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NloroTun komnanii Mepk

(MEPEKAAL)
CEPTU®IKAT BIANOBIAHOCT!
Mepk Xenckea KIaA, 64293 NapMmtanr
EyTupokc, Tabnetku no 75 mkr Ne100 ®dpankdypTep LLUTpacce 250, HimevyunHa
 Haara npopykry, dopma BUNYCKY BupoBHvya girsiHka

no 25 rabneTok B 6GnicTepi;

no 4 6nicTepyn y KapTOHHIW KOPOOL| 3 DE_HE_01_MIA_2023_0046
Poamip Ta TUN yNakoBKK PPIF / BoA fliuenzisa BUpoOHMKA
Bepcis
Mepk Xenckea KlMaA, 64293 fQapm wTanT
NeBOTUPOKCUH HATPIKO 75 MKl | | ~ ®pankdyprep Urpacce 250, HiMeyunHa @
Cuna AiifaKkTvBHICTb IHFPedieEHTIB KoHTpons SKOCTI

Mepk Xenckea KlaA, 64293 Hapmwraar

UA/8388/01/03 S o | dpankdyprep Wrpacce 250, HimeuurHa
Homep PeecTpadiiiHore NocBigveHHs [TakyBaHHS

YkpalHa N H/3 | 3.04572.07517 2
KpaiHa-imnopTep NigpsigHUK Homep maTtepiany supobrHnka

G01YCS8 17.280 ynakoBOK HI3

'Homép cepli - KinbkicTe/0aAWHWLL — ”'Homé'p i{o,uy' ﬁi,ﬂ,pﬂ,ﬂ,HHKa

10.08.2023 07/2026 GO1WUW

[ata supobHUUTBA TepmiH npn,.anHOCTi - Homep cepii Banky

H/3 _ L

YmoBu 36epiraHHsa KomeHTapi

[TuM MiTBEpUKYIO, DO BHIEBKA3aHa iHopMaIis € JOCTOBIPHOIO i Tou”ow. JlaHa cepid BUTOTOBIIECHA,
BKIFOYAIOYH YUAKOBKY/MApKyBaHHS Ta KOHTpONb SIKOCTI, Ha BUINeBKa3amill JIIBHHULI Yy TIOBHIM
pimnmoBinmocti 3 BuMoramu GMP MicnmeBoro peryiiordoro opramy, a TaKOXK 3] crneudpikamaMI
Peecrpaniiinoro Jlocke KpaiHu-iMIopTepa abo Jocke TOCHIIKYBaHOTO Jikapcbkoro 3acody. IIpoTokonm
BUPOGHMITBA, YIIAKOBKH Ta aHali3y cepii Oyiu PO3TIAHYTI i Bu3HaHi Bimosimnumu GMP. "

OokTop Tomac KipxHep

Nokrop Pero Taiic

VY1e EpeHcbeprep

-  DweHnidep Npabana 02112023 2 nianuc neyarTka .
YnosHoOBa)XeHa ocoba para nianuc
AinbHnuA, KoTpa BUNyCKae

cepito B 06iIr

Mepk Xenckea KlaA,
DpaHkdypTep Lilrpacce 250
64293 JlapMIOTAAT




(MEPEKJAL)

Ceprudikar Auanizy

fforoTun Komnaxii Mepxk

 3.04572.0751 EYTHPOKC, TABJETKH 11O 75 MKI - (100) YKP
_Cepisn G01YCS
[tokasHuk Crierudikaliis mpy BUIYCKY Pesyneratu
Qmuc: Maibke 6inmi kpyrii, ngocki 3- 060X 60kis, 31 . Bizrosinae
CKOIICHUMH KpasMHA TabNneTKu, 3 PUCKOIO 1A .
noauty 3 060X GoKiB, 3 rpaBIlOBAHHAM. 3 OAHIE]
cToporu «EM 75»
HiameTp: npubiusuo 7 mm
ToBmuua: NpUOIU3HO 2 MM
CrilixicTs 10 posnasmoBanns.  €rp.®apm. *2.9.8./USP 40-54 B

‘BMi¢T BOIu

PozuyiHeHHs

Tnentudgikaiia

O HOPIAHICTE

OIUHUIIE

KinbKiche BU3HAYEHHS
JIEBOTHPOKCHHY HaATpPiIO

BusHayeHHA YHCTOTH

CraeimpigHi TOMIITKH:

3-tiopo-L-THpo3uH
3,5-pittono-L-THpo3uH

3,5-niftogo-L-taponin (T2)

3,3.5-TpuHoI0TIpOOLITOBA
KHCIIOTA

JAO30BaHUX.

=30H

€Bp.Qapm.*2.5.32/USP<92 1 >*;
(KynoHOMeTpHYHE THTPYBAHHS)

=<5%

€Bp.®apm.* (USP*) /BEPX
{in house-méthod);

(JomaTeBHM 3MINTYBaY)-

=70 % (Q) uepes 45 xs.

y Bianosigroctt ¢ USP, Tecr 1)

ITosunHi BiANoBiATH BEMOraM €Bp.dapmM.

Vnerpa-BEPX

TlosrHHi BiAnOBigaTH BUMoraM €ap.Dapm.

Ynerpa-BEPX
IToBuHHI BIAMNOBIZATH.
Csp.Qapm.*2.9.40 (USP <905>%)

Vnerpa-BEPX
98.0 ~ 105.0 % w®ii sasBueHOT KUMGKOCTI 102.9 %

g

KUTBKOCTI
VnsTpa-BEPX
<0.5%
<0.5%
<0.5.%

<035%

Cepense suatenms: 46 H

Bo98%
Cepen. 90 % Ha npor. 45 x8.;

1 eTanm BUKOHAHMI

He nposojauscs

‘Bixmnorigae

Binnosinac
BUMOTAM

Merck Healthcaré KGaA,; Frankfurter Strasse 250, 64293 Darmstadt (Germany): +49 6151 72-0

Ctop.132




(MEPEKNAA)

Ceprudikat AHaKI3zy

Nlorotun KoMnaHii MepK

3.04572.0751

Cepis G01YCS

EVTAPOKC, TABJETKY 1O 75 MKT — (100) VKP

3,3, 5'-TpuiAOA0TipOIpOMIOHOBA

KUCII0Ta

3.3°5,5  -TeTpaiofoTIPOOHTOBRA
KHCIIO0Ta

3.3:5,5 ~reTpaiiofoTIpoMypaliiHa
'KHACJIOTa

Jliotuponid {T3)

MSC2568516A (FiORYKT

koHAeHcanli JIMMOHHOT
kucnoTr) xonumAid UDP 7

Byne-aKa iHMa HeigeHTHDIKOBAHA

AOMIIUKA

CyMa BCIX JOMILIOK

MixkpoGionoriuna yucrora ***

YHHHE BHAAHHA

Hara BupoOHULTBA:
JlaTa BUYCKY: )
TepMid TPUAATHOCTL:

<0.5-%
<05%
<0.5%

<1.0%

<02%

<055 %

<2.0%

IToBUHHL BLAMOBIIATH BUMOTAM.

C€ap.Papu. 5.1.4

**  BunpoGyRaHHa NPOBOAUTLC HA OAHIH cepli B pori.

*k* TecT MPOBOAUTLCA Ha kodxHii 104 cepii abo Ha omHiit cepii B oLl 38 METOIOM BUOIPKOBOIO KOHTPOJIFO

Mr. Djavaheri (Menemxep JlaGopartopii)

Katjd Ulrich J{EBWN
Kepisuuk j1abo L,& R

‘Mepk Xenckea REERT0 ..

(i Amic)

10.08.2023
12.10.2023
31.07.2026

[uM § TATBepIKYIO; O L cepid Oyia mporecToBana y BiNNOBIAHOCTI 3 peeCTPAIHHIM TIOCBITUCHHAM.
Ceponeticskoro qupexTipoio «Jlikapehki sacodn. Hanexua BHpOOBUHA MPaKTHKAY.

‘HazBa npoayKTy, 3a3HAUCHA. B. LILOMY cepTudikari aHanisy, BIANOBIJAE. HAa3Bl NPOAYKTY
Eytupoke, Tabaerku 75 mxr Ne 100, BignoBLaHO 1O peecTpaniiHoro NOCBIAYCHHA.

Lleit oXyMENT CKIajeHo B eNeKTPOHHOMY BUNLLI T4 MACHWHA 6e3 manucy.

0.0 %
0.0%
0.0 %
0.1 %
0.0 %
Bignosinae < 0.5 %
0.2%

‘He TpoBOiMBCH

Merck Healthcare KGaA, Frankfurter Strasse 250, 64293 Darmstadt (Germany): +49 6151 72-0.

Crop. 232

Ta,




