JEEPXUIKCIYXBA
JEPYKABHA CIIYKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3.
HAPKOTUKAMM ¥ KUIBCHKIA OBJACTI

npocnexr Banepis JloBanoscrxoro, 51, m. Kuis, 03110, ren/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https://www.dls.gov.ua, Kon €APTIOY 37078774

BHCHOBOK
npo AKiCTHL BBE3eHOro B YKpainy Jikapeskoro 3acoly

03.06.2021 Ne 29388/2.

AKTEMPA®

(ﬁaﬂueaysannﬁ nikapeskoro 3acoly ariano 3 peecTpauiinuM nocsiaYenza)
KOHUECHTPAT st posunny ans indysilt, 20 mr/swy, o 200 mr/10 mun y duiaxonis no 1 dpaar
. y kaprounilt kxopobui

(opMa BHIYCKY, NO3YBRHRS, DI IAKYBAHNS NIKAPCLKOro 18c00y)

Howmep peecrpauiiinoro nocsiguenns UA/13909/01/01 crpox nif peecrpauiitoro nocsintenns 01.01,2099

Cepix nixapcrxoro 3acoSy Ne B4008B21 Kinsxicrs BBesesoro nikapeskoro ascoby 2504
BupoGHuk ©. Xoddmanu-Jis Pow Jlrx, Hseluapis
(nsiimenysnrtg aupoGHuKka AIRAPCHXOTO ancoBy, KPATHE ROXOAKCINIY)
Baeseno B Yrpainy Tosapiucrno 3 o6mexcenolo Bianosinansuicrio "POLI YKPATHA"
fnenT, won: 36691549

(nalimenysanns 18 xoa 32 CAPIIOY 10puanuiol ocabu abo nplasuue, iM'g, no Gatukosi disi
ocobu ~ ninnpremus, T Micue npoxuysanss Ta peecrpatiiuult somep oGnixosol kapTkr anar
nonarkis aBo cepis Ta somep pacnopra)

Tiporoxan sbyansroro xoswrponio sin 03,06.2021 M 178972,

38 peyALTATAMH  ZEPKABHOTO KOHTPOMO BCTAHOBNEHO, WO NiKAPCHKHHB 3aci6 peeseHo B Yxpals
AOTPHMAHHAM BUMOr 3aK0HORABCTEA WORO 3aBeaneuenyPakocT] NKAPCHKHK 3ac06in,
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Cepmudpikam sixocmi Ons knieHma

02236361

D

AKTEMPA® konueHTpaT ana poauuny ang indysii (20 mr/mn), no 200

Mr/10 mn y pnaxoni N1

Marepian Ne: 102050563
Homep cepii: B4008B21 Hara sunycky: 18 TpasHs 2021 p.
MapkysauHa Ha yriakosui: 05 2023
B4008B21
11 2020
KinbKicTb: 2504 yn.
Indpopmanin npo Knieura
TOB «Pow Ykpaiva»
¢. Benuka Onekcanppiska, Yrpaiva Homep nocravanna: 1210362104
Homep samosnenms: 9500014648 Bara aamosneHms: 31 Gepesnn 2021 p.

Peecrpauiiine noceigyenna:  UA/13809/01/01

Boparkn po uboro pokymenrta:

Ceprudikar Ha cepiio: 02236361 (1 cropixka) Bepeis: 1.0
Ceprudixar ananisy; 70027808 (2 cropiHkm)

ACN: 0000512404
Isabelle Conrot

Kepisruk sipainy Fno6ansHol Cuctemu Mocravanun
Stefan Schlumpf

KepisHuk sinniny norictuku ta Toprosux onepauiivi

Liel AOKYMEHT CTBOPEHMIA B BREITPOHHMN criocit Ta AcHuit Ges nignucy,

Bepet; 1.0 . Xoddbmann-J1x Pows Jivg dapmaesgHui lpain Ten: +415215885 1111,

CH-4070 Basent ®axc; +61-61




Cepmucpiram ua cepiro
02236361

AKTEMPA® koHueHTpaT Ans posunHy Ans iHgysin (20 mr/mn), no 200
MI/10 mit y pnakoHi Ne1

Cuna gli/akrusHicTs: 200 mr/10 mn Poamip/TUn nakyBaHHA: 1 hnaxon
Marepian N2 10205053
Homep cepi: B4008B21 Hara sunycky: 18 rpasus 2021 p,
Hata supo6Huuraa: 18 nucronana 2020 p.
SakiHdeHHs CTPOoKyY
NPUAaTHOCTI: TpaseHs 2023 p.
Kpaina-imnoprep: Ykpaina Peectpauifine nocsiguennn:  UA/13808/01/01
Nakysauun:

b. Xoddmann-Iia Pow AT, Bypwmicser, 4303 Kaiicepayrer, Lsefiuapis
Juewsin va BupoBuuuTeo N9 511265

Ceprudivonanl komnorenrn

10167976 AKTEMPA GITAKORW 10 200 MI /7 10 M1
Mapria Ne: B4008 Anania Ne; 70027908
Bupobunureo:

Hyrai dapma Manydexrypurr Ko. Jita, 16-3 Kuitoxapa Koryonanyi, 321-3231, YreyHoMmis, Anowis
HNiuersin Ha BUPOGHULITBEO N2: 03AZ200008

EudraGMP ceprudixar N1 HPF/PT/001/2017, 16MB120HPTO1

Konypons saxocri:

@, Xodpmann-Fin Pow AT, Bypmicser, 4303 Katicepayrer, Weenuapia

Niuensin Ha BupoGHMLTBO N2: 511265

Lum saceinuyio poctosipHicts | TouHicTs eulesuKnaaeHol iHgopmauii. Lia napria npoaykui
BUFOTOBAEHA,  BKIIOHAIOYM  NPOUEC  NAKYBAHHA/MAPKYBAHHA T8 KOHTPOMO AKOCTI  Ha
BULLEIAIHAYCHUX JINbHUUAX, Y NOBHIN sianosigHocTi 3 BuMoramn GMP micuesoro PerynavopHoro
opraHy Ta y signosigsocti a0 cneumdikauiit Ceinoursa npo peectpauiio y wpalri~imnoprepi. Min
Hac NEPeBIPKY AaHNX CTOCOBHO NPOLLECY BUPOGHUUTBA, NAKYBAHHA T4 aHanisy napTii BeraHoBAEHa
BIANOBIAHICTL LMX RaHux Hopmam GMP. Buryck cepii 6ys saiiicHenmit ®, Xodpmann-SIa Pow AT,
Bypmicser, 4303 Kaiicepayrer, Liiseiapis, JTiueHs g areimme,

03 1pashA 2021 poky
8-p Bernd Képpel
YnosHosaxeHa ocoba

7

Bepeln: 1.0 @, Xodwgasann-Nn Pow Nrp PapmalesTUIRnE BN

Criphigtad ¢
CH-4070 Gazeny s

S Ty

Dare: +41-815578:60-2



Cepmudgpixam ananizy
70027908

AKTEMPA $JTAKOHM MO 200 MI/10 M1

Mavepian Ne; 10167976 [ata synycky: 08 ksiTha 2021 p.
Napris N2 B4008 Hara snpobHuuTea: 13 nucronana 2020 p.
Axanis N¢; 70027808
Meroauka: SAM-0113573 V2.0,SAM-0111710 V3.0
Tecr Pesynurar
Koutelinep

Tun ®naxoH 3 GesGapeHOro ckna micTkicrio 20

Kpnuwka many «Flip-Off»

MpoGxa
Nposopicru/onanecuentHicTs

8171

OnanecueHTHE SHAYGHHA SHAHO BUMOT
€sponeiiceioi Papmakonei (OMD)

OnanecuerTtHe sHaveHHs sriaHo BuMor
Esponeiicbkol Gepmaronei

Konbopogicth

Onuc

38 KOJIbOPOBOK LWIKANO0I0 EBPONENCLKOT
®apmaxonei

Bunumi vacrin

arinHo Bumor Esponelicskoi Gapmakonei
Hesuanmi yacrkn (meton CBITROGNOKYBEHHK)

Hacriu >= 10 MKM Ha GnakoH

Hacthu >= 25 MKM Ha dnakoH

pH
Koeditienr ocmoruqnoro tucky
OG'em, WO suTAracTLCH

8ripHo BuMor €sponetictkol hapmakonei,

®apmakonel CLUIA, ®apmaxone! Anowii

AKTMBHICTL MeTOAOM BionorivHoro KinbKicHoOro
adaniay
Yucrora meronom 10-BEPX

QcHoBHul Tik
fpe

Sub-1

Sub-2

R-1

brusi

M
KOBYOTO KONLOPY
HOBTOrO KOSbOpY

onanecLonya pinmia
6.1 OM®

Evanon nopisHaxHa 1
GestapsHuit

Bg

NPaKTNiHo 6e3 BUAUMKX HacToK
102

1

6.5
0.7

Binnosinae

1.7 x 10* O / mn

. Xodgweansi-in Poiu Jirg

Blanln gkoeri
Bypmiceer,
CH-4303 Kaicepayrey




Cepmudgbixam aHanizy
70027908
AKTEMPA ®IAKOHW N0 200 MI/10 M)

Matepian Ne; 10167976 Dava sunycky: 08 kairna 2021 p.
Maprin Ne: B4008 Aara supoGuuutea: 13 nucronaaa 2020 p.
Axanis Ne; 70027908
Meroanka: SAM-0113573 V2.0,S5AM-0111710 V3.0
Tecr Peaynbrar
"uerora meronom ITI-BEPX
Monomep 99.68 % nnow;i
Humep 0.4 % nnowi
tHuwsi 0.0 % nnowi
Bwmicrs Ginky
meropom Y®-cnekrpockonil 20.0 mr/mn
Bmicr nonicopGary 80
metonom HPLS-ELSD 0.060%
ABTEHTUMHICTL Touunisymaby
Meronom Gionoriumore KineKicHoro awaniay ninTeeppkera creumdivHa akTBHicTs
Meropom 10-BEPX 4aC YyrpUMyBaHHA OCHOBHOrO niky
gignosinae cTaHpapTy
Crepunbhicts

Kinuesuii KOHTenHep, arigHo Bumor €aponeiicukol
dbapmakonei, Dapmakorei CLUA, finoxcbkoi
Dapmaxonei

Bakvepianshi eHpoToKeHHN < 0.3MO/ mn

sipnosinae

AHanis 1a Bunyck naprii nposeneno 18 movoro 2021 poky Hawum ynosHosayexwum Bigginom
KOHTPOMO T1a gabeancueqHs sxocri, Napris sinnosinae cneuudikauii, Mig vac nepesipkm
BinnosigHol nokymenTauii CTOCOBHO rpouecy nakysaxHs naprii BcTaHoBsIEHa BIANOBIAHICTL uiel
AoxkymenTauii Ceinoursy npo peectpauiio, B PAINS

b. XODDMAHH-J15 POLL aTa

Fabian Welte
Menemxep 3 nuramy sabesneqennn akooTi

PesynbTaty, sasHaveni Y Ubomy ceprudiari GIgCa
Pesynbratv sarseppxeni Fabian Welte 18 siorordN
€BpONeHCcoKUM Hacom.

. Xodhmann-Sin Pous Nz ' Blnain sikoeri
Bypmicser,
CH-4303 Katcepayroy
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