JEPKABHA CHYKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npos. Hanil Ceitsmunod, 3, 02099, ten. (044) 295-26-85
B-mail: dis.kyiv@dls.gov.va, Kox €APIIOY 37079055

BHUCHOBOK
PO AKICTHL BBe3eHoro B YKpainy jikapenicoro 3acoby

15.08.2024 Ne 41507/24/26

ACHIPHH® C

(naiiMenyRanns aikapehroro 3aco0y PiAHO 3 peecTpaiiiiHuM TOCBIIHESHIsNM)
rabaerkn muny4i; no 2 Tabaerku y crpuni; no 5 erpunis y xaprouuiii xopobui

(opma BHIYCKY, 0Ty SEHIA, BUL ITAKYBARKS AiKapehroro 3a¢00Y)
Homep peccrpaviiisioro nocsiguenus UA/4398/01/01 erpok aif peecrpauiitrioro nocsinuents HCOOMEKCHHH
Cepis nixapeskoro zacoby Ne BT19XV1 KistbkicTs Breseroro sikapebkoro sacoby 218520

Bupobik Baitep Birrepdens I'm6X, Himeuunna

(uaiisenynanns supoGinxa aikapeskoro sacoly, kpaina noXo e

Bresexo B Yxpaiuy ToeapucTBo 3 o0Mexenolo pignopinanpuicrio "Haitep”, inenr. o
22911794

(saitvenyparns Ta kog 3a CAPTIOY wpuminol ocodu abo npizaniie, iv's, 1o Gurbrosi
(PIBHRHOT 0C0BH - niarpHem, 1T MiCUC PO MERHNA T2 PeCCTPALiHIKK HOMED 0BIHKOBOT
KAPTKH IHaTHAKA DOAATKIB a0 Cepis Ta noMep nacnopra)

Tporokon Bisyaasnoro kowrposito sia 15.08.2024 N 2716/1.

34 pPe3yNBTATAMK AEPIKABHOTO KOHTPOMO BCTAHOBNEHO, 1O Nikapcbkuil 3aci6 sscseuo B Yxpainy 3

AOTPHAMAHHSM BAMOT 3aKOHONABCTRA WLOAO 3a0e3NeHSH A AKOCTL JHKAPCHRYX? acofis.

Havansamk Mauxkona XOJIOAEHKO

(rinnuc) (infuianst ra npiapnme)




Batiep BitTepdensg FmbX
KoHTporib sakocTi,
06803, bittepdensa- BonbdeH

CepTtudikat aHanisy

Crop. 1ia 1
Hata 09-07-2024

Martepian 82019473

Acnipud® C Tabnertky wunydi Ne10

UA

Homep cepii: BT19XV1
Hata BupobHuutea: 03-06-2024
TepmiH npunatHocTi: 30-06-2027

Kpaina imnoptep: Ykpaina
Homep noctasku; -

IHCneKuinHniA noT:
040002846649

IHCTpyKUis TecTyBanHs: T.02.02 - 12
Cneuudikauis: T.02.28-8

TecT

Bumoru cneuudpikanii

PesynbTart

Onuc

MapkysaHHs1 3 8epXHLOI CMOPOHU
MapkyeaHHs 3 HLKHBOI CMOpPOHU
Mamepian nepeuHHOI ynakosku

19eHmucdbikauisi
Auemuncaniyunosa kucroma (TLLX)
Ackopbirosa kucnoma (BEPX)

Posnad

PH po34uHY

[po3opicmb PO3YUHY

Cmynixb 3abapeneHHA PO3YUHY
PigHogaxHa 6i0HOCHa 8oJ102icmb
LinbHicmb yrniakosku

OdHopidHicmb 803Y8aHHS:
Auemuncaniuunosa kucrnoma
AV (n=10)

AV (n=30)

MiHiManbHe 3HaqeHHs
MaKkcuUMarnbHe 3HaqYeHHs

AckopbiHosa kucrioma
AV (n=10)

AV (n=30)

MiHiManbHe 3Ha4YeHHs
MaKCUManbHe 3HaYeHHs

BinbHa caniyunosa kucrnoma

KinbkicHul emicm:
Auemuncaniyunosa kucroma
Ackopbinosa kuciioma

MikpobionoeiyHa Hqucmoma:
3aransHe Yucno aepobHux
mikpoopraHiamis (TAMC)
3aranbHe Y1CHo OPKIKOBUX Ta
nnicenesux rpubis (TYMC)
Escherichia Coli

Bini TabneTkn

XpectonoaibHuit Hanue BAYER
BigcyTtHe

[oBuWHeH BianosigaTu

MoBuHHO BignosigaTh
MoeuxHO BignoBigaTh

He Ginblwe 3 XBUINuH
53-56

MNpo3opuin
BesbapsHuit

mMakc. 12.0%
MoBuHHO BiANOBIAATU

15 %
15 %
75 %
125 %

MakKc.,
Makc.
MiH.

Makc.

15 %
15 %
75 %
125 %

Makc.
MaKc.
MiH.

MaKc.,

maxkc. 0,5 %

380 — 420 mr/taén.
228 — 252 mr/tabn.

<= 1000 KYO/r
<= 100 KYO/r

BigcyTHi B 11

Bini TabneTku

XpectonogibHuit Hanuc BAYER
BiacyTHe

Bignosigae

Bignosigae
Binnosinae

2

55
Mpo3sopuit
BesbapsHuit
4.4
Bianosigae

0.1

396
240

50
<= 100

BigcytHi B1T

[ana cepis Binnosinae cneyudixayii i Bupo6neHa a BpaxysaHHaM Bumor EC-GMP ans nikapcbkux sacobis Ta s8uMor,
3aTBEPIKEHUX B peEcTpaLliiHoMy Jocke rpenapaty. JlokyMeHT Ha peanisayiio nignucanuil YNosHoBaXeHo 0coboto.

EnekTpoHHWi nignuc:
Dara/vac:
|HCNEeKUinHWA noT:

040002846649

Dr. Stefan Sonnenberger (GLHDJ)
2024-07-08 03:45:20 p.m. CET (UTC + 1 hour)
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Acnipun® C

Cwuna Aaii / akTUBHiCcTk:
Auetuncaniuvnosa kucnoTa - 400 mMr
AckopbiHoBa kucnoTa - 240 mMr

®opma BUNYCKY: TabneTku Lnny-i

Posmip i TMn nakyBaHHA: cTpunu Ne 10

Cepin Ne: BT19XV1

Po3swmip cepii: 218520

Banep Birrepdernba M'm6X

CEPTU®IKAT CEPII

KpaiHa BupoGHuk: HimeudnHa
KpaiHa imnoptep: Ykpaida

Peecrtpauinte ceigoyrso MO3 Ykpainu Ne:
UA/4398/01/01

Dara BupooHuyrBa: 03-06-2024

TepmiH npugatHocTi: 30-06-2027

Appeca: OpTwraiines [pennix, Cennractep Wocce 1, 06803 bitTrepdenba-BonbdeH, HimeuunHa.
Homep niuensii Ha BupobHuuTeo: DE_ST_01_MIA_2023_0014/604.41501.A.14

PesynbTaTh aHanisie poaatoTecn B Ceptudpikari AHanisy.

KomeHTapi:

A TM camum CTBEPAXYHO, L0 BULLe3a3HaveHa iHgopMauis gocToBipHa i TouHa. [JaHa cepia npogykTy 6yna BupobneHa,
BKMIOYAtouK YNaKoBKy | KOHTPOMb SKOCTI Ha 3asHaueHin ginbHUUi B MOBHIM BigriosigHocTi 3 Bumoramu GMP micuesux
PerynatopHux opradiB Ta PeecrpayiliHomMy RocBigyeHHio kpaiHu — iMaopTepa, sKWO NpoAayKT iMNOPTYETLCH, Hu
crneuudikauii Ha Jlikapcbkuii 3aci6. MpoTokonu BUPOBHULTBA cepii, YyNakoBKW i KOHTPOMIO AKOCTI nepermsAHyTi i

BiAnosigaTs BuMoram GMP.

nidnuc 08.07.2024
Dr. Stefan Sonnenberger

YnosHoBaxeHa ocoba
Bayer Bitterfeld GmbH



