MEPENIK

NIKAPCbKNX 3ACOBIB LLOAO AKNX 3ABEPLLEHO PO3rNA4 PEECTPALINHNX MATEPIAMIB NMPO BHECEHHA 3MIH A0 PEECTPALINHUX

MATEPIANIB MPOTAroM Ali PEECTPALIAHOINO NOCBIAYEHHSA HA NIKAPCbKI 3ACOBU, AKI SAPEECTPOBAHI KOMMNETEHTHUMM

OPrAHAMW CNONYYEHUX LUTATIB AMEPUKW, LUBENLAPCbHKOI KOH®EAEPALLI, ANOHIT, ABCTPANII, KAHAAW, NIKAPCbKNX 3ACOBIB, LLO
3A LUEHTPANI30OBAHOIO NMPOLEEAYPOIO 3APEECTPOBAHI KOMMNETEHTHMM OPFAHOM EBPONENCBLKOIrO COKO3Y

NNiBKOBOK 060JI0HKOK Y
6nictepi, no 2 a6o 7
6nicTepiB y KAPTOHHIi
Kopoo6ui

YpyHnepi Inaknapi CaH. Be
Tik. A.C., TypeuuunHa;
BMPOOHULITBO
Hepo3g)acoBaHOro
NPOAYKTY, NEPBUHHE Ta
BTOPWHHE MaKyBaHHS,
TecTyBaHHS:
Cantotac dapma Mm6X,
HimeuumnHa,
nepBrHHE Ta BTOPYHHE
nakyBaHHS, TECTYBaHHS,
[03BiN Ha BUNYCK cepii:
ek dapmaveBTUYHA
KomnaHisa 4.4., CnoseHis;
nepBUHHE Ta BTOPUHHE
nakyBaHHs, [03BiN Ha
BUNYCK cepil:
ek ®apmaueBTUyHa
KomnaHis 4.4., CnoseHis;
BMPOGHMLITBO
Hepo3dacoBaHoro
NpoAyKTy, NepBrHHE Ta
BTOPWHHE MaKyBaHHS,
TECTYBaHHS:
eHBeoH lnak CaHaii Be
TikapeT A.C., TypeyuuHa;
TECTYBaHHS:

C.K. Cangos C.P.11.,
PymyHis

BWXIiAHOr0 marepiaay/npomikHOro
NPoAyKTy/peareHTy, BUKOPUCTaHNX
npu BUPOBGHULITBI A4it0HOT pEYOBUHYN
h) nogaBaHHa abo 3amiHa (3a
BUHATKOM 6ionoriyHmx abo
IMYHONOrYHNX PEYOBUH) NapameTpa
cneuudikaLii, BKIHOYHO 3
BiAMNOBIAHOI METOAMKOK aHauli3y, AK
Hacnigok npobnemu 3 6e3nekoro abo
sKicTio - Addition of specification
parameter LADX.
3minu AkocTi: Type 1B, B.l.b.1 -
3miHa y napameTpis cneuudikauii
Ta/abo rpaHNYHUX 3Ha4YeHb
cneumdikaLii gito4oi pe4yosmHN abo
BWXIiAHOr0 matepiaay/npomikHOro
NPOAYKTYy/peareHTy, BUKOPUCTaHNX
npu BUPOBGHULITBI A4it0HOT pEYOBUHYN
h) nogaBaHHa abo 3amiHa (3a
BUHATKOM 6ionoriyHmx abo
IMYyHONOrYHNX PEYOBUH) NapameTpa
cneuudikaLii, BKIHOYHO 3
BiAMNOBIAHOI METOAMKOK aHauli3y, AK
Hacnigok npobnemu 3 6e3nekoro abo
akicTio - Addition of specification
parameter MB-X.
3miHu 3 sKocTi: Type IB, B.IIL.1 -
MogaHHsA HOBOrO ab0 OHOBIEHOTO
cepTtudikaTy BignoBigHOCTi abo
BUIyYEHHS cepTudikaTa
€Bponeiicbkoi thapmakonei aAns
Liro40i pevyoBUHW/ANA BUXiLHOT
PEYOoBMHM, peareHTy, NPOMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYETLCS Y
BMpo6HUUTBI Adl/abo ans

[L0MOMIDKHI pe4oBUHU

Ne Hassa dopma sunycky 3asasHuUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa YmosBu Howmep
n/n NiKapcbKo20 (nikapcbka gpopma, BionycKky peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
1. NO3APTAH TabneTtku, BKPUTI CaHpo3 CnoseHis BMPOOHULITBO TypeuunHa/ 3miHu skocTi: Type IB, B.1.b.1 - 3a UA/18672/01/02
CAHAO3® NAIBKOBOK 060I0HKOLO, dapmachbloTikan Hepo3dacoBaHOro Himeuunna/ 3miHa y napameTpiB cneuudikauii peyenmom
LOSARTAN no 100 wmr, no 14 34.0. NPOAYKTY: CnoseHis/ Ta/abo rpaHNYHNX 3HAYEHb
SANDOZ® TabneTtok, BKPUTMX CaHpos Mpyn Carnumk PymyHis cneumadikaLii gito4oi pe4yosmHN abo




NIBKOBOK 060I0HKOKO Y
6nicTtepi, no 2 abo 7
6nicTepiB y KAPTOHHIiA
Kopoo6ui

YpyHnepi Inaknapi CaH. Be
Tik. A.C., TypeuuunHa;
BMPOGHMLITBO
Hepo3acosBaHoro
NPOAYKTY, NEPBUHHE Ta
BTOPUHHE NakyBaHHS,
TeCTyBaHHS:
Cantotac Papma Mm6X,
HimeuumnHa,;
nepBUHHE Ta BTOPUHHE
nakyBaHHS, TECTYBaHHS,
[03BiN Ha BUNYCK cepil:
Nek dapmaueBTMyHa
KoMnaHisa g.4., CnoBeHis;
nepBuHHE Ta BTOPUHHE
nakyBaHHS, 403BiN Ha
BUNYCK cepil:
ek ®apmaveBTUYHa
KoMnaHisi 4.4. , CNoBeHis;
BMPOOHULITBO
Hepo3acoBaHoro
NPOAYKTY, NEPBUHHE Ta
BTOPWHHE MaKyBaHHS,
TeCcTyBaHHS:
leHBeoH lnak CaHaii Be
TikapeT A.C., TypeuuunHa;
TeCcTyBaHHS:

C.K. Cangos C.P.1.,
PymyHis

BVIXiHOTO Martepiany/MpoMixXHOro
NPOAyKTy/peareHTy, BUKOPUCTaHUX
npy BUPOGHMLTBI Ait04OT PEYOBUHYN
h) nopaBaHHsa abo 3amiHa (3a
BUHATKOM 6io/10ri4HMX abo
IMYHOMOrYHNX PEYOBUWH) NapameTpa
cneuudikawii, BK/IHOYHO 3
BiAMNOBIAHOI METOAMKOK aHasi3y, AK
Hacnigok npobaemu 3 6e3nekoro abo
akicTio - Addition of specification
parameter LADX.
3minu akocTi: Type 1B, B.l.b.1 -
3miHa y napameTpiB cneuudikadii
Ta/abo rpaHNYHNX 3HaYeHb
cneupudikauii gito4oi peyoBuHn abo
BVXiJHOTO Marepiany/MpoMixXHOro
NPOAyKTy/peareHTy, BUKOPUCTaHUX
npy BUPOGHMLTBI Ait04OT PEYOBUHYN
h) nopaBaHHsa abo 3amiHa (3a
BUHATKOM 6io/10rivHMX abo
IMYHOMOTYHNX PEYOBUWH) NapameTpa
cneuudikauii, BK/IHOYHO 3
BiANOBIAHOI METOAMKOK aHasli3y, AK
Hacnigok npobaemu 3 6e3nekoro abo
akicTio - Addition of specification
parameter MB-X.
3MiHn 3 akocTi: Type IB, B.III.1 -
MopaHHA HOBOro abo OHOB/IEHOIO
cepTtudikaTy BignoBigHoOCTi abo
BU/TyYEHHS cepTudikara
€Bponeiicbkoi thapmakonei ans
Lito40i peqyoBUHWU/ANA BUXiAHOT
PeyYoBUHM, peareHTy, MPOMiXHOro
NPOAYKTY, WO BUKOPUCTOBYETLCA Y
BMpo6HUUTBI Ad®l/abo ans

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
a) CepTudpikar BignosigHOCTI
€Bponelicbkoi thapmakonei 3rigHo 3
BiAMNoBigHO MOHOrpadieto
€Bponelicbkoi hapmakonei
2. OHOBNEeHUIA cepTUdikar Bif, BXe
3aTBEpAKEeHOro BMpo6Huka - CEP
update for APl manufacturer Tianyu
Pharmaceutical Co., Ltd - from R1-
CEP 2009-227-Rev04 to R1-CEP
2009-227-Rev05.
2. NO3APTAH TabneTku, BKPUTI CaHpo3 CnoseHis BMPOGHMLITBO TypeuunHa/ 3MmiHu akocTi: Type IB, B.1.b.1 - 3a UA/18672/01/01
CAHAO03® NAIBKOBOK 060JI0HKOLO, dapmachbloTikan Hepo3dacoBaHOro Himeuunna/ 3miHa y napameTpiB cneuudikadii peyenmom
LOSARTAN no 50 mr, no 14 34.0. NPOAYKTY: CnoseHis/ Ta/abo rpaHNyYHUX 3Ha4YEeHb
SANDOZ® TabneTok, BKPUTUX CaHpgos N'pyn Carnmk PymyHis cneupudikauii gito4oi peyoBuHn abo




Ne
n/n

Hassa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHuUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
BiOnycKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

[LOMOMDKHI peqoBUHN
a) CepTtudpikaT BiAnoBigHOCTI
€Bponelicbkoi hapmakoner 3rigHo 3
BifNoOBigHO MOHOrpadieto
€sponelicbkoi thapmakonei
2. OHOBNEHWIA cepTudikaT Big BXe
3aTBEepAXEHOro BupobHuka - CEP
update for APl manufacturer Tianyu
Pharmaceutical Co., Ltd - from R1-
CEP 2009-227-Rev04 to R1-CEP
2009-227-Rev05.

CIANIC®

TabneTku, BKpUTI
NMiBKOBOK 06G0/OHKOL0,
no 20 mr, no 1 ta6netui
y 6nicTepi, no 1
6nicTepy B KapTOHHiii
Kopobui, no 2 TabneTkn
y 6nicTepi, no 1, abo no
2, abo no 4 6nictepu B
KapTOHHiiA KOpo6Li

Eni Ninni
Hepnepneng b.B.

HigepnaHngu

BMPOGHMLITBO rOTOBOT
nikapcbKoi chopmu:
Ninni genb Kapi6e IHk.,
CUWA; nepsuHHa Ta
BTOPUHHA YNaKoBKa, A03Bi/

Ha BUMYCK cepii:

Ninni C.A., IcnaHis

cuwa/
IcnaHis

3MmiHu | TMnNY - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHW [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHS y3araslbHEHNX AaHUX NPo
cuctemy dhapmakoHarnsgy, smiHa
YMOBHOBaXEHOT 0co6Y,
BiZiNOBIAANbHOI 32 34iICHEHHS
chapmakoHarnsgy; KOHTaKTHoOI 0cobm
3 hapMakoHarnagy 3asBHvKa Ans
3pjiicCHeHHs chapmakoHarnagy B
YkpaiHi, SKLLO BOHA BigMiHHA BifJ
YMOBHOBaXEHOT 0cOo6Y,
BiZiNOBIAANbHOI 32 34iACHEHHS
hapmakoHarnsgy (Bkaovanoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MilLEeHHI MacTep-chaiina cuctemu
thapmakoHarnagy) - 3miHa
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,
B YkpaiHi. [jitova pefakuis: Boiko
Apocnas AHApIioBUY.
MponoHoBaHa pegakuis: 303yns
Banepiin BacnnboBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0co6u
3a8BHWMKa, BiANOBIAaILHOI 3a
dhapMakoHarnsg B YKpaiHi.

3a
peuyenmom

UA/17354/01/01

COJIIKBA

PO34UH A5 iH ek,
100 Opg,./Mn+50 mkr/mn;
Ne3 a6o Ne5: no 3 mny
KapTpuaxi,
BMOHTOBaHOMY B
OZiHOPa30BY LUMPULL-
pyuky; no 3 abo no 5
LUMPWL-PYYOK B
KapTOHHI Kopo6uyj.
0/1kv B yNnakoBKy He

TOB "CaHodhi-
ABeHTiC
YkpaiHa"

YKpaiHa

CaHodpi-ABeHTic [oiiunaHg

m6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpavjiinHmx
marepianis: 3MiHa CTOCYETbCA
nprBeAeHHs agpecn BUPOGHUKa
CaHodpi-ABeHTic [oitunaHg MvbX,
HimeuumnHa, y BignosigHicte o GMP
cepTudiikaTy Ta BUCHOBKY LLOA0
nigTBEPAXXEHHS BiANOBIAHOCTI yMOB
BMPOOHMLITBA NiKAPCbKNX 3aC006iB.
BBegeHHS 3MiH NpoTsArom 6-tv
MicsILiB nicns 3aTBepKEHHS.

3a
peyenmom

UA/16774/01/01




KapTpuaXi,
BMOHTOBaHOMY B
OHOPa30BY LUMPULL-
pyuky; no 3 abo no 5
LUMPWLL-PYYOK B
KapTOHHI Kopobuji.
[0/Ku B ynakoBKy He
BK/THOYEHI

CaHodpi-ABeHTic flounans MvoX,
HimeuumnHa, y BignosigHictb 1o GMP
cepTudikaTy Ta BUCHOBKY 00
niATBEPLKEHHS BiANOBIAHOCTI YMOB
BMPOBHMLITBA NiKAPCbKNX 3aC006iB.
BBefeHHSA 3MiH NPOTAroMm 6-Tu
MiCALIB MiCNA 3aTBEPLYKEHHS.

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BK/IOYEHI
5. CONIKBA PO3UMH ON1A iH EKLNA, TOB "CaHoti- YkpaiHa CaHodpi-ABeHTic [oiunans Himeuunna BHECEHHS 3MiH 10 peecTpaLiiHnx 3a UA/16775/01/01
100 Opg,./mMn+33 mKr/mn; ABeHTIC M6X marepianiB: 3MiHa CTOCYETbCSA peyenmom
Ne3 a6o Ne5: no 3 mny YkpaiHa" npuBeAEHHS afpecy BUPOGHMKa




