtu poanagy EE: 63-OH-EE BEPX maxc. 0.3 % )
MpoayxTy posnany EE: 6-okco-EE BEPX makc. 0.3 % *)
Mpoaykru po3naay EE: 6yab-akoi
HeBuaHadeHoi BEPX makc. 0.2 %

MpopykTy po3naay EE: cyma BEPX make, 1.2 %

e Vi sk it




baitep Baimap M'ubX i Ko. KI'
[LobepaiHepwitpacce 20
99427 Baiimap, HimeuuuHa

Ceptudpikat aHaniay

Cropinka: 335
[ara:

08-03-2021

Marepian: 64026537

¥aniH® Tabnetku, Bkputi o6oronkoro Ne21

Cepisi: WEUS9T KpaiHa: YkpaiHa

[aTa supobHuuTea: 24-11-2020

MpupartHuit go: 30-11-2023

Marepian: 80783590 TM-IM-VALETTE SCT EE MIKRO20 DNGMIKROC

MNaprtis: WEU4C3 IHCTpyKUis no koHTponio: P.5.2.901 - _

KoHTponbHa naprist: 890000992204 Creuudikayis: P.5.1.901 - _
- " . 1OauHMYi

KoHTporb Kpurepiit npuiAHsATHOCTI sy PeaynbTar

Mpoayktu posnagy DNG: 6yfb-skoi makc. 0.3 % ")

HesusHa4yeHol BEPX

MpogyxTu po3nagy DNG: cyma BEPX maxe. 0.7 % *

PosunHeHHst EE BEPX, 30 xB., ctagisi 1,

oKpemi 3HavyeHHs MiH. 80 % 97 95 98 100 100101

PosunHeHHst EE BEPX, 30 xB., ctagis 1,

cepefiHe 3HauYeHHs MiH. 80 % 99

PosuuHeHHs EE BEPX, 30 xa., cTagis 2,

OKpeMmi 3Ha4YEHHS MiH. 60 % -

PozuurerHs EE BEPX, 30 xB., cTagisi 2,

cepepHe 3HaYeHHs MiH. 75 % -—

PoauuHenHst EE BEPX, 30 xB., cTagis 3,

oKpeMi 3Ha4eHHs MiH. 50 % -—-

PoaunHenns EE BEPX, 30 xB., cTagis 3,

OKpEMi 3Ha4YeHHs makc. 2 og.< Q - 15% -

PosuuHenHst EE BEPX, 30 xB., cTtagis 3,

cepegHe 3HayeHHs MiH. 75 % -

PoayunerHss DNG BEPX, 30 xB., cTagis 1,

OKpemi 3HaYeHHs1 miH. 80 % 97 96 99 101 100 101

PosyuHeHHs DNG BEPX, 30 xB., cTagis 1,

cepefHe 3HayeHHs MiH. 80 % 99

Posunnends DNG BEPX, 30 xs., cTagis 2,

OKpeMi 3Ha4YeHHs miH. 60 %

PosuuneHHss DNG BEPX, 30 xB., cTragis 2,

cepefHe 3Ha4YeHHs MiH. 75 %

A



Baitep Baitmap 'moX i Ko. KI'
[lo6epaitepwitpacce 20
99427 Baiimap, HimeuuuHa

CepTtudikaT aHanisy

CropiHka: 435
[ara:

08-03-2021

Marepian. 64026537

XKauin® rabnerku, Bkputi o6onoukoro Ne21

Cepist: WEU59T Kpaina: Ykpaina

[ara supobHuyTea: 24-11-2020

Mpupathuit go: 30-11-2023

Matepian: 80783590 TM-IM-VALETTE SCT EE MIKRO20 DNGMIKROC

Mapris: WEU4C3 IHeTpyKuis no koHTpomo: P.5.2.901 - _

KoHTponeHa naptis: 890000992204 Creuucikauis: P.5.1.901 - _
KoHTtponb Kpvitepiit npuiiHsiTHOCTI Oaﬂmg;u Peaynbtar

PozunHeHHst DNG BEPX, 30 xB., cTagia 3,
OKpeMi 3HauyeHHs

PosunnerHst DNG BEPX, 30 xB., ctagis 3,
okpemi 3Ha4eHHs

PosunHenns DNG BEPX, 30 xB., ctaais 3,
cepefiHeE 3HauYeHHs

OpaHopigHicTe fo3oBanux oanHulb EE
BEPX, cTagis 1, okpemi 3aHa4yeHHs
OpHopigHICcTb fo30BaHUX oanHuLb EE

BEPX, craais 1, kputepiit npuiHATHOCTI

OpHopigHicTb Ao3oBaHUX oanHULL EE
BEPX, cTagis 2, okpemi 3HauyeHHs

OpHopigHicTeL fo3oBaHUX oaguHulb EE
BEPX, ctagis 2, okpemi sHauyeHHs

OpHopigHicTe fo3oBanux oannanub EE
BEPX, cTapis 2, kpuTepiit npuitHATHOCTI

OaHopigHicTe fo3osaHux oguHulb DNG
BEPX, ctagia 1, okpemi 3Ha4eHHs

OpHopigHicTs fo30BakHnx oguHulb DNG
BEPX, cragis 1, kputepiit npuRHATHOCTI

OpHopigHicTb fososaHux oguunys DNG
BEPX, cTagis 2, okpeMi 3Ha4eHHs

OpHopigHicTe go3oBanux oguHulb DNG
BEPX, cTapgis 2, okpemMi 3HaYyeHHs

OpHopifHicTh Ao3oBaHux oanHulb DNG
BEPX, ctagis 2, kputepiit npuiAHATHOCTI

MiH. 50

makc. 2 0a.s Q —15%

0.0255 - 0.0345

Maxc. 6.0

0.0225 - 0.0375

Make.1 04.< 85 % abo =
115 %

Makc. 7.8

1.70 -2.30

Make. 6.0

1.50 - 2.60

makc.1 of.< 85 % abo 2

115 %

Make. 7.8

%

%

%

Mmr/itad

%

Mritab

%

mr/Tab

%

mMr/rab

%

0.0289 0.0299 0.0312
0.0302 0.0299 0.0343
0.0296 0.0305 0.0306
0.0301

4.8

.97 1.98 1.97 1.98
.952.022.021.97

1.901
2.03 1
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Baitep Baitmap M'm6X i Ko. KI' .

[oBepaitHeplutpacce 20 Ceptudikar aHaniay g;?g.'“"a' (?8?053-2021

99427 Baiimap, HimeyuuHa '

Martepian: 64026537 Hauiu® TabneTkun, BKpuTi o6onoHkoro Ne21

Cepist: WEU59T KpaiHa: YkpaiHa

[arta supobHuuirea; 24-11-2020

Mpuparkuit go: 30-11-2023

Martepian: 80783590 TM-IM-VALETTE SCT EE MIKRO20 DNGMIKROC

Maprig: WEU4C3 IHeTpyKUis no koHTponito: P.5.2.901 - _

KoHTponbHa napTisi: 890000992204 Creuuncikauis: P.6.1.901 - _
. . .| OgunHuLi

KoHnTtponb Kpurepint npuitHsTHOCTI BUMIpY PesynbTar

KinbkicHe BuaHaveHHsa EE BEPX 0.0285 - 0.0315 mr/Tad 0.0300

KinbkicHe BuanayeHHs DNG BEPX 1.90-2.10 MriTab 1.99

MikpoBionoriyHa yuctota TAMC makc. 2000 KOE/r )

MikpobionoriuHa unctota TYMC make. 200 KOE/r ]

Mikpo6ionoriyHa ynctota Escherichia coli |BigcytHicTe B 1T )

*) TecT NpoBOANTLCS Ha OCHOBI BUBIPKOBOrO KOHTPOJIO. TUM HE MeHLUe, MU NigTBEPAKYEMO BignoBiaHICT AaHol
cepii HasBHUM CTaHfapTam.

Uum s 3aceiguyio, Wo HaeedeHa Buile iHcopmauis € gocTosipHolo Ta TouHow. Lo cepilo npogykuii 6yro
BUPOBNEeHo, BKMOYAKoUN NakyBaHHA/MapKyBaHHs Ta NPOBEAEHO KOHTPOMb T SIKOCTI Ha BULLE3a3HAYeHIH ginsHuL y
noBHii BignosigHoCTI 3 Bumoramu GMP, BCTaHOBNEHUMU MICLIEBUM PErynsTOPHUM OpraHomM, a TakoX BiAnoBigHo Ao
cneuudikaliii, Wwo MIiCTATbCA y peectpatliiHomy aocke. TpoTokonu BUpoBHUUTBA, nakyBaHHA Ta aHanisis Gyro
nepernsHyTo Ta BCTaHoBMNEHOo BiAnosigHicTe GMP YnosHosaxeHoo Ocoboio,

Cepist 6yna npoTecToBaHa 3rigHo cneundikadii i fossoneHa 4o pearizadil.
BigxuneHHs 8 npoueci BUPOBGHULTBA Ta NakyBaHHsA He 6yro BUSBIIEHO,
Po3wmip cepil : 78 702 ynakoBku

Hanuit CepTudikar sikocti Gy CTBOpEHMId 3aKPUTOK ENEKTPOHHOK CUCTEMOI0 OBpobKM [aHux, came ToMmy
3aTBEPAXKYETECH  eNeKTpoHHUM nignucom. EnektponHui nignuc YnosHoeaweHo! Ocobu 3rigHo  [Iupektusu
2001/83/EC. Ocobu, 1o matoTh npaeo Ha nignuc ; Wilko Wohlauf, Maja Schulte, Vera Schnapp.

EnexrporHuii nignuce: Wilko Wohlauf (SGFMJ)
YnosHosaxweHa Ocoba arigHo [Jupektueu 2001/83/EC
Hataluac: 2021-03-08 12:14:29 p.m. UTC (UTC +/- 0 = UTC/G

IHCneKUinHuiA noT: 890000997707

it



04071, m.Kuis, Bynuua Bepxrin Ban, yauHok 4-B, Ten. +38044 220
lOpuaundyHa agpeca: 3300

08330, Kuiscbka 06r., Bopucninbcekuit p-H, ¢. [lynapkis, Byn.

Azpeca Micus BIpoBafpKkeHHs! JifnbHOCTI: Hesanexsocri, 211

Oo3sin Ha Bunyck (peanisauito) Ne16055/21/26

A, YnosHoBaxeHa ocoba 3 sikocti TOB «BAVIEP», niaTBEpMKYIO, WO MiKapCbkuii 3acit:
HaitmeHnyBarHs npoaykuii: XaHin®

[epxaBa-BupobHuk: HimeuduHa

Homep peecTpaljiiiHoro noceigueHHs B Ykpaini: UA/5169/01/01

Cuna giifakTueHicTs: 2 Mr gieHorect + 0,03 Mr eTuHinectpagion

Nikapcbka chopma: TabneTiu, BKpuTi 060NOHKOI0

Poamip Ta TR nakyBaHHs: no 21 Tabnetui B Gnictepi 3 kaneHaapHoio wkanoto, 1 Brictep B naneposomy
MiLLIeYKY B KapTOHHIN nadui

Homep cepii: WEUS9T

Poawmip cepil: 78 702 yriakoBKK

[ata BupobuuyTea: 24.11.2020

Jlata sakiHdyeHHs Tepminy npugarrocti: 30.11.2023

[lata cepTudikata skocTi cepil nikapcekoro 3acoBy, BUAGHOTO BMPOBHMKOM, ynoBHOBaxeHa ocoba AKoro
Hagae [03BIN Ha BUMYCK cepii Nikapcbkoro 3acoby:
Ne 890000997707 Big 08.03.2021

Homep Ta fgata BUCHOBKY Npo AKICTb BBE3@HWX NiKapcbkux 3acobis:
Ne 16055/21/26 Big 30.03.2021

HaiiMeHyBaHHs1, MicLiesHaxoaKeHHs Ta Homep NiLeHsii BupoBHuka, ynosHosaxera ocoba sikoro Hagae [o3Bin
Ha Bunyck cepii (3a HasBHocTi): Banep Baitmap Mv6X i Ko. KI', [o6epaiinepiutpacce, 20, [1-99427 Baiimap,
Himeuuuna, DE_TH_01H_MIA_2020_0003/24-2525.02-001

CepTudikaTin BiANOBIAHOCTI HanexHoi BUpoBHUYO! NpakTiki BUPoBHUKa, ynosHoBaxeHa ocoba fKoro Haaae
[03Bin Ha BUNyck cepii, abo Homepu nocunads y 6asi gaHnx EudraGMP (3a HasBHOCTI):

KomeHTapi (3a HasiBHOCTI):

3asBa npo BUNyck (peanisauyiio) cepii nikapcbkoro sacoby:

Loseonso exasanutl nikapcekull 3acié do peanisayil.

Mpiseuwe, iHiuianu Ta nocaga/ssaHHs ocobu, sika BUAana AO3BIN Ha BUMYCK cepil: YnosHosaxeHa ocoba 3
akocti TOB «BAVEPy Kocteubkuii K. B.

Mignuc ocobu, sika Bujana f03Bin Ha BUNYCK cepii:

I
[ata nignucan1s fgossony Ha Bunyck (peanisadito): 01.04.2021 /’U" e

Supplement REGS-DE15-SUP-001061 C Page 1 of 1
Version 5.0

T TR iy o



JEPXJIKCITYXXBA
NEPXKABHA CJOVYIKBA 3 JIIKAPCBKHAX 3ACOBIB
TA KOHTPOJIXO 3A HAPKOTUKAMM y m. KHEBI

yn. Bepesnskinerka, 29, Kuis, 02098, ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €/IPIIOY 37079055

BHUCHOBOK
npo AKIiCTHL BBE3EHOro B YKpaiHy JiKapchbKoro 3acoly

30.03.2021 Ne 16055/21/26

HKAHIH®

(ualiMeryBanHs NiKapChKOTO 3acoby 3rifpo:3 peecTpaiiaum TIOCBi{YCHHAM)
Tabrerin, BKpATi 000J10HK010, 10 21 Tabaerui y Gaicrepi 3 KaJEHJAPHOIO IIKAI010; 110 1
GJicTepy pa3oM 3 MANepOBHM MilIeuKoM B KAPTOHHIi mavni

(dbopma BunycKy, KO3yBauHs, BUJ NAKYBAHHS ikapcrkoro 3acofy)

Howmep peectpauiitroro moceinuentn UA/5169/01/01 crpox aif peectpaniiinoro nocsinyenss 26.08.2021

Cepin nixapeskoro 3aco6y Ne WEUSIT Kinsxicts BBeseHoro fikapeskoro 3acofy 78702
Bupo6uuk Baiiep Batimap I'm6X i Ko. KI', HiMeuuuna
(uativenypanHs BUPOOHHKA TiKaPCHKOro 3aCOByY, Kpaila HOXOMKCHHS)
BBeseHo B YKpaiHy ToBapucTBO 3 00MEKEHOI0 BiTHOBIIAABHICTIO "Baiiep", inent. xog:
22911794

(uatiMenysanis Ta ko 38 €/IPTIOY ropuanyHoi ocobu aGo npizsuute, iM's, no 6arekosi QisuuHOl
0co6H - niAnpuemuy, 1f Micie NpoyKuBaHHs Ta peecTpauiiHuit Homep 06/1iKOBOT KAPTKH TIATHUKA
noparkis aGo cepis Ta HOMEp NacropTa)

TIpoToxkon Bisyanshoro kontpomo six 30.03.2021 Ne 932/1.

3a pesynbTaTaMU  JIEPKABHONO KOHTPOJIO BCTAHOBJIEHO, IO  JIKApCHKHHA 3aci6 BBeseHo B Ykpainy 3
JOTPUMAHHAM BUMOT 3aKOHOJABCTEA W00 3a0e3MeueHHs AKOCTI JTiKapchKuX 3aco0iB,

Jrommuna CTOPOXEHKO

(iniuianu Ta npizsuie)




Baitep Balimap Mv6X i Ko.KI"
[o6epauHeputpacce 20
99427 Baitmap, HimeuunHa

CropiHka: 135

CeprudikaT aHarniay [laTa : 08-03-2021

HalimeHyBaHHs NpoayKTy
Tun ynakosku

Poamip ynakosku
MarepianbHuii Homep

Kpaina npusHadeHHs

PeecTpauiiiHe noceigyeHHs

Bunyck

Bupo6Huua niderais Ne
GMP Ceptudhikat

YnakosaHo

Bupo6Huua niyeHais Ne
GMP Ceptudikat

BupobneHo

BupoGHuua nitexsin Ne
GMP Ceptudikat

Ymosu 36epiranHs
YMoBW TpaHCnopTyBaHHs

Cuna Ajii/ AKTUBHICTb

dopma sunycky

: YKaHiH® Tabnetku, BrpuTi oBGorioHkow Ne21

: 1 6nicTep B KAPTOHHIA ynakosLi

: 21 TabreTka B GnicTepi 3 KaneHaapHoIo LWKanowo
: 64026537

: Yipaina
: UA/5169/01/01

: baitep Baiimap MmBX i Ko, KI”

: oBepatiHepwitpacce 20

: 99427 Baitmap, Himeuuunna

: DE_TH_01H_MIA_2020_0003/24-25625.02-001

: DE_TH_01H_GMP_2020_0004+DE_TH_01H_GMP_2020_0005

: Baitep Baitmap M6X i Ko. KT

: [lo6epatinepwpacce 20

: 99427 Baiimap, Himeuqunna

: DE_TH_O1H_MIA_2020_0003/24-2525.02-001

: DE_TH_01H_GMP_2020_0004+DE_TH_01H_GMP_2020_0005

: Baltep Baitmap 'mbX i Ko. KIT

: fobepatiHepwpacce 20

: 99427 Baiimap, HimeuduHa

: DE_TH_01H_MIA_2020_0003/24-2525.02-001

: DE_TH_01H_GMP_2020_0004+DE_TH_01H_GMP_2020_0005

12-25°C, 24rop 256-40°C
12 -25°C, 24rog 25 -40°C

: 2 vr gieHorecty + 0,03 mr eTuHinecTpapiony
: TabneTky, BKpUTi 06OMNOHKO




baviep Baitmap M'moX i Ko. KI'
[JoGepaitHeplitpacce 20
99427 Baiimap, Himeuduna

CepTudikar aHanisy Cropitia: 235

[ara: 08-03-2021

Marepian: 64026537

Xanin® TabneTtku, BKpuTi o6ononkoto Ne21

Cepis: WEUS9T KpaiHa: Ykpaina
[ara BupobHuyrtea: 24-11-2020
Mpuaathuit fgo: 30-11-2023
Marepian: 80783590 TM-IM-VALETTE SCT EE NMIKRO20 DNGMIKROC
MNapTis: WEU4C3 IHcTpykuis no koHTpormo: P.5.2.901 - _
KoHTponbHa napTis: 890000992204 Creyudikaulist: P.5.1.901 - _
- . . OpuHuLi
KonTporb Kputepiit npuiiHATHOCTI BUMiDY Pesynbrar
[okymeHTu BUMycKy IHCTpY KUjist: Bignoeigae

004453497-01

Cneuudpikauis:

012960945-01
MoaHa4yeHHs DNG = pieHorecT -

EE = etuHinecrpagion
Onuc: hopma Bunycky Brvckyyi TabneTiu, BKpuTi BiAnoBinae

o06oroHKo
Onwc: konip Oinuit Bianosigae
lpeHTudikauis EE BEPX 4ac yTpuMyBaHHs!

OCHOBHOrO Nika NOPIBHAHHS BignoBigae
lzenTudpikauis EE TLLX NOPIBHSIHHS OCHOBHOT NNSIMK Bignosigae
loeHTudgikauist DNG BEPX 4ac yTpuMyBaHHs

OCHOBHOFO Mika NOPIBHAHHA Bignosinae
lneHTudikayisi DNG TLUX MOPIBHSAHHS OCHOBHOT NMNAMMU Bignosinae
laeHTudpikauisi TuTany giokcugy pO34uH B OpaHKeBoro 40

OpaHKeBo-4epBOHOro )
MpopykTut po3nagy EE:9,11-periapo-EE
BEPX make. 0.5 9 )
MpoayxTn posnapy EE: 6a-OH-EE BEPX maxe. 0.3 o ")
Mpogayxtu poanagy EE: 63-OH-EE BEPX maxc. 0.3 % )
MpoayxTy posnany EE: 6-okco-EE BEPX makc. 0.3 % *)
Mpoaykru po3naay EE: 6yab-akoi
HeBuaHadeHoi BEPX makc. 0.2 %

MpopykTy po3naay EE: cyma BEPX make, 1.2 %

e Vi sk it




baitep Baimap M'ubX i Ko. KI'
[LobepaiHepwitpacce 20
99427 Baiimap, HimeuuuHa

Ceptudpikat aHaniay

Cropinka: 335
[ara:

08-03-2021

Marepian: 64026537

¥aniH® Tabnetku, Bkputi o6oronkoro Ne21

Cepisi: WEUS9T KpaiHa: YkpaiHa

[aTa supobHuuTea: 24-11-2020

MpupartHuit go: 30-11-2023

Marepian: 80783590 TM-IM-VALETTE SCT EE MIKRO20 DNGMIKROC

MNaprtis: WEU4C3 IHCTpyKUis no koHTponio: P.5.2.901 - _

KoHTponbHa naprist: 890000992204 Creuudikayis: P.5.1.901 - _
- " . 1OauHMYi

KoHTporb Kpurepiit npuiAHsATHOCTI sy PeaynbTar

Mpoayktu posnagy DNG: 6yfb-skoi makc. 0.3 % ")

HesusHa4yeHol BEPX

MpogyxTu po3nagy DNG: cyma BEPX maxe. 0.7 % *

PosunHeHHst EE BEPX, 30 xB., ctagisi 1,

oKpemi 3HavyeHHs MiH. 80 % 97 95 98 100 100101

PosunHeHHst EE BEPX, 30 xB., ctagis 1,

cepefiHe 3HauYeHHs MiH. 80 % 99

PosuuHeHHs EE BEPX, 30 xa., cTagis 2,

OKpeMmi 3Ha4YEHHS MiH. 60 % -

PozuurerHs EE BEPX, 30 xB., cTagisi 2,

cepepHe 3HaYeHHs MiH. 75 % -—

PoauuHenHst EE BEPX, 30 xB., cTagis 3,

oKpeMi 3Ha4eHHs MiH. 50 % -—-

PoaunHenns EE BEPX, 30 xB., cTagis 3,

OKpEMi 3Ha4YeHHs makc. 2 og.< Q - 15% -

PosuuHenHst EE BEPX, 30 xB., cTtagis 3,

cepegHe 3HayeHHs MiH. 75 % -

PoayunerHss DNG BEPX, 30 xB., cTagis 1,

OKpemi 3HaYeHHs1 miH. 80 % 97 96 99 101 100 101

PosyuHeHHs DNG BEPX, 30 xB., cTagis 1,

cepefHe 3HayeHHs MiH. 80 % 99

Posunnends DNG BEPX, 30 xs., cTagis 2,

OKpeMi 3Ha4YeHHs miH. 60 %

PosuuneHHss DNG BEPX, 30 xB., cTragis 2,

cepefHe 3Ha4YeHHs MiH. 75 %

A



Baitep Baitmap 'moX i Ko. KI'
[lo6epaitepwitpacce 20
99427 Baiimap, HimeuuuHa

CepTtudikaT aHanisy

CropiHka: 435
[ara:

08-03-2021

Marepian. 64026537

XKauin® rabnerku, Bkputi o6onoukoro Ne21

Cepist: WEU59T Kpaina: Ykpaina

[ara supobHuyTea: 24-11-2020

Mpupathuit go: 30-11-2023

Matepian: 80783590 TM-IM-VALETTE SCT EE MIKRO20 DNGMIKROC

Mapris: WEU4C3 IHeTpyKuis no koHTpomo: P.5.2.901 - _

KoHTponeHa naptis: 890000992204 Creuucikauis: P.5.1.901 - _
KoHTtponb Kpvitepiit npuiiHsiTHOCTI Oaﬂmg;u Peaynbtar

PozunHeHHst DNG BEPX, 30 xB., cTagia 3,
OKpeMi 3HauyeHHs

PosunnerHst DNG BEPX, 30 xB., ctagis 3,
okpemi 3Ha4eHHs

PosunHenns DNG BEPX, 30 xB., ctaais 3,
cepefiHeE 3HauYeHHs

OpaHopigHicTe fo3oBanux oanHulb EE
BEPX, cTagis 1, okpemi 3aHa4yeHHs
OpHopigHICcTb fo30BaHUX oanHuLb EE

BEPX, craais 1, kputepiit npuiHATHOCTI

OpHopigHicTb Ao3oBaHUX oanHULL EE
BEPX, cTagis 2, okpemi 3HauyeHHs

OpHopigHicTeL fo3oBaHUX oaguHulb EE
BEPX, ctagis 2, okpemi sHauyeHHs

OpHopigHicTe fo3oBanux oannanub EE
BEPX, cTapis 2, kpuTepiit npuitHATHOCTI

OaHopigHicTe fo3osaHux oguHulb DNG
BEPX, ctagia 1, okpemi 3Ha4eHHs

OpHopigHicTs fo30BakHnx oguHulb DNG
BEPX, cragis 1, kputepiit npuRHATHOCTI

OpHopigHicTb fososaHux oguunys DNG
BEPX, cTagis 2, okpeMi 3Ha4eHHs

OpHopigHicTe go3oBanux oguHulb DNG
BEPX, cTapgis 2, okpemMi 3HaYyeHHs

OpHopifHicTh Ao3oBaHux oanHulb DNG
BEPX, ctagis 2, kputepiit npuiAHATHOCTI

MiH. 50

makc. 2 0a.s Q —15%

0.0255 - 0.0345

Maxc. 6.0

0.0225 - 0.0375

Make.1 04.< 85 % abo =
115 %

Makc. 7.8

1.70 -2.30

Make. 6.0

1.50 - 2.60

makc.1 of.< 85 % abo 2

115 %

Make. 7.8

%

%

%

Mmr/itad

%

Mritab

%

mr/Tab

%

mMr/rab

%

0.0289 0.0299 0.0312
0.0302 0.0299 0.0343
0.0296 0.0305 0.0306
0.0301

4.8

.97 1.98 1.97 1.98
.952.022.021.97

1.901
2.03 1
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Baitep Baitmap M'm6X i Ko. KI' .

[oBepaitHeplutpacce 20 Ceptudikar aHaniay g;?g.'“"a' (?8?053-2021

99427 Baiimap, HimeyuuHa '

Martepian: 64026537 Hauiu® TabneTkun, BKpuTi o6onoHkoro Ne21

Cepist: WEU59T KpaiHa: YkpaiHa

[arta supobHuuirea; 24-11-2020

Mpuparkuit go: 30-11-2023

Martepian: 80783590 TM-IM-VALETTE SCT EE MIKRO20 DNGMIKROC

Maprig: WEU4C3 IHeTpyKUis no koHTponito: P.5.2.901 - _

KoHTponbHa napTisi: 890000992204 Creuuncikauis: P.6.1.901 - _
. . .| OgunHuLi

KoHnTtponb Kpurepint npuitHsTHOCTI BUMIpY PesynbTar

KinbkicHe BuaHaveHHsa EE BEPX 0.0285 - 0.0315 mr/Tad 0.0300

KinbkicHe BuanayeHHs DNG BEPX 1.90-2.10 MriTab 1.99

MikpoBionoriyHa yuctota TAMC makc. 2000 KOE/r )

MikpobionoriuHa unctota TYMC make. 200 KOE/r ]

Mikpo6ionoriyHa ynctota Escherichia coli |BigcytHicTe B 1T )

*) TecT NpoBOANTLCS Ha OCHOBI BUBIPKOBOrO KOHTPOJIO. TUM HE MeHLUe, MU NigTBEPAKYEMO BignoBiaHICT AaHol
cepii HasBHUM CTaHfapTam.

Uum s 3aceiguyio, Wo HaeedeHa Buile iHcopmauis € gocTosipHolo Ta TouHow. Lo cepilo npogykuii 6yro
BUPOBNEeHo, BKMOYAKoUN NakyBaHHA/MapKyBaHHs Ta NPOBEAEHO KOHTPOMb T SIKOCTI Ha BULLE3a3HAYeHIH ginsHuL y
noBHii BignosigHoCTI 3 Bumoramu GMP, BCTaHOBNEHUMU MICLIEBUM PErynsTOPHUM OpraHomM, a TakoX BiAnoBigHo Ao
cneuudikaliii, Wwo MIiCTATbCA y peectpatliiHomy aocke. TpoTokonu BUpoBHUUTBA, nakyBaHHA Ta aHanisis Gyro
nepernsHyTo Ta BCTaHoBMNEHOo BiAnosigHicTe GMP YnosHosaxeHoo Ocoboio,

Cepist 6yna npoTecToBaHa 3rigHo cneundikadii i fossoneHa 4o pearizadil.
BigxuneHHs 8 npoueci BUPOBGHULTBA Ta NakyBaHHsA He 6yro BUSBIIEHO,
Po3wmip cepil : 78 702 ynakoBku

Hanuit CepTudikar sikocti Gy CTBOpEHMId 3aKPUTOK ENEKTPOHHOK CUCTEMOI0 OBpobKM [aHux, came ToMmy
3aTBEPAXKYETECH  eNeKTpoHHUM nignucom. EnektponHui nignuc YnosHoeaweHo! Ocobu 3rigHo  [Iupektusu
2001/83/EC. Ocobu, 1o matoTh npaeo Ha nignuc ; Wilko Wohlauf, Maja Schulte, Vera Schnapp.

EnexrporHuii nignuce: Wilko Wohlauf (SGFMJ)
YnosHosaxweHa Ocoba arigHo [Jupektueu 2001/83/EC
Hataluac: 2021-03-08 12:14:29 p.m. UTC (UTC +/- 0 = UTC/G

IHCneKUinHuiA noT: 890000997707

it



04071, m.Kuis, Bynuua Bepxrin Ban, yauHok 4-B, Ten. +38044 220
lOpuaundyHa agpeca: 3300

08330, Kuiscbka 06r., Bopucninbcekuit p-H, ¢. [lynapkis, Byn.

Azpeca Micus BIpoBafpKkeHHs! JifnbHOCTI: Hesanexsocri, 211

Oo3sin Ha Bunyck (peanisauito) Ne16055/21/26

A, YnosHoBaxeHa ocoba 3 sikocti TOB «BAVIEP», niaTBEpMKYIO, WO MiKapCbkuii 3acit:
HaitmeHnyBarHs npoaykuii: XaHin®

[epxaBa-BupobHuk: HimeuduHa

Homep peecTpaljiiiHoro noceigueHHs B Ykpaini: UA/5169/01/01

Cuna giifakTueHicTs: 2 Mr gieHorect + 0,03 Mr eTuHinectpagion

Nikapcbka chopma: TabneTiu, BKpuTi 060NOHKOI0

Poamip Ta TR nakyBaHHs: no 21 Tabnetui B Gnictepi 3 kaneHaapHoio wkanoto, 1 Brictep B naneposomy
MiLLIeYKY B KapTOHHIN nadui

Homep cepii: WEUS9T

Poawmip cepil: 78 702 yriakoBKK

[ata BupobuuyTea: 24.11.2020

Jlata sakiHdyeHHs Tepminy npugarrocti: 30.11.2023

[lata cepTudikata skocTi cepil nikapcekoro 3acoBy, BUAGHOTO BMPOBHMKOM, ynoBHOBaxeHa ocoba AKoro
Hagae [03BIN Ha BUMYCK cepii Nikapcbkoro 3acoby:
Ne 890000997707 Big 08.03.2021

Homep Ta fgata BUCHOBKY Npo AKICTb BBE3@HWX NiKapcbkux 3acobis:
Ne 16055/21/26 Big 30.03.2021

HaiiMeHyBaHHs1, MicLiesHaxoaKeHHs Ta Homep NiLeHsii BupoBHuka, ynosHosaxera ocoba sikoro Hagae [o3Bin
Ha Bunyck cepii (3a HasBHocTi): Banep Baitmap Mv6X i Ko. KI', [o6epaiinepiutpacce, 20, [1-99427 Baiimap,
Himeuuuna, DE_TH_01H_MIA_2020_0003/24-2525.02-001

CepTudikaTin BiANOBIAHOCTI HanexHoi BUpoBHUYO! NpakTiki BUPoBHUKa, ynosHoBaxeHa ocoba fKoro Haaae
[03Bin Ha BUNyck cepii, abo Homepu nocunads y 6asi gaHnx EudraGMP (3a HasBHOCTI):

KomeHTapi (3a HasiBHOCTI):

3asBa npo BUNyck (peanisauyiio) cepii nikapcbkoro sacoby:

Loseonso exasanutl nikapcekull 3acié do peanisayil.

Mpiseuwe, iHiuianu Ta nocaga/ssaHHs ocobu, sika BUAana AO3BIN Ha BUMYCK cepil: YnosHosaxeHa ocoba 3
akocti TOB «BAVEPy Kocteubkuii K. B.

Mignuc ocobu, sika Bujana f03Bin Ha BUNYCK cepii:

I
[ata nignucan1s fgossony Ha Bunyck (peanisadito): 01.04.2021 /’U" e
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JEPXJIKCITYXXBA
NEPXKABHA CJOVYIKBA 3 JIIKAPCBKHAX 3ACOBIB
TA KOHTPOJIXO 3A HAPKOTUKAMM y m. KHEBI

yn. Bepesnskinerka, 29, Kuis, 02098, ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €/IPIIOY 37079055

BHUCHOBOK
npo AKIiCTHL BBE3EHOro B YKpaiHy JiKapchbKoro 3acoly

30.03.2021 Ne 16055/21/26

HKAHIH®

(ualiMeryBanHs NiKapChKOTO 3acoby 3rifpo:3 peecTpaiiaum TIOCBi{YCHHAM)
Tabrerin, BKpATi 000J10HK010, 10 21 Tabaerui y Gaicrepi 3 KaJEHJAPHOIO IIKAI010; 110 1
GJicTepy pa3oM 3 MANepOBHM MilIeuKoM B KAPTOHHIi mavni

(dbopma BunycKy, KO3yBauHs, BUJ NAKYBAHHS ikapcrkoro 3acofy)

Howmep peectpauiitroro moceinuentn UA/5169/01/01 crpox aif peectpaniiinoro nocsinyenss 26.08.2021

Cepin nixapeskoro 3aco6y Ne WEUSIT Kinsxicts BBeseHoro fikapeskoro 3acofy 78702
Bupo6uuk Baiiep Batimap I'm6X i Ko. KI', HiMeuuuna
(uativenypanHs BUPOOHHKA TiKaPCHKOro 3aCOByY, Kpaila HOXOMKCHHS)
BBeseHo B YKpaiHy ToBapucTBO 3 00MEKEHOI0 BiTHOBIIAABHICTIO "Baiiep", inent. xog:
22911794

(uatiMenysanis Ta ko 38 €/IPTIOY ropuanyHoi ocobu aGo npizsuute, iM's, no 6arekosi QisuuHOl
0co6H - niAnpuemuy, 1f Micie NpoyKuBaHHs Ta peecTpauiiHuit Homep 06/1iKOBOT KAPTKH TIATHUKA
noparkis aGo cepis Ta HOMEp NacropTa)

TIpoToxkon Bisyanshoro kontpomo six 30.03.2021 Ne 932/1.

3a pesynbTaTaMU  JIEPKABHONO KOHTPOJIO BCTAHOBJIEHO, IO  JIKApCHKHHA 3aci6 BBeseHo B Ykpainy 3
JOTPUMAHHAM BUMOT 3aKOHOJABCTEA W00 3a0e3MeueHHs AKOCTI JTiKapchKuX 3aco0iB,

Jrommuna CTOPOXEHKO

(iniuianu Ta npizsuie)
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