MEPENIK

NIKAPCbKUNX 3ACOBIB LWOAO AKNX 3ABEPLWWEHO PO3rnsj PEECTPALIAHNX MATEPIANIB NMPO BHECEHHSA 3MIH AO PEECTPALINHNX
MATEPIANIB NPOTAMOM All PEECTPALINHOIO NOCBIAYEHHA HA JIIKAPCbLKI 3ACOBW, AKI SAPEECTPOBAHI KOMNETEHTHUMW
OPIrAHAMU CNONTYHEHUX WUTATIB AMEPUKIN, LUBENUAPCBKOI KOH®EAEPALIL, AMNOHII, ABCTPANII, KAHAAW, NIKAPCbKNX 3ACOBIB, WO

3A LEHTPAJII3OBAHOIO MPOLEAYPOIO 3APEECTPOBAHI KOMMETEHTHMM OPFAHOM EBPOMENCLKOIO COK3Y

Ne Hassa dopma suUrnyckKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka cpopma, Bionycky peecmpayiliHo2o
3acoby ynakoskKa) nocsi0YeHHs1
1 CTANEBO TabneTku, BKPUTI OpioH ®iHNaHgjA BMPOGHUK, WO 34iACHIOE ®innangia/ B.l.b.2.e, IB - Change in test 3a UA/17944/01/01
NAiBKOBO KopnopeiwH NOBHWI UMK BUPOOHMLTBA: Yecbka procedure for AS or starting peyenmom
060/10HKOH0, M0 50 OpioH KopnopeliluH, Pecny6nik material/reagent/intermediate -
mr/12,5 mr/200 wr; ®iHNSAHAINA; anbTepHATUBHUIA a Other changes to a test
no 30 a6o no 100 BUPOGHNK, LLIO 3AiACHIOE procedure (including
TabneTtok y 6aHu; KOHTPO/1b SIKOCTi: KBiHTa - replacement or addition) for the
no 1 6aHuji B AHaniTika c.p.o., Yecbka AS or a starting
KapTOHHI KopoobUi Pecny6nika; material/intermediate: To add an
aflbTePHATUBHWIA BUPOBHNIK, alternative determination of the
LLIO 34iICHIOE NEPBMHHE Ta particle size distribution test
BTOPVHHE NakKyBaHHS: procedure for the active
OpioH KopnopeiiLH, substance carbidopa.
diHNARAIA B.lll.1.a.3 - Submission of a
new/updated or deletion of Ph.
Eur. Certificate of Suitability to
the relevant Ph. Eur. Monograph
- New certificate from a new
manufacturer (replacement or
addition):
To add the new Ph. Eur.
Certificate of Suitability R1-CEP
2005-057-Rev 04 for carbidopa.
As a consequence, the following
manufacturer of the active
substance is added in Module
3.2.5.2.1: DIVI'S
LABORATORIES LIMITED-
UNIT Il, Annavaram Post,
Bheemunipatnam Mandal,
Visakhapatham, District, India-
531 162 Chippada Village,
Andhra Pradesh.
2. CTANEBO TabneTku, BKPUTI OpioH ®iHNaHAjA BMPOGHUK, L0 34iACHIOE ®innangia/ B.l.b.2.e, IB - Change in test 3a UA/17944/01/02
NNiBKOBOKO KopnopeiiwH NOBHWIA LMK BUPOGHMLTBA! Uecbka procedure for AS or starting peuenmom
060/10HKO10, Mo 100 OpioH KopnopeLwuH, Pecny6nik material/reagent/intermediate -
Mr/25 mr/200 mr; no ®iHNSAHAINA; anbTepHATUBHUIA a Other changes to a test
30 a6o no 100 BUPOBHWK, LLIO 3AiAICHIOE procedure (including




Ne
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JliKapcbKo20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
yrnakoBkKa)

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYyeHHs1

TabneTok y 6aHLi;
no 1 6aHuj B
KapTOHHI kopobui

KOHTPO/b AKOCTI: KBiHTa -
AHaniTika c.p.o., Yecbka
Pecnyb6nika;
aNbTEepPHATUBHUIA BUPOBHWK,
LLLO 3AjICHIOE NEPBUHHE Ta
BTOPUHHE NaKyBaHHS:
OpioH KopnopeiiLwuH,
diHNARAIA

replacement or addition) for the
AS or a starting
material/intermediate: To add an
alternative determination of the
particle size distribution test
procedure for the active
substance carbidopa.
B.Ill.1.a.3 - Submission of a
new/updated or deletion of Ph.
Eur. Certificate of Suitability to
the relevant Ph. Eur. Monograph
- New certificate from a new
manufacturer (replacement or
addition):

To add the new Ph. Eur.
Certificate of Suitability R1-CEP
2005-057-Rev 04 for carbidopa.
As a consequence, the following

manufacturer of the active
substance is added in Module
3.2.5.2.1: DIVI'S
LABORATORIES LIMITED-
UNIT II, Annavaram Post,
Bheemunipatnam Mandal,
Visakhapatham, District, India-
531 162 Chippada Village,
Andhra Pradesh.

CTANIEBO

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKot0, No 150
Mr/37,5 mr/200 wmr;
no 30 a6o no 100
TabneTok y 6aHLi;
no 1 6aHuji B
KapTOHHI kopobui

OpioH
KopnopeiiH

®iHNaHgjA

BMPOBHUK, WO 34iACHIOE
NOBHWI LKA BUPOGHMLTBA:
OpioH KopnopeiiLH,
®iHNAHAIA; anbTepHaTUBHUIA
BUPOGHNK, LLIO 3AiACHIOE
KOHTPO/Ib AKOCTI: KBiHTa -
AHaniTika c.p.o., Yecbka
Pecnyb6nika;
aflbTePHATUBHWIA BUPOBHNIK,
LLIO 34ICHIOE NEepPBUHHE Ta
BTOPUHHE NaKyBaHHS:
OpioH KopropeliLuH,
diHNARAIA

®innangia/
Yecbka
Pecny6nik
a

B.l.b.2.e, IB - Change in test
procedure for AS or starting
material/reagent/intermediate -
Other changes to a test
procedure (including
replacement or addition) for the
AS or a starting
material/intermediate: To add an
alternative determination of the
particle size distribution test
procedure for the active
substance carbidopa.
B.lll.1.a.3 - Submission of a
new/updated or deletion of Ph.
Eur. Certificate of Suitability to
the relevant Ph. Eur. Monograph
- New certificate from a new
manufacturer (replacement or

3a
peyenmom

UA/17944/01/03




Ne
n/n

Hassa
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(nikapcbka ¢hopma,
yrnakoBkKa)

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYyeHHs1

addition):

To add the new Ph. Eur.
Certificate of Suitability R1-CEP
2005-057-Rev 04 for carbidopa.
As a consequence, the following

manufacturer of the active
substance is added in Module
3.2.5.2.1: DIVI'S
LABORATORIES LIMITED-
UNIT Il, Annavaram Post,
Bheemunipatnam Mandal,
Visakhapatham, District, India-
531 162 Chippada Village,
Andhra Pradesh.

CTANEBO

TabneTkn, BKPUTI
NiBKOBOIO
060/10HKO0, No 200
mr/50 mr/200 mr; no
30 a6o no 100
TabneTtok y 6aHL;
no 1 6aHui B
KapTOHHI kopobLi

OpioH
KopnopeiwH

diHNAHAIA

BMPOOGHUK, LLO 34iCHI0E
NOBHWUIA LMK BUPOOHULTBA:
OpioH KopropeliLuH,
®iHNAHAIA; anbTepHaTUBHUIA
BMPOGHUK, L0 34iACHIOE
KOHTPONb AKOCTI: KBiHTA -
AHaniTika c.p.o., Yecbka

Pecnyb6nika;

anbTepHaTUBHUIA BUPOOHMK,

LLIO 3Ai/ACHIOE MEPBMHHE Ta
BTOPVHHE NaKyBaHHS:
OpioH KopropeliLluH,

PiHNaHAA

diHnangia/
Yecbka
Pecny6nik
a

B.l.b.2.e, IB - Change in test
procedure for AS or starting
material/reagent/intermediate -
Other changes to a test
procedure (including
replacement or addition) for the
AS or a starting
material/intermediate: To add an
alternative determination of the
particle size distribution test
procedure for the active
substance carbidopa.
B.Ill.1.a.3 - Submission of a
new/updated or deletion of Ph.
Eur. Certificate of Suitability to
the relevant Ph. Eur. Monograph
- New certificate from a new
manufacturer (replacement or
addition):

To add the new Ph. Eur.
Certificate of Suitability R1-CEP
2005-057-Rev 04 for carbidopa.
As a consequence, the following
manufacturer of the active
substance is added in Module
3.2.5.2.1: DIVI'S
LABORATORIES LIMITED-
UNIT Il, Annavaram Post,
Bheemunipatnam Mandal,
Visakhapatham, District, India-
531 162 Chippada Village,

3a
peyenmom

UA/17944/01/04




Andhra Pradesh.




