NMEPENIK

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

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

KOMOETEHTHUMU OPTAHAMU CMOMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®ELEPALLYI, ANOHII, ABCTPANII,

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
EBPOIMNENCBLKOIo CO3y

M (500 mr) y doniakoHi; no
2 a6o 3 cpnakoHu no 10 mn
B KapTOHHI kopo6uj; no 10
mn (100 mr) a6o no 50 mn
(500 wmr) y chnakoHi; no 1
a6o 2 chnakoHn no 50 mn B
KapTOHHI Kopo6Lyi

po3pobka Ta BUPOGHNLTBO
6i0NOrYHNX NiKAPChKMX
3acob6is WadreHay (BTAM
ArncC), Asctpis
BMPOOHULITBO
Hepo3hacoBaHol
nNpoaykKuii, nepBMHHE Ta

BTOPUHHE NakyBaHHS,

TecTyBaHHS, 403BiN Ha
BMNYCK Cepiii:

Nek ®apmaueBTUYHa
KomnaHisa g.4., CroBeHis
TEeCTyBaHHS:

Nek ®apmaueBTUYHa
KOMMaHis g.4., CnoBeHis
€spodpiHc PACT M'M6X,
HimeyunHa
HoBapric ®apma AT,
Lsewyapis

or with a national
pharmacopoeia of a Member
State - Excipient/AS starting
material:

Change in the specifications for
the raw material hr-insulin to
fully comply with the Ph. Eur.

As a result of this change

Module 3.2.S.2.3 was updated.
B.l.a.2.z, IB - Changes in the

manufacturing process of the AS

- Other variation:

To implement a prediction model
to compensate for pH drifts of
the online probes used in the

upstream
manufacturing process as an
alternative to the established
daily offline measurements. To
introduce changes in Module
3.2.S5.2.2. and Module 3.2.S.2.4.

B.l.b.2.z, IB - Change in test
procedure for AS or starting
material/reagent/intermediate -
Other variation:

To delete guinea pig testing as
an in vivo assay for the
detection of potentially present
inapparent
viruses used for viral

Ne Hassa dopma sunycky (nikapcbka 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbK0o20 c¢hopma, ynakoska) Bgionycky | peecmpayiliHo2o
3acoby nocsio4yeHHs
1 PUKCATOH | KoHUeHTpar A5 PO3UYNHY CaHpos ABCTpis BMPOOGHUK, LLO BiANOBifaE ABcTpis/ B.lll.2.a.2, IB - Change of 3a UA/17421/01/01
Ans iHdysiii, 10 mr/mn; no m6X 3a BUMYyCK cepii: CnoseHisa/Hi specification(s) of a former non peyenmom
10 mn (100 wmr) a6o no 50 CaHpo3 'mbX - bisHec meuunHa/llle | EU Pharmacopoeial substance
nigpo34in TeEXHONOrivYHa eiiyapis to fully comply with the Ph. Eur.




Ne Hassa ®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1

adventitious agents testing of
extended cell bank (ECB).
Furthermore, the MAH has
taken the opportunity to
introduce changes in Module
3.2.A.2. The editorial changes in
Module 3.2.A.1 for drug
substance and drug product.




