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

EBPOMNENCBLKOIrO COK3Y

TabneTkn, BKpUTI NiIBKOBOKO
060n0Hkoto, no 150 mr Ta no 2
TabneTku, BKpUTI NNiBKOBOO
060/10HKO0, M0 100 Mr y
6nicTepi, no 5 6nictepiB y
KapTOHHi KopobLyi

sIKoCcmi cepil, MapKyBaHHs,
Bunyck cepii, cmabisibHicms:
Mdpaiizep MeHohekuypuHr
[Loiunena MvbX, HimeuwunHa;
BUPOBGHUYMBO, NepBUHHE
raKysaHHs1, BMOPUHHE
rnakysaHHsl,
penis/mecmysaHHs1 KOHMPO/IO
sIKOCMi cepil, MapKyBaHHS,
BUIYCK cepii, cmabifibHicms:
Mdcpaiizep IpnaHaisa
dapmacbioTikans, IpnaHgis;
BUPOBGHUYMBO, NEPBUHHE
rakysaHHSs1, BMOPUHHE
rakysaHHsl,
BUMyCK/mecmyBaHHs1
KOHMPOJI0 siKkocmi cepi,
MapKyBaHHS1, BUIYCK cepir,
cmabisibHicmb:
Mdpatizep Itania C.p.n., ITanis;
mecmyBaHHs1 cmabi/ibHOCMi:
Mdpaiizep IHk., CLUA;
ma6/s1emku pumoHasip:
BUPO6HUYMBO in bulk,
mecmyBaHHs1 | surlyck in bulk:
XeTepo fla6e Nimites, IHAis;
rpemMikc pumoHasipy:
Xetepo Oparc Nimites, IHAiN;
rnepsuHHe nakysaHHs,
BMOPUHHE NakyBaHHS,
MapKyBaHHS,
BUMycK/mecmyBaHHs
KOHMPOJIH0 SIKOCMI, BUMYCK
cepii, cmabifbHicms:
Mdpalizep MeHodekyypuHr

replacement or addition of a site
where batch control/testing takes
place; Type —II.

ASMF EMEA/ASMF/01449 (AP and
RP) for Ritonavir active substance
has been updated as follows:

To add Analys Lab Private Limited
(Unit-11), Plot No. 47, 4th Floor, IDA,
Balanagar (V & M), Ranga Reddy
(Dist.) Hyderabad, Telangana
500037 INDIA as a manufacturing
site responsible for quality control
testing of the active substance.
The applicant took the opportunity to
update 3.2.S.2.1 to include M/s.
Hetero Drugs Limited, Unit-1X, Plot
No. 1, Hetero Infrastructure Ltd.-
SEZ, Narasapuram Village,
Nakkapalli Mandal, Anakapalli
District-531081, Andhra Pradesh,
India as a manufacturing site
responsible for quality control testing
of the active substance erroneously
not included in the dossier.

Ne Hassa dopma sunycky (nikapcbka 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbK0o20 c¢hopma, ynakoska) Bgionycky | peecmpayiliHo2o
3acoby NocBi0YeHHs1
1. MAKCNoBIj TabneTku, BKpUTI NNIBKOBOO Mdpaiizep CWA ma6iemku Hipmampensip: Himeuunna/ B.l.a.1.f - Change in the 3a UA/20163/01/01
060/10HKOt0, Mo 150 Mr Ta Enu.Ci.Mi. BUPOBHUYMBO, NMEPBUHHE Ipnangis/ manufacturer of AS or of a starting peyenmom
TabneTtku, BKPUTI NNiBKOBOKO KopnopeiLuH rakyBsaHHsl, BMOPUHHe ITania/ material/reagent/intermediate for AS
06010HKOt0, No 100 mr, no 4 rnakysaHHs, CLUA/ - Changes to quality control testing
pesis/mecmyBsaHHs1 KOHMPO/IO IHais arrangements for the AS -




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

[oliuneng N'M6X, HimeuunHa;
repBuUHHe naxysaHHs,
BMOPUHHE nakyBaHHS,

MapKyBaHHS,
Bunyck/mecmysaHHs1
KOHMPOJIH0 SIKOCMI, BUMYCK
cepii, cmabinbHicmb!

Mcpaizep ITania C.p.n., ITanis;
rnepsuHHe nakysaHHs,
BMOPUHHE NaKysaHHs,

MapKyBaHHs1, BUIYCK cepii:
Mdpaiizep Ipnangis
dapmacbioTikans, IpnaHais;
mecmyBaHHs | surlyck in bulk:
Papmagokc Xenckeap J1ta,.,
MaibTa,
mecmyBaHHs1 | cmabi/ibHiCmb:
Mdpaiizep IHk., CLUA




