baiiep Al

LleHTp nocTavaHHsa bepniH
Mionneplutpacce, 178
13353, bepniH

CTopiHka: 137

CepTtudikaT aHanisy fara : 94-04-2023

HalmeHyBaHHSA npoaykTy
Twvn ynakoBku
Posmip yrnakoBku

MatepianbHuin Homep

KpaiHa npu3HaveHHs

PeecTpauiiiHe noceigveHHA

Bunyck

BupobHuya niueHsis Ne

YnakosaHo

Bupo6Huya niueHsis Ne

BupobneHo

BupobHuya niueHsis Ne

GMP CepTtudikat

YmoBu 36epiraHHs

YmoBH TPAHCNOPTYBaHHA

Cwuna fii/ AKTUBHICTb

dopma BUNYyCKy

: ApnHa®, TabneTtkn, BKpUTi o6onoHkow, Ne21, 1 6nictep

: 1 BnicTep 3 KaneHgapHOIO WKAOK 3 NanepoBUM MILLEYKOM, B YMakoBLUi
: 1 6nicTep B KAPTOHHIN YNaKoBL

102078418

: YKpaiHa
: UA/11479/01/01

: barep AI', MonnepwTpacce, 178,
: 13353 bepniH, HimeyurHa
: DE_BE_01_MIA_2022_0003/5373/1

: bariep Al', MionnepluTtpacce, 178,
: 13353 bepnin, HimeyunHa
: DE_BE_01_MIA_2022_0003/5373/1

: baiiep Bavimap 'm6X i Ko. KI'

: HobepanHepitpacce 20

: 99427 Baimap, HimeuyumHa

: DE_TH_01H_MIA_2020_0003/24-2525.02-001

: DE_TH_01H_GMP_2020_0004 + DE_TH_01H_GMP_2020_0005

: £25°C/<77°F
12-25°C/36-77°F

: 0,03 mr eTuHinecTpagiony/ 3 Mr gpocnipeHoHy

: TabneTkun, BKpUTi 0BONOHKOI




Banep Al

LleHTp noctauaHHsa bepniH
MionnepwTpacce, 178
13353, bepniH

CepTudpikat aHanisy

CropiHka: 235
Narta: 24-04-2023

Marepian: 02078418

ApviHa®, TabneTkun, BKpUTi 060n0HKOKH, Ne21

Cepisi: KTOJViC Kpaiva: YkpaiHa
[aTta BupobHuUTBA: 12-01-2023
MpuaaTHui go: 31-01-2026
Marepian: 80439237 IM-YASMIN 30 FTB L-YE ROW
Cepis: WEW4NS IHCTpyKUia no koHTponto: P.5.2.901 - _
KoHTponeHa naptisi: 890001068272 Cneuundikauis: P.5.1.901 -
KoHTponb KpuTepiit NpUAHATHOCTI OSAMNTin PesynbTar

HokymeHTV BUnycky IHCTpyKUis: Bignosigae

004464832-03

Cneuundpikauis:

004464825-04
Mo3HaveHHsA DRSP=gpocnipeHoH

EE=eTuHinectpagion
Onuc: cbopma Bunycky TabneTkw, BKPUTI

obonoHko Bianosigae
Onuc: opma Kpyrni, ABOOMYKN Bignosigae
Onuc: konip CBITNO-’KOBTUN Bianosinae
Onuc: mapKyBaHHS BEPXHsI CTOPOHa “DO” B npaBunbHOMY

LIECTUKYTHUKY Bianosinae
Onuc: MapKyBaHHs1 HKHSI CTOPOHA BifCYTHE Bignosinae
lneHTndpikauia EE BETLUX, getekuis 1 KOMirpauisi: NopiBHAHHA

CMeKTpiB pemicii -
loeHTudpikauis DRSP BETLLX, petekuis 1 KOMirpaujisi: NOpiBHAHHA

CMeKTpiB pemicii -
loeHTndikauiss EE BETLUX, petekuin 2 KOMirpauisi: NOpiBHSAHHSA

cdnyopecueHuit Bianosinae
loeHTudikauis DRSP BETLUX, netekuis 2 KOMirpauisi: NOpiBHSIHHA

c¢nyopecueHuit Bianosinae
lneHTUdpikauia EE BEPX Yyac yTpuMaHHsA

NOpPIBHSAHHA OCHOBHOIO BiAnoBinae

niky
lopeHTndikauis DRSP BEPX yac yTPMMaHHSA

NOpPiBHSIHHA OCHOBHOIO Bianosigae

niky




Banep Al

LleHTp noctauaHHsa bepniH
MionnepwTpacce, 178
13353, bepniH

Cropidka: 335

CepTudpikat aHanisy Nara: 24-04-2023

Marepian: 02078418

ApviHa®, TabneTkn, BKpUTi 060noHKo, Ne21

Cepisi: KTOJViC Kpaiva: Ykpaida

[aTta BMpobHuUTBA: 12-01-2023

MpuaaTHui o: 31-01-2026

Martepian: 80439237 IM-YASMIN 30 FTB L-YE ROW

Cepis: WEW4NS IHCTpyKUist no koHTpono: P.5.2.901 - _

KoHTponeHa naptisa: 890001068272 Cneundikauin: P.5.1.901 -

- . . | OauHunus
KoHTponb KpuTepiit NpUAHATHOCTI BUMIpY PesynbTar

ApibHoancnepcHuiA ocag

laeHTUbikalis 3aniza okcuay Bi4 3€NEHO-CUHBLOIO A0 Bignosinae
CUHBOTO KOMbOpY
PO3UMH Bif, OpaHXeBOro Bianosinae

lneHTuUdikauUis TUTaHy aiokcuay [0 OpaHXeBoO YepBOHOro
Koneopy

PosunHeHHs EE BEPX, 30 xB., cTagisa 1, 94 94 98 96 97 100

OKpeMi 3HaYeHHs MiH. 80 %

PosuuHeHHns EE BEPX, 30 xB., ctagia 1, 97

cepeaHe 3HaYeHHs MiH. 80 %

Po3unHeHHs EE BEPX, 30 xB., ctagia 2,

OKpeMi 3HaYeHHs! MiH. 60 %

Po3unHeHHs EE BEPX, 30 xB., ctapis 2,

cepefHe 3HaveHHA MiH. 75 %

PosuuHeHHs EE BEPX, 30 xB., ctagis 3, -

OKpeMi 3Ha4YeHHs MiH. 50 %

PosuuHeHHs EE BEPX, 30 xB., ctaais 3, -

OKpeMi 3Ha4YeHHsA Makc. 2 oa.< Q- 15%

Po3unHeHHs EE BEPX, 30 xB., ctagia 3,

cepegHe 3HauEeHHs MiH. 75 %

PosunneHnHs DRSP BEPX, 30 xB., cTtagis 94 94 97 94 95 97

1, OKpeMi 3Ha4YeHHs MiH. 90 %

PosunHeHHa DRSP BEPX, 30 xB., cTtagis 95

1, cepefHe 3Ha4YeHHA MiH. 90 %

PosunHeHHs DRSP BEPX, 30 xB., cTtagis

2, OKpeMmi 3HaYeHHs MiH. 70 %

PosunHeHHs DRSP BEPX, 30 xB., cTtagis

2, cepegHe 3Ha4YeHHs MiH. 85 %




Banep Al

LieHTp noctauaHHsa bepniH
MionnepwTpacce, 178
13353, bepniH

CepTudpikat aHanisy

CropiHka: 435
Marta: 24-04-2023

Martepian: 02078418

ApviHa®, TabneTkun, BKpUTi 060n0HKO, Ne21

Cepisi: KTOJViC KpaiHa: YkpaiHa

[aTta BMpobHUUTBA: 12-01-2023

MpuaaTHui go: 31-01-2026

Martepian: 80439237 IM-YASMIN 30 FTB L-YE ROW

Mapris: WEW4NS IHCTpyKUist no koHTponto: P.5.2.901 - _

KoHTpornbHa napris: 890001068272 Cneundikauis: P.5.1.901 -

- . . | OovHuusA
KoHTponb KpuTtepiit NpUAHATHOCTI SAMipv PesynbTar

PosunHeHHss DRSP BEPX, 30 xB., cTagisa

3, okpeMi 3Ha4eHHs MiH. 60 %

Po3unHeHHs DRSP BEPX, 30 xB., cTaaist

3, oKkpeMi 3HaueHHA Makc. 2 00.< Q —15%

Po3unHeHHs DRSP BEPX, 30 xB., ctagis

3, cepeiHe 3HAUYEHHS MiH. 85 %

OpHopigHicTb A030BaHMX oguHULb EE

BEPX, cTtagis 1, okpeMi 3Ha4yeHHs % 100.3 97.1 97.4 98.0 98.0
96.9 96.7 100.0 98.9 99.6

OpHopigHicTb po3oBaHux oaMHuub EE

BEPX, ctagisi 1, kputepin npunHaTHOCTI  [Makc. 15.0 % 34

OpHopigHicTb po3oBaHnx oauMHnub EE

BEPX, cTtagis 2, okpeMi 3Ha4YeHHs %

OpHopigHicTb Ao30BaHMX oauMHuub EE

BEPX, cTagisa 2, kpuTepiid npuiAHaTHOCTI  (Makc. 15.0 % -

OpHopigHicTb ao3oBaHux oguHuub DRSP

BEPX, cTagis 1, okpeMi 3HayeHHs % 100.6 97.2 97.6 98.5 98.1
97.1 97.1 100.5 99.0 100.1

OpgHopigHicTe go3oBaHux oguHuub DRSP

BEPX, ctagis 1, kputepi npuAHATHOCTI  [Makc. 15.0 % 34

OpgHopigHicTe Ao3oBaHux oguHuub DRSP

BEPX, cTagis 2, okpeMi 3Ha4YeHHS %

OpHopigHicTb ao3oBaHux oguHuub DRSP

BEPX, cTagis 2, kpuTepiii npuAHATHOCTI  (Makc. 15.0 % -

KinbkicHe Bu3Ha4yeHHsa EE BEPX 95.0-105.0 % 98.5

KinbkicHe BusHayeHHs DRSP BEPX 95.0 - 105.0 % 98.7




Banep Al
LieHTp noctayaHHs Bepnin . . CropiHka: 535
Mionnepwrpacce, 178 CepTugikar anarnisy Nara: 24-04-2023
13353, bepniH
Martepian: 02078418 ApviHa®, TabneTkun, BKpUTi 060n0HKOH, Ne21
Cepisi: KTOJViC KpaiHa: YkpaiHa
[aTta BMpobHUUTBA: 12-01-2023
MpuaaTHui go: 31-01-2026
Marepian: 80439237 IM-YASMIN 30 FTB L-YE ROW
Mapris: WEW4NS IHCTpyKUis no koHTponto: P.5.2.901 - _
KoHTponbHa naptia: 890001068272 Cneuudikauis: P.5.1.901 - _
- . . | OanHuus
KoHTponb KpuTepiit NnpUAHATHOCTI BUMIpY PesynbTar

3aranbHe 4Mcno aepobHuX MikpoopraHiamie |makc. 2000 KYO/r <=10
(TAMC)

<=10
3aranbHe YMCNo APKOXKOBUX Ta makc. 200 KyO/Ir
nniceHesux rpubis (TYMC)

Bianosinae
Mikpo6ionoriuna ynctota Escherichia coli|BiacyTHicTb B 1T

*) TecT NpoBOAMTLCS HA OCHOBI BUOIPKOBOro KOHTPOS0. TUM He MeHLLe, MU MiATBepAXKYEMO BiANOBIAHICTL AaHol
cepii HagBHUM CTaHZapTaMm.

Poswmip cepii: 90230 ynakoBok

Uum s saceiguylo, WO HaBeaeHa Bulle iHopmalis € AOCTOBipHOW Ta ToudHOow. Lo cepito npogykuii 6yno
BUPOONEHO, BKIMIOYAYM NaKyBaHHA/MapKyBaHHA Ta NPOBeAEeHO KOHTPOrb il AIKOCTI Ha BULLe3asHaueHin ainbHULi Y
NoBHiIM BignoeigHocTi 3 BuMoramm GMP, BCTaHOBNEHUMU MICLLEBUM PETYNATOPHUM OpPraHoM, a TakoX BignoBigHO Ao
cneundikauin, Wo MICTATbCA Yy peecTpauiiHomy gocke. [MpoTokonu BMpOBHULITBA, NaKkyBaHHA Ta aHanisis 6yno
nepernsiHyTo Ta BCTAHOBMEHO BianoBigHicTe GMP.

Cepist byna npoTtectoBaHa 3rigHo crnieumdikadii i go3soneHa oo peanisauii.

Oannin Ceptudikat AkocTi OyB CTBOPEHWA 3aKPUTOK EJIEKTPOHHOIO CUCTEMOIO 0OpobkM AaHux, came ToMy
3aTBEPOKYETBCA €NneKTpoHHMM nignuncoM. Ocobu, wo matoTb npaeo Ha nignuc : Madeleine Blumenberg, Caroline
Frenzel, lvonne Koppelmann, Dr. Caroline Morvan, Elisabeth Schmuck, Dr. Ferdinand Westhoff

EnekTpoHHuiA nignuc: Elisabeth Schmuck (SGPXA)
YnoeHoBaxeHa ocoba arigHo Oupextnem 2001/83/EC
Hata/yac: 2023-04-21 01:28:17 p.m. UTC ( UTC +/- 0 = UTC/GMT )

IHCMEeKLUinHWIA NoT: 040002648258
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JEPKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMH y m. KHEBI

Byn, Bepesuskisceka, 29, Kuis, 02098, Tes. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BHCHOBOK
npo AKicTh BBe3eHOro B Ykpainy JaikapenKoro sacoby

01.06.2023 Ne 27191/23/26

APHHA®

(nalimcHy BRHRS NikapCLKOro 3acoly FCIAHO 3 PCECTPAUIHHHM NOCRIAYCHHAM)
TabaeTxkn, BKpHTi 060J0HK0I0; Mo 21 TadaeTni y GaicTepi 3 KanenAapHOIO MIKAIOMW; 150 |
GuicTepy y nanepoBoMy Milledxy B KapTonnii nauui

{tpopma BUNYCKY, RO3YBAKHN, BHIL NAKYBAHHA nikapeskoro acoly)

Howep peectpauikinoro nocsimwesns UA/11479/01/01 crpox ait peecTpattifiHoro noceizkenns HEOOMEMEHHHA

Cepia nixapcskoro sacofy Ne KTO0JV1C KinsxicTs BBesenoro nixapebkoro sacoby 90230
BupoSHug Batiep Al', HimeyunHa
(HaWmexysanys BUpoBHMKE AixapcsR0I0 3acoby. Kpalia NOXONKEHNA)
BeeseHo B Yxpaluy TosapHCcTBO 3 0fMexeHow BiAnOBIAAILHICTO "Baitep™, inent. Koa:
22911794

(nafmesyRarHa T8 kon 3a C/IPHOY wpuakanol ocole ato npisauiie. i, no Sarekosi diznunol
ocohK - nianpHeMLER, 1T MiCUe NPOXHBANHA T2 pecerpauiftuii Homep ofaikonoi KapTK IARTIKKE
nojaTkiB alo CEpis T HOMCP NACHOPTA)

Iiporokon sisyanskoro kosrpoaw sia 01.06.2023 2 1526/2.

3a peIyNsTETAMH NEPKABAOrO KOHTP@MIO  BCTAHOBACHO, uo  nikapcekuil  3aciG  BaelgHo 8 Ykpaiwy 3

DOTPHM IR RANG 1aKOHOABBCTEA 100 3aleaneueHHa SKocTi Ai bkHX 3ac0BiB.

Mnuxkona XOJIOAEHKO

2o KOHTRONIO) {nianue} {ininianw T8 npizsue)
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