NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMMNETEHTHAMW OPFAHAMW CNONYYEHUX LUTATIB AMEPUKW, LUBENLAPCBHKOI KOH®EAEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCbLKOIo CO3Y

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6HuUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, gionycky | peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1. ANNbTPEHO™ nocwlioH, 0,05 %; no TOB «BAYLU YkpaiHa Bypo6HMLTBO, TECTyBaHHA BUXiAHOT KaHnapa/ Change to the microbiological 3a peyenmom UA/18447/01/01
45 ry Ty6i; no 1 Ty6i B XENC» CMPOBUHW, NaKyBaHHS, MapKyBaHHS, Cnony4eHi specifications for the excipient

KapTOHHIA Kopoo6Li

BMNYCK cepii Ta A0CNiIKEeHHS
cTabinbHOCTI:
Bayw Xesnc KomnaHic IHK., KaHaga
AnbTepHaTVBHA [ibHULSA, Ha SKil
NPOBOAATLCA TECTYBAHHSA BUXIAHOI
CMPOBUHM, BMMNYCK cepii Ta
[OCNigpKeHHs cTabinbHOCTI (B1NycK
cepiid, BUPOGIEHUX TiNlbkn ANA
KNIHIYHNX OOC/iAKEHb):

Bayw Xenc Amepukac IHK.,
Cnonyuyei LLtatn AMepuku
AnbTepHaTUBHA AiNIbHNLSA, Ha SIKIR
NPOBOAATLCA MIKPOBGIONOTiYHI
[OCNIHKEHHSA:

Macundik bioJ/labe, CnonyuyeHi LWtatn
Amepukun
LinbHnus, Ha kil npoBoAATLCS
BMMNPOGYBaHHS PO3Mipy Kpanesb
eMy/IbCii Ta PO3Mipy YacTok:
MapTukan TekHonogxu Jlaée,
CnonyueHi WTatn Amepukn
AnbTepHaTUBHI AiNbHUL, HAa AKUX
NpoBOAATLCA BUMNPOOYBaHHSA
[OMOMKHUX PEYOBWH:
EnemeHT Maripiasic TekHonomxu
KaHapa IHK., KaHaga
EcxiEc KaHaga IHk., KaHaga
EcOxiEc KaHaga IHk., KaHaga
Heodbapm N1a6e IHK., KaHaga

Ltatn Amepukn

“soluble collagen”

- Deletion of the test for
“objectionable
microorganisms”

- Addition of the test for
Burkholderia Cepacia
Complex (BCC)
microorganisms




