NMEPENIK

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

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

KOMOETEHTHUMW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

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

EBPOMNENCBLKOIrO COK3Y

nnsAwyi, 1 nngwka s
KapTOHHI kopobLi

BMPOGHULITBO/aHaITUYHE
TeCTyBaHHS:

d.1.C. - dabbpika ITanbsHa
Cintetivi C.n.A., ITanis;
MiKpO6iofioriyHe TeCTyBaHHS
AKOCTI:

EypodiHc Biothapma Mpogakt
TecTiHr Ipnangis N14, lpnaHgis;
TecTyBaHHA CTabiNbHOCTI:
OpraHoH ®apma (Benuka
Bputanin) Nimiten, Benvka
BpuTaHis;

Mepk Wapn i Joym JI/1C, CLUA,;
BMPOGHMLTBO (POSIMKOBE
YLWiNIbHEHHS,
3MiLLyBaHHA/3MaLLyBaHHSA
rpaHyn AopasipuHy Ta
namiByfmHy/TeHohoBIpy
aunsonpokcuny dymapary,
TUCHEHHS, MOKPUTTA MNiBKOBOIO
060/10HKOI0), aHaNiITN4YHe
TECTYBaHHS NPV BUMYCKY:
MCA IHTepHewHn MvbX,
Ipnangis;
nepBuMHHE Ta BTOPUHHE
nakyBaHHs, BUNYCK cepii:
Mepk Wapn i Joym B.B.,

manufacturer of a novel
excipient - Administrative
change in the address of the
ASMF holder and
manufacturer of the active
substance from Laurus Labs
Limited, Plot No. 21,
Jawaharlal Nehru Pharma
City,Parawada,
Visakhapatnam - 531 021,
Andhra Pradesh, India to
Laurus Labs Limited, Plot No.
21, Jawaharlal Nehru Pharma
City, Parawada, Anakapalli -
531 021, Andhra Pradesh,
India.

Type IB B.l.a.2.e - Changes
in the manufacturing process
of the AS - Minor change to
the restricted part of an
ASMF - Minor changes to the
restricted and applicant’s part
of the Laurus Labs Limited
ASMF (EMEA/ASMF/01298)
for Tenofovir. The changes in
the Applicant Part of the
ASMF consist in:

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6HuUK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1 AENCTPIIO TabneTku, BKPUTI Mepk LWWapn i | LBeliuapis | NpoMixHWA NpoayKT AopasipuHy, | MopTtyrania | Type IA, A.4 - Administrative 3a UA/19937/01/01
NNiBKOBOKO Joywm IAEA BUCYLLEHWUIA PO3MUIEHHSM: [ ITanis/ change - Change in the name |peyenmom
060/10HKO10, Mo 100 [Y/[6),4 BUPOGHULTBO/aHa/TITUYHE IpnaHgis/ and/or address of a
Mr/300 mr/245 wr, TeCTyBaHHS: Benuka manufacturer or an ASMF
30 TabneTok, XoBioH ®apmaCeHcisa C.A., Bpuranisa/ holder or supplier of the AS,
BKPUTUX MIBKOBOHO MopTtyranis; cuwaA/ starting material, reagent or
060/10HKOI0 Y NPOMKHWIA NPOAYKT AopasipuHy, | HigepnaHg intermediate used in the
BVCYLUEHWUIA PO3NUIEHHSM: n manufacture of the AS or




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

Higepnangu

- Administrative address
change reflected in 3.2.5.2.1.
- Editorial change in the
impurity limits for residual
solvents in 3.2.S.3.2: the
limits are corrected to
reflect those in the approved
drug substance specification.
- Updated batch analysis data
3.2.5.4.4 and reference
standard CoAs 3.2.S.

- Updated Stability data in
3.2.S.7: as the ATEF route is
no longer required,
correspondent data are
deleted and the provided
updated stability protocol,
summary and data are
reflecting more recent
batches.




