AEPKABHA CJIYIKPA 3 JIKAPCbKIX 3ACOFBIB
TA KOHTPOJIIQ 3A HAPKOTHKAMM y M. KHEBI

npog. Hagii Ceitnuunoft, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €JIPTIOY 37079055

BUCHOBOK
BPO AKICTH BBE3eHOr0 B YKpainy jJikapebKroro 3acofy

08.08.2023 Nt 40184/23/26

AHKEJIK

(radimMeHyRAHHA TIKEPCEKOTO 38005y 3TIAHO 3 peecTpauiMHEM NOCBIAYCHHAM)
rabuerkn, BKpuTi 06010AK010; MO 28 TabneTok y GicTepi 3 KaIeHAAPHO MKAI010, B
NanepoBoOMY MilleuKy B KAPTOHHIH nawni

{(bopma BumycKy, D03YBAHHS, BUJI NAKYBAHHS niicapcmcom 3acoby)

Homep peectpaniiroro nocsimuenns UA/2242/01/01 crpok aii peectpanifisoro nocaiasenns HeoOMEXeHHMIL

Cepin nixapcekoro zacofy Ne KTOKBF( Kinsxicts BBEe3eHOrO Nikapeskoro 3acoby 24640
Bupo6umk Baiiep AT, Himequuna
(uediMeHyBEHEA BUPOGHUKA TKAPCEROMO 2005y, KpalHa HOXOIKSHHA)
Bueacso B Yrpaiuy ToeapucTBO 3 06MeskeHol0 BianopizannHicTIo "Baiiep", inent. kon:
22911794

(natimenynains Ta ko 3a €JIPIIOY topugiuroi 0¢o6H 8060 NPI3BHILE, iM'S, 110 GETEKOB] PisHuHol
ocobu - mianpuemus, W Micle npoxkuBaHHA Ta peecTpauiiHmii Homep oGAiKOPOT KAPTHY MAATHUKS
nonatkie a6o cepis Ta HOMep MACMOpPTA)

Mporoxon eisyansnoro kourpomo sig 08.08.2023 M 2267/2.

Mukona XOQJIOOEHKO

(inimiana Ta npiaeume)




baitep Al

LeHTp nocta4yaHHA bepnid
Mwonnepwrpacce, 178
13353, bepniH

CropiHka: 125

CepTudikat aHaniay Nara : 08-07-2023

HaiimeHyBaHHA NpoayKTY
Tun ynakoBKW
Poamip ynakoskn

MaTtepianeHuit Homep

KpalHa npuaHa4eHHs

PeecTtpauiiiHe noceig4eHHA

Bunyck

BupoGuuya niueHaia Ne

YnakoBaHo

BupoGuuya niueHaia Ne

BupoGneHo

BupoGuuya niueHaia Ne
GMP CepTtudpikar

YMoBM 36epiraHHsa

YMOBM TpaHCNOpPTYBaHHS

Cwuna pii/ AKTUBHICTb
Ddopma BUNYCKY

: AHXenik, TabneTku, BKpuTi 06onoHxkoto, No28 y Gnictepi

: 1 GnicTep 2 KANeHAAPHOIO LUKANOK B NanepoBOMY MillledKy B YNakoBUi
: 1 GnicTep B KAPTOHHIKA Nayui

: 03258712

: YkpaiHa
: UA/2242/01/01

: baiiep Al, Mionnepwtpacce, 178,
: 13353 bepniH, HimewdnHa
: DE_BE_01_MIA_2022 0003/5373/1

: baiiep Al, Mionnepwtpacce, 178,
: 13353 bepniH, HimewdnHa
: DE_BE_01_MIA_2022 0003/5373/1

: Baiiep Baitmap MaoX i Ko. KI, lobepaiinepitpacce, 20

: 99427 Baimap, HiMmeydnHa

:DE_TH_O1H_MIA_2023 0003/24-2525.02-001

: DE_TH_01H_GMP_2023 007 + DE_TH_01H_GMP_2023 0008

I Hk4e +25°C
1 2-25°C [/ 36-77°F

: 1 Mr ecTpagiony remirigpat / 2Mr gpocnipeHoHa

: TabneTKn, BKpUTI oﬁonom{olo




Baitep Al

UeHTp nocra4aHHs BepniH
Mionnepwrpacce, 178
13353, bepniH

Ceptudpikat aHaniay

CropiHka: 235
Nara: 06-07-2023

Martepian: 03258712

AHxenixk, 1/2 Tabnetxu B GnicTepi, Ne28 UA

Cepis: KTOKBFO KpaiHa: YkpaiHa
Harta evpoGHUUTEA: 12-04-2023
MpuaaTtHWiA go: 30-04-2028
Marepian: 81808651 IM-ANGELIQ 1/2MG FTB M-RE ROW
MapTis: WEWGE6U IHCTpYEUis no koHTponio: P.5.2.01 - ---
KoHTponbHa naptin: 890001077620 Cneundikadin: P.5.2.01 - ---
- o . | OanHUMuA
KoHTponb KpuTtepiid npuiAHATHOCTI BUMIpY PeaynbTtat
HokyMeHTH BUNYCKY IHCcTpyKLiA: Bianoeipnae
007718204-01
Cneumdpikanin:
007718199-01
CKOpOYEeHHS DRSP= npocnipeHoH
E2=ecTpagion -—
Onuc: dopMa BANYCKY Tabnem, BKpUTI
oBonoHKow BignoBinae
Onuc: dopma Kpyrni, Asoonykni Bianoeipnae
Onuc: konip MNOMipHO-4epPBOHMWIA Bianoeipnae
Onuc: MapkyBaHHA TabneTkun 3 ogHiel “DL” B npaBUNbHOMY
CTOPOHK LLECTUKYTHWKY Bianoeipnae
Onuc: mapkyBaHHA TabneTku 3 apyrol
CTOPOHMU BigcyTHe Bignoeinae
lneHTrdikauia DSRP, petekuis 1 BETIWIX | komirpauis: pemicia -—
CMEeKTpy NopiBHAHHA
lpeHTrdikauia E2, netekuia 1 BETLUX -—
lneHTrdikauin DSRP, petekuis 2 BETLX
BignoBinae
lpeHTrdikauia E2, netekuia 2 BETLUX
BignoBinae
loeHTrdikauisn DSRP, BEPX
BignoBinae
lpeHTrdikauin E2, BEPX 4ac yTPUMAaHHA: BignoBinae
NOpIiBHAHHA OCHOBHOIO
niky




Baitep Al

UeHTp nocra4aHHs BepniH
Mionnepwrpacce, 178
13353, bepniH

; ; CropiHka: 335
Ceptudpikat aHaniay Nara: 06-07-2023

Martepian: 03258712

AHxenixk, 1/2 Tabnetxu B GnicTepi, Ne28 UA

Cepis: KTOKBFO KpaiHa: YkpaiHa
Harta evpoGHUUTEA: 12-04-2023
MpuaaTtHWiA go: 30-04-2028
MaTepian: 81808651 IM-ANGELIQ 1/2MG FTB M-RE ROW
MapTis: WEWGE6U IHCTpYEUis no koHTponio: P.5.2.01 - ---
KoHTponbHa naptin: 890001077620 Cneundikadin: P.5.2.01 - ---
- o . | OanHUMuA
KoHTponb KpuTtepiid npuiAHATHOCTI BUMIpY PeaynbTtat
loeHTHdikaUia ajokcuay TUTaHY pO3a4MH Big opaHKeBOro "
00 opaH¥eBO-4epBOHOro
loeHTHdikaUin okcuay 3anisa ocapg Bip aeneHyBaTo- "
CUHbOIOC 40 CUHLOTO
PoaunHeHHa DRSP BEPX, 30 xB., ctapia
1, oKpeMi 3Ha4YeHHA MiH. 80 % 97 98 96 98 96 98
PoaunHeHHa DRSP BEPX, 30 xB., cTagis
1, cepenHe 3HAYeHHA MiH. 80 % a7
PoaunHeHHa DRSP BEPX, 30 xB., cTagis
2, OKpeMi aHa4YeHHA MiH. 70 % -—
PoaunHeHHa DRSP BEPX, 30 xB., cTagis
2, cepeqiHe 3HAYEeHHA MiH. 85
PoaunHeHHa DRSP BEFPX, 30 xB., cTagis
3, oOKpeMi 3HAYEHHSA MiH. 60
PoaunHeHHa DRSP BEPX, 30 xB., cTagis
3, oOKpeMi 3Ha4YeHHA Makc. 2 o<
PoaunHeHHa DRSP BEPX, 30 xB., cTagis
3, cepenHe aHAYEHHS MiH. 85
PoaunHeHHa E2 BEPX, 30 xB., cTtagia 1,
OKpeMi 3Ha4YeHHA MiH. B0 90 91 89 90 89 91
PoaunHeHHa E2 BEPX, 30 xB., cTtagia 1,
cepefHe 3HAYEHHA MiH. 80 % a0
PoaunHeHHa E2 BEPX, 30 xB., cTtagia 2,
OKpeMi 3Ha4YeHHA MiH. 60 % -
PoaunHeHHa E2 BEPX, 30 xB., cTtagia 2,
cepefHe 3HAYEHHA MiH. 75 % -—




Baiiep Al

LUeHTp nocra4yaHHs BepniH
Mionnepwrpacce, 178
13353, bepniH

Ceptudpikat aHaniay

CropiHka: 435
Nara: 06-07-2023

MaTtepian: 03258712

AHxenixk, 1/2 Tabnetxu B BnicTepi, Ne28 UA

Cepis: KTOKBFO KpaiHa: YkpaiHa
Harta eupoBHUUTEA: 12-04-2023
MpuaaTtHWiA go: 30-04-2028
Martepian: 81808651 IM-ANGELIQ 1/2MG FTB M-RE ROW
MapTis: WEWG6U IHCTpYEUiR no koHTpono: P.5.2.01 - ---
KoHTponeHa naptin: 890001077620 Cneundikauin: P.5.2.01 - -
o 5 . | OanHUMuA
KoHTponb KpuTepiid npuiAHATHOCTI BUMIpY Peaynbtat
PozunHeHHa E2 BEPX, 30 xB., cTtagia 3,
OKpeMi aHAaYeHHA MiH. 50 % -
PozunHeHHsa E2 BEPX, 30 xB., cTtagia 3,
OKpeMi 3HAaYEeHHA Makc. 2 og.2 Q —15% -—
PoazunHeHHa E2 BEPX, 30 xB., cTtagia 3,
cepeqHe aHaYeHHs MiH. 75 % -—
OaHopigHicTe Ao30BaHMX oguHULEL DRSP 98.498.998.199.198.098.6
BEPX, cTagia 1, okpemi aHa4eHHs % 96.997.597497.7
OaHopigHicTe Ao30BaHMX oguHULEL DRSP
BEPX, cTagia 1, kpuTepii npuiHaTHOCTI  |Make. 15.0 % 2.1
OaHopigHicTe gosoBaHux oanHuLL DRSP
BEPX, cTagia 2, okpemi aHa4eHHs % -—
OaHopigHicTe Ao30BaHMX oguHULEL DRSP
BEPX, cTagia 2, kputepiil npuiHaTHoOCTi  |Make. 15.0 % -—
OaHopigHicTe A030BaHMX ogMHULEL E2 99.399.799.099998899.7
BEPX, cTagia 1, okpemi aHa4eHHs | % 97.798.4 984985
eWCHPO
OaHopigHicTe N030BAHMX OOWUH ’ '
BEPX, cTagia 1, kputepiit npn i ﬂla % 1.7
:-’ ,LUH‘\I\ Fil
OaHopigHicTb A030BAHNUX OARHNA % "
BEPX, cTagia 2, okpemi aHauqie aJL!;M % -—
OaHopigHicTe A030BAHWX 04N ‘ / ;
BEPX, cTagia 2, kputepiit npuit C¥i ! mhl}e/t;s % o
ﬂf’}]- "“,\\/’
KinekicHe BuanadenHs DRSP BEPX “%5.0 —105.0 % 986
KinbkicHe BuaHaveHHn E2 BEPX 95.0-1050 % 99.6
3araneHe 4ynucno aepobHUX MikpoopraHiaMis |Makc. 2000 KYOir "
{TAMC)
3aranbHe YMCMOo APDKONKOBUX Ta make. 200 KyOir )

nniceHeBux rpuGie (TYMC)

Mikpo6ionoriuHa ynuctoTa Escherichia coli

BigacyTHicTEB 1 T

")




Baitep Al

LleHTp noctayaHHs BepniH . . CropiHka: 535
Mionnepupacce, 178 Ceprudpikar;ananiay Nara: 06-07-2023
13353, bepniH

Martepian: 03258712 AHxenik, 1/2 Tabnetxu B GnicTepi, No28 UA

Cepis: KTOKBFO KpaiHa: YkpaiHa

Hara eupoGHULTEA: 12-04-2023

MpuaaTHWiA go: 30-04-2028

*} TecT npoBOAUTECA HA OCHOBI BUBIPKOBOro KOHTpOMD. TWM HE MeHLLe, MW NiATBEPMKYEMO BignoBigHicTL gaHol
cepil HaABHMM CTaHAapTAaM.

Pozmip cepii : 24640 ynaxoBok

Lum 5 aacsiguyio, Wo HaBegeHa Buwe iHdopmauia e gocrtosipHolo Ta TodHolo. Lo cepilo npogykuil 6yno
BMpoGNeHo, BKNIOYAOYW NAKyBaHHA/MAPKYBaHHA Ta NPOBEAEHO KOHTPONDb 1T AKOCTI HA BULLE3a3HaYeHIl OinbHULi ¥
noBHii eignoeigHocTi 3 BUMoramu GMP, BcTaHOBNEHWMW MICLEBMM pPerynaTOpHUM OpraHoM, a TAKOX BignosigHo Ao
cneundpikaliid, WO MicTATECA ¥ peecTpauiiiHoMy gocbke. [NpoTokonu BMpoGHWMLTBA, NakyBaHHA Ta aHanizis 6yno
nNepernaHyTo Ta BCTaHOBNeHo BignoeigHicte GMP.

Cepin 6yna npotecTtoBaHa a3rigHo cneyundikauii i fosBoneHa ao peanisauil.

Hannin Ceptudpikatr sakocti GyB CTBOpeHWA 3aKpUTOI0 €NeKTPOHHOK cucTemMolo obpobKkM paHuMx, came TOMy
3aTBEePKYETLCA eneKTPoHHUM nianucoM. Ocobu, Wo MalTe Npaso Ha nignvc . Madeleine Blumenberg, Caroline
Frenzel, Ivonne Koppelmann, Dr. Caroline Morvan, Elisabeth Schmuck, Dr. Ferdinand Westhoff.

EnekTpoHHMiA nignwuc: Elisabeth Schmuck (SGPXA}
YnosHoBaxeHa ocoba arigno 2001/83/EC
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