MEPENIK
NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0
PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALINHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI
KOMOETEHTHUMW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, BEJIMKOI BPUTAHII, LUBEULAPCBHKOI KOH®EAEPALII,
ANOHII, ABCTPA/NII, KAHAAW, NMIKAPCbKUX 3ACOBIB, L0 3A LLEHTPA/TISOBAHOIO NMPOLEAYPOK 3APEECTPOBAHI
KOMMNETEHTHAM OPFAHOM EBPOMENCbLKOIO COO3Y

Ne Hassa MixHapoo Ha3ssa Koo dopma sunycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Howmep
n/n JliKapcbK0o20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyeodypa Bionycky peecmpayjitiHo2o
3acoby HerameH | pe4yoBUHU yrnakosKa) nocBi0YeHHs

mosaHa

Hassa*
1. CIPTYPO Bedaquilin | 6egaksiniH | JO4AK | Tabnetku no 20 mr; no TOB Ykpaina BMPOGHMLTBO, IHais/ B.l.a.3.alA - 3a UA/16790/01/02

e y 05 60 TabneTok y 6inomy "[IXOHCOH i nepBrHHa Ta Benbrisa Change in batch | peyenmom
ymapat Henpo3opoMy o1akoHi LKOHCOH BTOPVHHA size (including
i3 nonieTnneny Ykpaina II" yrnakoBKa: batch size ranges)
BMCOKOT LLIMBbHOCTI i3 Pecudapm of AS or

noinponisieHoBOK
KPULLKOHO 3
aTIOMIHIEBUM
06TUCKOM A1 3aXMCTy
Bif, BiAKpBaHHSA
AiTbMK; no 1 chnakoHy
pasom 3
cunikaresibHUm
ocyLlyBayeM B
KapTOHHI KOpOOLii

dapmacepsice3
MpaiisiT JimiTeq,
IHais

KOHTPO/b AKOCTI:
[DKOHCOH &
J[bKOHCOH MpaiiBiT
Nimiten, IHAjiA

KOHTPO/b SKOCTI,
BUNYCK cepil:
AHcceH
dapmaueBTMKa
HB, Benbria

BTOPVHHA
yrnakoBKa:
AHcceH
dapmaueBTrKa
HB, Benbris

intermediate - Up
to 10-fold increase
compared to the
originally approved
batch size -
Change in batch
size of un-milled
bedaquiline
fumarate to add
additional batch
sizes as follows:
Step 1 926-1389
mol R122335,
Step 2 360-540
mol R601489,
Step 3 127-191
mol R485124 and
Step 4 302-454
mol R207910
(Porton site).
B.l.a.l.z IB -
Change in the
manufacturer of
AS or of a starting
material/reagent/in
termediate for AS -
Other variation -
Addition of Porton
Pharma Solutions
Ltd. located at 1
Fine Chemical
Zone, Chongging
Chemical Industry




Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HenameH | pe4osUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*

Park, Changshou,
Chongging,
401221 China as a
site responsible for
manufacturing of
active substance
bedaquiline.
B.l.a.1l.a lAin-
Change in the
manufacturer of
AS or of a starting
material/reagent/in
termediate for AS -
The proposed
manufacturer is
part of the same
pharmaceutical
group as the
currently approved
manufacturer - To
add Dishman
Carbogen Amcis
Limited, Plot No.
1216/11 to 12,
1216/20 to 26,
Phase-IV, GIDC
Estate, Naroda,
Ahmedabad-
382330, Gujarat,
India, as an
alternative site
responsible for
manufacturing the
starting materials
R122335 and
R485122, used in
the manufacturing
process of the
active substance
bedaquiline
fumarate.
B.ILflLb.IIB -
Stability of FP -
Extension of the
shelf life of the
finished product -




KOHTPO/b SIKOCTI,
Bunyck cepii: LICN
BepiHr AT,
LLiseiiuapis;
BTOPVHHE
nakyBaHHs: LIC/
BepiHr AT,
LLiBefuapis

recurrent Aseptic
Meningitis
Syndrome (AMS),
associated with
IVIg treatment,
potentially
progressing to
brain oedema
(cerebral
oedema).
3MiHV BHECEHO [0
po3ginis
"OcobnnBOCTi
3acTocyBaHHsa" Ta
"Mo6iuHi peakwyji"
IHCTPYKLT anA
MeaNYHOro
3acToCyBaHHSA
niKapcbkoro
3acoby, a came
LLIOZI0 MOHITOPUHTY
npenapary npu
CUHAPOMI
peumnavByHoro
acenTn4yHoro
MeHiHriTy (CAM),

Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HenameH | pe4yosUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*
As packaged for
sale (supported by
real time data) -
To update the
shelf life of the
finished product
SIRTURO, 20 mg
tablet,
EU/1/13/901/003,
packaged jn
HDPE bottles,
from 30 months to
36 months.
2. NPUBIAXEH Immunogl| 6inok JO6BA PO34unH ANS iHdy3il LICN Bepinr LLiBeiiuapi BMPOGHMLTBO LLiBefuapis 3miHn [ Ta ll 3a UA/18357/01/01
obulins, N0ACHKOT 02 100 mr/mn (10 %), no Al A Hepo3dacoBaHol Tuny,C.1.4.11 peuenmom
normal nnasmu 25 mn, 50 mn, 100 mn, NPOAYKLUIT, SL Behring (CSL)
human, for 200 mn, a6o 400 mny nepBuHHE is proposing the
intravascul thnakoHax, no 1 nakyBaHHs addition of a class
ar adm. hNakoHy B KApTOHHIl (acentnuHe monitoring
Kopoo6Li HanoBHEHHS), precaution for




nos'sA3aHomy 3
nikyBaHHaM 1VIg,
AKUIA NOTEHLiAHO

nporpecye Ao

Habpsiky MO3KY.




