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 OPTAHAMW CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbHKOI KOH®EAEPALLIT, ANOHII, ABCTPAII,

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

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1 KAPBEAWNO | tabnetku no 12,5 TOB "CaHfo3 Ykpaina BUPOGHULITBO HimeuunHa | A.7, IA- Deletion of drug substance 3a UA/17223/01/01
N CAHAOO3® mr, no 10 TabneTtok YkpaiHa" Hepo3sdacoBaHol manufacturer Arevipharma. peyenmom

y 6nictepi, no 3
6nictepu B
KapTOHHIN navuj

NpoAyKuii, NnepBMHHE Ta
BTOPVIHHE NaKyBaHHs,
TecTyBaHHS, J03BiN Ha
BUNyck cepii: CantoTac
dapma 'm6X,
HimeuyunHa; nepBuHHe Ta
BTOPVIHHE NaKyBaHHS:
Knoke ®epnekyHrc-
Cepsic, HimeuyunHa

Deletion of Arevipharma GmbH,
Meissner Strasse 35 01445
Radebeul, Germany as a site
responsible for manufacturing of
the active substance. This AIM is
no longer used at the drug product
manufacturing site.
B.l.a.1f), IA- Replacement or
addition of a site where batch
control/ testing takes place.
Analytical procedure for detection
of 4-(2,3-epoxypropoxy) carbazole
(impurity 11) has been developed
at APl manufacturer Moeh Iberica
SL. However, alternative API
sources also have to be controlled
for their respective level of
aforementioned impurity.
Accordingly, the applicant applies
for the registrations of
Pharmanalytica SA, Via Balestra,
6,600 Locarno, Switzerland as an
additional testing site. Analytical
method transfer was successfully
performed between giving and
receiving site.

B.Il. d.2, IA - The MAH would like
to update the test method for
subdivision of tablets inOline with




Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asaBsHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

the current Ph.Eur. monograph.
B.Il.d.2 d), IB- Change in test
procedure (purity and identity). The
applicant to introduce a new
HPLC-method for purity and
identity testing. This method will
replace the old method.
B.l.b.1 c), IB- Addition of a new
specification parameter with its
corresponding test method.
B.Il. d.1 c), IB- Introduction of
impurity 10 to the specification.
B.Il.f.1d), IB- Introduction of a
change in storage condition of the
finished product to "Do not store
above 25°C" for product packaged
in blister pack.

KAPBEAMWIO
N CAHJ03®

Tabnetkn no 25 wr,
no 10 Tabnetok y
6nictepi, no 3
6nictepu B
KapTOHHIM nauui

TOB "CaHpo3
Ykpaina"

YkpaiHa

BMPOGHULITBO
Hepo3dacoBaHol

NpoAyKuii, NepBUHHE Ta

BTOPUHHE NakyBaHHA,

TecTyBaHHS, [03BiN Ha
BUnyck cepii: Casnotac

dapma 'M6X,

HimeuurHa; nepBuHHe Ta

BTOPUHHE NaKyBaHHS:
Knoke ®epnekyHrc-
Cepsic, HimeuyunHa

HimeuunHa

A.7, |A- Deletion of drug substance
manufacturer Arevipharma.
Deletion of Arevipharma GmbH,
Meissner Strasse 35 01445
Radebeul, Germany as a site
responsible for manufacturing of
the active substance. This AIM is
no longer used at the drug product
manufacturing site.
B.l.a.1f), IA- Replacement or
addition of a site where batch
control/ testing takes place.
Analytical procedure for detection
of 4-(2,3-epoxypropoxy) carbazole
(impurity 11) has been developed
at APl manufacturer Moeh Iberica
SL. However, alternative API
sources also have to be controlled
for their respective level of
aforementioned impurity.
Accordingly, the applicant applies
for the registrations of

3a
peyenmom

UA/17223/01/02




Ne
n/n

JliKapcbK0O20

Hassa

3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asaBsHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

Pharmanalytica SA, Via Balestra,
6,600 Locarno, Switzerland as an
additional testing site. Analytical
method transfer was successfully
performed between giving and
receiving site.

B.Il. d.2, IA - The MAH would like
to update the test method for
subdivision of tablets inOline with
the current Ph.Eur. monograph.
B.Il.d.2 d), IB- Change in test
procedure (purity and identity). The
applicant to introduce a new
HPLC-method for purity and
identity testing. This method will
replace the old method.
B.l.b.1 c), IB- Addition of a new
specification parameter with its
corresponding test method.
B.Il. d.1 c), IB- Introduction of
impurity 10 to the specification.
B.Il.f.1d), IB- Introduction of a
change in storage condition of the
finished product to "Do not store
above 25°C" for product packaged
in blister pack.

CUMBACTAT

NH

CAH03®

TabneTkn, BKPUTI
NiBKOBOIO
060/10HKOHD, Mo 20
mr, no 10 TabneTok
y 6nictepi, no 3 abo
10 6nicTepis B
KapTOHHI KopoobLi

TOB "CaHpo3
YkpaiHa"

YkpaiHa

BUPOGHULITBO
Hepo3dacoBaHol
NpPoAyKLUii, NepBunHHE Ta
BTOPVIHHE NaKyBaHHs,
TecTyBaHHs, 403BI/ HA
BMMNYCK cepiii: CaHao3
pyn Carnvk YpyHnepi
lnaknapi CaH. Be Tik.
A.C., TypeuuuHa,
nepByHHe Ta BTOPUHHE
nakyBaHHs1, TECTYBaHHS,
[03Bi/NT Ha BMNYCK Cepiii:
Cantotac Papma 'm6X,

TypeuunHa
[ PymyHis/
CnoseHis

Az IA
Further information of Symvastatin
5, 10, 30 mg film coated tablets
strengths in section 3.2.P.3.3 is
deleted as these strenght were
withdrawn and/or not registered.

3a
peuerimom

UA/16951/01/01




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma suUnycKy
(nikapcbka ghopma,
ynakoska)

3asaBsHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

HimeuuunHa; TecTyBaHHs,
[03BiN Ha BUMYCK cepili:
C.K. Canpgos C.P.J1.,
PyMyHisi; nepBuHHe Ta
BTOPUHHE NakyBaHHS,
TecTyBaHHS, J03BiN Ha
BUNycK cepiii: Jlek C.A.,
Monblua; NnepBMHHE Ta
BTOPVIHHE NakKyBaHHS:
Nek chapmaueBTnyHa
KOMMaHis g.4., CrnoBeHis

CUMBACTAT
VH
CAH/03®

TabneTkn, BKpUTI
NiBKOBOIO
0060/10HKOH0, MO0 40
Mmr, no 10 TabneTtok
y 6nictepi, no 3 abo
10 6nicTepis B
KapTOHHI KopoobLi

TOB "CaHpo3
YkpaiHa"

YkpaiHa

BUPOBGHULITBO
Hepo3dacoBaHoil
NpoAyKuii, NnepBMHHE Ta
BTOPVHHE NakKyBaHHS,
TecTyBaHHS, J03BiN Ha
BMMNYCK cepiii: CaHao3
Ipyn Carnvk YpyHnepi
Inaknapi CaH. Be Tik.
A.C., TypeuuuHa,;
nepBuHHE Ta BTOPVHHE
nakyBaHHs, TeCTyBaHHS,
[03BiN Ha BUMYCK Cepili:
Cantotac dapma 'méX,
HimeuumHa; TecTyBaHHs,
[03Bi/NT Ha BUNYCK Cepiii:
C.K. Canpos C.P.J1.,
PymyHisi; nepBuHHE Ta
BTOPVHHE NakKyBaHHS,
TecTyBaHHS, 403BiN Ha
Bunyck cepii: lek C.A.,
MonbLia; nepsrHHe Ta
BTOPUHHE NaKyBaHHS:
Nek chapmaveBTMYHA
KomnaHisa g.4., CrnoBeHis

TypeuunHa
[ PymyHis/
CnoseHis

Az IA
Further information of Symvastatin
5, 10, 30 mg film coated tablets
strengths in section 3.2.P.3.3 is
deleted as these strenght were
withdrawn and/or not registered.

3a
peuerimom

UA/16951/01/02

COJMIKBA

PO34nH ANns
iH ekuili, 100

Oa./mn+50 mKr/mn;
Ne3 a6o No5: no 3

TOB "CaHodi-
ABEHTIC
YkpaiHa"

YkpaiHa

CaHocpi-ABeHTic
[Joiiunang MrmeX

HimeyunHa

3MiHn | TRy - 3MiHN Woa[o0

6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3ara/ibHeHWX AaHuX Npo

3a
peyenmom

UA/16774/01/01




Ne3 a6o Ne5: no 3
MY KapTpuaxi,
BMOHTOBAHOMY B
0/iHOpPa30BYy
WnpuL-pyyky; no 3
a6o no 5 wnpw-
PYUOK B KAPTOHHIl
Kopoo6u,i. Fonkn B
YMaKoBKy He

3MiHW [0 Y3araslbHEeHUX JaHnX npo
cucTemy chapmakoHarnagy
(BBEAEHHSA Y3arauilbHEHUX JaHNX
npo cuctemy hapmakoHarnssy,
3MiHa yNOBHOBaXeEHOT 0cobu,
BiANOBIAA/IbHOT 3a 34iiCHEeHHS
(hapmakoHarnsfy; KOHTakTHOT
0co6u 3 chapmakoHarnsay
3asBHVKa ANs1 34iCHEHHS

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHna Bupo6Huk KpaiHa PeecmpayjitiHna npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
M/1Y KapTpuaxi, cuctemy hapmakoHarnsagy
BMOHTOBaHOMY B (BBEAEHHSA y3ara/ibHEHUX JaHNX
OofiHOpa3oBy npo cuctemy chapmakoHarnsgy,
LINPUL-PYYKY; Mo 3 3MiHa YNOBHOBaXXEHOT 0cobu,
a6o no 5 wnpw- BiANOBIAA/ILHOI 3@ 34iiCHEHHSA
PYYOK B KAPTOHHIl hapmakoHarnsay; KOHTakTHOT
Kopoo6u,i. Monku B 0co6u 3 chapmakoHarnsgy
yMNakoBKy He 3as1BHVIKA A/15 34iACHEHHS
BK/THOYEHI hapmakoHarnsgy B YKpaiHi, akw,o
BOHa BiMiHHA Bifi yNOBHOBaXXeHOI
oco6wu, BiANoBiganbHOT 3a
3pjlicCHEHHSs1 hapmakoHarnsay
(BKNHOYAKOUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLLEHHI
mMacTep-gpaiina cuctemu
hapmakoHarnagy) (3rigHo Hakasy
MO3 Big 17.11.2016 Ne 1245) -
3MiHa yNnoBHOBaXeHOi ocobu
3asBHVKa, BiANOBiga/IbHOI 3a
hapmakoHarnsg. [itova pegakuis:
XopakiBcbka TeTsHa
BsauecnagiBHa. lMponoHoBaHa
penakuis: Bapdonomeesa IBaHHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHnxX ynoBHOBaXKEHOI ocobw,
BiANOBiAa/IbHOT 38
hapmakoHarnsg,.
6. CONIKBA PO34unH AnA TOB "CaHodi- YkpaiHa CaHodpi-ABeHTiC HimeuunHa 3MiHu | TNy - 3MiHn WwWoao 3a UA/16775/01/01
iH ekuiid, 100 ABeHTIC Jonunang rmeX 6e3nekn/ehekTUBHOCTI Ta peyenmom
Ofa./Mn+33 MKr/mo; YkpaiHa" thapmakoHarnsgy. BeegeHHsa abo




Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHna Bupo6Huk KpaiHa PeecmpayjitiHna npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
BKJ/THOYEHI hapmakoHarnagy B YkpaiHi, AKLwo

BOHa BigMiHHA Bif, YNOBHOBaXXEHOI
ocobu, BiANoBiganbLHOT 3a
3AiiCHEHHS1 hapMakoHarniagy
(BK/KOYAIOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLLEHHI
macTep-gpaiina cuctemu
hapmakoHarnagy) (3rigHo Hakasy
MO3 Big 17.11.2016 Ne 1245) -
3MiHa ynoBHOBaXeHOoi 0cobu
3asIBHUKa, BigMnoBigasibHOI 3a
thapmakoHarnsag. fivoya pegakuis:
XopakiBcbka TeTsHa
BsiuecnagiBHa. MponoHoBaHa
pepakuis: Bapgonomeesa IBaHHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
AaHnX yNoBHOBaXeHOT 0cobu,
BiANOBI4a/1IbHOI 3a
hapmakoHarnsag,




