JAEPHINKCITY XBA
JEPKABHA COYKBA 3 JIIKAPCHBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIH OBJIACTI

npocnekT Banepis Jlofanoreskoro, 51, m. Kuie, 03110, en/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.eov.ua. Kog €PTIOV 37078774

BACHOBOK
Npo SAKICTH BBE3eHOro B YKpaiHy JiKapebKoro 3aco0y

23.10.2021 Ne 61981/21/10

EJJOKOM®

{HalMEHYBARHS MIK2PCLRONo 3ac00y 3rilH0 3 peccTpalliinUM TOCBITHEHHAM)

wxpem 0,1 % mo 15 r y Ty6i; mo 1 1y6i y xaprouHiii kopooui

(opma BHmyCRy, NO3YBAHHA, BHA NAKYBAHHA JiKApCLKOro 2accly)
Homep peecrpauiiinoro mocsimaenns UA/6293/02/01 crpox ait peecrpagiitmoro nocsimenns 01.01.2099
Cepia mixapeexoro sacoby Ne U022209 KinekicTs BReseHOrG Nikapcskoro sacofy 3840

BupoSuuk epinr-Ilnay Jlabo H.B., bensris

(MaitvMeHyBaHHS BAPOOHAKA MIKAPCEKOTO 3aco8y, KpajHa MOXOIKeHHR)

Beeseno B Yxpainy TosapreTBo 3 00Mexeno eiguosinaneuicro "YHIBEPCAJIBHE
ATEHTCTBO "ITPO-DAPMA", inenr. xoa: 34414427

(naiimenysanua T2 ko 33 €IPTIOY wpuamynol ocoGn abo npisemme, iv's, 10 GaTekosi GisHunoT
0CoBk - MIANPHEMUA, T MICLE NPOXHBAHKA Ta PEECTPALifHMA HOMED OGIIKOBOT KAPTHY IIATHMER
TIONATXIR a0 CEpid T2 HOMED NacTopTa)

MpoToken isyarproro kontpomo eix 21.10.2021 Ne 3726/9.

3a pesyaBTaTAME  JEPIKABHOTO KOHTPOMIO BCTAHOBIGHO, IO Nikapchkii  3aci® BeezeHo B YEpaiwy 3
AOTPHMAHHAM BMMOT 38KOHO/2BCTBA 1010 3a0e3Mederns AKOCTI NiKapehKuX 3acobiB.

3acTyIIHAK HAYATEHUKA BIZXITY
Jlepxarrof cimyxOu 3 JTiKapcekux 3ac001B
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MIEPTHT-ILTAY JIABO H.B., BEJIBI'IA
Lamycrpicnapk 30, XefieT-on-nen-Bepr, 2220, Benbria

Tem: +32 15 258711

CEPTH®HIKAT TKOCTI CEPIL JITKAPCBKOTI'O 3ACORY

Hassa

PopMa BHIIVCKY
Jo3yBaHHSA

YIAKOBKA

Cepin

KiaekicTs v cepil

JaTa BHpoOHHUTEA

JaTa 3akiEvdeHHA TepMiny
NPHIATHOCTL

Kpaina BapoGHHEEKA
PeecTpaniiine mocBizdeHHS

Haspa pupoOHAKA, BiINOBiJaILHOTO
34 BHIIYCK cepil

Ajlpeca

JineH3ia Ha BHPOOGHHOTBO Ne

Enoxom®, kpem 0,1%
Kpem 0,1%
1 Mr/T MoMeTa30RY dypoaTy

mo 15 r B Tv0i; mo 1 Ty0i B KapToHHi#A Kopoomi

0022209

10400 ynaxoBok
07.2021

07.2023

Benbria
UA/6293/02/01

Mlepiar-Ilnay JIado H.B.

IanycTpicnapk 30, XeiicT-om-1eH-bepr, 2220, bBeasrin

304 H

Pesy1bTaTH OpoReTeHH AHATIZY AKOCT JiKapchKoro 3acoby Bignosigno 1o MES PII Ne UA/6293/02/01

. Pe3yasTaT
Iloka3HEKH AKOCTI Bumorn o
a"axizy
Omuc (Bizvansuo) Binoro abo Matixe 6inoro KOMbOPY M'SIKOI KOHCHCTEHIT 0 THOPIEINT ) )
KpeM, 0e3 CTOPOHHIX BKIOYEHD Bixmosinae
InerTudirania: MomeTazory Yac yTpHMYBAHHS OCHOBHOTO iKY Ha XpOMaTOTpamMi BUIIPOOOBYBAHOTC
dypoaty (BEPX) PO3UHHY TIOBIHEH BiJMOBITATH YacOBi MKy MOMeTa30HY hypoaTy Ha Bimmobinac
XpPOMATOTPaMi PO3YHHY MOPIBHAHHA
InerTHdirania: MoMeTazory 3nauycHEA Rf 0cHOBHOI MU BHIIPOOOBYBAHOI'C POIUHHY Mac . .
dypoaty (TIITX) BiAMOBIZaTH 3HaueHIO R 0cHOBHOT IIAMII pO3UIEY MOpiBHIHHA Bimosinac
KilsKicHe BUIHATCHH: 95.0 - 105.0% 99.8 %
MoneTazony ¢ypoary (BEPX)}
Ipoaykrn gerpananii (BEPX) - 21-  |z@e Ginsimte 0,5% <0.0 %
TiApOKCHMOMETA30HY Qypoaty
IIpoaykTn gerpaganii (BEPX) - 17- |ge Oinsie 0,5% =0.0 %
TIIPOKCHMOMETAZ0HY dypoaty
Ipoaykrn gerpananii (BEPX) - He Ginpine 0,5% <0.0 %
Cronyxa D
IIpoaykTn gerpananii (BEPX) - He Oinpine 0,9% <0.0 %
Enokcng cnonywxu E
IIpoaykTn gerpananii (BEPX) - He Binpime 0,5% =0.0 %
Cymposiaaa cionyka 1 (6-Keto) ,{-ffr:::?‘\
IIpoaykTn gerpanauii (BEPX) - He Oinpmte 0.2% 4 i ! LiglA
HecnemzgikoBani iHIIIBITyaIbHI sl a0 0. N, )
IIpoaykTH xerpananii (BEPX) - He Oimpme 1,5% N -:*u: 0.1 9%
Cyma .\t: L" Pt . @.- C n}'
& LTI VNN




B'azkicTh (BizkozIMeTpia) 400000-1200000 cII 934000 cIT

KomeHTapi: BigCyTHI.
Tloxasauk MixkpoGionoriuma mircrota (*) Binmosizae BumMoraM Esp.. 5.1.4. Ang npenapaTis A1g 30BHIMIHBOTO 3acTOCYBaHHA. (*} He

Hazpa JinbHION, BiANOBIIaNBHOT 38 BHPOOHHITTEO/ IEPBIHHY Ta BTOPHHHY YIaKOBKY/KOHTPOIb AKOCTL/BIIYCK cepil: Illepinr-ITnay
Jlabo H.B.

AJlpeca JiNBHINI, BiATORIIAJBHOI 34 BIPOOHUITTBO/IEPBHHHY Ta BTOPHHHY YIIAKOBKY/KOHTPOTb AKOCTLYBHOYCK cepil: [HIyCcTpienapk
30, XeficT-0m-aeH-Bepr, 2220 Bexbris

Jiwensig Ne 304 H

ITuM g 3aCBiguUvIe, M0 BHITeBKa3aHa iHGOPMAIlisa € JOCTOBIPHOKW i ToUHOW. JaHa cepid MpoaAyKTy Oyna BlpobleHa, BRIKOTAI0U
YIaKOBKY / MapKyBaHHs T2 KOHTPOIb AKOCTI Ha BHITIE3TafaHIll BIpOOHHYIN JIMBHINI (-119X} B IIOBHIH BiMMOBIAHOCTI 3 BUMoraMu GMP,
BCTAHOBIEHHMH MIiCTIEBIIM PETYIATOPHHM OPTAHOM, 3 TAKOXK 3TiTHO cHemdikariii, Mo MICTHTRCA B peecTpalliiHoMy Xocke. IIpoTokomr
BIIPOOHHUIITBA, YIIAKOBKH TA KOHTPOIIO SIKOCTI MEPLTTISHYTO i BCTAHOBIEHO iX BiAMIOBIIHICTh BIMoram GMP.

JlaTa BIOIyCKY cepii: 26.08.2021

YopHOBaKeHa ocoba/

BinoBiTalbHIOL IPOMHCIOBHIT

dbapmanesT

Lepr Ban IleTerxem Fepni Baw Ienezyem /nigmc/

JlaTa mifmHcy: 30.08.2021
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MIEPTHT-ILTAY JIABO H.B., BEJIBI'IA
Lamycrpicnapk 30, XefieT-on-nen-Bepr, 2220, Benbria

Tem: +32 15 258711

CEPTH®HIKAT TKOCTI CEPIL JITKAPCBKOTI'O 3ACORY

Hassa

PopMa BHIIVCKY
Jo3yBaHHSA

YIAKOBKA

Cepin

KiaekicTs v cepil

JaTa BHpoOHHUTEA

JaTa 3akiEvdeHHA TepMiny
NPHIATHOCTL

Kpaina BapoGHHEEKA
PeecTpaniiine mocBizdeHHS

Haspa pupoOHAKA, BiINOBiJaILHOTO
34 BHIIYCK cepil

Ajlpeca

JineH3ia Ha BHPOOGHHOTBO Ne

Enoxom®, kpem 0,1%
Kpem 0,1%
1 Mr/T MoMeTa30RY dypoaTy

mo 15 r B Tv0i; mo 1 Ty0i B KapToHHi#A Kopoomi

033598

5440 ynakoBok
10.2021
10.2023

Benbria
UA/6293/02/01

Mlepiar-Ilnay JIado H.B.

IanycTpicnapk 30, XeiicT-om-1eH-bepr, 2220, bBeasrin

304 H

Pesy1bTaTH OpoReTeHH AHATIZY AKOCT JiKapchKoro 3acoby Bignosigno 1o MES PII Ne UA/6293/02/01

. Pe3yasTaT
Iloka3HEKH AKOCTI Bumorn o
a"axizy
Omuc (Bizvansuo) Binoro abo Matixe 6inoro KOMbOPY M'SIKOI KOHCHCTEHIT 0 THOPIEINT ) )
KpeM, 0e3 CTOPOHHIX BKIOYEHD Bixmosinae
InerTudirania: MomeTazory Yac yTpHMYBAHHS OCHOBHOTO iKY Ha XpOMaTOTpamMi BUIIPOOOBYBAHOTC
dypoaty (BEPX) PO3UHHY TIOBIHEH BiJMOBITATH YacOBi MKy MOMeTa30HY hypoaTy Ha Bimmobinac
XpPOMATOTPaMi PO3YHHY MOPIBHAHHA
InerTHdirania: MoMeTazory 3nauycHEA Rf 0cHOBHOI MU BHIIPOOOBYBAHOI'C POIUHHY Mac . .
dypoaty (TIITX) BiAMOBIZaTH 3HaueHIO R 0cHOBHOT IIAMII pO3UIEY MOpiBHIHHA Bimosinac
KiipKicHe BH3HATEHHA: 95,0 - 105,0% 101,0 %
MoneTazony ¢ypoary (BEPX)}
Ipoaykrn gerpananii (BEPX) - 21-  |z@e Ginsimte 0,5% <0,1 %
TiApOKCHMOMETA30HY Qypoaty
IIpoaykTn gerpaganii (BEPX) - 17- |ge Oinsie 0,5% =0,0 %
TIIPOKCHMOMETAZ0HY dypoaty
Ipoaykrn gerpananii (BEPX) - He Ginpine 0,5% =<0,1 %
Cronyxa D
IIpoayrTn gerpananii (BEPX) - He Oinpine 0,9% =0,0 %
Enokcng cnonywxu E
IIpoaykTn gerpananii (BEPX) - He Binpime 0,5% =0,0 %

CymposigHa cionyka | (6-KeTo)

IIpoaykTH aerpananii (BEPX) -
Hecnemigikopani iHIIBITYaIbHI

He Oinsie 0,2%
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He Oinpite 1,5%
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B'azkicTh (BizkozIMeTpia) 400000-1200000 cII 1045333 ¢II

KomeHTapi: BigCyTHI.
Tloxasauk MixpoGionoriuma mircTota (*) Binmosizae BumMoraM Esp.. 5.1.4. ang npenapaTis A1g 30BHIMIHBOTO 3aCTOCYBAHHA.
(*) He pyTHHHHI T2CT.

Hazpa [inkHION, BiANOBiJaNBHOI 32 BHPOOHHITTBO/ IEPBIHHY Ta BTOPHHAY YHAKOBKY/KOHTPOIE AKOCTL/BIIVCK cepil: Illepinr-ITnay
Jlabo H.B.

AJpeca JiNBHION, BiATORTAIBHOT 34 BUPOOHUITTBO/IEPBIHHY Ta BTOPHHHY YIIAKOBKY/KOHTPOTE AKOCTLBIOYCK cepil: [HAyCTpienapk
30, XeitcT-on-aeH-bepr, 2220 bebris

Jiuensia Ne 304 H

ITumM g 3aCBigUYIC, IO BHIEBKA3aHa 1HGOPMAITS € JOCTOBLPHOK 1 ToUHOK. J[aHa cepid IpoAykTy Oyna BipoblleHa, BKIKYAeUI
YIAKOBKY / MapKYBaHHS Ta KOHTPONH SKOCTI Ha BHITIE3TaMaHIIT BIpOoGHHIIN JiMbN (-119X} B IOBHIN BimIoBigHOCTI 3 BuMoraMu GMP,
BCTAHOBIESHHMH MicIIEBIIM PeryIATOPHHM OpPTaHOM, a TaAKOX 3TiTHO cHemIdikanii, o MiCTHTBCA B peecTpaniliHoMy Xocke. IIpoTokomt
BIIpOBHUITTEA, YIIAKOBKH TA KOHTPOIIO SKOCTI MEPETTIIHYTO i BCTAHOBTEHO iX BiAIIOBIHICTH BIMoraM GMP.

JaTa BIOTycky cepii: 10.12.2021

YioBHOBaXkKeHa ocoba/

BiamoBiTansHIOL IPOMHCIOBHIT

tdbapmManesT

3¢ Bept Ban Ileterxem Tapin qe Kox /mimmuc/

JaTa miamicy: 14.12.2021




TEPYITIKCITYXBA
JTEPKABHA CTVIKBA 3 JIKAPCBKHAX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMM YV KHIBCBKI#A OBJIACTI

npocnext Banepis JToGanoscskoro, 51, M. Kz, 03110, Ten/dpaxc: (044) 363-06-50
E-mail: dis ko@dls.gov.ua https://www.dis gov.ua, Kop €APTIOY 37078774

BACHOBOK
Npo AKICTH BBE3EHOro B YKPaiHy JiKapcbKoOro 3acoly

17.01.2022 Ne 632/22/19

EJOKOM®

(HaiiMeryBaHHS NKAPCEKOTE 3aco0Y 3TiAHO 3 peccTpaniifiy MoCBITICHHRM)

kpem 0,1 % oo 15 r y Ty6i; mo 1 Tydi y kapronuiii xopotni

{(bopM2a BUNYCKY, A03YEAHHS, BILT TAKYRAHHS TKAPCEKOTD 3acoby)
Howmep peectpauiitoro noceiguensns UA/6293/02/01 crpox aii peectparifiore nocsixaenss 01.01.2099
Cepis nizapcsxoro sacofy Ne U033598 KimpxicTs BBE3SHOTO Tikapesxoro sacoby 5440

BupofHux Hlepmr ITaay JlaGo H.B., Bemsris

(MaliMeHYBaHAS BHPOGHMKA NkapepKoro 3acoby, Kpaika OXOUKCHRA)

Beeseno B YxpalHy Topapucreo 3 odvexenorw sinmosizansaicrio "YHIBEPCAJILHE
ATEHTCTBO "IIPO-OAPMA", inenr. xon: 34414427

(nafiseryBasns a kon 32 €JIPTIOY ropuanwoi ocobu abo npiseniue, '3, 00 Sarexosl Gzl
0Co6H - nianpuenmirs, T MiCUE TPOKABAKHA Ta PEECTPaU I HOMep 0ONIKOBOT KaPTKH NIATHMKA
MOJATKIB 260 Cepid Ta HOMEp NACNopTa) :

TpoTokoa izyansHoro koutpono sin 13.01.2022 Xa 0039/2.

34 pesyNbTATaMH  JEPXABHOTO KOHTPOMO BCTRHOBIGHO, (IO Aikapcpkuii  3acid pmesero B YKpalHy 3

AOTPHMAHHAM BrMOr 3aK0HO0I2BCTBA IION0 32083 MEUEHHA AKOCTI JIIKaPCHKKX 3ac00iB.

-u.\"“ﬁ

.\Hu T ; ‘1' ‘\

3ac1'yrmmca{a AT IﬂgﬁB}HﬁJ

ﬂepmaBH‘éL 6 yxfﬁﬂ‘\nki’@cmnx 3ac0biB

Ta KOH’IE{)‘mo_ga HapKOTHKmH y KninceKii %/

06ﬂacn‘ Sl Ty I N E
\

- b;\h‘_

3ybapesa H. B.

it

(nocagoﬁa&oc%w@uy’ﬁe@mmm KOHTPOMEQ) {nizmic) (imiuian ra npizBHILE)
AN ;



http://www.tcpdf.org

