MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

22 ymurHg 2022 poky Ne 1294

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHHUX
iMyHo0Oio/T0riYHHX MpenapaTiB) Ta BHeCEHHs 3MiH [I0 peecTpaliiiHUX MaTepiajiB

BignosigHo go crarti 9 3akoHy Ykpainu «IIpo jslikapchbKi 3acobu», MyHKTIB 5,
7, 9, 10 Tlopsigky [mep)kaBHOI peecTpaillii (mepepeecTpailii) TiKapcbKux 3acobiB,
3aTBep/KeHOro roctaHoBoto Kabinety MinicTpiB Ykpainu Bifg 26 TpaBHsa 2005 poky
Ne 376, ab3ary aABajIiTh CbOMOTO IMANMYHKTY 12 nyHKTy 4 IlonokeHHS TIpO
MiHicTepcTBO OXOpOHM 3/]0POB’sl YKpaiHU, 3aTBep/KeHOoro moctaHoBorw KabiHety
Minictpie Ykpainu Bix 25 6Gepe3ns 2015 poky Ne 267 (B pefakiii mocTaHOBU
Kabinery MinictpiB Ykpainu Big 24 ciuas 2020 poky Ne 90), Ha migctaBi
pe3y/bTaTiB eKCIIePTU3M PeecTpalliiHUuX MaTrepiaiiB TiKapchKUX 3aco0iB (MeauUHMX
iMyHoOionoriuHMX  TpemapartiB), 1[0 TMOJaHi Ha Jep)XaBHy peEeCTparlifo
(mepepeecTpallirt0) Ta BHECEHHS 3MiH [0 peeCcTpaLiiHUX MaTepiajiB, TPOBeJeHUX
[ep>kaBHUM TiANPUEMCTBOM  «Jlep)KaBHUM eKCepTHUW LieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB II0Z0 eheKTHMBHOCTi, Oe3rmeuyHoCTi Ta
AKOCTi, I[OA0 eKCIepPTHOI OL{IHKY CITiBBiJHOIIEHHS KOPUCTL/PU3UK JIIKAPCHKOTO
3acoby, IO TIPOTIOHYEThCS A0 Jep)KaBHOI peectparlifii (mepepeectpariii), 1070
BHECEHHsI 3MiH [0 PeeCTpaLliiHUX MaTepialiB Ta peKoMeH/allii Moro /10 [epKaBHOI
peectpatiii (repepeectpaiiii) abo BHeCeHHs 3MiH [I0 peecTpaljiiHUX MaTepiaJiiB,

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DeeCTpy JiKapCbKuX 3acobiB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
Jomatkom 1.

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>kKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
Ykpainu fikapcbki 3acobu (MeauuHi imyHoOiosioriuHi TperapaTHl) 3TifHO 3
JIOJaTKOM 2.



2

3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy

nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

4. BigMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpariiHuX MartepiajiB Ta [Iep)KaBHOIO peecTpy JIiKapChbKHX 3aco0iB YKpaiHu

MKapChbKMX 3aCO0iB 3riIHO 3 A0JaTKOM 4.

5. KoHTpOJIb 3a BUKOHAHHSIM LIbOT0 HaKa3y MOK/IaCTH Ha MepIIoro 3acTyIHUKA
Minictpa Komapiay O.O.

MinicTp BikTop JISALIKO



NMEPENIK

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMXx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianie»
Bif 22 nunHa 2022 poky Ne 1294

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOIYHUX NPEMNAPATIB), AKI BHOCATbLCA A0
AEPXXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

4 TabneTkm y

KOHTPO/1b SAKOCTI:

3aTBepXXeHOro Hakasom

Ne Hassa dopma suUnycky 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs1
1. MAHTOMPOT | niochinizat gns MicTpan AHrnis BEM lnau CaH. Be Tik. A.C. TypeuunHa peecTpadist Ha 5 pokis 3a He UA/19324/01/01
EKT PO34UHY A5 iH'EKL Kenitan MepiognyHiCTb NogaHHA peyenmom nionsieae
no 40 wmr, no 40 mr MeHepxmeH perynspHo OHOB/IHOBAHOIO
niodpinisaty y T NimiTeq, 3BiTY 3 6e3neku, BiANOBigHO
donakoHi, no 1 [0 MNopsaky 34iRCHEHHS
donakoHy B hapmakoHarnagy,
KapTOHHI/ KopoobLi 3aTBepKeHOro Hakasom
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii
YKpaiHu 29 ciuHsi 2007 poky
3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHU 340pOB'A YKpaiHn
Bif, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3HayeHMn y
nepiognYHOCTI NoAaHHA
perynspHux 3BiTiB 3
6esneku.
TAJANIC TabneTku, BKPUTI Akkopg, MonbLa BiZiNOBIAaANbHWIA 32 BUNYCK Cepil: Benuka peecTpauis Ha 5 pokis 3a He UA/19557/01/01
NNiBKOBOIO Xenckea AKKOPJ, XE/ICKEA NIMITEL, Benvka BpwvTaHis/ MepiognyHICTb NOAAHHSA peyenmom | nionsizae
060n0HkKoto, no 20 Moncka Cn. BpuTaHis; YropumHa/ perynspHo OHOB/IOBAHOro
Mr, N0 2 TabneTkn y 3.0.0. BTOPVHHE NaKyBaHHSA: ITanis/ 3BITY 3 6e3neku, BifnoBiAHO
6nictepi, no 1 AKKOPJ, XE/ICKEA NIMITEL, Benvka IHgis/ 8o Mopsiaky 34iCHeHHs
6nictepy y nauuj; no BpuTaHis; ManbTta thapmakoHarnagy,




Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 peecmpayjitiHo2o
3acoby ynakoska) nocsioYyeHHs1
6nictepi, no 1 a6o 2 ACTPOH PECbOPY NIMITEL, MiHicTepcTBa 0XOpOHHK
6nicTepu B nayuj Benuka bputaHis; 3[10pOB’A YKpaiHu Big 27
KOHTPO/b AKOCTI: rpyaHa 2006 poky Ne 898,
Beccninr XaHrepi Kdot., YropwuHa; 3apEeecTpoBaHoro B
BTOPWHHE NakKyBaHHS: MiHicTepcTBi tocTuuil
LiEiWEnL CEMJIA YEMH (ITanis) Ykpainu 29 ciuns 2007 poky
CIMA, ITanis; 3a Ne 73/13340 (y pegakuii
BMPOGHMLTBO NiKapcbKoro 3acoby, Haka3y MiHicTepcTBa
nepBUHHE Ta BTOPUHHE NakKyBaHHA, OXOPOHW 3[10POB'A YKpaiHu
KOHTPO/Ib SIKOCTi Cepii, eKCNopT Ha Bif 26 BepecHs 2016 poky
OiNbHULLIO BUNYCKY cepil: Ne 996), cTaHOBUTb: 3riAHO
IHTac ®apmacstotikanc Nimiteq, IHAis; 3i CTpoKamu, 3a3Ha4eHMn y
KOHTPO/b SIKOCTI: nepiofnYHOCTI NOJaHHS
®APMABANIA NTa. MikpobionoriyHa perynspHux 3BiTiB 3
nab6opartopisi, YropLuHa,; 6e3neku.
KOHTPO/b SIKOCTI:
dPapmagokc Xenckea /1Ta., ManbTa
3. TEO®INIH MOPOLLIOK TOB YkpaiHa KOPEC (IHAIA) NT4 IHAjis peecTpauisi Ha 5 pokiB - He UA/19556/01/01
(cybeTaHuis) y "®APMACE niosnsieae
noABINHNX o
nonieTMIeHoBUX
nakeTtax gns
hapMaLeBTUYHOIO
3acTocyBaHHA A1
chapmaL,eBTU4YHOro
3acTOCyBaHHs

B.o. I'enepanbHoOro gupexkropa Jlupekropary

(hapmaneBTUYHOTO 3a0e3meyeHHs

Isan 3AIBOPHUX




NMEPENIK

Aopatok 2
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Bif 22 nunHa 2022 poky Ne 1294

NMEPEPEECTPOBAHUX NTIKAPCBKUX 3ACOBIB (MEAUYHNX IMYHOBIONOIYHUX NPEMAPATIB), AKI BHOCATbCA
40 AEPXXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

HamnoBHEHWI WnpuL,
3 PO3YMHHUKOM
(0,234 % po3unH
HaTpito xnopuay y
BOZi ANA iH'eKLji) no
5 wmn, 1 agantep
ans dnakoxy, 1
cucTemy ans
iHcpy3ii, 2 TamMnoHN
3i cnupTtom, 1
nnacTtup, 1 mapnesy
nogyLueyky
BKMafaTb y
KapTOHHY KOPOGKY

BMNyck Habopy; BiANOBIAa/IbHUI
3a Bunyck cepii: Baet ®apma C.A.,
Icnaxis; anbTepHaTMBHa
naboparopisi 4719 TeCTyBaHHsA
npenapary 3a rnokasHukom
«CTepwnbHicTb»: Bio/la6, C.J1.,
IcnaHis; BUPO6HMLTBO Ta
KOHTPO/b AKOCTi PO3UYMHHMKA (KpiM
TecTiB "Cuna Ansi no4aTkoBoro
3cyBy nopLuHa”, "Cuna tepta
nopwHs", "focnimkeHHs
repmeTunyHocTi"): Betep ®apma-
®epturyHr rmeX & Ko. Kr,
HimeuunHa; BMpOGHULTBO Ta
KOHTPO/Ib SKOCTi PO34YMNHHMKA (KpiM
TecTiB "Cuna Ans no4aTkoBoro
3CcyBy nopLuHs", "Cuna TepTs
nopwHs", "focnimKeHHs
repMeTuyHocTI"): BeTep ®apma-
®epTuryHr Nm6X & Ko. K,
HiMeuuunHa; BidyanbHWin KOHTPOSb,
KOHTPO/b SIKOCTi PO34MHHUMKA (KpiM
TecTiB "Cuna ANns no4aTkoBoro
3CyBY NopLuHsa", "Cuna TepTa
nopLuHa", "AocnimKkeHHs
repMeTunyHocTi"): BeTtep ®apma-

"apmakonoriyHi BnactnsocTi”
(peparyBaHHsA TeKCTy),
"Oco6nMBOCTI 3aCTOCYBaHHS"
BiANoBigHO A0 iHhopmaui
CTOCOBHO 6e3neku, sika
3a3HayeHa B marepiasiax
peecTpaLjiiHoro AoCbeE.
MepiognyHiCTb NoAaHHA
perynsipHo OHOB/IKOBAHOTO 3BITY
3 6esneku, BiANOBIAHO A0
Mopsaky 34iiCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOPOHY 340POB’S
Ykpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLi YKpaiHu 29
ciuHsa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepioguuHOCTI
NOAAaHHSA perynsipHrX 3BiTiB 3
6e3neku.

Ne Hassa dopma sunycky 3asasHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2o
3acoby yrnakoska) nocBiO4Y€eHHs
1. BEHE®IKC niocpinizat ana Mdpaiizep CWA BMPOGHMUTBO Niodinisaty 3a IcnaHis/ MepepeecTpauis Ha 3a He UA/16134/01/01
PO34MHY AN5 iH'EKL;iA Eiu.Ci.Mi. MOBHWM LMK/IOM; KOHTPOSIb SIKOCTI HimeuunHa/ HEo6MeXeHN TePMiH. peyenmom nionsi2ae
no 250 MO; KopnopeiiwH pO34MHHKKa (KpiM TecTy "Cuna CLIA OHOoB/EHO iHdhopMaLio B
1 chnakoH 3 TepTa NOpPLUHA"); NaKyBaHHSA IHCTPYKUIT AN MeguyHoro
niodpinizatom, 1 PO3UMHHKKA Y Habip; KOHTPO/Ib 3acTOCyBaHHS NikapCbKoro
nonepegHbL0 AKOCTI, 36epiraHHsl, NakyBaHHs Ta 3acoby B po3ginax




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

®epTuryHr Mrm6X & Ko.Kr,
HiMeuuunHa; BizyanbHW1 KOHTPOb,
KOHTPO/Ib SIKOCTi PO3YMHHUKA
(mvwe Tectn "Cuna gns
no4yaTKoBOro 3CyBY NOPLUHS",
"Cuna TepTsa nopLuHsa",
"[oCniMHKEHHA repMeTUYHOCTI"):
BeTtep ®apma-PepTuryHr rm6X &
Ko.KI", HimeuyunHa; KOHTposb
AKOCTi pO34MHHMKA (KPiM TECTiB
"Cuna ans no4aTKkoBoro 3cyBy
nopLuHa", "Cuna Tepta nopLuHa",
"[oCnimHKeHHs repMeTUYHoCTI"):
Baet bio®apma pfjiBixH oth Baet
Papmaceytukasic JI/1IC, CLUA

BEHE®IKC

niodpinizat gns
PO34UHY ON151 iH KLl
no 500 MO;

1 donakoH 3
niocpinizatom, 1
nonepeaHL0
HamoBHEHWI WnpuL,
3 PO34YUMHHMKOM
(0,234 % po3unH
HaTpito xnopugy y
BOAi AN iH'EKL,iA) no
5 wmn, 1 agantep
ans donakoHy, 1
cuctemy ans
iHcpy3ii, 2 TamMnoHN
3i cnuptom, 1
nnactvp, 1 mapneBy
noayLueyky
BKMajaTb y
KapTOHHY KOPObKY

Mdpaiizep
Eiu.Ci.Mi.
Kopnope#iwH

CLIA

BMPOGHMLTBO NiodoinizaTy 3a
MOBHWM LMK/IOM; KOHTPOJSIb SIKOCTI
po3unHHMKa (Kpim TecTy "Cuna
TepTs nopwHA"); NakyBaHHSA
PO3UMHHKKA Y Habip; KOHTPO/Ib
AKOCTI, 36epiraHHsl, naKyBaHHs Ta
BMNycK Habopy; BiANOBIAasIbHNI
3a Bunyck cepii: Baet ®apma C.A.,
Icnanin; anbTepHaTMBHa
naboparopis ANns TeCTyBaHHS
npenapary 3a rnokasHukom
«CTepunbHicTb»: biofla6, C.J1.,
IcnaHis; BMpo6bHMLTBO Ta
KOHTPO/b SIKOCTi PO3YMHHMKA (KpiM
TecTiB "Cuna ANns no4aTkoBoro
3CyBY NopLuHsa", "Cuna TepTa
nopLuHa", "AocnimKkeHHs
repmeTunyHocTi"): Betep ®apma-
®epTuryHr N'm6X & Ko. K,
HimeuunHa; BUPOGHULITBO Ta
KOHTPO/b AKOCTi PO3UYNHHMKA (KpiM
TecTiB "Cuna Ansi noyaTkoBoro
3cyBy nopLuHa”, "Cuna tepta
nopwHs", "focnimkeHHs
repmeTunyHocTi"): BeTep ®apma-
®epturyHr rméX & Ko. KI,
HiMeuunHa; BidyanbHWin KOHTPOSb,
KOHTPO/Ib SKOCTi PO3UYMHHMKA (KpiM
TecTiB "Cuna A4Nns no4aTkoBoro
3CyBY nopLuHs", "Cuna TepTs
nopwHs", "focnimKeHHs
repMeTnyHoOCTI"): BeTep ®apma-
PepTuryHr T'm6X & Ko.Kr,

Icnanis/
HimeuunHa/
CLWA

MepepeecTpauis Ha
HeobMeXeHul i TEPMIH.
OHoBEHO iHdhopMaLiio B
IHCTPYKLii 4Ns MegnyHoro
3aCTOCyBaHHS NiKapCbKoro
3acoby B po3ginax
"®apmMakonoriyHi BNacTuBoCTi"
(peparyBaHHsi TEKCTY),
"Oco6nMBOCTI 3aCTOCYBaHHA"
BiANOBIAHO A0 iHhopmaw,i
CTOCOBHO 6e3neku, sika
3a3HayeHa B marepianax
peecTpauiiHoro AoCbE.
MepioAnyHICTb NOAAHHSA
perynspHO OHOB/IKOBAHOIO 3BITY
3 6esneku, BiAnoBigHO A0
Mopsaky 34iicHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuil YkpaiHu 29
ciunHa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HavyeHMu y NepiognyHOCTI
NOAAaHHA PerynspHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/16134/01/02




HamnoBHeHWIA LWnpwuL,
3 PO3YMHHUKOM
(0,234 % po3ynH
HaTpilo xnopuay y
BOAj A4N5 iH'EKL,A) Mo
5 ™Mn, 1 agantep
ans donakony, 1
cuctemy ans
iHdpy3ii, 2 TaMnoHK
3i cnupTtom, 1
nnactvp, 1 mapnesy
noayLueyky
BKMafalTb y
KapTOHHY KOPOOKY

BMNYCK Habopy; BiANOBIAa/IbHNI
3a Bunyck cepii: Baet ®apma C.A.,
IcnaHia; anbTepHaTMBHa
naboparopisi 419 TeCTyBaHHs
npenapary 3a rnokasH1KoM
«CTepwnbHicTb»: bio/la6, C.J1.,
IcnaHis; BMpobHULTBO Ta
KOHTPO/Ib SKOCTi PO34YMHHMKA (KpiM
TecTiB "Cuna A4Nns no4aTkoBoro
3CyBY nopLuHs", "Cuna TepTs
nopwHs", "focnimKeHHs
repMeTnyHoOCTI"): BeTep ®apma-
®epTuryHr M'm6X & Ko. K,
HimeuyunHa; BMpo6GHMLTBO Ta
KOHTPO/b SIKOCTi PO3YMHHMKA (KpiM
TecTiB "Cuna ANns no4aTkoBoro
3CyBY NopLuHsA", "Cuna TepTa
nopLuHa", "AocnimKkeHHs
repMeTunyHocTI"): BeTep ®apma-
®epTuryHr Mrm6X & Ko. K,
HiMeuuunHa; BizyanibHW1 KOHTPOb,
KOHTPO/b AKOCTi PO3UYMHHMKA (KpiM
TecTiB "Cuna ansi noyaTkoBoro
3cyBy nopLuHa”, "Cuna tepta
nopwHs", "focnimkeHHs
repmeTunyHocTi"): Betep ®apma-
®epTturyHr rmé6X & Ko.Kr,
HiMeyunHa; BidyanbHWN KOHTPO/Ib,

"apmakonoriyHi BnactnsocTi”
(peparyBaHHs TeKCTy),
"Oco611BOCTi 3acTOCyBaHHA"
BiANOBIAHO A0 iHhopmav,i
CTOCOBHO 6e3neku, ska
3a3HayeHa B Matepianax
peecTpavuiiiHOro AocChbe.
MepiognyHiCTb NoAaHHA
perynsipHo OHOB/IIOBAHOTO 3BITY
3 6e3nekw, BiANOBIAHO A0
Mopsaaky 34iACHeHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO Hakasom
MiHicTepcTBa 0XOpPOHY 340POB’S
YkpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuui Ykpainu 29
ciyHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MinicTepcTBa
0XOPOHU 37,0POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3Ha4YeHMU Y NepiognNyYHOCTI
nofaHHsA perynsipHunx 3BiTiB 3
6e3neku.

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
HiMeuuunHa; BisyanbHW1 KOHTPOIb,
KOHTPO/Tb SKOCTi PO3UYMHHMKA
(nuwe Tectn "Cuna ana
noYyaTKoBOro 3CyBYy NOPLUHA",
"Cuna TepTa nopLuHa",
"[oCnimHKeHHA repMeTUYHoCTI"):
BeTtep ®apma-PepturyHr rm6X &
Ko.KI', HimeuunHa; KOHTpOsb
AKOCTI PO34MHHMKA (KPiM TECTiB
"Cwna a1 no4yaTkoBOro 3cyBy
nopwHs", "Cuna TepTs NopLuHa",
"[oCnimHKeHHA repMeTUYHoCTi"):
Baet Bio®apma pgjBixH ocp BaeT
Papmaceytukasic JI/1C, CLUA
3. BEHE®IKC niogpinizat gns Mdpaiizep CLA BMPOGHMLTBO NiodinizaTy 3a Icnanis/ MepepeecTpauis Ha 3a He UA/16134/01/03
pO34MHYy A5 iH ek Eiiu.Ci.MMi. MOBHWM LMK/IOM; KOHTPOJIb SIKOCTI HimeuunHa/ HeobMeXeHWi TEPMIH. peyenmom nionsizae
no 1000 MO; KopnopeiiH po3urHHKKa (KpiM TecTy "Cuna CWA OHOB/1EeHO iHhopMmaLlito B
1 donakoH 3 TepTsa nopwHA"); NnakyBaHHSA IHCTPYKLii 4Nna MeguyHoro
niogpinizatom, 1 PO34YUMHHIKKA Y Habip; KOHTPOb 3aCTOCYBaHHS NiKapCbKOro
nonepegHsL0 SIKOCTI, 36epiraHHs, nakyBaHHa Ta 3acoby B po3sginax




HamoBHEHWI WnpuL,
3 PO3UYMHHUKOM
(0,234 % po3unH
HaTpito xnopuay y
BOAj A4NA iH'€KL,iA) Mo
5 wmn, 1 agantep
4ns dnakoxy, 1
cucTemy ans
iHdpy3ii, 2 TamMnoHK
3i cnupTtom, 1
nnacTtup, 1 mapnesy
nogyLueyky
BKMafalTb Yy
KapTOHHY KOPOGKY

BMNyCK Habopy; BiANOBIAa/IbHUI
3a Bunyck cepii: Baet ®apma C.A.,
Icnaxis; anbTepHaTMBHa
naboparopisi 4719 TeCTyBaHHsA
npenapary 3a rnokasHukom
«CTepunbHicTb»: Bio/la6, C.J1.,
IcnaHis; BUpO6HMLTBO Ta
KOHTPO/b AKOCTi PO3UYMHHMKA (KpiM
TecTiB "Cuna Ansi noyaTkoBoro
3cyBy nopLuHa”, "Cuna tepta
nopwHs", "focnimkeHHs
repmeTunyHocTi"): BeTep ®apma-
®epturyHr rméX & Ko. KI,
HimeuunHa; BMpo6GHMLTBO Ta
KOHTPO/Ib SKOCTi PO3UYMHHMKA (KpiM
TecTiB "Cuna A4ns no4aTkoBoro
3CyBY nopLuHs", "Cuna TepTs
nopwHs", "focnimKeHHs
repMeTuyHocTI"): BeTep ®apma-
®epTuryHr Nm6X & Ko. K,
HiMeuunHa; BidyanbHW1 KOHTPOb,
KOHTPO/b SIKOCTi PO3YMHHMKA (KpiM
TecTiB "Cuna ANns no4aTkoBoro

3CyBY NopLuHsA", "Cuna TepTa
nopLuHa", "AocnimKkeHHs
repMeTnyHocTi"): BeTep ®apma-
®epTuryHr Mrm6X & Ko.Kr,
HiMeuuunHa; BizyanibHW1 KOHTPO/b,
KOHTPO/Ib SIKOCTi PO3YMHHMKA

"apmakonoriyHi BnactnsocTi”
(peparyBaHHs TeKCTy),
"Oco6nMBOCTI 3aCTOCyBaHHS"
BigNoBigHO A0 iHhopmaui
CTOCOBHO 6e3neku, sika
3a3HayeHa B marepianax
peecTpaLjiiiHoro AOCbE.
MepioAnyHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO 3BITY
3 6esneku, BiANOBIAHO A0
Mopsigky 34iicCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOPOHY 340POB’S
Ykpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MinicTepcTBi tocTuLi Ykpainu 29
ciyHsa 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MiHicTepcTBa
0XOPOHU 37,0POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepiognUyuHOCTI
NoAaHHsA perynspHrX 3BiTiB 3
6esneku.

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOHTPO/Tb SIKOCTi PO3UYMHHNMKA
(nvwe Tectn "Cuna gns
NnoYyaTKoBOro 3CyBY MOPLUHSA",
"Cwuna TepTsa nopLuHa",
"[ocnimpKeHHS repMeTUYHOCTI"):
BeTtep ®apma-PepturyHr rmoX &
Ko.KTl", HimeuunHa; koHTposb
AKOCTi PO3UMHHKKA (KpiM TecTiB
"Cuna gnsa no4yaTkoBoro 3cyBy
nopHa", "Cuna Tepta nopHaA",
"[ocnimpKeHHS repMeTUYHOCTI"):
Baet Bio®apma gisixH o BaeT
dapmaceytukasc JI/1IC, CLUA
4, BEHE®IKC niodcpinizat ana Mdpaiizep CWA BMPOBHMUTBO Niodinisaty 3a IcnaHis/ MepepeecTpauis Ha 3a He UA/16134/01/04
pO3unHy A5 iH'eKwuin Eiiy.Ci.Mi. MOBHWM LMK/IOM; KOHTPOSIb SKOCTI HimeuunHa/ HEoOMeXeHW TEPMIH. peyenmom nionsi2ae
no 2000 MO; KopnopeiiwH pO34MHHKKa (KpiM TecTy "Cuna CLIA OHOBAEHO iHdhopMaLio B
1 chnakoH 3 TepTa NOpLUHA"); NaKyBaHHSA IHCTPYKUIT AN MeguuHoro
niodpinizatom, 1 PO3UMHHMKA Y Habip; KOHTPO/Ib 3aCTOCYBaHHS NiKapCbKoro
nonepegHL0 AKOCTI, 36epiraHHsl, NaKyBaHHs Ta 3acoby B po3sginax




HamoBHEHWI WnpuL,
3 PO34YUMHHMKOM
(0,234 % po3unH
HaTpito xnopugy y
BOAji ANA iH'EKL,A) no
5 wmn, 1 agantep
ans donakoHy, 1
cuctemy ans
iHcpy3ii, 2 TamMnoHN
3i cnuptom, 1
nnactvp, 1 mapneBy
noayLueyky
BKMajaTb y
KapTOHHY KOPObKY

BMNycK Habopy; BiANOBIAasIbHNI
3a Bunyck cepii: Baet ®apma C.A.,
Icnanin; anbTepHaTMBHa
naboparopis ANna TeCTyBaHHS
npenapary 3a rnokasHukom
«CTepunbHicTb»: biofla6, C.J1.,
IcnaHis; BMpobHMLTBO Ta
KOHTPO/b SIKOCTi PO3YMHHMKA (KpiM
TecTiB "Cuna ANns no4aTkoBoro

3CyBY NopLuHsA", "Cuna TepTa
nopLuHa", "AocnimKkeHHs
repmeTunyHocTi"): Betep ®apma-
®epTuryHr Mrm6X & Ko. K,
HimeuuunHa; BUpPOGHULITBO Ta
KOHTPO/b AKOCTi PO3UYMHHMKA (KpiM
TecTiB "Cuna ansi noyaTkoBoro
3cyBy nopLuHa”, "Cuna tepta
nopwHs", "focnimkeHHs
repmeTunyHocTi"): BeTep ®apma-
PepturyHr rmeX & Ko. KI,
HiMeuunHa; BidyanbHWin KOHTPOSb,
KOHTPO/Ib SKOCTi PO3UYMHHMKA (KpiM
TecTiB "Cuna A4ns no4aTkoBoro
3CyBY nopLuHs", "Cuna TepTs
nopwHs", "focnimKeHHs
repMeTnyHoOCTI"): BeTep ®apma-
®epTuryHr Mrm6X & Ko.Kr,
HiMeuunHa; BidyanbHW1 KOHTPOb,
KOHTPO/Ib SIKOCTi PO3YMHHUKA
(nvwe Tectn "Cuna ans

"®apmMakooriyHi BNacTuBoCTi"
(peparyBaHHsi TEKCTY),
"Oco6nMBOCTI 3aCTOCYBaHHSA"
BiANOBIAHO A0 iHhopmav,i
CTOCOBHO 6e3neku, sika
3a3HayeHa B marepianax
peecTpauiiiHoro AockE.
MepioAnyHICTb NOAAHHSA
perynspHO OHOB/IKOBAHOIO 3BITY
3 6esneku, BiAnoBigHO A0
Mopsaky 34iicCHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuLil YkpaiHu 29
ciunHsa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HavyeHMu y NepiognyHOCTI
NOAAaHHA PerynspHuX 3BiTiB 3
6e3neku.

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
(mvwe Tectn "Cuna gns
noYyaTKoBOro 3CyBY NOPLUHS",
"Cuna TepTsa nopLuHsa",
"[oCniMKeHHs repMeTUYHoCTI"):
BeTtep ®apma-PepTuryHr rm6X &
Ko.KI", HimeuunHa; KOHTposb
AKOCTi pO34MHHMKA (KPiM TECTiB
"Cuna ans no4aTKkoBoro 3cyBy
nopLuHa", "Cuna Tepta nopLuHa",
"[oCnimHKeHHs repMeTUYHOCTI"):
Baet bio®apma pgiBixH oth Baet
Papmaceytukasic JI/IC, CLUA
5. BEHE®IKC niodpinizat gns Mdpaiizep CLIA BMPOGHMLTBO NiodinizaTy 3a Icnanis/ MepepeecTpauis Ha 3a He UA/16134/01/05
PO34UHYy ON15 iH'eKLiit Eiiu.Ci.Mi. NOBHWUM LMK/IOM; KOHTPO/Ib SIKOCTI HimeuunHa/ HeobMeXeHuli TEPMIH. peuenmom nionsieae
no 3000 MO; Kopnope#iwH po3unHHMKa (Kpim TecTy "Cuna CWA OHoBEHO iHdhopMaLiio B
1 donakoH 3 TepTs nopwHA"); NakyBaHHSA IHCTPYKLii 4Ns MegnyHoro
niocpinizatom, 1 PO3UMHHKKA Y Habip; KOHTPO/Ib 3aCTOCYBaHHSA NikapcbKoro
nonepegHsL0 SIKOCTi, 36epiraHHs, nakyBaHHs Ta 3acoby B po3ginax
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

noYyaTKoBOro 3CyBYy NOPLUHA",
"Cuna TepTa nopLuHa",
"[oCnimHKeHHA repMeTUYHoCTi"):
BeTtep ®apma-PepturyHr rm6X &
Ko.KI", HimeuunHa; KOHTpO/b
AKOCTI PO34MHHMKA (KPiM TECTIB
"Cwna a1 no4yaTkoBOro 3cyBy
nopHsa", "Cuna TepTs NopLuHa",
"[oCnimHKeHHA repMeTUYHoCTi"):
Baet Bio®apma gjBixH o BaeT
Papmaceytukasic JI/1C, CLLUA

AIANEHEM

NOPOLLIOK A/1A
po34nHy Ans

iH eKUili Ta iHQy3ili
no 500 mr, no 1
chnakoHy a6o 10
hnakoHiB y navui 3
KapToHyY

M. BIOTEK
NIMITEL

Benuka
BputaHis

BMPOBHMK rOTOBOTO J1iKapCbKOro
3aco06y, Lo 34ilicHI0E
BUPOGHMULITBO, NEPBUHHE Ta
BTOPVHHE MaKyBaHHS, KOHTPO/b
AKOCTI Ta BUNyck cepiii: AHOAPM
XEJNAC C.A., I'peuis; BUPOBHWK
MPOMiXHOro NPOAYKTY NMiKapCbKOoro
3aco6y - cTepuIbHOT CyMiLli
MeponeHeMy TpurigpaTty i HaTpito
kap6oHarty (in bulk): EnCiEc
LOBDAP C.IM.A,, ITanis;
BUPOBHUK NPOMIXHOr0 NPOAYKTY
NiKapcbKoro 3acoby - CTepuUsIbHOT
CyMili MeponeHemy TpUrigpaTy i
Hatpito kapboHaTy (in bulk):
CABIOP IANDTEK
KOPIMOPEWILLH, TaliBaHb

Ipeuis/
ITanis/
TaiiBaHb

MepepeecTpauis Ha
HeobMeXeHWi TEpPMIH.
OHOB/1EHO iHGhopMmaLito B
IHCTPYKLii 4na MegnyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby y posginax:
"®apmakonoriyHi BractneocTi”,
"Moka3aHHs", "B3aemogis 3
IHLWMMK NiKkapcbknMmy 3acobamm
Ta iHWi BMAW B3aemogjin",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs
rpyaat”, "3partHicTb BMBaTH
Ha LWBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNoOpPTOM
abo iHWKYMKY MexaHi3mammn",
"Cnoci6 3acTocyBaHHA Ta 4o3u",
"Mo6iuHi peakwji" BigNOBIAHO A0
iHchopmawii Lwoao megmyHoro
3aCTOCyBaHHA ped)epeHTHOro
nikapcbKkoro 3acoby
(MEPOHEM, nopowok ans
PO3UUnHY ANs iH'eKLin abo
iHcy3ii).
MepiognyHiCTb NoAaHHA
perynsipHo OHOB/IIOBAHOTO 3BITY
3 6e3nekw, BiANOBIAHO A0
Mopsaaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO Hakasom
MiHicTepcTBa 0XOpPOHY 340POB’S
YkpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuui Ykpainu 29
ciyHs 2007 poky 3a Ne 73/13340
(y pegakuii Hakasy MinicTepcTBa

3a
peyerimom

He
niosnsieae

UA/16104/01/01
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iH eKUil Ta iHdy3il
no 1000 wmr, no 1
thnakoHy a6o 10
chakoHiB y navui 3
KapTOHY

BTOPVHHE MakKyBaHHS, KOHTPO/b
AIKOCTi Ta BUNyck cepiii: AHOAPM
XENNAC C.A., I'peuisi; BAPOOGHUK
MPOMIDXHOIO NPOAYKTY NiKapCbKOro

3acoby - CTepubHOI CyMiLli

MeponeHemy Tpurigpary i HaTpito

kap6oHarty (in bulk): EACiEc
LOOBDAP C.IM.A,, ITanis;

BMPOGHWK MPOMIXXHOIO NPOAYKTY
nikapcbKoro 3acoby - cTepubHOT
CyMiLLi MeponeHemy Tpurigpary i

HaTpito kap6oHarty (in bulk):
CABIOP JIANNGTEK
KOPMOPEWILLH, TaiiBaHb

IHCTPYKLii 4Ns MegnyHoro
3aCTOCyBaHHS NiKapCbKoro
3acoby y posginax:
"®apmakoorivyHi B1acTuBocTi”,
"Moka3aHHs", "B3aemogis 3
HLIMMK NikapcbkrMKn 3acobamm
Ta iHWi B1AKM B3aemogiin",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTe BNAnBaTu
Ha LUIBMAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM
ab0 iHWKYMK MexaHi3mamm®”,
"Cnoci6 3acTocyBaHHs Ta gosun",
"Mo6iuHi peakwji" BigNoBigHO A0
iHbopmawii woao MegnyHoro
3acTocyBaHHsA pethepeHTHOro
nikapcbKkoro 3acoby
(MEPOHEM, nopotuok ans
PO3umnHy NS iH'ekuin abo
iHcDy3iiA).
MepioAnyHICTb NOAAHHSA
perynspHO OHOB/IKOBAHOIO 3BITY
3 6esneku, BiAnoBigHO A0
Mopsaky 34iicHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YkpaiHm 29
ciuHsa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu,
3a3HavyeHMu y NepiognyHOCTI
NoAaHHA perynsipHyX 3BiTiB 3

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
0XOPOHU 37,0POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3Ha4YeHMN Y NepiognNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.
7. AIANEHEM MOPOLLIOK ANt M. BIOTEK Benwvka BMPOBGHMK rOTOBOTO J1liKapCbKOro Ipeuis/ MepepeecTpauis Ha 3a He UA/16104/01/02
pO34nHy aons NIMITEL BpuTaHis 3aco0by, Lo 34ilicHI0e ITania/ HeobMeXeHuli TEPMIH. peuyenmom niosnsieae
BMPOOHULITBO, MEPBMHHE Ta TaliBaHb OHoBEHO iHdhopMaLiio B
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Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

nocsBi0YeHHs

6e3neku.

30HIK

Kancynu TBepai no
150 wmr, no 14
kancyn y 6nictepi;
no 1 a6o no 2, a6o
no 4, a6o no 6
6nicTepiB y
KapTOHHIiA ynakoBL,i

TOB
"TNEAGAPM
nTa”

YkpaiHa

KYCYM XENTXKEP NBT NTA

IHais

MepepeecTpauis Ha
HEoOMeXeHW TEPMIH.
OHOBAEHO iHGhopMaLio B
IHCTPYKUIT AN MeguyuHoro
3aCTOCYBaHHS NiKapCbKoro
3acoby y posginax:
"apmakonoriyHi BnactneocTi”,
"B3aemogis 3 iHWmMu
nikapcbknMmn 3acobamu Ta iHLWi
BMAM B3aemogijin”, "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHA
y nepioa BariTHoOCTi abo
rofyBaHHs rpyaaro”, "rNo6ivHi
peakujii" BiANoBigHO A0
iHchopmawii Lwoao meguyHoro
3aCTOCyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (JIIPUKA,
Kancysnn).
MepioAnyHICTb NOAAHHSA
perynspHO OHOB/IKOBAHOIO 3BITY
3 6esneku, BiAnoBigHO A0
Mopsiaky 34iicHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuil YkpaiHu 29
ciuHsa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HavyeHMu y NepiognyHOCTI
NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/16350/01/01

MOKCU®DOK
C-IHDY3IA®

PO34UH AN1s iHQY3il,
400 mr/250 mn, no
250 mMn y nnswui, no
1 nnsAwui B nayui; no
250 mn y nakeri
nosnimepHomy, no 1
nakeTy
nonimepHomy B
npo3opomMy
nnacTykoBoMy
nakeTi Ta nayui

MpuBatHe
akujioHepHe
TOBapuCTBO

"IHgpy3isn”

YkpaiHa

MpuBaTHe akLioHepHe TOBapUCTBO
"IHdpy3ia”

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.
OHOBJIEHO iHghopMmaLito B
IHCTPYKUIT N8 MeguuHoro
3aCTOCYBaHHS NiKapCbKoro
3acoby y po3sginax: "Cnoci6
3aCToCyBaHHA Ta 403n",
"Mo6iuHi peakwji" BigNoBIigHO A0
iHbopmauii Wwoao MegnyHoro
3aCTOCyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (ABEJIOKC,

3a
peyenmom

He
nidnsieae

UA/16553/01/01




13

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

PO34uH NS iHQy3il)
MepioAnyHICTb NoAaHHSA
perynspHO OHOB/IHOBAHOIO 3BITY
3 6e3neku, BignoBigHO 40
Mopsiaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YkpaiHm 29
ciuHa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKamu,
3a3HavyeHVMu y nNepiognyHoCTI
NoAaHHA perynspHyX 3BiTiB 3
6e3nekn

10.

NMEHTOKCUN®
1NIH

PO34MH A8 iH EKLiA,
20 mr/mn, no 5 mn B
amnyni; no 5 amnyn
PO34MHY B KOHTYPHIiA
YapyHKOBIW
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yMakoBKM B nauuj 3
KapTOHY

TOB "tOpisi-
Papm”

YkpaiHa

TOB "HOpig-Papm”

YKpaiHa

MepepeecTpauis Ha
HEoOMeXeHW TEPMIH.
OHOBAEHO iHGhopMaLio B
IHCTPYKUIT ANS MeanYHOro
3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginax
"®apmakoTepanesTnyHa rpyna”
(YyTOUHEHHS), "®apmakonoriyHi
BMacTveocTi",
"MpoTunokasaHHA", "B3aemogis
3 HWYMK NiKapcbKMMn
3aco6amu Ta iHwWi Buan
B3aemogiit”, "OcobmBocCTi
3acTocyBaHHA", "3acToCyBaHHsA
y nepioa BariTHoOCTi abo
rofyBaHHs rpyat"” (YTOYHEHHSA
iHchopmauii), "Mepeno3yBaHHs",
"Mo6iyHi peakuji" Ta OHOBNEHO
iHcbopMmaLito B KOPOTKiiA
XapaKkTepucTuLl NikapcbKoro
3acoby y po3ginax
"®apmakoTepanesTnyHa rpyna”
(YyTOUHEHHS), "®apmakonoriyHi
BMacTveocTi",
"MMpoTunokasaHHa" ,
"Oco61MBOCTI 3aCTOCYyBaHHA",
"B3aemogis 3 iHWMMKn
nikapcbknMmu 3acobamm Ta iHLWi

BMAW B3aeMogiin", 3acTtocyBaHHs

3a
peyenmom

He
nionsieae

UA/16196/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
nif yac BariTHOCTi Ta rogyBaHHs
rpyaa” (YTOUHEHHs
iHchopmauii) , "MepenosyBaHHA",
"Mo6iuHi peakwji" BigNoBigHO A0
iHchopMmauii pedbepeHTHOro
nikapcbKoro 3acoby TpeHTan,
PO34MH ANA IHEKUiA, 20 mr/mn.
MepioAnyHICTb NoAaHHSA
perynspHO OHOB/IHOBAHOIO 3BITY
3 6esneku, BignoBigHoO 40
Mopsiaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainm 29
ciuHa 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKamu,
3a3HayvyeHMu y nNepiognyHoCTI
NoAaHHA perynspHyX 3BiTiB 3
6e3neku.
11. TEMOS3O/IOM | nopoLuok Ekcenna 'm6X | HimeyunH Ekcenna 'm6X eHg Ko. KI HimeuyunHa MepepeecTpauis Ha - He UA/16756/01/01
14 (cybeTaHuis) y eHf Ko. KI a HeobMeXeHWn TepMiH nionsi2ae
NoABINHMX
nonieTnIeHoBUxX
naketax gns
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
12. TOPACEMIA, MOPOLLIOK MpuBaTHe YkpaiHa Inka NlabopaTtopic Mlimiteq IHAisA MepepeecTpauis Ha - He UA/16588/01/01
(cybeTaHuisn) y akuioHepHe HeobMeXeHWi TepMiH niossieae
noABiHMX TOBapMCTBO
nonieTuIeHoBMX "Jlexkxim-
MilKkax ans Xapkis"
chapmaLeBTUYHOro
3acTocyBaHHs AN
dhapmaL,eBTU4YHOro
3aCTOCYyBaHHSA
13. ®API BEPAE | cnpeit gnhsi poToBOi CninbHe Ykpaina CninbHe yKpaiHCbKO-icnaHCbke YkpaiHa MepepeecTpauis Ha 6e3 nidnsieae UA/16539/01/01
NOPOXHUHN 1,5 YKpPaiHCbKO- nignpuemcTso "Cnepko YkpaiHa" HeobMeXeHWl TEPMIH. peyenma
mr/mn; no 30 mny icnaHcbke OHoBEeHo iHdhopMaLio B
KOHTelHepi 3 nignpueMcTBo IHCTPYKUii AN MeguyHoro
KpWLLKOIO B "ClMNEPKO 3aCcTOCYBaHHS NikapcbKoro
KOMMeKTi 3 YKPAIHA" 3aco6y B posainax

NPUCTPOEM ANst

"apmakonoriyHi BractneocTi”
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3assHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYyeHHs1

PO3NWOBaHHA Y
nauui

(yTOuHeHHs iHdhopmauii),
"B3aemopis 3 iHWMMKN
niKkapcbknMmu 3acobamm Ta iHLWi
BMAM B3aemogiit”, "OcobmBOCTi
3acTocyBaHHs", "3acTocyBaHHA
y nepio BaritTHoOCTi abo
roflyBaHHs rpyaat” (yTO4UHeHHS
iHchopmauii), "Cnocio
3acTocyBaHHA Ta fo3un"
(yTouHeHHs iHdhopmauii),
"MepeposyBaHHA", "M06IYHI
peakujii" BiANoBIgHO A0
OHOB/IEHOI iHchopMmaLil
pediepeHTHOro Nikapcbkoro
3acoby (TaHTym Bepae® cnpeii
[ONA POTOBOI NOPOXHUHKN 1.5
Mr/MA, 3apeecTpoBaHnii B
YkpaiHi).
MepiognyHiCTb NoAAHHSA
perynsipHo OHOB/IIOBAHOTO 3BITY
3 6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oMm
MiHicTepcTBa 0OXOpPOHY 340POB’'S
Ykpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLji Ykpainn 29
ciuHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MinicTepcTBa
0XOPOHU 37,0POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3Ha4YeHMU Y NepiognNYHOCTI
noJaHHsA perynspHux 3siTiB 3
6e3neku.

14.

XELEPAN®
nsoLL,

cupon no 115 mn
a6o no 200 mny
donakoHi, no 1
ch1akoHy 3 MipHUM
CTakaH4MKoM y
KapTOHHI Kopobui

AT
"BITAMIHA"

YkpaiHa

AT "BITAMIHA"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHul i TEPMIH.
OHoBMEHO iHdhopMaLiio B
KOPOTKili XapakTepucTu,i
niKkapcbKoro 3acoby B po3zinax
"MpoTunokasaHHa", "OcobamBi
3acTepexeHHs Ta 3anobixHi
3axoAM npu 3acTOCyBaHHI",
"Bnnve Ha 34aTHICTb KepyBaTtu
TpaHCMopTHMMK 3acobamMu abo
npawtoBaTty 3 iHWMK
aBTOMAaTM30BaHUMW

6e3
peyenma

niossieae

UA/16495/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

cuctemamu”, "Mo6iyHI peakwyii"
Ta B IHCTPYKLUIT A9 MeANYHOro
3aCcTOCYyBaHHS NikapCbKoro
3acoby y po3ginax
"TpoTunokasaHHsa",
"Oco61mBOCTI 3aCTOCYyBaHHA",
"3paTHiCTb BNIMBATU Ha
LWBWAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNoOpTOM
ab0o iHWKYMKY MexaHi3mammn",
"Mo6iyHI peakuii™ BigNOBIAHO
iHdhopmauii woao 6esnekn
3aCTOCyBaHHS Ajloyoi Ta
[OMOMiXXHUX PEYOBWUH
nNikapcbKoro 3acooby.
MepiognyHiCTb NoAAHHSA
perynsipHo OHOB/IIOBAHOTO 3BITY
3 6e3neku, BiANOBIAHO A0
Mopsaaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO Haka3om
MiHicTepcTBa 0OXOpPOHY 340POB’S
Ykpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLji Ykpainn 29
ciuHs 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MinicTepcTBa
0XOPOHU 37,0POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3Ha4YeHMN Y NepiognNYHOCTI
noJaHHsA perynspHux 3BiTiB 3
6e3neku.

B.o. I'enepanbHoro gupexkropa /lupekropary
(hapmanieBTUYHOrO0 3a0e3neueHHs

Isan 3A/IBOPHUX




NMEPENIK
NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIONIONYHUX MPEMAPATIB), LLLOAO AKUX BY/I BHECEHI 3MIHU 1O
PEECTPALINHNX MATEPIANIB, AKI BHOCATLCA A0 AEPXXABHOIO PEECTPY JIIKAPCbK/X 3ACOBIB YKPAIHU

Aopatok 3

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx

MaTepianis»

Bifg 22 nunHA 2022 poky Ne 1294

KapTOHHI Kopoo6Li

BMPO6HULTBO in bulk
(anbTepHaTVBHA
AiNbHULA):
CaHpos lMpaviBeT
Nimites, IHAiA
KOHTpO/b cepii
(asibTepHaTVBHA

MeAMYHOro 3aCTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOrO 3BIiTY 3 6e3nekun NikapcbKoro 3acoby, abo
LocnimpkeHb 3 6e3nekn 3acToCyBaHHSA NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHKM
3BIiTY 3 OC/iAXeHb, MPoBeAEeHUX BiANOBIAHO A0 nNnaHy
negiatpuyHux gocnimpkers (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHWM OpraHom). 3MiHV1 BHECEHO

Ne Hassa dopma BUMYCKY 3assBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocBi04YeHHs
1. ANBOBAK NopoLUoK AN Mictpan AHrniA Na6opatopio Peir IcnaHis BHECEHHS 3MiH [j0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny 3a UA/13141/01/01
po3uuHy ans Kenitan Xodpe, C.A. - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
iH'ekuin, nolr, 1 MeHemKMeHT thapmakoHarnisgy. BeefeHHs abo 3MiHM [0 y3arasibHEHMX
1aKoH 3 MOPOLLKOM Nimiteq [aHux npo cuctemy hapmakoHarnsagy (BBefeHHs
y nayui 3 KapToHy y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXXEHOT 0CO6MU, BignoBiganbHoi 3a
3[iicHeHHA hapMakoHarnagy; KOHTakTHOT ocobu 3
thapmakoHarnaay 3asiBHUKa A5 34iliCHEHHS
hapMakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA Big,
YMNOBHOBaXXeEHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnsgy (Bkovatoum KOHTakKTHI gaHi) Ta/abo
3MiHM y PO3MiLLIEeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy). 3miHa ynoBHOBaXeHoi 0cobu
3as1BHUKA, BiANOBiAa/IbHOI 3a 3AiliCHEHHS
papmakoHarnsgy. ditoua pegakuisi: CoTHikoBa CBiTnaHa
BiktopiBHa. NponoHoBaHa pepakuis: Cipaxos Irop
OnekcaHapoBuy.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0CO6U 3aABHNKA,
BiANOBIAa/IbHOI 3a 34ilicHeHHs hapmakoHarnsagy. 3miHa
MicLie3HaX0KeHHs MacTep-thaiina cuctemu
hapmakoHarsisgy Ta oro Homepa. 3MiHa micus
3/1iiCHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsay.
ANONYPUHO | Tabnetkn no 300 mr; CaHpo3 CnoBeHis BMPOBGHULITBO 3a HimeuyunHa/ | BHECEHHS 3MiH [0 peecTpauiliHix maTtepianis: 3MiHU | TUNY 3a UA/9524/01/02
N CAHAO03® no 10 Tabnetok y dapmacbioTika NOBHVM LK/IOM: IHais/ - 3miHK Wwoao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nictepi; no 5 n3 a.a. Cantotac Papma PymyHis/ thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTumLi
6nicTepis y vM6X, HimeuunHa CnoseHis NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
OiNbHULS): [0 IHCTPYKLiT 4715 Me4MUYHOro 3acTOCyBaHHS NiKapCbKoro
C.K. CaHpgo3 C.P.J1., 3acoby y po3ainu: "Cnocib 3acTocyBaHHs Ta fo3u",
PymyHis "Mo6iuHi peakwyji" BigNOBiAHO A0 OHOBNEHOI iHhopMaLlii 3
nepBuHHE i BTOPUHHE 6e3nekun Ailo4oi pevoBnHN. BBeAeHHS 3MiH NpoTArom 6-tn
nakyBaHHs, [03BiN Ha MicsILiB Micns 3aTBepPKEHHS.
BUMNYCK cepii
(anbTepHaTMBHA
OinbHNLA):
ek ®apmavneBTNYHA
KoMnaHis g.4.,
CnoseHis
ANONYPUHO | Tabnetkn no 100 mr; CaHpo3 CnoBeHis BMPOBGHULTBO 3a HimeuunHa/ | BHECEHHS 3MiH 4,0 peecTpaLiiHX MaTepiasis: 3MiHn | Tuny 3a UA/9524/01/01
N CAHAO03® no 10 Tabnetok y dapmachbioTika NOBHVM LK/IOM: IHgis/ - 3miHK Wwoao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nictepi; no 5 n3 a.a. Cantotac Papma PymyHis/ thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuLi
6nicTepis y vM6X, HimeuunHa CnoseHis NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
KapTOHHIA Kopoo6Li BMPOGHMLTBO in bulk MeJMYHOro 3aCTOCYBaHHS Ha NiacTasi perynsipHo
(anbTepHaTVBHA OHOB/OBAHOrO 3BIiTY 3 6e3nekun nikapcbKoro 3acoby, abo
OiNbHULSA): OOCnifpKeHb 3 6e3Mnekn 3acTocyBaHHS NikapCbKoro 3acoby
CaHpos lMpaviBeT B nicnspeecTpauiiinii nepiog, abo sk pe3ynbTaT OLiHK/
Nimites, IHAiA 3BiTy 3 OC/iAXeHb, MPoBeAEHUX BiAMNOBIAHO A0 nnaHy
KOHTpO/b cepii negiatpnyHux gocnimpkernb (PIP) (3MiHy y3romkeHo 3
(anbTepHaTuBHa KOMNETEHTHUM YNOBHOBAXXEHNM OpraHom). 3MiHV BHECEHO
OinbHULA): [0 IHCTPYKLUiT A8 MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
C.K. Cangos C.P.J1., 3acoby y po3ginu: "Cnocib 3actocyBaHHs Ta fo3m",
PymyHis "Mo6iyHi peakwyji" BigNOBiAHO A0 OHOBMEHOI iHChopMaLii 3
nepBUHHE i BTOPUHHE 6e3nekun Ailo4oi pevoBMHN. BBeAEHHS 3MiH NPOTArom 6-Tn
nakyBaHHs, 4,03Bi1 HA MiCALIB MiCNSA 3aTBEPLYKEHHS.
BMMNYCK cepil
(anbTepHaTVBHA
OiNbHULSA):
ek ®apmauesTnyHa
KoMnaHisa g.4.,
CnoBeHis
AMAPUN® Tabnetku no 2 mr; TOB "CaHoi- YkpaiHa CAHO®I C.P.J1. ITanis BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/7389/01/01
Ne 30 (15x2): no 15 ABeHTIC - 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta peuenmom
Tabnetok y 6nictepi; YkpaiHa"

no 2 6nictepu B
KapTOHHIlA KopooLi

thapmakoHarnagy. BeegeHHs abo 3MiHM A0 y3arasibHEHMX
JaHunx nNpo cuctemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHux npo cuctemy chapmakoHarnagy,
3MiHa YNOBHOBaXXEHOT 0CO6MU, BignoBiganbHOI 3a
3[iicCHeHHA hapMakoHarnagy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnagy (Bk1oYatoun KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MILLIEHHI MacTep-haiina cuctemu
thapmakoHarnagy). 3mMiHa micLe3HaxopKeHHss MacTep-
thaiina cuctemu chapmakoHarnsgy.
3MiHa Micus 3AiICHEHHS OCHOBHOI AiSNIbHOCTI 3
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CTPUNIB Yy KAPTOHHIM
ynakosLi

NPOTAroM 6-Tu MiCALIB NiCNA 3aTBEPIKEHHS; 3MiHM | TUNy -
3MiHu Wopao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsgy.
BBefeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHunX npo
cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHux
[aHvx npo cuctemy chapmakoHarnsagy, smiHa
YMOBHOBaXXEHOI 0COOM, BifnoBigaibHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKkTHoi ocobu 3 hapmakoHarnsagy
3asBHUKa 419 34iliCHeHHs hapmakoHarnagy B YkpaiHi,
SIKLL,0 BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsgy
(BK/THOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHiI
MacTep-haiina cuctemm papmakoHarisgy) - 3miHa
YNOBHOBaXEHOI 0C06YM 3asBHMKA, BigNoBifabHOI 3a
3pjiicHeHHs chbapmakoHarnagy. fitoua pepakuis: Dr. Sanjay
Kumar Mishra. MNMponoHoBaHa pegakuis: MNpuanmmnpcbka
Tamapa BonogymupisHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXXEHOT 0CO6U 3asBHMKa, Bi4NOBigaNLHOI 3a
3fiicCHEHHS1 dpapMakoHarsay. 3mMiHa Micusi 34iCHEHHs

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
dhapmakoHarnsgy.
5. AMAINIH TabneTtku, BKPUTI TOB «YOPN[, YkpaiHa NABOPATOPIA PpaHuis/ BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3MiHu | 3a UA/13455/01/01
NiBKOBOO MEANLNH» BEN/II-KPEAT - TypeyunHa TMny - 3MiHM 3 AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. Onuc Ta peyenmom
060/10HKOHO; Mo 10 BEPHYWE, dpaHuis; cknag. 3miHa abo fogaBaHHA WTaMniB, NOTOBLLEHb a60
Tabnetok y 6nictepi; yopng MEANLNH IHLIMX MapKyBaHb, yK/o4yaum 3aMiHy abo fofaBaHHSA
no 3 6nictepu B ITAY CAH. BE TIDK. hapb 418 MapKyBaHHA NikapcbKoro 3acoby (3MiHa
KapTOHHIA KopoobLi A.l., TypeuunHa LUTamMniB, MOTOBLLEHb ab0 iHLINX MapKyBaHb) BHeceHHs
3MiH 40 onucy TabneTkn AMAINIH, TabneTkn, BKPUTI
NNiBKOBOI 060JIOHKOM), Y 3B'A3KY 3i 3MIHOK npec-
iHCTPYMEHTY Ha BUPOGHULTBI. 3MiHWN BHECEHI B iIHCTPYKLItO
ONA MeAUYHOro 3aCTMPOCYBaHHA NiKkapCbKoro 3acoby y
po3gain "Mikapcbka dhopma” (OCHOBHI Ii3NKO-XiMiYHi
BNaCTUBOCTI).
6. AHTU®POHT | kpanni opasibHi, 3AT "bepeLu YropwuHa BUPOBHULTBO YropwmHa BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis: 3MiHu | TUNYy 6e3 UA/9949/01/01
po3yuH; no 30 mny Papma” Hepo3dacoBaHo| - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peyenma
dNaKkoHi- npoaykuii, nepBrHHe agpecy Micus NpoBaKEHHS AisNIbHOCTI
KpanesibHuuj; no 1 Ta BTOPUHHE BUPOGHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
chakoHy- nakyBaHHs: BK/IOUAIOUY AiNbHULj BUNYCKY cepil abo micue
KpanesbHULi B Bipothapma Mepa NpoBeAeHHSA KOHTPOJIK0 AKOCTI. (4isANbHICTb, 3a AKY
KapTOHHIlA KopooLi BeHrepcbka BignoBiAae BUPOGHMK/iIMNOPTEP, BKIOUYAKOUM BUNYCK
BioTtexHonoriuHa cepiii). BBeAeHHS 3MiH NpoTarom 6-Tu micauis nicns
KomnaHis, YropuHa; 3aTBEPAKEHHS
KOHTPO/Ib AKOCTi Ta
[,03BiNT Ha BUMYCK
cepii: 3AT "bepelu
dapma”, YropLmHa
7. ACKOUVH® TabneTku XxyBasbHi TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasis: 3MiHa 6e3 UA/10673/01/01
no 10 TabneTtok y «NMEAPAPM NBT NTA 3asBHMKa (BNacHyKa peecTpauiiHoro nocBigyeHHst) (3rigHo peyenma
cTpuni; no 3 aéo 10 NT0» Hakasy MO3 Big 23.07.2015 Ne 460) BBegeHHS 3MiH
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

OCHOBHOI fisi/IbHOCTI 3 dhapmakoHarnsgy. 3miHa
MicLLe3HAXOKEHHSI MacTep-dhaiina cuctemm
dhapmakoHarnsgy Ta iioro Homepa

ACKOLVH®
MAKC

TabneTku wunyui, no
10 a6o no 20
LMAYYnX TabneTok y
noninponisieHoBI
Ty6i, no 1 1y6i y
KapTOHHI Kopoobui

TOB
«NMEAPAPM
NTA»

Ykpaina

KYCYM XENTXKEP
nBT NT4,

IHais

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepianis: 3miHa
3asBHMKa (BNacHvKa peecTpauiiiHoro nocBigYeHHs):
BBefeHHs1 3MiH npoTArom 6-Tv MicsAuUiB nicns
3aTBepMKEHHA. 3MiHu | Tuny - 3MiHW Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay. BeefeHHs
ab0 3MiHN [0 y3arasibHEHNX AaHNX NPo cucTemy
chapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
cuctemy hapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobw,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 (hapMakoHarnfgy 3asBHuKa gns
3[jicCHEHHsT hapMakoHarsay B YKpaiHi, K0 BOHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3pjiicHeHHs hapMakoHarnsgy (BK/IHYauM KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MiLLleHHi MacTep-haiina cucremu
hapmakoHarnsgy) 3miHa yrnoBHOBaXXEHOT 0CO6M 3aABHMKA,
BiANOBIAANbLHOI 3a 34ilicHeHHA chapmakoHarnagy. [Jitoua
pegakuis: Dr. Sanjay Kumar Mishra.
MponoHoBaHa pegakuis: Mpusnmupcbka Tamapa
BonognmupiBHa. 3MiHa KOHTAKTHUX JaHUX YNOBHOBaXEHOT
0Cco6U 3asBHIKA, BiNOBIAANLHOI 32 34iiCHEHHS
hapMakoHarnsgy. 3miHa Micus 34ilCHEHHS OCHOBHOT
OiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa MicLie3HaxoMKeHHS
macTep-haiina cuctemmn thapmakoHarnsgy Ta ioro
Homepa

6e3
peyenma

UA/18993/01/01

ACK-TEBA

TabneTkn
KMLUKOBOPO34UHHI N0
75 mr no 10
Tabnetok B 6nicTepi;
no 3 6nictepu B
KapTOHHI Kopo6Lyj;
no 100 TabneTtok y
KOHTeliHepi; no 1
KOHTeliHepy y
KapTOHHIA KopoobLi

TOB «TeBa
YKpaiHa»

YkpaiHa

BankaHtapma-
OynHuus AT

Bonrapis

BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHu |
TUNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/b FOTOBOIO NiKapcbKoro 3acoby. 3MiHa y metogax
BMNPOGYBaHHSA roTOBOrO /likapcbKoro 3acoby (iHLi 3MiHu y
MeToAax BUNpobyBaHb (BKIYaoumn 3amiHy abo
[OMOBHEHHS)) BHECEHHS a/lbTEPHATMBHOIO MeToAY
BMNpo6yBaHHA BEPX A5 KisbkiCHOTO BU3HAYEHHS Ta
iaeHTHdiKaLi aLueTnncaniunioBol KUC/I0TW; BHECEHHS
pefakuiiHnx NpaBokK y 3aTBepmxeHunii metog BEPX ans
Ki/IbKICHOrO BU3HaUYeHHA Ta iaeHTudikaL,i
aueTuncaniyunoBoi KUCNOTU. BBeAeHHA 3MiH NpOTSArom 6-
TV MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3
AKocTi. FoToBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y MeToax BUnpobyBaHHs
rOTOBOrO /likapcbkoro 3acoby (iHLWi 3MiHW y MeTogax
BMNpOGYBaHb (BK/IOYaUM 3amiHy abo AOMNOBHEHHS))
BHECEHHS a/lbTepHaTMBHOIo MeToAy BunpobysaHHs BEPX
015 BUSHAYEHHS CYNyTHIX AOMILLOK aueTuacaniuniosoi
KMCNOTWN; BHECEHHS peAakLiiHNX NPaBoK y 3aTBEPMKEHNI
MeToZ BEPX ansa BU3HaYeHHA CynyTHIX AOMILLIOK
aueTuicaniumioBoi KUCN0TU. BBefeHHs 3MiH NpoTArom 6-

Ne 30 — 6e3
peuyenma;
Ne 100 — 3a
peyenmom

UA/14167/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
TV MiCALIB Nic/1A 3aTBEPAKEHHS.
10. ACK-TEBA Tabnetku TOB «TeBa YkpaiHa BankaHtapma- Bonrapis BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3MiHu | Ne 30 — 6e3 UA/14167/01/02
KMLLKOBOPO3YMHHI NO YkpaiHa» OynHunua AT TUMy - 3MiHW 3 AKOCTi. [OTOBWIA NikapCcbkuin 3acib. peyenma;,
100 mr no 10 KoHTposb roToBoro fikapcbkoro 3acoby. 3MiHa y metogax Ne 100 — 3a
TabneTtok B 6nicTepi; BMNPO6YBaHHS rOTOBOMO MikapCbKoro 3acoby (iHLWi 3MiHN Y peuenmom
no 3 6nictepu B MeTo4ax BMNpobyBaHb (BKIOUaKUM 3aMiHy abo
KapTOHHI kopo6Lyj; [OMOBHEHHS)) BHECEHHS aNlbTEPHATMBHOIO MeToAy
no 100 TabneTok y BMNPO6YBaHHA BEPX a1 KiNbKICHOTO BU3HAYEHHS Ta
KOHTeliHepi; no 1 iaeHTudiKauii aueTuicaniuMIoBOi KUCNOTY; BHECEHHS
KOHTEliHepy y pefakuiiHnx NpaBokK y 3aTBepmxeHunii metog BEPX gns
KapTOHHIlA KOpooLi Ki/IbKICHOrO BM3HaYeHHA Ta igeHTudikawi
aueTuicaniumnoBoi KUCNOTU. BBefeHHs 3MiH NpoTArom 6-
TV MicALIB NicNa 3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3
sIKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOro
nikapcbKoro 3acoby. 3MiHa y meTodax BUNpPoGyBaHHSA
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW y MeToaax
BMNPO6YBaHb (BK/IOYAOUM 3aMiHy a60 [ONOBHEHHS))
BHECEHHS a/lbTEPHATUBHOIO MeToAy BunpobysaHHa BEPX
AN BU3HAYEHHA CYMNYTHIX AOMILLOK aueTuicaniuunosoi
KNCNOTWN; BHECEHHS peAakLiiHNX NpaBoK y 3aTBEPMAKEHNI
meTog BEPX Ans BU3Ha4YeHHS CynyTHIX AOMILLIOK
aueTuncaniuuioBol KUCNoTv. BeefeHHA 3MiH NpoTArom 6-
TW MiCALIB Nic/IA 3aTBEPAXKEHHS.
11. ACMAPKAM PO34nH N8 iH'eKLii; MAT Ykpaina MAT "ranuudcpapm” Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny 3a UA/1309/01/01
no 5 mn B amny’ii; "Tanuudgapm” - 3MiHu 3 sKoCTi. [OoTOBMIA Nikapcbkuii 3aci6. 3MiHU Y peyenmom
no 5 amnyny BUPOGHMUTBI. 3MiHM BUNPO6yBaHb abo A0MYCTUMUX MEX,
6nicTepi; no 2 BCTAHOB/IEHNX Y cneuudikauisx, nig yac BMpo6HMLTBa
6nicTepu y nauuj; no roTOBOrO JliKapcbKoro 3acoby (LONOBHEHHSA abo 3aMiHa
10 mn B amnyni; no BMNPOBOYBaHHA B NpoLeci BUPOOHMLTBA 3a pe3yibTaTamu
5 amnyn y 6nictepi; JocnigpkeHb 3 6e3nekn abo AKOCTi) BHECEHHS 3MiH A0
no 2 6nictepu y KOHTPO/IH0 Nif, Yac BMPOGHMLTBA rOTOBOTO J1iKapCbKOro
nauui 3aco0y, 30Kpema: - BBELeHHs1 KpUTepIiB NPUAHATHOCTI (He
6inblwe 100 KYO B 100 M) 3a NOKa3HUKOM
"bioHaBaHTaxeHHA" Ha CTagil PinbTpauis po3ynHy; -
BW/TyYEHHS NokasHuka "MikpobionoriyHa unctora” Ha
Cragii [purotyBaHHs po3ynHy
12. AYPOTAS-P NopoLUoK AN AypobiHao IHAis Aypo6iHgo ®apma IHais BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/12809/01/01
PO34MHY ANS iH'eKUili dapma /ITg Nimiten tOHIT XII - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenmom
no 2,25 r NopoLLKy Y hapMakoHarnsgy. 3miHa y KOpoTKiili XxapaKTepucTuLi
dhnakoHi; no 1 nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
hnakoHy B Me/JM4HOro 3aCTOCYBaHHA Ha NigcTasi perynspHo
KapTOHHI KOpoOLyi OHOBJIIOBAHOrO 3BiTY 3 6Ge3nekn nikapcbkoro 3acoby, abo
pocnifmxeHb 3 6e3nekn 3acTocyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpaLiiinii nepiog, abo sk pe3ynbTar OLiHK/
3BITY 3 AOCNIAKEHb, NPOBEAEHNX BigNOBIAHO A0 NAaHy
negiatpuyHux gocnimkerb (PIP) (3MiHy y3rompkeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHNM OpraHoM). 3MiH1 BHECEHO
80 [HCTPYKLT 4518 MeANYHOTo 3acTOCYBaHHSA /1iKapCbKOro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3acoby Ao posginy "OcobnvBoCTi 3acTocyBaHHS", LWOA0
6e3nekn 3acToCyBaHHA Ail040i peYoBUHN BiANOBIAHO [0
pekoMeHAaLii PRAC. BBeieHHs 3MiH NPOTArom 6-Tu
MicsILiB Micns 3aTBepAKEHHSs!

13.

AYPOTAS-P

NOPOLLIOK A”A
PO3UnNHYy A5 iH'EKUIA
no 4,5 r nopoLuky y
donakoHi; no 1
chnakoHy B
KapTOHHIA Kopoo6Li

Aypob6iHa0
®Papwma /114

IHAis

AypobiHao dPapma
Nimiteq tOHIT XII

IHais

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy
- 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKUiT ANns
MEeAMYHOro 3acTOCyBaHHA Ha MiACTaBi perynsipHo
OHOBJ/IHOBAHOrO 3BITYy 3 6e3nekn nikapcbkoro 3acoby, abo
[ocnimkeHb 3 6e3neky 3acTocyBaHHSA NikapCcbKoro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ynbTar OLiHKM
3BITY 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 MaHy
negiatpuyHux gocnimxkersb (PIP) (3MiHY y3rompkeHo 3
KOMMNETEHTHVUM YMOBHOB&XXEHNM OpraHoM). 3MiHN BHECEHO
[0 [HCTPYKLT 4518 MeANYHOro 3acToCyBaHHSA NiKapCbKoro
3acoby Ao po3giny "OcobnmMBoCTi 3aCTOCyBaHHA", LWOA0
6e3nekn 3acTocyBaHHs Ajr040i PeYOBUHM BiANOBILHO A0
pekomeHpauii PRAC. BBeeHHS 3MiH NpoTArom 6-Tu
MicALiB Micna 3aTBepAKEHHs

3a
peyenmom

UA/12809/01/02

14.

BAKTOMIK

Masb HasasibHa, 2%,
no 3 r B a/1IOMiHI€Bii
Ty6i 3
HaKOHeYHVKOM Ta
KOBMaYKoM, L0
HarBMHYyeTbCS; No 1
Ty6i y KapTOHHIl
ynaxoBLii

TOB
«NEAPAPM
NTh»

Ykpaina

KYCYM XENTXKEP
NBT ATA

IHais

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3miHa
3asBHuKa /13 (MIBIM) (BnacHWka peecTpaviiiHoro
noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460).
BBefeHHs 3MiH NpoTArom 6-x MicAuiB nicns
3aTBepXEHHA. 3MiHM | TUny - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay. BeeaeHHs
ab0 3MiHU [0 y3arasibHeHNX AaHuX Npo cuctemy
chapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
cuctemy hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0coow,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsagy;
KOHTaKTHOI 0cobu 3 (hapMakoHarnfgy 3assHuKa gns
3[jiCHEHHsT hapMakoHarisay B YkpaiHi, K0 BOHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6M, BiAMNOBIAA/IbHOI 3a
3pjificHeHHs hapMakoHarnsgy (BK/IHYaKUM KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHi MacTep-halina cucremm
thapmakoHarnisgy). 3MiHa ynoBHOBaXXeHOT 0co6u
3as1BHMKA, BiANOBiAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnagy. Qitova pegakuis: Dr. Sanjay Kumar
Mishra. MNponoHoBaHa pegaxuis: Mpusnmupcbka Tamapa
BonognmupiBHa. 3MiHa KOHTAKTHUX JaHUX YNOBHOBaXEHOT
0Cco6U 3as1BHKA, BiNOBiAaNILHOI 32 34iACHEHHS
hapMakoHarnsgy. 3miHa Micusi 34ilCHEHHS OCHOBHOT
LisANbHOCTI 3 hapmakoHarnagy. 3MiHa MicLe3HaxoMKeHHs
macTep-chaiina cuctemmn thapmakoHarnsgy Ta ioro
Homepa.

3a
peyerimom

UA/19147/01/01

15.

BAMPE

Kancynm no 75 mr,
no 10 kancyny
6nicTepi; no 3

[eTepo /1a63
Nimiteq

IHAis

leTepo /1a63 JlimiTepq,

IHais

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy
- 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsay. 3miHa y KOpoTKiil XxapaKTepucTuLi

3a
peuyenmom

UA/19101/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

6nictepu y
KapTOHHilA KopooLi

NiKapCcbKOro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 41
MeAMYHOro 3acToCyBaHHA Ha NiAcTasi perynspHo
OHOB/OBAHOrO 3BiTY 3 6e3nekun nikapcbkoro 3acoby, abo
OOcCnimpKeHb 3 6e3Mekn 3acTocyBaHHS NiKapCbKoro 3acoby
B nicnspeecTpaLiiinii nepiog, abo sk pe3ysbTat OLiHKM
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NNaHy
negiatpnyHux gocnimpkerb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOB&XEHWM OpraHom). 3MiHV BHECEHO
00 IHCTPYKUIT 4N MEANYHOrO 3aCTOCYBaHHA MiKapCbKoro
3acoby A0 po3ginis "OcobamBOCTi 3acToCyBaHHS",
"Mo6iyHI peakuil™ WoA0 6e3nekn 3acTocyBaHHA Ajtoyol
peyoBMHM BiANOBIAHO A0 pekomeHgauili PRAC. BBeaeHHS
3MiH NPOTSArom 6-Tv MiCAILIB MiC/1A 3aTBEPAKEHHS.

16.

BAMNPE

Kancynu no 150 mr,
no 10 kancyny
6nicTepi; no 3
6nictepu y
KapTOHHI Kopobui

leTepo /1a63
Nimiteq

IHAis

leTepo /1a63 NimiTes

IHais

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy
- 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAMYHOro 3acTOCyBaHHA Ha MiACTaBi perynsipHo
OHOBJ/IKOBAHOrO 3BITY 3 6e3nekn nikapcbkoro 3acoby, abo
[ocnimkeHb 3 6e3neky 3acTocyBaHHSA NikapCbKoro 3acoby
B nicnspeecTpauiinnii nepiog, abo sk pe3ynbTar OLiHKM
3BITYy 3 AOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 MaHy
negiatpuyHmx gocnimxkeHsb (PIP) (3MiHY y3rompkeHo 3
KOMMNETEHTHVUM YNOBHOBa&XXEHVNM OpraHoM). 3MiH1 BHECEHO
[0 [HCTPYKLT A58 MeANYHOro 3acToCyBaHHA NiKapCbKoro
3acoby Ao po3zinis "OcobaMBOCTI 3aCTOCYBaHHA",
"Mo6iuHI peakuii” Woa0 6e3nekn 3aCToCyBaHHA Ajitoyoil
peyoBUHM BigNoBigHO A0 pekoMeHaauili PRAC. BBegeHHs
3MiH NPOTArom 6-TW MiCALIB NiC/IA 3aTBEPAKEHHS.

3a
peyenmom

UA/19101/01/02

17.

BAMPE

kancynun no 300 mr,
no 10 kancyny
6nictepi; no 3
6nictepn y
KapTOHHIA KopoobLi

leTepo /1a63
Nimiteq

IHais

leTepo N1a63 JlimiTeq,

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny
- 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnaay. 3MiHa y KOpOTKiil xapakTepucTumui
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4n1s
MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neku nikapcbKoro 3acoby, abo
LochiopKeHb 3 6e3nekn 3acToCyBaHHSA NMikapCbKOro 3acoby
B nicnspeecTpaLiiinii nepiog, abo sk pe3ysibTaT OLiHKM
3BTy 3 OC/IAXEHb, NPoBEAEHUX BIAMNOBIAHO A0 NnaHy
negiatpuyHux gocnimpkerb (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXEHWM OpraHom). 3MiHV BHECEHO
00 [HCTPYKLiT ANS MeAUYHOro 3acToCyBaHHSA NMikapCbKoro
3acoby A0 po3ginie "Oco6MBOCTI 3aCTOCYBaHHS",
"Mo6iyHi peakuii” Wo0a0 6€3nekn 3acToCyBaHHS Ajtyoi
peyYoBUHM BigNOBIAHO A0 pekoMeHauili PRAC. BBegeHHs
3MiH NPOTAroM 6-TW MicsiLiB nicns 3aTBEpAKEHHS.

3a
peyerimom

UA/19101/01/03

18.

BEM®OJA

pO34MH ANA iH ek
B nonepeaHLo
HaNoOBHEHIl pyyLi No

BAT "TeaeoH
PixTep"

YropLmHa

360pKa pyyku 4ns
iH'eKUili, BTOPUHHA
ynakoBKa, 403Bi/1 Ha

YropwmHa/
®paHuia/

Benvka

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy
- AOMiHICTpPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy Micusi NPOBaMKEHHS AisiNIbHOCTi BUPOGHMKA

3a
peuyenmom

UA/17528/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
75 MO (5,5 BMNyckK cepii: BAT BpuTtaHis (BKTrOYatOUM, 3a HEOOXIAHOCTI, MicLe NPoBeAEHHS

MKr)/0,125 mn; no
0,125 mn po3unHy
ONs iH'eKUIN B
nonepegHL0
HarnoBHEHI pyyLi B
CK/IAHOMY
KapTpuaxi, 3
ryMOBOIO NPOGKOLO-
NOpPLUHEM | TYMOBUM
[AnCcKoM 3
aOMIHIEBUM
KOBMaYKoM,
BMILLEEHOMY Y PYUKy
015 BBEfleHHs; no 1
abo 5, a6o 10
nonepegHLo
HamMoBHEHWX PYYOK 3
0fIHOPa30BUMU
ronkamu (BignoBsigHO
1a6o 5 a6o 10) i
cepBeTKamu,
NPOCOYEHNMMN
CnmpTom
(BignoBigHo 1 a6o 5
a60 10) B KapTOHHii
KopoobLi

"l'epeoH Pixtep",
YropLmHa;
BVMPOGHMLTBO
Hepo3gacoBaHo!
npoayKujii, NnepBnHHa
ynakoBka (kapTpuaxi);
KOHTPO/Tb AKOCTi 3a
HacTynHUMU
MOKa3HNKaMu:
Bacterial endotoxins,
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles: Pecichapm
MoH, ®paHujis;
BUPOBHULTBO
Hepo3gacoBaHol
npoayKuii; NnepBnHHa
ynakoBka (KapTpuaxi);
KOHTPO/Ib AKOCTi 3a
HacTynHUMK
MOKa3HNKaMu:
Bacterial endotoxins;
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles:

Cilli ®apmacbtoTikanc
Nimiten, Benvka
BpuTtaHis;
BUPOBHULTBO
Hepo3gacoBaHo!
npoaykuii, NnepBnHHa
ynakoBka (KapTpuaxi);
KOHTPO/Ib AKOCTi 3a
BCiMa NOKa3HUKamu
cneumaikauii, okpim
Biological activity
(BionoriyHoi
aKkTuBHocTi), Sterility
(CtepunbHocTi) Ta N-
Glycans (N-rnikaHiB)):
BAT "l'egeoH PixTep”,
YropLumHa

KOHTPO/IO AIKOCTI), a60 BacHuka mactep-taiina Ha Adl,
abo noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoMKHOr0O MPOAYKTY, WO
3aCTOCOBYIOTLCA Y BUPOGHULITBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIgHOCTI €Bponeiickkili hapmakonei y
3aTBEpAXEHOMY [10Cbe, a60 BUPOGHMKA HOBOT AOMOMDKHOT
PEYOBUHM (AIKLLIO 3a3HAYEHO Y [0CLE) - 3MiHa
HalilMeHyBaHHS BUPOOHUKA BifMOBIfa/IbHOMO 38 KOHTPO/1b
aKocTi A®I choniTponiHy anba, 6e3 3MiHM Micua
BUPOGHMLTBA; 3MiHW | TNy - 3MiHK 3 AKOCTi. FoToBUIA
nikapcbkuii 3aci6. Cructema KoHTelnHep/3aKynoproBasIbHUIA
3aci6. 3MiHa 6yAb-AKOI YacTVHW MaTepiany NepBUHHOI
YNakoBKMU, LLIO0 HE KOHTaKTYE 3 FOTOBUM NiKapCbKUM
3aco60Mm (Hanpvkiag Koslip KpyLEYoK 3 KOHTPOsIEM
NepLLOro BigKPWUTTSA, KO KOJOBMX Kiflelb Ha amnynax,
KOHTelHepa Ans ronok (pisHi BuAM nnactmacu) (3MiHa, ska
He BM/IMBa€E Ha KOPOTKY XapaKTepuUCTUKy MiKapCbKoro
3acoby) - 3amiHa hopMyBasIbHUX IHCTPYMEHTIB LUTOKa
nopLuUHs ansa Bupo6Huka CP Pharmaceuticals Ltd., B
HacnifoK YOro OHOBJ/IEHO TEXHIYHE KPeC/IeHHA B Jodatky
no posginy 3.2.P.7 Cucrema
KOHTeliHep/3aKkynoptoBasibHWI 3aci6 3 BHECEHHSIM
pefakuiiHUX NpaBOoK: OHOBJIEHI TEXHIUYHI KPEC/IEHHS ANs
KOMGIHOBaHUX YLLiNbHEHb AN18 BUpO6HMKa CP
Pharmaceuticals Ltd., 3i 3mMeHLweHnMK gonyckamun y
po3mipax; BuaneHi BHyTPiLLHI iAeHTudikaliiiHi kogn SAP
(koav npoaykTiB BUPOOHUKA); 3MiHU | TUNY -
AAMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NpoBaXeHHS Ais/IbHOCTi BUPOGHMKa
(BKKOYAOUM, 3a HeO6XiAHOCTI, Micue NpoBeAeHHs
KOHTPO/IO SIKOCTi), a60 BlacHuka mactep-gaiina Ha Adl,
abo noctadyasibHuka A®l/BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
3aCTOCOBYIOTLCS Y BUPOOHMUTBI ADI (SIKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, 260 BUPOGHMKA HOBOT AONOMDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO y A0CbE) - 3MiHa Ha3BM Ta
ajpecy BUpo6HMKa, BIAMNOBIAA/ILHOIO 3a KOHTPO/b SIKOCTI
A®I, 6e3 3MiHN Micua BUPOBHULTBA; 3MiHK | TUnY - 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BUNpo6yBaHHA APl abo BuXigHOro martepiany/npoMikHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEpPKEHMX
MeTogax BunpobyBaHHs) - BHeceHHs: He3HauyHMX 3MiH A0
MeTogiB BUNpobyBaHHA AD| 3a NOKa3HUMKOM
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

“OCMONANBLHOCTL”, a came BUAa/IMTY TUM OCMOMETPA,
AKUI BUKOPUCTOBYBABCA A/151 BUNPOGYBaHHSA; 3MiHW | TNy
- AZMIHICTpPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy MicLs NpoBaXEHHS Ais/IbHOCTi BUPOGHMKa
(BKKOYAOUM, 3a HeO6XiAHOCTI, Micue NpoBeAeHHs
KOHTPO/I0 SIKOCTi), a60 BlacHuka mactep-gaiina Ha Adl,
abo noctadyasibHuka A®l/BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
3aCTOCOBYHOTLCS Y BUPOOHMUTBI ADI (SIKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, 260 BUPOGHMKA HOBOT AONOMDKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0ChE) - 3MiHa
HaliMeHyBaHHS BUPOOHMKa BiANOBIfa/IbHOTO 38 KOHTPO/b
akocTi A®l, 6e3 3MiH micus BUpoOHULTBA. BuktoyeHo
Ha3By BUPOOHUYOI AiNbHMLI 3 aApecy MiCLA NPOBaKEHHS
LiSNbHOCTI; 3MiHW | TUNY - AQMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHS
OiSNIbHOCTI BUPO6HUKa/iMnopTepa roToBOro J1ikapCbKoro
3aco0y, BKIHYauu AibHULL BUNYCKY cepii abo MicLe
NPOBefEHHs1 KOHTPOJIO AKOCTI. (A4iANbHICTb, 3a AKy
BiANOBIAA€e BPOGHMK/IMNOPTEP, HE BK/OYAOUM BUMYCK
cepiii) - 3miHa HaliMeHyBaHHS BUPOGHYMKa BiANOBIAA/ILHOTO
3a KOHTPO/b AKOCTi /13, 6€3 3MiHM MiCList BUPOGHULITBA;
3MiHW | TNy - AAMiHICTPaTUBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecy MicLA NPOBaXEHHS
OiSNbHOCTI BUPO6HUKa/iMnopTepa roToBOro J1ikapCbKoro
3aco6y, BKIOYAKUN AiNbHNL BUMYCKY Cepii abo MicLe
NpoBeAeHHS KOHTPO/IK0 AKOCTI. (LisANbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOPTEP, HE BK/OYAOUM BUMYCK
cepiii) - 3miHa HaliMeHyBaHHS BUPOGHVKa BiANOBIAA/IbHOIO
3a KOHTPO/1b AKOCTi FOTOBOro NPoAyKTY, 6€3 3MiHW Micus
BMPOGHULITBA

19.

BEM®O/IA

PO34MH A1 iH ek
B nonepegHbLo
HarnoBHeHiIi pyyi no
150 MO (11
MKr)/0,25 mn; no
0,25 M1 po3unHy
ONs iH'eKUIn B
nonepegHLo
HarnoBHEeHiIN pyyli B
CKNISAHOMY
KapTpuoxi, 3

BAT "TegeoH
PixTep"

YropmHa

360pKa pyukn ans
iH'EKLil, BTOPUHHA
ynakoBka, [03Bin Ha
BMNyckK cepii: BAT
"l'epeoH Pixtep",
YropLmHa;
BVMPOGHMLTBO
Hepo3acoBaHo!
npoayKuii, NnepBnHHa
ynakoBka (kapTpuaxi);
KOHTPO/Ib SKOCTi 3a

YropwwHa/
PpaHuis/
Benvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3MiHu | Tuny
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecy Micus NPOBaKEHHS AisiNIbHOCTI BUPOGHMKA
(BKTrOYatouM, 3a HEOHXIAHOCTI, MicLe NpoBeAeHHS
KOHTPO/IO SIKOCTI), ab0 BacHuka mactep-gaiina Ha Adl,
ab6o noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, WO
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha fikapCbknin 3acib) 3a BiACYTHOCTI cepTuchikata
BiANOBIgHOCTI €Bponeiickkili hapmakonei y
3aTBEpPXEHOMY [10CbE, a60 BUPOGHVKA HOBOT AOMNOMDKHOT

ryMOBOO NPOGKOLo- HaCTyNHUMW PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHa
NOpPLUHEM | TYMOBUM MOKa3HNKaMu: HaliMeHyBaHHS BUPOOHMKa BiANOBIfaUIbHOTO 38 KOHTPO/Ib
OVCKOM 3 Bacterial endotoxins, akocTi A®I choniTponiHy anba, 6e3 3MiHK Micua
aIOMIHIEBUM Sterility; Visual BMPO6HMLITBA; 3MiHM | TUny - 3MiHK 3 AKOCTi. [0TOBWI

3a
peyenmom

UA/17528/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOBMAa4KoM, Appearance; Visible nikapcbkuii 3aci6. Cructema KoHTelnHep/3akynoproBasIbHUIA
BMiLLLEHOMY Y pyuKy Particles; Sub-visible 3aci6. 3MiHa 6yAb-AKOI YacTVHW MaTepiany NepBUHHOI
015 BBEflEHHs; no 1 Particles: Pecichapm YNakoBKW, LLIO HE KOHTAKTYE 3 rOTOBUM JliKapCbKUM
abo 5, a6o 10 MoH, ®paHujis; 3aco60m (Hanpwvkiag Koslip KpyLWeYoK 3 KOHTPOsIeEM
nonepegHL0 BUPOBHMLITBO NepLLOro BiAKPWUTTSA, KOMIP KOJOBMX Kiflelb Ha amnynax,
HarnoBHEHMX PYYOK 3 Hepo3gacoBaHo! KOHTeliHepa /15 roNoK (pi3Hi BUAKM nnactmack) (3miHa, sika
0fIHOPa30BUMU NPOAYKLIi; NepBuHHa He BM/IMBa€E Ha KOPOTKY XapaKTepuUCTUKy MiKapCbKoro

ronkamu (BignoBsigHO
1a6o 5 a6o 10) i
cepBeTKamu,
NPOCOYEHNMMN
CnmpTom
(BignoBigHo 1 a6o 5
a60 10) B KapTOHHiii
KopoobLi

ynakoBka (KapTpuaxi);
KOHTPO/Ib AKOCTi 3a
HacTynHUMK
MOKa3HNKaMu:
Bacterial endotoxins;
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles:

Cilli dapmacbtoTikanc
Nimiten, Benvka
BpuTtaHis;
BUPOBHULTBO
Hepo3gacoBaHo!
npoaykuii, NnepBnHHa
ynakoBka (KapTpuaxi);
KOHTPO/Ib AKOCTi 3a
BCiMa NOKa3HUKamu
cneumaikauii, okpim
Biological activity
(BionoriyHoi
aKkTuBHocTi), Sterility
(CtepunbHocTi) Ta N-
Glycans (N-rnikaHiB)):
BAT "l'egeoH PixTep”,
YropLumHa

3acoby) - 3amiHa hopMyBasIbHUX IHCTPYMEHTIB LUTOKa
nopLUHs ansa Bupo6Huka CP Pharmaceuticals Ltd., B
Hac/nifoK YOro OHOB/IEHO TEXHIYHE KPeC/IeHHsA B Jodatky
no posginy 3.2.P.7 Cucrema
KOHTeliHep/3aKkynoptoBasibHWI 3aci6 3 BHECEHHSIM
pefakuiiHUX NpaBOK: OHOBJIEHI TEXHIYHI KPEC/IEHHS ANs
KOMOGIHOBaHUX YLLiNbHEHb AN18 BUpO6HMKa CP
Pharmaceuticals Ltd., 3i 3mMeHLweHMK gonyckamun y
po3mipax; BuaneHi BHyTPiLLHI iaeHTudikaliiiHi kogn SAP
(koav npoaykTiB BUPOOHUKA); 3MiHU | TUMNY -
AAMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NpoBaXeHHS Ais/IbHOCTi BUPOGHMKa
(BKKOYAOUM, 3a HeO6XiAHOCTI, Micue NpoBeAeHHs
KOHTPO/IO SIKOCTi), a60 BnacHuka mactep-gaiina Ha Adl,
abo noctavyasibHuka A®l/BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
3aCTOCOBYHOTLCS Y BUPOOHMUTBI ADI (SIKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuid 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, 260 BUPOGHMKA HOBOT AONOMDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO y A0CbE) - 3MiHa Ha3BM Ta
ajpecy BUpo6HMKa, BIAMNOBIAA/ILHOIO 3a KOHTPO/b SIKOCTI
A®I, 6e3 3MiHN Micua BUPOBHULTBA; 3MiHK | TUnY - 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BUNpo6yBaHHA APl abo BuUXigHOro martepiany/npoMikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHMX
MeTogax BunpobyBaHHs) - BHeCeHHs: He3HauHMX 3MiH A0
MeToZiB BUNpobyBaHHA AD| 3a NOKa3HUKOM
“OCMONAMBLHOCTL”, a came BUAa/IMTY TUM OCMOMETPA,
AKUI BUKOPUCTOBYBABCA A/151 BUNPOGYBaHHSA; 3MiHW | TNy
- AZIMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy MicLs NpoBaXeHHS Ais/IbHOCTi BUPOGHMKa
(BKKOYAOUM, 3a HeO6XiAHOCTI, Micue NpoBeAeHHs
KOHTPO/IO SIKOCTi), a60 BlacHuka mactep-gaiina Ha Adl,
abo noctadyasibHuka A®l/BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
3aCTOCOBYIOTLCS Y BUPOOHMUTBI ADI (SIKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei y
3aTBEPKEHOMY 10CbE, 260 BUPOGHMKA HOBOT AONOMDKHOT
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0ChE) - 3MiHa
HaliMeHyBaHHS BUPOOHMKa BiANOBIfa/IbHOTO 38 KOHTPO/Ib
akocTi A®I, 6e3 3MiH micus BUpoOHULTBA. BukntoyeHo
Ha3By BUPOOHUYOI AiNbHMLI 3 aApecy MiCLA NPOBaKEHHS
LiSNbHOCTI; 3MiHW | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLsA NPOBaIKEHHS
LOiSNIbHOCTI BUPO6HUMKa/iMnopTepa roToBoro J1ikapCbkoro
3aco0y, BKIHYauu AibHULL BUNYCKY cepii abo MicLe
NPOBefEeHHs1 KOHTPOJIIO AKOCTI. (f4iANbHICTb, 3a AKy
BiANOBIAAa€e BUPOGHMK/IMNOPTEP, HE BK/OUAOUM BUMYCK
cepiii) - 3miHa HaliMeHyBaHHS BUPOGHYVKa BiANOBIAA/ILHOIO
3a KOHTPO/b AKOCTi /13, 6e3 3MiHM MiCList BUPOGHULITBA;
3MiHM | TRy - AAMiHICTPaTUBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
AiSNbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
3aco6y, BKIOYAKUN AiNbHNL BUMYCKY cepii abo MicLe
NpoBeAeHHS KOHTPO/I0 AKOCTI. (LisNbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOPTEP, HE BK/OYAOUM BUMYCK
cepiii) - 3miHa HaliMeHyBaHHS BUPOGHVKa BiANOBIA&/IbHOIO
3a KOHTPO/1b SAKOCTi FOTOBOro NPoAyKTY, 6€3 3MiHW Micus
BMPOGHULITBA

20.

BEM®O/IA

PO34MH A4 iH ek
B nonepegHbLo
HarnoBHeHiI pyyi no
225 MO (16,5
MKr)/0,375 m; no
0,375 M po3UnHY
ONs iH'eKUIn B
nonepegHLo
HarnoBHeHiIN pyyli B
CKNISAHOMY
KapTpuoxi, 3
ryMOBOO NPOGKOLO-
NOpPLUHEM | TYMOBUM
[nCKOM 3
QTIOMIHIEBUM
KOBMayKoM,
BMIiLLEEHOMY Y YUKy
ONA BBeAEeHHS; no 1
abo 5, a6o 10
nonepegHLo
HarnoBHEHWX PY4OK 3
0fIHOPa30BUMM
ronkamu (BignoBsifHO
1a6o 5 a6o 10) i

BAT "TegeoH
PixTep"

YropmHa

360pKa pyukn ans
iH'EKLil, BTOPUHHA
ynakoBka, [03Bin Ha
BMNyckK cepii: BAT
"l'epeoH Pixtep",
YropLmHa;
BVMPOGHMLTBO
Hepo3gacoBaHo!
npoayKuii, NnepBnHHa
ynakoBka (kapTpuaxi);
KOHTPO/Ib SKOCTi 3a
HacTynHUMK
MOKa3HNKaMu:
Bacterial endotoxins,
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles: Pecichapm
MoH, ®paHujis;
BUPOBHULTBO
Hepo3gacoBaHol
npoayKuUii; NnepBnHHa
ynakoBka (KapTpuaxi);
KOHTPO/Ib SKOCTi 3a

YropwwHa/
PpaHuis/
Benvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3MiHu | Tuny
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy Micus NPoBaKEHHS AisiNIbHOCTi BUPOGHMKA
(BKTrOYatoUM, 3a HEOHXIAHOCTI, MicLe NpoBeAeHHS
KOHTPO/IO SIKOCTi), abo BlacHuka mactep-gaiina Ha Adl,
abo noctavanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMKHOr0 MPOAYKTY, L0
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha fikapCbkunii 3acib) 3a BiACYTHOCTI cepTucpikata
BiANOBIgHOCTI €Bponeiickkili hapmakonei y
3aTBEpPXEHOMY [10CbE, a60 BUPOGHMKA HOBOT AOMNOMDKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0ChE) - 3MiHa
HalilMeHyBaHHS BUPOGHUKA BifMoOBIfaIbHOMO 38 KOHTPO/1b
akocTi A®I choniTponiHy anba, 6e3 3MiHK Micua
BMPOGHMLITBA; 3MiHM | TUMY - 3MiHM 3 AKOCTi. [0TOBWI
nikapcbkuii 3aci6. Cructema KoHTelHep/3aKynopoBasIbHUIA
3aci6. 3MiHa 6yab-aKOT YacTVHU MaTtepiany NepBUHHOI
YMNaKoBKM, L0 HE KOHTaKTY€e 3 FOTOBUM JliKapCbKnM
3aco60M (Hanpwvkiag Kosip KpULEYoK 3 KOHTPOsIEM
NepLLOro BiAKPUTTSA, KO/ KOJOBMX Kiflelb Ha amnynax,
KOHTeliHepa 4115 ronok (pisHi BUAyW nnactmacwy) (3miHa, sika
He BM/IMBa€E Ha KOPOTKY XapaKTepuCTUKy MiKkapCbKoro
3acoby) - 3amiHa hopMyBasIbHUX IHCTPYMEHTIB LUTOKa
nopLuUHS ansa Bupo6Huka CP Pharmaceuticals Ltd., B

cepseTkamu, HaCTyMHUMU Hac/ifoK YOro OHOB/IEHO TEXHIYHE KPec/ieHHA B Jodatky
npocoYeHnmun nokasHMKkamu: 0o posginy 3.2.P.7 Cucrtema
cnupTom Bacterial endotoxins; KOHTeliHep/3aKynopioBaslbHWI 3aci6 3 BHECEHHSIM

3a
peyenmom

UA/17528/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
(BignoBigHo 1 a6o 5 Sterility; Visual pefakuiiHUX NpaBOoK: OHOB/IEHI TEXHIYHI KPECIEHHS ANs

a60o 10) B KapTOHHii
KopoobLi

Appearance; Visible
Particles; Sub-visible
Particles:

Cilli ®apmacbtoTikanc
Nimiten, Benvka
BpuTtaHis;
BUPOBHULTBO
Hepo3gacoBaHo!
npoaykuii, NnepBnHHa
ynakoBka (KapTpuaxi);
KOHTPO/Ib SKOCTi 3a
BCiMa NOKa3HUKamu
cneumaikauii, okpim
Biological activity
(BionoriyHoi
aKkTuBHocTi), Sterility
(CtepunbHocTi) Ta N-
Glycans (N-rnikaHiB)):
BAT "l'egeoH PixTep”,
YropLumHa

KOMGIHOBaHVX yLifibHEHb AN BUPpO6HMKa CP
Pharmaceuticals Ltd., 3i 3mMeHLweHnMK gonyckamun y
po3mipax; BuaneHi BHyTPiLLHI iaeHTudikavliiiHi kogn SAP
(koav npoaykTiB BUPOOHUKA); 3MiHU | TUNY -
AAMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NpoBaXeHHS Ais/IbHOCTi BUPOGHMKa
(BKKOYAOUM, 3a HeO6XiAHOCTI, Micue NpoBeAeHHs
KOHTPO/HO SIKOCTi), a60 BnacHuka mactep-caiina Ha Adl,
abo noctavyasibHuka A®l/BuxigHoro
mMartepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
3aCTOCOBYIOTLCS Y BUPOOHMLUTBI ADI (SIKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuid 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY O0CbE, 260 BUPOGHMKA HOBOT AONOMDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO y A0CbE) - 3MiHA Ha3BM Ta
ajpecy BUpo6HMKa, BIAMNOBIAA/ILHOIO 3a KOHTPO/b SIKOCTI
A®I, 6e3 3MiHN Micua BUPOBHULTBA; 3MiHK | TUnY - 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BUNPo6yBaHHA APl abo BuXigHOro martepiany/npoMikHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHMX
MeTogax BunpobyBaHHs) - BHeCceHHs: He3HauHMX 3MiH A0
MeToZiB BUNpobyBaHHA AD| 3a NOKa3HUKOM
“OCMONAMBLHOCTL”, a came BUAa/IMTY TUM OCMOMETPA,
AKUI BUKOPUCTOBYBABCA A/151 BUNPOGYBaHHSA; 3MiHW | Tuny
- AIMIHICTpPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy MicLs NpoBaXeHHS Ais/IbHOCTi BUPOGHMKa
(BKKOYAOUM, 3a HeO6XiAHOCTI, Micue NpoBeAeHHs
KOHTPO/IO SIKOCTi), a60 BnacHuka mactep-gaiina Ha Adl,
abo noctavyasibHuka A®l/BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
3aCTOCOBYIOTLCS Y BUPOOHMUTBI ADI (SIKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuid 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [0CbE, a60 BUPOGHMKA HOBOT AONOMDKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0CLE) - 3MiHa
HaliMeHyBaHHS BUPOOHMKa BiANOBifa/IbHOTO 38 KOHTPO/b
akocTi A®l, 6e3 3MiH micus BUpoOHULTBA. BuktoyeHo
Ha3By BUPOOHUYOI AiNbHMLI 3 aApecy MiCLA NPOBaKEHHS
LiSNbHOCTI; 3MiHW | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHS
OiSNIbHOCTI BUPO6HUKa/iMnopTepa roToBOro J1ikapCbKoro
3aco0y, BKIHYauK AibHULL BUNYCKY cepii abo MicLe
NPOBefEeHHs1 KOHTPOJIO AKOCTI. (A4iANbHICTb, 3a AKy
BiANOBIAAa€e BUPOGHMK/IMNOPTEP, HE BK/OUAOUM BUMYCK
cepiii) - 3miHa HaliMeHyBaHHS BUPOGHYVKa BiANOBIAA/IbHOTO
3a KOHTPO/1b IKOCTi /13, 6e3 3MiHM MicLi BUPOBGHMLITBA;
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
3MiHM | TNy - AAMiHICTPaTUBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecy MicLA NPOBaXEHHS
OiSNIbHOCTI BUPO6HUKa/iMnopTepa roToBOro J1ikapCbKoro
3aco6y, BKIOYAKUN AiNbHNL BUMYCKY Cepii abo MicLe
NpoBeAeHHS KOHTPOI0 AKOCTI. (LisANbHICTb, 3a AKY
BiANoBiga€e BUPOGHMK/IMNOPTEP, HE BK/OYAOUM BUMYCK
cepiii) - 3miHa HaliMeHyBaHHS BUPOGHVKa BiANOBIAA/IbHOIO
3a KOHTPO/1b AKOCTi FOTOBOro NPoAyKTy, 6€3 3MiHW Micus
BMPOGHULITBA
21. BEM®O/A PO34MH A4 iH ek BAT "lTegeoH | YropwuHa 360pKa pyyku ans YropwyHa/ | BHECEHHs 3MiH [0 peecTpauiliHix maTtepianis: 3MiHu | TUny 3a UA/17528/01/04
B nonepegHL0 PixTep" iH'EKLil, BTOPUHHA PpaHuis/ - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuenmom
HanoOBHEHIl pyuyLi no ynakoBka, [403BiN Ha Benuka afpecy Micus NPOBaKEHHS AisiNIbHOCTI BUPOGHMKA
300 MO (22 mkr)/0,5 BMNyckK cepii: BAT BpuTaHis (BKTrOYatoUM, 3a HEOHXIAHOCTI, MicLe NpoBeAeHHS

ms1; no 0,5 mn
PO3UnHYy A5 iH'EKUIA
B nonepegHLo
HarnoBHeHiIN pyuLi B
CKNSHOMY
KapTpuaxi, 3
ryMOBO NPO6KOLo-
MOPLUHEM | TYyMOBUM
[ANCKOM 3
aIOMIHIEBUM
KOBMaYKOM,
BMILLEEHOMY Y PYUKy
NS BBeeHHs; no 1
abo 5, abo 10
nonepegHL0
HamMoBHEHNX PYYOK 3
0iHOPa30BMMY
ronkamu (BignoBigHO
1a6o5a6o 10) i
cepseTkamu,
NPOCOYEHNMMN
CnmpTom
(BignosigHo 1 a6o 5
ab6o 10) B KapTOHHii
Kopobui

"l'epeoH Pixtep",
YropLmHa;
BVMPOGHMLTBO
Hepo3acoBaHo!
npoayKuii, NnepBnHHa
ynakoBka (kapTpuaxi);
KOHTPO/Tb SKOCTi 3a
HacTynHUMU
MOKa3HNKaMu:
Bacterial endotoxins,
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles: Pecichapm
MoH, ®paHujis;
BUPOBHULTBO
Hepo3gacoBaHo!
npoAyKLUii; NnepBnHHa
ynakoBka (KapTpuaxi);
KOHTPO/Ib SKOCTi 3a
HacTynHUMU
MOKa3HNKaMU:
Bacterial endotoxins;
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles:

Cilli ®apmachbtoTikanc
Nimiten, Benvka
BpuTtaHis;
BUPOBHULTBO
Hepo3gacoBaHol
npoaykuii, NnepBnHHa
ynakoBka (KapTpuaxi);
KOHTPO/Ib SIKOCTi 3a

KOHTPOJIO SIKOCTI), abo BacHuka mactep-taiina Ha Adl,
abo noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, WO
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha fikapCbkunin 3acib) 3a BiACYTHOCTI cepTucpikata
BiANOBIgHOCTI €Bponeiickkili hapmakonei y
3aTBEpPXEHOMY [10CbE, a60 BUPOGHVKA HOBOT LOMNOMDKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0ChE) - 3MiHa
HalilMeHyBaHHS BUPOOHUKA BifMoOBIfaIbHOMO 38 KOHTPO/1b
aKocTi A®I choniTponiHy anba, 6e3 3MiHK Micua
BMPOGHMLTBA; 3MiHM | TUMY - 3MiHK 3 AKOCTi. [0TOBWMI
nikapcbkuii 3aci6. Cructema KoHTelHep/3akynoproBasibHUIA
3aci6. 3MiHa 6yAb-aKOT YacTVHU Matepiany NepBUHHOI
YMNaKoBKM, L0 HE KOHTaKTY€e 3 FOTOBWM JliKapCbKnM
3aco60M (Hanpvkiag Kosip KpULEYoK 3 KOHTPOsIEM
NepLLOro BiAKPUTTSA, KO/MIP KOJOBMX Kiflelb Ha amnynax,
KOHTeliHepa 4115 ronok (pisHi BUAyW nnactmacwy) (3miHa, sika
He BM/IMBa€E Ha KOPOTKY XapaKTepuUCTUKy MiKkapCbKoro
3acoby) - 3amiHa hopMyBasIbHUX IHCTPYMEHTIB LUTOKa
nopLUHA Ansa Bupo6Huka CP Pharmaceuticals Ltd., B
HacnifoK YOro OHOB/IEHO TEXHIYHE KpPec/leHHA B godatky
0o posginy 3.2.P.7 Cucrtema
KOHTeliHep/3aKynopioBasibHUIA 3aci6 3 BHECEHHAM
pefakuifiHUX NpaBOK: OHOBJIEHI TEXHIUYHI KPECEHHS ANs
KOMGiIHOBaHMX YLiNbHeHb 15 BUpobHuka CP
Pharmaceuticals Ltd., 3i 3meHwweHnMK gonyckamu y
po3mipax; BuaneHi BHyTPiLLHi iaeHTudikavliiiHi kogn SAP
(koav npoaykTiB BUPOOHUKA); 3MiHK | TUNY -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NpoBaXeHHS Ais/IbHOCTi BUPOGHMKa
(BKKOYAOUM, 3a HEO6XiAHOCTI, MicLe NpPoBeAeHHs
KOHTPO/IO SIKOCTI), @60 BriacHMKa MacTep-haiina Ha Adl,
abo noctavasibHuka A®l/BuxigHoro
mMartepiany/peareHTy/NpoMKHOIoO NPOAYKTY, L0
3aCTOCOBYHOTbLCS Y BUPOOHUUTBI ADI (SKLL0 3a3HAYEHO Y




Homep
peecmpayitiHo2o
nocsioYyeHHs1
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KpaiHa KpaiHa Peecmpayjitina npoyedypa Ymosu
3asiBHUKa BUPOGHUKa Bionycky
BCiMa MokasHuKamu [0CbE Ha Nikapcbkuid 3acib) 3a BiACYTHOCTI cepTudikata
cneumaikauii, okpim BiANOBIgHOCTI EBponeiickkili hapmakonei y
Biological activity 3aTBEPAKEHOMY [OCbE, 60 BUPOGHMKA HOBOI [OMOMIKHOI
(BionoriyHoi PEYOBUHM (SIKLLO 3a3HAYEHO y A0CbE) - 3MiHa Ha3BM Ta
aKkTuBHocTi), Sterility ajpecy BUpo6HMKa, BIAMNOBIAA/ILHOIO 3a KOHTPO/b SIKOCTI
(CtepunbHocTi) Ta N- A®I, 6e3 3MiHN Micua BUPOBHULTBA; 3MiHK | TRy - 3MiHK 3
Glycans (N-rnikaHiB)): akocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BAT "l'egeoH Pixtep”, BUNPo6yBaHHA APl abo BuXigHOro martepiany/npoMikKHOro
YropumHa NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEpPKEHMX
MeTogax BunpobyBaHHs) - BHeCeHHs! He3HauHMX 3MiH A0
MeToZiB BUNpobyBaHHA AD| 3a NOKa3HUKOM
“OCMONANMBLHOCTL”, a came BUAa/IMTU TUM OCMOMETPA,
AKUI BUKOPUCTOBYBABCA A/151 BUNPOGYBaHHS; 3MiHW | TNy
- AZIMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy MicLs NpoBaXeHHS Ais/IbHOCTI BUPOGHMKa
(BKKOYAOUM, 3a HeO6XiAHOCTI, Micue NpoBeAeHHs
KOHTPO/HO SIKOCTI), a60 BnacHuka mactep-gaiina Ha Adl,
abo noctavyasibHuka A®l/BuxigHoro
mMartepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
3aCTOCOBYIOTLCS Y BUPOOHMUTBI ADI (SIKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, a60 BUPOGHMKA HOBOT AONOMDKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0CbE) - 3MiHa
HaliMeHyBaHHS BUPOOHMKa BiANOBifa/IbHOTO 38 KOHTPO/Ib
akocTi A®l, 6e3 3MiH micus BUpoOHULTBA. BuktoyeHo
Ha3By BUPOOHUYOI AiNbHMLI 3 aApecy MiCLA NPOBaKEHHS
[iSNbHOCTI; 3MiHW | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLA NPOBaIKEHHS
OiSNTbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
3aco0y, BKIHYauu AibHULL BUNYCKY cepii abo MicLe
NPOBefEeHHs1 KOHTPOJIO AKOCTI. (A4iANbHICTb, 3a AKy
BiANOBIAA€e BUPOGHMK/IMNOPTEP, HE BK/OYAOUM BUMYCK
cepiii) - 3miHa HaliMeHyBaHHS BUPOGHYMKa BiANOBIAAILHOTO
3a KOHTPO/b AKOCTi /13, 6€3 3MiHM MiCList BUPOGHULITBA;
3MiHM | TRy - AAMiHICTPaTUBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
OiSNbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
3aco6y, BKIOYAKUN AiNbHNL BUMYCKY Cepii abo MicLe
NpoBeAeHHS KOHTPO/IO AKOCTI. (LisANbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOPTEP, HE BK/OYAOUM BUMYCK
cepiii) - 3miHa HaliMeHyBaHHS BUPOGHVKa BiANOBIAA/IbHOIO
3a KOHTPO/1b SKOCTi FOTOBOro NPoAyKTy, 6€3 3MiHW Micus
BMPOGHULITBA
YropwyHa/ | BHECEHHs 3MiH [0 peecTpauiliHix maTtepianis: 3MiHu | TUny 3a
PpaHuis/ - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuenmom
Benvka aZpecy MicLs NPoOBaXEHHS Ais/IbHOCTI BUPOGHMKA

3asBHUK Bupo6HuK

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

Ne Hassa
n/n JliKapcbKo20
3acoby

UA/17528/01/05

BEM®O/A PO34MH A4 iH ek BAT "lTegeoH | YropwuHa 360pKa pyyku ans
B nonepegHL0 PixTep" iH'EKLil, BTOPUHHA
HarnoBHEeHiIN pyyui No ynakoBka, 103BiN Ha

22,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
450 MO (33 BMNyckK cepii: BAT BpuTtaHis (BKTrOYatOUM, 3a HEOOXIAHOCTI, MicLe NPoBeAEHHS

MKr)/0,75 Mn; no
0,75 M1 po3unHy
ONs iH'eKUIN B
nonepegHL0
HarnoBHEHI pyyLi B
CK/IAHOMY
KapTpuaxi, 3
ryMOBOIO NPOGKOLO-
NOpPLUHEM | TYMOBUM
[AnCcKoM 3
aOMIHIEBUM
KOBMaYKoM,
BMILLEEHOMY Y PYUKy
015 BBEfleHHs; no 1
abo 5, a6o 10
nonepegHLo
HamMoBHEHWX PYYOK 3
0fIHOPa30BUMU
ronkamu (BignoBsigHO
1a6o 5 a6o 10) i
cepBeTKamu,
NPOCOYEHNMMN
CnmpTom
(BignoBigHo 1 a6o 5
a60 10) B KapTOHHii
KopoobLi

"l'epeoH Pixtep",
YropLmHa;
BVMPOGHMLTBO
Hepo3gacoBaHo!
npoayKujii, NnepBnHHa
ynakoBka (kapTpuaxi);
KOHTPO/Tb AKOCTi 3a
HacTynHUMU
MOKa3HNKaMu:
Bacterial endotoxins,
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles: Pecichapm
MoH, ®paHujis;
BUPOBHULTBO
Hepo3gacoBaHol
npoayKuii; NnepBnHHa
ynakoBka (KapTpuaxi);
KOHTPO/Ib AKOCTi 3a
HacTynHUMK
MOKa3HNKaMu:
Bacterial endotoxins;
Sterility; Visual
Appearance; Visible
Particles; Sub-visible
Particles:

Cilli ®apmacbtoTikanc
Nimiten, Benvka
BpuTtaHis;
BUPOBHULTBO
Hepo3gacoBaHo!
npoaykuii, NnepBnHHa
ynakoBka (KapTpuaxi);
KOHTPO/Ib AKOCTi 3a
BCiMa NOKa3HUKamu
cneumaikauii, okpim
Biological activity
(BionoriyHoi
aKkTuBHocTi), Sterility
(CtepunbHocTi) Ta N-
Glycans (N-rnikaHiB)):
BAT "l'egeoH PixTep”,
YropLumHa

KOHTPO/IO AIKOCTI), a60 BacHuka mactep-taiina Ha Adl,
abo noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/npoMKHOr0O MPOAYKTY, WO
3aCTOCOBYIOTLCA Y BUPOGHULITBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIgHOCTI €Bponeiickkili hapmakonei y
3aTBEpAXEHOMY [10Cbe, a60 BUPOGHMKA HOBOT AOMOMDKHOT
PEYOBUHM (AIKLLIO 3a3HAYEHO Y [0CLE) - 3MiHa
HalilMeHyBaHHS BUPOOHUKA BifMOBIfa/IbHOMO 38 KOHTPO/1b
aKocTi A®I choniTponiHy anba, 6e3 3MiHM Micua
BUPOGHMLTBA; 3MiHW | TNy - 3MiHK 3 AKOCTi. FoToBUIA
nikapcbkuii 3aci6. Cructema KoHTelnHep/3aKynoproBasIbHUIA
3aci6. 3MiHa 6yAb-AKOI YacTVHW MaTepiany NepBUHHOI
YNakoBKMU, LLIO0 HE KOHTaKTYE 3 FOTOBUM NiKapCbKUM
3aco60Mm (Hanpvkiag Koslip KpyLEYoK 3 KOHTPOsIEM
NepLLOro BigKPWUTTSA, KO KOJOBMX Kiflelb Ha amnynax,
KOHTelHepa Ans ronok (pisHi BuAM nnactmacu) (3MiHa, ska
He BM/IMBa€E Ha KOPOTKY XapaKTepuUCTUKy MiKapCbKoro
3acoby) - 3amiHa hopMyBasIbHUX IHCTPYMEHTIB LUTOKa
nopLuUHs ansa Bupo6Huka CP Pharmaceuticals Ltd., B
HacnifoK YOro OHOBJ/IEHO TEXHIYHE KPeC/IeHHA B Jodatky
no posginy 3.2.P.7 Cucrema
KOHTeliHep/3aKkynoptoBasibHWI 3aci6 3 BHECEHHSIM
pefakuiiHUX NpaBOoK: OHOBJIEHI TEXHIUYHI KPEC/IEHHS ANs
KOMGIHOBaHUX YLLiNbHEHb AN18 BUpO6HMKa CP
Pharmaceuticals Ltd., 3i 3mMeHLweHnMK gonyckamun y
po3mipax; BuaneHi BHyTPiLLHI iAeHTudikaliiiHi kogn SAP
(koav npoaykTiB BUPOOHUKA); 3MiHU | TUNY -
AAMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NpoBaXeHHS Ais/IbHOCTi BUPOGHMKa
(BKKOYAOUM, 3a HeO6XiAHOCTI, Micue NpoBeAeHHs
KOHTPO/IO SIKOCTi), a60 BlacHuka mactep-gaiina Ha Adl,
abo noctadyasibHuka A®l/BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
3aCTOCOBYIOTLCS Y BUPOOHMUTBI ADI (SIKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, 260 BUPOGHMKA HOBOT AONOMDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO y A0CbE) - 3MiHa Ha3BM Ta
ajpecy BUpo6HMKa, BIAMNOBIAA/ILHOIO 3a KOHTPO/b SIKOCTI
A®I, 6e3 3MiHN Micua BUPOBHULTBA; 3MiHK | TUnY - 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BUNpo6yBaHHA APl abo BuXigHOro martepiany/npoMikHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEpPKEHMX
MeTogax BunpobyBaHHs) - BHeceHHs: He3HauyHMX 3MiH A0
MeTogiB BUNpobyBaHHA AD| 3a NOKa3HUMKOM
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

“OCMONANBLHOCTL”, a came BUAa/IMTY TUM OCMOMETPA,
AKUI BUKOPUCTOBYBABCA A/151 BUNPOGYBaHHSA; 3MiHW | TNy
- AZMIHICTpPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy MicLs NpoBaXEHHS Ais/IbHOCTi BUPOGHMKa
(BKKOYAOUM, 3a HeO6XiAHOCTI, Micue NpoBeAeHHs
KOHTPO/I0 SIKOCTi), a60 BlacHuka mactep-gaiina Ha Adl,
abo noctadyasibHuka A®l/BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
3aCTOCOBYHOTLCS Y BUPOOHMUTBI ADI (SIKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, 260 BUPOGHMKA HOBOT AONOMDKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0ChE) - 3MiHa
HaliMeHyBaHHS BUPOOHMKa BiANOBIfa/IbHOTO 38 KOHTPO/b
akocTi A®l, 6e3 3MiH micus BUpoOHULTBA. BuktoyeHo
Ha3By BUPOOHUYOI AiNbHMLI 3 aApecy MiCLA NPOBaKEHHS
LiSANbHOCTI; 3MiHW | TMNY - AAMIHICTpaTUBHI 3MiHX. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHS
OiSNIbHOCTI BUPO6HUKa/iMnopTepa roToBOro J1ikapCbKoro
3aco0y, BKIHYauu AibHULL BUNYCKY cepii abo MicLe
NPOBefEHHs1 KOHTPOJIO AKOCTI. (A4iANbHICTb, 3a AKy
BiANOBIAA€e BPOGHMK/IMNOPTEP, HE BK/OYAOUM BUMYCK
cepiii) - 3miHa HaliMeHyBaHHS BUPOGHYMKa BiANOBIAA/ILHOTO
3a KOHTPO/b AKOCTi /13, 6€3 3MiHM MiCList BUPOGHULITBA;
3MiHW | TNy - AAMiHICTPaTUBHI 3MiHU. 3MiHa
HalimeHyBaHHs Ta/abo agpecy MicLA NPOBaXEHHS
OiSNbHOCTI BUPO6HUKa/iMnopTepa roToBOro J1ikapCbKoro
3aco6y, BKIOYAKUN AiNbHNL BUMYCKY Cepii abo MicLe
NpoBeAeHHS KOHTPO/IK0 AKOCTI. (LisANbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOPTEP, HE BK/OYAOUM BUMYCK
cepiii) - 3miHa HaliMeHyBaHHS BUPOGHVKa BiANOBIAA/IbHOIO
3a KOHTPO/1b AKOCTi FOTOBOro NPoAyKTY, 6€3 3MiHW Micus
BMPOGHULITBA

23.

BEMAHTEH®
nnoc

Kpem no 1001, 30T
abo 3,5 ry 1y6i; no
1 Ty6i B KAPTOHHIN
Kopobui

Baiiep
KoHcbomep
Kep Al

LLiBeruapi
2

['T1 I'peHsax
MpoaykTioHC TM6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |1
My - 3MiHK Woao 6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMW AaHUMK 3
AKOCTI, AOKNIHIYHAMMU, KIIHIYHUMW AaHVMU Ta JaHuMy 3
thapmakoHarnsgy . 3MiH1 BHECEHO B iHCTPYKLit0 Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby 0 po3giny
"Oco611BOCTI 3acTocyBaHHSA". BBeAEHHSA 3 MiH NPOTArom
6-TW MicALB Nic/1a 3aTBEPAKEHHS.

6e3
peyenma

UA/7805/01/01

24.

BEPELL®
KANbUIN
nnocC b3

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0; No 10
TabneTtok y 6nictepi;

no 3 abo 6 6nictepis

3AT "BepeLwt
Papma”

YropmHa

3AT "Bepews dapma”

YropLmHa

BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis: 3MiHu | TUNYy
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
agpecy Micus NpoBaKeHHS Ais/IbHOCTI
BUPOGHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
BK/I0YAKUM AiNbHMLi BUNYCKY cepii abo micue

6e3
peuyenma

UA/1363/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Y KapTOHHIli kopoobLi

NPOBeAEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBIAa€e BUPOGHMK/IMNOPTEp, BK/IOUAKUM BUMYCK CEPiid)
BBefieHHs1 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBEPAKEHHS

25.

BEPELL®
MATHIN
nnocC B6

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0, NO 10
Tabnetok y 6nictepi;
no 3 abo 6 6nictepis
Y KapTOHHIli kopobLi

3AT "Bepewt
Papma”

YropLmHa

3AT "Bepews dapma”

YropLmHa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLA NPOBaKEHHS Ais/IbHOCTI
BUPOGHMKa/iMNnopTepa roToBoro /ikapcbkoro 3acoby,
BK/IOYAIOUY AiNbHULi BUNYCKY cepii abo micue
NPOBeAEHHS KOHTPO/IIO AKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BUPOGHUK/IMNOPTEP, BKIOYAKOUM BUNYCK
cepii).

BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPKEHHS.

6e3
peyenma

UA/4516/01/01

26.

Bl-
MPEHENIA®

Tabnetku no 4 mr/5
mr; no 10 TabneTok
y 6nictepi, no 3
6nicTepn y nauui

TOB
"APTEPIYM
nTo

Ykpaina

MAT
"Kvuismegnpenapar”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny
- 3MiHKM Woao0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumui
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4n1s
MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun nikapcbKoro 3acoby, abo
LochigpKeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro 3acoby
B nicnspeecTpaLiiinii nepiog, abo sk pe3ynbTat OLiHKM
3BTy 3 OC/IAXEHb, NPoBeAEHUX BIAMNOBIAHO A0 NnaHy
negiatpuyHux gocnimpkerb (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXEHWM OpraHom). 3MiHV BHECEHO
[0 IHCTPYKLiT AN15 MeAMYHOro 3aCTOCyBaHHS NiKapcbKoro
3acoby y po3gin "MobiyHi peakuii" BignosigHO f0
OHOBJIEHOI iHChopMaLlii 3 6e3neku AjYoi pe4HoBUHN.
BBeneHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS. 3MiHuM | Tuny - 3MiHK Woao
6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKIili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT 4719 MEANYHOrO 3aCTOCYBaHHS
Ha niAcTasi perynsipHoO OHOBJIOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B micspeecTpauiiiiui
nepiog, abo sik pe3ynbTaT OLiHKM 3BiTy 3 AOCNIAXEHb,
npoBefeHnX BigNoBigHO A0 NAaHy negiatpuyHnx
pocnigxeHb (PIP) (3MiHy y3rog)keHo 3 KOMNeTEHTHUM
YNOBHOB&XXEHUM OpraHom). 3MiHW BHECEHO [0 IHCTPYKLT
AN MeAMYHOro 3acTOCyBaHHS NikapCbKoro 3acoby y
po3ain "MobiyHi peakuii” BigNoBigHO A0 OHOBMEHOT
iHcbopmaLii 3 6e3neku gjtoyoi pevyoBUHU. BBeAEHHS 3MiH
NPOTArom 6-TM MiCALIB MicaA 3aTBePAKEHHS

3a
peyerimom

UA/17826/01/01

27.

Bl-
NMPEHENIA®

Tabnetku no 8 mr/10
mr; no 10 TabneTok
y 6nictepi, no 3
6aicTepn y nayuj

TOB
"APTEPIYM
nTa

YkpaiHa

MAT
"Kuismegnpenapar”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHux martepiasis: 3miHu | Tuny
- 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTui
NiKapPCbKOro 3acoby, TEeKCTi MapKyBaHHS Ta iIHCTPYKLIT Ansi

3a
peyenmom

UA/17826/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0YeHHs

MeAMYHOro 3acTOCyBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOrO 3BIiTY 3 6e3nekun NikapcbKoro 3acoby, abo
LocnimpkeHb 3 6e3nekn 3acToCcyBaHHSA NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHKM
3BiTY 3 OC/iAXeHb, MpoBeAEeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpkers (PIP) (3MiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBAXEHWM OpraHom). 3MiHV BHECEHO
[0 IHCTPYKUiT 415 MeANYHOro 3aCTOCyBaHHSA NiKapcbKoro
3acoby y po3gin "MobivHi peakuii" BignosigHo [0
OHOBJIEHOI iHChopMaLlii 3 6e3nekn Ajt4oi pe4HoBUHM.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuis nicns
3aTBEPMKEHHSA. 3MiHuM | Tuny - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKIili XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLT AN MeAMYHOro 3aCTOCyBaHHS
Ha MigcTaBi perysisipHO OHOBJIIOBAHOTO 3BITy 3 6e3neku
nikapcbKoro 3acoby, abo focnimKeHb 3 6e3neku
3aCTOCyBaHHS NiKapcbkoro 3acoby B MicnsipeecTpaviiHnii
nepiog, abo sik pe3ynbTaT OLiHKM 3BiTYy 3 AOC/IAKEHb,
npoBefieHVX Bi4noBigHO A0 NAaHy negiatpuyHnx
pocnigxeHb (PIP) (3MiHy y3rofpkeHo 3 KOMNEeTEHTHUM
YMOBHOB&XEHVM OpraHoM). 3MiHV BHECEHO A0 iHCTPYKL,i
AN MeAUYHOro 3acToCyBaHHS NikapCbKoro 3acoby y
po3ain "MobiyHi peakuii" BigNoOBIAHO A0 OHOBNEHOT
iHchbopmawii 3 6e3neku gjtoyoi pevyoBnHU. BBeAEHHS 3MiH
NPOTArom 6-TM MicALiB Nic/a 3aTBePAKEHHS

28.

BOPTE3O0BIC
TA

MOPOLLIOK A5
NPUroTyBaHHs
pO34nHy Ans

iH ey no 3,5 mr; 1
dhnakoH 3 NOPOLLKOM
Y KapTOHHIli kopobLi

MicTtpan
Kenitan
MeHeXMeHT
Nimiteq

AHrnis

(BpO6HMLTBO,
nakyBaHHs)
OHkomep,
MaHydhekTypiHr a.c.,
Yecbka Pecny6nika;
(BignoBiganbHuiA 3a
BUMYCK cepii)
CinToH XicnaHis, C.J1.,
Icnanis;
(BignoBiganbHuii 3a
BUMYCK cepii)
CiHTOH c.p.0., Yecbka
Pecny6nika;
(BTOPWHHE NakyBaHHS)
[xi | dapmacbioTikanc
Ntp, Bonrapis

Yecbka
Pecny6nika/
IcnaHis/
Bonrapis

BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny
- 3miHK Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHM [0 y3araslbHEHNX
AaHux npo cuctemy hapmakoHarnsgy (BBeAeHHs
y3ara/lbHeHUX faHux npo cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0CO6MU, BigNoBigaNbHOI 3a
3[jiCHEHHS hapmakoHaraay; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa Ans 34iiCHEHHS
thapMakoHarnsgy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YMOBHOB&XeHOT 0CO6M, BifNOBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnsgy (Bkouvatouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y pO3MiLLEeHHI MacTep-chaiina cuctemu
thapmakoHarnisgy). 3mMiHa ynoBHOBaXXeHOT 0co6u
3as1BHMKA, BiANOBIAA/IbHOI 32 34iACHEHHS
hapmakoHarnagy. ditoya pegakuis: CoTHikoBa CaiTnaHa
BikTopiBHa. MNponoHoBaHa pegakuisi: Cipaxos Irop
OnekcaHapoBuY.
3MiHa KOHTaKTHUX JaHUX YNOBHOBaXXEHOT 0CO6M 3asiBHMKA,
BiANOBIAaUIbHOI 3a 34iiCHEHH:A hapmakoHarnsagy. 3miHa
MicLe3HaxoMKeHHs1 MacTep-aiina cucremu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iICHEHHS OCHOBHOI AiSNIbHOCTI 3 hapMakoHarisay.

3a
peyerimom

UA/16621/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
29. BOPTE3OBIC | nopoLuok ans Mictpan AHrnis (BMpOGHMLTBO, Yecbka BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3MiHu | Tuny 3a UA/16621/01/03
TA NPUroTyBaHHSA Kenitan nakyBaHHs) Pecny6nika/ - 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta peuenmom
pO3YuHy Ans MeHeaXMeHT OHkomep Icnanis/ hapmakoHarnsgy. BeegeHHs abo 3miHW A0 y3arasibHeHNX
iH ekuili no 2,5 mr; 1 Nimiteq MaHydhekTypiHr a.c., Bonrapis [JaHnx npo cuctemy dapmakoHarnsagy (BBefeHHs
dh1akoH 3 NOPOLLKOM Yecbka Pecny6nika; y3arasibHeHUX faHux npo cuctemy hapmakoHarnagy,
Y KapTOHHi Kopobuj (BignoBiganbHWiA 3a 3MiHa yNOBHOBaXeHOI 0co6u, BiANOBIAaIbHOI 3a
BUMYCK cepii) 3[jiCHEeHHSsT hapMakoHarIsay; KOHTaKkTHOI 0cobu 3
CiHTOH XicnaHis, C.J1., thapmakoHarnaay 3asiBHUKa AN 34iiCHEHHS
Icnaris; thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
(BignoBiganbHuii 3a YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
BMNYCK cepil) hapmakoHarnsgy (Bk/ouatoun KOHTakKTHI aaHi) Ta/abo
CiHTOH c.p.0., Yecbka 3MiHU Y PO3MILLEHHI MacTep-haiina cuctemm
Pecny6nika; hapmakoHarnsgy). 3miHa ynoBHOBaXeHOi 0cobu
(BTOpUHHE NakyBaHHS) 3asBHMKa, BiANOBiAaNbHOI 3a 34iCHEHHS
[xi | dapmacbroTikanc hapmakoHarnsagy. ditova pegakuis: CoTHikoBa CBiTnaHa
Ntp, Bonrapis BikTopiBHa. MponoHoBaHa pepakuisi: Cipaxos Irop
OnekcaHApoBuY.
3MiHa KOHTaKTHMX faHWX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANOBIAaUIbHOI 3a 34iiCHEHHS hbapmakoHarnsagy. 3miHa
MicLie3HaxoKeHHs1 macTep-thaiina cuctemu
hbapmakoHarnsigy Ta iioro Homepa. 3miHa micus
3/iiCHEHHS1 OCHOBHOI AisANIbHOCTI 3 hapmakoHarnsgy.
30. BOPTE3OBIC | nopoliok ans MicTtpan AHrnis (BUPOBHMLTBO, Yecbka BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/16621/01/01
TA NPUroTyBaHHA Kenitan nakyBaHHs) Pecny6nika/ - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
pO34nHy Ans MeHemKMeHT OHkomepq, Icnanis/ thapmakoHarnsgy. BeefeHHs abo 3miHu [0 y3araslbHEHNX
iH ekuili no 1 mr; 1 Nimiteq MaHydekTypiHr a.c., Bonrapis [aHux npo cuctemy hapmakoHarnsgy (BBefeHHs
h/1aKOH 3 MOPOLLKOM Yecbka Pecny6nika; y3arasibHeHVX AaHnx Npo cuctemy chapmakoHarnsgy,
Y KapTOHHIli kopobLi (BignoBiganbHuii 3a 3MiHa yNOBHOBaXEHOI 0c06w, BiANOBIAa/ILHOI 3a
BMNYCK cepil) 3[jiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
CiHToH Xicnanis, C.J1., thapmakoHarnagy 3asBHuka Ans 34iliCHEHHSA
Icnanis; thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
(BignoBiganbHuiA 3a YMNOBHOBaXXEHOT 0c0o6U, BiANOBIAaNbHOT 3a 34iACHEHHS
BUMYCK cepii) hapmakoHarnsgy (Bkovaouy KOHTakKTHI gaHi) Ta/abo
CiHTOH c.p.0., Yecbka 3MiHM y po3MiLLEeHHI MacTep-chaiina cuctemu
Pecny6nika; thapmakoHarnagy). 3MiHa yrnoBHOBaXXeHOT 0cobu
(BTOPUHHE NakyBaHHs) 3asBHVKa, BigNOBiAaNbHOT 38 34iACHEHHS
[xi | dapmacbioTikanc thapmakoHarnagy. fitoya pegakuyis: CoTHikoBa CeiTnaHa
Nta, Bonrapis BikTtopiBHa. MNponoHoBaHa pepfakuis: Cipaxos Irop
OnekcaHapoBuy.
3MiHa KOHTaKTH/X AaHnX YNOBHOBaXKEHOT 0CO6U 3aABHNKA,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsagy. 3miHa
MiCLie3HaxoMKeHHS MacTep-haiina cucremu
hapmakoHarnsgy Ta ioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AiSSIbHOCTI 3 hapMakoHarasay.
31. BOPTE30MI MopoLUOK AN Mictpan AHrnis CiHgaH ®apma C.P.N PymyHis BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/15234/01/01
B-BICTA NPUroTYBaHHSA Kenitan TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
pO34nHy Ans MeHempKMeHT thapmakoHarnsgy. BeefeHHs abo 3miHM [0 y3arasibHEHNX
iH eKuii no 3,5 mr; 1 Niviteq [JaHnx npo cuctemy dapmakoHarnsagy (BBefeHHs
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

dhnakoH 3 NOPOLLKOM
Y KapTOHHili kopobLi

y3ara/lbHeHUxX faHvx npo cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0Co6M, BigNoBigaNbHOI 3a
3pjilicHeHHs hapMakoHarnaay; KOHTaKTHOT ocobu 3
thapmakoHarnagy 3asBHUKa Ans 34iCHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BifiNOBIAAIbHOI 3a 3[iICHEHHS
chapmakoHarnsgy (Bko4vatouy KOHTakTHI gaHi) Ta/abo
3MiHW Y PO3MiLLEHHI MacTep-thaiina cuctemu
hapmakoHarnsgy) 3miHa yrnoBHOBaXEHOT 0CO6M 3aABHMKa,
BiANOBIAANLHOI 3a 34ilicHeHH:A thapmakoHarnagy. [Jitoua
pepaxuis: CoTHikoBa CsiTnaHa BikTopiBHa. MponoHoBaHa
pepakuis: Cipaxos Irop OnekcaHApoBumu.
3MiHa KOHTaKTH/X AaHnX YNOBHOBEXKEHOT 0CO6U 3aABHNKA,
BiANOBIAa/IbHOI 3a 34iicCHEHHSA hapmakoHarnsagy. 3miHa
MicLle3HaxoKeHHs1 macTep-haiina cuctemu
hapmakoHarnsgy Ta oro Homepa. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AiSNIbHOCTI 3 hapMakoHarasay.

32.

ByniPoOn

pO3unH Ns iHQysil,
4 mr/mn no 100 mny
KOHTEliHepi B
3aXMCHOMY MakeTi

Mictpan
Kenitan
MeHeXMeHT
Nimiteq

AHrnis

ANTAH
DAPMACBIOTIKANS,
C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny
- 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHM [0 y3araslbHEHNX
AaHux npo cuctemy hapmakoHarnsgy (BBeAeHHs
y3ara/lbHeHUX faHvx npo cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0CO6MU, BigNoBigaNbHOI 3a
3[jiCHEHHS hapmakoHaraay; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa Ans 34iiCHEHHS
thapMakoHarnsgy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YMNOBHOB&XeHOT 0cOobM, BifNOBiAaNbHOT 3a 34iACHEHHS
chapmakoHarnsgy (Bkouvatouy KOHTakTHI gaHi) Ta/abo
3MiHM Y pO3MiLLEeHHI MacTep-chaiina cuctemu
thapmakoHarnisgy). 3MiHa ynoBHOBaXXeHOT 0co6u
3as1BHMKA, BiANOBIAA/IbHOI 32 34iACHEHHS
hapmakoHarnagy. ditoya pegakuis: CoTHikoBa CaiTnaHa
BikTopiBHa. MNponoHoBaHa pegakuisi: Cipaxos Irop
OnekcaHapoBuY.
3MiHa KOHTaKTHUX JaHUX YNOBHOBAXEHOT 0COOU 3asiBHMKA,
BiANOBIAaUIbHOI 3a 34iiCHEHH:A hapmakoHarnsagy. 3miHa
MicLe3HaxoMKeHHs1 MacTep-aiina cucremu
thapmakoHarnsgy Ta iioro Homepa.3miHa micus
3[iICHEHHS OCHOBHOI AiSNIbHOCTI 3 hapMakoHarisay.

3a
peyerimom

UA/18807/01/01

33.

BASABITAN®

Kancynu no 10
Kancyn y 6nictepi,
no 3 6nictepu B
KOpOOGLIi 3 KAPTOHY;
no 90 kancyny
6aHLi moniMepHil,
no 1 6aHui B kopobu,i
3 KapPTOHY

TOB
"YKpaiHcbka
thapmaueBTUy
Ha KoMnaHis"

YkpaiHa

TOB "ACTPADAPM",
YKpaiHa,;
MpAT "Bionixk",
YKpaiHa

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy
- 3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHN, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPO/IIO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHS BUPOOHMKA, LLO
BiANoBifae 3a BBE3€EHHS Ta/abo Bunyck cepii) -
Bktouaroun KOHTpOb/BUNpobyBaHHSA cepii. 3amiHa
BMPOGHMKa, LLLO BIANOBIAAE 3a BUMYCK Cepii, BKIHOYatoun
KOHTPOL/BUNPOGYBaHHs cepii 3 MAT "BiTamiHn", YkpaiHa

6e3
peyenma

UA/6628/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Ha MpAT "Bionik", YkpaiHa.
3MiHu | TMNY - 3MiHK 3 SIKOCTi. ToTOBUIA Nikapcbkuii 3aci6.
3MiHn y BUPOGHMLTBI. 3amiHa abo BBeAEHHSA [0AaTKOBOI
AinbHUUI BUPOBGHMLTBA A1 YacTUHM abo BCbOro
BMPOGHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(BinbHMUA, Ha AKI NPoBOAATLCA ByAb-AKi BUPOOHMYI
cTagii, 3a BUHATKOM BUMYCKY Cepiid, KOHTPOJIO AKOCTI,
NepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, ANns
HecTepubHUX Nikapcbkux 3acobis) CynyTHS 3MiHa - 3MiHK
3 AKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI.
3amiHa abo BBeEeHHs [0AAaTKOBOI AiIbHULi BUPOOHULTBA
07151 YacTnHM abo BCbOro BUPOGHNYOro NpoLecy roToBoro
nikapcbKoro 3acoby (4inbHWUUSA 415 BTOPUHHOTO
nakyBaHHs1) - 3MiHM 3 SIKOCTi. [OTOBWIA Nlikapcbkuii 3aci6.
3MiHn y BUPOGHMLTBI. 3amiHa abo BBeAEHHSA [0AaTKOBOI
AiNbHUUI BUPOBGHMLTBA A1 YacTUHM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(AiNbHULA ANA NEPBMHHOIO NakyBaHHSA) 3aMiHa fi/TbHNL
BifJNOBIAa/1bHOrO 3a BUPOBHMLITBO, NEPBUHHE Ta BTOPVHHE
nakysaHHs /13 3 MAT "BitamiHn", YkpaiHa Ha MpAT
"Bionik", YkpaiHa.

34.

BITAMIH D3
KPKA

Tabnetku no 1000
MO (25 wmkr), no 10
TabneTtok y 6nictepi,
no 3 abo no 6, abo
no 9, abo no 18
6nicTepis y KopoobLi

KPKA, 4.4.,
HoBo mecTo

CnoBeHisi

KPKA, a.4., HoBo
mMecTo, CrioBeHis
(nepBuHHa Ta
BTOPVHHA YNakoBKa,
KOHTPO/1b Ta BUMYCK
cepii); KPKA, g.4.,
HoBo mecTo,
CnoseHisa
(BMPOGHMLTBO "in
bulk", nepBuHHa Ta
BTOPVHHA yNakoBKa)

CnoBeHis

BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3MiHu | Tuny
- 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. Onuc Ta
cknag,. 3miHa doopmu abo po3mipie nikapcbKoi hopmu

(TabneTkv 3 HeraiH1M BMBIIbHEHHAM, Kancynu,
cynosuTopii Ta necapii) 3MiHa 30BHILLHOIO BUrNAAYy AN
hopmu TabneTok - BUganeHHs CKOLIEeHMX Kpais, Ans
Tabnetok nuwe go3syBaHHAM 1000 MO (25 mkr). 3miHn
BHeceHi B po3Ain "OCHOBHI (hi3UKO-XiMi4Hi BNacTUBOCTI"
ons Tabnetok gosysaHHsaM 1000 MO B iHCTpyKLUito Ans

MeAMYHOro 3acTOCYBaHHs Nikapcbkoro 3acoby. BeeaeHHs

3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS. 3MiHN |

TMny - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Onuc Ta

cknag. 3viHa abo fogaBaHHA WTamMniB, NOTOBLLEHb ab0
IHLIMX MapKyBaHb, YK/o4yalum 3aMiHy abo fofaBaHHSA
hapb 419 MapKyBaHHS NikapCbKOro 3acoby (3miHa
LUTamniB, NOTOBLLEHb ab0 iHWMX MapKyBaHb) 3MiHa
MapKyBaHHA AN TabneTok nuile fo3ysaHHam 1000 MO
(25 mkr). HasiBHI nyaHCOHW: 3 rpaBipOBaHOI0 MO3HAYKOK «2
D», 3anponoHoBaHi NyaHCOHW: 3 rpPaBipOBaHOK0 NMO3HAYKOD
«2». BBELIeHHA 3MiH NpOTArom 6-Tu MicsiLiB nicns
3aTBEPKEHHS

Ne 30, Ne 60
— 6e3
peuyenma;
Ne 90, Ne
180 — 3a
peyenmom

UA/19044/01/02

35.

BITAMIH D3
KPKA

Tabnetkn no 500
MO (12,5 wmkr), no
10 TabneTok y
6nicTepi, no 3 abo
no 6, abo no 9, abo
no 18 6nictepiB y

KPKA, 4.4.,
HoBo mecTo

CrnoBeHis

KPKA, a.4., HoBo
mecTo, CrnoBeHis
(nepsBuHHa Ta
BTOPVHHA YNakoBKa,
KOHTPO/Ib Ta BUMYCK
cepii); KPKA, ao.a.,

CnoseHisa

BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis: 3MiHu | TUNYy
- 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. Onuc Ta
cknag,. 3miHa oopmu abo po3mipis nikapcbKoi hopmu

(TabneTku 3 HeraHVM BUBIIbHEHHSIM, Kancynu,
cynosuTopii Ta necapii) 3MiHa 30BHILLHOIO BUrNAAY ANs
hopmu TabneTok - BUganeHHs CKOLIeHMX KpaiB, Ans

Ne 30, Ne 60
— 6e3
peuyenma;
Ne 90, Ne
180 — 3a
peyenmom

UA/19044/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
Kopobui HoBo mecTo, Tabnetok nuwe go3syBaHHAM 1000 MO (25 mkr). 3miHn
CnoseHisa BHeceHi B po3Ain "OCHOBHI (hi3NKO-XiMi4Hi BNacTuBOCTI"
(BMpPOGHMLTBO "in Ans Tabnetok gosysaHHAM 1000 MO B iHCTpyKLjt0 Ans
bulk", nepBuHHa Ta MeJMYHOro 3acTOoCyBaHHA Nikapcbkoro 3acoby. BeegeHHs
BTOPVHHA YyNakoBKa) 3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAXEHHSA. 3MiHN |
TUny - 3MiHK 3 IKOCTi. FTOTOBMIA Nnikapcbkuid 3aci6. Onuc Ta
cknag. 3viHa abo gogaBaHHA WTamMniB, NOTOBLLEHb a60
HLIMX MapKyBaHb, yK/louatoun 3amiHy abo AoAaBaHHsA
hapb 419 MapKyBaHHS NikapCbKoro 3acoby (3miHa
LUTamniB, NOTOBLLEHb ab0 iHWMX MapKyBaHb) 3MiHa
MapKyBaHHA AN TabneTok nuile fo3ysaHHam 1000 MO
(25 mkr). HasiBHI nyaHCOHW: 3 rpaBipoOBaHOI0 MO3HAYKOK «2
D», 3anponoHoBaHi NyaHCOHW: 3 rPaBipOBaHOK NMO3HAYKOD
«2». BBELIeHHA 3MiH NpOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHSA
36. FEMUWUTABIH | koHueHTparT gns EBEBE ABcTpist NOBHWIA LKA ABCTpIs BHECEHHS 3MiH [0 peecTpaviiiHix martepianis: 3MiHu | Tuny 3a UA/10475/01/02
"EBEBE" pO34uHy aons dapma BUPOGHMLTBA: - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuenmom
iHcpy3iA, 40 mr/mn no lec.m.6.X. PAPEBA YHTepax afipecyt MicLA NPOBaKEHHS Aif/IbHOCTI
5 mn (200 wmr), abo Hdpr. KI M6X, ABCTpisi; BUNYyCK BMPOGHMKa/imMnopTepa roToBoro fikapcbKoro 3acoby,
no 25 mn (1000 wmr), cepii: EBEBE ®apma BKJ/THOYAKOUM AiNbHULI BUNYCKY cepii abo micue
a6o no 50 mn (2000 lec.m.6.X. Hdor. KT, NPOBeAEHHSI KOHTPOJIIO AKOCTI. (4iANbHICTb, 3a AKy
Mr) y doniakoHi; no 1 ABCTpIsi; TECTyBaHHS: BiANOBiAa€e BMPOGHMK/IMNOpTEp, He BK/OUAUM BUMYCK
donakoHy B Na6op N1IC CE & Ko. cepiid) - 3MiHa HaliMeHyBaHHs BUpo6Huka 113 EBEBE
KapTOHHI Kopoobui K, HimeuuunHa; ®apma Nec.m.6.X. Hoor. KI', ABCTpist, 415 yCiX DYHKUIN,
TecTyBaHHsA: MM/ KpiM chyHKLiT BUNycKy cepii, 6e3 3MiHM Micus BUPOOHULITBA.
Mikpobionoriwec BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
Mptodhnabop M6X, 3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHK 3 AKOCTI. [0TOBWMIA
ABCTpIsi nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO fliKapCbKoro 3acoby (3amiHa
abo gofaBaHHS BUPOOHUKA, LLO BigNoBigaE 3a BBE3EHHS
Ta/abo Bunyck cepii) - He Bkovaroumn
KOHTPONb/BMNPOGYBaHHSA cepii - AofaBaHHA
anbTepHaTUBHOT BUPOOHWNYOT AiNbHWLI, BiANOBigabHOT 3a
Bunyck cepii PAPEBA YHTepax MM6X, MoHA3e€eLWTpacce,
11 4866 YHTepax am ATTep3ee, ABCTpis/FAREVA
Unterach GmbH, Mondseestrasse 11, 4866 Unterach am
Attersee, Austria. BBeileHHS1 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepAkKeHHs
37. FENA-MEPL, KOHUeHTpaT ans Mepuy, HimeyuunH Mpoaykuis in bulk, HimeuunmHa | BHECeHHS 3MiH [0 peecTpaviiHMX maTepiasiB: 3MiHu | Tuny 3a UA/0039/01/01
pO34nHy ons dapmacbioTika a nepBrHHE Ta - 3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y peuenmom
iHcpy3ii, 5 /10 mn; nc rméex BTOPVHHE NaKyBaHHSA: BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI Ai/TbHUL
no 10 mn B amnyni; B. BpayH MencyHreH BMPOGHMLTBA [151 HaCTMHM ab0 BCbOro BUPOGHUYOro
no 10 amnyny Al, HimeuunHa; npoLecy roToBoro Nikapcbkoro 3acoby (AinbHuUA Ans
KapTOHHI KopoobLi BTOPVHHE NaKyBaHHSA: BTOPUHHOIO NakyBaHHs) — BBEAEHO a/IbTEPHATUBHY
X.E..M. TM6X, AinbHuyo X.EJLM. TM6X, HimeuunHa (H.E.L.P. GmbH,
HimeuuunHa; MpecTtix Germany), sika 6yae 34ilicHI0BaTU BTOPUHHE NakKyBaHHS
MpomoyLLH N3. 3miHu | TMny - 3MiHW 3 AKOCTIi. FOTOBWUIA NiKapCbKUiA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
BepkaydcchoepaepyH 3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEAEHHS
r & Bepbecepsic [,04aTKOBOI Ai/TbHUL BUPOOHULTBA /151 YACTUHU abo
'M6X, HimeuyunHa,; BCbOr0 BUPOOBHMYOro NPOLECy roTOBOrO J1iKapCbKOro
Brpo6HuK, 3acoby (ginbHVLA 4155 BTOPUHHOTO NakyBaHHS) — BBEAEHO
BiANoBigabHUIA 3a aNbTepHaTUBHY AinbHULLIO MpecTik MNpoMoyLUH
BWMNYCK Cepii KiIHLEeBOro BepkaydcdoepaepyHr & Bepbecepsic MM6X, HimeuunHa
npoaykty: Mepu, (Prestige Promotion Verkaufsfoerderung & Werbeservice
Papma 'm6X i Ko. GmbH, Germany), sika 6yae 3filicHioBaT BTOPUHHE
KraA, HiveuunHa nakyBaHHs /13. 3MiHu | Tuny - 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbknii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHK
BMNPO6YBaHb ab0 JONYCTUMUX MEX, BCTAHOBNEHNX Y
cneuudikauisx, nig yac BUPOOGHULITBA FOTOBOMO
NiKapCcbKoro 3acoby (BWUyYEHHSI HECYTTEBOTO
BUNPOBYBaHHSA B NpoLeci BUPO6HMLTBA) — 3 in-process
control BUTy4eHO TECT Ha CTEPULHICTb Nig, Yyac
BMpo6HUUTBa J13. 3MiHK | Tuny - 3miHK 3 AkocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHWUTBI (iHLWWi 3MiHN) —
BMNpaB/IEHO NOMW/IKU Yy ONUCi BUPOBHNYOro npoLecy
(po3gin 3.2.P.3.3.) woao ¢inbTpiB nonepeaHbOi OUUCTKM,
AKi BUKOPUCTOBYIOTLCA Ha eTani (hinbTpauil Ta Woao Tecty
0151 NnepeBipky diNbTpa Ha LiMICHICTb. A TakoX BHECEHI
peAakLuiiiHi npaBKkn CTOCOBHO OMUCY BTOPWHHOT YNakoBKU.
3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLsA NPOBaIKEHHS
LOiSNIbHOCTI BUPO6HUMKa/iMnopTepa roToBoro J1ikapCbkoro
3aco0y, BKIHYauu AibHULL BUNYCKY cepii abo MicLe
NPOBefEHHsI KOHTPOJIIO AKOCTI. (4iANbHICTb, 3a AKy
BiANOBIAAa€e BUPOGHMK/IMNOPTEP, HE BK/OUAOUM BUMYCK
cepiii) — Ha3By Ta agpecy BUpobHUKa /13 npoBedeHo y
BiANOBIAHICTb A0 NiLeH3il Ha BUPOBHULTBO
38. FAPOKCU3WN | TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny 3a UA/16404/01/01
H-3H nNiBKOBOIO 06MeXeHOo BMPOBHULTBA, OKPIM - 3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6. Cuctema peuenmom
06010HKO0, N0 25 BiANOBIAa/TbHI BUNYCKY Cepil, KOHTeliHep/3aKynoptoBasbHWii 3aci6. 3MiHa po3mipy
mr; no 10 Tabnetok CTIO KOHTPO/Ib SIKOCTI: yMakoBKM FOTOBOTO MiKapCbKoro 3acoby (3MiHa KiflbKoCTi
y 6nictepi; no 3 "XapkiBcbke ToBapucTBO 3 OAVHULG (Hanpuknag, TabneTok, amny TOLO) B ynakoBLi:)
6nictepu y kopobui hapmaueBTny 06MEXEHO0 - 3MiHa no3a gjana3oHoM 3aTBEPAXKEHNX PO3MIpIB
He BiNOBiga/IbHICTIO ynakoBku. BBefeHHSA foaaTkoBux BUAiB nakyBaHHA Ne 10 y
nignpueMcTBO "®APMEKC I'Pyn", 6nictepi Ta Ne 10 (10x1) y 6nicTepi y kopobui, 3
"3a0poB'sa YkpaiHa; Bunyck cepii: Bi4MNOBIAHMMM 3MiHAMM B P. «YNakoBKa». 3MiHW BHECEHI B
Hapoay" ToBapucTBO 3 po3ain "YnakoBka" B iHCTPYKL,tO 4519 MEANYHOrO
06MeXeHOI0 3acTocyBaHHS Nikapcbkoro 3acoby y 3B'A3Ky 3 BBEAEHHAM
BiANOBIAA/TIbHICTIO [04AaTKOBMX YMakoBOK, K HACNIAOK - 3aTBEPAKEHHS
"Xapkiscbke TEKCTYy MapKyBaHHA JOAATKOBMX YNakoBOK /iKapCbKoro
hapmaueBTUyHe 3aco6y. BBeieHHs 3MiH NpoTAromM 6-Tn MicsLiB nicns
nignpYeEMCTBO 3aTBEPIKEHHS.
"3p0p0oB'A Hapoay",
YKpaiHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
39. FINOTIA3UA, Tabnetku no 25 wr, TOB "CaHodi- YkpaiHa XIHOIH 3aBog YropumHa BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3MiHu | Tuny 3a UA/7593/01/01
® no 20 TabneTok y ABeHTIC dapmaLeBTUYHNX Ta - 3MiHM 3 AkocTi. CepTudpikat BignosigHOCTI/TE- peuenmom
6nicTepi; no 1 YkpaiHa" XimiyHux MpoaykTis cepTudikaT BignoBigHOCTI €Bponelickkil
6nictepy y Mpaisit Ko. NT4,, thapmakonei/moHorpadii. NMogaHHs HoBOro abo
KapTOHHIlA KopooLi Mignprvemctao 2 OHOB/IEHOTO cepTudiKaTa BifgnoBigHOCTI ab0 BUYYEHHS
(nignpuemcTeo cepTudpikata BignoBigHOCTI EBponelickbkili hapmakoner:
Bepeliegpxas), ana A®l; ans BuxigHoro marepiany/peareHTy/mpoMixXHOro
YropumHa NPOAYKTY, L0 BUKOPUCTOBYHOTLCH Y BUPOGHULTBI APl; Ana
[0MNOMDKHOT peyqoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHoB/IeHWIA cepTudikar Big
yXe 3aTBepKeHoro BUpo6Huka. NMogaHHsA OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTi €Bponelickkili hapmakonei Ne
R1-CEP 2006-011 - Rev 01 (3atBepgxeHo: R1-CEP 2006-
011 - Rev 00) ana A®I rigpoxnopoTiasugy Bif Bxe
3aTBepAxeHoro Bupo6bHrka Changzhou Pharmaceutical
Factory, Kutaii, y Hacnifgok BBeieHHs nepiogy NOBTOPHOrO
BUMPOOYBaHHA 4 POKW.
40. rinoTIA3NA Tabnetkun no 100 mr, | TOB "CaHodi- YkpaiHa XIHOIH 3aBog YropmHa BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny 3a UA/7593/01/02
® no 20 Tabnetok y ABeHTIC dapmaleBTUYHUX Ta - 3miHu 3 skocTi. CepTudikat BignosigHocTi/lE- peyenmom
6nictepi; no 1 YkpaiHa" XimiuHux MpoaykTis cepTudikaT BignoBigHOCTI EBponeiickkiii
6nictepy y Mpawsit Ko. N114., hapmakonei/moHorpadii. NMogaHHs HoBoro abo
KapTOHHIA KopoobLi Nignpuemctso 2 OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo BUTyYEHHS
(nignpuemcTao cepTudpikaTa BifnNoBiAHOCTI EBpoNeiiChKiit hapmakonei:
Bepewegpxas), ana A®l; ans BuxigHoro marepiany/peareHTy/npoMixHOro
YropumHa NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI API; aAns
[LOMOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
€Bponevicbkin dhapmakonei) - OHoBEHWIA cepTudikar Big
yXe 3aTBepKeHoro BUpobHuka. NogaHHsA OHOB/IEHOTO
cepTudpikaTa BignoBiAHOCTI EBponeiickbkiin hapmakonei Ne
R1-CEP 2006-011 - Rev 01 (3atBepgxeHo: R1-CEP 2006-
011 - Rev 00) ana A®I rigpoxsiopoTiasvay Bif BXe
3aTBepxeHoro BupobHrka Changzhou Pharmaceutical
Factory, Kutaii, y Hacnigok BBeAeHHsi nepiogy NOBTOPHOIO
BUMPOOYBaHHA 4 POKW.
41. AEKEHOP® TabneTtku, BKPUTI KPKA, a.4., CnoBeHis | BMpo6bHMUTBO "in bulk", CnoseHisa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/17180/02/01
nNiBKOBOO HoBo mecTo nepBuHHE Ta - 3MiHK 3 AKOCTi. FOTOBWMIA NikapCbkunii 3aci6. CTabiNbHICTD. peyenmom
060n0HKo0, No 25 BTOPVHHE NaKyBaHHS, 3miHa y TepMiHax npuaaTHoOCTi abo ymoBax 36epiraHHs
Mmr, no 10 TabneTok KOHTPO/Ib Ta BUMYCK roTOBOrO NiKapCcbKOro 3acoby (36iNbLUEHHA TEPMiHY
y 6nictepi, no 1 abo cepit: NpWAATHOCTI FOTOBOTO JTiKAPCLKOTro 3acoby) - 15 Toproeoi
no 3 6nictepu y KPKA, a.4., Hoso ynakoBKu (NiTBEPAXYETLCA AaHVMMN peasibHOro vacy) -
Kopobui mecTo, CrnoBeHis 36i/1bLUEHHSI TEPMIHY NPUAATHOCTI FOTOBOrO J1iKapCbKOro
3acoby.
3arBepKeHo: 2 poku. 3anpornoHoBaHo: 3 poku. BBeaeHHsA
3MiH NPOTArom 6-TW MiCALIB NiC/IA 3aTBEPAKEHHS.
42, ANMETUN®Y | kancynm 3 MicTtpan AHrnis B1po6HMLTBO rOTOBOI Yunni/ BHECEHHS 3MiH A0 peecTpauiiHnx matepiasni: 3MiHu | 3a UA/18285/01/02
MAPAT- MoAandpikoBaHUM Kenitan nikapcbkoi hopmu, IcnaHis/ TUMy - 3MiHM 3 KOCTi. [OTOBWIA NikapcbkuWii 3aci6. 3MiHN Yy peuenmom
BICTA BUBINIbHEHHSAM MO MeHeXMeHT nepBuHHa Ta Yecbka BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, LLO CTOCYTbCA
240 wr; no 10 Nlimiteq BTOPVHHA YNaKOBKa, Pecny6nika/ BMNYCKY Cepii Ta KOHTPO/HO SIKOCTi FOTOBOTO /liKapCbKOro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0YeHHs

Kancyn y 6nictepi;
no 6 6nictepis B
KapTOHHIA navui

KOHTpPO/b cepii,
BMNYCK cepil:
CiHTOH Yuni Nitpa.,
Yuni; MepBrHHaA Ta
BTOPVHHA YNakoBKa,
KOHTPO/b cepii,
Bunyck cepii: CiHTOH
XicnaHis, C.J1.,
IcnaHis; KoHTposb
cepii: KBiHTa-AHaniTika
C.p.0., Yecbka
Pecny6nika; KoHTponb
cepii
(MikpobionoriyHunin):
ITECT nntoc, c.p.o.,
Yecbka Pecny6nika;
KoHTpornb cepii
(MikpoGionorivHwui):
Na6op N+C AT,
HimeuumnHa

HimeuunHa

3acoby (3amiHa abo JofaBaHHsA BUPOOHNMKA, L0
BiAgnoBifae 3a BBe3eHHA Ta/abo Bunyck cepii) - He
BK/IHOYA0UM KOHTPOL/BUNPOGYBaHHSA cepii - fodaBaHs
BMPOGHMWKA BignoBiganbHOro 3a Bunyck cepii CiHTOH
XicnaHis, C.J1., Byn.K/Kactenno, n°l, CaHt Boi ge
Nno6perart, bapcenoHa, 08830, Icnanis/ Synthon
Hispania, S.L., C/Castello, n°1, Sant Boi de Llobregat,
Barcelona, 08830, Spain. 3MiHM BHECEHI B IHCTPYKLilO A/1A
MeAMYHOro 3acToCyBaHHA NikapbKoro 3acoby y po3ginu
"Bmpo6HuK", "MicLue3HaxomkeHHs BUpo6HMKa Ta agpeca
MiCLiAl MPOBaKEHHS AOr0 Ais/IbHOCTI" 3 BiANOBIAHUMY
3MiHaMu B TEKCTi MapkyBaHHS yNakoBoK. BBefieHHs 3MiH
NPOTArom 6-Tn MIiCALiB 3 faTV 3aTBEPLKEHHS.

43.

ANMETUN®DY
MAPAT-
BICTA

kancynu 3
MoAndiKkoBaHUM
BVBINIbHEHHSAM MO
120 wr; no 10
Kancyn y énictepi;
no 2 6nictepu B
KapTOHHI navu,i

Mictpan
Kenitan
MeHeKMeHT
Nimiteq

AHrnisA

Brpo6HMLTBO roTOBOT
nikapcbkoi hopmu,
nepBuHHa Ta
BTOPVHHA YNakKoBKa,
KOHTPO/b Ccepil,
BUMYCK Cepii:
CiHTOH Yuni NlTga.,
Yuni; MepBuHHa Ta
BTOPUHHA YNakoBka,
KOHTpO/b cepii,
Bunyck cepii: CiHTOH
XicnaHis, C.J1.,
Icnanis; KoHTponb
cepii: KBiHTa-AHaniTika
c.p.0., Yecbka
Pecny6nika; KoHTposb
cepil
(mikpobionoriyHunin):
ITECT nntoc, c.p.o.,
Yecbka Pecny6nika;
KoHTponb cepii
(mikpobionorivHwnin):
Nab6op N+C AT,
HimeuunHa

Yunni/
Icnanis/
Yecbka

Pecny6nika/
HimeyunHa

BHECEHHS 3MiH 0 peecTpauiitHux matepiasis: 3MiHu |
TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. 3MiHK Yy
BMPOGHMLTBI. 3MiHa iMNnopTepa/3MiHN, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPO/IIO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHS BUPOOHUKA, LLO
BiAnoBiAae 3a BBe3eHHS Ta/abo BMNycK cepii) - He
BK/THOHAI0UN KOHTPO/Ib/BUNPOBYBaHHSA cepii - fofaBaHs
BMpPOGHMKa BiANOBIAAIbHOIO 3a BUNyck cepii CiHTOH
XicnaHis, C.J1., Byn.K/Kactenno, n°1, CaHt Boi ge
Nno6perart, BapcenoHa, 08830, IcnaHis/ Synthon
Hispania, S.L., C/Castello, n°1, Sant Boi de Llobregat,
Barcelona, 08830, Spain. 3mMiHV BHECEHI B IHCTPYKLitO AN
MeAMYHOro 3acTOCYBaHHSA NikapbKoro 3acoby y po3ginu
"BupobHuK", "MicLe3HaxomKeHHS BUPOOHMKa Ta agpeca
MiCLiA NMPOBaKEHHS Or0 Ais/IbHOCTI" 3 BiANOBIAHUMM
3MiHaMK B TEKCTi MapKyBaHHS ynakoBOK. BBefeHHs 3MiH
NPOTAroM 6-TW MiCALIB 3 faTVN 3aTBEPLKEHHSI.

3a
peyenmom

UA/18285/01/01

OVILMHOH

PO34UH A1 iH'EKLLN,
250 Mr/2 mna no 2 mn
B amnyni; no 50

CaHpo3
dapmachbioTika

n3 4.

CrnoBseHis

ek ®apmaueBTnyHa
KOMnaHisa g.4.

CnoseHisa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy
- 3MiHM 3 IKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis

3a
peyenmom

UA/8466/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0YeHHs

amnyn y KapTOHHIl
KopooLi

cneuudikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
NikapcbKoro 3acoby (BU/y4eHHS He3HAYHOro MoKa3HMKa
(Hanpviknag, 3acTapifioro nokasHuka, Takoro sik 3anax ta
cMak, abo igeHTudikauis 6apBHMKIB UM CMaKOBUX
[06aB0oK)) BUTyYEHHS NOKa3HUKa «KnceHb» i3
cneundikauii M3, 3a HASBHOCTI KOHTPOIO AaHOro
nokasHuka B npoueci BupobHuurea (IPC).

45,

JNOLEETAKCE
N "EBEBE"

KOHLleHTpaT Ans
pO34unHy Ans
iHcpy3iiA, 10 mr/mm;
no 2 mn (20 mr) a6o
8 mn (80 mr), abo 16
mn (160 mr) y
donakoHi; no 1
h1akoHy B KOPOOGL

EBEBE
Papma
fec.m.6.X.
Hdpr. KI

ABCTpist

NOBHWIA LMK
BMPOGHMLTBA:
DAPEBA YHTepax
'M6X, ABCTpIst; BUMYCK
cepii: EBEBE ®apma
lec.m.6.X. Hdor. KT,
ABCTpist

ABCTpist

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLA NPOBaKEHHS Ais/IbHOCTI
BUPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BK/IOYAIOUY AiNbHULi BUNYCKY cepii abo micue
NPOBeAEHHS KOHTPO/IIO AKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BUPOGHUK/IMNOPTEp, HE BKIHOUYAOUN BUMYCK
cepiii) 3MiHa Ha3Bu BUPOGHMYOT AinbHuui M3 EBEBE
dapma Nec.m.6.X. Haor. KI', ABcTpiss/ EBEWE Pharma
Ges.m.b. H. Nfg. KG, Austria Ha PAPEBA YHTepax 'm6X,
AscTpis/ FAREVA Unterach GmbH, Austria gns ycix
dhyHKLIN, KpiM chyHKLiT BUNYCKy cepii, 6e3 3MiHN MicLA
BMpPOGHULTBA.

BBefeHHs1 3MiH NpoTArom 6-T MicsAuiB nicns
3aTBEPMKEHHS.3MiHM | Tuny - 3MiHK 3 AkocTi. [oToBWIA
nikapcbkuii 3aci6. 3MiHW Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYOTbCS BUMNYCKY cepil Ta
KOHTPOJ10 SIKOCTi FOTOBOTrO NikapcbKoro 3acoby (3amiHa
abo foflaBaHHA BMPOOHUKA, L0 BiANOBIAAE 3a BBE3EHHS
Ta/abo Bunyck cepii) - He BkAovarumn
KOHTpONb/BMNpOGYBaHHSA cepii. [JonaBaHHS BUPO6HUYOI
LOinbHUUI, BiANOBIAa/IbHOI 3a BUMNYCK cepii, He BK/IYaum
KOHTpOb/ BUNpo6yBaHHs cepii PAPEBA YHTepax MM6X,
MoHa3eewTpacce, 11 4866 YHTepax am ATTepsee,
ABcTpifs/[FAREVA Unterach GmbH, Mondseestrasse 11,
4866 Unterach am Attersee, Austria. BBeieHHS 3MiH
NPOTSArom 6-Tv MicsLiB MicNs 3aTBePAKEHHS.

3a
peyenmom

UA/11091/01/01

46.

[FONOK®

kancynm
KMLLKOBOPO3UMHHI
TBepai no 30 mr; no
10 kancyny
6nictepi; no 3 abo 6
6nicTepiB y nayui 3
KapToHy

AT "®apmak”

YkpaiHa

AT "dapmak”, YkpaiHa
(nakyBaHHS i3 in bulk
hipMmn-BMPOGHMKa
Nab6opaTtopioc
HopmoH, C.A.,
IcnaHis)

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiitHux maTepianis: 3MiHu |
TMNy - AOMIHICTPaTVBHI 3MiHW. BuayyeHHs BUpo6HUYOT
OinbHUUI (BKNtOYaoun AinbHuui ana APl npoMikHOro
NpoAYyKTY abo roTOBOro NiKapcbKoro 3acoby, AinbHUL 4N
npoBefeHHs NakyBaHHS, BUPOGHYVKa, BigNOBigaIbHOTO 3a
BWMYCK Cepiii, MicLle NpoBEAEHHSI KOHTPO/IH0 cepii) abo
noctavasibHuMKa BUXigHOro martepiasny, peareHty abo
[L0MOMDKHOT PEYOBVHM (SKLLLO 3a3HAYEHO Y A0CHE)
BW/TYYEHHSI OZHOTO i3 3aTBEPAKEHNX BUPOOHMKIB ADI
aynokceTuHy rigpoxsopmay Union Quimico Farmaceutica
S.A,, Icnanis.
3MiHu | TYNY - 3MiHK 3 aKocTi. CepTudikar
BignosigHocTi/IE-cepTudikat BignoBiaHOCTI EBponeiichkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo

3a
peyenmom

UA/16564/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiickkiin hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMixHoro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI; ans
[OMOMDKHOT peyoBUHM (cepTudikaT BiANOBIAHOCTI
€sponeiicbkiii hapmakonei) - OHOBNeHWI cepTudikaT Bif,
yXe 3aTBepKeHoro BUpobHuKa -
nofaHHsA oHossieHoro CepTtudikaty BignoBigHOCTI
€sponeiicbkiii hapmakonei R1-CEP 2012-247-Rev 00
(3atBepmxeHo: RO-CEP 2012-247-Rev 01) gns cybctaHui
[OyNOKCeTUHY rifpoxaopuay Bif BXe 3aTBepAKeHOoro
Bnpo6Huka Nosch Labs Private Limited, IHgia. Ak
HacnifioK, 3MIHEHO HanMcaHHA agpecn BUPOOHUKa. Takox
i3 cneyudikauii Ha A®| BUTyYeHO NOoKa3HUK «Baxki
MeTann».
3MiHu | TMRY - 3MiHKM 3 SKOCTi. FO0TOBUIA NikapCbkuii 3aci6.
KOHTposb roToBOro nikapcbKoro 3acoby. 3miHa y metogax
BMNPOGYBaHHSA rOTOBOrO JliKapCbKOro 3acoby (He3HayHa
3MiHa y 3aTBEpMKEHUX MeTo4ax BUNpoOyBaHHs) He3HauHI
3MiHM B MeTOAi KOHTposto /13 3a Noka3HUKOM
«CynpoBigHi AOMiLLKW» (MeTOA, piAMHHOI Xpomarorpadii,
ooy, €d 2.2.29, 2.2.46), a came gogaHo chopmysny Ans
po3paxyHKy AerpafauiiiHux AoMilloK. Ta, K HacnigokK, y
cneumnadikaito N3 BHOCATLCA YTOYHEHHS HA3BW AOMILLOK.
KpuTepii NpUIAHATHOCTI He 3MiHWUnCS.

47.

[FONOK®

Kancynm
KVLLKOBOPO3UMHHI
TBepai no 60 mr; no
10 kancyny
6nicTepi; no 3 abo 6
6nicTepiB y nayui 3
KapTOHY

AT "®apmak”

YkpaiHa

AT "dapmak”, YkpaiHa
(nakyBaHHS i3 in bulk
hipMmn-BMpPOGHMKa
Nab6opaTtopioc
HopmoH, C.A.,
Icnanis)

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3MiHu |
TMny - AQMIHICTPaTVBHI 3MiHW. BuiyyeHHs BUpoOHUYOT
AinbHUUI (BKIOYatoumn AinbHuui ana A®l, npoMixHoro
NpoAyKTy abo roToBOro NiKapcbkoro 3acoby, AiNbHUL 4N
NpoBefeHHA NakyBaHHA, BUPOOHYKa, BigNOBIAaIbHOTO 3a
BWMYCK Cepiii, MicLle NpoBeAEHHSI KOHTPO/IIO cepii) abo
nocravasibHuMKa BUXiZHOro martepiasny, peareHty abo
[O0MOMDKHOT PEYOBMHM (SKLLLO 3a3HAYEHO Y A0CHE)
BW/TyYEHHSI OZHOrO i3 3aTBEPAKEHNX BUPOOHMKIB API
aynokceTuHy rigpoxsopuay Union Quimico Farmaceutica
S.A,, Icnanis.
3MmiHu | TUny - 3miHu 3 sKocTi. CepTudikar
BignosigHocTi/FE-cepTudikat BignoBiaHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BifnNoBiAHOCTI EBpoNeiiChKiit hapmakonei:
ana A®l; ans BuxigHoro matepiasny/peareHTy/npoMixHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
€Bponevicbkin dhapmakonei) - OHoBEHWIA cepTuddikar Big
yXe 3aTBepKeHoro BUpobHuKa -
nofaHHsa oHossieHoro CepTtudikaty BignoBigHOCTI
€ponevicbkin hapmakonei R1-CEP 2012-247-Rev 00

3a
peyenmom

UA/16564/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

(3atBepmxeHo: RO-CEP 2012-247-Rev 01) gns cybcTaHu,i
[OyNOKCeTUHY rifpoxnopuay Bif BXe 3aTBepAKeHoro
Bnpo6Huka Nosch Labs Private Limited, IHgia. fk
Hacnifiok, 3MIHEHO HanMcaHHA agpecn BUPOOHUKa. Takox
i3 cneyudikauii Ha A®| BU1y4YeHO NoKasHUK «Baxki
MeTann».
3MmiHu | TMRY - 3MiHKM 3 SKOCTI. FOoTOBUIA Nikapcbkuii 3aci6.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y metogax
BMNPOGYBaHHSA rOTOBOrO JliKapCbKOro 3acoby (He3HauyHa
3MiHa y 3aTBEpPMKEHUX MeTo4ax BUNpoOyBaHHs) He3HauHI
3MiHM B MeTOAi KOHTposito /13 3a Noka3HUKOM
«CynpoBigHi AOMiLLKW» (MeTOA, piAMHHOI Xpomarorpadii,
Loy, €d 2.2.29, 2.2.46), a came gogaHo chopmysny Ans
po3paxyHKy AerpajauiiiHux AoMilloK. Ta, K HacnigokK, y
cneumadikauito N3 BHOCATLCA YTOYHEHHS HA3BW AOMILLOK.
KpuTepii NpUIAHATHOCTI He 3MiHMnCS.

48.

[FONOK®

Kancynm
KVLLKOBOPO3UMHHI

TBepai no 60 mr; in
bulk: no 11,66 kr y
6apabaHax

AT "dapmak”

YkpaiHa

NABOPATOPIOC
HOPMOH, C.A.

IcnaHis

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy
- AgMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOHNYOT AiNbHUL
(Brtovatoum ginbHuui ans A®I, npoMixxHOro NpoaykTy abo
roTOBOrO NikapCbKoro 3acoby, AiNbHULi 4715 NPOBEAEHHS
nakyBaHHs, BUPOGHYKa, BifNOBIAaNIbHOIO 3a BUMYCK CEpIiiA,
MicL,e NpoBeAEeHHS KOHTPO/IIO cepii) abo nocTavanbHrKa
BUXIAHOIO MaTepiasly, peareHTy abo LONOMiXHOT
PEYOBUHM (SIKLLLO 3a3HAYEHO Y AOCLE) BUTYYEHHS OAHOrO i3
3aTBEPXEHUX BUPOGHYMKIB AD| oynOKCETUHY
rigpoxnopugy Union Quimico Farmaceutica S.A., IcnaHisi.
3miHu | TUny - 3miHn 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignoBigHOCTI EBpoNeiichkii
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikarta BifnoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeiiCchKil thapmakonei:
ans A®l; ana BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBHMLTBI API; ans
[L0MOMIXHOT peyqoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkii hapmakonei) - OHOB/IEHWIA cepTudikar Big,
yXe 3aTBepApKeHOro BUpo6Huka. MogaHHs OHOBMEHOTO
CepTudpikaty BignoBigHOCTI EBponelickbkin hapmakonel
R1-CEP 2012-247-Rev 00 (3aTBepaxeHo: RO-CEP 2012-
247-Rev 01) ans cy6cTaHLjii Ay/TOKCETUHY Tigpoxnopuay
BiJ BXe 3aTBepxeHoro BupobHunka Nosch Labs Private
Limited, IHAis. Sk HAcNigokK, 3MiIHEHO HanvcaHHa agpecu
BMPOGHMKa. Takox i3 cneuudikauii Ha A®| BunyyeHo
noKasHuK «Baxki MmeTanu». 3MiHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbKoro 3acoby. 3MiHa y meTodax BUNpPoGyBaHHS
rOTOBOrO JlikapCcbKoro 3acoby (He3HauHa 3miHa y
3aTBEPKEHNX MeToax BUNPO6YBaHHS) He3HauYHI 3MiHN B
meTofi KoHTpoto /13 3a noka3HukoMm «CynpoBigHi

UA/16565/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

OOMiLKM» (MeTog piavHHOT Xxpomartorpadii, E® 2.2.29,
2.2.46), a came goaaHo chopmMyny AN1si PO3paxyHKy
LerpagauiiHnx gomillok. Ta, ik Hacnifok, y cneuudikawiio
13 BHOCATBLCA YTOYHEHHS HA3BU JOMILLOK. KpuTepil
NPUAHSATHOCTI HE 3MIHWUCS.

49,

DIONOK®

Kancynm
KNLUKOBOPO3YMHHI
TBepAi no 30 mr; in
bulk: no 11,66 kry
6apabaHax

AT "®apmak”

YkpaiHa

NTABOPATOPIOC
HOPMOH, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHNYOT AiNbHUL
(BKOYatoum ginbHUL ons A®l, NPoMiXXKHOro NPOAYKTY abo
rOTOBOrO /iKapCbkoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHs1, BUpOGHYKa, BifNOBiAaNbHOIO 3a BUMYCK Cepiid,
MicLLe NpoBeAEeHHS KOHTPO/IO cepii) abo noctavasibHuKa
BMXifHOrO Martepiany, peareHTy abo AOnoMiXHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCLE) BUNYYEHHS OHOTO i3
3aTBEpPKEHMX BUPOOHUKIB ADI AynoKCeTUHy
rigpoxnopuay Union Quimico Farmaceutica S.A., IcnaHis.
3miHu | TUny - 3miHu 3 sKocTi. CepTudikar
BignosigHocTi/FE-cepTudikat BignoBiaHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BifnNoBiAHOCTI EBpoNeiichkiin hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMixHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHWLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
€sponevicbkin dhapmakonei) - OHoBEHWIA cepTudikar Big
yXe 3aTBepKeHoro BUpobHuka. NogaHHsA OHOB/IEHOTO
CepTudpikaty BignosigHoOCTI EBponeiickkiin hapmakonel
R1-CEP 2012-247-Rev 00 (3atBepmxeHo: RO-CEP 2012-
247-Rev 01) gns cybcTaHuii AyNOKCETUHY Tigpoxnopuay
Bif, BXe 3aTBepxeHoro Bupo6bHmka Nosch Labs Private
Limited, IHAja. Ak Hacnigok, 3MiHEHO HaNUCaHHA agpecu
BMPOGHMKa. Takox i3 cneuundpikauii Ha A®| BunIy4eHo
NnoKasHWK «Badxki MmeTanu». 3MiHu | Tuny - 3mMiHW 3 SKOCTI.
oTOBUIA Nikapcbknii 3aci6. KOHTPO/Ib FOTOBOrO
nikapcbKoro 3acoby. 3MiHa y MmeToAax BUNpoGyBaHHS
roToOBOro Nikapcbkoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax BUNPOOYBaHHA) HE3HAUHI 3MiHW B
meToZi KoHTposIto /13 3a noka3HUKoM «CynpoBigHi
LOMILLKM» (MeToZ, piguHHOT Xxpomatorpadii, € 2.2.29,
2.2.46), a came goaaHo chopmysy An1si PO3paxyHKy
nerpagauinHmux AoMilWok. Ta, SK Hacnigok, y cneuydikadio
"N3 BHOCATLCA YTOYHEHHS HA3BW JOMILLIOK. Kputepil
NPUAHATHOCTI HE 3MIHWUCS.

UA/16565/01/01

50.

EBPAHTUN

Karncyu
NPOIOHIOBaHOI Aji
TBepai no 30 mr; no
50 a6o no 100
Kancyn y dpnakoHi;
no 1 diakoHy B

AciHo ®apma
Al

LLiBeruapi
2

Takega MM6X, micue
BUPOGHMLTBA
OpaHieHbypr

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis: 3MiHu | TUNYy
- 3MiHn 3 AkocTi. APl. KoHTponb A®I. 3miHa y napameTpax
cneungikauiii Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha Ad®l, abo BYXigHWA/MPOMIKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci
BMPO6HMLTBA AD| (4ONOBHEHHS cneundikalii HOBUM

3a
peyenmom

UA/9943/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KapTOHHI KopoobLi

NOKa3HMKOM SIKOCTi Ta BigNoOBigHUM METOAO0M
BMNpoO6YBaHHS) - y cneuudikaLiio Ha BUXigHWI MaTepias
1-(2-Methoxyphenyl)-piperazinehydrochloride BBegeHo
HOBWI NapameTp cneuvdikadii s BUNpo6byBaHHA
3a/MLLIKOBUX KiTbKOCTEl OpraHiyHNX pO34UHHWUKIB: 6eH30n;
3MiHY | Tuny - 3MiHK 3 akocTi. A®L. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEHNX Yy cneuudikauisx Ha A®l, abo
BUXIAHUIA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTBa Ad|
(84onoBHEHHA cneuudikayii HOBUM NOKa3HWKOM SIKOCTi Ta
BiANOBIAHWM MeTOA0M BUNPobyBaHHSA) - y crevumdikavio
Ha BuXigHWi matepian 1-(2-Methoxyphenyl)-
piperazinehydrochloride BBeieHO HOBUIA NapameTp
cneumdikauii gns BUNPOGYBaHHS 3a/IMLLKOBYKX KiflbKOCTeEl
OpraHiYHUX PO3YMHHUKIB: TOMYOJT; 3MiHU | TURY - 3MiHU 3
AKOCTi. A®I. KoHTpob A®L. 3miHa y napameTpax
cneumdikauii Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha Ad®l, abo BYXigHWIA/MPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
BMPO6HMLTBA AP (iHLWi 3MiHK) - 3MiHa BUMOT cneuudikaii
BMXigHOro matepiany 1-(2-Methoxyphenyl)-
piperazinehydrochloride 3a nokasHukom «Melting point»
(3aTBEepmKeHo: 213-216°C; 3anponoHoBaHo: 214-217°C)

51.

EBPAHTUN

Kancynm
NPOIOHIOBaHOT Aji
TBepai no 60 mr; no
50 a6o no 100
Kancyn y dpiakoHi;
no 1 donakoHy B
KapTOHHIA Kopoo6Li

AciHo ®apma
Al

LLiBeruapi
2

Takega M'M6X, micue
BUpPOGHMLTBA
OpaHieHbypr

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3MiHu | Tuny
- 3MiHM 3 AkocTi. APl. KoHTponb A®I. 3miHa y napameTpax
cneumgikauiii Ta/abo 4ONyCTUMUX MEX, BU3HAYEHUX Y
cneuudikayisx Ha Ad®l, abo BYXigHWA/NPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci
BMPO6HMLTBA AD| (ONOBHEHHS cneuudikaLii HOBUM
NOKa3HMKOM SIKOCTi Ta BigNoBigHUM METOA0M
BMNPOOYBaHHS) - y cneyudikaLiio Ha BUXigHWIA MaTepias
1-(2-Methoxyphenyl)-piperazinehydrochloride BBegeHo
HOBWI NapameTp cneuyudikadii 4ns BUNpo6GyBaHHSA
3a/IMLLKOBUX KiSIbKOCTE opraHiyHMX pO34YMHHUKIB: 6EH30/T;
3MiHW | Tuny - 3MiHn 3 akocTi. A®L. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HAUYeHUX y cneyndikauisx Ha A®l, abo
BUXIAHWIA/MPOMDKHWI NpoAyKT/pearexT, Wwo
BVIKOPVCTOBYIOTBCSA Y Npovueci BupobHuutea Ad|
(AonoBHeHHA cneuudikaLii HOBUM NOKa3HWKOM SIKOCTi Ta
BiANOBIAHMM MeTOA0M BMNpobyBaHHSA) - y crneumdikaviio
Ha BuXigHWin matepian 1-(2-Methoxyphenyl)-
piperazinehydrochloride BBefieHO HOBUIA NapameTp
cneumdikauii 418 BuNpobyBaHHSA 3a/IMLLKOBUX KiSlbKOCTEN
OpraHiYHUX PO3YMHHUKIB: TOMYOJT; 3MiHU | TURY - 3MiHU 3
AKOCTi. A®I. KoHTponb A®L. 3MiHa y napameTpax
cneumdikauii Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y

3a
peyenmom

UA/9943/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

cneuudikauisx Ha Ad®l, abo BYXigHWIA/MPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
BMPO6HMLTBA AP (iHLWi 3MiHK) - 3MiHa BUMOT cneuudikaii
BMXigHOro matepiany 1-(2-Methoxyphenyl)-
piperazinehydrochloride 3a nokasHukom «Melting point»
(3aTBepmxeHo: 213-216°C; 3anponoHoBaHo: 214-217°C)

52.

EBPAHTUN

PO34uH AN8 iH'eKLi,
5 mr/mn; no 5 mn (25
Mr) a6o no 10 mn
(50 mr) B amnyni; no
5, a6o no 10, a6o no
50 amnyny
KapTOHHIA Kopoo6Li

AciHo ®apma
Al

LLiBeruapi
2

BMPOGHULITBO 3a
MOBHUM LMIK/IOM:
Takega ABcTpis T'M6X,
ABCTpIsi
KOHTPONb SKOCTI
(CTepunbHICTb):
Takepna ABcTpis TM6X,
ABCTpiIs
KOHTPO/b AKOCTI
(«CTepubHICTb»):
EVIKEC Mv6X IME,
ABCTpIs

ABCTpIsi

BHECEHHS 3MiH 0 peecTpaviitHux maTepiasis: 3miHu |
TMny - 3MiHK 3 AkocTi. APl KoHTponb APL. 3miHa y
napameTpax cneundikauii Ta/abo AONyCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMIDXHWIA NpOAYKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCA Y Npoueci BupobHuuytea AdI
(monoBHeHHS cneuudikavii HOBYM NOKa3HUKOM SIKOCTi Ta
Bi4NoBIiAHMM MEeTOLOM BUNPOBYBaHHSA) y cneumdikauiio Ha
BUXigHW maTepian 1-(2-Methoxyphenyl)-
piperazinehydrochloride BBefeHo HOBUIA NnapameTp
cneumdikauii 418 BUNpobyBaHHSA 3a/IMLLKOBUX KislbKOCTEN
OpraHiYHNX PO34YMHHMKIB: 6eH30/1. 3MiHM | TUNY - 3MiHK 3
akocTi. A®l. KoHTposb A®L. 3miHa y napameTpax
cneumdikauin Ta/abo [oNyCTUMKUX MEX, BUSHAUYEHUX Y
cneundikayisx Ha A®Il, abo BUXIAHWIA/MPOMIDKHWI
npoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y Npoueci
BUpo6HMUTBA AP| (LONOBHEHHA cneuudikauii HoBUM
NOKa3HMKOM SIKOCTi Ta Bi4NOBi4HUM METOAO0M
BMNpOGYBaHHS) y cneyndikalito Ha BUXigHWIA maTepian 1-
(2-Methoxyphenyl)-piperazinehydrochloride BBegeHo
HOBWI NapameTp cneuvdikadii 4ns BunpobysaHHA
3aJIMLLKOBUX KiJTbKOCTEN OpraHiyHMX PO3YMHHWKIB: TOMYON.
3MiHW | TUNYy - 3MiHK 3 AKOCTi. A®IL. KOHTposib ADL. 3miHa y
napameTpax crneundikauii Ta/abo AONyCTUMUX MEX,
BM3HA4YeHNX Y cneundikauisx Ha A®l, abo
BVXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BVKOPVCTOBYIOTbCA Y Npoueci BupobHuutea AP| (iHwi
3MiHM) 3MiHa BUMOT crieumdikauii BuxigHoro matepiany 1-
(2-Methoxyphenyl)-piperazinehydrochloride 3a
nokasHukom «Melting point» (3aTBepaxeHo: 213-216°C;
3anponoHoBaHo; 214-217°C).

3a
peyenmom

UA/9943/02/01

53.

EK3OA4EPUN
®

Kpem 1% no 151
a60 30 ry Ty6i; no 1
Ty6i B KQPTOHHIiA
Kopobui

CaHpo3
dapmachbioTika
n3 a.a.

CnoBeHisi

BMpOo6HUK in bulk,
NepBYHHE | BTOPUHHE
naKkyBaHHS, KOHTPO/b!
Mepk Klr'aA & Ko Bepk

LniTTanb, ABCTpIs;
Bunyck cepii: CaHo3
'M6X - TexOnc,
ABCTPpIsi; BAPOGHMK in

bulk, nepBuHHe i
BTOPWHHE NaKyBaHHSA,

KOHTPO/b, BUNYCK

ABcTpisi/
HimeuyunHa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy
- AgMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOHNYOT AiNbHUL
(Bktovatoum ginbHuui ans A®|, npoMixXHOro NpoaykTy abo
roTOBOrO NikapCbKoro 3acoby, AifbHULi 418 NPOBEAEHHS
nakyBaHHs, BUPOGHYKa, BifNoBiAaNbHOro 3a BUMYCK Cepiid,
MicLie NpoBeAEeHHS KOHTPOJIIO cepil) abo nocTavasibHuKa
BUXIAHOIO MaTepiasty, peareHTy abo LONOMiXHOT
PeYoBUHM (SIKLLO 3a3HAYEHO y A0CbE) - BuganeHHs
BMPOGHUKa Aitovoi peyoBuHK Novartis Pharma AG,
Chemical Operations, Switzerland

6e3
peuyenma

UA/3960/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0YeHHs

cepii: CantoTac
dapma M'M6X,
HimeuuunHa; KOHTPO/b:
Cantotac Papma
'm6X, HimeyunHa

54.

ENIrAPA 22,5
Mmr

MOPOLLIOK A5
NPUroTyBaHHs
pO34nHy Ans
NiAWKIPHUX iH'EKLi
no 22,5 wr,
KOMMNNEKT MIiCTUTb 2
NoTKK: 1 N0TOK
MICTUTb nonepeaHbLO
HamoBHEHWI WnpuL,
A 3 PO34YMHHUKOM
(noni(DL-nakTna-Ko-
rnikonig)nonimep, N-
MEeTW/-2-MipoNifgoH)
no 457 mr, nopweHb
wnpuua b Ta
nakeTuk 3
BOZOMOIIMHAUNM
areHToMm; 2 noToK
MICTUTb nonepeaHbO
HamoBHEHWI WnpuL,
B 3 nopotukom,
CTEPUSIbHY TONKY Ta
nakeTvk 3
BO/I0rONOrIMHA0YM
M areHTom,
KOMMNIEKT y
KapTOHHIlA KOpooLi

Pekopgari
IHpacTpia
Ximika e
dapmacesTika
C.n.A.

ITanisa

BiANOBIAaIbHMI 3a
BTOPVHHY YNakoBKy Ta
BMNYCK cepil:
Actennac ®apma
lOpon b. B.,
HigepnaHau;
BiANOBiAaIbHMI 3a
BUMPOGHMLITBO LUMpULA
A: Tonmap IHK., CLLUA;
BiANOBiAaIbHMI 3a
BUMPOGHMLITBO LUMpULA
A, wnpuua b, KiHueBy
yNakoBKy Ta KOHTPO/ib
akocTi: Tonmap [Hk.,
CLUA,; BignosiganbHuii
3a BMPOGHMLTBO
wnpuua B: KaHaxuH
6iodapma N/C.,
CLUA,; BignosiganbHwuii
3a BUPOOHNLTBO
wnpuua b Ta itoro
BTOPUHHY YMakKoBKY:
Tonmap IHk., CLUA

Higepnangu
/

CLIA

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3miHa
3asBHuKa /13 (MIBI) (BnacHuka peecTpaviiiHoro
noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460).
3minu | TUnYy - 3MiHn Wwogo 6e3nekn/eddeKkTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHu [0 y3araslbHEHNX
[JaHux npo cuctemy dhapmakoHarnsgy (BBefieHHs
y3arasibHeHVX AaHnx Npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0c06w, BiANOBIAA/ILHOI 3a
3[jiCHEHHSs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asBHvKa Ans 34ilNCHeHHs
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0c0o6M, BiANOBIAaNLHOT 3a 34iACHEHHS
hapmakoHarnsgy (Bkovaoum KOHTakKTHI gaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-chaiina cuctemu
thapmakoHarnsagy) 3miHa yrnoBHOBaXXeHO! 0CO6U 3aABHMKA,
BiANOBiAaNbHOI 3a thapmakoHarnsag. firoya pegakuis:
Ralph Nies. MNponoHoBaHa pegakuis: Paola Pirovano.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXeHOI ocobu,
BiANOBIAaUIbHOI 3a hapmakoHarnsg. 3MiHa KOHTaKTHOI
0cobu 3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg, B
YkpaiHi. [itoya pepakuis: Bipcta Onbra BacuniBHa.
MponoHoBaHa pegakuis: OuepeTsiHa KOnis JleoHigiBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI 0COOM 3asBHUKA,
BignoBigasIbHOI 3a hapmakoHarnsag B YkpaiHi. 3miHa Micus
3[iACHEHHS OCHOBHOI AiSNbHOCTI 3 hapMakoHarnsgy.
3miHa MicLe3HaxomkeHHs! MacTep-chaiina cucremm
hapmakoHarnsgy Ta iioro Homepa. 3miHu | Tuny - 3miHn
woao 6e3snekn/edpekTBHOCTI Ta thapmakoHarnsgy (iHwi
3MiHM) 3MiHU Y TEKCTi MapKyBaHHS yNakoBKMW NiKapCbKoro
3aco0y Yy 3B’s13Ky 3i 3MiHOI B/lacHMKa peecTpauiiiHoro
nocsigyeHHs. 3MiHn | Tuny - 3MiHN LWoAao
6e3nekun/edpeKkTNBHOCTI Ta chapmakoHarnsgy (iHwi 3MiHn)
3MiHV BHECEHO B IHCTPYKLiO A1 Me4UYHOro
3aCcTOCyBaHHSA Nikapcbkoro 3acoby y po3ginn «Cknag»,
«Jlikapcbka hopMa», «YnakoBka», «Bupo6HMK»,
«Micue3Haxo4keHHs BUPOBHMKa Ta agpeca Micud
NPOBaKEHHS NOro Ais/IbHOCTI» Ta A0AAaBaHHS Po3ginis
«3asBHMK» Ta «MicLle3HaxXoMKeHHs 3asiBHMKa» 3 METOH0
yHicpikauii iHdbopMavii BianosigHO A0 MaTepianis
peecTpaujiiHoro gockbe. BignosigHi 3MiHW BHECEHI B TEKCT
MapKyBaHHS YNakoBKW NikapCbkoro 3acoby.

3a
peyerimom

UA/5758/01/02

55.

ENIrAPA 45
Mr

NOPOLLOK ANs
MPUroTYBaHHS

Pekopgaarti
IHgacTpia

ITanisa

BiANoOBigabHUI 3a
BTOPVHHY YNakoBKy Ta

HigepnaHan
/

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3miHa
3asBHuKa J13 (MIBI) (BnacHWKa peecTpaLiiHoro

3a
peyenmom

UA/5758/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
po3unHy ons Ximika e BUMYCK Cepii: CLWA nocsigyeHHs) (3rigHo Hakaly MOS3 Big 23.07.2015 Ne 460).
NiALWKIPHUX iH'EXLi dapmaceBTika Actennac ®apma 3MiHu | TUNY - 3MiHK WoAao 6e3nekn/edpekTMBHOCTI Ta
no 45 mr, KoMnaekrT C.n.A. lOpon b. B., hapmakoHarnsgy. BeegeHHs abo 3miHW A0 y3arasibHeHNX
MICTUTb 2 NoTkK: 1 Higepnanaw; JaHunx nNpo cuctemy dpapmakoHarnsgy (BBefieHHs
NOTOK MICTUTb BiNOBigabHWIA 3a y3arasibHeHUX faHux npo cuctemy hapmakoHarnagy,
nonepeaHL0 BMPOGHMLITBO LINpULA 3MiHa yNOBHOBaXeHOI 0co6u, BiANOBIAaIbHOI 3a
HarnoBHEHWIA WNpwuL, A: Tonmap IHk., CLUA,; 3[jiCHEeHHSsT hapMakoHarIsay; KOHTaKkTHOI 0cobu 3
A 3 PO34YNHHVKOM BiNOBigabHWIA 3a chapmakoHarnsgy 3asaBHUKa AN 34iACHEHHS
(noni(DL-nakTna-Ko- BMPOGHMLITBO LINpULA thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
rnikonig)nonimep, N- A, wnpuua b, KiHueBy YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
MeTW/-2-MiponifoH) yNakoBKy Ta KOHTPO/Ib hapmakoHarnsgy (Bk/ouatoum KOHTaKTHI aaHi) Ta/abo
no 434 mr, nopLueHs akocTi: Tonmap IHk., 3MiHU Y PO3MILLEHHI MacTep-haiina cuctemm
wnpuua b Ta CLUA,; BignosiganbHuii thapmakoHarnsgy) 3miHa ynoBHOBaXEHOI 0CO6M 3asBHIIKA,
nakeTuk 3 3a BMPOOHULITBO BiANOBIAA/ILHOT 3a hapmakoHarnsag. [iova pegakuis:
BOZOMNOMNHAOUNM wnpuua b: KaHmxuH Ralph Nies. MNponoHosaHa pegakuis: Paola Pirovano.
areHToM; 2 10TOoK 6io®apma /I/1C., CLLA 3MiHa KOHTaKTHUX AaHVX YNIOBHOBAaXEHOI 0co6H,
MiCTUTb NonepeaHbO BignoBigasibHOI 3a dhapmakoHarnsg. 3mMiHa KOHTakTHOT
HanoBHEHWI WNpuL, 0cobu 3asBHKKA, BiANOBIAA/IbHOI 3a thapMakoHarnsg, B
B 3 nopowkom, YkpaiHi. [jtova pegakuis: Bipcta Onbra BacuniBHa.
CTepW/IbHY rosiky Ta MponoHoBaHa pepakuin: OuepeTsaHa KOnisa JleoHigiBHa.
nakeTuK 3 3MiHa KOHTaKTHMX SAaHWUX KOHTaKTHOI 0CO6M 3asiBHMKA,
BOJ/IOrOMNOr/IMHAKYN BiANOBIAa/IbHOI 3a hapMakoHar/isg B YkpaiHi. 3MiHa Micua
M areHTom, 3[iACHEHHS1 OCHOBHOI AiSiNIbHOCTI 3 hapMakoHarnsay.
KOMMNAEKT y 3MiHa MicLe3HaxomKeHHa MacTep-ghaiina cucremm
KapTOHHI Kopoo6Li hapmakoHarnsgy Ta ioro Homepa. 3miHu | Tuny - 3miHn
oo 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwi
3MiHM) 3MiHU Y TEKCTi MapKyBaHHSA YNakoBKW NiKapCbKoro
3aco6y y 3B's13Ky 3i 3MiHOIO B/lacHMKa peecTpauiiHoro
nocBigYeHHs. 3MiHu | TUny - 3MiHW Woao
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi 3MiHn)
3MiHU BHECEHO B IHCTPYKLiO 415 MEAUYHOTO
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu «Cknagy,
«Jlikapcbka chopmar», «YnakoBka», «BUPOBHUK»,
«Micue3HaxomkeHHs! BUpOGHMKa Ta agpeca micus
NPOBaXEHHS Oro Ais/IbHOCTI» Ta A0AaBaHHSA po3ainis
«3aaBHUK» Ta «MicLe3HaxXoKEHHS 3asBHUKa» 3 METO
yHidpikauii iHdhopmauii BignoBigHoO Ao MaTtepianis
peecTpaujiiiHoro Aockbe. BianoBigHi 3MiHM BHECEHI B TEKCT
MapKyBaHHS yNakoBKM JIiKapCbKoro 3acoby.
56. ENIFAPA, 7,5 MOPOLLIOK ANt Pekopgaari ITanis BignoBigabHWi 3a HigepnaHgu BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHa 3a UA/5758/01/01
Mr NPUroTyBaHHSA IHoacTpia BTOPWHHY yNakoBKy Ta / 3asBHUKa /13 (MIBIM) (BnacHWka peecTpaviiHoro peuenmom
pO3YuHy AN Ximika e BUMYCK Cepii: CLWA nocsigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne 460).
NiALWKIPHUX iH'EXLi dapmaceBTika Actennac ®apma 3miHu | TMny - 3MiHK Woao 6e3nekn/eddeKTMBHOCTI Ta
no7,5wmry C.n.A. Opon b. B., thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHEeHUX
nonepegHL0 HigepnaHngu; JaHnx npo cuctemy cdapmakoHarnsagy (BBefeHHs
HarnoBHEHOMY BiiNOBigabHWIA 3a y3ara/lbHeHUX faHvx npo cuctemy hapmakoHarnagy,

LINpULL, KOMMIEKT
MICTUTb 2 NOTKK: 1

BMPOOHULITBO LINpuLa
A: Tonmap IHK., CLUA;

3MiHa YNOBHOBaXEHOT 0CO6M, BigNoBigaNbHOI 3a
3[jICHEHHS hapMakoHarIsay; KOHTakTHOI ocobu 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
NIOTOK MiCTUTb BignoBigabHWiA 3a thapmakoHarnagy 3asBHUKa A5 34iCHEHHS
nonepegHL0 BMPOOHULTBO LWNpuLa hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
HanoBHEHWI WNpuL, A, wnpuua b, KiHueBy YNOBHOBaXXEHOI 0CO6U, BifiNOBIAAbHOI 3a 3iICHEHHS
A 3 PO3YMHHUKOM yMakoBKy Ta KOHTPO/Ib hapmakoHarnsgy (BkI4vatouy KOHTakTHI gaHi) Ta/abo
(noni(DL-nakTna-Ko- AKocTi: Tonmap IHk., 3MiHM Y pO3MiLLEeHHI MacTep-chaiina cuctemu
rnikonig)nonimep, N- CLUA; BignoBiganbHuii thapmakoHarnagy) 3miHa ynoBHOBaXeHOI 0CO6U 3anBHNKa,
MeTUs-2-MiporifoH) 3a BMPOGHMLTBO BiANOBIAa/bHOI 3a thapmakoHarnsag. [itoya pegakuis:
no wnpuua b: KaHaxuH Ralph Nies. NMponoHoBaHa pepakuisn: Paola Pirovano.
343 wmr, nopLueHs 6io®apma N/1C., CLLA 3MiHa KOHTaKTHUX AaHWX YNOBHOBAaXEHOI 0Co6M,
wnpuua b Ta BiANOBIAaUIbHOI 3a hapMakoHarisg. 3MiHa KOHTaKTHOI
nakeTuk 3 0cobu 3as1BHMKA, BiANOBIAA/ILHOT 32 hapmakoHarnsg B
BOZOMNOMNHAOUNM YkpaiHi. fitova pegakuis: Bipcta Onbra BacunisHa.
areHToMm; 2 10ToK MponoHoBaHa pepakuis: OuepeTsaHa tOnia fleoHigiBHa.
MICTUTb nonepeaHbO 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI 0CO6M 3asBHUKA,
HanoBHEHWI WNpuL, BiANOBIAa/IbHOI 3a hapmakoHarnag B YkpaiHi. 3MiHa Micua
B 3 nopowkom, 3[iiCHEHHS1 OCHOBHOI AiANbHOCTI 3 hapMakoHarisgy.
CTepusibHY ronky Ta 3MiHa micLe3HaxomkeHHa MacTep-dhaiina cuctemm
nakeTuk 3 thapmakoHarnsgy Ta iioro Homepa. 3miHu | Tuny - 3MiHu
BOJ1I0rONOININHAKYMN woao 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnagy (iHwi
M areHTom, 3MiHM) 3MiHW Y TEKCTi MapKyBaHHS ynakoBKMW NiKapcbKoro
KOMNAEKT y 3aco6y Yy 3B's13Ky 3i 3MiHOI B/lacHMKa peecTpauiiHoro
KapTOHHI KopoobLi nocsigyeHHs. 3MiHn | TUny - 3MiHN WoAo
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnagy (iHLWi 3MiHK)
3MiHN BHECEHO B IHCTPYKLiO 415 MEANYHOTO
3acTOCyBaHHA NikapcbKoro 3acoby y po3ginu «Cknag»,
«Jlikapcbka hopMax, «YnakoBka», «BUpoGHUK»,
«Micue3HaxomkeHHs BUPOGHMKa Ta agpeca micus
NPOBa)XEHHS Oro Ais/IbHOCTI» Ta A0AABaHHS Po34inis
«3asBHMK» Ta «MicLie3HaxoMKeHHs 3asiBHMKa» 3 METOH
yHidhikauii iHdhopmadii BignoBsigHo Ao matepianis
peecTpaujiiHoro gockbe. BianoBigHi 3MiHWM BHECEHI B TEKCT
MapKyBaHHS yNakoBKW Nikapcbkoro 3acoby.
57. EMECETPOH | Tabnetku, BKpUTI ToBapucTso 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/4118/02/01
-340POB'A NNiBKOBOIO 06MEXEHO BMPOGHMLTBA, - 3miHK Wwoao 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKOI0, M0 4 Mr, | BiANOBI4ANbHI KOHTPO/1b SIKOCTI, thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi
no 10 TabneTok y CTIO BUMYCK Cepii: NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
6nictepi; no 1 "dapmaLeBTu ToBapucTBO 3 MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi perynspHo
6nictepy B YHa KOMMNaHis 06MEXEHO OHOB/OBAHOrO 3BiTY 3 6e3nekun nikapcbKoro 3acoby, abo
KapTOHHI Kopoobui "3popos'a" BiANOBIAA/IBHICTIO OOCnifpKeHb 3 6e3Mnekn 3acTocyBaHHS NiKapCbKoro 3acoby
"®apmaueBTUYHa B nicnspeecTpauiiinii nepiog, abo Sk pe3ynbTaT OLiHK/

KoMnaHia "3gopos'a”,
YkpaiHa; Bci cTagii
BMPOGHMLTBA,
KOHTPO/b AKOCTI:
ToBapucTBO 3
06MeXeHOI0
BigNoBigasIbHICTIO
"®APMEKC IrPy1",

3BIiTy 3 OC/IAXEeHb, MPoBeAEeHUX BiAMNOBIAHO A0 NnaHy
negiatpuyHux gocnimpkerb (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOB&XEHNM OPraHom) - 3MiHu
BHECEHO A0 IHCTPYKLUIi ANA MefUYHOTO 3aCTOCyBaHHS
nNikapcbKoro 3acoby A0 po3ginis "OcobnnBocCTi
3acTocyBaHHs", "lNo6GivHI peakuii” Wwoa0 6e3neku
3aCcTOCyBaHHS Ajlo40i pevyoBUHY BifnoBigHO A0
pekomeHgauii PRAC
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
YKpaiHa
58. EMECETPOH | Tabnetku, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/4118/02/02
-340POB'A NiBKOBOO obmexeHor BMPOGHMLTBA, - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
060/10HKOIO, MO 8 Mr, | BigNOBIAANbHI KOHTPO/Ib SIKOCTI, thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
no 10 TabneTtok y CTIO BMNYCK cepil: nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKUiT ANns
6nicTepi; no 1 "®apmaneBTn ToBapucTso 3 MeMYHOro 3aCTOCYBaHHA Ha NigcTasi perynsipHo
6nictepy B YHa KOMNaHis obMexeHo OHOBJ/IHOBAHOTO 3BITY 3 6e3neku nikapcbkoro 3acoby, abo
KapTOHHIlA KOpooLi "3popos'sa" BigNoBigasIbHICTIO [ocnimkeHb 3 6e3neky 3acTocyBaHHSA NikapCcbKoro 3acoby
"bapmaveBTnyHa B nicnspeecTpauiinnii nepiog, abo sk pe3ynbTar OLiHKM
KomnaHis "3g0poB'a”, 3BITY 3 JOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 MaHy
YkpaiHa; Bci ctagji negiatpuyHux gocnimxkersb (PIP) (3MiHY y3rompkeHo 3
BMPOGHMLTBA, KOMMETEHTHVUM YMOBHOBaXXEHVIM OpraHoM) - 3MiHU
KOHTPO/b AKOCTI: BHECEHO A0 IHCTPYKUIii 418 MefMUYHOro 3aCTOCyBaHHS
ToBapucTBO 3 niKapcbKoro 3acoby A0 po3ainis "OcobnnBoCTi
obmexeHor 3actocyBaHHs", "lNMo6iYHI peakuii” woa0 6e3neku
BignoBiga/bHICTIO 3aCTOCYBaHHS Ajl040i Pe4YOBUHM BiAMOBIAHO A0
"®APMEKC IPyT11", pekomeHaaLiit PRAC
Ykpaina
59. EMECETPOH | po3uvH Ans iH'ekuii, ToBapucTBo 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis: 3MiHu | TUny 3a UA/4118/01/01
-340POB'A 2 mr/mn; no 2 mn 06MeXeHOo 06MEXEHOI - 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta peuenmom
abo 4 mn B amnyni; BiANOBIAA/TbHI BiANOBIAA/TIbHICTIO thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
no5amnyny CTI0 "GapmaueBTuyHa nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
Kopobui; no 2 mn "PapmavueBTu KoMnaHis "3p0pos'a” MeAMYHOro 3acToCyBaHHA Ha NiAcTaBi perynsipHo
ab6o 4 mn B amnyni; YHa KOMMNaHis OHOB/IOBAHOrO 3BiTY 3 6Ge3neKkn Nikapcbkoro 3acoby, abo
no5amnyny "3popos'a" OocnigpKeHb 3 6e3Mekn 3acTocyBaHHS NikapCcbKoro 3acoby
6nictepi; no 1 abo B nicnsipeecTpaLiinnii nepiog, abo sik pe3ynibTat OLiHKM
no 2 6nictepu y 3BITY 3 AOCNIAKEHb, NPOBEAEHUX BigNOBIAHO A0 NnaHy
Kopoobui negiatpuyHux gocnimxkerb (PIP) (3MiHY y3rogpkeHo 3
KOMMNETEeHTHUM YNOBHOBAXEHNM OPraHom) - 3MiHN
BHECEHO A0 IHCTPYKUIT A/19 MEANYHOrO 3aCTOCYyBaHHS
nikapcbkoro 3acoby Ao posginis "OcobmBocTi
3acTtocyBaHHs", "Mo6ivHI peakuii” Wwoao 6e3neku
3aCTOCYBaHHS Ajil040i Pe4YOBUHM BifMNOBIgHO A0
pekomeHgauiin PRAC
60. EHANANPUN | Tabnetku no 20 mr; MAT YkpaiHa MNAT YKpaiHa BHECEHHS 3MiH [j0 peecTpaLiitHux maTepianis: 3MiHu | 3a UA/8867/01/02
no 10 TabneTtok y "KuiBmegnpen "Knismegnpenapar” TMny - 3MiHKM Wop[o 6e3nekn/etheKTUBHOCTI Ta peyenmom
6nicTepi; no 2 apart" thapmakoHarnsgy. 3MiH1 y KOPOTKili XxapakTepucTumLi

6nicTepy B nayi

NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT A1
MeAMYHOro 3acTOCyBaHHsA
reHepuyYHUX/ribpuaHx/6ionoaibHNX nikapcbknx 3acobis
nicna BHECEHHS Tiel camoi 3MiHW Ha pedhepeHTHWI
npenapar (3miHa He NoTpebye HafaHHA XOLHUX HOBUX
[04aTKOBUX flaHWX) 3MiHW BHECEeHI [0 IHCTPYKLUii Ans
MeZMYHOro 3aCTOCYBaHHA NiKapcbKoro 3acoby y po3ainu:
"®apmakonoriyHi BnactneocTi”, "MpoTunokasaHHsa",
"B3aemogis 3 iHWMMM SlikapCbkumy 3acobamu Ta iHLWi BUAn
B3aemogiit”, "Ocob6mMBOCTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHsA Ta go3un”, "MobiyHi peakuii" 3rigHo 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
iHchopMmaLielo W00 MeANYHOTO 3aCTOCYBaHHS
pethepeHTHOro fnikapcbkoro 3acoby (PeHiTeK®, TabneTku
no 10 wmr, 20 Mr). BBEA,EHHS 3MiH NPOTAroM 6-Tv MicsLiB
nicnsa 3aTBepKeHHs
61. EHANANPUN | Tabnetku no 10 mr; MAT YkpaiHa MNAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu | 3a UA/8867/01/01
no 10 TabneTok y "Kuismegnpen "Knismegnpenapar” TMny - 3MiHK LWoao 6e3nekn/edeKTMBHOCTI Ta peyenmom
6nicTepi; no 2 apat" thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTuLi
6nictepu B navuj nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHS
reHepunyHUX/ribpuaHMx/6ionogibHNX nikapcbkMx 3acobis
nicnst BHECEHHs TiEl camMoi 3MiHM Ha pechepeHTHUIA
npenapar (3MiHa He NOTpebye HafaHHS XOAHUX HOBUX
[04aTKOBUX AaHnX) 3MiHN BHECEHI A0 iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y po3ginu:
"®apmakonoriyHi BnactueocTi”, "MpoTmunokasaHHsa",
"B3aemogis 3 iHWMMM SlikapCbkumy 3acobamm Ta iHLWi BUAN
B3aemogiit”, "Ocob6mMBoCTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHSA Ta Ao3n", "MobivHi peaxuii” 3rigHo 3
iHchopMmaLielo W00 MeaNYHOTo 3aCTOCyBaHHS
pechepeHTHOro Nikapcbkoro 3acoby (PeHiTek®, TabneTkn
no 10 wmr, 20 Mr). BBEA,EHHS 3MiH MPOTAroM 6-Tv MicsLiB
nicnsa 3aTBepKeHHs
62. EH3UKC® Tabnetku no 10 mr "Xemodpapm" Pecny6nik "Xemodhapm" ALl Pecny6nika | BHECEHHs 3MiH [0 peecTpauiliHix maTtepianis: 3MiHU | TUNY 3a UA/4162/01/01
AYO Ta TabneTku, BKpUTI ALl a Cepbis Cepbis - 3MiHK Wwoao 6esnekn/edekTMBHOCTI Ta peyenmom
NNiBKOBOIO thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTumui
060/10HKOI0, M0 2,5 nNiKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iIHCTPYKLiT ANns
MTF; KOMOGi-ynakoBKa: MEeAMYHOro 3acTOCyBaHHA Ha MiACTaBi perynsipHo
no 10 TabneTtok OHOBJ/IHOBAHOrO 3BITY 3 6e3neku nikapcbkoro 3acoby, abo
(6inbLioro po3mipy) [ocnimkeHb 3 6e3neky 3acTocyBaHHSA NMikapCcbKoro 3acoby
no 10 mrta 5 B nicnspeecTpauiiinii nepiog, abo sk pe3ynbTar OLiHKM
TabneToK, BKPUTUX 3BITY 3 AOCiIKEHb, NPOBEAEHUX BiANOBIAHO [0 NnaHy
nNiBKOBOIO negiatpnyHmx gocnimxkerb (PIP) (3MiHy y3rompkeHo 3
060/10HKOI0, KOMMETEHTHUM YMOBHOBaXXEHVIM OpraHoM) - 3MiHu
(MeHLoro po3smipy) BHECEHO [0 IHCTPYKLUIT 4719 MEANYHOr0 3aCTOCYBaHHS
no 2,5 mry 6nictepi; nikapcbKoro 3acoby y po3ainu: "B3aemogis 3 iHWnmm
no 3 6nictepu y nikapcbkrMun 3acobamu Ta iHLWi BUamn B3aemogiii",
KapTOHHIA KopoobLi "Oco6nmBOCTI 3acTocyBaHHS", "MobiYHI peakwii" cTOCOBHO
OHOB/EHOI iHthopMaLii 3 6e3nekn Ailo4oi peyoBUHU
iHganamig BignosigHO A0 pekoMeHgauin PRAC
63. EH3UKC® Tabnetku no 20 mr "Xemodhapm" Pecny6nik "Xemodpapm" ALl Pecny6nika | BHeceHHs 3MiH 0 peecTpaviliHix maTtepianis: 3MiHu | TUNY 3a UA/4162/01/02
AYO ®OPTE Ta TabneTku, BKpUTI ALl a Cepbis Cepbis - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenmom

NAiBKOBOIO
060/10HKOI0, M0 2,5
Mr, KOMOi-ynakoBKa:
no 10 Tabnetok
(6inbLIOro posmipy)
20mrTab
TabNeToK, BKPUTMX

papMakoHarnsgy. 3miHa y KopoTKiili XxapaKTepucTuLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHA Ha NiAcTaBi perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6Ge3neKkn nikapcbkoro 3acoby, abo
OocnimpKeHb 3 6e3Mnekn 3acTocyBaHHS NikapCcbKoro 3acoby
B nicnsipeecTpaLiiinii nepiog, abo sk pe3ynbTar OLiHK/
3BITY 3 AOCNIAKEHb, NPOBEAEHNX BigNoOBIgHO A0 NAaHy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
N/1iBKOBOO negiatpnyHux gocnimpkerb (PIP) (3MiHy y3rogkeHo 3
060/10HKOI0, KOMNETeHTHUM YNOBHOBAXEHUM OpraHom) - 3MiHu
(MeHLoro posmipy) BHECEHO [0 IHCTPYKLUIT 4715 MEeANYHOr0 3aCTOCYBaHHS
no 2,5 mry 6nicrepi; nikapcbKoro 3acoby y po3ginu: "B3aemogis 3 iHWmmu
no 3 6nictepu y nikapcbknMun 3acobamu Ta iHLWi BUamn B3aemogiii",
KapTOHHIli KopooLi "Oco6mBocTi 3acTocyBaHHA", "Mo6iYHI peakuii" cTOCOBHO
OHOBJIEHOI iHGhopMaUii 3 6e3neky Ajt4oi peHoBUHM
iHganamig BiANoBiAHO A0 pekomeHaauin PRAC
64. EON PO34MH OpasTbHUIA, CTALA HimeuunH Bunyck cepiii: CTALA HimeuunHa/ | BHECEHHS 3MiH [0 peecTpauiliHix martepianis: 3MiHu | TUNy 6e3 UA/14555/01/01
0,5 mr/mn no 150 mn | ApuHaiimitren a ApuHaiimitTens Arl, Ipeuis/ - 3miHK Wwoao 6e3nekn/edekTMBHOCTI Ta peyenma
y thnakoHi; no 1 b Al HimeyunHa; KOHTPOsb ®paHuin thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHeHUX
h1aKoHi y KOMMEKTi cepiii: Cneumndyap [JaHnx npo cuctemy dapmakoHarnsagy (BBefeHHs
3 MIpHOIO JIOXEUKO0 C.A., Ipevjs; y3ara/lbHeHUX faHux npo cuctemy hapmakoHarnagy,
a60 MipHUM BUPOBHULTBO 3MiHa YNOBHOBaXEHOT 0CO6MU, BigNoBiganbHOI 3a
NPUCTOPOEM Y Hepo3acoBaHOro 3[jiCHEHHS hapmakoHaraay; KOHTakTHOI 0cobu 3
BUMNAAI WwWnpuua y NPOAYKTY, NepBUHHE dhapmakoHarnsgy 3asaBHuKa A1s 34iACHEHHS
KapTOHHIlA KOpooLi Ta BTOPUHHE hapMakoHarnsagy B YkpaiHi, KO BOHa BigMiHHA Bif,
nakyBaHHs, KOHTPO/1b YMOBHOB&XeHOT 0CO6M, BifNOBiAaNbHOT 3a 34iACHEHHS
cepiii: chapmakoHarnsgy (Bko4vatouy KOHTakTHI gaHi) Ta/abo
SAMAP OPJIEAHC, 3MiHM Y pO3MiLLEeHHI MacTep-chaiina cuctemu
®paHuis; thapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOi 0cobu
BVMPOGHMLTBO 3asBHVKa, BignoBiganbHOI 3a hapmakoHarnsag,: ditoua
Hepo3ghacoBaHOro pepaxuis: Dr. Friederike Klein, MD.
NPOAYKTY, NepPBUHHE MponoHoBaHa pepakuis: Dr. Andreas Iwanowitsch. 3miHa
Ta BTOPWHHE KOHTaKTHUX AaHnX yNOBHOBaXKeHOi 0cobu, BifnoBigaibHOI
nakyBaHHSs!, KOHTPO/Tb 3a thapmakoHarnsg. 3miHa KOHTaKTHOT 0Co6M 3asBHMKA,
cepii: H2 PAPMA, BiANOBIAa/IbHOI 3a hapmakoHarniag B YkpaiHi. fitoua
®paHuis pepakuisi: Mpycbkuii CTaHicnas Bonogumnposuy /
Stanislav Prusskiy NponoHoBaHa pegfakuis: oy, TeTaHa
lOpiiBHa / Tetiana Gots 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0COOU 3asiBHUKA, BifnoBiganbHOI 3a
hapMakoHarnsag B YkpaiHi
65. E®EPA/MTAH | Tabnetku wuinydi no YMNCA CAC ®paHuisa YMNCA CAC ®paHuis BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | 6e3 UA/5237/01/01
500 wmr, no 4 TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenma

Tabnetkn y cTpuni;
no 4 cTpunu y
KapTOHHIA KopoobLi

KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneuugikaliii Ta/abo 4oNyCTUMUX MeX
roTOBOrO JliKkapcbKoro 3acoby (iHLi 3MiHW) NpuBEAEHHS
KpUTEpIiB NPUIAHATHOCTI 415 Noka3Hmka «MikpobionoriyHa
ynctoTta» B MKA N13 (B Cneumdikavii (npu Bunycky Ta
NPOTAroM TepMiHy NpUAATHOCTI) Ta MeToAax KOHTPOJIHO)
0o posgziny 3.2.P.5.1. Cneundpikavii . 3MiHu | Tuny - 3miHn
3 AKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO
nikapcbkoro 3acoby. 3MiHa napameTpiB cneuudikaiii
Ta/abo [onycTMMUX MEX roTOBOrO NiKkapCbKoro 3acoby
(IHWi 3MiHW) NpUBEAEHHS KpUTEPIiB NPUAHATHOCTI ANA
nokasHuka «KinbkicHe BU3HauyeHHs» B MKA /13 (B
Cneuumdpikanii (npy BUMYCKy Ta NPOTArOM TEPMiHY
NpWAATHOCTI) Ta MeToAax KOHTPOsI) A0 po34iny
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
3.2.P.5.1. Cneundikauii Ta 3.2.P.5.2. AHaniTuyHi
MeToaukuM (EBp. Papm. 2.2.29)
66. €BPO Tabnetku; no 10 abo TOB «MIBE YkpaiHa Mibe Mm6X HimeuyunHa BHECEHHS 3MiH A0 peecTpauiiHux martepianis: 3MiHu | 6e3 UA/10827/01/01
LUNTPAMOH® | 20 TabneToky YKPAIHA» ApuHaiimiTTens Tuny - 3MiHn 3 skocTi. CepTuddikaT BignosigHocTi/lE- peyenma
6nictepi; no 1 cepTudikaT BignoBigHOCTI EBponeiickkiii
6nictepy B hapmakonei/moHorpadii. NMogaHHs HoBoro abo
KapTOHHI navu,i OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BifnNoBiAHOCTI EBpoNeiichkiin hapmakonei:
ana A®l; ans BuxigHoro matepiany/peareHTy/npoMixHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
€Bponevicbkin dhapmakonei) - OHoBEHWIA cepTudikar Big
yXe 3aTBepKeHOro BUpobHuKa -
B pamkax Luux 3MmiH nogaetbcsi oHoBeHuit CEP Ne R1-
CEP 2002-214-Rev 04 Big ye 3aTBEpAXEHOT0 BUPOGHMKA
Novacy! gns A®| Paracetamol. MNp1YnHO OHOBMEHHS
CEP € agMiHicTpaTMBHa 3MiHa afpecu BUPOGHNYOro
manrgaHunka Novacyl (Wuxi) Pharmaceutical Co., Ltd.
67. EBPO Tabnetku; no 10 a6o TOB «MIBE YkpaiHa Mi6e MmM6X HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasiB: TeXHIYHa 6e3 UA/10827/01/01
LUUTPAMOH® | 20 TabneToky YKPAIHA» ApuHalimiTTens nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460), peyenma
6nicTepi; no 1 TexHi4yHy NOMUIKY BUMPABAEHO B iIHCTPYKLiT Ans
6nictepy B Me[MYHOr0 3aCTOCYBaHHS JlikapcbKoro 3acoby y po3gini
KapTOHHI navw,i "YnakoBka". 3a3HauyeHe BUNpaB/ieHHs Bignosigae
mMaTepiasiaMm peecTpaLiiHoro ocke
68. 3E/IBOPA®® | TabneTku, BKPUTI ®.XohcpmanH- | Lseliyapi Brpo6HMLTBO ITania/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/12699/01/01
NiBKOBOO Na Pow Nta A Hepo3shacoBaHol LBeliuapis - AOMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo peuyenmom
060/10HKOI0, M0 240 npoaykuii, nepBnHHe agpecy Micusi NPOBaKEHHS Aisi/TIbHOCTI
Mr; 1Mo 8 TabneTok y nakyBaHHs, BTOPUHHE BUPOGHMKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
6nicTepi; no 7 nakyBaHHs, BK/IOYAKOUY AiNbHULi BUNYCKY cepil abo micue
6nictepiB y BMNPOOGYBaHHS NpPOBeAEHHS KOHTPO/IHO AKOCTI. (AiSNbHICTb, 3a AKY
KapTOHHIA ynakoBLi KOHTPOJIO SIKOCTI: BiANOBiAae BUPOGHMK/IMNOpTep, He BK/OUAUM BUMYCK
[Jenbdapm MinaHo, cepiit) - 3MiHW iHAEKCY B aapeci BUPOOHNYOT AinbHUL
C.P.N1., Itanis; Bunyck Lenbchapm MinaHo, C.P.J1., ITanis, BUpo6HUYa AinbHnUsA
cepii: ®. XothdhmaHH- Ta BCi BUPOOHMUI onepavii 3a1MwarTbCst HE3MiHHUMN.
Na Pouw Jitg, BBefieHHs1 3MiH NpoTArom 6-Tv MicAuiB nicns
LLIseliyapis 3aTBEepAKEHHS
69. 30KCOH® 4 Tabnetkn no 4 mr: TOB "CaHodi- YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [10 peecTpauiliHix maTepiaiB: YTOUHEHHSA 3a UA/6300/01/03
Ne30 (15x2): mo 15 ABeHTIC Pecny6nika peecTpauiiiHoi npoueaypu B Hakasi MO3 YkpaiHu Ne peyenmom
Tabnetok y 6nictepi; YkpaiHa" 1053 Big 20.06.2022 B npoueci BHECEHHA 3MiH - 3MiHN |

no 2 6nictepu B
KapTOHHI Kopoo6Li

TMNy - 3MiHK LWoAo 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOPOTKill XxapakTepucTumLi
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT ANns
MeAMYHOro 3aCTOCYBaHHSA
reHepnyYHUX/ribpuaHMx/6ionoaibHNX nikapcbkMx 3aco6is
nicnsi BHECEHHS Tiel camMoi 3MiHW Ha pechepeHTHUI
npenapar (3MiHa He NOTpebye HafaHHS XOAHUX HOBUX
004aTKOBMX flaHNX) 3MiHN BHECEHO [0 iHCTPYKLii ANns
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0YeHHs

MeAMYHOro 3acTOCYBaHHS NiKapCbKOro 3acoby y po3gin
"Oco61MBOCTi 3aCTOCyBaHHA" 3rigHO 3 iIHhopMaLieto Woa0
MeAMYHOro 3acTOCyBaHHA pethepeHTHOro NikapcbKoro
3acoby (KAPOYPA, Tabnetkun). BBefeHHS 3MiH NpoTArom
6-TU MicsLIB 3 AaTN 3aTBEPKEHHS.

70.

IMATIHIB-
BICTA

Kancynu no 400 mr,
no 10 karncyn B
6nictepi; no 3
6nictepn y nauui 3
KapToHy

Mictpan
Kenitan
MeHeXMeHT
Nimiteq

AHrnis

CingaH ®apwma C.P.J1.

PymyHis

BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny
- 3miHK Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHM [0 y3araslbHEHNX
AaHux npo cuctemy hapmakoHarnsagy (BBeAeHHs
y3ara/lbHeHUX faHvx npo cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0CO6M, BigNoBiganbHOI 3a
3[jiCHEHHS hapmakoHarIsay; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa Ans 34iliCHEHHS
thapMakoHarnsagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YMNOBHOB&XeHOT 0COobM, BigNOBiAaNbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (Bko4vatouy KOHTakTHI gaHi) Ta/abo
3MiHM Y pO3MiLLEeHHI MacTep-chaiina cuctemu
hapmakoHarnisgy). 3MiHa ynoBHOBaXXeHOT 0co6U
3as1BHMKA, BiANOBIAA/IbHOI 32 3AiACHEHHS
hapmakoHarnagy. ditoya pegakuis: CoTHikoBa CBiTnaHa
BikTopiBHa. MNponoHoBaHa pegakuisi: Cipaxos Irop
OnekcaHapoBuY.
3MiHa KOHTaKTHUX JaHUX YNOBHOBaXEHOT 0CO6U 3asiBHMKA,
Bi4NOBIAA/IbHOI 32 34iCHEHHST hapMmakoHarnsagy.
3miHa MicLe3HaxomkeHHs! MacTep-haiina cucremm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iICHEHHS OCHOBHOI AiSNIbHOCTI 3 hapMakoHarnsay.

3a
peyerimom

UA/15420/01/01

71.

IMATIHIB-
BICTA

kancynu no 100 mr,
no 10 kancyn B
6nictepi; no 3 abo
12 6nicTepiB y nauui
3 KapPTOHY

MicTtpan
Kenitan
MeHeKMeHT
Nimiteq

AHrniA

CiHgaH ®apma C.P.J1.

PymyHis

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy
- 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHM A0 y3arasibHEHMX
JaHnx npo cuctemy apmakoHarnsagy (ssefeHHs
y3arasibHeHVX faHnx Npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOT 0CO6MU, BignoBiganbHOI 3a
3[iicCHeHHA hapMakoHarnagy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iCHEHHS
hapmakoHarnagy (Bk1oYatoun KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MILLIEHHI MacTep-haiina cuctemu
hapmakoHarnsgy). 3miHa ynoBHOBaXeHOi 0cobu
3as1BHMKA, BiNOBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnsgy. ditoua pegakuis: CoTHikoBa CBiTnaHa
BiktopiBHa. NponoHoBaHa pepaxuis: Cipaxos Irop
OnekcaHApoBuY.
3MiHa KOHTaKTHMX AaHWUX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnagy.
3MiHa MicLe3HaxoMKeHHs1 MacTep-chaiina cucremm
thapmakoHarasgy Ta oro Homepa. 3MiHa micus

3a
peyenmom

UA/15420/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3/iiCHEHHS1 OCHOBHOI AisANIbHOCTI 3 hapmakoHarnsgy.

72.

IMINEHEM/
LUMNACTATA
H - BICTA

NOPOLUOK A5t
NPUroTyBaHHs
pO3uuHy Ans
iHcpysiii no 500
mr/500 wr; 1 a6o 10
CKNSIHWX (h/1aKoHIB 3
MOPOLLKOM Y
KapTOHHI Kopoobui

MicTtpan
Kenitan
MeHexXmeHT
Nimiteq

AHrnis

ALC JOG®AP C.MA.,
ITanisi; ALIC JOBOAP

C.N.A., Itanisa
(BUPOBHMTLBO Ta
KOHTPO/b SKOCTI
CTEPUIIbHOIT CyMiLLi)

ITanisa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy
- 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHu [0 y3araslbHEHNX
[JaHux npo cuctemy dhapmakoHarnsgy (BBefieHHs
y3arasibHeHVX AaHnx Npo cuctemy chapmakoHarnsgy,
3MiHa yNMOBHOBaXEHOI 0co6w, BiANOBIAa/ILHOI 3a
3[jiCHEHHSs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asBHvKa Ans 34iNCHeHHs
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0c0o6U, BiANOBIAaNbHOT 3a 34iACHEHHS
hapmakoHarnsgy (Bkouaoun KOHTakTHI gaHi) Ta/abo
3MiHM Y po3MiLLEeHHI MacTep-haiina cuctemu
thapmakoHarnagy). 3MiHa ynoBHOBaXeHOT 0cobu
3asBHVIKa, BigNOBIAaNbHOI 38 34iACHEHHS
thapmakoHarnagy. fitoya pegakuyis: CoTHikoBa CeiTaHa
BikTtopiBHa. MNponoHoBaHa pepfaxuis: Cipaxos Irop
OnekcaHapoBuy.
3MiHa KOHTaKTH/X AaHnX YNOBHOBaXKEHOT 0CO6U 3aABHNKA,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsagy. 3miHa
MiCLie3HaxXoMKeHHsA MacTep-haiina cucremm
hapmakoHarnsgy Ta ioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AiSSIbHOCTI 3 hapMakoHarasay.

3a
peyenmom

UA/16166/01/01

73.

IPUHOBICTA

KOHLeHTpaT Ans
pO34nHy Ans
iHcpy3iiA, 20 mr/mn,
no 5 mn (100 mr)
a6o 15 mn (300 wr),
a60o 25 mn (500 mr)
KOHLeHTpaTy y
donakoHi; no 1
hnakoHy B nauuj

MicTtpan
Kenitan
MeHeXMeHT
Nimiteq

AHrnis

Xaynt ®apma
BonbdparcxayseH
6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny
- 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHM [0 y3araslbHEHNX
AaHux npo cuctemy hapmakoHarnsagy (BBeAeHHs
y3araslbHeHUX faHux npo cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0CO6MU, BigNoBigaNbHOI 3a
3[jiCHEeHHs1 hapmakoHaraay; KOHTaKkTHOI ocobu 3
dhapmakoHarnsgy 3asaBHuKa A1a 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnsgy (Bkouvatouy KOHTakTHI aaHi) Ta/abo
3MiHM Y po3MiLLEeHHI MacTep-haiina cuctemu
thapmakoHarnisgy). 3MiHa ynoBHOBaXXeHOT 0co6u
3as1BHMKA, BiANOBiAA/IbHOI 3a 3AiACHEHHS
hapmakoHarnsagy. ditova pepakuis: CoTHikoBa CBiTnaHa
BikTopisHa.lMponoHoBaHa pegakuis: Cipaxos Irop
OnekcaHgpoBuY.
3MiHa KOHTaKTH/X AaHnX YNOBHOBaXKEHOT 0CO6U 3asBHNKA,
BiANOBIAaUIbHOI 3a 34iiCHEHH:A hapmakoHarnsagy. 3miHa
MiCLle3HaxopKeHHs1 macTep-haiina cuctemu
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS OCHOBHOI AiSNIbHOCTI 3 hapMakoHarisay.

3a
peyerimom

UA/17306/01/01

74.

IPUHOTEKAH
-BICTA

KOHLieHTpaT ans
NPUroTyBaHHS
pO34MHy Asisi

MicTtpan
Kenitan
MeHegKMeHT

AHrnisA

AkTasic ITania C.n.A.

ITanisa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy
- 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeefieHHs abo 3MiHM [0 y3araJlbHeHNX

3a
peuyenmom

UA/14240/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

iHcpy3iiA, 20 mr/m;
no 5 mn (100 mr)
a6o no 15 mn (300
mr), abo 25 mn (500
Mr) y donakoHi; no 1
chnakoHy B
KapTOHHI Kopoo6Li

NimiTeq

[JaHnx npo cuctemy dapmakoHarnsagy (BBefeHHs
y3ara/lbHeHVX AaHnxX Npo cucTemMy chapMakoHarsay,
3MiHa YNOBHOBAaXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3[jiCHEeHHSsT hapMakoHarIsay; KOHTaKkTHOI 0cobu 3
thapmakoHarnsay 3asiBHUKa Ans 34iiCHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Bif,
YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnsgy (Bkouvatoum KOHTaKTHI aaHi) Ta/abo
3MiHM Y po3MiLLEHHI MacTep-chaiina cuctemu
hapmakoHarnsgy). 3miHa ynoBHOBaXeHOi 0cobu
3asBHMKa, BiANOBiAaNbHOI 3a 34iACHEHHS
hapmakoHarnsagy. ditova pegakuis: CoTHikoBa CBiTnaHa
BikTopiBHa. MponoHoBaHa pepakuis: Cipaxos Irop
OnekcaHapoBuY.
3MiHa KOHTaKTHMX faHWX YNOBHOBAXEHOI 0COOM 3asBHUKA,
BiANOBIA&UTbHOI 3a 34iiCHEHHS hbapmakoHarnsagy. 3miHa
MicLie3HaxoMKeHHs1 MacTep-haiina cucremu
hbapmakoHarnsigy Ta iioro Homepa. 3miHa micus
3/iiCHEHHS1 OCHOBHOI AisANIbHOCTI 3 hapmakoHarnsgy.

75.

NOrEKCON-
BICTA

PO34UH A5 iH'EKLLA
no 350 mr iiogy Ha 1
mn no 50 mn, a6o no
100 mn, a6o no 200
M/ Y CKNSIHOMY
chnakoHi; no 1

donakoHy y
KapTOHHI Kopoobui

MicTtpan
Kenitan
MeHegxXmeHT
Nimiteq

AHrnis

140N INAY JONYM
CAH BE TIOXK AL

TypeyunHa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy
- 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHu [0 y3ara/lbHEHNX
[JaHux npo cuctemy dhapmakoHarnsgy (BBefieHHs
y3arasibHeHVX AaHnx Npo cuctemy chapmakoHarnsgy,
3MiHa yNMOBHOBaXEHOI 0co6w, BiANOBIAa/ILHOI 3a
3[jiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asBHvKa Ans 34iNCHeHHs
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0c0o6M, BiANOBIAaNLHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y po3MiLLEeHHI MacTep-haiina cuctemu
thapmakoHarnagy). 3MiHa yrnoBHOBaXXeHOT 0cobu
3asBHVIKa, BigNOBIAaNbHOI 38 34iACHEHHS
thapmakoHarnagy. fitoya pegakuyis: CoTHikoBa CeiTnaHa
BikTtopiBHa. MNponoHoBaHa pepfakuis: Cipaxos Irop
OnekcaHApoOBUY.
3MiHa KOHTaKTH/X AaHnX YNOBHOBaXKEHOT 0CO6U 3aABHNKA,
BiANOBIAa/IbHOI 3a 34ilicHEHH:A hapmakoHarnsgy. 3miHa
MiCLie3HaxoMKeHHS MacTep-haiina cucremu
hapmakoHarnsgy Ta ioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AiSSIbHOCTI 3 hapMakoHarasay.

3a
peyenmom

UA/18233/01/01

76.

NOrEKCO/1-
BICTA

PO34nH A8 iH'EKLIR
no 300 mr iiogy Ha 1
M no 50 mn a6o no
100 MmNy ckissHOMY
donakoHi; no 1

donakoHy y
KapTOHHI/ Kopobui

MicTtpan
Kenitan
MeHeXMeHT
Nimiteq

AHrnis

1401 INAY AONYM
CAH BE TI>K ALl

TypeyunHa

BHECEHHS 3MiH [0 peecTpavuiiHix maTtepianis: 3MiHu | Tuny
- 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHM [0 y3araslbHEHNX
AaHux npo cuctemy hapmakoHarnsagy (BBeAeHHs
y3araslbHeHUX faHux npo cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0CO6MU, BigNoBigaNbHOI 3a
3[jiCHEHHs hapMakoHarsay; KOHTakTHOi ocobu 3

3a
peyerimom

UA/18233/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
thapmakoHarnagy 3asBHUKa A5 34iCHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BifiNOBIAAbHOI 3a 3iICHEHHS
chapmakoHarnsgy (Bko4vatouy KOHTakKTHI gaHi) Ta/abo
3MiHW Y PO3MiLLEHHI MacTep-thaiina cuctemu
hapmakoHarnsgy). 3MiHa ynoBHOBaXXeHOT 0co6u
3as1BHMKA, BiANOBIAA/IbHOI 32 34iACHEHHS
hapmakoHarnagy. ditova pegakuis: CoTHikoa CBiTnaHa
BikTopieHa. MponoHoBaHa pepakuis: Cipaxos Irop
OnekcaHApoBWY.
3MiHa KOHTaKTH/X AaHnX YNOBHOBaXKEHOT 0CO6U 3aABHNKA,
BiANOBifa/1bHOT 3a 34iiCHEHHS hapMakoHarnsgy. 3MiHa
MicLe3HaxoMKeHHs1 MacTep-haiina cucremm
hapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3AiiCHEHHA OCHOBHOI AisNIbHOCTI 3 dhapMakoHarnsgy.
77. NOAALH pO34MH Ans TOB "OKN YkpaiHa TOB "AKnM YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix martepianis: 3MiHu | Tuny 6e3 UA/18716/01/01
30BHILUHLOrO Ta "papmaneBTn "apmaueBThYHa - 3MiHK 3 siKOCTi. FOTOBMIA Nikapcbkuii 3aci6. Cuctema peyenma
MicL,eBoro yHa habpuka" thabpuka" KOHTeliHep/3aKynoptoBabHWi 3aci6 (iHWi 3MiHW) BBEAEHHSA
3acTtocyBaHHA 10 % BTOPWMHHOT yrnakoBku: no 30 mn abo 120 mn y dpriakoHi, no
no 30 mn a6o no 1 chnakoHy B nadui 3 BiANOBIAHUMU 3MiHAMU Y P.
120 mn y chnakoHax; "YnakoBka". 3MiHM BHeCeHi B po3ain "Ynakoska" B
no 30 mn a6o no IHCTPYKLj0 4519 MeANYHOro 3acTOCyBaHHS NiKapCbKoro
120 mn y chnakoHax, 3aco0by Yy 3B"A3Ky 3 BBEEHHAM [0aTKOBMX YNaKoBOK, K
no 1 donakoHy B HacnifokK - 3aTBEPAKEHHS TEKCTY MapKyBaHHA AOAATKOBUX
nauuj YMakoBOK NlikapCcbKoro 3acoby. BBeAeHHS 3MiH NpoTsrom 6-
TW MiCALIB Nic/a 3aTBEPAXEHHS.
78. KANbLJIO PO34MH A8 iH KL, Mictpan AHrnis Xaynt ®apma HimeuunHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/15243/01/01
PONIHAT - 10 mr/mn; no 5 mn Kenitan BonbhparcxayseH TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
BICTA a6o no 10 mn, abo MeHeXMeHT 6X hapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHEHUX
no 20 mn, a6o no 35 Nimiteq JaHnx npo cuctemy apmakoHarnsagy (BBefeHHs

mn, aéo no 50 mn,
a6o no 100 mn
pO3unHy y hnakoHi;
no 1 cpnakony y
Kopo6Li 3 KapTOHY

y3araslbHeHUX faHux npo cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0C06MU, BigNoBigaNbLHOI 3a
3[jiCHEeHHs hapmakoHaraay; KOHTaKkTHOI ocobu 3
dhapmakoHarnsagy 3asaBHuKa A1a 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnsgy (Bk/ouvatouy KOHTakKTHI aaHi) Ta/abo
3MiHM Y pO3MiLLEeHHI MacTep-chaiina cuctemu
hapmakoHarnsgy) 3miHa yrnoBHOBaXEHOT 0CO6M 3aABHMKA,
BiANOBIAaNbLHOI 3a 34ilicHeHHA thapmakoHarnagy. ditoua
pepaxuis: CoTHikoBa CsiTnaHa BikTopiBHa. MponoHoBaHa
pegakuist: CipaxoB Irop OnekcaHApoBuMu.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT OCO6U 3aABHNKA,
BiANOBIAa/IbHOI 3a 34iliCHEHH:A hapMmakoHarnsgy. 3miHa
MicLie3HaxoMKeHHs1 MacTep-halina cucremu




59

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
hapmakoHarnsgy Ta oro Homepa. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AiSNIbHOCTI 3 hapMakoHarsay.
79. KAMICTAL® - | renb; no 10 1 B Ty6i, CTALA HimeuuunH BunpobHmuTBO Ta HimeuyunHa BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny 6e3 UA/6590/01/01
FENbH no 1 Ty6i B ApuHaiimitren a Bunyck cepii: CTAOA - 3miHK Wwoao 6e3nekn/edekTMBHOCTI Ta peyenma
KapTOHHIlA KOpooLi b Al ApuHaiimiTTens Arl, thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHEeHUX
HimeuunHa JaHnx npo cuctemy dapmakoHarnsagy (BBefeHHs
y3ara/lbHeHUX faHvx npo cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0CO6M, BigNoOBigaNbHOI 3a
3[jiCHEHHS hapmakoHarIsay; KOHTaKkTHOI ocobu 3
thapmakoHarnagy 3asBHUKa Ans 34iiCHEHHS
thapMakoHarnsgy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YMNOBHOB&XeHOT 0COo6M, BifNOBiAaNbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (Bkouvatouy KOHTakTHI gaHi) Ta/abo
3MiHM Y pO3MiLLEeHHI MacTep-chaiina cuctemu
thapmakoHarnsgy) - 3MiHa KOHTaKTHOI 0CO6U 3asBHYIKA,
BiANOBIAa/IbHOI 3a hapMakoHarnag B YkpaiHi. [itova
pepakuisi: Mpycbkuii CTaHicnas Bonogmmmnposuy /
Stanislav Prusskiy. MponoHosaHa pegakuisi: o TeTaHa
lOpiiBHa / Tetiana Gots. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOT 0CO6U 3as1BHMKA, BiANoOBiganbHOI 3a
hapmakoHarnag B YkpaiHi
80. KAHABIT po3unH Ana iH'ekuii, | BB dapma a.c. Yecbka EiiubiEm ®apma c.p.o. Cnosaubka BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | 3a UA/12630/01/01
10 mr/Mmnno1mne Pecny6nik Pecny6nika TUNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenmom
amnyni KOpMYHEBOro a KOHTposb rotoBoro nikapcbkoro 3acoby. 3miHa
ckna; no 5 amnyn napameTpiB cneuyudikauiii Ta/abo JOMYCTUMUX MEX
BMILLYIOTb B roTOBOrO NiKapCbKOro 3acoby (3BYXXEHHS A0NYCTUMUX
yMakoBKy 3 NAiBKx MEX) 3MiHW KpUTEPIt0 MPUAHATHOCTI 38 MOKa3HUKOM
PVC; no 1 «O6’em, LWo BuTaraetbcs» (Ph. Eur. 2.9.17) B
NNacTUKOBIl cneumndikauii N3 3atsepaxeHo: Cneuudikauis O6'em,
ynakoBLi B L0 BUTAraeTbcst He MeHLwe HomiHanbHoro (1,00-1,15 mn)
KapTOHHIlA KopoobLi 3anponoHoBaHo: Creundikauia SP QA/QC/HV/ZV/L-204
O6’em, Wo BUTAraeTbecst He mexwe 1,0 mn
BBefeHHs 3MiH NnpoTarom 3-x MicAuiB nmicas
3aTBEPAKEHHS.
81. KAPBAMA3E | Tta6netku no 200 wmr, TOB YkpaiHa TOB "ACTPA®APM" Ykpaina BHECEHHS 3MiH [0 peecTpauiiiHux Martepianis: 3mMiHW | Tuny 3a UA/6364/01/01
MiH- no 10 TabneTtok y "ACTPA®APM - 3MiHM Woao 6e3nekn/edhekTBHOCTI Ta peyenmom
ACTPA®APM | 6Gnictepi no 2 abo 5 " thapmakoHarnsgy. 3MiHa y KOpOTKill xapakTepucTuui

6nicTepis y KOpoobLi
3 KapTOHY

NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT A1
MeAMYHOro 3acTOCyBaHHA Ha NiACTasi perynspHo
OHOBJ/IOBAHOrO 3BiTY 3 6e3nekn Nikapcbkoro 3acoby, abo
LocnimkeHb 3 6e3neku 3acTocyBaHHSA NikapCbKoro 3acoby
B Nic/isipeecTpauiiHnii nepiog, abo sk pesysibTaT OLiHK/
3BiTY 3 OC/iAXeHb, MPOBeAEHUX BiANOBIAHO A0 nNnaHy
negjiatpnyHux gocnigkeHb (PIP) (iHwWi 3mMiHW) - 3MiHK
BHeCeHi [10 IHCTPYKUIi 419 MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3aiv "Baemogis 3 iHWyMm
nNikapcbKMK 3aco6amu Ta iHLWi BuAW B3aemogiii",

"Oc06/1MBOCTI 3acTOCyBaHHsA", "3acTocyBaHHs Y nepiog
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
BariTHocCTi abo rogyBaHHs rpyaato”, "MobiyuHi peakuyii™
BiANOBIAHO 4,0 OHOB/EHOT iH(popMaLlii 3 6e3neku aitoyol
peyoBUHM
82. KAPBOIMNA KOHLeHTpaT Ans Akkopg, Benvka Brpo6HMLTBO IHgis/ BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/13716/01/01
pO34nHy aons Xernckea BpuTaHis roTOBOrO J1iKapCbKOro Benuka TMNy - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT peuenmom
iHcpy3ii, 10 mr/mn; Nimiteq 3acoby, nepBuHHe Ta Bputania/ AinbHuUU (BKIOYatoumn AinbHudi 418 A®l, npoMixXHOro
no 5 mn, abo no 15 BTOPWHHE NaKyBaHHS, ManbTa/ npoaykTy abo roToBOro nikapcbKoro 3acoby, AiNbHULI A4S
M1, abo no 45 mn, KOHTPO/b AKOCTI cepii: YropwmHa npoBeAeHHs nakyBaHHS, BUPO6HMKa, BiANOBIAA/IbLHOIO 3a
abo no 60 mny IHTac BUNYCK Cepili, MicLLe MPOBEAEHHSI KOHTPOIO cepii) abo
chnakoHi; no 1 dapmacbloTikans nocTavasibHMKa BUXiQHOTO MaTepiasny, peareHTy abo
donakoHy B Nimiten, HAis; [LOMOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y [OCLE)
KapTOHHI Kopoobui BTOpuHHE nakyBaHHA: BunyyeHHs AinbHWLi 3 KOHTPOHO SKOCTI cepii ACTPOH
AKkopp, Xenckea Pe3sbopu JlimiTeq, Benvka Bputanis / Astron Research
Nimiten, Benvka Limited, United Kingdom.
BpuTaHis;
Brpo6HMLTBO
roTOBOrO NiKapCbKOro
3acoby, nepBMHHE Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b SKOCTi cepii
(anbTepHaTMBHUI
BMPOGHUK): IHTac
dapmacboTikans
Nimiteq, HAjs;
KoHTponb skocTi cepii:
dapmagokc Xenckea
nra., ManbTa;
dapmasanig /174,
Mikpo6ionoriyHa
na6oparopis,
YropwuHa;
BignoBigansHuii 3a
BWMYCK Cepii: AKKopa
Xenckea JlimiTea,
Benuvka BpuTaHis
83. KETOHAN® PO34UH A1 iH'EKLLN, CaHpo3 CnoseHis Nek ®apmaueBTNYHA CnoseHia BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/8325/01/01
100 mr/2 mn; no 2 dapmachbioTika KOMnaHisa g.4. - 3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y peuenmom
M/1 B amnyni; no 5 n3 a.a. BUPOOHMLTBI. 3MiHM Yy NMpoLeci BUPOGHMLTBA FOTOBOTO
amnyn y 6nictepi; no NikapCbKoro 3acoby, BK/IKHA0UM NPOMIKHWIA NPOAYKT, LLO
2 6nictepu y 3aCTOCOBYETLCA MPY BUPOBHULITBI FOTOBOIO NiKapCbKoro
KapTOHHI KopoobLi 3acoby (He3HayHa 3MiHa y npoueci BUpOOHNLTBA).
BHeceHHs He3Ha4YHNX 3MiH Y NpoLeci BUPOGHULITBA, &
came, OCKiflbK1 NPUroToBaHuii PO34nH NPOAYKTY
inbTpytoTh B ABa eTanu (nepLua dinbrpauis
(NpuroToBaHWii po3yrH cnoYaTky isIbTPYTb 3 EMHOCTI
[ANs 3MilLyBaHHS B NpUiiMasibHy EMHICTb), sika
BM3HAYAETbCA AK CTepu/ibHa dinbTpayis Ta gpyra
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
hinbTpavyis (6esnocepefHbO Nepes NpoLEecomM

HanoBHEHHS), sika KNnacuikyeTbCcs AK oAaTKoBa
inbTpauis)), To, 3rigHo 3 EU Guideline to GMP, Annex 1
Manufacture of Sterile Medicinal Products, nponoHyeTbcs
CTepu/ibHY iNbTpaLilo NPoBOAUTY SKOMOra 6mxYe A0
TOYKM HaMOBHEHHS | 3a3Ha4MTW Apyry dinbTpauito Sk
cTepunbHy.He Big6yBaeTbcsa XOAHUX 3MiH Y
HanalTyBaHHAX Npouecy BMpo6HULTBa abo cknagi
npoaykty. Bumoru go Cneuundikauii 3anvwarotbes
He3MiHHMMK. Byna BHeceHa nonpaska Ao noyaTky
BaslifaLii npouecy, Wob niaTBEpANTN NepeHeceHHs
CTepubHOI hinbTpaLii 3 nepLioro inbTpa Ha Apyruii
inbTp, Wo npeactasneHo y p.3.2.P.3.5 sk nonpaska 2.
3MiHu | TMNY - 3MiHKW 3 SIKOCTi. ToTOBUIA Nikapcbkuii 3aci6.
3MiHK Yy BUPO6HMLTBI. 3MiHU BUNpobyBaHb abo
[ONYCTUMKX MEX, BCTAHOB/IEHMX y creumdikalisx, nig vac
BMPOBOHULTBA FOTOBOrO NiKapCbKoro 3acoby (iHLi 3MiHK).
OHoBeHHsA p.3.2.P.3.3 Onuc BUpo6HMYOro npolecy Ta
KOHTPO/IO MpoLiecy, Y 3B'A3Ky 3 knacudikalieto gpyroi
hinbTpavii, K CTepubHOI, a came — BiA6ip Npob ans
TecTyBaHHS GiOHaBaHTaXEHHS Mae 6yTW peasli3oBaHO SK
KOHTpOsb y npoueci BupobHuuTea (IPC) Ha upomy eTani
npouecy. JonycTrMa Mexa 3a/MLAETbCA TakKoH X, AK
Hapasi BCTaHOB/IeHa A5 6ioHaBaHTaXXeHHN nepes,
nepwoto ginbTpadieto (NMT 10 CFU/100ml). Bigbip npo6
nepeg nepwoto inbTpauieto Bce ogHo byae
NpoBOANTUCH, asle BiH Byfe knacudikysatuch K
[0AATKOBUIA KOHTPO/b, TOMY AOMYCTUMY MeXy byae
3MiHeHo 3 notoyHoi NMT 10 CFU/100ml Ha NMT 100
CFU/10ml. Biab6ip npo6 ans sunpobysBaHHs
GioHaBaHTaXeHHs Ta NepeBipKkU LislicCHOCTI inbTpa sk IPC
BMKOHYETbLCS Ha eTani gpyroi pinbTpauii. O6CAr KOHTPOs0
IPC 3a/mwaetbca He3MiHHUM. JonycTuMi Mexi ans
nepeBsipKy LjinicHOCTI chinbTpa Ao Ta nicnsa dinbrpauii
3MIHIOIOTLCS, OCKI/IbKM MeXi AN apyroro goinbTpa
BIPI3HAOTLCA Bif MeX AN nepLioro dinbTpa yepes
pi3HULIO B po3Mipi dhinbTpa. Takox 3MiHa pefakuii Tecty
ons IPC 3, skuii 3apa3 3a3HadeHo sk Filling volume in
Filling mass. Ockinlbky HANOBHEHHSI PO34NHY NEPEBIPAOTL
3BaKyBaHHAM, Tomy Filling mass € 6inbL BiANOBIAHOW
Ha3BOI0 AN15 LbOro TecTy. Ak Hacnigok, Mmexi TecTy cnig,
3MIHWUTY 3 oauHNLI 06’emy (2,10-2,30 M) HA OAUHULIO
mMacu. 3miHu | Tuny - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKMiA
3aci6. 3MiHM y BUPOBHULTBI. 3MiHM Y npoLeci
BMPOBGHULTBA FOTOBOrO NiKapCbKOro 3acoby, BKIoUaum
NPOMDKHWIA MPOAYKT, WO 3aCTOCOBYETLCS NPY BUPOOHULITBI
roTOBOro Nikapcbkoro 3acoby (iHWi 3MiHK). OHOBNEHHSA

p.3.2.P.3.4 KOHTPO/Ib KPUTUYHKX CTafill i NPOMiXHOI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0YeHHs

npoayKuii, y 38’A3Ky 3 NpUBEAEHHSAM Y BiANOBIAHICTb A0
HacTaHoBu EMA/CHMP/QWP/245074/2015, Guideline on
manufacture of the finished dosage form. 3viHa He €
Hacnigkom 3MiH y BUpo6HU4omy npoueci. 3MiHm | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BVMPOGHMLTBI. 3MiHX Y NpoLieci BUPOGHMLITBA FOTOBOIO
nNikapcbKoro 3acoby, BKIOUaUy NPOMKHUIA MPOAYKT, L0
3aCTOCOBYETHLCA NPV BUPOBGHMLITBI FOTOBOTO NiKapCbKOro
3aco6y (iHLwwi 3miHn). OHoBNEHHA p.3.2.P.3.3 Onuc
BMPOOHMYOro NpoLecy Ta KOHTPOSIIO NPOLLECY, Y 3B'A3KY 3
npvBeLeHHAM Yy BiAMNOBIAHICTb [0 HACTaHOBU
EMA/CHMP/WP/245074/2015, Guideline on manufacture
of the finished dosage form, a came- Bk/lOUEHHS
HaCTYMHWX AaHuX: -Tabnuusa 3 ycTaTKyBaHHAM Ta
npunagamu, Lo BUKOPUCTOBYIOTLCS Y BUPOBHUYOMY
npoueci; -TabnvuA 3 iHdhopmaLieo Npo ymMoBm
cTepwnisauii; -Tabnvuya 3 getansMu Woao inbTpis; -
iHbopMaList Npo Yac 36epiraHHs; - BiLOMOCTI Mpo
[0[aTKOBI IHCTPYKLUIT 10 po60oTy.

84.

KETOCTEPU
n

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO0; No 20
Tabnetok y 6nictepi;
no 5 6nictepis y
KapTOHHIA KopoobLi

®peseHiyc
Kabi

[oiiunang,
meX

HimeuunH
a

Nabecanb
Nab6opaTopioc Anmipo,
C.A.

MopTyranis

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3MiHu |
TMny - 3MiHK LWoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHu [0 y3ara/lbHEHNX
[JaHux npo cuctemy dhapmakoHarnsgy (BBefieHHs
y3arasibHeHVX AaHnx Npo cuctemy chapmakoHarnsgy,
3MiHa yNMOBHOBaXEHOI 0co6w, BiANOBIAa/ILHOI 3a
3[jiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asBHvKa Ans 34iNCHeHHs
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0c0o6M, BiANOBIAaNLHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y po3MiLLEeHHI MacTep-haiina cuctemu
thapmakoHarnsgy) 3miHa KOHTakTHOT ocobu 3
hapMakoHarnsay 3asBHvKa Ans 34ilNCHeHHs
hapmakoHarnsagy B Ykpaini. [itoua pegakuis: babaes
Banepiit CtaHicnaBoBuy. MNponoHoBaHa peaakuis:
Cntocapes Ceprili Bonogummnposmny. 3mMiHa KOHTaKTHUX
[AaHNX KOHTaKTHOT 0co6m 3 chapmakoHarnagy 3asBHuKa
05 30iicCHeHHs chapMakoHarnsay B Ykpaii.

3a
peyenmom

UA/2403/01/01

85.

KIMALEE®®

MOPOLLIOK AN
PO34MHY A5 iH'EKUNA
no 1,5r; 1 donakoH 3
MOPOLLKOM Yy mayLi

NAT
"KuiBmegnpen
apart"

Ykpaina

MAT
"Kvismegnpenapar”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny
- 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnaay. 3MiH1 y KOPOTKili xapakTepucTumui
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4n1s
MeAMYHOro 3acToCyBaHHSA
reHepuyHMX/ribpuaHNX/6ionoAibHMX Nikapcbkmx 3aco6iB
nicns BHeCeHHs Tiel camoi 3MiHU Ha pedhepeHTHUI
npenapar (3mMiHa He NoTpebye HafaHHA XOLHUX HOBMX
[04aTKOBUX AaHuX) - 3MiHU BHECEHO [0 iHCTPYKUiT ANns
MeZMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y po3ginu:

3a
peyerimom

UA/0501/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

"®apmakonoriyHi BnactusocTi", "MokasaHHs", B3aemogis 3
iHLIMMKM NikapcbKMKU 3acobamu Ta iHLWi B1uAn B3aeMogiii”,
"Oco6n1BOCTI 3acTocyBaHHSA", "3acTocyBaHHs y nepios
BariTHOCTi abo rogyBaHHsa rpyaar”, "3aaTHicTb BNAMBaTH
Ha LWBWAKICTb peakLjii Npy kepyBaHHi aBTOTPaHCNOPTOM
abo iHWyMKU MexaHiamamn”, "Cnocib 3acTocyBaHHA Ta
nosn", "Aitn" (iHdopmauisa 3 6e3nekn), "MepesolyBaHHS",
"Mo6ivHI peakuii™ 3rigHO 3 iHhopmMaLieto WoA0 MeAUYHOIO
3acTocyBaHHA ped)epeHTHOro Nikapcbkoro 3acoby
(BVHALE®, nopoLUok A58 po34nHy ANS iHEKUN).
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuis nicns
3aTBEPAKEHHS

86.

KIMALLEE®®

NOPOLLIOK A/1A
PO34UHY ON15 iH'EKLIA
no 0,75 r; 1 donakoH
3 MOPOLLKOM Y mavi

MAT
"KuiBmegnpen
apar”

Ykpaina

MAT
"Kuismegnpenapar”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny
- 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acToCyBaHHSA
reHepuyHuX/ribpuagHMx/6ionogibHNX nikapcbknx 3acobis
nicns BHECEHHS Tiel camMoi 3MiHM Ha pedhepeHTHNI
npenapar (3mMiHa He NoTpebye HafaHHA XOLHWUX HOBMX
[0[AaTKOBUX AaHuX) - 3MiHM BHECEHO A0 IHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKOro 3acoby y po3ginu:
"®apmakonoriyHi BnactnsocTi”, "Moka3saHHa", Baaemogis 3
HLIMMKM NikapcbKMKM 3acobamu Ta iHWi BUAn B3aemMogiii",
"Oco6nMBOCTI 3acTocyBaHHSA", "3acTocyBaHHs y nepios
BariTHOCTi abo rofyBaHHA rpyaar”, "34aTHicTb BNaMBaTun
Ha LWIBWAKICTb peakLii Npu kepyBaHHi aBTOTPaHCNOPTOM
abo iHWyMKU MexaHiamamu”, "Cnocib 3acTocyBaHHs Ta
nosun”, "Oitn" (iHdhopmadisa 3 6e3nekn), "MepenosyBaHHA",
"Mo6iuHi peakwyji" 3rigHO 3 iHhOpMaLiEero Woh0 MeAnyHOro
3aCTOCyBaHHA ped)epeHTHOro Nikapcbkoro 3acoby
(BNHALE®, nopoLUoK AN1s pO34MHY AN iH'EKLN).
BBefeHHs1 3MiH npoTArom 6-Tv MicAUiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/0501/01/02

87.

KNEKCAH®

PO34UH A151 iH'EKLLNA,
10 000 aHTK-Xa
MO/1 mn Ne 2: no
0,8 mn y wnpuu-ao3i
i3 3aX1CHOI0
CUCTEMOIO FO/IKN
ERIS; no 2 wnpwu-
[o3un y 6nictepi; no
1 6nicTepy B
KapTOHHI KopobLyj;
Ne 2: no 0,8 mny
LINp1L-A03i i3
3aXMCHOI CUCTEMOIO
ronkn PREVENTIS;

TOB "CaHoi-
ABeHTIC
YkpaiHa"

YkpaiHa

CAHO®I BIHTPOI
IHOACTPIA

PpaHuis

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy
- 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHu [0 y3araslbHeHNX
[aHux npo cuctemy dhapmakoHarnsgy (BBefieHHs
y3arasibHeHVX AaHnx Npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0co6w, BiANOBIAaILHOI 3a
3[jiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asBHVKa Ans 34iNCHeHHs
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6M, BiANOBiAaNbHOT 32 34iACHEHHS
hapmakoHarnsgy (Bkuvaoum KOHTakKTHI gaHi) Ta/abo
3MiHM Y pO3MiLLEeHHI MacTep-haiina cuctemu
thapmakoHarnsgy) - 3mMiHa MicLle3HaxoMKeHHsT MacTep-
dhaiina cuctemm chapmakoHarnsgy. 3miHa micus

3a
peyenmom

UA/7181/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

no 2 wnpuy-gosn y
6nictepi; no 1
6nictepy B
KapTOHHI kopo6Lyj;
Ne 2: no 0,8 mny
LwnpuL-fo3i 6e3
3ax1cHoT cuctemmn
rofiku; Mo 2 wnpuy-
[o3un y 6nictepi; no
1 6nicTepy B
KapTOHHI KOopoo6Li

3[jACHEHHSI OCHOBHOT Aisi/IbHOCTI 3 chapmakoHarnsgy

88.

KNEKCAH®

PO3YNH A5 iH'EKLIN,
10 000 aHTN-Xa
MO/mn Ne 10 (2x5):
no 0,2 mny wnpuuy-
[003i i3 3aXMCHO0
CUCTEMOIO FO/IKN
ERIS; no 2 wnpwvu-
[o3n y 6nictepi; no
5 6nictepiB y
KapTOHHI Kopo6Lyj;
no 0,2 Mny wnpuy-
[003i i3 3aXMCHOI0
CMCTEMOIO FOSIKM
PREVENTIS; no 2
LUNPUL-A03K1 Y
6nictepi; no 5
6nicTepiB y
KapTOHHI Kopo6Lyj;
no 0,2 mny wnpuuy-
[003i 6e3 3axXnCHOT
CUCTEMMU TONKU; NO 2
LINpUL-A03K Y
6nicTepi; no 5
6nictepiB y
KapTOHHI Kopo6Lyj;
no 0,4 mny wnpuuy-
[003i i3 3aXMCHOI0
CMCTEMOIO FOSIKM
ERIS; no 2 wnpwu-
no3un y 6nictepi; no
5 6nictepiB y
KapTOHHI kopo6Lyj;
no 0,4 mn y wnpuu-
[03i i3 3aXMCHOI0
CUCTEMOIO FO/IKN
PREVENTIS; no 2
LNpuL-403n Y

TOB "CaHodi-
ABEHTIC
YkpaiHa"

YkpaiHa

CAHO®I BIHTPOTI
IHOACTPIA

®paHuis

BHECEHHS 3MiH [0 peecTpavuiiHix martepianis: 3MiHu | Tuny
- 3miHK Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHM [0 y3araslbHEHNX
AaHux npo cuctemy hapmakoHarnsgy (BBeAeHHs
y3ara/lbHeHUX JaHvx npo cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0CO6M, BigNoBigaNbHOI 3a
3[jiCHEHHS hapmMakoHarIsay; KOHTaKkTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa Ans 34iCHEHHS
hapMakoHarnsagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YMNOBHOB&XeHOT 0co6M, BifNOBIAaNbHOT 3a 34iACHEHHS
chapmakoHarnsgy (Bko4vatouy KOHTakTHI gaHi) Ta/abo
3MiHW Y PO3MIiLLEHHI MacTep-thaiina cuctemu
hapmakoHarnsgy). 3miHa micue3HaxoKeHHs macTep-
thaiina cuctemu chapmakoHarnsgy.
3MiHa MicLs 3AiICHEHHSI OCHOBHOI AisiSIbHOCTI 3
thapmakoHarnsgy.

3a
peyerimom

UA/7182/01/01




65

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
6nictepi; no 5
6nictepiB y
KapTOHHIlA KOpo6L;
no 0,4 mny wnpuuy-
[003i 6e3 3axXuncHOT
CUCTEMM TOJIKK; Mo 2
LUMPULL-A031 Y
6nictepi; no 5
6nictepiB y
KapPTOHHI KOpooLii
89. KNO®ENIH IC | Tabnetku no 0,15 mr | ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/16533/01/02
no 10 TabneTtok y [,00aTKOBOKO [,04,aTKOBOKO - 3MiHK 3 AKOCTi. FOTOBWMIA NikapCbkunii 3aci6. CTabiNbHICTb. peyenmom
6nicTepi; no 3 abo 5 BiANOBIAA/TbHI BiANOBIAA/TbHICTIO 3miHa y TepMmiHax npugaTHoOCTi abo ymoBax 36epiraHHs
6nictepiB y nauui CTIO "IHTEPXIM" roTOBOro NiKapCcbKoro 3acoby (36iNbLUEHHA TEPMiHY
"IHTEPXIM" NPWAATHOCTI FOTOBOTO JTiKAPCLKOTrO 3acoby) - 15 Toprosoi
ynakoBku (MiATBEPIKYETLCA AaHUMW peaslbHOro vacy) Ans
no3yBaHHsA 0,15 mr, 36i/bLUEHHS TepMiHy npuaaTHocTi /13
3 2-X pokKiB [0 3-X POKiB 06YMOB/IEHO AAHUMMU,
OTPUMAaHVMU Mif, Yac BYBYEHHS CTabiIbHOCTi BUPOGHNYMX
cepiii N3 y peasibHOMY Yaci. 3MiHW BHECEHI B po34in
"TepMiH NpMAATHOCTI" B IHCTPYKLiO 415 MeANYHOTOo
3aCTOCYyBaHHSA Nikapcbkoro 3acoby.
90. KNO®ENIH IC | TabneTku, no 0,3 mr ToBapucTso 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis: 3MiHu | TUNYy 3a UA/16533/01/03
no 10 TabneTtok y [,00aTKOBOKO [,04,aTKOBOKO - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapCbkunii 3aci6. CTabiNbHICTD. peyenmom
6nicTepi; no 3 BiAnoBigasIbHi BiANoBiga/IbHICTIO 3miHa y TepMiHax npugaTHoOCTi abo ymoBax 36epiraHHs
6nictepn y nauyui CTIO "IHTEPXIM" roTOBOrO NiKapCcbKOro 3acoby (36iNbLUEHHA TEPMiHY
"IHTEPXIM" NpWAATHOCTI FOTOBOTO JTiKAPCLKOTro 3acoby) - 15 Toprosoi
ynakoBkm (MiATBEPLKYETLCA AaHUMM peaslbHOro vacy) Ans
no3yBaHHs 0,15 mr, 36ibLUEHHS TepMiHy npuaaTHocTi 13
3 2-X pokKiB [0 3-X POKiB 06YMOB/IEHO AAHUMMU,
OTPMMaHUMM Mg, Yac BUBYEHHA CTabiNbHOCTI BUPOGHNUMX
cepiii N3 y peasibHOMY Yaci. 3MiHM BHECEHI B po34in
"TepMiH NpMAAaTHOCTI" B IHCTPYKLiO 415 MeANYHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby.
91. KNO®ENIH IC | TabneTku, no 0,1 mr ToBapucTso 3 YkpaiHa ToBapucTBO 3 YKpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/16533/01/01
no 10 TabneTtok y [04aTKOBOK [04aTKOBOK - 3MiHK 3 AKOCTi. FOTOBWMIA NikapCbkuii 3aci6. CTabINbHICTD. peyenmom
6nicTepi; no 3 BignoBigasIbHi BiANoBiga/IbHICTIO 3MiHa y TepMiHax npuaaTHoOCTi abo ymoBax 36epiraHHs
6nicTepn y nayui CTIO "IHTEPXIM" roTOBOrO NiKAPCbKOro 3acoby (36iNbLUEHHS TEPMIHY
"IHTEPXIM" NpWAATHOCTI TOTOBOTO JTiKAPCLKOTO 3acoby) - 15 TOproeoi
ynakoBku (MiATBEPAKYETLCA AaHUMM peaslibHOro vacy) Ans
no3ysaHHs 0,15 mr, 36inbLIEHHA TepMiHy npugaTHocTi N3
3 2-X POKiB A0 3-X POKiB 06YMOB/IEHO AaHUMW,
OTPMMaHUMM Nif, Yac BUBYEHHA CTabiNbHOCTI BUPOGHNUMX
cepiit FN3 y peanbHOMY Yaci. 3MiHW BHECEHi B PO3/in
"TepMiH NpMAATHOCTI" B IHCTPYKLiO 4151 MeanYHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby.
92. KNO®ENIH- Tabnetkun no 0,15 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiiHux martepianis: 3MiHM | TUny 3a UA/6594/01/01
AAPHUUSA Mr, no 10 TabneTok "papmaueBTn "bapmaueBTNYHa - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapCbKWii 3aci6. KoHTposib peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
Y KOHTYpHIlA yHa hipma thipma "AapHuua” roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax
YapyHKOBIl "OapHuus” BMNPO6YBaHHSA roTOBOrO JIiKapCbKOro 3acoby (He3HayHa
ynakosLi; no 5 3MiHa y 3aTBEpKEHNX MeTofax BUNpobysaHHs). B
KOHTYPHUX MeTOAWKY KOHTPOSIIO TecCTy «KinbKiCHe BU3HAYEHHS»
YapyHKOBUX [04aHO MOX/IMBICTb BUKOPUCTAHHSA CTaHAaPTHOrO 3pasky
YNakoBOK y navui KNOHiAVHY rigpoxnopugy USP RS.
93. KONAPEKC Tabnetkn no 12 CTALA HimeuunH BMPOGHULITBO 3a IpnaHgis/ BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3MiHu | Tuny 6e3 UA/2675/01/01
Tabnetok y 6nictepi; | ApuHaimitTen a NOBHUM LK/IOM: IcnaHis - 3MiHK Wwoao 6e3nekn/edhekTUBHOCTI Ta peuyenma
no 1 6nictepy B b Al "nakcoCmiTKnawiH hapmakoHarnsgy. BeegeHHs abo 3miHW A0 y3arasibHeHNX
KapTOHHIA Kopoo6Li [anrapsaH Nimites, [JaHnx npo cuctemy dapmakoHarnsagy (BBefeHHS
IpnaHajs; Bignosigae y3arasibHeHUX faHux npo cuctemy chapmakoHarnagy,
3a NepBUHHY, 3MiHa yNOBHOB&XeHOi 0co6w, BifNOBIAaIbHOI 3a
BTOPVIHHY YNaKoBKY, 3[iicHeHHA hapMakoHarniagy; KOHTaKTHOT ocobu 3
KOHTPO/b SKOCTI chapmakoHarnsgy 3asaBHUKa AN 34iACHEHHS
(Tinbkn thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Bif,
Mikpob6ionoriyHa yMOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
yncTOoTa), BUNYCK hapmakoHarnagy (BK1ovatoumn KOHTaKTHI AaHi) Ta/abo
cepii: 3MiHM y po3MiLLeHHI MacTep-chaiina cuctemu
CmIiTKnsiiH Bivem thapmakoHarnsgy) - 3MiHa KOHTaKTHOI 0CO6U 3asBHNIKA,
C.A,, IcnaHist BignoBigasibHOI 3a hapmakoHarnsag B Ykpaidi. Jditova
pepakuis: Mpycbknin CtaHicnas Bonogumunposuy /
Stanislav Prusskiy. MponoHoBaHa pepakuisi: oy TeTsaHa
lOpiiBHa / Tetiana Gots. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, BifgNOBigabHOI 3a
hapMakoHarnsg B YKpaiHi
94. KONAPEKC NopoLUoK AN CTALA HimeuunH | CmiTKnsiiH Biuem C.A. IcnaHis BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 6e3 UA/8393/01/01
MAKCIreumn opasnibHOro po3unHy; | ApuHaiimiTren a - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenma
31 CMAKOM 5 a6o 10 nakeTwkiB y b Al hapmakoHarnsgy. BeegeHHs abo 3MiHW A0 y3arasibHeHNX
NMOHY KapTOHHIlA KopooLi [aHux npo cuctemy hapmakoHarnsagy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0co6w, BiANOBIAaILHOI 3a
3[jiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asBHVKa Ans 34iNCHeHHs
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6M, BiANOBiAaNIbHOT 3a 34iACHEHHS
hapmakoHarnsgy (Bkouvaouy KOHTakKTHI gaHi) Ta/abo
3MiHM Y pO3MiLLEeHHI MacTep-haiina cuctemu
thapmakoHarnsgy) - 3mMiHa KOHTakTHOI 0CO6U 3asIBHYIKA,
BiANOBIgaIbHOI 3a hapmakoHarnag B YkpaiHi. fitoua
pepakuisi: Mpycbkuii CTaHicnas Bonogmmnposuy /
Stanislav Prusskiy. MponoHoBaHa pepgakuis: Moy TeTaHa
lOpiiBHa / Tetiana Gots. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOT 0COOW 3asiBHUKA, BiAnoBiganbHOI 3a
hapmakoHarnsag B YkpaiHi
95. KONAPEKC NMopOoLIOK ANs CTALA HimeuunH | CmiTKnsiiH Biuem C.A. IcnaHis BHECEHHS 3MiH A0 peecTpauiiHnx matepiasni: 3MiHu | 6e3 UA/12334/01/01
MAKCIreuvn OopasibHOro po3uuHy; | ApuHaiimitren a TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
31 CMAKOM no 5 a6o 10 nakeTis b Al hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHeHNX
NICOBUX Y KapTOHHIli Kopobui

[aHVX Npo cuctemy hapMakoHarnsgy (BBeAeHHs
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0YeHHs

arig

y3ara/lbHeHUxX faHvx npo cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0Co6M, BigNoBigaNbHOI 3a
3pjilicHeHHs hapMakoHarnaay; KOHTaKTHOT ocobu 3
thapmakoHarnagy 3asBHUKa Ans 34iCHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BifiNOBIAAIbHOI 3a 3[iICHEHHS
chapmakoHarnsgy (Bko4vatouy KOHTakTHI gaHi) Ta/abo
3MiHW Y PO3MiLLEHHI MacTep-thaiina cuctemu
thapmakoHarnsay) 3MiHa KOHTaKTHOI 0CobY 3asBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHarag B YkpaiHi. Jitoua
pepakuisi: Mpycbkuii CTaHicnas Bonogmmmnposuy /
Stanislav Prusskiy. NMponoHosaHa pegakuis: o TeTaHa
lOpiiBHa / Tetiana Gots. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOT 0CO6U 3asBHMKA, BiANOBiga1bHOI 3a
hapmakoHarnsg B Ykpaii.

96.

KONAPEKC
MEHTON
AKTVB

NOPOLLIOK A/1A
OpasIbHOTO PO3YMHY;
no 10 nakeTukis 3
MOPOLLKOM B
KapTOHHIlA KOpooLi

CTAIA
ApuHaiimitren
b Al

HimeuumnH
a

CwmiTKnsiiiH Bivem C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaviiiHix martepianis: 3MiHu | Tuny
- 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3MiHM A0 y3arasibHEHMX
JaHunx nNpo cuctemy dpapmakoHarnsgy (BBefieHHs
y3arasibHeHUX faHux npo cuctemy hapmakoHarnagy,
3MiHa YNOBHOBAXEHOT 0CO6MU, BignoBiganbHOI 3a
3[jicCHeHHs1 hapMakoHarIaay; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
yMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnagy (BK1ovatoumn KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MILLIEHHI MacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa KOHTaKTHOI 0CO6U 3asBHNIKA,
BignoBigasibHOI 3a hapmakoHarnsag B Ykpaidi. Jditova
pepakuis: Mpycbknin CtaHicnas Bonogumunposuy /
Stanislav Prusskiy. MponoHoBaHa pepakuisi: oy, TeTsaHa
lOpiiBHa / Tetiana Gots. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBigabHOI 3a
hapMakoHarnsg B YKpaiHi

6e3
peuyenma

UA/13674/01/01

97.

KOMAKCOH
40

PO34UH A151 iH'EKLLNA,
40 mr/mn; no 1 mn
pO34nHy B
nonepeaHL0
HarnoBHEHOMY
wnpuyi; no 1
wnpuuy B 6nictepi;
no 12 wnpwuyis B
KapTOHHI KopoobLi

TOB «TeBa
YkpaiHa»

YkpaiHa

Brvpo6bHMLTBO 3a
MOBHWUM LMK/IOM:
TeBa ®apmavreBTikan
IHpacTpi3 N14,.,
13painb
Brpo6HMLUTBO 3a
MOBHWUM LMK/IOM:
HopToH Xenckea
Nimiteq T/A ABEKC
®apmacbioTukans HK,
Benuka BputaHis
KoHTposib cepii (Tinbkn
6ionoriyHe
TECTyBaHHS):

I13painb/
Benvka
BpuTanisa/
HigepnaHan
/

YropumHa

BHECEHHS 3MiH [j0 peecTpaLiitHux maTepianis: 3MiHu |
TMny - 3MiHK 3 AKocTi. API. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUNpPo6yBaHb/nepiogy 36epiraHHs abo ymoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEPAXEHOMY A0ChE
cepTudikaTa BignoBiAHOCTI EBponelichkin hapmakoneri,
LLI0 BK/HOYAE Nepios NOBTOPHOro BUNPo6yBaHHsA) (iHLi
3MiHM) 3MEHLLEHHS YacOBMNX NPOMDKKIB y MPOTOKONI
pocnimpkeHHs ctabinbHocTi A®I rnatnpamepy auetary, a
came N5 AOBrOCTPOKOBUX BUMPOBYBaHb Ha CTabiNbHICTb
(Big -25 °C po -15 °C) BugasnieHHs 4acoBux NPOMKKIB 9 Ta
18 micsuiB; AN NPUCKOPEHUX BUNPObyBaHb Ha
cTabinbHicTb (Big 2 °C o 8 °C) BuaaneHHs 4oAaTKOBUX
YyacoBux NpoMixkis (1, 2 Ta 4 micaui).
3aTBepmkeHo: [IoBrocTpokosi BUnpobyBaHHs (Big -25 ?C

3a
peyenmom

UA/6307/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
AGik NT4., 13painb po-15°C) 0, 3, 6, 9, 12, 18, 24, 36, 48, 60 micauis
KoHTponb cepii (noBHe MpuckopeHi BunpobysaHHs (Big 2 °C no 8°C) 0, 1, 2, 3, 4,
TEeCTyBaHHs, 6 micauis 3anponoHosaHo: [l0BrocTPOKOBI BUNPOBYBaHHSA
BK/THOYAKOUN Ha (Big -25 °C po -15°C) 0, 3, 6, 12, 24, 36, 48, 60 micsyis
CTEepW/IbHICTb Ta MpuckopeHi Bunpob6ysaHHs (Big 2 °C o 8 °C) 0, 3, 6
6akTepiasibHi micsauiB
€HA0TOKCUHN, ane
OKpim 6ionoriyHoro
TeCTyBaHHS):
dapmaxewmi b.B.,
HigepnaHan
KoHTpornb cepii (Tinbku
6ionoriyHe
TeCTyBaHHs):
AT dapmaueBTUYHUIA
3aBof Tesa,
YropumHa
KoHTponb cepii
(aHaniTnyHe
TecTyBaHHA Ta
BUBYEHHS
cTabinbHoCTI):
Asia Kemikan
IHgacTpi3 N14.,
I13painb
98. KOMAKCOH® | po3uvH Ans iH'ekuii, TOB «TeBa YkpaiHa Brvpo6HMLTBO 3a I13painb/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/6307/01/01
-TEBA 20 mr/mn; no 1 mn YKpaiHa» NOBHUM LMKNIOM: TeBa Benuka - 3MiHM 3 AkocTi. A®I. CTabinbHicTb. 3MiHa nepiogy peyenmom
npenapary y dapmaueBTikas BputaHis/ NOBTOPHMX BUMPOGyBaHb/nepiody 36epiraHHA abo ymoB
nonepegHsL0 IHpacTpi3 NTa,, HigepnaHaun 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEPAXEHOMY A0ChE
HanoBHeEHOMY I3painb; BupobHnuteo / cepTudikaTa BifgnNoBIAHOCTI EBpoONeENChKin thapmakonei,
wnpuui; no 1 3a NOBHUM LK/TOM: YropuHa LLIO BK/KOYAE Nepiof NOBTOPHOro BUNPO6byBaHHsA) (iHLi
nonepegHsL0 HopToH Xenckea 3MiHM) 3MEHLLEHHS YacOBMX MPOMDKKIB Y NPOTOKOI
HarnoBHEHOMY Nimiten T/A ABEKC LoChigpKeHHs cTabinbHocTi A®| rnatupamepy auertaTty, a
LUNPULLY B KOHTYpHIlA dapmacbloTrkans oK, came A1 [OBIOCTPOKOBKX BUNPOOYyBaHb Ha CTabiflbHiCTb
YapyHKOBIli ynakoBLj Benvka bputaHis; (Big -25 °C po -15 °C) BugasnieHHs 4acoBux NPoOMiKKIB 9 Ta
3anasiHili nanepom KoHTponb cepii (Tinbkn 18 micsuiB; AN NPUCKOPEHUX BUNPOByBaHb Ha
abonol 6ionoriyHe cTabinbHicTb (Big 2 °C o 8 °C) BuaaneHHs f4oAaTKOBUX
nonepegHsL0 TecTyBaHHs): ABIK yacoBux NpPoMixkiB (1, 2 Ta 4 micaui).
HanoBHeHOMY Ntp., 13paine;
LUNPULLY B KOHTYpHIlA KoHTponb cepii (MoBHe
YapyHKOBIli ynakoBLj TEeCTyBaHHS,
3anasiHili niBkoto; BK/THOYAKOUN Ha
no 28 nonepeaHbo CTEPUNBHICTb Ta
HanoBHEHMUX bakTepiasibHi
LNpuLiB y €H0TOKCUHN, ane
KOHTYPHUX OKpim BiosoriyHoro
YapyHKOBUX TECTyBaHHs):
yrnakoBKax y Papmaxemi b.B.,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
KapTOHHI KopoobLi HinepnaHvgu;
KoHTpornb cepii (Tinbkn
6ionoriyHe
TecTyBaHHs): AT
dapmaneBTUYHNI
3aBof TeBa,
YropuwmHa; KoHTposb
cepii (aHaniTM4He
TecTyBaHHA Ta
BUBYEHHSA
cTabinbHocTi): Asis
Kemikan IHgacTpi3
NT4., 13painb
99. KOPBANTAB | Tabnetku, no 10 TOB "ACIHO YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3MiHu | 6e3 UA/1028/01/01
Tabnetoky YKPAIHA" Tuny - 3MiHK 3 aKkocTi. CepTudikaT BignosigHoCTI/lE- peyenma —
6nictepax; no 10 cepTudikaT BignoBigHOCTI EBponeiichKiii Ne 10 ma Ne
TabneTtok y 6nictepi; hapmakonei/moHorpadii. NMogaHHsa HoBoro abo 10x2; 3a
no 2 ta 10 6nictepis OHOB/IEHOTO cepTudiKaTa BifgnoBigHOCTI a60 BUTYYEHHS peyenmom —
y nauui 3 KapToHy cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKil thapmakonei: Ne 10x10
ans A®l; ana BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI API; ans
[L0MOMIXHOT peyqoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA cepTudikar Bif,
yXe 3aTBepAXEeHOro BUPO6HUKA -
noaaHHs oHoBneHoro CepTudikaty BiANOBIAHOCTI
€Bponeiicbkilt hapmakonei R1- CEP 2009 - 132 - Rev 03
ans A®| deHobapbitan Bif 3aTBEPIAKEHOrO BUPOOHUKA
ALCALOIDA Chemical Company Zrt., YropwuHa.
3arBepaxeHo: R1-CEP 2009 - 132 - Rev 01
3anponoHosaHo: R1-CEP 2009 - 132 - Rev 03
100. | KOPBAJITAB | Tabnetku, in bulk: no | TOB "ACIHO YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | - UA/3760/01/01
7 kr TabneTok y YKPAIHA" TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHocTI/IE-
nonieTnieHoBomMy cepTudikaT BigNoBigHOCTI EBpoONeichKii
nakeTi; no 1 nakety thapmakonei/moHorpadii. NMogaHHs HoBOro abo
B KOHTElHepi OHOB/IEHOTO cepTudiKaTa BifgnoBigHOCTI ab0 BUTyYEHHS
cepTudikaTa BignoBiAHOCTI EBpoNelichkKin hapmakonei:
ansa A®l; ana BuxigHoro marepiasy/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Yy BUPOOHULTBI ADI; ans
[L0MNOMDKHOT peyvoBuHM (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA cepTudikar Big
yXe 3aTBep)KeHoro BUpobHuKa -
noAaHHa oHoBneHoro CepTudiikaty BiANOBIAHOCTI
€Bponelicbkii hapmakonei R1- CEP 2009 - 132 - Rev 03
onsa A®l deHobapbiTan Bifg 3aTBEPAXEHOr0 BUPOOHUKA
ALCALOIDA Chemical Company Zrt., YropwimHa.
3arBepaxeHo: R1-CEP 2009 - 132 - Rev 01
3anponoHosaHo: R1-CEP 2009 - 132 - Rev 03
101. | KPAOI Kpan/i opasibHi; o 3AT "bepeL YropwumHa 3AT "bepew ®apma” YropwmHa BHECEHHS 3MiH 10 peecTpauiiHux martepiais: 3miHu | Tuny 6e3 UA/9101/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
BEPELL 30 mn a6o no 100 dapma” - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenma
nnrcCce M1y hrakoHi 3 agpecu Micusi NPoBaMKEHHS AiSNIbHOCTI
npo6koto- BMPOBHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
KpanesnbHuueto; no 1 BK/IOUAKOUY AiNbHMLj BUNYCKY cepil abo micue
donakoHy B NpoBeAeHHS KOHTPOI0 AKOCTI. (LisANbHICTb, 3a AKY
KapTOHHIlA KOpo6L; BiANOBiAae BUPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK
no 30 mn y dpnakoHi cepiii). BBeAgeHHS 3MiH NpoTAarom 6-Tu mMicauis nicns
3 nNpo6Koto- 3aTBEPAKEHHS
KpanesbHuLeto; no 4
chnakoHn B
KapTOHHI KOopoo6Li
102. | KPANNI Kpanni opasibHi, 3AT "bepeLu YropwwmHa | 3AT "Bepew ®apma” YropumHa BHECEHHS 3MiH [0 peecTpavuiiHix martepianis: 3MiHu | Tuny 6e3 UA/16660/01/01
BEPELL® po3unH, no 30 mny Papma” - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenma
EKCTPA oNakoHi 3 NPO6KOto- afpecy Micus NPoBaMKEHHS AiSIbHOCTI
KpanesibHuueto Ne 1 BMPOGHMKa/iMnopTepa roToBOro /ikapcbKoro 3acoby,
a6o Ne 4; no 100 mn BK/IIOUAIOUY AiNbHULj BUNYCKY cepil abo micue
y thnakoHi 3 NPoBeAEeHHS KOHTPOIO AKOCTI. (4isANbHICTb, 3a AKY
npo6Koto- BiANoBiAa€ BUPOOHMK/iMNOPTEP, BKOUYAKOUM BUNYCK
KpanenbHuueto Ne 1; cepiii). BBegeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
no 30 Mn y donakoHi 3aTBEPKEHHS.
Ne 1 a6o Ne 4y
KOMMNIEeKTi 3
OKPEMUM [L03YI04UM
Hacocom; o 100 mn
y donakoHi Nely
KOMMNEKTi 3
OKPEMUM [LO3YIOUUM
Hacocom
103. | KCAPENTO® | Tabnetku, BKPUTI Baiiep Al HimeuunH [O/151 BCbOro Himewunna/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu 11 3a UA/9201/01/04
nNiBKOBOO a BUPOBHNYOTO ITanis TMny - 3MiHKM Woao 6e3nekn/eheKTUBHOCTI Ta peyenmom

o060n0oHkoto, no 2,5
Mmr, no 14 TabneTok
y 6nictepi; no 1 abo
4 6nictepu B
KapTOHHI nayw,i

npouecy: baviep Ar,
HimeuunHa; Baiiep
Xerckep
MaHydakTypiHr
C.P.N., Itanis; gna
BTOPUHHOTO
nakyBaHHS:
LLiteremaHH
JToHbepnakyHr &
Norictiwep Cepsic
e.K., HimeuunHa

thapmakoHarnsgy. 3MiH1 y KOPOTKilli XapakTepucTuLi
nNiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT ANns
Me[MYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMU JaHUMU 3
AKOCTI, AOKNIHIYHUMWN, KNIHIYHUMKU JaHUMK Ta JaHUMK 3
thapmakoHarnsgy. 3miHu BHeCeHOo A0 [HCTpyKuii ans
MeJMYHOro 3aCTOCYBaHHA MikapcbKoro 3acoby [0 po3ainis
"®apmakonorivHi BnactusocTi", "OcobnuBi 3axoam
6e3nekn”, "OcobMBOCTI 3acTocyBaHHS", "Cnoci6
3actocyBaHHsa Ta gosu", "[itn", "Mo6iyHi peakuii”, "TepmiH
npugatHocTi" (goAaHa iHdhopMauis Wwoao TepMiHy
36epiraHHa NoApibHeHNX TabneTok) BiANOBIAHO A0
iHhopmalii, sika 3a3Ha4YeHa B maTepiasiax peecTpawiiHoro
[ocbe. BBeeHHS 3MiH nNpoTaroM 4-x Micsuis nicns
3aTBEPIKEHHS.
3MiHn |l TUny - 3MiHK LWoAo 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. [Hwi 3miHu, ski He BBIALLN Y Lel
po3Ain, Aki BKIYaTb NOA4AHHA pe3ybTaTiB AOCMiIAKEHb
[10 KOMNETEHTHOrO opraHy. 3MiH1 BHECEHO A0 IHCTPYKLiT
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

AN19 MeAUYHOro 3acTOCYBaHHA NikapCbKoro 3acoby [0
po3ainy "OcobnnBoCTi 3acToCyBaHHA" BiANOBIAHO A0
ocTaTouHuX gaHux gocnigpkeHHs CASSINI wopo
3aCTOCYBaHHS NiKapCbKOro 3acoby y NauieHTIB 3
OHKO/IOTIYHUMU 3aXBOPIOBaHHAMY. BBeAeHHA 3MiH
NPOTAroM 4-x MIiCALIB MiC/1A 3aTBEPKEHHS.
3miHu | TMny - 3miHn Wwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLUii 4ns
MeAMYHOro 3aCTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun nikapcbKoro 3acoby, abo
LocnimpkeHb 3 6e3nekn 3acToCcyBaHHSA NikapCbKOro 3acoby
B nicnspeecTpauiinnii nepiog, abo sk pe3ysibTaT OLiHKM
3BiTY 3 OC/iAXeHb, MPoBeAEeHUX BiANOBIAHO A0 nNnaHy
negiatpuyHux gocnimpkers (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXEHNM OpraHom). 3MiHV BHECEHO
80 [HCTPYKLT 4518 MeANYHOro 3acToCyBaHHA NMikapCbKoro
3acoby Ao po3ziny "Mepefo3lyBaHHA" BiANOBIAHO A0
pekomeHgauii PRAC EMA. BBefeHHs 3MiH MPOTAromM 4-x
MicsILiB Micns 3aTBepAKEHHS.

104.

NA30/NBAH®

pO3unH Ns iHQys3il,
15 mr/2 mn; no 2 mn
B amnynax; no 10
amnyn y KapTOHHIl
Kopobui

TOB "Onenna
Xenckea
YKpaiHa"

YkpaiHa

Bepinrep IHrenbxaim
EcnaHa, CA, IcnaHis;

CAHO®I C.P.N.,,
ITanis

Icnanis/
ITanis

BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny
- 3MiHu 3 sKoCTi. [OoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPO6GHULTBI. 3amiHa abo BBeeHHSA A0AATKOBOI AiNbHULL
BMPOGHMLTBA A1 YACTUHM abo BCbOrO BUPOGHNYOTO
npoLecy rotToBoro Nikapcbkoro 3acoby (4inbHuUA ans
BTOPWHHOTO NakKyBaHHS) BBEAEHHS a/lbTePHATVBHOIO
BMpobHuKa, CAHO®I C.P.J1., ITanis/SANOFI S.R.L, Italy,
BiANOBIAa/IbHOrO 3a BTOPWHHE NakyBaHHs /13. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPLAXEHHS. 3MiHN |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA NiKapcbknii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI Ai/TbHUL
BMPOGHMLITBA A151 HACTMHM ab0 BCbOro BUPOGHUYOro
npoLecy roToBOro NikapCcbkoro 3acoby (AinbHMLA, Ha SKii
npoBoAATLCA 6yAb-Ki BUPOOHMYI cTagil, 38 BUHATKOM
BUMYCKY Cepii, KOHTPOJIO SIKOCTi Ta BTOPUHHOIO NakyBaHHS
AN CTepUbHUX NiKapCbKuX 3acobiB (BkIOYaoum
BMPOG/IEHi acenTUYHUM MEeTOA0M), KpPiM NiKapCbKUX
3aco06iB 6i0/10r4HOro/iMyHOIOTIYHOTO NOXOKEHHS)
BBeAEeHHA BUpobHuka, CAHO®I C.P.J1., Itanis/SANOFI
S.R.L, Italy, wo BignoBiganbHWii 3a BUPOGHULTBO Ta
nepBrHHe nakyBaHHsa [N13. BBeAeHHSA 3MiH NpOTArom 6-1m
MicsALiB MicnsA 3aTBepKEHHS. 3MiHu | TUny - 3MiHKn 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Yy BUPOOHULITBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYTbCS BUNYCKY cepil Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO flikapCbKoro 3acoby (3amiHa
abo gofaBaHHS BUPOOHUKA, LU0 BigNoBiJaE 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkovaroum
KOHTPONb/BMNPOGYBaHHSA cepii. BBeeHHs1 BUPO6HMKA,

3a
peyerimom

UA/3430/04/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
CAHO®I C.P.J1., ITania/SANOFI S.R.L, Italy, wo

BiANOBIAa/IbHUIA 32 BUMYCK cepii Ta KOHTPO/Ib SAKOCTI
N3.3MiHM BHECEHO B iHCTPYKLitO 4719 MEANYHOro
3aCTOCYBaHHS LLOAO HaliMeHyBaHHA Ta
MiCLLe3HaxX0MKEHHSI BUPOOHMKA 3 BiANOBIAHUMYM 3MiHAMU Y
TEKCTi MapKyBaHHs1 YNakoBKM NiKapCbKoro 3acoby
(mopaBaHHA BUPOGHWKA). BBEAEHHS 3MiH NPOTArom 6-Tn
MicALiB nicnsa 3aTBepMKeHHs. 3MiHK | Tuny - 3MiHW 3
AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW Y BUPOBHULTBI.
3MiHM y npoLeci BUpOOHULITBA FOTOBOTO NiKAPCbKOro
3aco0y, BKOYatouy NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOGHULTBI FOTOBOrO NiKapCbKoro
3aco6y (He3Ha4yHa 3MiHa y npoueci BUPOOHNLTBA) 3MiHU Y
npoueci BupobHuuTBa N3 — y NpoLeci npuroTyBaHHsA
pO3unHy Ns anbTepHaTUBHOrO BUpo6HuKa NN13 CAHO®I
C.P.N., Itanis.
BBeneHHs 3MiH NpoTAroM 6-Tn micAuis nicns
3aTBEPKEHHS. 3MiHM | TMNY - 3MiHK 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. 3MiHN Y BUPOGHMLTBI. 3MiHU Y NpoLeci
BMPOGHMLITBA FOTOBOrO /iKapCbKOro 3acoby, Bkovatoun
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOGHULITBI
roTOBOrO JlikapCcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOOHULTBA) 3MiHM Y npoueci BUpobHuuTtea M3, —
BMKOPUCTaHHS O4HOro QuinbTpy 3 auertaTy uentonosm 0,2
HM, 3aMicTb npedinbTpy 3 GiNbTPOM AN1s
anbTepHaTMBHOIO BUpo6HuKa N3 CAHO®I C.P.J1., ITanis.
BBefieHHs1 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBepKEHHSA. 3MiHM | TNy - 3MiHKM 3 AKOCTI. FO0TOBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y NpoLLECi
BMPOBHULTBA FOTOBOrO NiKapCbKoro 3acoby, BKIOUYaum
NPOMDKHWIA MPOAYKT, WO 3aCTOCOBYETLCS NPW BUPOOHULITBI
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) 3MiHW Y npoueci BupobHuuTea M3 —
repeHeceHHs NPUroToBaHOro Po3yvnHy Ha NiHito 6e3
36epiraHHsA po3unHy 6asiky B EMHOCTI nicns etany
inbTpaujii Ta nepes etanomM 3anoBHEHHA AN
anbTepHaTMBHOro BMpo6Huka M3 CAHO®I C.P.J1., ITanis.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPLKEHHS. 3MiHM | TMNY - 3MiHK 3 AKOCTI. FoTOBUIA
nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHU Y NpoLeCi
BMPOGHMLITBA FOTOBOrO /iKapCbKOro 3acoby, Bkovatoun
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOGHULITBI
roTOBOrO JlikapCcbKoro 3acoby (He3HayHa 3miHa y npoueci
BMPOGHMLTBA) 3MiHM Yy npoueci BUpobHuyTtea M3 —y
npoueci HanoBHEHHSA amny/ 415 albTepHaTUBHOIO
BMpo6Huka MN13 CAHO®I C.P.J1., ITania. BeBegeHHs 3MiH
NPOTAroM 6-Tu MiCALIB NiCNA 3aTBEPMXEHHSA. 3MiHN | Tnny

- 3MiHK 3 siKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHn y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

BMPOGHMLTBI. 3MiHM y NpoLieci BUPOGHMLTBA FOTOBOTO

NikapCcbKoro 3acoby, BK/IKOYa0UM NPOMIKHWIA NPOAYKT, LU0

3aCTOCOBYETLCA NPY BUPOBHULTBI FOTOBOrO NiKapCbKoro

3aco06y (iHWi 3MiHKM) 3MiHK Y npoueci BupobHuuTea M3 —

[ofiaBaHHA MakcuMasibHOro vacy BuTpumMky bulk solution

ONa anbTepHaTMBHOro B1upobHuka M3 CAHO®I C.P./1.,
ITanis.

BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPLKEHHS. 3MiHM | TMNY - 3MiHK 3 AKOCTI. FoTOBUIA
nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHU Y NpoLeci
BMPOGHMLITBA FOTOBOrO /iKapCbKOro 3acoby, Bkovatoun
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOGHULITBI
rOTOBOrO JliKapCbkoro 3acoby (iHLi 3MiHW) 3MiHM y NpoLieci
BMpO6HULTBA /13 — 3MiHU Y NpoLeci cTepunizawii nicns
NepPBUHHOTO NakyBaHHS A9 aflbTEPHATUBHOTO BUPOOHMKA
N3 CAHO®I C.P.J1., ITanisi. BBeAeHHS 3MiH NpoTsArom 6-
TN MiICALIB Nicnsa 3aTBEPAXEHHSA. 3MiHN | TUny - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW Y BUPOBHULTBI.
3MiHa po3mipy cepii (BkItoYatoumn diana3oH po3mipy cepir)
roTOBOrO NiKapCbKOro 3acoby (iHLi 3MiHN) BBEAEHHS
HOBOro po3mipy cepii M3 — 999,8 n 4N anbTePHATUBHOIO
BMpo6Huka N3 CAHO®I C.P.J1., ITanis. 3miHa He
3acTocoBaHa [i0 BXxe 3aTBeppKeHol finbHuui BepiHrep
IHrenbxaiim EcnaHa, CA, Icnanisi. BBeAeHHS 3MiH
MPOTAroM 6-T MICALIB MiC/1sA 3aTBEPAKEHHS. 3MiHu | TUny
- 3MiHM 3 siKoCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3MiHU y
BMPOGHMLTBI. 3MiHN BUNPOOYBaHb abo AONYCTUMUX MEX,
BCTaHOBJIEHNX Y crneuudikauisx, nig yac BUpo6HMLTBA
roTOBOrO /liKapCbKoro 3acoby (3BYXXEHHS [ONyCTUMUX
MeX) 3MiHa KpUTepilo BCTaHOB/IEHOTO A/15 MEPEBIPKM
LinicHocTi hinbTpy, WO NPOBOANTHLCS 3 PO3YMHMM MiC/A
inbTpavii 3 > 3098 mbap fo > 3100 mbap ons
anbTepHaTMBHOrO BUpo6Huka MNNM3 CAHO®I C.P.J1., ITanis.

BBefeHHs1 3MiH NpoTArom 6-Tv MicAUiB nicns
3aTBEepPKEHHS. 3MiHM | TNy - 3MiHKM 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI. 3MiHU
BMNPOOYBaHb ab0 JONYCTUMUX MEX, BCTAHOBEHNX Y
crneundikalisx, nig yac BUPO6HULTBA FOTOBOTO
NikapcbKoro 3acoby (3BY)XXEeHHS [OMYCTUMUX MeX) 3MiHa
Temnepartypv cTepunisadii B NpoLeci KOHTPOsIo
BMpobHUUTBa 3 121 °C, 20 xB Ha 122 °C, 20 xB ans
anbTepHaTMBHOrO BUpo6Huka MNNM3 CAHO®I C.P.J1., ITanis.
BBefeHHs1 3MiH NpoTArom 6-Tv MicAUiB nicns
3aTBEepKEHHS. 3MiHM | TNy - 3MiHKM 3 AKOCTIi. FoTOBUIA
nikapcbkunii 3aci6. 3MiHW y BUPOBHWLTBI. 3MiHU
BMNPOOYBaHb ab0 JONYCTUMUX MEX, BCTAHOBEHNX Y
crneundikalisx, nig yac BUPO6HULTBA FOTOBOTO

NiKapcbKoro 3acoby (4ogaBaHHA HOBOro MeToay
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

BUMNPOOYBaHHA Ta AONYCTUMUX MeX) AOoAaBaHHSA
BUNPO6YBaHHSA Ha BU3HAYEHHS MIKPOGIO/IOriyHOT YNCTOTH
(bioburden test) B npoueci Bupo6HuuTBa /13 Ha eTani
HanoBHEHHSA A1 a/lbTePHAaTUBHOrO BUPOOHYKa 13
CAHO®I C.P.J1., ITanis. BBeAeHHA 3MiH NPOTArom 6-1u
MicsALiB MicnsA 3aTBepKEHHSA. 3MiHu | Tuny - 3MiHKn 3
AKOCTI. [0TOBWIA NikapcbKnii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHM BUNpobyBaHb abo AONYCTUMUX MeX, BCTAHOBIEHUX
y cneumdikauisix, nig yac BMpobHULTBA FOTOBOrO
nikapcbkoro 3acoby (fofaBaHHS HOBOrO METOAY
BUMPOOYBaHHA Ta A0NYCTUMUX MEX) BBELEHHS
BMNpoGyBaHHA B NpoLieci BUPo6HMLUTBA 13 Ha uinicHICTb
hinbTpy 3 BOAOK A1A IH'EKUiA Ao dinbTpavii npu > 3200
mbar ana anbTepHaTBHOrO BUpo6HuKa M3 CAHO®I
C.P.J1., ITanis. BBefeHHs 3MiH NpoTArom 6-T Micsauis
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbkuWii 3aci6. 3MiHM Y BUPOOGHULTBI. 3MiHN
BMNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUpobHULITBA FOTOBOMO
niKkapcbkoro 3acoby (4oaaBaHHA HOBOTO MeToay
BUNPOBYBaHHA Ta JOMYCTUMUX MeX) BBEAEHHS
BMNpoGyBaHHA B NpoLieci BUpo6HMLUTBa /13 Ha uinicHiCTb
hinbTpy 3 BOAOK AN iH'eKU nicns dinbTpayii > 3200
mbar ana anbTepHaTUBHOrO BUPO6HMKa M3 CAHODI
C.P.J1., Itanis. BBefgeHHs 3MiH NpOTArom 6-T MicsLiB
nicns 3aTBepakeHHs. 3MiHM | TUny - 3MiHU 3 AKOCTI.
[OTOBWIA NiKapCbKWiA 3aci6. 3MiHW Y BUPOGHULITBI. 3MiHN
BMNPOOYBaHb ab0 JONYCTUMUX MEX, BCTAHOBEHNX Y
crneundikalisx, nig yac BUPO6HULTBA FOTOBOTO
nikapcbkoro 3acoby (4oAaBaHHA HOBOro MeToay
BUMNPOOYBaHHA Ta AONYCTUMUX MeX) AOoAaBaHHSA
Bi3yas/lbHOI NepeBipky PO34MHY B MPOLLECi KOHTPOSIO
BMPOGHMLTBA Ha KIHLEBOMY eTani NpUroTyBaHHs po3ynHy
0N anbTepHaTMBHOro BUpo6bHuka MN3 CAHO®I C.P./1.,
ITanis. BBeAeHHA 3MiH NPOTArom 6-Tn MicsLiB nicns
3aTBEPKEHHS. 3MiHM | TMNY - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbknii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHK
BMNPO6YBaHb ab0 JONYCTUMUX MEX, BCTAHOBNEHUX Y
cneuudikauisx, nig yac BUPOOGHULITBA FOTOBOMO
NiKapCcbKoro 3acoby (BWUyYEHHSI HECYTTEBOTO
BMNPO6YBaHHSA B NpoLeci BUPOOGHMLTBA) BUTYYEHHS
Bi3yaslbHOT NepeBipKy1 PO34MHY B NPOLLECI KOHTPOO
BMPOGHMLTBA Micnsa npoueci dinbTpauii gns
anbTepHaTMBHOIO BUpo6HMKa N3 CAHO®I C.P.J1., ITanis.
BBefieHHs1 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBepKEHHSA. 3MiHM | TNy - 3MiHKM 3 AKOCTI. FoTOBUIA
nikapcbknii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU
BMNpobyBaHb abo A0MYCTUMUX MEX, BCTAHOB/IEHUX Y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

cneuudikauisix, nig yac BUpobHULITBA FOTOBOMO
niKkapcbKoro 3acoby (iHLi 3MiHK) 3MiHa BUCOTU
repmeTu3avii amnyn, Lo o6yMoB/ieHi BBEAEHHAM
anbTepHaTMBHOro BMpo6Huka M3 CAHO®I C.P.J1., ITanis.
BBefeHHs 3MiH NpoTAroM 6-T1 MicAuis nicns
3aTBEPAKEHHS.
3MmiHu | TMRY - 3MiHKM 3 SKOCTI. FOoTOBUIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo f4oNyCTUMMX MeX
rOTOBOrO /1iKapPCbKOro 3acoby (BUlyYEHHS HE3HAYHOrO
nokasHuka (Hanpuknag 3acTapisioro NokasHuka, Takoro sk
3anax Ta cMak, abo igeHTudikauis 6apBHUKIB UM CMaKOBUX
[06aB0OK)) BUyYeHHS 3i cneuudikauii Ta MeTogis
KOHTponto 13 nokasHuK «3anax». 3MiHa CTOCYETbCSA
cneumdikauii 13 Ta 3aCTOCOBHA A151 HOBOT AiNbHUL
CAHO®I C.P.J1., ITanisa Ta 3aTBEpAKEHOI AiNbHUL
BepiHrep IHrenbxaiim Ecnaxa, CA, IcnaHis. BBegeHHs 3MiH
NPOTAroM 6-T MICALIB MiCNA 3aTBEPYKEHHSA. 3MiHK | TUNYy
- 3miHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWi 3aci6. 3MiHa napameTpis
cneumdikauii Ta/abo foNyCTUMUX MEX NEPBUHHOI
yNaKoBKM rOTOBOTO /liKapCbKOro 3acoby (AOMNOBHEHHS
cneuudikaLii HOBUM MOKA3HMKOM 3 BiNOBIAHUM METOA0M
BMNPOOBYBaHHSA) AONOBHEHHA crieumdikalii nepBuHHOT
YNakoBKN HOBUM NMOKa3HMKOM «[iAponiTUYHa CTilKiCTb>»
(Hydrolytic Resistance) ans HoBoI AinbHuLi CAHO®I
C.P.J1,, Itania Ta 3aTBepmxeHoi AinbHuui bepiHrep
IHrenbxaiim Ecnana, CA, Icnanis.

BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS. 3MiHM | TNy - 3MiHK 3 AKOCTIi. FoTOBUIA
nikapcbkuii 3aci6. Cructema KoHTelnHep/3aKynoproBasIbHUIA
3aci6. 3miHa napameTpiB cneuudikauii Ta/abo
[0MYyCTUMUX MEX NEPBUHHOI YNakoBKV rOTOBOTO
nikapcbKoro 3acoby (4ONOBHEHHS crneumdikalii HOBUM
MOKa3HWKOM 3 BiiNOBIAHUM METOA0M BUNPOGYBaHHS)
[ONOBHEHHSA cnevmdikalii nepBUHHOI YNakoBK/ HOBUM
nokasHukom «ApceH» (Arsenic Test) 4519 HOBOI AiNbHUL
CAHO®I C.P.J1., ITania Ta 3aTBEpAXEHOI AiNbHUL
BepiHrep IHrenbxaiim Ecnaxa, CA, IcnaHis. BBegeHHs 3MiH
NPOTAroM 6-T1 MICALIB MiC/1A 3aTBEPKEHHS. *3MiHM | Tuny
- 3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBasibHUiA 3aci6. 3MiHa napameTpis
cneundikauii Ta/abo AONYCTUMMX MEX MEPBUHHOT
yNaKkoBKM rOTOBOrO /ikapCbKOro 3acoby (40MOBHEHHS
cneumdikaLii HOBUM NOKa3HUKOM 3 BigMNOBILH/M METOAOM
BMNPO6YBaHHS) AONOBHEHHS crieumndikalii nepBMHHOT
YyNakoBKM HOBMM MOKa3HMKOM «MPOMyCKaHHS CBiTNa AN
3ab6apB/ieHNX CKISHUX KOHTelHepiB» (Light Transmission)
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

(nikapcbka ¢hopma,

ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

ONs HoBOI AinbHuLi CAHO®I C.P./1., Itanis Ta
3aTBEepXEHOI AinbHULi BepiHrep IHrenbxaiim Ecnana, CA,
Icnanis. BeBefeHHSA 3MiH NpOTArom 6-Tu micauis nicns
3aTBepKEHHSA. 3MiHM | TNy - 3MiHKU 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHsi roTOBOrO J1iKapCbKOro
3ac06y (3MeHLLIeHHs TepMiHY NpuAAaTHOCTI FOTOBOro
nikapcbKoro 3acoby) - [1ns TOproBoi ynakoBKu.
3MeHLLeHHs TepMiHy npugaTHocTi /13 3 60 micAauis Ao 36
MiCSLIB , BHAC/IAOK BBEL,EHHS a/IbTEPHATVBHOIO
BUpo6HMKa CAHO®I C.P.J1., ITania. JaHa 3miHa Takox
CTOCYETbCA 3aTBEPKEHOT AiNbHULI BepiHrep IHrenbxaim
EcnaHna, CA, IcnaHisi. 3MiHV BHECEHO B iHCTPYKLit0 4715
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y po3ain
«TepMiH npuaaTHocTi». BBeAeHHSA 3MiH NpOTArom 6-Tu
MicsILiB Mmicnsi 3aTBePAKEHHS.

105.

NA3SOJ/IBAH®

Tabnetku no 30 Mmr;
no 10 TabneTtok y
6nicTepi; no 2 abo
no 5 6nictepis y
KapTOHHI Kopobui

TOB «Onenna
Xerickea
YKpaiHa»

YkpaiHa

Lenbdapm Peiimc

®paHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy
- 3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichKiii
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikarta BifnoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeNiChKil thapmakonei:
ans A®l; ana BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHMLTBI APIl; ans
[L0MOMIXHOT peyqoBuHM (cepTudikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - HoBuii cepTudikaT Big,
HOBOrO BMPO6HMKA (3aMiHa ab0 AOMOBHEHHS) NOAAHHS
HOBOro cepTudiikaTa BignNoBiAHOCTI EBPONECHKIi
thapmakonei Ne R1-CEP 2004-201-Rev 03 ans gito4oi
peyoBUHN aMbPOKCOyY Figpox1opuay Big HOBOro
anbTepHaTMBHOro B1Upo6Huka Shilpa Medicare Limited,
India. 3miHn | TUNy - 3MiHK 3 aKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI EBpONEChKii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTuQiKaTa BifgNoBigHOCTI ab0 BUTyYEHHS
cepTudikaTa BifnNoBIAHOCTI EBpONENCHKIn thapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/mpoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Yy BUPOOHULTBI ADL; ans
[0MNOMDKHOT peyqoBuHM (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin dhapmakonei) - OHoB/IeHWIA cepTudikar Big
yXe 3aTBepKeHoro BUpo6Huka. NogaHHsA OHOB/IEHOTO
cepTudiikaTa BignoBigHOCTI EBponelickkin hapmakonei Ne
R1-CEP 2004-201-Rev 04 ons Aito4oi pe4yoBuHN
amb6pokcony rigpoxopuay Big BupobHuka Shilpa
Medicare Limited, India, Ta, ik HacnigoK, yTOUHEHHS Y
afpeci BUPOOHNYOI AiflbHUL.

6e3
peyenma

UA/3430/03/01

106.

NAPHAMIH®

KOHLieHTpaT ans
pO34nHy Asisi

AT "®apmak”

YkpaiHa

AT "®dapmak"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu |
TMny: 3MiHM 3 skocTi. API. KoHTponb A®I. 3miHa y

3a
peyenmom

UA/13304/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
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3acoby yrnakoska) nocsioYyeHHs1

iHcpy3in, 500 mr/mn,
no 10 mn B amnyni;
no 5 a6o no 10
amnyn y nauui 3
KapToHy; no 10 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1 abo
no 2 6nictepu B
nauuj 3 KapToHy

napameTpax cneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HAUYEHUX Yy cneuudikauisx Ha A®l, abo
BUXIAHUA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpo6HnuTBa Ad|
(BMyYEHHA HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BW/TYYEHHS 3aCTapifioro nokasHvka)). 3MiHa y napameTpax
cneuudikauiii, a came po3gin «IHWi aMiHOKUCIOTW»
BU/Ty4a€ETbCS, Tak AK BBOANTLCA PO3fin1 «CTOPOHHI
OOMILLKM». BU3HAaYEeHHS CTOPOHHIX [OMILLOK MPOBOAUTBLCA
METO0M aMiHOKNCIOTHOro aHanisy (AdY*, 2.2.56, metoq
1), BUKOPUCTOBYHOUM MOCTKOSIOHOYHY fepuBaTn3aLiiio
aMiHOKMCNOT HIHMAPWUHOM i3 NOAAUTLLUMM X PO3AiITEHHAM
mMeToAoM ob6epHeHodaszoBoi BEPX (AdY*, 2.2.46, 2.2.29).
[JaHuii meTopg € 6iNbLl TOYHUM, HOPMYBaHHS AOMILLIOK
3BY)X€HO. 3MiHu | TUny: 3MiHn 3 akocTi. A®Il. KoHTponb
A®I. 3miHa y napameTpax cneundikauii Ta/abo
LONyCTUMMUX MEX, BU3HAYEHNUX Y creundikaLisax Ha Adl,
ab0 BMXigHUIA/NPOMIXHWIA NPOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTBa Ad|
(BMyYEHHS HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BW/TYUYEHHS 3aCTapiforo nokasHrka)) amiHa y napameTtpax
cneuudikauin A®l, a came BUIy4YeHO po3ain
«PO34MHHICTb». 3MiHN | TMNy: 3MiHU 3 AKOCTI. ADI.
KoHTponb A®I. 3miHa y napameTpax crneumdikayiin Ta/abo
[ONYCTUMKX MEX, BU3Ha4YeHnX y crneumdikayisax Ha Adl,
a60 BUXIQHWIA/NPOMKHUIA NpOAyKT/peareHT, Wwo
BVIKOPUCTOBYIOTbCSA Y Npoueci BUpobHuutea API
(3BY)XXEHHSI fONYCTUMUX MEX, BU3HAUYEHWX Y creumndikaw,ii)
3MiHa y napameTpax crneumdikadii APl 3a nokasHUKOM
«KinbKiCHe BU3HAYEHHS», a CaMe 3BY)XXEHHS BEPXHbOI
MEeXW HOPMYBaHHSA nokasHuka 3 «102,0 %» Ha «101,0 %».
BunyyeHo chopmyny po3paxyHKy, MeToAVKa BU3HAUYEHHS
3a/mileHa 6e3 3miH. 3minu | Tuny: 3miHn 3 akocTi. API.
KoHTponb A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
LONyCTUMMUX MEX, BU3HAYEHUX Y crieundikaLisax Ha Adl,
ab0 BMXigHUIA/NPOMIXHWIA NPOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpo6HnuTBa Ad|
(84onoBHEHHA cneuudikauii HOBUM NOKa3HWKOM SIKOCTI Ta
BiANOBIAHMM MeTOA0M BUNPobyBaHHSA). 3MiHa Y
napameTpax cneundikauii A®l, a came BBOAWUTLCSA HOBWIA
po3ain «CTOPOHHI AOMILLKM». BU3HauYeHHs NpoBOASAThL
MEeTOA0M aMiHOKMCAOTHOro aHanisy (4®Y*, 2.2.56, meTtoz
1), BUKOPUCTOBYHOUM MOCTKO/IOHOYHY [iepuBaTn3aLiiio
aMiHOKMC/OT HiHMAPVHOM i3 NOA&/bLUNM iX PO3AiNIEHHAM
MeTofom obepHeHoda3osoi BEPX (AdY*, 2.2.46, 2.2.29).
3miHu | Tvny: 3miHn 3 akocTi. A®L. KoHTponb AdL. 3miHa y
napameTpax cneuucpikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
BVXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BVKOPVCTOBYIOTLCSA Y Npovueci Bupo6HuuTea A®| (iHwwi
3miHK). 3MiHa y napameTpax cneuudikalin A®l, a came
po34in «3annLLKOBI KiNIbKOCTI OpPraHiyHUX PO3UYMHHUKIB»
NPMBOAMNTLCA TiNbKM AN BUpo6HMKa Evonik Rexim S.A.S.,
®paHuin. BupobHunk Kyowa Hakko Bio Co. Ltd., AnoHis
[AaHni NOKa3HVK He Hopmye. 3MiHu |l Tuny: 3MiHM 3 SKOCTI.
AO®I. (iHWi 3miHM) 3MiHa 3 AkocTi A®I, a came OHOBMEHHS
[OM® Big Evonik Rexim S.A.S., ®paHuis. B NOpiBHAHHI 3
3aTBEPKEHOIO Ta 3anponoHOBaHO BepciaMu M, 3MmiH,
L0 MOXYTb BN/IMBATY Ha AKICTb FOTOBOrO NPOAYKTY He
Bifbynock. fjitova pegakuis:AM®- sepcis 2019
1.0.MponoHoBaHa pegakuis:AM®- Bepcisi 2020-1
107. | NATAMEL Kpanni o4Hi, po3unH; | TOB «YOP/A YkpaiHa K.O. Pomdhapm PymyHis/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/14903/01/01
no25mny MEANLNH» KomnaHi C.P.J1., TypeyunHa - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
chnakoHi- PymyHis; YOPNL thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
KpanesibHuuj; no 1 MEAOVUWH INAY nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKUiT ANns
hnakoHy- CAH. BE TIOX. A.LLL., MeJMYHOro 3aCTOCYBaHHA Ha NigcTasi perynsipHo
KpanesnbHuULi B TypeuunHa OHOBJ/IKOBAHOrO 3BITY 3 6e3nekn nikapcbkoro 3acoby, abo
KapTOHHIlA KOpooLi [ocnimkeHb 3 6e3neky 3acTocyBaHHSA NikapCbKoro 3acoby
B nicnspeecTpauiinnii nepiog, abo sk pe3ynbTar OLiHKM
3BITYy 3 AOCNiAKeHb, NPOBEAEHMX BiANOBIAHO A0 MaHy
negiatpuyHmx gocnimxkeHsb (PIP) (3MiHY y3rompkeHo 3
KOMMETEHTHUM YMOBHOBaXXEHNM OpraHoM). 3MiHV BHECEHI
[0 IHCTPYKLUIT 415 MeANYHOro 3aCTOCyBaHHSA NiKapCbKoro
3acoby y po3gin "Mo6iyHi peakyii” BiANOBIAHO A0
OHOBJIEHOT iH(hopMaLlii 3 6e3nekn Ailo4oi peYOBUNHN.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPAKEHHS.
108. | IEPKAMEH® | Tabnetku, BKpUTI MeHapiHi Niokcemby Pekopgarti IHaycTpia ITania BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/13569/01/01
AN® 10/20 NNiBKOBOO IHTepHeLLoHan pr Kimika e Tuny: 3miHun 3 AkocTi. A®l. BupobHuLTBO. 3MiHA peyenmom
060/10HKO0, 10 OnepeiiwoHc PapmaueyTuka C.n.A. BUPOBHMKA BUXIAHOTO/NPOMIXHOIO NPoAyKTy/peareHTy, LWo
mr/20 mr no 14 INiokcembypr BMKOPUCTOBYIOTbCS Y BUPOBHNYOMY npoueci Adl, abo
Tabnetok y 6nictepi, C.A. 3MiHa BUpPO6HUKa (BK/TKOYatoum, fie HeobxigHo, Micue

no 2 6nictepu B
KapTOHHI KopoobLi

npoBefeHHsA KOHTPosto AkocTi) APl (3a BigCyTHOCTI
cepTtucpikaTa BiANOBIAHOCTI E€Bponeiickkilt hapmakonei y
3aTBepKeHOMY [0CbE)(iHLWi 3MiHM)

BBEEHHA [0AaTKOBOro BUPOOHMKA BUXILHOIO NPOAYyKTY
(3-Nitro-Benzaldehyde), a came QUZHOU RUIYUAN.,
LTD, W0 BMKOPUCTOBYOTLCS Y BUPO6HUYOMY npoLeci AdI
(nepkaHiguniny rigpoxnopugy). 3MiHu | Tuny: 3miHm 3
skocTi. A®l. BupobHuuTBO. 3MiHa BUPOOHMKaA
BVXiZHOrO/NPOMIXHOro NPoAYyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUpOBHMYOMY npoueci AdDl, abo
3MiHa BUPOGHYMKa (BKtOYatoun, ae HeobxigHo, micue
npoBefeHHA KOHTPOS0 AKOCTi) AP (3a BigCyTHOCTI
cepTudikaTa BignosigHOCTIi EBponeiickkili hapmakonei y
3aTBEpMAKEHOMY A0ChE)(iHLWi 3MiHW) BBEAEHHS
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[04aTKOBOr0 BMPO6HUKa BuxigHoro npoaykTy (3-Nitro-
Benzaldehyde), a came RUPAL CHEMICALS LTD, wo
BMKOPWCTOBYIOTbCA Y BUPOOHUYOMY npoLeci AdI
(nepkaHiguniny rigpoxiopuay).
3MiHu | TUNy: 3MiHK 3 AkocTi. APl BupobHuUTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/MPOMIKHOIO NPOAYKTY/peareHTy, Wwo
BMKOPVCTOBYHOTbCS Y BUpO6HUYOMy npoueci Adl, abo
3MiHa BUPOGHYKa (BKNtOYatouu, ae HeobxigHo, micue
NpoBefieHHs KOHTPO/IIO AKkocTi) AdI (3a BigCyTHOCTI
cepTtudikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBepXeHOMY [0Cbe)(iHLWi 3MiHW) BBE,EHHS
[04aTKOBOrO BUPOOHUKA BUXIZHOTO NPOAYKTY
(Dimethylsulfate), a came INDUSTRIAL SOLVENTS &
CHEMICALS PVTLTD, LLO BUKOPUCTOBYIOTLCA Y
BMPOGHUYOMY npoLieci AD| (nepkaHiguniy rigpoxnopuay).
3miHu | Tvny: 3MiHM 3 SKoCTi. [OTOBWIA Nikapcbknii 3aci6.
KOHTposb roToBOro nikapcbKoro 3acoby. 3miHa y metogax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby (iHLWi 3MiHW Y
mMeToAax BMNPOo6yBaHb (BK/IKOHYaluM 3amiHy abo
[0MNOBHEHHS)) OHOB/IEHHA METOAUK BUNPOGYBaHHSA
roTOBOro NikapcbKoro 3acoby, a came 3amiCTb
3aTBEPKEHNX ABOX METOAIB BUNPOGYBaHHSA
«laeHTUDiKaLia eHananpuny Manearty» Ta «lgeHTudikadia
NepkaHiguniny rigpoxnopuay» BBeAeHHs CNiflbHOro
mMeToay «laeHTudikalisa eHananpuny maneaty Ta
nepkaHiguniHy rigpoxnopugy metogom BEPX/Y ®x»
BBefieHHs1 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBepMKEHHS. 3MiHu | Tuny: 3miHu 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro NiKapcbKoro 3acoby.
3MiHa y MeToAax BUNpoGyBaHHS rOTOBOTO J1iKapCbKOro
3aco06y (iHWi 3MiHM Y MeToax BUNPoGyBaHb (BK/IHOHAKUM
3aMiHy abo 4OMOBHEHHS)) OHOB/IEHHS METOAMNK
BMNPOGYBaHHA roTOBOro MiKapCbKOro 3acoby, a came
3amicTb MeToay «KinbkKicHUiA BMICT eHananpwiy maseary
Ta ioro AOMILLIOK» Ta «KinbKiCHWIA BMICT nepkaHiamniHy
rigpoxnopvay Ta oro fJOMILLOK» BBEAEHHSI MeToay
KinbKicHWiA BMICT nepkaHiguniHy rigpoxnopvay 1a
eHananpuny maneary metofom BEPX». BBegeHHS 3MiH
NPOTArom 6-T1 MiCALIB NiCNA 3aTBEPMKEHHSA. 3MiHM | Tuny:
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby (iHLWi 3MiHW Y
mMeTodax BMNPo6yBaHb (Bk/IKOUYatoumn 3amiHy abo
[0MNOBHEHHS)) OHOB/IEHHA METOAUK BUNPOGYBaHHSA
roTOBOrO /iKapcbKOro 3acoby, a came 3amiCTb MeToay
«KinbKicHUA BMICT NepkaHigumniHy rigpoxiopugy Ta iioro
[OMILLOK» BBEAEHHSI MeToAy «BU3HAUeHHs! JOMILLIOK

nepkaHigunidy rigpoxnopugy metogom BEPX». BBefieHHs
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3MiH NPOTAroM 6-TW MiCALiB NicNs 3aTBEPAKEHHS . 3MiHu |
Tuny: 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCcbkoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA roTOBOrO /IiKapCbKOro 3acoby (iHLWi 3MiHW y
MeTofax BUNpobyBaHb (BK/IYaoumn 3amiHy abo
[OMOBHEHHS)) OHOB/IEHHS METOAMK BUNPOGYBaHHSA
rOTOBOrO JlikapcbKoro 3acoby,

a came 3amicTb MeToay «KinbkicHWiA BMICT eHananpuiy
Manearty Ta oro AoMillOK» BBEAEHHS METOAY
«Bu3HaueHHA [OMILLIOK eHananpuiy maseaty MeToAoM
BEPX». BBeieHHs 3MiH npoTAaroM 6-tm micAuis nicns
3aTBEPMAKEHHS. 3MiHM | Tuny: 3MiHK 3 siKOCTi. FoTOBUIA
nikapcbknii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro 3acoby.
3MmiHa y MeTogax BunpobyBaHHA roTOBOTO NiKapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBepKeHnX metogax
BUNPOOYBaHHSA) OHOB/IEHHSA METOAVK BUMPOOYBaHHSA
roToBOro Nikapcbkoro 3acoby. a came «laeHTudikauis
TUTaHy giokcuay» (KonbopoBa peakuis). 3MiHu | Tuny:
3MiHu 3 sKocTi. [0TOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa y MmeTofax
BMNPOGYBaHHSA rOTOBOrO JliKapCbKOro 3acoby (He3HayHa
3MiHa y 3aTBEpKEHVX MeToAax BUNPOOyBaHHS)
OHOBJ/IEHHA METOAMK BUNPOGYBaHHSA rOTOBOrO /iKapCbKOro
3acoby, a came «laeHTudikauis XiHoNIHOBOro XOBTOrO».
BBefeHHs1 3MiH NpoTArom 6-Tv MicAUiB nicns
3aTBEPKEHHS . 3MiHM | TUny: 3MiHK 3 AkocTi. CepTudikar
BiNOBIAHOCTI/IE-cepTudpikat BignoBiAHOCTI EBponechkii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTuQikaTa BifgnoBigHOCTI ab0 BUTyYEHHS
cepTudpikata BignoBigHOCTI EBponelickbkili hapmakoner:
ana A®l; ans BuxigHoro marepiany/peareHTy/mpoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Yy BUPOOHULUTBI ADI; ans
[0MNOMDKHOT peyqoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHoB/IEHWIA cepTudikar Big
yXe 3aTBep)KeHoro BUpoGHUKa - OHOBMEHHA cepTudikaTa
BifnoBigHOCTI €Bponelickkili hapmakonei ans
eHananpuiy maneary Bif e 3aTBeppKeHOro BUpobHuka
Dr. Reddy’s Laboratories Ltd. (3aTBepmxeHo: R1-
CEP2002-076 Rev 04
3anponoHoBaHo: R1-CEP2002-076 Rev 05) 3MmiHn | Tuny:
3MiHu 3 aKocTi. CepTudikaT BignosigHocTI/I E-cepTudikaT
BifnoBigHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MoaaHHA HOoBOro abo OHOBNEHOrO cepTudiikata
BigNoBiAHOCTI a60 BUYYEHHSs cepTudikaTa BifnoBigHOCTI
€Bponelicbkiii hapmakonei: ans A®l; ana BUXigHOMo
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHULUTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBpONEChKili
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thapmakonei) - HoBuii cepTudpikat Bif HOBOTO BMPOGHMKA
(3amiHa abo AONOBHEHHS) NOJAHHS HOBOTO cepTudikara
BifnoBigHOCTI €Bponelickkili hapmakonei ans
eHananpuiy maneaTy Big HOBOro BUpo6Huka Zhejiang
Huahai Pharmaceutical Co., Ltd. R1-CEP2000-053 Rev
05.
3minu | TMny: 3MiHn 3 akocTi. A®IL. BupobHuuTBO. 3MiHa
po3Mipy cepil (Bktovatoun gianaszoHu) APl abo
NMPOMIKHOIO NPOAYKTY, SIKMIA 3aCTOCOBYETLCA Y NPOLLECI
BMpO6HMLUTBa AP (36inbweHHSA A0 10 pasiB NOPIBHSAHO i3
3aTBepMKEHNM po3MipoM) 3miHa po3Mmipy cepil
NMPOMIKHOIO NPOAYKTY, SKMIA 3aCTOCOBYETLCA Y NPOLLECI
BMPO6HMLTBA AD| NepkaHiguniHy rigpoxnopuay
(BupobHuLTBa Cork),
3aTtBeppxkeHo:3-nitrobenzaldehyde 612 kg, 2-cyanoethyl
acetoacetate 628kg Methyl 3-aminocrotonate 466 kg
Absolute ethanol 4200L 3anponoHoBaHo: 3-
nitrobenzaldehyde 612 kg, 920 kg 2-cyanoethyl
acetoacetate 628 kg, 944 kg Methyl 3-aminocrotonate 466
kg, 700 kg Absolute ethanol 4200L, 6200 kg Po3mip cepii
A®| nepkaHiguniny rigpoxnopuay 3amMwaeTbca
HEe3MiHHUM. 3MiHu | Tuny: 3miHun 3 AkocTi. API.
Bupo6HMuTBO. 3MiHa po3mipy cepii (BkItovaoun
AianasoHn) A®| abo NPOMIDKHOTO NPOAYKTY, AKUIA
3aCTOCOBYETbLCA Y NpoLieci BUPo6HMLUTBa AD| (36inbLIEHHS
00 10 pasiB NOPiBHAHO i3 3aTBEPIKEHUM PO3MIPOM) 3MiHa
pO3Mipy cepii NPOMiXXHOr0 NPOAYKTY, SKWIA 3aCTOCOBYETLCS
y npoueci Bupo6bHMuTBa A®| NepkaHiguniny rigpoxnopuay
(BupobHuLTBa Recordati - Campoverde),
3aTtBeppxkeHo:3-nitrobenzaldehyde 612 kg, 2-cyanoethyl
acetoacetate 628kg Methyl 3-aminocrotonate 466 kg
Absolute ethanol 4200L
3anponoHoBaHo: 3-nitrobenzaldehyde 612 kg, 920 kg 2-
cyanoethyl acetoacetate 628 kg, 944 kg Methyl 3-
aminocrotonate 466 kg, 700 kg Absolute ethanol 4200L,
6200 kg Po3wmip cepii gns A®| nepkaHiguniny
rigpoxnopuAay 3a/IMWAETLCA HE3MIHHUM.

109.

NETPO30/1-
TEBA

TabneTtku, BKPUTI
NiBKOBOO
060/10HKOI0, 2,5 Mr;
no 10 TabneTtok y
6nictepi; no 3
6nicTepu y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

BUPOGHULTBO,
nepBUHHE Ta
BTOPWHHE MaKyBaHHA,
KOHTPO/Ib AKOCTI,
BUMYCK CepiiA:
TeBa ®apmaueBTikan
IHpacTpi3 N14,.,
13painb
nepBuHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPO/Ib SIKOCTI,

I13pains/
YroplmHa

BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3MiHu |
Tuny - 3MiHu 3 akocTi. A®l. KoHTponb AdL. 3miHa y
MeTodax BunpobysaHHA A®l abo BuxigHOro
mMaTtepiany/npomiKHOro NpoAayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y npoveci BupobHuutea AP (iHwwi
3MiHM Y MeTogax BUNPoOyBaHHS (BK/IOUaouy 3aMiHy abo
[0noBHEHHS1) A®| abo BUXIAHOTO/NPOMIXHOr0 NPOAYKTY)
3MiHa 3aTBEPKEHOro MeToAdy BMnpobyBaHHA Ad| 3a
NOKa3HUKOM «3aJ/TLLKOBI KifIbKOCTi OpraHiyHnx
PO3YMHHUKIB» 3 METOAY ra3oBoi xpomarorpadii 3 npsamMumM
BBeAeHHsAM (GC-HS meToa) Ha napodasHuin metog (GC-

3a
peyenmom

UA/13315/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep

n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o

3acoby yrnakoska) nocsioYyeHHs1
BWMYCK Cepiii: Direct injection). 3anponoHoOBaHO BHECEHHS
AT dapmaueBTUUHUIA n.3.2.S.4.1.Cneuundpikauis(-i) Big BupobHuka N3, B
3aBog, Tesa, matepianv peecTpauiiHoro AOCbe, OCKiIbKM NiAPo34in He
YropumHa 6yB OKpeMO NpeacTaBeHNA; pefakyiiiHi 3MiHW B M.
3.2.S.4.2. AHaNITUYHI METOAVKN.

110. | NOPATAAVH | Tabnetkn no 0,01 r MpuBartHe Ykpaina MpuBaTHe akujioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny 6e3 UA/4033/01/01
no 10 Tabnetok y akuioHepHe TOBapUCTBO "JleKxiMm - - 3MiHu 3 sKoCTi. [OoTOBMIA Nikapcbkuii 3aci6. 3MiHN y peyenma —
6nictepi; no 1 a6o 2 TOBapuCTBO Xapkis", YkpaiHa; BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, LLLO CTOCYTbCA Ne 10, Ne
6nicTepu B nay, 3 "Nekxim - MpAT «TexHonor», BUMYCKY Cepii Ta KOHTPO/I0 SIKOCTi FOTOBOrO NMiKapCbKOro 20; ons
KapToHy; ro 10 XapkiB" YkpaiHa 3acoby (3amiHa abo JofaBaHHsA BUPOOHNMKA, Lo cmayioHapis
Tabnetok y 6nictepi, BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) - — Ne 500, Ne
no 50 a6o 100 Bkitouatoum KOHTPOIb/BUNPoBYyBaHHSA cepii. [JoaaBaHHs 1000
6nicTepiB y nayui 3 BMPOGHMKA, L0 BiANOBIAAE 3a KOHTPO/b Ta BUMYCK cepii
KapToHy N3 - MpAT «TexHonor», YkpaiHa. 3miHu | Tuny - 3MiHu 3

AKOCTI. [0TOBWIA NikapcbKWii 3aci6. 3MiHN Y BUPOOHULITBI.
3amiHa abo BBeAeHHS [0AAaTKOBOI Ai/TbHMLi BUPO6HULITBA
NS YacTHM abo BCbOro BUPOGHMYOro npoLecy rotoBoro
nikapcbKoro 3acoby (AinbHWLA, Ha SKili NPoBOAATLCSA Oy Apb-
AKi BUPOGHWYI cTagii, 32 BUHATKOM BUMYCKY Cepi,
KOHTPOJI0 SIKOCTi, NEPBMHHOTO Ta BTOPMHHOIO NakyBaHHS,
ONA HECTEPUNbHUX NiKAPCbKUX 3aco6iB). CynyTHA 3MiHa -
3MiHM 3 KOCTi. F0TOBWIA NiKapCbkuii 3aci6. 3MiHW y
BMPO6GHULTBI. 3amiHa abo BBeeHHSA A0AATKOBOI AiNbHULL
BMPOGHMLTBA A1 YACTUHM abo BCbOrO BUPOGHNYOTO
npoLecy rotToBoro Nikapcbkoro 3acoby (4inbHuUA ans
BTOPUHHOTO NakyBaHHs) - 3MiHK 3 AIKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHM Yy BUPO6HMLTBI. 3amiHa abo
BBE/EHHS 40AATKOBOI AiNbHULI BUPOOHMLTBA 415
YyacTuHM abo BCbOro BUPOBHNYOTro NpoLecy roToBoro
nikapcbkoro 3acoby (AinbHWUUA A5 NEPBUHHOTO
nakyBaHHS) BE,eHHSA 40AATKOBOro BUPOGHMKA rOTOBOrO
niKkapcbKoro 3acoby BiANOBIAa/IbHOIO 3a BUPOOGHULTBO,
NnepBrHHE Ta BTOPUHHE NakyBaHHS - MNPAT «TexHosor»,
YKpaiHa.

111. | NOPATAAWH | TabneTtkm no 0,01, MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy - UA/4058/01/01
in bulk: no 5000 akuioHepHe TOBapUCTBO "Jlekxim - - 3MiHu 3 sKoCTi. FOTOBMIA NiKapPCbKUii 3aci6. 3MiHU Y
Tabnetok y TOBapucTBO Xapkis", YkpaiHa; BMPOGHMLTBI. 3MiHa iMnopTepa/3aMiHK, L0 CTOCYHOTbCA
KOHTelHepax "Nlekxim - MpAT «TexHonor, BUMYCKY Cepii Ta KOHTPO/II0 AKOCTi FOTOBOTO NiKapCbKOro
naacTMacoBux 3 Xapkis" Ykpaina 3aco6by (3amiHa abo foAaBaHHS BUPOOHMKa, L0
KPULLIKOIO 3 BiAMOBIfAa€e 3a BBE3€HHS Ta/abo Bunyck cepii) -
KOTpOSIEM MepLIOro Bkntoyaroum KOHTPOb/BUNPOOYBaHHS cepii. [logaBaHHA
po3KpUTTA BMPOGHMKA, L0 BiANOBIAAE 3a KOHTPOb Ta BUMYCK cepii

N3 - MpAT «TexHonor», YkpaiHa. 3miHu | Tuny - 3MiHu 3
SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
3amiHa abo BBeAeHHA [0AaTKOBOI Ai/IbHMLi BUPO6HULITBA
NS YacTHM abo BCbOro BUPOBGHMYOro npouecy rotoBoro
nikapcbKoro 3acoby (AinbHWLS, Ha siKili NpoBOAATLECSA Oy ab-
AKi BUPOGHWYI cTagii, 38 BUHATKOM BUMYCKY Cepii,
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KOHTPOJIHO SKOCTi, NEPBUHHOTO Ta BTOPVHHOIO NakyBaHHS,
[ON151 HECTEePU/IbHUX JliKapCbkuX 3ac06iB). CynyTHSA 3MiHa -
3MiHK 3 sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI Ai/TbHNL
BMPOGHMLITBA A151 YaCTMHM ab0 BCbOro BUPOGHUYOrO
npoLecy rotToBoro Nikapcbkoro 3acoby (ginbHUUA ans
BTOPMHHOTO NakyBaHHs) - 3MiHK 3 AKOCTi. [0TOBWiA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa abo
BBE/IEHHS 404aTKOBOI AiNbHULI BUPOOHULTBA 415
4yacTuHM abo BCbOro BUPOBHNYOro NPoLEecy roToBOro
NiKapcbKoro 3acoby (AiNbHULA 415 NePBUHHOIO
naxkyBaHHs1) BeJleHHs [0AaTKOBOro BUPOOHVKa roToBOro
nikapcbKoro 3acoby BiAnoBiganbHOro 3a BUPOOHULITBO,
nepBUHHE Ta BTOPVHHE NakyBaHHS - MpAT «TexHonor»,
YKpaiHa.

112.

NOTAP®

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOI0, N0 50
mr, no 10 Tabnetok
y 6nictepi; no 3
6nictepn y
KapTOHHIA KopoobLi

AJTKANOIO ALL
Ckon'e

Pecny6nik
a MiBHi4yHa
MakeoHis

AJTIKANIOIL, AL, Ckon'e

Pecny6nika
MiBHiYHaA
MakefoHis

BHECEHHS 3MiH [0 peecTpaviiiHix martepianis: 3MiHu | Tuny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHocTI/TE-
cepTudikar BigNoBIAHOCTI €BpONENChKIil
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTuQiKaTa BignoBigHOCTI a60 BUTyYEHHS
cepTudikaTa BifgnNoBIAHOCTI EBpoONeENChKin thapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Yy BUPOOHULUTBI ADL; ans
[0MNOMDKHOT peyoBuHK (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin dhapmakonei) - OHoB/IeHWIA cepTudikar Big
yXXe 3aTBep)KeHoro BUpo6HuKa - MogaHHsA OHOBIEHOTO
cepTudiikaTa BignoBigHOCTI EBponelickkin thapmakonei Ne
R1-CEP 2010-139 - Rev 03 (3atBepgxeHo: R1-CEP 2010-
139 - Rev 02) gna A®| nosaptaHy kanito Big Bxe
3aTBEpAKEHOro BMpo6Huka Zhejiang Huahai
Pharmaceutical Co., Ltd, Kutaii, Ta, Sk Hacnigok, amiHu y
cneumaikauii Ta MeTogax KOHTPOSIO 3a NOKa3HUKOM «N-
HITpO3aMiHu»; 3MiHK | TUNY - 3MiHN 3 aKkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI EBpoNeiichkii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOB/IEHOTO cepTudikarta BifgnoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeNiChKil thapmakonei:
ans A®l; ana BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPO6HMLTBI API; ans
[L0MOMIXHOT peyqoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkii hapmakonei) - OHOB/IEHWIA cepTudikar Big,
yXe 3aTBepXeHOro BUpobHUKa - MogaHHs OHOBMEHOTO
cepTudpikaTa BignosigHOCTI EBponeiickkiin hapmakonei Ne
R1-CEP 2010-139 - Rev 04 ana A®l nosapTtaHy Kanito Bif
BXE 3aTBEp)KEHOro BNMpobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd, Kutaii, Ta, Sk Hacnigok, 3MmiHu y
cneumdikauii Ta MeTofax KOHTPOI0, a caMe — foAaBaHHSA
METOAMKM BU3HAYEHHS a31/0-A0MiLLKV

3a
peyenmom

UA/11210/01/01
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113.

NOTAP®

TabneTku, BKpUTI
nNiBKOBOIO
060n0HKOt0, N0 100
mr, no 15 tabnetok
y 6nicTepi; no 2
6nictepn y
KapTOHHI Kopoo6Li

AJTKANOIO AL
Ckon'e

Pecny6nik
a lMiBHi4YHa
MakefoHis

AJTKANIOI[, AL, Ckon'e

Pecny6nika
MiBHiuHa
MakenoHis

BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3MiHu | Tuny
- 3MiHM 3 AkocTi. CepTudpikat BignosigHOCTI/TE-
cepTudikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudiKaTa BifgnoBigHOCTI ab0 BUYYEHHS
cepTudpikata BignoBigHOCTI EBponelickbkili hapmakoner:
ana A®l; ans BuxigHoro marepiany/peareHTy/mpoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Yy BUPOOHULUTBI ADI; ans
[0MNOMDKHOT peyqoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHoB/IeHWIA cepTudikar Big
y)XXe 3aTBepAKeHoro B1UpobHuKa - MNMogaHHsA OHOBIEHOTO
cepTudpikaTa BignoBigHOCTi €Bponelickkili hapmakonei Ne
R1-CEP 2010-139 - Rev 03 (3atBepgxeHo: R1-CEP 2010-
139 - Rev 02) gna A®| nosaptaHy kanito Big Bxe
3aTBEpAKEHOro BMpo6HuKa Zhejiang Huahai
Pharmaceutical Co., Ltd, Kutaii, Ta, Sk Hacnigok, 3MmiHu y
cneumaikaii Ta MeTogax KOHTPOSIO 3a NOKa3HUKOM «N-
HITpO3aMiHu»; 3MiHK | TUNY - 3MiHK 3 aKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignoBigHOCTI EBpONEChKii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOrO cepTudikarta BifnoBigHOCTI abo BUTyYEHHS
cepTudikaTa BignoBiAHOCTI EBpoONeENChKil thapmakonei:
ans A®l; ansa BuxigHoro marepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI APl; Ans
[L0MNOMDKHOT peyqoBuHM (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA cepTudikar Bif
yXXe 3aTBep)KeHOro BUpo6HuKa - MofaHHsA OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI EBponeiickkin hapmakonei Ne
R1-CEP 2010-139 - Rev 04 ana A®l nosapTtaHy Kanito Big
BXe 3aTBepKeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd, Kutaii, Ta, K Hacnigok, 3MmiHu y
cneumdikauii Ta MeTofax KOHTPOI0, a caMe — foAaBaHHSA
METOAMKM BU3HAYEHHS a31/0-A0MiLLKV

3a
peyenmom

UA/11210/01/02

114.

MEAITAH

kancynu no 300 mr,
no 10 kancyny
6nicTepi; no 3 abo 6
6nicTepiB y nayui 3
KapToOHyY

AT "dapmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviitHux maTepiasis: 3miHu |
TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHocTI/IE-
cepTudikar BigNoBIAHOCTI €BpONENChKIil
hapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTuQiKaTa BifgnoBigHOCTI a60 BUTyYEHHS
cepTudikaTa BignoBiAHOCTI EBpONeENCHKIn thapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/mpoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Yy BUPOOHULUTBI ADL; ans
[0MNOMDKHOT peyvoBuHK (cepTuddikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) - HoBwii cepTudikat Big Bxe
3aTBEPAKEHOIO BUPOBHMKA -
nogaHHs Hosoro CepTudikara BifgnoBigHOCTI
€poneiicbkiit hapmakonei Ne R1-CEP 2011-330 - Rev 03
(3aTBEpAXEHO: AM® HI/GAP/CEP/P1/AP/11-06
(13/07/2018) ana gitoyoi pevouHy Gabapentin Big BXxe

3a
peyenmom

UA/12318/01/02
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3arBepmxeHoro BupobHuka HIKAL LIMITED, IHgjs, sk
Hacnifok BHECEHHS 3MiH B cneuudikauiio APl 3a
NOKa3HUKOM «3a/TLLKOBI KifIbKOCTi OpraHiyHnx
PO3YMHHWKIB», 30KpeMa BUNyYEHO HOPMYBaHHS BMICTY
Tonyony 100 ppm. 3MiHu | TUNY - 3MiHU 3 AKOCTI. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHa APl abo
BMXi4HOrO Marepiany/npomikKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AP (HE3HaYHI
3MiHW Y 3aTBEPKEHNX METoax BUNPOOYBaHHS) 3MiHN y
meToAax BUNpobysaHHA AD| 3a NOKa3HMKOM «3asILLKOBI
KiNbKOCTi OpraHiyHnX PO3UYMHHIKIB», 30KpeEMa BUNyHEHO
dopmyny pospaxyHky. 3miHu | Tuny - 3miHun 3 akocTi. API.
KoHTponb Adl. 3miHa y meTogax BunpobyBaHHa APl abo
BUXiAHOrO MaTepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUPO6HMLTBA AD| (HE3HAYHI
3MiHM Y 3aTBEPIKEHNX METOAaX BUMPOOYBaHHS) 3MiHN y
MeToAax BUNpobyBaHHs AD| 3a NOKa3HUKOM
«laeHTudikauis», a came BuaaneHo NocUNaHHA Ha AKiCTb
CTaHAapTHMX 3pa3kiB BUpo6HMUTBa HIKAL LIMITED, IHgis
(EP CRS a6o USP RS a60 aHasoriyHuii); BUpoGHMLTBA
Olon S.p.A., ITanis BuaaneHo nocunaHHa Ha pobounii
cTaHgapTHuiA 3pasok (Olon S.p.A., ITanist) Ta EP CRS a6o
USP RS a60 aHanoriyHuid). 3miHu | Tuny - 3MiHK 3 SKOCTi.
A®I|. KoHTponb A®I. 3miHa y meToax BUNpobyBaHHsa AD|
abo BMXigHOro marepiany/npomMbKHOro NMPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoLeci BUpobHuuTBa Ad|
(He3HayHi 3MiHM y 3aTBEPKEHNX METOAAX BUNPOBYBaHHS)
3MiHU Y MeToAax BUNPo6yBaHHA AD| 3a NOKa3HMKOM
«KinbKicHe BU3HaYeHHs» (BUIyYeHO hopmysty
po3paxyHky).
3minu | TUny - 3MiHm 3 akocTi. A®Il. KoHTponb A®l. 3miHa y
MeToAax BunpobysaHHsA A®| abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
BMKOPVCTOBYETbLCA Y NPOLIeCi BUPO6HMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEPAKEHNX MeToAax BUNPOBYBaHHS)
3MiHM Y MeTogax B1npodysBaHHA APl 3a NOKa3HUKOM
«CynpoBigHi AOMILLKM», & came BUAA/IEHO MOCUIaHHS Ha
AKICTb cTaHgapTHUX 3paskis (EP CRS abo USP RS, PC3
NAT dapmak).

115.

MEAITAH

kancynu no 400 mr,
no 10 kancyny
6nictepi; no 3
6nicTepn y nauuj 3
KapTOHY

AT "dapmak”

Ykpaina

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiitHux matepiasis: 3MiHu |
TMny - 3MiHKM 3 AKocTi. CepTudikaTt BignosigHocTI/IE-
cepTudikar BigNoBIAHOCTI €BpONENChKil
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTuQiKaTa BignoBigHOCTI a60 BUTyYEHHS
cepTudikaTa BignoBiAHOCTI EBpoONeENChKin thapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/mpoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Yy BUPOOHULTBI ADL; ans
[0MNOMIKHOT pevoBuHM (cepTudikaT BignoBifHOCTI

3a
peyenmom

UA/12318/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

€Bponeiicbkin hapmakonei) - HoBwii cepTudikat Big Bxe
3aTBEPAKEHOIO BUPOBHMKA -
nogaHHa Hosoro CepTudikarta BignoBigHOCTI
€poneiicbkint hapmakonei Ne R1-CEP 2011-330 - Rev 03
(3aTBEpmXEHO: AM® HI/GAP/CEP/P1/AP/11-06
(13/07/2018) pnsa gitoyoi pevouHy Gabapentin Big BXxe
3arBepmxeHoro BupobHuka HIKAL LIMITED, IHgjs, sk
Hacnifok BHECEHHS 3MiH B cneuudikauiio APl 3a
NOKa3HUKOM «3a/TLLKOBI KifIbKOCTi OpraHiyHnx
PO3YMHHWKIB», 30KpeMa BU1yYEHO HOPMYBaHHS BMICTY
Tonyony 100 ppm. 3MiHu | TUNY - 3MiHU 3 AKOCTI. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHa APl abo
BMXi4HOrO Marepiany/npomikKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa API (HE3HaYHI
3MiHV Y 3aTBEPKEHNX MeToax BUNPOOYBaHHS) 3MiHN y
meToAax BUNpobysaHHA AD| 3a NOKa3HMKOM «3asILLKOBI
KiNbKOCTi OpraHiyHnX PO3UYMHHIKIB», 30KpeEMa BUNyHEHO
dopmyny pospaxyHky. 3miHu | Tuny - 3miHun 3 AkocTi. API.
KoHTponb Adl. 3miHa y meTogax BunpobyBaHHa Ad| abo
BUXiAHOrO MaTepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLieci BUPO6HMLTBA AD| (HE3HAYHI
3MiHM Y 3aTBEpIKEHNX METOAaX BUNPOOYBaHHS) 3MiHN y
MeToAax BMNpobyBaHHs AD| 3a NOKa3HUKOM
«laeHTudbikauis», a came BuaaneHo NoOCUNaHHA Ha AKICTb
CTaHAapTHMX 3pa3kiB BUpo6HMLUTBa HIKAL LIMITED, IHgis
(EP CRS a6o USP RS a60 aHasoriyHuii); BUpo6HMLTBA
Olon S.p.A., ITanis BuaaneHo nocunaHHa Ha pobounii
cTaHgapTHuiA 3pasok (Olon S.p.A., ITanist) Ta EP CRS a6o
USP RS a60 aHanoriyHuid). 3miHu | Tuny - 3MiHK 3 SKOCTi.
A®I|. KoHTponb A®I. 3miHa y meTofax BUNpobyBaHHsa AD|
abo BMXigHOro matepiany/npomMbKHOro NMPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoLeci BUpobHuuTBa Ad|
(He3HayHi 3MiHN y 3aTBEPKEHNX METOAAX BUNPOOYBaHHS)
3MiHU Y MeToAax BUNPobyBaHHA AD| 3a NOKa3HUKOM
«KinbKicHe BU3HaYeHHs» (BUyYeHO hopmMysty
po3paxyHky).
3minu | TUny - 3MiHm 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
MeToAax BunpobysaHHsA A®| abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
BMKOPVCTOBYETbLCA Y NpOLIeCi BUPO6HMLTBA AD| (HE3HAYHI
3MiHW y 3aTBEePAKEHNX MeToAax BUNPOBYBaHHS)
3MiHM Y MeTogax B1npodysBaHHA APl 3a NOKa3HUKOM
«CynpoBigHi AOMILLKM», & came BUAA/IEHO MOCWUIaHHS Ha
AKICTb cTaHgapTHUX 3paskis (EP CRS abo USP RS, PC3
NAT dapmak).

116.

MEAITAH

kancynu no 100 mr,
no 10 kancyny
6nicTepi; no 3

AT "dapmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiitHux maTepiasis: 3miHu |
TMny - 3MiHKM 3 AKkocTi. CepTudikaTt BignosigHocTi/IE-
cepTuduikar BignoBiAHOCTI €BpoNeichbKil

3a
peyenmom

UA/12318/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

6nicTepn y nauui 3
KapTOHY

thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTuQikaTa BifgnoBigHOCTI ab0 BUTyYEHHS
cepTudpikata BignoBigHOCTI EBponelickbkili hapmakoner:
ana A®l; ans BuxigHoro marepiany/peareHTy/mpoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Yy BUPOOHULUTBI ADI; ans
[0MNOMDKHOT peyvoBuHK (cepTudikaT BignoBigHOCTI
€Bponeiicbkin hapmakonei) - HoBwii cepTudikat Big Bxe
3aTBEPAKEHOIO BUPOBHMKA -
nogaHHa Hosoro CepTudikarta BifgnoBigHOCTI
€poneiicbkint hapmakonei Ne R1-CEP 2011-330 - Rev 03
(3aTBEpmXeHO: AM® HI/GAP/CEP/P1/AP/11-06
(13/07/2018) pnsa gitoyoi pevoBuHy Gabapentin Big BXxe
3arBepmxeHoro BupobHuka HIKAL LIMITED, IHgjs, sk
Hacnifok BHECEHHS 3MiH B cneuudikauiio APl 3a
NOKa3HUKOM «3a/TLLKOBI KifIbKOCTi OpraHiyHnx
PO3YMHHWKIB», 30KpeMa BUNyYEHO HOPMYBaHHS BMICTY
Tonyony 100 ppm. 3MiHu | TUNY - 3MiHU 3 AKOCTI. ADI.
KoHTponb A®l. 3miHa y meTogax BunpobysBaHHa APl abo
BMXi4HOrO Marepiany/npomikKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AP (HE3HaYHI
3MiHV Y 3aTBEPKEHNX METoax BUNPOOYBaHHS) 3MiHN y
meToAax BUNpobysaHHA AD| 3a NOKa3HMKOM «3asILLKOBI
KiNbKOCTi OpraHiyHnX PO3UYMHHIKIB», 30KpeMa BUNyHeHO
dopmyny pospaxyHky. 3miHu | Tuny - 3miHun 3 AkocTi. API.
KoHTponb A®l. 3miHa y meTogax BunpobyBaHHa APl abo
BUXiAHOrO MaTepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLieci BUPO6HMLTBA AD| (HE3HAYHI
3MiHM Y 3aTBEPIKEHNX METOoAax BUMPOOYBaHHS) 3MiHN y
MeToAax BMNpobyBaHHs AD| 3a NOKa3HUKOM
«laeHTudbikauis», a came BuaaneHo NoCUNaHHA Ha AKICTb
CTaHAapTHMX 3pa3kiB BUpo6HMLUTBa HIKAL LIMITED, IHgis
(EP CRS a6o USP RS a60 aHasoriyHuii); BUpOGHMLTBA
Olon S.p.A., ITanis BuUaaneHo nocunaHHa Ha pobounii
cTaHgapTHuiA 3pasok (Olon S.p.A., ITanist) Ta EP CRS a6o
USP RS a60 aHanoriyHuid). 3MiHu | Tuny - 3MiHK 3 SKOCTi.
A®I|. KoHTponb A®I. 3miHa y meTofax BunpobyBaHHsa AD|
abo BMXigHOro marepiany/npomMKHOro NMPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoLeci BUpobHuuTBa Ad|
(He3HayHi 3MiHM y 3aTBEPKEHNX METOAAX BUNPOOYBaHHS)
3MiHU Y MeToAax BUNPo6yBaHHA AD| 3a NOKa3HUKOM
«KinbKicHe BU3HaYeHHs» (BUIyYeHO hopmMysty
po3paxyHky).
3minu | TUny - 3MiHn 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
MeToAax BunpobysaHHsA A®| abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
BMKOPVCTOBYETbLCA Y NpoOLieCi BUPO6HMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEePAKEHNX MeToAax BUNPOBYBaHHS)
3MiHM Y MeTofax B1UNpobyBaHHA AP| 3a NOKa3HUKOM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
«CynpoBigHi AOMILLKM», & came BUAA/IEHO MOCU/IaHHS Ha
AKICTb cTaHgapTHUX 3paskis (EP CRS abo USP RS, PC3
NAT dapmak).
117. | MEPOBOLUW/, | nopoLuok ans My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/14640/01/02
pO34nHy aons akuioHepHe TOBapuCTBO "HaykoBo- TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkuWii 3aci6. 3MiHK Yy peuenmom
iH ek no 500 mr; TOBapuUCTBO BMPOBHUYMNIA LIEHTP BUPOBHMLTBI. 3MiHM Yy NpoLeci BUPOGHMLTBA FOTOBOTO
no 1 dprakoHy 3 "HaykoBo- "BopLuariBCcbkuii nNikapcbKoro 3acoby, BKIOUaUy NPOMKHUIA MPOAYKT, L0
NOpPOLLKOM B nauuj 3 BMPOGHUUNIA XiMiKo- 3aCTOCOBYETLCA NMPY BUPOBHULITBI FOTOBOIO NiKapCbKoro
KapToHy; no 1 LeHTp hapmaLeBTUYHNI 3aco6y (He3HauHa 3MiHa y npoueci BUpO6bHMLTBA)
chnakoHy 3 "BopLuariBcbk 3asof” BHECEHHS He3HaYHMX 3MiH o po3giny 3.2.P.3. Mpouec
NOpPOLLKOM niA XiMiKo- BMpPOGHMLTBA NikapCcbKoro 3acoby, 3okpema: Ha ctagii
hapmauesTuy “MakyBaHHs Ta MapkyBaHHS" JOAAHO a/lbTePHATUBHWI
HWii 3aBog" €rnoci6 nakyBaHHS 3a 4OMOMOrol0 KapTOHYHOUOro aBTomary
MA155 (MARCHESINI).
118. | MEPOBOLUWA, | nopoLuok ans My6niyHe Ykpaina My6niyHe akuioHepHe Ykpaina BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/14640/01/01
pO34uHy aons akuioHepHe TOBapuCTBO “"HaykoBo- TUMy - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbkuWii 3aci6. 3MiHN Y peyenmom
iH ekuili no 1000 wr; TOBapucTBO BMPOGHUYUIA LEHTP BUPOBHMLTBI. 3MiHM Yy NpoLeci BUPO6HMLTBA FOTOBOTO
no 1 dpnakoHy 3 "HaykoBo- "BopLuariBCbkuii nikapcbKoro 3acoby, BKkNOYaUy NPOMKHUI MPOAYKT, L0
MOPOLLKOM B naulj 3 BUPOGHNYKIA XiMiko- 3aCTOCOBYETLCA NPV BUPOBGHMLITBI FOTOBOTO NiKapCbKOro
KapToHy; no 1 LEeHTp hapmaLeBTUYHNIA 3acoby (He3HayHa 3MmiHa y npoueci BUpobHULITBA)
hakoHy 3 "BopLuariBcbk 3aBog" BHECEHHS He3HauHMX 3MiH 4o po3giny 3.2.P.3. Mpouec
MOPOLLKOM nii Ximiko- BMPOGHMLITBA NiKapCbKOro 3acoby, 30Kkpema: Ha cTag,i
thapmaueBTny “MakyBaHHsi Ta MapKyBaHHS" 04aHO a/lbTepPHATUBHWIA
HWi 3aBog” Cnoci6 nakyBaHHS 3a 4OMOMOrol KapTOHYKYOro aBToMarty
MA155 (MARCHESINI).
119. | METAMAKC Kancynu no 250 mr MpAT YkpaiHa MpAT YKpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/3572/01/01
no 10 kancyny "bapmaueBTn "apmavueBTnyHa - AOMiHicTpaTMBHI 3MiHK. 3MiHa Ha3Bu APl abo peyenmom
KOHTYPHIi YyHa thipma ipma "dapHnus” [0MOMDKHOT peyoBUHU - MpuBeeHHSA Ha3BK Aitoyoi
YapyHKOBIl "AapHuus” peyoBuHM A0 BUMOT MoHorpadii E® «Meldonium

ynakoBLi; no 4
KOHTYPHI YapyHKOBI
ynakoBKM B nauLli

Dihydrate». 3MiHV BHECEHI A0 IHCTPYKLii 415 MeguyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ainu "Cknag"
(aitoua peyvoBmHa), K HACNIAOK, [0 PO3iny
"apMakonoriyHi BMacTMBOCTI" 3 BIAMOBIAHMMM 3MiHAMK B
TEKCTi MapKyBaHHS1 yNnakoBOK. BBefieHHS1 3MiH NpoTsrom 6-
TN MicsLiB Nicns 3aTBepMKEHHS; 3MiHW | TUNY - 3MiHKW 3
SKOCTi. A®I. KoHTposib A®I. 3MiHa y napameTpax
cneumdikauin Ta/abo foNyCTUMKUX MEX, BUSHAUYEHUX Y
cneuudikayisx Ha Ad®l, abo BUXigHWIA/NPOMIKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLECI
BMPOGHMLTBA AD| (BUNYYEHHS] HE3HAYHOTO NMOKa3HMKa
SAKOCTi (Hanpuknaz, BUIyYeHHs 3acTapifioro NokasHuka)) -
3MiHa y napameTpax crneundikauii Adl, a came
BWJTyYEHHS NOKasHUka «Badkki meTanu» 3rigHo sumor ICH
Guideline «Q3D Elemental impurities»; 3miHun | Tuny -
3MiHu 3 sikocTi. A®I. KoHTponb AdI. 3miHa y meTogax
BMNpo6yBaHHA A®l abo BuXigHOro MaTepiany/npomikKHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMUTBA AD| (HE3HAYHI 3MiHM Y 3aTBEPAKEHMX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

MeToAax BMNpoGyBaHHS) - 3MiHM J0 creumdikayii Ta
MeTOAiB KOHTposo AP 3a nokasHMKamu: «Onue»,
«lpoeHTudikauis», «PO34MHHICTb», «[MPO30PICTb PO3UNHY»,
«KonbopoBicTb po3unHy», «CynbgaTn», «MikpobionoriyHa
ynctoTta», «KinbkicHe BU3HAYEHHS» - BHECEHO He3HauHi
pefakuiiiHi yTo4HEHHS. HOpMYBaHHS Ta METOAUKN
npuBeLeHo A0 BUMOr MoHorpadii €® «Meldonium
Dihydrate» Ta matepianis dipmv Bupo6Huka A®l. -ans
TecTy «pH po3unHy» Ta METOAiB KOHTPO/IIO 3a NOKa3HUKOM
«pH po3unHy», «Xnopuaun», «Boga» BHECEHO pefakuiiHi
npaeku, siki opopM/IEHi BIANOBIAHO 10 pekoMeHaLiin Ta
cTunictukm Y.

CynyTHS 3MiHa
- 3MiHM 3 AkocTi. APl. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikayisx Ha Ad®l, abo BYXigHWIA/NPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
BMPOGHMLTBA ADI (iHLUI 3MiHK);
3MiHu | Tuny - 3MiHn 3 akocTi. A®L. KoHTponb AdL. 3miHa y
napameTpax cneuucpikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX Yy cneundikauisx Ha A®l, abo
BVXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BVKOPVCTOBYIOTbCSA Y Npoueci BupobHuutea A®| (iHwwi
3MiHW) - HOPMYBaHHS TECTY «3a/IULLKOBI KiTbKOCTi
OpraHiYHUX PO3UYVHHWKIB» NPYBEAEHO [0 aKTyaslbHUX
matepianis BUpo6Huka APl B HacTynHili pepakuii:
MeTaHony — He 6inbLue 0,2 %; eTaHoNy - He GinbLue 0,5 %;
2-nponaxony — He 6inbwe 0,3 %. B MeToAvKy KOHTPOSIO
SIKOCTi BHECEHO pefiaKLiiiHi npaBku, siki ohopMeHi
BiZiNOBIAHO A0 pekoMeHAaLii Ta ctunicTukm AdY;
CynyTHS 3MiHa
- 3MiHK 3 AkocTi. A®L. KoHTponb A®I. 3miHa y meTogax
BMUNpobyBaHHA APl abo BUXiAHOrO MaTepiasly/npomMiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPOKEHNX
MeToAax BUNPOGYyBaHHS);
3MiHW | Tuny - 3MiHn 3 akocTi. A®L. KoHTponb AdL. 3miHa y
MeToAax BunpobysaHHsA A®| abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BupobHuutea AP (iHwwi
3MiHM Y MeTofax BUNPOGYBaHHs (BK/1OUaOuM 3aMiHy abo
[0NoBHEHHS) AD| abo BUXIAHOro/NPOMIKHOTO NMPOAYKTY) -
3MiHM Y NapameTpax crneumdikaii Ta metTogax
BUNPOBYBaHHSA 3a NOKa3HUKOM «CynpoBifHi AOMILLKM».
[itoua pepakuis Cneundmkauma ConyTcTayoLme
npumecw Jlio6oii npumecn — He 6onee 0,5 %; Cymma
npumeceli — He 6onee 1,0 %. MeToAMKM KOHTPONS
KayecTBa ConyTcTBytoLime npumecu Onpegenexune




90

n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

NpoBOAAT METOAOM TOHKOC/OMHON Xpomarorpadumn B
COOTBETCTBUM C TpeboBaHuaMK [PY, 2.2.27. ...
MponoHoBaHa pepakuis Cneuudikadis CynposigHi
nomiwkm Jowmiwok A, B, C, D, E, F — KOXHOT AOMILLK/ He
6inbLue 0,15%; HecneundikoBaHOi JOMILLKM - KOXHOI
OOMiLLKM He 6inbLue 0,10%; Cyma [OMILLOK — He 6inblue
0,3 %. MeToaun KOHTPOSI0 AKOCTi CynpoBiAHI LOMILLKM
PignHHa xpomaTtorpadisa (4PY, 2.2.29) 3 mac-
CNEKTPOMETPUYHUM AeTekTyBaHHAM (APY, 2.2.43). ...
CynyTHS 3MiHa
3MiHK 3 AKOCTi. A®Il. KoHTposib A®I. 3miHa y napameTpax
cneumdikauii Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha Ad®l, abo BYXigHWIA/NPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
BMPOGHMLTBA ADI (iHLUI 3MiHK);
3MiHY | Tuny - 3MiHK 3 skocTi. A®I. CTabinbHiCTb. 3MiHa
nepiogy NOBTOPHMX BUNPOGYBaHb/nepioay 36epiraHHs abo
ymoB 36epiraHHsa A®| (3a BigCyTHOCTI y 3aTBEpIKEHOMY
Jocbe cepTudpikata BifnoBigHOCTI EBpONENCHKIi
dhapmakonei, Lo BkIoYae nepiod NOBTOPHOTO
BUNPOBYBaHHSA) (iHLLI 3MiHW) - PO3aiNn «YMOBW 36epiraHHs»
npuBEeAEHO BiANOBIAHO A0 akTyaslbHUX MaTepiasis ipmu-
BUpo6HUKa. [itova pefakuis: Ycnosusa xpaHeHns B
repMeTuyeckn 3aKpbIToi Tape, B CyXOM, 3aLLULLEHHOM OT
cBeTa MecTe, Npu Temneparype He Bbile 25?
MponoHoBaHa peaakuisi YMoBU 36epiraHHs B opuriHanbHil
ynakoBLi Npn TemnepaTtypi He BuLle 257;
3MiHM | Tuny - 3MiHn 3 akocTi. A®L. KoHTponb AdL. 3miHa y
napameTpax cneuucpikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX Yy cneundikauisx Ha A®l, abo
BVXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BVKOPVCTOBYIOTLCSA Y Npoleci BupobHuutea AdI
(BUNYYEHHS HE3HAYHOrO NOKa3HWKa SIKOCTi (Hanpuknag,
BW/TyYEHHS 3aCTapifioro nokasHuka)) - Ans recty
«lgeHTundikauis» BuNy4YeHo HopMyBaHHSA «laeHTudikauis
B» (konbopoBa peakuis) BiANOBIAHO A0 BUMOr MOHOrpadii
€® «Meldonium Dihydrate», Buny4eHo Tectn «AHoMasnibHa
TOKCUYHICTb» Ta «bakTepiasbHi @eHA0TOKCUHM» OCKiSTbKN
3rifHO 3aranbHoi cTatTi «CybcTaHujii Ans
chapmaLeBTUYHOIO 3aCTOCYBaHHS» BUKOHAHHS AaHNX
TecTiB He nepeabayveHo B API, L0 3aCTOCOBYIOTLCA A1
BVMPOGHMLTBA OpasIbHUX NiKAPCbKMX 3aco6iB

120.

MI/1 HOCIK

Kpanni opasibHi 3
hpyKTOBUM CMaKkoM
nolswmny
CKIiHOMY ab0
nnacTyKoBoMy
donakoHi; no 1

Mini Xenckepe
Nimiteq

Benuka
BpuTaHis

I'pakype

dPapmacbioTikanc T4

IHais

BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3MiHu | Tuny
- 3MiHK 3 IKOCTi. FOTOBUIA Nikapcbkuii 3aci6. CTabiNbHICTb.
3MiHa y TepMiHax NpugatHocTi abo ymoBax 36epiraHHs
rOTOBOrO NiKapCbKOro 3acoby (36iNbLUeHHS TEPMiIHY
NpWAATHOCTI FOTOBOTO JiKaPCLKOTro 3acoby) - N5 Toprosoi
yNakoBKM (NiATBEPKYETHCA JAHUMU PEasTbHOIO Yacy)

6e3
peyenma

UA/0567/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY

(nikapcbka ¢hopma,

ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

chnakoHy 3
rpagyiioBaHo
nineTKkow B
KapTOHHI ynakoBsL,i

36iNbLUEHHA TEPMiIHY NPUAATHOCTI FOTOBOTO J1iKapCbKoro
3acoby.
3arBepKeHo: 2 poku. 3anponoHoBaHo: 3 poku. BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns 3aTBepAKeHHS. 3MiHu |
Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBasibHWiA 3aci6. 3MiHa Y NepBUHHIl
yMakoBLii FOTOBOro NikapCbKoro 3acoby (Tun KoHTelHepa
abo fofaBaHHS HOBOTO KOHTelHepa) - BunyyeHHs
NepPBUHHOT YNakoBKK, LLO He NMPU3BOAWTb 10 NOBHOIO
BW/TyYEHHS NiKapCbKOro 3acoby 3 NeBHOK CUJIOH Aji abo y
NeBHili nikapcbkiii hopMi. BuiyuyeHHsI NepB1HHOT yNakoBKK
(nnacTtrkoBoro gpnakoHy no 15 mn), Wwo He Npu3BoAnTbL 40
MOBHOTO BW/TyYEHHS NiKapPCbKOro 3acoby 3 NEBHOD CUOK0
Aii abo y neBHiii nikapcbkiii hopMi 3 BigNOBiAHNMM
3miHamn y p."Ynakoska". [litoya peaakuis: MNakyBaHHs. Y
CKMIAHMX @b0 NNacTUKOBKX hiakoHax TEMHOrO KOMbopy No
15 mn 3 rpaslyiioBaHo MINETKOK Y KAPTOHHIK ynakoBLi.
MponoHoBaHa pefakuis: YnakoBka. Y CKNsHUX hriakoHax
TEMHOrO KO/Ibopy Mo 15 mMn 3 rpagyioBaHoo NiNneTKow y
KapTOHHII ynakoBL,i.

121.

MOI'MHNH®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 50
mr, no 1 a6o no 4

Tabnetkn y 6nictepi;

no 1 6nictepy y
KapTOHHI ynakosL,i

TOB
«NEAPAPM
NTh»

YkpaiHa

KYCYM XENTXKEP
NBT ATA

IHais

BHECEHHS 3MiH 40 peecTpaLiiniHux maTepiasis: 3miHa
3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). BBeAeHHS 3MiH
NpOTArom 6-x MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHM | TNy -
3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHnX
[aHux nNpo cuctemy chapmakoHarnsgy, 3mMiHa
YMNOBHOBaXXEHOT 0c0o6M, BiANOBIAaNLHOT 3a 34iCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
3as9BHUKa 415 34iiCHEHHA hbapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/THOYAKOUYM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHi
mMacTep-gaiina cuctemy papmakoHarasay). 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifNOBIgabHOI 3a
3[jicHeHHs hapMakoHarsgy.

[Oitoua pepakuin: Dr. Sanjay Kumar Mishra. MponoHoBaHa
pegakuis: Mpusnmmpcbka Tamapa BonognmumpisHa. 3miHa
KOHTaKTHUX AaHnX YyNOBHOBaXKEHOI 0COOU 3asBHUKA,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapmakoHarnsagy. 3miHa
MicLA 3AiACHEHHS OCHOBHOI AisNIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLie3HaxoMKeHHs MacTep-
chaiina cuctemu hapmakoHarnsagy Ta iioro Homepa.

3a
peyerimom

UA/15520/01/01

122.

MOTI'MHNH®

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 100
Mmr; no 1 abo no 4

TOB
«FNEAPAPM
NTh»

Ykpaina

KYCYM XENTXKEP
NBT ATA

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHa
3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). BBeeHHS 3MiH
NpoTArom 6-x MicAUIB Mic/a 3aTBEPMKEHHS. 3MiHK | Tuny -

3a
peyerimom

UA/15520/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
Tabnetkn y 6nictepi; 3MmiHu Wwopao 6esnekn/edekTUBHOCTI Ta hapMakoHarisgy.
no 1 6nictepy y BBegeHHs1 abo 3MiHM A0 y3arasibHeHUX JaHuX npo
KapTOHHIiA ynakoBL,i cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHnX
[aHux nNpo cuctemy chapmakoHarnsgy, 3mMiHa
YMNOBHOBaXeEHOT 0c0obM, BiANOBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
3asBHUKa 415 34iICHEHHA hbapMakoHarnsay B YkpaiHi,
AKLLO BOHa BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapMmakoHarnsgy
(BK/THOHAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHi
macTep-gaiina cuctemy hapmMmakoHarnsgy). 3miHa
YNOBHOBaXXEHOT 0CO6U 3asBHMKA, Bi4NOBigabHOI 3a
3[jificHeHHs hapMakoHarsgy.
[Oitoua pepakuin: Dr. Sanjay Kumar Mishra. MponoHoBaHa
pegakuis: Mpusnmmpcbka Tamapa BonognmumpisHa. 3miHa
KOHTaKTHUX AaHnX YyNOBHOBaXKEHOI 0COOU 3asBHUKA,
BiANOBIAa/IbHOI 3a 34ilicCHEHHSA hapMmakoHarnsagy. 3miHa
MicLs 3AiiCHEHHA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3mMiHa MicLie3HaxoMKeHHs MacTep-
chaiina cuctemu hapmakoHarnagy Ta iioro Homepa.
123. | MOKCOIFrAMA | Tabnetku, BKpUTI Bbopsar HimeuunH BMPO6HMLTBO in-bulk: ®paHuia/ BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny 3a UA/6103/01/01
® N1iBKOBOIO ®apma 'm6X i a Llenekci CAC, HimeuunHa - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenmom
060/10HKO10, M0 0,2 Ko. KI ®paHuifa; nepBuHHe Ta afpecy 3asiBHMKa (BnacHuKa peecTpaviiiHoro
mr, no 10 TabneTok BTOPUHHE NakyBaHHS, NOCBIgYEHHS) 3MiHA agpecy 3asiBHMKa (BNnacHuKa
y 6nicTepi, no 3 BUMYCK cepii: ApTe3aH peecTpauiiHOro NocBigYeHHs). 3MiHM BHECEHI B TEKCT
6nictepy B KOpOO6Lj; dapma M'vb6X i Ko. KT, MapKyBaHHS BTOPMHHOT YNakoBKM J1iKapCbKOro 3acoby
no 25 TabneTtok y HimeyunHa LLIOA0 3MiHM adpecK 3asiBHMKa (BNacHUKa peectpauiiHoro
6nicTepi, no 2 NoCBiJYEHHS).
6nictepy B KOpobLi
124. | MOKCOIFAMA | Tabnetku, BKpUTI Bbopsar HimeuunH BMPO6HMLTBO in-bulk: ®paHuia/ BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny 3a UA/6103/01/02
® NNiBKOBOO dapma M'v6X i a LleHekci CAC, HimeyunHa - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenmom
060/10HKo10, Mo 0,3 Ko. KI $paHuia; nepBuHHe Ta afpecy 3asiBHMKa (BnacHWKa peecTpauiliHoro
mr, no 10 TabneTok BTOPUHHE NakyBaHHS, NOCBIgYEHHS) 3MiHA agpecy 3asBHMKa (BnacHuKa
y 6nicTepi, no 3 BMNYCK cepii: ApTesaH peecTpaLiiHoro NocBigYeHHs1). 3MiHM BHECEHI B TEKCT
6nictepy B KOPOO6Lj; $apma M'vb6X i Ko. KT, MapKyBaHHSI BTOPMHHOT YNakoBKM JikapCbKOro 3acoby
no 25 TabneTtok y HimeuyunHa LLIOA0 3MiHM adpecK 3asBHMKa (BNacHUKa peecTpauiiHoro
6nicTepi, no 2 NOCBiAYEHHS).
6nictepy B KOpo6Li
125. | MOKCOrAMA | TabneTku, BKpUTI Bbopsar HimeuumnH BMPO6HULTBO in-bulk: dpaHuis/ BHECEHHS 3MiH 0 peecTpauiiHux martepiasis: 3miHu | Tuny 3a UA/6103/01/03
® nNiBKOBOO dapma 'm6X i a LleHekci CAC, HimeuyunHa - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuenmom
060/10HKO10, Mo 0,4 Ko. KI' ®paHuifa; nepBuHHe Ta afpecy 3asiBHMKa (BNlacHWKa peecTpaviliHoro
mr, no 10 TabneTok BTOPVHHE NaKyBaHHs, NOCBIgYEHHS) 3MiHa agpecy 3asiBHMKa (BNacHuKa
y 6nicTepi, no 3 BMNYCK cepii: ApTesaH peecTpaLiiHOro NocBig4eHHs1). 3MiHM BHECEHI B TEKCT
6nicTepy B KOpPOO6L; ®apma 'm6X i Ko. KT, MapKyBaHHS BTOPUHHOI YNakoBKW NiKapCbKoro 3acoby
no 25 TabneTok y HimeuunHa LLIOA0 3MiHM adpecK 3asiBHMKa (BacHUKa peecTpauiiHoro
6nicTepi, no 2 NOCBIAYEHHS).
6nicTepy B KOpO6L
126. MYCKOMEL | kpem, no 2,5 mr/r no TOB «YOP/N4 YkpaiHa yopPna MESMLUNH TypeuunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasis: 3MiHa 3a UA/16594/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
30 ry Ty6i, no 1 Ty6i MEANLINH> ITAY CAH. BE TIK. 3asBHuka /13 (MIBIM) (BnacHvka peecTpaviiiHoro peyenmom
B KQpPTOHHIi KOpooL,i A.L noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460)
TepMiH BBEAEHHSI 3MiH MPOTArOM 6-TK MicAUIB nicns
3aTBEPLKEHHS; 3MiHW | TUNY - 3MiHM LWOAO
6e3nekn/edpekTnBHOCTI Ta chapmakoHarnsgy. BeegeHHs
ab0 3MiHK [0 y3arasibHEHNX AaHuX Npo cucTemy
chapmakoHarnsgy (BBeAEHHs y3araslbHeHUX AaHnx npo
cuctemy hapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0coow,
BiANOBIAA/IbHOI 3a 34ilicCHEHHS (hapmakoHarnsay;
KOHTaKTHOI 0cobU 3 (hapMakoHarnsgy 3asBHuka ons
3pilicHeHHs hapMakoHarnagy B YkpaiHi, SKLL0 BoHa
BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifgNoBifanLHOI 3a
3pjiicHeHHs1 hapMakoHarnsgy (BKIHYAUM KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-gaiina cucremu
hapmMakoHarnsagy) - 3miHa ynoBHOBaXeHOo! 0cobu
3asBHVKa, BignoBigasibHOI 3a papmakoHarnsag. diroya
pepakuis: MeBcim Inbk6axap AiHuens / Mrs. Mevsim
llkbahar Dincel. MNponoHoBaHa pegaxuis: Myano MaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
0cob6u 3asBHMKa, BiANOBIAAILHOI 3a hapmakoHarnsag.
3MiHa Micus 3AiliCHeHHS OCHOBHOI Aisi/TbHOCTI 3
hapMakoHarnsgy. 3miHa MicLe3Haxo4KeHH macTep-
dhaiina cuctemn chapmakoHarnsgy
127. | HABO®EPOH | cnpeit HazasibHWI AT "dapmak” Ykpaina AT "dapmak" Ykpaina BHECEHHS 3MiH 4,0 peecTpavLiiHnX maTtepiasiiB: 3MiHK 3 6e3 UA/15653/01/01
® 100 000 MO/mn; no sKocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX peyenma
5 mMn y chnakoHi 3 peyoBWH. 3MiHa NapameTpiB cneumdikaliin Ta/abo
6pyHaTHOro cknia O0NYCTUMMUX MEX A5 fLONOMIXKHOI pevOBUHM (iHLUI 3MiHK)
a6o y chnakoHi 3MiHM 0 cneundikauii 4na 4ONOMDKHOT peYOBUHN
CKNSIHOMY TpomeTamony rigpoxaopug, s posgin "KinokicHe
CBIT/103aXUCHOMY, BM3HAUYEHHS". 3MiHN 3 SAKOCTi. FOTOBWIA NikapCbKuii 3acio.
3aKpUTOMYy KOHTpO/b AONOMiKHMX peqoBUH. 3MiHa y MeTogax
HacoCcoM-[03aTopoM BMNPOOGYBaHHA [OMOMDKHOI PEYOBUHM (iHLUI 3MiHWN Y
3 po3nu/BaYeM; no MeToAax BUNpobyBaHHA (BK/IOUaUM 3amiHy abo
1 chnakoHy B nauyui 3 [ofaBaHHs)) 3MiHU METOAMKU A5 [OMOMDKHOI peHOBUHM
KapToHy TpomeTamony rigpoxaopug, s posgin "KinobkicHe
BU3HAYEHHA".
128. | HABO®EPOH | kpanni HasasbHi 100 AT "®apmak” YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis: 3MiHu 3 6e3 UA/15653/02/01
® 000 MO/mn no 5 mn AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KOHTPOb AOMOMIXHUX peyenma

y donakoHi 3
6pyHaTHoro cknia
a60 y dhnakoHi
CK/IAHOMY
CBIT/103aX1CHOMY,
3aKynopeHomy
KpanenbHuLUeto; no 1

peyoBUH. 3MiHa y MeTogax BUNpobyBaHHsA AOMOMIKHOT
peyoBuHM (IHLWi 3MiHW Y MeToaax BUNpobyBaHHSA
(Brntovatoun 3amiHy abo fogasaHHs)) 3MiHU METOANKM
AN AONOMIKHOT PeYOBMHY TPOMETaMONYy Figpoxaopus B
po3gin "KinbkicHe BU3Ha4eHHs". 3MiHu 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMiIXHUX PEYOBUH. 3MiHa
napameTpiB cneundikauii Ta/abo AoNyCTUMUX MeX ANst
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
chnakoHy B naui 3 [O0MOMDKHOT peyqoBrHY (iHLWi 3MiHW) 3MiHM Ao cneuudikauii
KapTOHY AN AONOMIXHOT pe4yoBMHY TPOMETaMOonNy rigpoxaopusa B
po3ain "KisibkicHe BU3Ha4YeHHs".
129. | HIMIA®®OPT | Tabnetku, no 10 TOB YkpaiHa Kycym Xentxkep BT IHAis BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepianis: 3miHa 3a UA/4240/01/02
E Tabnetok y 6nictepi; «NMEAPAPM ntp 3asBHMKa (BNacHvKa peecTpauiiiHoro nocBigYeHHs): peuyenmom
no 1 6nictepy B NTO» BBe/leHHs1 3MiH NpoTArom 6-Tu MicALiB nicns
KapTOHHI ynakoBL,i; 3aTBEpMKEHHS. 3MiHuW | Tuny - 3MiHK Woao
no 10 TabneTtok y 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay. BeefeHHs
6nicTepi; no 1 ab0 3MiHN [0 y3arasibHEHNX AaHNX NPo cucTemy
6nictepy B thapmakoHarnsgy (BBeAeHHS y3arasibHeHUX gaHux npo
KapTOHHIA ynakoBL,i; cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaxeHoi ocobu,
no 10 ynakoBOK y BiANOBIAA/IbHOI 32 34iICHEHHSA hapmakoHarnsgy;
KapTOHHIV Kopoui KOHTaKTHOI 0co6M 3 chapmakoHarnsaay 3asiBHvKa Ans
3[jicCHEHHsT hapMakoHarsay B YKpaiHi, K0 BOHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3pjiicHeHHs hapMakoHarnsgy (BK/IHYauM KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MiLLleHHi MacTep-haiina cucremu
hapmakoHarnsgy) 3miHa yrnoBHOBaXXEHOT 0CO6M 3aABHMKA,
BiANOBIAANbLHOI 3a 34ilicHeHHA chapmakoHarnagy. [Jitoua
pegakuis: Dr. Sanjay Kumar Mishra.
MponoHoBaHa pegakuis: Mpusnmupcbka Tamapa
BonognmupiBHa. 3MiHa KOHTAKTHUX JaHUX YNOBHOBaXEHOT
0Cco6U 3asBHIKA, BiNOBIAANLHOI 32 34iiCHEHHS
hapMakoHarnsgy. 3miHa Micus 34ilCHEHHS OCHOBHOT
OiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa MicLie3HaxoMKeHHS
macTep-haiina cuctemmn thapmakoHarnsgy Ta ioro
Homepa
130. | HIMIA®®OPT | Tabnetku, in bulk Ne TOB YkpaiHa Kycym Xentxkep BT IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3miHa - UA/12052/01/01
E 10x2000: no 10 «NMEAPAPM ntp 3asBHMKa (BNacHvKa peecTpauiiiHoro nNocBigYeHHs):
Tabnetok y 6nictepi; NTO» BBefeHHs1 3MiH NpoTArom 6-Tv MicAuiB nicns

no 2000 6nicTepiB y
KapTOHHIlA KopooLi

3aTBepKEHHA. 3MiHM | TUny - 3MiHW WoA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay. BeeaeHHs
ab0 3MiHN [0 y3arasibHeHNX AaHuX Npo cuctemy
hapmakoHarnagy (BBefeHHs y3araslbHeHUX gaHnx npo
cuctemy chapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHoi 0cobu,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapMmakoHarnsagy;
KOHTaKTHOI 0cobu 3 (hapMakoHarnfgy 3asBHuKa gns
3[jiCHEHHsT hapMakoHarsay B YkpaiHi, K0 BOHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3pjificHeHHs hapMakoHarnsgy (BK/IHYaKUM KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MilLleHHi MacTep-halina cucremm
hapmakoHarnsgy) 3miHa yrnoBHOBaXEHOT 0CO6M 3aABHMKA,
BiANOBIAaNbLHOI 3a 34ilicHeHHA thapmakoHarnagy. ditoua
pegakuis: Dr. Sanjay Kumar Mishra.
MponoHoBaHa pegakuis: Mpusnmupcbka Tamapa
BonogumupisHa. 3MiHa KOHTaKTHUX JaHuX YNnoBHOBaXKEHOT
0Cco6U 3as1BHIKA, BiNOBiAaNLHOI 3a 34iiCHEHHS
dhapMakoHarnsay. 3miHa Micusi 34ilCHEHHA OCHOBHOI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
OiSNBHOCTI 3 dhapmakoHarnagy. 3MiHa MicLe3Hax0o4KeHHS
macTep-haiina cuctemun thapmakoHarnsgy Ta ioro
Homepa
131. | HONMET Tabnetku no 5 wmr; AHTUBIOTUK PymyHis AHTUBIOTUKW CA PymyHis BHECEHHS 3MiH [0 peecTpaviiiHix martepianis: 3MiHu | Tuny 3a UA/18540/01/01
no 10 TabneTtok y M CA - 3MiHM 3 AkocTi. APl. KoHTponb A®I. 3miHa y napameTpax peuenmom
6nicTepi; no 3 cneumdikauin Ta/abo foNyCTUMKUX MEX, BUSHAUYEHNX Y
6nictepu y cneuudikauisx Ha Ad®l, abo BYXigHWA/MPOMIKHWIA
KapTOHHI navui NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLLEC
BMPO6HMLTBA AD| (4ONOBHEHHS cneuudikauii HOBUM
NOKa3HMKOM SIKOCTi Ta BigNoBigHUM METOA0M
BMNPO6YBaHHSA) - JonoBHEHHS cneumdikauii A®I Ha
BMMNYCK HOBMM MOKa3HWKOM — «BMICT 6eH3eHy» 3
HOPMYBaHHSAM «max 2 ppm» Ta BiAnoBi4HUM METOA0M
KOHTpO/0, BUpo6HMKa Hetero Drugs Limited, IHais
132. | HYBIK |/ MOPOLLOK Ta OkTadapma AscTpis BMPOGHUK, LWsewis/ BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny 3a UA/17140/01/02
NUWIQ® PO3YMHHUK AN $PapmaueBTUK BiANOBIgaIbHMI 3a HimeyunHa - 3MiHM 3 AkocTi. A®Pl. KoHTponb A®I. 3miHa y napameTpax peyenmom
pO34nHy ons a BMpo6HULTBO in bulk, cneumdikauin Ta/abo fonycTUMKUX MEX, BUSHAUYEHUX Y
iH’ekuii, no 500 MO, | MpopykTioHcre nepBrHHE NakyBaHHS, cneuudikavisx Ha Ad®l, abo BYXigHWA/NPOMIKHWIA
1 chnakoH 3 c M.6.X. Bi3yaslbHy iHCNeKL;to, NpoAayKT/peareHT, L0 BUKOPUCTOBYIOTLCSA Y NPOLLECI
nopoLukom, 1 BUNPOBYBaHHSA Ha BUpo6HMUTBA AP| (LONOBHEHHA cneuudikauii HoBUM
nonepeaHL0 LinicHiCTb, MOKa3HMKOM SIKOCTi Ta BiANOBIAHUM METOA0M

3anOBHEHWIA LWNpuL,
3 PO34YMHHMKOM MO
2,5 mn (Boga pns
iH’EKLIl) pa3oMm 3
KOMMNIEKTOM ANsi
PO3YMHEHHS i
BHYTPILLHLOBEHHOTO
BBEJEHHS

(1 aganTep ans
BIAKPUTTA dhnakoHa,
1 ronka meTesnuk, 2
MPOCOYEeHi CNMPTOM
TamnoHu) B
KapTOHHIlA KopooLi

BUNPOOYBaHHA AKOCTI,
BMNYCK cepii KiIHLEeBOro
npoaykTy (nopoLuka
NS pO34nHy Ans
iH eKUili Ta
PO3UYMHHMKA):
Oktadhapma AB,
LLIBeLisi; BUPOBHUK,
BiANOBiAaIbHMI 3a
Bi3yasibHy iHCNEKL,jto
Ta BUNPOBYBaHHSA Ha
LinicHicTb ans
nopoLLKa A48 PO3UNHY
ONs iH KU,
MapKyBaHHs Ta
BTOPWHHE NakyBaHHSA
KIHLLeBOro npoaykTa
(nopowka ans
PO34UHY OS89 iH ekt
Ta PO3UMHHKKA):
OxkTadhapma [eccay
m6X, HimeuunHa,;
Bi3yasibHa iHCneKLUis,
BMNPOGYBaHHSA AKOCTI,
MapKyBaHHSA Ta
BTOPWHHE NakyBaHHS
po3unHHKKa: BetTep

BMNpo6yBaHHS) - [logaBaHHsA nokasHuka Specific gravity
00 cneumdikayii gonomikHoI pedosuHmn Ethylene glycol,
sika 3aCTOCOBYETLCS MNPV BUPOOHULITBI Ail04O0T pEYOBUHY, 3
KpuTepiem npuiAHaTHOCTI 1.10 - 1.12.; 3MiHu | Tuny - 3MiHn
3 AkocTi. APl KoHTponb APl. 3miHa y meTofax
BMNpo6yBaHHA APl abo BUXiAHOrO MaTepiasly/npoMiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BUPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHMNX
MeTofdax BUNPO6YyBaHHS) - 3MiHM y MeToauL,i
BMNpo6yBaHHA Determination of absorbance at 280 nm
and protein concentration, LLL0 BUKOHYETbCA Y NpoLieci
BMPOBGHULTBA Ai0HOI PEHOBUHM:

- BBEieHHS NepeBipKM NPUAATHOCTI CUCTEMM Ha MOYaTKY i
B KiHLi BUNPOOYyBaHHS;

- BBE[IEHHS KOHTPO/IbHOrO 3paska BnpobHuyTBa Hellma
Analytics;

- OHOB/EHHSA TabnwuLi, Lo ONUCYE NiAroTOBKY Npobu;

- LOMOBHEHHS PO34iay cneuiasibHNX NPUMITOK
iHhopmaLieto WoA0 3HaYYLWMX UMdIp Ta MOBTOPEHb TECTY;
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
3MiHU Yy BUPO6HMLTBI. 3MiHM BUNpobyBaHb abo
OONyCTUMMUX MEX, BCTAHOB/IEHNX Y crieundikauisx, nig vac
BMPOGHMLTBA FOTOBOIO NiKapCbKOro 3acoby (BUAyYeHHs
HecyTTEBOro BUNpobyBaHHA B MpoLeci BUpo6HULTBA) -
BupaneHHs nokasHuka Extractable volume, wo
BUKOHYBaBCS Y NpOLieCi BUPOOHULTBA PO3UMHHIMKA (BoAA
0015 iH'eKUii) y nonepefHb0 HANOBHEHUX LUMPULAX;
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
dapma-depTiryHr 3MiHM | TRy - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbkWii 3acib.
'm6X Ta Ko. K, 3MiHW Y BUPOOHULTBI. 3MiHN BUNPOBYyBaHb abo
HimeuunHa; BisyanbHa [OMNYyCTUMUX MEX, BCTAHOBMEHUX Y crieymdikalisx, nig vac
iHCMeKu,is, BVMPOGHMLTBA rOTOBOTO J1iKapPCbKOro 3aco6y (BUyYEHHS
BUNPOGYBaHHSA HecyTTEBOro BUNpobyBaHHS B NPOLECi BUPOOHNLTBA) -
cTabinbHoCTI BupaneHHs nokasHuka pH, Lo BUKOHyBaBCA Y NpoLeci
po3unHHKKa: BeTTep BMPOGHMLITBA PO3YMHHMKA (BOAA A1 iH'EKLR) y
dapma-depTiryHr nonepeaHbL0 3anoBHEHUX Wnpuuax; 3miHu | Tuny - 3MiHu 3
'v6X Ta Ko. K, sIKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
HimeuunHa; nikapcbKoro 3acoby. 3MiHa y MmeTogax BUNpoGyBaHHS
BUPOGHULTBO, roTOBOro Nikapcbkoro 3acoby (He3HauyHa 3miHa y
BMNPOBYBaHHS AKOCTI, 3aTBEPAKEHMX MeTofAax BUNPOBYBaHHS) - 3MiHU A0
Bi3yasibHa iHCMeKuis npoueaypu BunpobyBaHHs rOTOBOrO NPOAYKTY 3a
pO34MHHKKa: BeTTep nokasHukom «Solubility» Ta «Visual inspection»; 3MiHu |
Papma-depTiryHr T™Mny - 3MiHW 3 IKOCTi. TOTOBMIA Nnikapcbkuii 3aci6. Cuctema
v6X Ta Ko. KT, KOHTeliHep/3akyrnopoBabHWii 3aci6. 3MiHa y NepBUHHIl
HimeyunHa,; yMakoBLii FOTOBOro NikapcbKoro 3acoby (iHLWi 3MiHN) -
BMNPOGYBaHHSA AKOCTI, 3amiHa emynbcii cunikoHoBoi onii Dow Corning® 365,
Bi3yasibHa iHCnekuis 35% Dimethicone NF Emulsion (DC365) Ha Dow Corning®
pO34MHHUKA: BeTTep- 366, 35% Dimethicone NF Emulsion (DC366), L0
dapma PepTiryHr BVKOPUCTOBYETLCSA /15 CUMIKOHI3aLii LmNiHapiB
v6X Ta Ko. KT, nonepeAHbO HaNoBHEHUX LUMNPULLB
HimeuunHa
133. | HYBIK |/ MOPOLLOK Ta OkTadapma AscTpis BMPOGHUK, LWsewis/ BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny 3a UA/17140/01/03
NUWIQ® PO34YMHHVK ANS dapmaneBTmK BiANoBigaIbHMI 3a HimeuunHa | - 3miHuK 3 AkocTi. ADI. KoHTponb A®l. 3miHa y napameTpax | peyenmom
pO34nHy aons a BMpo6HULTBO in bulk, cneumdikauin Ta/abo [onycTUMKUX MEX, BUSHAUYEHUX Y
iH’exuili, mo 1000 MpopykTioHcre nepBrHHE NakyBaHHS, cneuudikauisx Ha A®l, abo BYXigHWIA/NPOMIKHWIA
MO, 1 chnakoH 3 c Mm.6.X. Bi3yasibHy iHCMEKLto, npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI

nopoLukom, 1
nonepeaHL0
3arnoBHeHWI WNpuLy
3 PO34YMHHUKOM MO
2,5 mn (Boga gns
iH’EKUIli) pa3oMm 3
KOMMNIEKTOM NSt
PO3YMHEHHS i
BHYTPILLHLOBEHHOTO
BBEAEHHSA

(1 aganTep ans
BiKPUTTA chakoHa,
1 ronka meTesnuk, 2
MPOCOYEHi CNNPTOM
TamrnoHu) B
KapTOHHIlA KOpooLi

BUMPOOYBaHHA Ha
LinicHICTb,
BMNPOGYBaHHS AKOCTI,
BUNYCK cepil KiIHLEeBOro
npoaykTy (nopoLuka
NS pO34nHy Ans
iH ekUili Ta
PO3UYMHHMKA):
OkTadhapma AB,
LLIBeLisi; BUPOOHUK,
BiANOBiAaIbHMI 3a
Bi3yasibHy iHCMEKLt0
Ta BUNPOBYBaHHA Ha
LinicHicTb ans
nopoLLKa A/15 PO3UNHY
[ONs iH ek,
MapKyBaHHS Ta
BTOPVHHE NakKyBaHHSA
KIHLLeBOro npoaykTa
(nopowwka ans

BUpo6HUUTBA AP| (LONOBHEHHA cneuudikauii HoBUM
NOKa3HMKOM SIKOCTi Ta Bi4NOBIi4HUM METOAO0M
BMNpoGyBaHHS) - [logaBaHHsA nokasHuka Specific gravity
[0 cneumdikauii gonomikHoT pedosnHmn Ethylene glycol,
SIKa 3aCTOCOBYETbCS NPU BUPOOGHMLTBI Ajil04O0T pevoBuHN, 3
KpuTepiem npuiAHaTHOCTi 1.10 - 1.12.; 3MiHu | Tuny - 3MiHn
3 AkocTi. APl KoHTposnb APl. 3miHa y meTofax
BuNpo6yBaHHA APl abo BMXigHOrO MaTepiasly/npomMiKHOro
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BUPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHMNX
mMeTofdax BUNPO6yBaHHS) - 3MiHM y MeToauL;i
BMNpo6yBaHHA Determination of absorbance at 280 nm
and protein concentration, LLL0 BUKOHYETbLCA Y NpoLieci
BMPOBGHULTBA Ai0HOI PEHOBUHM:

- BBE}eHHS NepeBipKM NPUAATHOCTI CUCTEMM Ha NOYaTKY i
B KiHLi BUNpO6YyBaHHS;

- BBEJIEHHS KOHTPO/IbHOrO 3paska BnpobHuyTBa Hellma
Analytics;

- OHOB/IEHHSA TabNwuLi, L0 ONUCYE NiArOTOBKY NPo6u;

- [JONOBHEHHS PO34i/1y cneuia/ibHNX NPUMITOK
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
PO34nHy A8 iH KL iHcbopMmaLiero WoA0 3HaUYyLWMX udp Ta NOBTOPEHb TECTY;
Ta PO3YMHHKKA): 3MiHM | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
OkTachapma feccay 3MiHU Yy BUPO6HMLTBI. 3MiHK BUNpobyBaHb abo
'M6X, HimeuunHa; [ONYCTUMKX MEX, BCTAHOB/IEHMX y creumdikalisx, nig vac
BidyasibHa iHCneKuis, BMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby (BUMyYEHHSI
BMNPOOGYBaHHS AKOCTI, HEeCyTTEBOrO BMNPO6YBaHHSA B NpOLECi BUPOOHULITBA) -
MapKyBaHHSA Ta BupaaneHHs nokasHnuka Extractable volume, wo
BTOPWHHE NakyBaHHS BUKOHYBaBCS Y MpOLieCi BUPOOHULTBA PO3UMHHIMKA (Boga
po3ynHHKKa: BeTTep ONA iH'EKLjiA) Y nonepeaHbo HANOBHEHUX LUNPULAX;
dapma-depTiryHr 3MiHM | TRy - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbkWii 3acib.
'm6X Ta Ko. K, 3MiHW Y BUPOOHULTBI. 3MiHN BUNpPOBYyBaHb abo
HimeuunHa; BisyanbHa [OMNYyCTUMUX MEX, BCTAHOBMIEHUX Y crieumdikalisx, nig vac
iHCMeKu,is, BVMPOGHMLTBA rOTOBOTO J1iKapPCbKOro 3aco6y (BUyYEHHS
BUNPOGYBaHHSA HecyTTEBOro BUNpPobByBaHHSA B NPOLECi BUPOOHNLTBA) -
cTabinbHoCTI BupaneHHs nokasHuka pH, Lo BUKOHyBaBCA Y NpoLeci
po3unHHKKa: BeTTep BMPOGHMLITBA PO3YMHHMKA (BOAA A1 iH'EKLIR) y
dapma-depTiryHr nonepeaHbL0 3anoBHEHUX Wnpuuax; 3miHu | Tuny - 3MiHu 3
'v6X Ta Ko. K, sIKoCTi. FoTOBWIA Nikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
HimeuunHa; nikapcbKoro 3acoby. 3MiHa y MmeTogax BUNpoGyBaHHS
BUPOGHULTBO, roTOBOro Nikapcbkoro 3acoby (He3HauyHa 3miHa y
BMNPOOGYBaHHS AKOCTI, 3aTBEPAKEHMX MeToAax BUNPOBYBaHHS) - 3MiHU A0
Bi3yasibHa iHCMeKuis npoueaypu BunpobyBaHHs rOTOBOrO NPOAYKTY 3a
poO34MHHKKa: BeTTep nokasHukom «Solubility» Ta «Visual inspection»; 3MiHu |
Papma-depTiryHr T™Mny - 3MiHK 3 IKOCTi. TOTOBMIA Nnikapcbkuii 3aci6. Cuctema
'v6X Ta Ko. KT, KOHTeliHep/3akKyrnopoBaibHWii 3aci6. 3MiHa y NepBUHHIl
HimeyunHa,; yMakoBLii FOTOBOro NikapcbKoro 3acoby (iHLWi 3MiHN) -
BMNPOGYBaHHSA AKOCTI, 3amiHa emynbcii cunikoHoBoi onii Dow Corning® 365,
Bi3yasibHa iHCnekuis 35% Dimethicone NF Emulsion (DC365) Ha Dow Corning®
pO34MHHUKA: BeTTep- 366, 35% Dimethicone NF Emulsion (DC366), L0
dapma PepTiryHr BVKOPUCTOBYETLCSA /15 CUMIKOHI3aLii LmNiHapiB
v6X Ta Ko. KT, nonepeAHbO HaNoOBHEHUX LUMNPULLB
HimeuunHa
134. | HYBIK |/ MOPOLLOK Ta OkTadapma AscTpis BMPOGHUK, LWsewis/ BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny 3a UA/17140/01/04
NUWIQ® PO34YMHHVK ANS dapmaneBTmK BiANoBigaIbHMI 3a HimeuunHa | - 3miHuK 3 AkocTi. ADI. KoHTponb A®l. 3miHa y napameTpax | peyenmom
pO34nHy aons a BMpo6HULTBO in bulk, cneumdikauin Ta/abo [onycTUMKUX MEX, BUSHAUYEHUX Y
iH’exuili, mo 2000 MpogykTioHcre nepByHHE NakyBaHHS, cneuudikauisx Ha A®l, abo BYXigHWA/NPOMIKHWIA
MO, 1 chnakoH 3 c Mm.6.X. Bi3yasibHy iHCMEKLto, npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
nopotukom, 1 BUNPOGYBaHHSA Ha BUpo6HUUTBA AP| (LONOBHEHHA cneuudikauii HoBUM
nonepeaHL0 LinicHiCTb, MOKa3HMKOM SIKOCTi Ta BiANOBIAHUM METOA0M
3anoOBHEHWIA LLNpULY BMNPOGYBaHHS AKOCTI, BMNpoGyBaHHS) - [logaBaHHsA nokasHuka Specific gravity
3 PO3UYMHHWKOM MO BUNYCK cepil KiIHLEeBOro [0 cneumdikauii gonomikHoT pedosnHmn Ethylene glycol,
2,5 mn (Boga gns npoaykTy (nopoLuka SIKa 3aCTOCOBYETbCS NPU BUPOOGHMLTBI Ajil04O0T pevoBuHN, 3
iH’EKUIli) pa3oMm 3 [ANS po34nHy ANs KpuTepiem npuiAHaTHOCTi 1.10 - 1.12.; 3MiHu | Tuny - 3MiHn
KOMMNEKTOM Ans iH ekUili Ta 3 akocTi. APl KoHTposnb APl. 3miHa y meTofax
PO3YMHEHHS i PO3UYMHHMKA): BMNpobyBaHHA APl abo BMXigHOrO MaTepiasly/npomMiKHOro
BHYTPILLHLOBEHHOTO OkTachapma AB, NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BBEJEHHSA LLIBeLisi; BUPOOHUK, BUPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHMNX
(1 aganTep ans BiANoOBigaIbHMI 3a MeTofax BUNPOo6yBaHHS) - 3MiHM y MeToauLi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
BIAKPMTTA dhiakoHa, Bi3yasibHy iHCMEKLjt0 BMNpo6yBaHHA Determination of absorbance at 280 nm
1 ronka meTenuk, 2 Ta BUNPObYyBaHHA Ha and protein concentration, L0 BUKOHYETbLCS Yy NPOLEC
NMPOCOYEeHi CNMPTOM uinicHicTb ans BMPOGHMLITBA Ail0HOT PEYOBUHM:
TamrnoHu) B MopoLLKa A4/15 PO3UNHY - BBEleHHS NepeBipKN NPUAATHOCTI CUCTEMM Ha NOYaTKY i
KapTOHHIlA KopooLi ONs iH ek, B KiHLi BUNPOGYBaHHS;
MapKyBaHHA Ta - BBEJleHHS KOHTPO/IbHOrO 3paska BUpobHuuTBa Hellma
BTOPUHHE NaKyBaHHS Analytics;
KiHLLeBOro npoaykTa - OHOBJ/IEHHSA TabnwWLi, LLO ONUCYE NiAroTOBKY NPo6u;
(nopowka gns - JONOBHEHHSA PO34i/Ty cneuiasibHNX NPUMITOK
PO34nHy A1 iH ekt iHcbopMmaLiero WoA0 3HaUYyLWMX udp Ta NOBTOPEHb TECTY;
Ta PO34MHHKKA): 3MiHM | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
OkTachapma feccay 3MiHU Yy BUPO6HMLTBI. 3MiHU BUNpobyBaHb abo
'M6X, HimeuunHa; [ONYCTUMKX MEX, BCTAHOB/IEHMX y creumdikalisx, nig vac
BidyasibHa iHCneKuis, BMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby (BUMyYEHHSt
BMNPOBYBaHHS AKOCTI, HEeCyTTEBOroO BMNPO6YBaHHA B NpOLECi BUPOOHULITBA) -
MapKyBaHHSA Ta BupaaneHHs nokasnuka Extractable volume, wo
BTOPWHHE NakyBaHHS BUKOHYBaBCS Y MPOLieCi BUPOOGHULTBA PO3UMHHIMKA (Boga
po3uyMHHKKa: BeTTep ONA iH'EKLjiA) Y nonepeaHbo HANOBHEHUX LLINPULAX;
dapma-depTiryHr 3MiHM | TRy - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbkWii 3acib.
'm6X Ta Ko. K, 3MiHW Y BUPOOHULTBI. 3MiHN BUNPOBYyBaHb abo
HimeuunHa; BisyanbHa [OMNYyCTUMUX MEX, BCTAHOBMEHUX Y crieymdikalisx, nig vac
iHCMeku,is, BVMPOGHMLTBA rOTOBOTO /1iKapPCbKOro 3aco6y (BUyYEHHS
BUNPOGYBaHHSA HecyTTEBOro BUNpobyBaHHS B NPOLECi BUPOOHNLTBA) -
cTabinbHoCTI BupaneHHs nokasHuka pH, Lo BUKOHyBaBCA Y NpoLeci
po3unHHKKa: BeTTep BMPOGHMLITBA PO3YMHHMKA (BOAA A1 iH'EKLR) y
dapma-depTiryHr nonepeaHbL0 3anoBHEHUX Wnpuuax; 3miHu | Tuny - 3MiHu 3
'v6X Ta Ko. K, sIKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
HimeuunHa; nikapcbKoro 3acoby. 3MiHa y MmeTogax BUNpoGyBaHHS
BUPOGHULTBO, roTOBOro Nikapcbkoro 3acoby (He3HauyHa 3miHa y
BMNPOOGYBaHHS AKOCTI, 3aTBEPAKEHMX MeToAax BUNPOBYBaHHS) - 3MiHU A0
Bi3yasibHa iHCMeKuis npoueaypu BunpobyBaHHs rOTOBOrO NPOAYKTY 3a
poO34MHHKKa: BeTTep nokasHukom «Solubility» Ta «Visual inspection»; 3MiHu |
Papma-depTiryHr T™Mny - 3MiHW 3 IKOCTi. TOTOBMIA Nnikapcbkuii 3aci6. Cuctema
'v6X Ta Ko. KT, KOHTeliHep/3akKyrnopoBaibHWii 3aci6. 3MiHa y NepBUHHIl
HimeyunHa,; yMakoBLii FOTOBOro NikapcbKoro 3acoby (iHLWi 3MiHN) -
BMNPOGYBaHHSA AKOCTI, 3amiHa emynbcii cunikoHoBoi onii Dow Corning® 365,
Bi3yasibHa iHCnekuis 35% Dimethicone NF Emulsion (DC365) Ha Dow Corning®
pO34MHHUKA: BeTTep- 366, 35% Dimethicone NF Emulsion (DC366), L0
dapma PepTiryHr BVIKOPUCTOBYETLCSA AJ15 CUMIKOHI3aLii LmMNiHapiB
v6X Ta Ko. KT, nonepeAHbO HaNoOBHEHUX LUMNPULLB
HimeuunHa
135. | HYBIK |/ MOPOLLOK Ta OkTadapma AscTpis BMPOGHUK, LWsewis/ BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny 3a UA/17140/01/01
NUWIQ® PO34YMHHVK ANS dapmaneBTmK BiANoBigaIbHMI 3a HimeuunHa | - 3miHuM 3 skocTi. ADI. KoHTponb A®l. 3miHa y napameTpax | peyenmom
pO34uHy ons a BMpo6HULTBO in bulk, cneumdikauin Ta/abo [oNyCTUMKUX MEX, BUSHAUYEHUX Y
iH’exuii, no 250 MO, | MpopykTioHcre nepByHHE NakyBaHHS, cneuudikauisx Ha A®l, abo BYXigHWIA/NPOMIKHWIA
1 donakoH 3 c Mm.6.X. Bi3yasibHy iHCMEKLto, npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
nopotukom, 1 BUNPOGYBaHHSA Ha BUpo6HUUTBA AP| (LONOBHEHHA cneuudikauii HoBUM
nonepegHLo LiNicHICTb, NMOKa3HUKOM SIKOCTi Ta BiANOBIAHUM METOA40M
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

3arnoBHeHWI LWNpuLY
3 PO34YMHHMKOM MO
2,5 mn (Boga gns
iH'EKLII) pa3oMm 3
KOMMNIEKTOM NSt
PO3YMHEHHS |
BHYTPILLHLOBEHHOTO
BBEAEHHSA

(1 aganTep ans
BIAKPMTTA dhiakoHa,
1 ronka meTenuk, 2
NPOCOYEeHi CNMPTOM
TamrnoHu) B
KapTOHHilA KopooLi

BMMNPOGYBaHHS AKOCTI,
BUNYCK cepii KiHLEeBOro
npoaykTy (nopoLuka
NS pO34nHy Ans
iH eKUili Ta
PO3UYNHHMKA):
OkTadapma AB,
LLIBeLlisi; BUPOGHMUK,
BiANOBigabHWIA 32
Bi3yasibHy iHCMEKLt0
Ta BUNPOBGYyBaHHA Ha
uinicHicTb ans
nopoLLKa A4/15 PO3UNHY
ONs iH ek,
MapKyBaHHSA Ta
BTOPVHHE NakKyBaHHSA
KIHLLeBOro npoaykTa
(nopowwka ans
PO34nHy A8 iH KL
Ta PO3UMHHKKA):
Oxktadhapma [eccay
mM6X, HimewunHa,;
BidyasibHa iHCneKuis,
BMNPOGYBaHHSA AKOCTI,
MapKyBaHHSA Ta
BTOPWHHE NakyBaHHS
po3unHHVKa: Bettep
dapma-depTiryHr
"M6X Ta Ko. KT,
HimeuuunHa; BisyanibHa
iHCneKuis,
BUNPOGYBaHHSA
cTabifibHOCTI
po3unHHKKa: BeTTep
dapma-depTiryHr
'm6X Ta Ko. KT,
HimeuuunHa;
BUPOGHULTBO,
BMNPOGYBaHHSA AKOCTI,
Bi3yasibHa iHCnekuis
po3ynHHKKa: BeTTep
Papma-depTiryHr
v6X Ta Ko. K,
HimeuuunHa;
BMNPOGYBaHHSA AKOCTI,
Bi3yasibHa iHCnekuis
po34nHHMKa: BeTTep-
Papma PepTiryHr

BMNpoGyBaHHS) - [logaBaHHsA nokasHuka Specific gravity
[0 cneumdikauii gonomikHoT pedosuHn Ethylene glycol,
sIKa 3aCTOCOBYETbCS NPU BUPOOGHULTBI Ajit0HOT pevoBuHN, 3
KpuTepiem npuiAiHaTHOCTI 1.10 - 1.12.; 3MmiHu | Tuny - 3MiHn
3 AkocTi. APl KoHTposnb A®I. 3miHa y meTofax
BuNpobyBaHHA APl abo BUXiAHOrO MaTepiasly/npoMiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPOKEHNX
MeTofax BUNPOo6yBaHHS) - 3MiHW y MeToauL,i
BMNpo6yBaHHA Determination of absorbance at 280 nm
and protein concentration, L0 BUKOHYETbLCA Y NPoLLeCi
BMPOOHULTBA Ai0HOI PEHOBUHM:

- BBEJeHHS NepeBipKN NPUAATHOCTI CUCTEMM Ha NOYaTKY i
B KiHLi BUNpOOYyBaHHS;

- BBE[IEHHS KOHTPO/IbHOrO 3paska B1pobHuuTBa Hellma
Analytics;

- OHOB/IEHHSA TabnWLi, LLO ONUCYE NiAroTOBKY NPoou;

- LONOBHEHHSA PO34i/y cneuiasibHNX NPUMITOK
iHcbopMmaLiero WoA0 3HaUYyLWMX udp Ta NOBTOPEHb TECTY;
3MiHM | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
3MiHU Yy BUPO6HMLTBI. 3MiHK BUNpobyBaHb abo
[ONYCTUMKX MEX, BCTAHOB/IEHMX y creumdpikalisx, nig vac
BMPOGHMLITBA FOTOBOTO /liKaPCbKOro 3acoby (BUIyYeHHs
HecyTTEBOro BUNpPobOyBaHHA B NpoLeci BUpo6HULTBA) -
BupganeHHs nokasHuka Extractable volume, wo
BUKOHYBaBCS Y MpOLieCi BUPOOHULTBA PO3UMHHIMKA (Boga
ONA iH'EKLjiA) Y nonepeaHbo HANOBHEHUX LLUNPULAX;
3MiHM | TRy - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknii 3acib.
3MiHW Y BUPOOHULTBI. 3MiHN BUNPOBYyBaHb abo
[OMNYyCTUMUX MEX, BCTAHOBMEHUX Y crieymdikalisx, nig vac
BVMPOGHMLTBA rOTOBOTO J1iKapPCbKOro 3aco6y (BUyYEHHS
HecyTTeBOro BUNPo6yBaHHA B NPoOLeCi BUPOOHNLTBA) -
BupganeHHs nokasHuka pH, Lo BUKOHYBaBCS Y NPOLECI
BMPOGHMLITBA PO3YMHHMKA (BOAA A1 iH'EKLR) y
nonepeaHbO 3anoBHEHUX LWNpULAX; 3MiHW | TURY - 3MiHK 3
AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbKoro 3acoby. 3MiHa y MmeTogax BUNpoGyBaHHS
roTOBOro Nikapcbkoro 3acoby (He3HauyHa 3miHa y
3aTBEPMHKEHUX MeTogax BUNpobyBaHHs) - 3MiHW [0
npoueaypu BunpobyBaHHs rOTOBOrO NPOAYKTY 3a
nokasHukom «Solubility» Ta «Visual inspection»; 3MiHu |
T™Mny - 3MiHW 3 IKOCTi. TOTOBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKyrnopoBaibHWii 3aci6. 3MiHa y NepBUHHIl
yMakoBLii FOTOBOro NikapcbKoro 3acoby (iHLWi 3MiHN) -
3amiHa emynbCii cunikoHoBoi onii Dow Corning® 365,
35% Dimethicone NF Emulsion (DC365) Ha Dow Corning®
366, 35% Dimethicone NF Emulsion (DC366), L0
BVIKOPUCTOBYETLCSA A151 CUMIKOHI3auii LnMNiHapiB
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
Mv6X Ta Ko. KT, nonepeAHbO HaNoOBHEHUX LUMNPULLB
HimeuunHa
136. | O3EP/IIK® TabneTkn, BKPUTI TOB Ykpaina KYCYM XENTXKEP IHais BHECEHHS 3MiH [0 PEECTPALiiHNX MaTepiasiB: 3MiHa 3a UA/7652/01/02
o60noHkoto, no 400 «NEADPAPM MBT NTA, 3agBHuKa /13 (MIBI) (BnacHuka peecTpaviiiHoro peyenmom
Mmr; no 10 TabneTok NT0» noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460).
y 6nicTepi; no 1 BBefeHHs 3MiH NpoTarom 6-x MicAuiB nmicns
6nictepy y 3aTBEpMKEHHS. 3MiHuW | Tuny - 3MiHK Woao
KapTOHHIA ynakoBL,i; 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay. BeefeHHs
no 10 TabneTtok y a60 3MiHM [0 y3arasibHeHNX JaHnX NPo cucTemy
6nicTepi; no 1 thapmakoHarnsgy (BBeAeHHS y3arasibHeHUX gaHux npo
6nictepy y cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaxeHoi ocobu,
KapTOHHIi ynakoBL; BiANOBIAA/IbHOI 32 34iICHEHHSA hapmakoHarnsgy;
no 10 KapTOHHWX KOHTaKTHOI 0cobu 3 (hapMakoHarnfgy 3asBHuKa gns
yNakoBoOK Y 3pilicHeHHA hapMakoHarnagy B YkpaiHi, SKLL0 BoHa
KapTOHHI KopoobLyi BigMiHHa Big, yNOBHOBaXXEHOT 0CO6MU, BigNoOBigaNbHOI 3a
3pjiicHeHHs hapMakoHarnsgy (BK/IHYauM KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MiLLleHHi MacTep-haiina cucremu
hapmakoHarnisgy). 3MiHa ynoBHOBaXXeHOT 0co6U
3as1BHMKA, BiANOBIAA/IbHOI 32 3AiACHEHHS
thapmakoHarnsgy.
[itoua pepakuin: Dr. Sanjay Kumar Mishra. MponoHoBaHa
pepakuis: NMpusnmmpcbka Tamapa BonogumumpisHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAaUIbHOI 3a 34iiCHEHH:A hapmakoHarnsagy. 3miHa
MicLUs1 3AiACHEHHA OCHOBHOI Ais/IbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3HaxoKeHH macTep-
thaiina cuctemu thapmakoHarnsgy Ta moro Homepa.
137. | OKCANINNAT | KoHUeHTparT A/s EBEBE ABCTpIf NOBHWIA LMK ABcTpisi/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/6314/02/01
VH "EBEBE" pO34nHy ons dapma BUPOGHMLTBA: HimeuyunHa - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuenmom
iHcpy3ii, 5 mr/mn, no lec.m.6.X. PAPEBA YHTepax afipecyt MicLA NPOBaKEHHS AiS/IbHOCTI
10 mn (50 wr), abo Hdor. KI M6X, ABCTpIfi; BUNYyCK BMPOGHMKa/imnopTepa roToBoro fikapcbKoro 3acoby,
20 mn (100 mr), abo cepii: EBEBE ®apma BK/THOYAKOUM AiNbHULI BUNYCKY cepii abo micue
30 mn (150 wr), abo lec.m.6.X. Hdoor. KT, NpPOBeAEeHHS KOHTPO/IO AKOCTI. (4iANbHICTb, 3a AKy
40 mn (200 mr) y ABCTpIS; BiANOBiAa€e BUPOGHMK/IMNOpTep, He BK/OUAUM BUMYCK
donakoHi; no 1 KOHTPONb/BUNPOGYBaH cepiii) 3MiHa Ha3BU BUPOGHMYOT AinbHuULi 13 EBEBE
chnakoHy B Hs cepii: Jlabop /1IC ®apma Nec.m.6.X. Hoor. K, AscTpiss/ EBEWE Pharma
KapTOHHIA KopoobLi CE & Ko. KT, Ges.m.b. H. Nfg. KG, Austria Ha ®PAPEBA YHTepax 'mM6X,
HimeyunHa,; ABcTpisi/ FAREVA Unterach GmbH, Austria ans ycix
KOHTpO/b/BMUNpobyBaH hyHKLI, KpiIM chyHKLiT BUNYCKY cepii, 6e3 3MiHn Micua
HS cepil: YMdopaHa BMPOGHMLTBA.
Nabop dbop AHaniTik BBeneHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
YHA 3aTBepAKEHHS. 3MiHM | TNy - 3MiHK 3 AKOCTI. FoTOBUIA
AyhTpardopcLuyHr nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
Mv6X &Ko KT, iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
HimeuunHa KOHTPOJIH0 SIKOCTi FOTOBOrO fliKapCbKoro 3acoby (3amiHa
abo fofasaHHA BUPOOHMKa, LLO BiANOBIfAE 3@ BBE3EHHSA
Ta/abo Bunyck cepii) - He Bkovaroumn
KOHTpONb/BMNpo6yBaHHSA cepii. [logasaHHs BUPO6GHUYOI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep

n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o

3acoby yrnakoska) nocsioYyeHHs1
OiNbHWL, BigNOBigabHOT 3a BUNYCK Cepil, HE BKIOYaUn
KOHTpO/b/ BUNpobyBaHHs cepii ®PAPEBA YHTepax MM6X,
MoHazeewTpacce, 11 4866 YHTepax am ATTepsee,
ABcTpis/FAREVA Unterach GmbH, Mondseestrasse 11,
4866 Unterach am Attersee, Austria. BBeieHHs 3MiH
NpoTArom 6-T1 MicALIB Nicna 3aTBEPAKEHHS.

138. | OKTArAM po3unH ans iHgysiii, | OKTA®APMA ABcTpist OxTadapma AscTpisi/ BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasiB: TEXHIYHA 3a UA/13905/01/01
50 mr/mn, no 50 mn, PapmaueBTUK dapmaueBTrKa Lseuisi/ nomusika (3rigHo Hakasy MO3 Big, 23.07.2015 Ne 460) peuenmom
abo no 100 mn, abo a MpogykTioHcrec. ®paHuia/ TexHi4yHy NOMUIKY BUMPABAEHO B iIHCTPYKLT AnA
no 200 mn y nnswyj; | MNpopykTioHcre M.6.X., ABCTpIS; HimeuunHa MeJMYHOro 3aCTOCYBaHHS MiKapCbKoro 3acoby B TEKCTI
no 1 naswujy c. M.6.X. BMPOOBHUK, po3ziny "OcobnnBOCTi 3aCTOCyBaHHA", a came BU/yYeHa
KapTOHHI KOpoobLyi BignoBigasibHWIA 3a iHdhopmauist woao ynakoskm no 20 ma. 3a3HaveHe

BMPOGHULITBO 3a BMMNpaB/IEHHS BiAMNOBiJae MaTepiasiam peecTpaviiiHoro
NOBHUM LIMK/IOM, 3 [ocbe
BUK/TIOYEHHAM
BTOPUHHOI YNaKoBKMN:
OKTA®APMA AB,
LLseuisti; BUpo6HMK,
BignoBigabHWi 3a
BMPOOHULITBO 3a
MOBHWM LMK/IOM, 38
BUK/IIOYEHHAM
BMPOGHMLITBA PO3UNHY
in-bulk, BTOpMHHOT
yNaKkoBKu.
AnbTepHaTUBHO,
BMPOGHMLTBO
KIHLLeBOro NpoAayKTy 3
in-bulk po3uuHy,
BMPOGIEHOrO Ha
OxTadapma
dPapmaueBTmKa
MpopaykTioHcrec.
M.6.X., ABCTpisi:
OkTtadhapma, PpaHLis;
AnbTepHaTnBHa
BMPOGHUYA AinsHKa
NS BTOPUHHOTO
nakyBaHHS:
OxTacdapma [Jeccay
'mM6X, HimeuunHa
139. | OKTAMJIEKC NOpoLLOK Ta OxkTadhapma ABCTpis Bupo6bHmK HimeuunHa/ | BHECEHHS 3MiH 40 peecTpaLiiHnX MmaTepiasis: 3MiHu | Tuny 3a UA/14313/01/01
500 MO PO3YMHHUK AN PapmaueBTUK (anbTepHaTUBHWMIA), ABcTpisi/ - 3MiHM 3 AkocTi. CepTudpikat BignosigHoCTI/TE- peyenmom
pO34nHy ons a BiANoOBigaIbHUI 3a PpaHuis cepTudikaT BignoBigHOCTI EBponeiickkiii
iHchysiii no 500 MO; MpopykTioHcre BTOPVHHE NaKyBaHHsA thapmakonei/moHorpadii. NMogaHHs HoBOro abo
[Bi KOPOOKHM c M.6.X. Ta Bi3yaUlbHYy OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI ab0 BUTyYEHHS
06'eAHYIOTBLCS MK iHCneku,o: cepTudpikaTa BifnoBiAHOCTI EBponeiichkiin hapmakoner:
€060 N1AaCTMKOBOK Oxtadapma [leccay ans A®l; ansa BuxigHoro martepiany/peareHty/npoMixxHoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
N/iBKOO: KApPTOHHA v6X, HimeuunHa; NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI APl; aons
Kopo6ka Nel: no 1 Brpo6HuK, [0MOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
hnakoHy 3 BiANOBigabHWIA 32 €sponeiicbkiii hapmakonei) - OHOBNeHNI cepTudpikaT Bif,
MOPOLLKOM AN151 BUPOGHULITBO 3a yXe 3aTBepKeHOro BUpobHuka - OHOBMIEHH: cepTudikaTy
PO34UHYy ONs iH KL NOBHUM LK/IOM: Bi4MNOBIAHOCTI 4717 renapuHy HaTpito Bif yxe
Ta IHCTPYKUi€eo Npo OkTadapma 3aTBep/mxeHoro BupobHuka Nanjing King-Friend
3aCTOCyBaHHS; dapmaneBTMKa Biochemical Pharmaceutical Co. Ltd. 3anponoHoBaHo:
KapTOHHa Kopobka MpogaykTioHcrec CEP Ne R1-CEP 2005-070-Rev 05; 3MiHu | Tuny - 3miHu 3
Ne2: no 1 dpnakoHy M.6.X., ABCTpIS; akocTi. A®l. BupobH1LTBO. 3MiHM BUNpo6yBaHb abo
i3 PO3UYVHHMKOM BUPOBHMK [OMyCTUMUX MeX y npoueci BupobHuutea Adl, wo
(Bofa Ans iH'eKUIN, BiANoOBigabHUIA 3a BCTaHOBJIEHI y cneuudikalisx (fogaBaHHA abo 3aMiHa
20 Mn) y KapTOHHiIl BMPOBGHULITBO 3a BMNPOGYBaHHSA 3a pesy/ibTaTamu LOCNiLKEHb 3 6e3neKku
Kopobui pasom 3 NOBHUM LMK/IOM 3a abo fAKocTi) - MNepeHeceHHs1 BU3HAYEHHS Bipycy renatuty A
KOMMAEKTOM A/18 BUK/THOYEHHAM meTogom MNP (HAV-PCR) 3 etany Sample 1la Ha eTan
PO3YMHEHHSA Ta BTOPVHHOT YNaKOBKMU: Sample FFP/ S1; 3minu | Tvny - 3miHu 3 skocTi. API.
BHYTPILLHbOBEHHOTO OkTadhapma, ®paHuis Brpo6HMUTBO. 3MiHM B npoueci BupobHuutea Ad|
BBeAeHHs (1 wnpwy, (He3HauyHa 3MiHa y npoueci BupobHuLTBa AdI) - BBEeHHs
ofiHopasoBwid; 1 anbTepHaTMBHOIO iNIbTPYOHOro Matepiany 3
KOMMEKT A1A Hep)xaBitouoi CTasli 418 HanopHOro iNbTPy
nepexocy (1
[OBYXKiHLieBa ronka,
1 hinbTpoBasIbHA
ronka); 1 komnnekrt
AN iHdysiit (ronka-
MeTenuk); 2
NPOCOYEHNX
CNYPTOM TaMMOHIB)
140. | OMENPA3O/1 | nopoLok ans TOB YkpaiHa TOB "ACTPA®APM" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasiB: TeEXHIYHA 3a UA/19118/01/01
ACTPA po3unHy ans iH'ekuii | "ACTPA®APM (nakyBaHHs i3 chopmu nomuska (3rifHo Hakasy MO3 Big 23.07.2015 Ne 460) — peuenmom
no 40 wr, no 1 a6o " in bulk: WaHbayH NOMWJIKM NOB'A3aHI 3 Nepeknafom abo nepeHeceHHAM
10 dpnakoHiB y FOMCiHb iHchopmawii, ki 6ynn gonyuieHi nig yac NpoBeAeHHs
KapTOHHIlA KOpooLi dapmacstoTikan Ko., npoueaypu peectpadii nikapcbkoro 3acoby (Hakas Ne2797
Nta., Kutaricbka BiA 16.12.2021p.), y po3aini «YmMoBu 36epiraHHs»,
HapogHa Pecny6nika) MeTopiB KOHTPO/I0 AKOCTI, Byna fonyLieHa NoMuka
LLLOZ0 3a3HaYeHHS rpaHUYHOT TemnepaTtypu 36epiraHHs.
3asHayeHe BMMNpaB/ieHHA Bi4NOBigae MaTepiasiam
peecTpauiiHoro Aocke. TeXHIUHY MOMUIIKY BUNPaBIEHO B
IHCTPYKLU|T 418 MEANYHOro 3aCTOCYBaHHA Ta B TEKCTI
MapKyBaHHS /likapcbKoro 3acoby y po3gaini "YMosu
36epiraHHa".
141. | OPHI30/N® PO34UH AN1s iHQY3il, MAT YkpaiHa MAT "Tanuuchapm” Ykpaina BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis: 3MiHu | TUNy 3a UA/12227/01/01
5wmr/manno 100 mny | "Tanuudapm” - 3MiHK 3 AKOCTi. F0TOBWUIA NiKapcbkunii 3aci6. KoHTposb peyenmom
nnawwyi; no 1 [OMNOMIXHMX pevyoBUH. 3MiHa napameTpiB crnevumdikauii
NAAWLI B navui Ta/abo [onycTUMNX MeX A5 LONOMIXKHOT peqyoBUHM (iHLUi
3MiHW) - BUTyYeHHS iHdhopMalLii LLoAo NpoBeAeHHS
BMMNPO6YBaHHA 415 ifeHTUdIKaLii KOXXHOro TapHOro Micus
i3 Cneuundikauii gonomixHoi pevoBuHn HATPIKO X/10PN[,
142. | OPNTIOKCALUM | po3unH ans iHdysii MpuBaTHe YKpaiHa [MpuBaTHe akujioHepHe YKpaina BHECEHHS 3MiH A0 peecTpauiiHux martepiasi: 3MiHu | 3a UA/13268/01/01
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n/n

JliKapcbKo20

Hasga

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

H

0,2 %, no 100 mn
a6o 200 mn
npenapary y
naswyi; no 1
NAAWLI Y nayLi

akuioHepHe
TOBap1CTBO
"IHdpysia”

TOBapuUCTBO "lHy3isa"

TMny - 3MiHK Woao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOrO 3BIiTY 3 6e3nekun NikapcbKoro 3acoby, abo
LocnimpkeHb 3 6e3nekn 3acToCyBaHHSA NikapCbKOro 3acoby
B nicnspeecTpauiiinii nepiog, abo sk pe3ysibTaT OLiHKM
3BIiTY 3 OC/iAXeHb, MpoBeAEeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpkers (PIP) (3MiHy y3rogpkeHo 3
KOMMETEHTHUM YMOBHOB&XEHUM OpraHom) 3MiHV BHECEHO
[0 IHCTPYKUiT 415 MeANYHOro 3aCTOCyBaHHSA NiKapCbKoro
3acoby y po3gin "MobivHi peakuii" BignosigHO [0
OHOBJIEHOI iHChopMaLii 3 6e3nekn Ajt40i pe4HOoBUHM.
MpeacTaBneHi 3miHy B iHhopMavii 3 6e3neku Woao
BHECEHHS 3MiH Ta A0NOBHEHb Y po3ain "MobiuHi peakwii
NPOEKTY IHCTPYKLT A1 MeANYHOro 3acTOCyBaHHA
nikapcbkoro 3acoby Ha nigcrasi pekomeHaauii PRAC, wwo
po3MilLeHi Ha odiljiiiHomy caiiTi EMA. CynyTHA 3MiHa -
3MmiHu Wwopao 6esnekn/edekTUBHOCTI Ta hapMakoHarisgy.
BHeceHHs abo 3miHa(u) A0 30008B'A3aHb Ta YMOB BUgadi
peecTpauiiHoro NOCBigYEHHs!, BKtoYatoum Mnax
ynpaBiHHA pU3nKamu (3aCTOCyBaHHS TEKCTY, KU
NOrofXeHni 3 KOMNeTEeHTHM opraHom) HagaHo
OHOB/IEHWIA MNaH ynpasniHHA pu3nkamu Bepcia 2.1. 3MiHn
BHECEHO A0 YacTuH: | «3aranbHa iHdopmauis», V
«3axoau 3 MiHiMi3auii pu3ukie», VI «Pestome niaHy
ynpasniHHA pusmkamn», VIl «dogatkv» (qogatok 2) y
3B'AI3KY 3 OHOBJ/IEHHAM PYTVMHHUX 3aX0AiB 3 MiHiMi3auil
pu3unkiB Ha nigcTasi pekomeHgauil PRAC, Wo po3milleHi
Ha oqoiLllifiHomMy caiiti EMA.

peyerimom

143.

ODTAKNIH

Kpanni O4Hi, PO34nH,
0,1 mr/mn; no5mMny
donakoHi 3
KpanefnbHULEr Ta
KPWLLIKOIO 3
KOHTpONem
po3KpuTTS; no 1
hnakoHy y nauui

MpAT
"®apmavueBTu
YyHa hipma
"AapHuus"”

Ykpaina

MpAT
"®apmaueBTuyHa
dipma "fapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny
- 3MiHu 3 AkocTi. APl. KoHTponb A®I. 3miHa y napameTpax
cneumgikauiii Ta/abo 4ONYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha Ad®l, abo BYXigHWA/MPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
BMPO6HMLTBA ADI (iHLLI 3MiHW)

CynyTHS 3MiHa
- 3MiHK 3 AkocTi. A®L. KoHTponb A®I. 3miHa y meTofax
BMNpobyBaHHA APl abo BMXigHOrO MaTepiasty/npomMikHOro
NPoAyKTy/peareHTy, L0 BYUKOPUCTOBYETLCSA Y NPOLEC
BUPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHMNX
MeTodax BMNpobyBaHHs) - 3MiHM J0 creumdikaii Ta
MeToZiB KOHTpono Ad| MipamicTuH 3a nokasHukamu: «pH
PO3unHy», «CynpoBigHi AOMiLLkn» Ta «KifbkicHe
BW3HAYEHHS» HOPMYBaHHS Ta METOAMKUN 3a/INLLEHO 6e3
3MiH, BHECEHI pefakLiliHi npaBku, Ski 0dhopM/IeHi
BiZANOBIAHO [0 pekoMeHAaLiin Ta ctunictukn AdY; Tect
«P034YMHHICTb» 3anNpONOHOBAHO BUKOHYBATU TECT Ti/IbKM1

3a
peyenmom

UA/16352/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

[Ansa po3ymHHUKIB Boga P Ta eTaHon (96 %) P, wo He
cynepeunTb BUMoram AdY. BHeceHi pefakuiiiHi npaBku,
AKi ochopMIIeHi BiANOBIAHO O pekoMeHaaLiin Ta
ctunictukn @Y. HopmyBaHHS Ta METOAMKY TECTY
«Mikpob6ionoriyHa YucToTa» NpuUBELAEHO Y BigNOBIAHICTL A0
BuMor €, 2.6.12, 5.1.4.; 3miHu | Tvny - 3MiHW 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHs Ad|
ab60 BUXigHOro marepiasy/npoMiKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoueci BupobHuutea A®I (iHwwi
3MiHM Y MeTogax BUNpobyBaHHS (BK/IOUaouy 3aMiHy abo
[0NoBHEHHS) A®| abo BMXIAHOrO/NPOMIXHOr0o NPOAYKTY) -
3MiHn y MeTodax BunpobysaHHs A®| MipamicTuH 3a
nokasHukamu: «lgeHtudikayia A», «lgeHTudikauis B»,
«[lMpo30opicTb po34KHY», «KOSIbOPOBICTb PO3YNHY>»
MEeTOAMKM KOHTPOSIHO 3aU/ULLEHO 6e3 3MiH. BHeceHi
pefakuiiiHi npaBku, siki 0ddOpMIIEHi BignoBigHO 40
pekomeHAaLiii Ta ctunictukm AdY. 3a pesynstatamu
Banigauii Tect «Boga» AONOBHEHO YTOYHEHHSAM LLIOAO
BUKOPWCTOBYBAHOIO PeakTUBY: «OKPIM MOACIPUYMCTOro
peakTuBy P MOXHa BYKOPUCTOBYBATY OACIPUACTUIA
peakTns HYDRANAL Composite 5 (kaT. Ne 34805)». [ins
TeCTy «3a/INLIKOBI Ki/IbKOCTi OPraHiyHNX PO3UUHHKIKIB»
MEeTOAMKY KOHTPOJI0 3asmLieHo 6e3 3MiH. BignosigHo ao
pesynbTaris BasigaLii 4O METOAUKN BHECEHI HACTYMHI
KOPEKTUBW: YTOYHEHO TEPMIH NPUAATHOCTI PO3UNHY
NOPIBHAHHS; A0 YMOB XpomaTorpacdyBaHHs BHECEHI
[oAaTKoBi NapameTpu napodasHoi NpUCcTaBkn Ta
TemnepaTypHi napameTpu, YTOUHEHI BUMOTU [10
XpomaTorpadivyHoi KOSIOHKW;0HOBNEHWI OAWH 3
napameTpiB NPUAATHOCTI XpomatorpadiyHoi cuctemu, a
came: CTyniHb po3fi/iIeHHs — He MeHLwe 1,5. o po3ainy
BHECEHI pefakLiliHi npaBku, Ski 0chopM/IeHi BigNoBigHO A0
pekoMeHAauili Ta ctunicTukm AdDY.; 3miHu | Tuny - 3MiHK 3
akocTi. A®l. KoHTposib A®L. 3miHa y napameTpax
cneuudikauin Ta/abo [oNyCTUMKUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®I, a6o BUXiAHUA/NPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y NpoLeci
BUPOGHMLTBA AD| (BUTYYEHHA HE3HAYHOTO NMOKa3HUKa
AKOCTI (Hanpukiag, BUNyYEeHHs 3acTapifioro nokasHmka)) -
TecT «Baxki MeTanu» BUKIIOYEHWI 3 NPOEKTY BiAMOBIAHO
[0 MaTepianis Bupo6HuKa Ta Bumor ICH Q3D Guideline for
Elemental Impurities; 3minu | Tvny - 3miHn 3 skocTi. A®I.
CrabinbHicTb. 3mMiHa nepiogy NOBTOPHUX
BMNpOGYyBaHb/nepiofy 36epiraHHA abo yMOB 36epiraHHs
Al (3a BiACYTHOCTI y 3aTBEPAXEHOMY [OCbE cepTudpikara
BiAMOBIAHOCTI €Bponeiichbkili hapmakonei, Lo BKIoYae
nepiog, NOBTOPHOro BUNpobyBaHHsA) (nepios, NOBTOPHOIO
BMNpo6yBaHHs/Nepio 36epiraHHs) - 3MiHa ymMoB
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
36epiraHHA A®I - YmoBM 36epiraHHa ons cybctaHuii
MipamicTuH BUpo6HMKa TOB «®APMXIM», YkpaiHa
BCTAHOB/IEHO BiANOBIAHO A0 aKTyasbHUX Matepianis
BMPOGHMKA. «YMOBU 36epiraHHsA» (3aTBepmxeHo: «B
NIOTHO YKYNOPEHHO Tape npu Temneparype He Bbile 25
° C», 3anponoHOBaHO: «B opuriHanbHii ynakosLi npu
Temneparypi He Bule 25 ° C »)
144. | NAHS3ICA/ PO34nH Ans iHdy3il Okradhapma AscTpist BUPOGHUK, ®paHuia/ BHECEHHS 3MiH [0 peecTpauiiiHux martepianis: 3mMiHn | Tuny 3a UA/17142/01/01
PANZYGA® no 100 mr/mn; no 10 PapmaueBTHK BignoBigasibHWIA 3a ABcTpisi/ - 3MiHn 3 skocTi. CepTucpikat BignosigHOCTI/ITE- peyenmom
M1, 25 M1 PO3YKHY Y a BMPOGHMLTBO in-bulk, HimeuunHa cepTudikaT BignoBigHOCTI EBponeichKiii
donakoHi, no 1 MpoaykTioHcre nepByHHE NakyBaHHS, hapmakonei/moHorpadii. NMogaHHa HoBoro abo
chnakoHy B c M.6.X. BUMYCK Cepii: OHOBJ/IEHOrO cepTudikarta BifnoBigHOCTI abo BUTyYEHHS
KapTOHHI kopo6Lyj; OkTadhapma, dpaHuis; cepTudpikaTa BignoBiAHOCTI EBpoNeiiCchKil thapmakonei:
no 50 mn, 100 mn BMPOOBHUK, ans A®l; ansa BuxigHoro matepiany/peareHTy/npoMixXHOro
PO3YMHY Y NAALLKAX, BiANOBiAaIbHMI 3a NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI API; Ans
no 1 naawui B nepBuHHe Ta [L0MNOMIXHOT peyqoBuHN (cepTudikaT BignoBigHOCTI
KapTOHHIlA KOpooLi BTOPVHHE NakKyBaHHS, €Bponelicbkii hapmakonei) - OHOB/IEHWIA cepTudikar Bif,
KOHTPO/Ib SIKOCTI, yXXe 3aTBEPAKEHOr0 BUPO6HMKA - OHOB/IEHHA cepTudikarty
BUMYCK Cepii: BiANOBIAHOCTI AN renapuHy HaTpilo Bif yxe
OkTathapma 3aTBepAxeHoro Bupo6Huka Nanjing King-Friend
dapmaueBTMKa Biochemical Pharmaceutical Co. Ltd. 3ateepmxeHo: CEP
MpopaykTioHcrec. Ne R1-CEP 2005-070-Rev 01 3anponoHoBaHo: CEP Ne
M.6.X., ABCTpis; R1-CEP 2005-070-Rev 06
BMPOGHUK,
BignoBigabHWi 3a
BTOPWHHE MakKyBaHHS:
Oxktadhapma [eccay
rm6X, HiMeyunHa
145. | NAH3ITA/ pO34nH ANs iHdy3il OkTadapma AscTpist BUPOGHUK, ®paHuia/ BHECEHHS 3MiH [0 peecTpauiiiHux Martepianis: 3mMiHW | TUny 3a UA/17142/01/01
PANZYGA® no 100 mr/mn; no 10 dapmaueBTUK BiANOBiAaIbHMI 3a AscTpisi/ - 3MiHu 3 aKocTi. A®l. Bupo6HMLUTBO. 3MiHV BUNpo6yBaHb peyenmom
MJ1, 25 M1 PO3YUHY Y a BMPOGHMLTBO in-bulk, HimeyunHa abo gonycTummx MeX y npoueci BupobHuuTea Adl, wo
donakoHi, no 1 MpoaykTioHcre nepByHHE NakyBaHHS, BCTaHOB/EHI Y cneundikavisx (iHWwi 3MiHW) - 3MiHN Y
chnakoHy B c M.6.X. BUMYCK Cepii: MeTOoZi BU3HauYeHHs 3arasibHoro 6inka 6iypeToBumM
KapTOHHI Kopo6Lyj; OkTtadhapma, PpaHuis; MEeTOA0M Y TEXHOJOrYHMX 3pa3kax nnasmu FFP/S1/1P1, a
no 50 mn, 100 mn BMPOOBHUK, came AofaBaHHs eTany BUMIpPIOBaHHS XO/10CTOrO 3paska
PO3YMHY Y NAALLKAX, BiANOBIAaIbHMI 3a Ta BigHIMaHHS OTPUMAaHOro 3HaYEHHS ONTUYHOT F'YCTUHU
no 1 naswuji B nepBrHHe Ta Bifl pe3ynbTartiB BUMIpIOBaHHA 3paskiB niasmu
KapTOHHIlA KopooLi BTOPVHHE NakKyBaHHS,
KOHTPO/Ib SIKOCTI,
BMNYCK Cepil:
OkTathapma
dapmaveBTVKa
MpopaykTioHcrec.
M.6.X., ABCTpis;
BMPOGHUK,
BignoBiganbHWi 3a
BTOPWHHE MaKyBaHHS:
Oxtadapma [leccay
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
m6X, HiMevyunHa
146. | NEHTAMNIH Kancynu; no 10 TOB "ACIHO YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/10881/01/01
®C EKCTPA Kancyn y énicrepi; YKPAIHA" - 3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE- peyenmom
KAMNCYnn no 1 a6o 2 6nictepu cepTudikaT BignoBigHOCTI EBponeichKii
B KapTOHHI navui hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikarta BifnoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeNiCchKil thapmakonei:
ans A®l; ansa BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI APIl; ans
[L0MOMIXHOT peyqoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkii hapmakonei) - OHOB/IEHWIA cepTudikar Bif,
yXe 3aTBepAXeHOro BUpobHuka - MogaHHs OHOBMEHOTO
CepTudpikaty BignoBigHOCTI EBponeiickbkin hapmakonel
R1-CEP 2009- 132 - Rev 03 gna A®| deHobapbiTan Big,
3aTBepaxeHoro Bupo6Hnka ALCALOIDA Chemical
Company Zrt., YropwmHa. 3aTBepmxeHo: R1-CEP 2009 -
132 - Rev 01 3anponoHosaHo: R1-CEP 2009 - 132 - Rev
03
147. | NEHTANTIH- Tabnetku; no 10 TOB "ACIHO YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis: 3MiHu | TUny 3a UA/2617/01/01
®C TabneTtok y 6nictepi; YKPAIHA" - 3MiHn 3 AkocTi. CepTudpikat BignosigHOCTI/TE- peuenmom
no 1 6nictepy B cepTudikaT BigNoBigHOCTI EBpoONeNChKii
KapTOHHI/ nayuj; no thapmakonei/moHorpadii. NMogaHHs HoBOro abo
10 TabneTok y OHOB/IEHOTO cepTudiKaTa BignoBigHOCTI ab0 BUTyYEHHS
6nictepax cepTudikaTa BifgnoBiAHOCTI EBpoONeNiChKin thapmakonei:
ansa A®l; ana BuxigHoro marepiasy/peareHTy/npomMixHoro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Yy BUPOOHULTBI ADI; ans
[L0MNOMDKHOT peyoBuHM (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IeHWIA cepTudikar Big
yXXe 3aTBepKeHoro BUpobHuKa - MogaHHA OHOBIEHOTO
CepTudpikaty BignosigHoOCTI EBponelichbkin hapmakonel
R1-CEP 2009- 132 - Rev 03 gns A®| deHobapbitan Big
3aTBepaxeHoro Bupo6Hka ALCALOIDA Chemical
Company Zrt., YropwmHa. 3aTsepmxeHo: R1-CEP 2009 -
132 - Rev 01 3anponoHoBaHo: R1-CEP 2009 - 132 - Rev
03
148. | NEProOBEPIC | nopowlok Ta Apec Tpeiiginr | LBeliyapi Mepk CepoHo C.A., LLIseliyapis BHECEHHS 3MiH A0 peecTpauiiHnx matepiasi: 3MiHu | 3a UA/10624/01/01
® PO3YMHHUK AN C.A. A BiAAINEHHA Y M. TMny - 3MiHn 3 AkocTi. API. KoHTposnb APL. 3miHa y peuenmom
po3uuHy Ans O60HH napameTpax cneuyudikaLii Ta/abo AOMYCTUMMX MEX,
iH'exuin; 1 abo 3 BM3HAUYeHUX y cneyndikauisix Ha A®l, abo
hNakoHu 3 BVXiAHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Wwo
MOPOLLKOM Y BVIKOPUCTOBYIOTbCSA Y NpoLeci BUpooHuLtea Ad|
KoMnnekTi 3 1 abo 3 (3BYXXEHHSI 4ONYCTUMUX MEX, BU3HAUYEHUX Yy cneuudpikauii)
hnakoHamu 3 1 mn 3BYXEHHS Mexi cnevumdikauii 415 nokasHuka
po34nHHMKa (BOAa «Mikpob6ionoriyHa unctoTa» Bif « He Ginbwe 100 KYO/mn»
ONS1IH'EKUIN) y 00 «He Ginbwe 20 KYO/mn» ans xpomatorpadiuHmx
KOHTYPHIi cop6eHTiB DEAE Sepharose CL-6B (eTan Il) Ta Q-
YapyHKOBIl Sepharose Fast Flow (etan Ill), L0 BUKOPUCTOBYIOTLCA Y
ynakoBsLi; no 1 npoueci BUPOBHULITBA aKTMBHOI PEYOBMHW JILOTPOMIHY
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
KOHTYPHIi anbga. 3miHu | Tvny - 3miHu 3 AkocTi. A®l. KoHTponb AdI.
YapyHKOBIli ynakoBLj 3MiHa y napameTpax cneuudpikauii Ta/abo gonycTuMmx
B KOpoobUi; 5 MeX, BU3HaYeHunX y cneuudikayisx Ha Ad®l, abo
h/1aKoHIB 3 BVXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
MOPOLLKOM Y BMKOPWCTOBYIOTLCA Y NpoLeci BUPobHuuTBa Ad|
KoMMnekTi 3 5 (3BY)XEHHS AONYCTUMUX MEX, BUSHAUYEHMX Y crnieumdikav,ii)
thnakoHamu 3 1 mn 3BY)XeHHS1 Mexi cneumdikauii 4719 yHKLiOHaNIbHOTo TecTy
po34nHHMKa (BoAa Ta BU3HAYEHHA EMHOCTI XpomaTtorpadiyHoro copbeHTy Q-
ANs iH'eKUin) y Sepharose Fast Flow, L0 BUKOPUCTOBYETLCA Y NPOLIECI
KOHTYPHIi BMPOGHMLTBA NIOTPONiHY anbga. 3MiHu | Tuny - 3MiHn 3
YapyHKOBIl AKOCTi. A®I. KoHTpob A®L. 3miHa y napameTpax
ynakosLi; no 2 cneumdikauii Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
KOHTYPHI YapyHKOBI cneuudikauisx Ha Ad®l, abo BYXigHWIA/NPOMIKHWIA
ynakoBKM1 B KOPOOLi NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
BMPOGHUMLTBA AD| (ONOBHEHHS cneuudikaLii HOBUM
NOKa3HMKOM SIKOCTi Ta BigNoOBigHUM METOAO0M
BMNPO6YBaHHA) [logaBaHHA nokasHuka «bakrepianbHi
E€HZI0TOKCUHW», SIKUIA TECTYETLCA 3a [0NOMOror
KifIbKICHOTO KiIHETMUYHOr0 MeTOoAy XPOMOreHHUX cybcTparTis,
y cneyudikoro xpomartorpadivyHnx copbeHTis DEAE
Sepharose CL-6B (etan Il) i Q-Sepharose Fast Flow (eTan
11l), 10 BMKOPUCTOBYHOTLCS B MpOLECi BUPOOHULTBA
NIOTPONiHY anbga.

149. | NIPAUETAM TabneTkun, BKpUTI MAT YkpaiHa MAT "ranuudcpapm” Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny 3a UA/0901/02/01
o60n0oHkoto, no 200 "Tannudapm” - 3MiHK 3 AKOCTi. F0TOBWIA Nikapcbkuii 3aci6. KoHTposb peyenmom
Mmr no 10 TabneTok y [0MNOMiXHMX pevyoBUH. 3MiHa napameTpiB crnevumdikauii
6nicTepi; no 3 abo 6 Ta/abo gonycTMMmnX Mex AN AONOMIXKHOT PpeqyoBUHN (iHLLi
6nicTepiB y navui 3MiHN). BHECEHHS 3MiHN NOB'A3aHe 3 NPUBEAEHHAM

crneundikauii i meToais KOHTponto cybeTaHuii MATHIFO
KAPBOHAT BAXKWW, fo moHorpadii E®, aitoue
BMAaHHA.CynyTHS 3MiHa- 3MiHM 3 AKOCTi. [0TOBWMiA
nikapcbkuii 3aci6. KOHTPO/b AOMOMIXHIX PEYOBUH. 3MiHa
y MeTogax BUNpobyBaHHA AONOMDKHOT PeUYOBMHM (iHLUI
3MiHM Y MeTogax BUNPoOyBaHHS (BK/IOUaouy 3aMiHy abo
nopasaHHs)) (B.11.B.2. (r) IB), BHeCeHHs 3MiH [0
Cneupndpikanii/MeToaiB KOHTPOSIO AKOCTI cybCcTaHLii
MATHIO KAPBOHAT BAXKWI, a came - BUSyYeHHs
TecTy «Baxki MeTasin» Ta «ApceH».

150. | NIPAUETAM TabneTkun, BKpUTI MAT Ykpaina MAT "ranuucpapm” Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny - UA/9520/01/01
o060n0Hkoto, no 200 "Tannudapm” - 3MiHK 3 AKOCTi. F0TOBUIA Nikapcbkuii 3aci6. KoHTposb
Mmr in bulk: no 15 kry [OMNOMiXHMX peyoBUH. 3MiHa napameTpiB crnewmdikauii
noABINHNX Ta/abo gonycTMMUX MexX AN AONOMIXKHOT PeqyoBUHM (iHLW
nosnieTuIeHoBMX 3MiHM). BHECEHHA 3MiHV NOB'A3aHe 3 NPUBEAEHHAM
MiLLKax; N0 2 MillKn crneundikauii i MeToais KOHTponto cybcTaHuii MAMHIFO
y NNacTUKOBIN KAPBOHAT BAXKWW, fo moHorpadii E®, aitoue
€MKOCTI BMAaHHA.CynyTHS 3MiHa- 3MiHM 3 AiKOCTi. [0TOBWMIA

nikapcbkuii 3aci6. KOHTPO/Ib AOMOMIXHMX PEYOBUH. 3MiHa
Yy MeTogax BUNpobyBaHHA AONOMKHOT peyYoBUHM (iHLWi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep

n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o

3acoby yrnakoska) nocsioYyeHHs1
3MiHM Y MeTogax BUNPobyBaHHS (BKIOUaouy 3aMiHy abo
nopasaHHs)) (B.11.B.2. (r) IB), BHeceHHs 3MiH f0
CnevyudpikaLii/MmeToAiB KOHTPO/IO SKOCTI cybCTaHLil
MATHIKO KAPBOHAT BAXKWI, a came - BUyYeHHs
TecTy «Baxki MeTasin» Ta «ApceH».
151. | NOJIIMIK® TabneTkn, BKPUTI TOB YkpaiHa KYCYM XENTXKEP IHais BHECEHHS 3MiH [0 PEECTPaLiiHNX MaTepiasiB: 3MiHa 3a UA/7657/01/01
obonoHkoto, no 10 «NEADPAPM MNBT NTA, 3asBHuKa /13 (MIBI) (BnacHuka peecTpaviiiHoro peyenmom
Tabnetok y 6nictepi; NT0» noceigyeHHs) (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460).
no 1 6nictepy B BBefeHHs 3MiH NpoTarom 6-x MicAuiB nmicns
KapTOHHIA ynakoBsL,i 3aTBEpMXEHHS. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay. BeefeHHs
ab0 3MiHN [0 y3arasibHEHNX AaHNX Npo cucTemy
chapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHux npo
cuctemy hapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cooy,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapmakoHarnsagy;
KOHTaKTHOI 0cobu 3 (hapMakoHarnfgy 3asBHuKa gns
3[jiiCHEHHsT hapMakoHarsay B YKpaiHi, KLU0 BOHa
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6M, BiAMNOBIAA/IbHOI 3a
3pjiicHeHHs hapmMakoHarnsgy (BK/IHHYAUM KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MiLLleHHi MacTep-haiina cucremu
thapmakoHarnisgy). 3MiHa ynoBHOBaXXeHOT 0co6u
3as1BHMKA, BiANOBIAA/IbHOI 32 34iACHEHHS
thapmakoHarnagy. Qitova pegakuisa: Dr. Sanjay Kumar
Mishra. MNMponoHoBaHa pegaxuis: Mpusnmupcbka Tamapa
BonognmupisHa. 3MiHa KOHTAKTHUX JaHUX YNOBHOBaXEHOT
0Cco6U 3asBHIKA, BiNOBIAANLHOI 3a 34iiCHEHHS
hapMakoHarnsgy. 3miHa Micusi 34ilCHEHHS OCHOBHOT
OiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa MicLle3HaxX0oMKeHHS
macTep-haiina cuctemmn thapmakoHarnsgy Ta ioro
Homepa.

152. | NPIOPUKC- niodpinizoBaHuii nakcoCmitKn Benuka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/16549/01/01
TETPA™ NopoLUOK ANs AH EkcnopT BpuTaHis Bionogxikans C.A. - 3MiHn 3 AkocTi. CepTudpikat BignosigHoCTI/TE- peuenmom
KOMBIHOBA iH’exuil; 1 chnakoH 3 Nimiteq cepTudikaT BigNoBigHOCTI EBpoONeichKii
HA NOPOLLKOM Y thapmakonei/MoHorpadii. 3MiHU, NOB'sA3aHi 3 HEOOXiAHICTIO
BAKUVHA KOMNeKTi 3 npuBeAeHHs y BiANOBIAHICTb A0 MoHorpadii 4dY abo
Ana PO34YMHHMKOM (BOAA €Bponelicbkoi hapmakonei, abo iHWOoT HauioHaIbHOI
MPO®INTAKT Ans iH’ekuiin) no 0,5 thapmakonei gepxasu €C (3miHa y cneuudikauisx,

MKW KOPY, M (1 gosa) y nos'sizaHa 3i 3miHamu B 1dY, abo €Bponeiicbkiit
EMIAEMIYHO | nonepefHbo thapmakonei, abo iHLWii HauioHanbHIl hapmakonei
ro HanoBHEHOMY nepxasun €C) - BNIPOBaXEHHA J0AATKOBOrO TecTy y
MAPOTUTY, wnpumyi (y KOMnaekTi npoueci BUpo6HuLTBa (in-process test) ANs BUABMIEHHSA
KPACHYXU 3 ABOMA rosikaMm BMAMMUX YacTUHOK Particulate matter by visual inspection
TA BITPAHOI | a60 6e3 ronok) a6o BignoBigHoO Ao Bumor EP 2.9.20 /5.17.2
BICnn, y amnynax y
XNBA BaKyyMHifi
ATEHYNOBA | cTepunbHiii
HA ynakosLi; no 1

BaKyyMHiii
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

CTEpUsIbHIli ynakoBLi
Y KapTOHHIli kopoobLLi;
1 donakoH 3
MOPOLLKOM Y
KOMMNEKTi 3
PO34YMHHMKOM (BOAA
Ans iH’ekuin) no 0,5
M (1 gosa) y
nonepegHL0
HanoBHEHOMY
LINpUL Y BaKyyMHili
CTEpPUsIbHIl
ynakosui; no 1
BaKyyMHiii
CTepusIbHIl ynakoBLi
Y KapTOHHIll KOpoobLi;
1 chnakoH 3
NOPOLLKOM Y
KOMMN/IEKTi 3
pO34MHHMKOM (BOAA
Ans iH'ekuid) no 0,5
mn (1 posa) B
amnyni y BakyyMHiiA
CTEpPUSIbHIl
ynakosui; no 1
BaKyyMHiii
CTepusIbHIl ynakoBLi
Y KapTOHHIli Kopobui

153.

NMPONIA®

PO34UH O151 iH'EKLLNA,
60 mr/mn no 1 mn
PO34MHY B CK/ISSHOMY
nonepegHLo
HarnoBHEHOMY
LUNpULL 3 TOMIKOHO,
3aKpUTOLD
KOBMayKoM, i3
3aXMCHUM
NPUCTPOEM Bif,
BMNaAKOBOro YKoy
ro/IKoto; no 1
nonepegHLo
3anoBHEHOMY
LUMPULLY 3 3aXUCHUM
NPUCTPOEM B
6nictepi; no 1
6nictepy B
KOPTOHHI Kopo6Lyj;
no 1 ma po3yunHy B

AmaKeH
€spona b.B.

HigepnaH
an

BUPOBHULTBO
Hepo3gacoBaHo!
npoaykuii, NnepBnHHe
naKkyBaHHA: AMIXeH
MaHydbekuypiHr
Nimiteq, CLUA;
BTOPUHHE NaKyBaHHs
Ta BMUNycK cepii:
AmvaxeH €spona b.B.,
HigepnaHaun

CLUA/
Higepnangu

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy 3asiBHVKa (BnacHuKa peecTpaviiiHoro
NoCBigYEHHS)
3MiHa agpecy 3asiBHUKa

3a
peyenmom

UA/12077/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

CK/IAHOMY
nonepegHL0
3arnoBHEHOMY
LUNPULL 3 TOMIKOHO,
3aKpUTOLD
KOBMaykom; no 1
nonepegHL0
3anoBHEHOMY
wnpuly B 6nicTepi
abo 6e3 bricTepa,
noMiLeHomy B
KapTOHHY KOPOGKY

154.

MPONPOTEH
-100

TabneTku no 20

Tabnetok y 6nictepi;
no 1 a6o 2 6nictepu
Y KapTOHHIli kopobLi

TOB "Marepia
Mepguka-
YkpaiHa"

Ykpaina

3AT CaHToHika

NntBa

BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny
- 3MiHu 3 siKkocTi. APl KoHTponb A®I (iHLWi 3MiHK) -
OHOBJ/IEHHSA Y Migpo3aini 3.2.S.4 KoHTponb Ajtoyol

PEYOBUHM: 3a3HAYEHHS KOHTposo APl «AHTUTINA [0
Mo3kocneundivHoro binka S-100 adiHHO oUuLLEeHi
C1000»; oHOBAEHHA Y N. 3.2.S.2.2. Onnc BUPOGHNYOTo
npoLecy Ta oro KOHTPO/0: BBELEHO AOAATKOBY KiflbKICTb
MaTepianis 415 aHanisy, npolec BUpo6bHMLTBA He
3MIHIOETBCS; 3MiHM | TNy - 3MiHK 3 SKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KOHTPO/Ib AOMOMIXHMX PEHOBUH. 3MiHa
y MeTofax BUNpobyBaHHS [ONOMIXHOI peqyoBUHN (iHLUi
3MiHM Y MeTogax BUnpobysBaHHs (BkIoUaouy 3aMiHy abo
[ofaBaHHsA)) - BBEAEHHA [0[aTKOBOro MeTody
BUMNPOBYBaHHA A/718 AONOMIKHOT PEYOBUHW NaKTO3n
MoHorigpart (Identification test Raman spectroscopy Ph.
Eur. 2.2.48); 3Minn |l Tuny - 3miHn 3 skocTi. A®l. KoHTposb
AD| (iHWi 3MiHW) - 3MiHa JONYCTUMMUX MEX A1 NOKa3HUKA
«lgeHTudikayis» y cneyudikadii Ha BUXiAHUI NpOAYKT
«AHTUTINA A0 Mo3KocneuudiyHoro 6inka S-100 adiHHO
OuMLLEeHi», L0 BUKOPUCTOBYETLCS Y NpoLeci BUPO6HMLTBA
Al 3MiHa 06yMOBIEHA BHECEHHSIM YTOYHEHHS LLLOAO
MOX/IMBOCTI MOABM JOAATKOBOT CMYTW, LLO Bignosifae p-
cmysi IgM, nig yac BukoHaHHA meToauku ACH-MNAI
enekTpochopesy y BifHOBHMX yMoOBax; 3MiHu |l Tuny -
3MmiHu 3 aKocTi. A®Il. KoHTponb A®I (iHwWi 3MiHKW) - 3miHa

OOMYyCTUMUX MeX AN19 NokasHuka «4YnucToTa», BU3HAYEHOro
y cneyucpikauii Ha BUXiZHUA NPOAYKT «AHTUTINA A0

Mo3kocneumdivHoro 6inka S-100 adhiHHO o4KLLEHI», L0
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuyTea Adl,
06yMOB/IeHa BHECEHHAM YTOYHEHHS LLOA0 MOX/IMBOCTI
nosiBA CMYTY BifJOMOI KOHTPO/IbOBAHOI JOMILLKU -

Kponsyoro anbbymiHy nig yac ACH-MAT enekTpodopesy y

HeBIAHOBHMX ymMoBaX; 3MiHu |l Tuny - 3miHu 3 akocTi. AdI.
KoHTponb A®I (iHLWi 3MiHM) - 3aNPONOHOBaHO YTOYHEHHS

[OMYyCTUMMX MEX A9 NoKasHuka «MonekynsapHO-MacoBuii

po3nogisi», BU3HA4YEHOr0 y crneumndikaii Ha BUXigHui

6e3
peyenma

UA/3646/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nNpoAaykT «AHTWTINA A0 Mo3KocneuudiyHoro 6Ginka S-100
aiHHO OuNLLEHI», LLIO BUKOPUCTOBYETLCA Y MpoLeci
BMPOGHMLTBa ADI; peaakuiliHa npaBka B Ha3Bi napameTpy
«MoneKyiapHO-MacoBuii PO3NOAiN»; HE3HAYHI pefakuiiHi
npasku WoA0 NEBHUX NOKa3HUKIB cneuudikauii BuxigHoro
NpoayKTy «AHTUTINA A0 MO3KocneundivHoro 6inka S-100
ahiHHO OuKLLIEeHI», WO BUKOPVCTOBYETLCS Y MPOLIECI
BUpo6OHULUTBa API, SIKi He TArHYTb 3a COOO0I0 3MiH, 3asBNEHI
3 METO0 NPUBEAEHHA Y BIAMNOBIAHICTb pefakuii maTepianis
peecTpauiiHoro 0ChbE 3 JOKYMEHTAL|EI BUPOGHMKA
BUXIQHOIO NPOAYKTY; 3MiHU Il Tuny - 3MiHK 3 AkocTi. API.
B1po6HMLTBO. 3MiHa BUPOOHMKA BMXigHOrO/MPOMIKHOroO
NpoAayKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BUpoGHMYOMY npoueci A®I, abo 3miHa BUPOGHMKA
(BKkOUatoum, ae HeobxigHO, MicLEe NPOBEAEHHSI KOHTPOIO
akocTi) Ad| (3a BigcyTHOCTI cepTudpikaTta BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepaXeHoMy A0Che)(iHLWi
3MiHW) - BBEAEHHS [0AAaTKOBOI Ai/IbHULi NPOBEAEHHS
KOHTPO/I0 NMEeBHMX NapameTpiB BUXIAHOTO NPOAYKTY AN
BUpobHuUTBa AP, a came: Tepnel Pharma Services
Limited (Parameters: “Distribution of Molecular Size” and
“Microbiological quality”)

155.

NPOCTATUN
EH-LIMHK

cynosuTopii
pekTasibHi no 5
Cyno3unTopiiB y
6nictepi; no 1 a6o 2
6nictepn y nauui 3
KapTOHY

MpueBatHe
akuioHepHe
TOBapuCTBO

"Nekxim -

Xapkis"

YkpaiHa

MpuBaTHE akUioHepHe
TOBapuCTBO "JIEKXiM -
Xapkis"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy
- 3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BigNoBigHOCTI EBponeichKiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOrO cepTudikara BifgnoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeNiChKil thapmakonei:
ans A®l; ana BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI API; ans
[L0MOMIXHOT peyqoBuHK (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHWIA cepTudikar Bif,
y)Xe 3aTBEepXEHOr0 BUPOOHUKA - NOJaHHS OHOBIEHOTO
cepTudpikaTa BignosigHOCTI EBponeiickkiin hapmakonei Ne
R1-CEP 2015-375 - Rev 00 (3atBepaxeHo: RO-CEP 2015-
375 - Rev 00) ana A®l npoctaTuneny Bif Bxe
3arBepkeHoro BupobHuka Macco Organiques, S.r.o.,
Yecbka Pecnybnika, Ta, K Hacnifok, 3amiHa TepMiHy
npuAaTHOCTI 5 pokiB Ha TEPMIH NepeKoHTposI 5 pokiB

6e3
peyenma

UA/7223/01/01

156.

NPOCTATUN
EH-LIMHK

cynosuTopii
pekTanbHi in bulk: no
5 cynosuTtopiis y
6nicTepi, no 200
6nicTepis y ALMKY

MpueartHe
akuioHepHe
TOBapUCTBO

"Nlekxim -

Xapkis"

YkpaiHa

MpuBaTHE aKuioHepHe
TOBapuCTBO "JIEKXIM -
Xapkis"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy
- 3MiHn 3 AkocTi. CepTudpikat BignosigHoCTI/TE-
cepTudikar BigNoBIAHOCTI €BpoNeiichbkil
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOB/IEHOTO cepTudiKaTa BignoBigHOCTI ab0 BUTyYEHHS
cepTudikaTa BignoBiAHOCTI EBpoNeNiChKin hapmakonei:
ansa A®l; ana BuxigHoro marepiasy/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Yy BUPOOHULTBI ADI; ans
[0MNOMIXHOT pevoBuHK (cepTudikaT BignoBigHOCTI

UA/13990/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
€Bponelicbkin hapmakonei) - OHoBIEHWIA cepTudikar Big
yXXe 3aTBepA)KeHOro BUpo6HMKa - NoJaHHA OHOB/IEHOrO
cepTudikata BignoBigHoOCTi €Bponelickkili hapmakonei Ne
R1-CEP 2015-375 - Rev 00 (3atBepgxeHo: RO-CEP 2015-
375 - Rev 00) ana A®| npoctaTuneHy Big Bxe
3aTBepAXeHoro BUpo6bHrka Macco Organiques, s.r.0.,
Yecbka Pecnybnika, Ta, K Hacnigok, 3amiHa TepMiHy
npuaaTHOCTI 5 pokiB Ha TEPMiH NepPEKOHTPO/IK 5 pokiB
157. | NPOTOMIA TabneTkun, BKpUTI Makneogc IHAis Maxkneopc IHAisA BHECEHHS 3MiH [0 peecTpauiuiiHnx marepianis: 3miHu | 3a UA/2441/01/01
o60n0oHkoto, no 250 dapmacbloTuK dapmacbloTrKanc TUny - AGMIHICTPaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHS peyenmom
Mmr, no 10 TabneTok anc Nimiteq NimiTen Ta/abo agpecu MicLa NPOBaIXEHHS AiSNbHOCTI
y cTpuni; no 5 BMPOGHMKa/iMnopTepa roToBOro NikapcbKoro 3acoby,
CTPUMIB Yy KAPTOHHIM BK/IOUAIOUM AiNbHULj BUNYCKY cepil abo micue
ynakoBLiji NPOBeAEeHHS KOHTPOIO AKOCTI. (LisANbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK CEPIiA)
3MmiHa agpecu BupobHuka 13 Makneogc
dapmacbioTukanc Mimites, IH4iA, 6e3 3MiHn micus
BMPOGHMLTBA: 3MiHW BHECEHI B PO3A4iN
"Micue3HaxoMKeHHs BUPOOHMKa Ta agpeca Micus
NPOBAKEHHS Or0 AiSNIbHOCTI" B iIHCTPYKLito Ans
MEeAMYHOro 3aCTOCYBaHHS MiKapCbKOro 3acoby, sk
HacnifokK - BiANOBIAHI 3MiHW y TEKCTi MapKyBaHHS yNaKkoBKu/
niKkapcbKoro 3acoby. BeBeAeHHs 3MiH NpoTAromM 6-tu
MiCALIB MiC/1SA 3aTBEPIKEHHS.
158. | MPOTOMIA TabneTku, BKpUTI Makneogc IHAjA Makneopc IHAjA BHECEHHS 3MiH 10 peecTpavliuiiHnx martepianis: 3miHu | - UA/9983/01/01
060/10HKO10, Mo 250 dapmacbloTHK $apmacboTukanc TMNy - AOMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSI
mr, in bulk: no 10 anc Nimiteq, Niviten Ta/abo agpecu MicLUs NPOBaKEHHS AiNIbHOCTI
TabneTok y cTpuni; BUPOGHMKa/iMnopTepa rotToBoro Nikapcbkoro 3acooy,
no 100 cTpunis y BK/THOYAKOUM AiNbHULI BUNYCKY cepii abo micue
KapTOHHI ynakosL,i NPOBeAEHHS KOHTPO/IO AKOCTI. (4iANbHICTb, 3a AKy
BiANOBiAa€e BMPOGHMK/IMNOpTep, BK/OUAKUY BUMYCK CEpiid)
3MiHa agpecu BUpob6Huka 13 Makneoac
dapmacbioTukanc flimites, IHgis, 6e3 3miHn micus
BMPOGHMLTBA: 3MiHM BHECEHI B pO34in
"Micue3HaxompKeHHs BUPO6HMKa Ta agpeca Micus
NPOBa)KEHHS NOro AiS/IbHOCTI" B iIHCTPYKLitO AN
MeAMYHOro 3acTOCYBaHHA /ikapCbKoro 3acoby, Sk
HacnifokK - BigNoBiAHI 3MiHW Y TEKCTI MapKyBaHHS ynakoBKU
nikapcbkoro 3acoby. BBeAeHHs 3MiH NPOTAromM 6-Tn
MicsLiB MiCNA 3aTBEPMKEHHS.
159. | PEBO/TIAQ™ TabneTkun, BKPUTI HosaprTic LBeliuapi | Fnakco Bennkom C.A., Icnanis/ BHECEHHS 3MiH [0 peecTpauiiiHux martepianis: 3mMiHW | TUny 3a UA/11300/01/02
NAiBKOBOIO dapma Al a IcnaHis (BUpOGHUK Ais Benvka - AOMIHICTpaTVBHI 3MiHK. 3MiHA HaiMeHyBaHHA Ta/abo peyenmom
060/10HKO0, No 50 NepBUHHOTO Ta BputaHis afpecu MicLs NpoBapKeHHs AiSNbHOCTI BUPOGHUKA
Mr; Mo 7 TabneTok y BTOPUHHOr0O (BKKOYAOUM, 3a HEOOXiAHOCTI, MicLe NpoBeAeHHS
6nictepi; no 2 nakyBaHHs Ta BUMYCK KOHTPOJIO SIKOCTi), ab0o BriacHMKa MacTep-chaiina Ha Adl,
6nictepu B cepir); Mnakco abo noctavansHuka A®l/BuxigHoro
KapTOHHi KOpO6L OnepeiiwHc FOK NTA, marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
Benvka bputaHis 3aCTOCOBYHOTbCS Y BUPOOHMUTBI ADI (SIKLLIO 3a3HaYeH0 y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
(BMpOGHMLTBO, [0CbE Ha Nikapcbkuid 3acib) 3a BiACYTHOCTI cepTudikata
KOHTPO/b SKOCTI) BiANOBIgHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, a60 BUPOGHMKA HOBOT AONOMDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOChE) 3MiHA Ha3BU
BMPOOHUKA, BiANOBIAa/IbHOIO 3a KOHTPO/Ib AKOCTi aKTUBHOT
peyoBuHM enbTpombonar onamiHy 3 Novartis Integrated
Services Limited, Ringaskiddy, Co. Cork, Ireland Ha SGS
International Services Laboratory (ISL) Limited. Takox
BHOCUTbCS YTOUYHEHHA afpecu BUPoOHuKa, 6e3 3MiHu
MicLs BUPOGHULITBA.

160. | PEBO/TIAA™ TabneTku, BKPUTI Hosapric Lseiuapi | Mnakco Bennkom C.A., IcnaHis/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/11300/01/01
NiBKOBOO dapma Al A Icnanis (BMpO6HUMK ans Benvka - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
o6onoHkoto, no 25 NepBUHHOTO Ta BpuTaHis afpecy MicLs NpoBaXeHHS Ais/IbHOCTi BUPOGHMKa
Mr, o 7 TabneTok y BTOPVHHOIO (BKKOYAOUM, 3a HEO6XiAHOCTI, MicLe NPoBeAeHHS
6nicTepi; no 4 naxkyBaHHs Ta BUMyCK KOHTPOIO AKOCTI), a6o BnacHuka mactep-daiina Ha Adl,
6nictepy B cepii); Fnakco abo noctavansHuka A®l/BuxigHoro
KapTOHHIlA KOpooLi OnepeiiwHc KOK T, mMaTtepiany/peareHTy/NpoMKHOIoO NPOAYKTY, WO

Benvka BpuTaHis 3aCTOCOBYOTLCSA Y BUPOOHULTBI ADI (KO 3a3HAYEHO Y
(BMpOGHMLTBO, [0CbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
KOHTPO/b SIKOCTI) BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, a60 BUPOOHMKA HOBOT AOMNOMDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOChE) 3MiHA Ha3BU
BMPOOHUKA, BiAMNOBIAa/IbHOIO 3a KOHTPO/Ib AKOCTI aKTUBHOT
peyoBuHM enbTpombonar onamiHy 3 Novartis Integrated
Services Limited, Ringaskiddy, Co. Cork, Ireland Ha SGS
International Services Laboratory (ISL) Limited. Takox
BHOCUTbCS YTOUYHEHHS afpecu BUPobHuKa, 6e3 3MiHu
MicLs BUPOGHULITBA.

161. | PEKCANTI TabneTtku, BKPUTI X. NlyHp6ek [aHis BUPOGHMLTBO, AnoHisi/ BHECEHHS 3MiH 10 peecTpauiliHix maTepianiB: yTOUHEHHA 3a UA/19347/01/01
nNiBKOBOO AlC BMNPOOGYBaHHS [anisa/ Ha3BU NiKapCbKOro 3acoby B Hakasi MO3 YkpaiHu Ne peyenmom
060/10HKOH0, Mo 0,25 KOHTPOJtO SIKOCTI Ta PpaHuis 725 Bip 03.05.2022 B npoueci peecTpadii. Pefakuis B
Mmr, no 14 TabneTok BUNYCK Hakasi: PEKCA/TI / REXULTI®. 3anponoHoBaHa
y 6nictepax, no 2 Hepo3ghacoBaHOro peaakuia: PEKCANTI.
6nictepy B nikapcbKkoro 3acoby:

KapTOHHIlA KopooLi Ouyka
dapmacstoTikan Ko.,
Nt Tokywima
doekTopi, AnoHis;
BMPOGHMLTBO,
BMMNpPO6YBaHHSA
KOHTPO/O AKOCTi Ta
BUMYyCK
Hepo3acoBaHoro
NiKapcbKoro 3acoby:
Ouyka
dapmacstoTikan Ko.,
n1a. CexkoHp
Tokywima dekTopi,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0YeHHs

AnoHis;
BUNPOGYBaHHSA
KOHTPO/O SIKOCTI:
EypodpiHc Biodhapma
MpogakT TecTiHr
NeHmapk A/C, laHis;
nepBuHHe Ta
BTOPWHHE MakKyBaHHS,
KOHTPO/Ib AKOCTi Ta
BMMNPOGYBaHHSA
CTabiNbHOCTI, BUMYCK
cepii roToBoro
nikapcbKoro 3acoby:
X. Nlynpbek A/C,
[NaHis;
nepBuHHe Ta
BTOPWHHE MakKyBaHHS,
KOHTPO/Ib SIKOCTI,
BWMYCK Cepil roToBOro
nikapcbKkoro 3acoby:
Enasadapm, ®paHuis

162.

PEKCANTI

TabneTku, BKpUTI
nNiBKOBOIO
060s10HKOI0, N0 0,5
Mr, no 14 tabnetok
y 6nictepax, no 2
6nictepy B
KapTOHHIA Kopoo6Li

X. NyHp6ek
AlC

[aHis

BMPOGHMLTBO,
BUNPOGYBaHHSA
KOHTPO/I0 SKOCTI Ta
BUMYyCK
Hepo3dacoBaHoro
nikapcbKoro 3acoby:
Ouyka
dapmacstoTikan Ko.,
NTa. Tokywima
chexTopi, AnoHis;
BUPOGHULTBO,
BMNPOGYBaHHSA
KOHTPOIIO AKOCTI Ta
BUMYyCK
Hepo3acoBaHOro
nikapcbKkoro 3acoby:
Ouyka
dapmacstoTikan Ko.,
N1a. CekoHa
Tokywima doekTopi,
AnoHis;
BMMNPOGYBaHHSA
KOHTPO/O SKOCTI:
EypocpiHc Biodhapma
MpopakT TecTiHr
[eHmapk A/C, JaHis;
nepBuHHe Ta

AnoHis/
[ania/
®paHuis

BHECEHHS 3MiH 10 peecTpaviliHix maTepianiB: yTOUHEHHSA
Ha3BU NiKapcbKoro 3aco6y B Haka3si MO3 YkpaiHu Ne
725 Bip 03.05.2022 B npoueci peecTpauii. Pegakuis B

Hakasi: PEKCANTI / REXULTI®. 3anponoHoBaHa
peaakuia: PEKCANTI.

3a
peyenmom

UA/19347/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0YeHHs

BTOPWHHE MaKyBaHHS,
KOHTPO/Tb AKOCTi Ta
BMNPOGYBaHHSA
CTabiNIbHOCTI, BUMYCK
cepii roToBoro
nNikapcbKoro 3acoby:
X. Nlynpbek A/C,
[aHis;
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b AKOCTI,
BUWMYCK Cepii roToBoro
nikapcbKoro 3acoby:
Enasdpapm, PpaHuis

163.

PEKCANTI

TabneTkn, BKPUTI
N1iBKOBOO
060/10HKOI0, M0 1 Mr,
no 10 TabneTtok y
6nicTepi, no 1
6nictepy B
KapTOHHI Kopobui
abo no 14 tabnetok
y 6nictepax, no 2
6nictepy B
KapTOHHIA KopoobLi

X. lyHa6ek
AIC

NaHis

BVMPOGHMLTBO,
BMMNPOGYBaHHSA
KOHTPO/IIO AKOCTI Ta
BUMYyCK
Hepo3dacosaHoro
NiKapcbKoro 3acoby:
Ouyka
dapmacstoTikan Ko.,
Nta. Tokywima
doekTopi, AnoHis;
BMPOGHMLTBO,
BUNPOGYBaHHSA
KOHTPO/IH0 SKOCTI Ta
BUMYyCK
Hepo3dacoBaHoro
nikapcbKoro 3acoby:
Ouyka
dapmacstoTikan Ko.,
Nt CekoHp,
Tokywima dhekTopi,
ANoHis;
BMNPOGYBaHHSA
KOHTPO/0 AKOCTI:
EypodpiHc Biochapma
MpoaakT TecTiHr
[NeHmapk A/C, AaHis;
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/Tb AKOCTi Ta
BUNPOGYBaHHSA
CTabiNIbHOCTI, BUMYCK
cepii rotoBoro
NiKapcbKoro 3acoby:
X. llynabek A/C,

AnoHisi/
[anisa/
PpaHuin

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: YTOYHEHHSA
Ha3BM JlikapCbKOro 3acoby B Haka3i MO3 YkpaiHu Ne
725 Big 03.05.2022 B npoueci peecTtpadii. Pefakuis B

Hakasi: PEKCA/ITI / REXULTI®. 3anponoHoBaHa
pepakuia: PEKCANTI.

3a
peyerimom

UA/19347/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0YeHHs

[aHis;
nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTPO/Tb AKOCTI,
BMNYCK Cepii roToBOro
nNikapcbKoro 3acoby:
Enasdpapm, PpaHuis

164.

PEKCANTI

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0, MO 2 M,
no 14 tabneTtok y
6nictepax, no 2
6nictepu B
KapTOHHIlA KOpooLi

X. NlyHp6ek
AlIC

[aHia

BUPOGHULTBO,
BMNPOGYBaHHSA
KOHTPOIIO AKOCTI Ta
BUMYyCK
Hepo3acoBaHOro
nikapcbKkoro 3acoby:
Ouyka
dapmacstoTikan Ko.,
NTa. Tokywima
doekTopi, AnoHis;
BVMPOGHMLTBO,
BMMNPOGYBaHHSA
KOHTPO/IIO AKOCTI Ta
BUMYyCK
Hepo3dacosaHoro
NiKapcbKoro 3acoby:
Ouyka
dapmacstoTikan Ko.,
n1a. CexkoHA
Tokywima dhekTopi,
AnoHis;
BUNPOGYBaHHSA
KOHTPO/O SIKOCTI:
EypodpiHc Biodhapma
MpopakT TecTiHr
Nenmapk A/C, laHis;
nepBuHHe Ta
BTOPWHHE MakKyBaHHS,
KOHTPO/Ib SKOCTi Ta
BMMNPOGYBaHHSA
CTabiNbHOCTI, BUMYCK
cepii roToBoro
nikapcbKkoro 3acoby:
X. Nynpbek AIC,
[NaHis;
nepBuHHe Ta
BTOPWHHE MakKyBaHHS,
KOHTPO/Ib SIKOCTI,
BWMYCK Cepil roToBOro
NiKapcbKoro 3acoby:
Enasadapm, ®paHuis

AnoHisi/
[anisa/
®paHuisa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianiB: yTOUHEHHSA
Ha3BU NiKapCcbKOro 3acoby B Hakasi MO3 YkpaiHu Ne
725 Bip 03.05.2022 B npoueci peecTpauii. Pegakuis B

Hakasi: PEKCA/ITI / REXULTI®. 3anponoHoBaHa
peaakuia: PEKCANTI.

3a
peyenmom

UA/19347/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsBi0YeHHs

165.

PEKCANTI

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOH0, NO 3 M,
no 14 tabnetok y
6nictepax, no 2
6nictepu B
KapTOHHI Kopoo6Li

X. NyHp6ek
AlC

[aHin

BVMPOGHMLTBO,
BUNPOGYBaHHSA
KOHTPOJIH0 SKOCTI Ta
BUMYCK
Hepo3dacoBaHoro
nNikapcbKoro 3acoby:
Ouyka
dapmacstoTikan Ko.,
NTa. Tokywima
chexTopi, AnoHis;
BUPOGHULTBO,
BMNPOGYBaHHSA
KOHTPOJIIO AKOCTi Ta
BUMYyCK
Hepo3acoBaHOro
nikapcbKoro 3acoby:
Ouyka
dapmacstoTikan Ko.,
Nn1a. CekoHa
TokyLima doekTopi,
AnoHis;
BMNPOGYBaHHSA
KOHTPO/O AKOCTI:
EypocpiHc Biodhapma
MpopakT TecTiHr
[eHmapk A/C, JaHis;
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/Tb AKOCTi Ta
BMNPOGYBaHHSA
CTabiNIbHOCTI, BUMYCK
cepii roToBoro
nNikapcbKoro 3acoby:
X. Nlynpbek A/C,
[aHis;
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b AKOCTI,
BUWMYCK Cepii roToBoro
nikapcbKoro 3acoby:
Enasdpapm, PpaHuis

Anonis/
[ania/
PpaHuisa

BHECEHHS 3MiH 10 peecTpaviliHix MaTepianiB: yTOUHEHHSA
Ha3BU NiKapcbKoro 3acoby B Hakasi MO3 YkpaiHu Ne
725 Bip 03.05.2022 B npoueci peecTpauii. Pegakuis B

Hakasi: PEKCANTI / REXULTI®. 3anponoHoBaHa
peaakuia: PEKCANTI.

3a
peyenmom

UA/19347/01/05

166.

PEKCANTI

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, N0 4 Mr
no 14 TabneTtok y
6nictepax, no 2
6nictepu B
KapTOHHI/ Kopobui

X. lyHa6ek
AIC

NaHis

BVMPOGHMLTBO,
BMMNPOGYBaHHSA
KOHTPO/IIO AKOCTI Ta
BUMYyCK
Hepo3dacosaHoro
NiKapcbKoro 3acoby:
Ouyka

AnoHisi/
[anisa/
PpaHuin

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: YTOYHEHHSA
Ha3BM JliKapCcbKOro 3acoby B Haka3i MO3 YkpaiHu Ne
725 Big 03.05.2022 B npoueci peecTtpadii. Pefakuis B

Hakasi: PEKCA/ITI / REXULTI®. 3anponoHoBaHa
pepakuia: PEKCANTI.

3a
peyerimom

UA/19347/01/06
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

dapmacbtoTikan Ko.,
Nt Tokywima
doekTopi, AnoHis;
BVMPOGHMLTBO,
BUNPOGYBaHHSA
KOHTPOJIH0 SKOCTI Ta
BUMYCK
Hepo3dacoBaHoro
nNikapcbKoro 3acoby:
Ouyka
dapmacstoTikan Ko.,
Nta. CekoHp,
Tokywima dhekTopi,
ANoHis;
BMNPOGYBaHHSA
KOHTPOJO AKOCTI:
EypodpiHc Biochapma
MpopakT TecTiHr
[NeHmapk A/C, AaHis;
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/Tb AKOCTi Ta
BUNPOGYBaHHSA
CTabiNIbHOCTI, BUMYCK
cepii rotoBoro
nikapcbKkoro 3acoby:
X. Nlynpbek A/C,
[aHis;
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/Tb AKOCTI,
BMNYCK Cepii roToBOro
nNikapcbKoro 3acoby:
Enasdpapm, PpaHuis

167.

PUHUT®

TabneTku, BKPUTI
060/10HKO0, Mo 150
mr no 10 TabneTok y
cTpuni; no 1 aéo 10
CTPUNIB B KAPTOHHIN
Kopobui

TOB
«MNEAPAPM
NTh»

YkpaiHa

KYCYM XENTXKEP
MBT NTA

IHais

BHECEHHS 3MiH 0 peeCTpaLiiiHuX MaTepiasiB: 3MiHa
3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo
Hakaly MO3 Big 23.07.2015 Ne 460) BBefeHHs 3MiH
NPOTAroM 6-Tu MiCALIB NiCNA 3aTBEPIKEHHS; 3MiHM | TUNy -
3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta thapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX npo
cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHnx
[aHvx Npo cuctemy capmakoHarnsgy, sMmiHa
yMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKkTHoi ocobu 3 hapmakoHarnsagy
3asBHVIKa AN 34iiCHEHHS thapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLLeHHI

3a
peyenmom

UA/7658/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
MacTep-aiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifNoBiganbHOI 3a
3pjiicHeHHs hapmakoHarnagy. fitoua pegakuis: Dr. Sanjay
Kumar Mishra.
MponoHoBaHa pepakuis: Mpusnmupcbka Tamapa
BonogumupisHa. 3MiHa KOHTaKTHUX JaHnX YNOBHOBaXEHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT 32 34iICHEHHS
thapmakoHarnsgy.
3MiHa MicLs 34iiCHEHHS! OCHOBHOT AiANIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLie3HaxoMKeHHs MacTep-
dhavina cuctemu chapmakoHarnagy Ta oro Homepa
168. | PUDAMMILUN | TabneTkn Makneogc IHgis Makneopc IHais BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/16648/01/01
H75 MIr TA AvicneproaHi no 75 dapmacbloTuK dapmacbloTrkanc - 3miHK Wwoao 6e3nekn/edekTMBHOCTI Ta peyenmom
IBOHIA3U, Mmr/50 mr; no 10 anc Nimiteq NimiTen thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHEHUX
50 MI" TabneTok y cTpuni; AaHux npo cuctemy hapmakoHarnsgy (BBeAeHHs
no 10 cTpunis y y3ara/lbHeHUX faHvx npo cuctemy hapmakoHarnagy,
KapTOHHIA ynakoBLi; 3MiHa YNOBHOBaXEHOT 0CO6M, BigNoBigaNbHOI 3a
no 100 TabneTok B 34iicHEeHHS hapMakoHaris4y; KOHTaKTHOT 0cobu 3
nonieTueHoBoOMy thapmakoHarnagy 3asBHUKa Ans 34iCHEHHS
nakeTi, BK/1ageHoMy hapMakoHarnsagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
y namiHoBaHe calle; YMNOBHOB&XeHOT 0co6M, BifNOBIAaNbHOT 3a 34iACHEHHS
no 1 cawe B chapmakoHarnsgy (Bko4vatouy KOHTakTHI gaHi) Ta/abo
naacTUKOBOMY 3MiHM Y pO3MiLLEeHHI MacTep-chaiina cuctemu
KOHTeliHepi; no 28 thapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOi 0cobu
TabneTok y cTpuni; 3a8BHVKa, BignoBiganbHOI 3a hapmakoHarnsag,. ditoua
no 3 ctpunn y pepakuis: AHxy Arapsas. [NponoHoBaHa pefakuisi: Dr.
KapTOHHIi ynakosLi Ashish Mungantiwar. 3MiHa KOHTaKTHUX AaHWX
YMOBHOBaXEHOI 0C06YM 3aABHWKa, BigNoBigabHOT 3a
hapMakoHarnag. 3mMiHa KOHTaKTHOT 0CO6U 3asBHUKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsays YKpaiHi.
[itoua pepakuis: MeTtpeHuyk OneHa BikTopiBHa.
MponoHoBaHa pepakuin: Kyunba TeTaHa BacunisHa.
3MiHa KOHTaKTHMX fAaHMX KOHTaKTHOT 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a chapmakoHarnifg B YkpaiHi. 3MmiHa
Homepa macTep- haiina cuctemm dpapMakoHarnagy
169. | POBAMIUVH TabneTkn, BKPUTI TOB "CaHodi- YkpaiHa CAHO®I C.P.J1. ITanis BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/6053/01/01
® 060/10HKO0, M0 1500 ABEHTIC - 3MiHM Woao0 6e3nekn/edekTMBHOCTI Ta peyenmom
000 MO, Ne 16 YkpaiHa" thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranibHEHUX
(8x2): no 8 Tabnetok JaHnx npo cuctemy dapmakoHarnsagy (BBefeHHs
y 6nicTepi; no 2 y3araJlbHeHNX AaHux npo cuctemy papmakoHarnsgy,
6nictepu B 3MiHa YNOBHOBaXEHOT 0CO6MU, BigNoBigaNbLHOI 3a
KapTOHHI KOpooLyi 3ilicHeHHS dhapMakoHariaay; KOHTaKTHOT 0cobu 3
dhapmakoHarnsgy 3asaBHuKa Ana 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnsgy (Bkouvatouy KOHTakTHI aaHi) Ta/abo
3MiHM Y pO3MiLLEeHHI MacTep-chaiina cuctemu
dhapmakoHarnsgy). 3miHa micuesHaxokeHHs MmacTep-
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
thaiina cuctemu chapmakoHarnsgy.
3MiHa MicLs 3AiiCHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy.
170. | POMALLUKU KBiTkM no 40 r abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu 11 6e3 UA/6610/01/01
KBITKA no 50 r y naukax 3 dapmaLesTny dapmaLeBTUyHa My - 3MiHK 3 AKOCTi. APIl. BupobHMUTBO. 3MiHa peyenma
BHYTPILLHIM Ha chabpuka thabpuka "Biona" BMPOGHMKA BUXIAHOrO/MPOMIKHOIO NPOAYKTYy/peareHTy, Wwo
naketom; no 1,5ry "Biona" BMKOPUCTOBYIOTbCS Y BUpOo6HUYOMY npoueci Adl, abo
pinbTp-NakeTi; no 3MiHa BUPOGHYMKa (BKNtOYatouu, ae HeobxigHo, micue
20 chinbTp-nakeTiB y NpoBefeHHs KOHTPOIIO AKkocTi) AdI (3a BigCyTHOCTI
nauuj cepTudikaTa BigNoBigHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY A0CHE)(BBEAEHHS HOBOTO BUPOGHMKa ADI
3 HafiaHHAM MacTep-chaiina Ha A®l) BBeAeHHSA
[0AaTKOBOrO BUPOGHYKA Ait040i peqoBMHU (pOMAaLLIKA
KBiTKM) Golden Spices, €runeT Ans Nikapcbkoro 3acoby
POMALLKW KBITKW, kBiTkM . FK HACNifOK BHECEHHS [0
cneuudikauii BupobHuka M3 n. «Baxkki meTanu»,
«3a/IMLLKOBI KiNIbKOCTI necTuuunais», «PafioaktnsHe
3a6pyAHEHHS», «AdINATOKCUHM», KOHTPOSIb AKX
NpPOBOAUTLCSA Ha MiAcTaBi AaHux BUpPo6HUukiB JIPC, aki
BUKNaAeHi B NPOTOKONaX aHaisy, Lo CynpoBOAXYIOTb
KOXXHY MapTit0 POCAIMHHOI CMPOBUHM POMALLIKM KBITKW.
171. | CAniuunoB po34uH Ans MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | 6e3 UA/6683/02/01
A KUCNOTA 30BHILUHLOrO dapmaLeBTuy dapmaueBTUYHaA TUNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
3acTOCyBaHHS, Ha pabpuka thabpuka "Biona" KOHTPO/1b FOTOBOrO MiKapcbKoro 3acoby. 3miHa
cnupToBuii 1%, no "Biona" napameTpiB cneuyudikauiii Ta/abo JOMYCTUMUX MEX
40 mn y hnakoHax; roTOBOrO NikapCbKoro 3acoby (iHLWi 3MiHN) BBEAEHHS
no 40 mn 'y oakoHi; nepiogMyHOCTI KOHTPoto /13 3a NOKa3HMKOM
no 1 cpnakoHy B "Mikpob6iosnoriyHa unctoTa": nepLia Ta KoxHa gecsta
nadi 3 KapToHy HacTynHa cepisi, ane He pigLle Hix 1 cepia B pik.
3aTtBepaxeHo: Cneupndikauis MikpobionoriyHa unctora
oY, 5.1.4,2.6.12, 2.6.13 3arasibHe YnCMI0 aepo6HMX
MikpoopraHi3mis (TAMC): He 6inbLue 102 KYO/mn.
3arasibHe Y1C0 APdKIKOBUX Ta M/liCEHEBUX TPUbIB
(TYMC): He 6inbwe 101 KYO/mn. BigcyTHicTb
Staphylococcus aureus B 1 mn. BigcyTHicTb Pseudomonas
aeruginosa B 1 mn. 3anponoHoBaHo: Cneyudikauis
Mikpob6ionoriyHa uncrora* AdY, 5.1.4, 2.6.12, 2.6.13
3arasibHe yncno aepobHux MikpoopraHiamis (TAMC): He
6inble 102 KYO/mn. 3arasibHe 4Yncio ApikmKoBux Ta
nniceHeBux rpnbis (TYMC): He 6inblwe 101 KYO/mn.
BigcyTHicTb Staphylococcus aureus B 1 M. BigcyTHicTb
Pseudomonas aeruginosa B 1 M. *MepiognuHicTb
KOHTPO/0: MepLua Ta KoXHa AecAata HacTyrnHa cepis, ane
He pifwe Hix 1 cepis B pik
172. | CAHOPVH cnpeli HazanbHUA, "KcaHTic Kinp MOBHWIA LMK Yecbka BHECEHHS 3MiH 0 peecTpauiiHux martepiasis: 3miHu | Tuny 6e3 UA/2455/04/01
po34uH, 1 Mr/mn no dPapma BMPOGHMLTBA: TeBa Pecny6nika/ - 3MiHu 3 siKoCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHU y peyenma
10 mn y donakoHi 3 Nimiten" Yex IHpacTpis c.p.o., Cnosaubka BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI Ai/TbHUL
MeXxaHiYHUM Yecbka Pecny6rika; Pecny6nika BMPO6GHMUTBA 4151 YacTUHM abo BCbOro BUPOBHNYOro




121

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
po3nuiBaveM; no NOBHWIA LKA npoLecy rotToBOro Nikapcbkoro 3acoby (ginbHuuA ans
1 dhnakoHy pasom 3 BMPOGHMLTBA: BTOPWHHOTO NakyBaHHs) BBeAEeHHS A0AaTKOBOT
annikatopom gns CaHeka BMPOGHWYOI AibHNL AN BTOPUHHOIO NakyBaHHA J13:
NMOPOXHUHN HOCa B dapmacbloTikans AT, CaHeka ®apmacbtoTikan3 AT, Cnosaupbka Pecny6nika.
Kopo6ui CnoBaubka 3MiHu | TMNY - 3MiHKM 3 SIKOCTi. ToTOBUIA Nikapcbkuii 3aci6.
Pecny6nika 3MiHn y BUPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI

AinbHULI BUPOBGHMLTBA A1 YacTUHM abo BCbOro
BMPOGHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(AiNbHMUA ANA NEPBMHHOIO NakyBaHHS) BBEAEHHSA
[04aTKOBOI BUPOGHMYOT AiNbHULI 4719 NEPBUHHOIO
nakysaHHs J13: CaHeka ®apmacbloTikan3 AT, Cnosaubka
Pecny6nika. 3MiHu | Tuny - 3mMiHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Yy BUPO6HMLTBI. 3amiHa abo
BBEJEHHS [0AATKOBOI AifIbHUL BUPOOHMUTBA ANs
YacTVHN abo BCbOro BUPOOGHMYOro NpoLLecy roToBoro
nikapcbKoro 3acoby (AinbHWLSA, Ha SKili NpoBOAATLCS Oyapb-
AKi BUPOGHWYI cTagil, 32 BUHATKOM BUMYCKY Cepil,
KOHTPO/IO AIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO NakyBaHHS,
01151 HECTEPUIIbHYIX NiKapCbKUX 3ac06iB) — BBEAEHHS
[0[aTKOBOT AiNbHUL BUPOBGHMLITBA HEPO3(DAaCcCOBAHOr0
npoaykty: CaHeka ®apmacbtoTikan3 AT, Cnosaupbka
Pecny6nika. 3miHu | Tuny - 3miHK 3 sikocTi. [oTOBWMIA
nikapcbkuii 3aci6. 3MiHW Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, LLIO CTOCYOTLCS BUNYCKY cepil Ta
KOHTPO/I0 SIKOCTi FOTOBOrO NlikapcbKoro 3acoby (3amiHa
abo fofasBaHHA BUPOOHMKa, LLO BiANOBIfAE 3@ BBE3EHHS
Ta/abo Bunyck cepii) - Bkaoyarum
KOHTPO/b/BMNPOOYBaHHA cepii . BBeeHHA [40AaTKOBOro
BMPOOHUKA, LLLO NPOBOAUTL KOHTPO/Ib Ta BUMNYyCK cepil J13:
CaHeka ®apmacbtoTikan3 AT, Cnosaupbka Pecny6nika.
3MiHu | TMRY - 3MiHKM 3 SKOCTi. FO0TOBUIA NikapCbkuii 3aci6.
KOHTpO/1b roTOBOro MikapcbKoro 3acoby (iHLWi 3MiHu) —
3MiHa YacToTV BUNPOBYBaHb 3 HEPYTUHHOTO Ha PYTUHHWIA
TecT ANs nokasHuka "CynpoBigHi JOMILLKN", BHECEHHS B
cneumaikaLio NPUMITKM LWOA0 NepioanYHOCTI KOHTPOSIO 3a
nokasHukamu "laeHTudbikauis HacasoniHy Hitpaty”,
"loeHTudbikayis metunnapabexa”, "BMicT okpemux
ynakoBok", "KibKiCTb 03 Y KOHTeliHepi", "BmicT 60pHOi
kuenotun”, "MikpobionoriyHa umctoTa” (nig yac
pocnimkeHHs ctabinbHocTi [/13), 3rigHO opuraHinbHUX
marepianis BUPo6HMKa. 3MiHUM | TUNY - 3MiHK 3 AKOCTI.
[oToBWiA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkyrnopoBasibHWi 3aci6. 3MiHa napameTpis
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yNakoBKM rOTOBOTO NiKapCbKOro 3acoby ([ONOBHEHHS
cneuudikauii HOBUM NOKa3HUKOM 3 BifMOBiZHNM METOAOM
BMNPOGYBaHHS) AOMNOBHEHHS crieuudikaLii donakoHy
HOBWM MOKa3HMKOM "Mikpob6iosioriyHa unctora”. 3minum |
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Tuny - 3MiHM 3 AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWii 3aci6. 3MiHa napameTpis
cneumdikauii Ta/abo foNyCTUMUX MEX NEPBUHHOI
yNaKoBKM rOTOBOTO /liKapCbKOro 3acoby ([4O0MNOBHEHHS
cneuudikaLii HOBUM MOKA3HMKOM 3 BiANOBIAHUM METOA0M
BMNPOOGYBaHHSA) AONOBHEHHA creumdikavi
PO3NWNIOBaSILHOTO HACOCa HOBUM MOKa3HUKOM
"Mikpob6ionoriyHa uncrorta”. 3miHu | Tuny - 3MiHM 3 AKOCTI.
[OTOBWIA NiKapcbkuMii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHa
po3mipy cepii (BkoYaroun gianasoH po3mipy cepii)
roTOBOrO ikapcbkoro 3acoby (36inbleHHsa o 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM PO3MIPOM) BBEAEHHS
[04aTKOBOrO, 36iNbLUEHOro po3Mipy cepii /13 — 2000 n
(2010,0 «r) (3aTBepmkeHo: 1000 n (1005,0 kr)). 3MiHu |
TUNy - 3MiHW 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo 4ONYCTUMUX MEX
rOTOBOrO JiKapCbKOro 3acoby (fOMOBHEHHS cnevudikadil
HOBWM MOKa3HUKOM 3 BiAMOBIAHNM METOAOM
BUNPOBYBaHHSA) AofaBaHHA A0 cneumdikauii /13
nokasHuka "3arasibHa KisibKicTb JOMILLOK", 3 KpUTEpPiEM
NPUIAHATHOCTI He GinbLue 4,0%; "[Hwi iHamBigyanbHi
[OOMILLKM", 3 KpUTEPIEM NPUIAHATHOCTI He GinbLue 0,1%.
3MiHu | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii 3aci6.
KOHTposb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo 4ONYCTUMUX MEX
rOTOBOrO /iKapCbKoro 3acoby (iHLLi 3MiHW)— BHECEHHS
YTOYHeHHS o cneyudikauii /13 3a nokasHnkamu "BmicT
HadhazoniHy HiTpaTy", "BmicT meTunnapabeHy" Ta "BmicT
6OpPHOI KNCNOTK", a came KOpeKLisi O4UHULIb BUMIPIOBAHHS
BMICTY 3 Mr/mMA Ha r/10 M, Ansa npuBeAeHHs cneuudikawii
Yy BigNOBiAHICTb 0 MaTepiasliB BUPOOHMKA. 3MiHW | Tuny -
3MiHU 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
cneuudikauiii Ta/abo AONYCTUMKUX MEX FOTOBOrO
niKapcbKoro 3acoby (40NOBHEHHA cneuudikauii HoBUM
NoKa3HUKOM 3 BiZNOBIAHUM METOAO0M BMMPOGYBaHHS)
BBE/IEHHS1 40AaTKOBOrO NnokasHuka "laeHTudikalis 6opHoi
Kkucnotu'" 3 BIAMNOBIAHUM METOA0M BUNPOBYBaHHSA, 40
cneuudikauii /13, 3rigHO OpUriHa/IbHUX JOKYMEHTIB
BMPOGHMKA.

173.

CAHOPWVH

cnpeli Ha3aNbHUA,
po3uuH, 0,5 mr/mn
no 10 mn y donakoHi,
no 1 dpnakoHy
pasom 3
annikatopom ans
NOPOXHWHM HOCa B

KcaHTic
dapma
Nimiteq

Kinp

NOBHWI LKA
BMPOOHMLTBA: TeBa
Yex IHgacTpi3 c.p.o.,
Yecbka Pecny6nika;

MOBHMWIA LMKN

BUPOGHMLTBA:

CaHeka

Yecbka
Pecny6nika/
Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. [0TOBWIA NMikapcbknii 3aci6. 3MiHN Y
BMPOBGHUUTBI. 3amiHa abo BBeeHHSA A0AATKOBOI AiNbHULL

BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOGHNYOTO

npoLecy rotToBoro Nikapcbkoro 3acoby (4inbHuUA ans

BTOPWHHOTO NakyBaHHs) BBeAEHHS A0AAaTKOBOT
BMPOGHWYOI AibHNL AN BTOPUHHOIO NakyBaHHA J13:

6e3
peuyenma

UA/2455/04/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
Kopobui dapmacbloTikans AT, CaHeka ®apmacbtoTikan3 AT, CnoBaupka Pecny6nika.

Cnosaubka
Pecny6nika

3MiHu | TMNY - 3MiHK 3 SIKOCTi. ToTOBUIA Nikapcbkuii 3aci6.
3MiHn y BUPOGHMLTBI. 3amiHa abo BBeAEHHSA [0AaTKOBOI
AinbHUUI BUPOBGHMLTBA A1 YacTUHM abo BCbOro
BMPOGHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(AiNbHMUA ANA NEPBMHHOIO NakyBaHHS) BBEAEHHSA
[04aTKOBOI BUPOGHMYOT AiNbHULI 4718 NEPBUHHOIO
nakysaHHs J/13: CaHeka ®apmacbtoTikans AT, Cnosaubka
Pecny6nika. 3MiHu | Tuny - 3MiHK 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Yy BUPO6HMLTBI. 3amiHa abo
BBEJEHHS [0AATKOBOI AifIbHUL BUPOOHMLUTBA ANs
YacTVHM abo BCbOro BUPOOGHMYOro NpoLLecy roToBoro
nikapcbKoro 3acoby (AinbHWLSA, Ha SKili NPOBOAATLCSA OyApb-
AKi BUPOGHWYI cTagil, 32 BUHATKOM BUMYCKY Cepil,
KOHTPOJIH0 SIKOCTi, NEPBMHHOTO Ta BTOPUHHOTO NakKyBaHHS,
AN HECTEPUIbHMX NiKAPCbKNX 3aC06iB) BBEAEHHS
[04aTKOBOT AiNbHULL BUPOBGHMLITBA HEPO3(DacCOBAHOro
npoaykty: CaHeka ®apmacbtoTikan3 AT, Cnosaupbka
Pecny6nika. 3miHu | Tuny - 3miHK 3 sikocTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, LLIO CTOCYTLCSA BUNYCKY cepil Ta
KOHTPO/I0 SIKOCTi FOTOBOrO NlikapcbKoro 3acoby (3amiHa
abo fofasBaHHA BUPOOHMKA, LLO BiANOBIfAE 3@ BBE3EHHS
Ta/abo Bunyck cepii) - Bkaoyarum
KOHTPO/b/BMNPOGYBaHHSA cepii -

BBEJEHHA [0AaTKOBOro BUPOOHMKA, L0 NPOBOANTL
KOHTpO/b Ta BUNYycK cepii /13: CaHeka ®apmacbioTikan3
AT, CnoBaubka Pecnybnika.
3MiHV BHECEHi B iHCTPYKLit0 4151 MenyYHOro 3acTocyBaHHs
nNiKapcbKoro 3acoby y po3ainv "BupobHuk",
"Micue3HaxomkeHHs1 BUPOGHMKa Ta ioro agpeca micus
NpoBapKeHHA AiS/IbHOCTI" 3 BiANOBIAHUMMN 3MiHaMU B
TeKCTi MapKyBaHHS ynakoBoK. 3MiHu | Tuny - 3miHu 3
AKOCTI. [0TOBWIA NikapcbKnii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHM y npoueci BUPOBHULITBA FOTOBOO NiKapCbKOro
3aco0y, BK/OYakUy NPOMKHWA NPOAYKT, WO
3aCTOCOBYETHLCA NPV BUPOBHMLITBI FOTOBOTO NiKapPCbKOro
3acoby (He3HauyHa 3MiHa y NpoLeci BUPOOHMULITBA)
He3HauHi 3MiHW y BUpobH14yomMy npoveci /13 (3MiHa
CTOCYETbCA PO3UYVMHEHHS [OMOMDKHUX PEYOBWH Ha 1-1
cTagii, 4OBeAEHHSA A0 HEOOXifHOro 3HaueHHsi pH Ha 2-i
cTagii. Takox He3HayHa 3MiHa 3MiHa CTOCyeTbCS CTagji
KIHL,EBOI romoreHisauii i dinbTpauii). 3miHa nos’a3aHa 3
BBE/IeHHSIM HOBOTO a/lbTepHaTUBHOrO BUpo6HUKa CaHeka
dapmacbtoTikan3 AT, CnoBaupbka Pecny6bnika.
3MmiHu | TMRY - 3MiHKM 3 SKOCTI. FOoTOBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo AONYCTUMUX MEX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o

3acoby yrnakoska) nocsioYyeHHs1
rOTOBOrO JliKapCbKOro 3acoby (fOMOBHEHHS cneuudikawii
HOBUM MOKa3HUKOM 3 BiAMOBIAHNM METOAOM
BUNPOoBYyBaHHA) AoAaBaHHA Ao cneundikayii /13
nokasHuka «3arasibHa KiJIbKiCTb JOMILLOK», 3 KpUTEPIEM
NPUAHATHOCTI He Ginblue 4,0%. 3miHn | Tuny - 3MiHK 3

AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. KOHTPOb roToBoro
nikapcbKoro 3acoby. 3MiHa y MmeToAax BUNpoGyBaHHS
roTOBOrO NiKapCbKoro 3acoby (BUyYeHHs MeTomy
BUNPOOYBaHHS, AIKLLO BXe 3aTBepKeHWiA
anbTepHaTUBHUI MeTof)
BWU/TYYEHHSI a/lbTEPHATUBHOIO MeToay iaeHTudikauii
HadhasoniHy HiTparty i3 cneumdikavii roToBOro NpoaykTy,
3a HasiBHOCTI 3aTBepMxeHoi BEPX. AnbTepHaTvBHa
mMeToAvKa BUNpoGyBaHHSA He Byna BKIoyeHa B
3aTtBepaxeHnx MKA TN3. MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa y MeToax BUNpoGyBaHHS
rOTOBOrO JIiKApCbKOro 3acoby (BUNyYEHHS MeTo4Y
BUMPOOYBaHHS, AKLLO BXe 3aTBepaKeHWi
anbTePHATUBHUIA MEeTOA) BUYyHYEHHS anbTepHaTUBHOMO
MEeTOAY KiNIbKICHOro BU3Ha4YeHHsA Hadha3oniHy HiTparty i3
cneumdikauii roToBoro NPOAyKTY, 3a HAasiBHOCTI
3aTeBepaxeHol BEPX. AnbTepHatuBHa MmeToauka
BMNpOoGYyBaHHA He Byna BKIYeHa B 3aTBepmpkeHnx MKA
'N3. 3miHu | TNy - 3MiHK 3 AKOCTIi. FOTOBWIA NiKapCbKUiA
3aci6. KOHTpOos1b rOTOBOrO NiKapCbKoro 3acoby (iHLUi 3MiHK)
3MiHa YacToTV BUNPoByBaHb 3 HEPYTUHHOTO Ha PYTUHHWIA
TecT ANs nokasHuka «CynpoBigHi OMILLKW», & TaKkoX
BHECEHHS B cneuudikauiio NpUMITKM WoA0 NepioguyHoCTi
KOHTPO/IH0 (MOKa3HWK KOHTPOJTETHLCA NINLLE Mif Yac
BWMYCKY) A4/15 MOKa3HWKIB «laeHTudpikauis HacasoniHy
HIiTpaTy», «lgeHTudikauis meTuianapadeHy»,
«laeHTudikaLis 60pHOT KUCNOTU», «BMIiCT okpemumx
yMaKoBOK», BHECEHHS MPUMITKV LLOA0 NepioAnyHOCTI
KOHTPO/O Nif, yac 36epiraHHsA Ans nokasHuka «Bmict
60pHOT KNMCNoTn» Ta «MikpobionoriyHa uncToTa, 3rifHo
OpUraHifibHMX Matepianis BUPOOHUKA.
3MiHu | TMNY - 3MiHKM 3 SIKOCTi. ToTOBUIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo JOMYCTUMUX MeX
NepBUHHOT YNakoBKWN rOTOBOrO /liKapCbKoro 3acoby
(aonoBHeHHSA cneuudikaLyii HOBUM NOKa3HUKOM 3
BiANOBIAHUM MEeTOA0M BUNPOOYBaHHS) AOMOBHEHHS
crneundikavii po3nuaBasIbHONO Hacoca HOBUM
nokasHukom «MikpobionoriyHa unctota». 3miHu | Tuny -
3miHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX NEPBUHHOI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
yNaKoBKM rOTOBOTO /liKapCbKOro 3acoby ([AOMNOBHEHHS
cneuudikaLii HOBUM MNOKA3HMKOM 3 BiNOBIAHUM METOA0M
BMNPOGYBaHHSA) AONOBHEHHA crieuudikaLii dnakoHy
HOBWMM MOKa3HMKOM «MiKpo6iosioriyHa YncToTa.
174. | CENNCENT® | kancynu no 250 mr, ®.XohcpmaHH- | LUseliyapi Bupo6HULTBO ITania/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: TexHiuHa 3a UA/6612/01/01
no 10 kancyny Na Pow iTg A Hepo3gacoBaHo! LLiBeiLapis nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460), peyenmom
6nicTepi; no 10 NPOAYKLIT; NaKyBaHHs, BrnpaBneHo TeXHi4YHY NOMUIKY B TEKCTi MapKyBaHHs
6nictepiB y BUNPOGYBaHHSA NepPBUHHOI Ta BTOPUHHOI YNakoBOK NikapCbKoro 3acoby.

KapTOHHIW nayu,i

KOHTPO/O AKOCTI:
[enbdapm MinaHo,
C.P.N., ITanisa
MakyBaHHSA, BUMYCK
cepii:
®.XohchmaHH-/1a Po
Nta, Weenuapis
Bunyck cepii:
®.XohchmaHH-/1a Po
NTa, Weeiiuapis

3ATBEPIXXEHO:
BTOPVHHA YMNAKOBKA
3. MEPENIK AOMOMDKHX PEYOBWH
[LOMOMDKHI PEYOBMHW: HaTPI0 KpockapMeso3a Ta iHLUi
[na petanbHoi iHopmau,ii AvB. IHCTPYKLilo ANns
MeAUYHOr0o 3aCTOCYBaHHs
8. OATA 3AKIHUEHHA TEPMIHY NMPUOATHOCTI
Mpwua. oo
13. HOMEP CEPIi JIKAPCbKOIO 3ACOBY

Ne cepii
17.IHWE
Bupobn.

[lozyBaHHA Ta NpM3HAYEHHA — ANBUCH IHCTPYKLiKO 418
MeANYHOr0o 3acTOCYBaHHS
3a3HayaloTbCs TakoX OAMHWULI BUMIpOBaHHA Y cucTemi Sl
natvHuueto: (mg)

LLTpux koA nikapcbkoro 3acoby (HasiBHWIA Ha ynakoBLij)
JloroTvn 3asiBHUKa (HasiBHUIA Ha yrnakoBLi)
TexHiuHWn Homep MaTepiany BUPOOHUYOI AiNbHUL
(HasiBHWMIA)

TexHiuHa iHopmauis (HasiBHa)
MNEPBVHHA YMNAKOBKA
6. IHWE
JloroTvn 3asiBHUKa (HasiBHUIA Ha yrnakoBLi)
3AMPOMNOHOBAHO:

BTOPVHHA YMNAKOBKA
3. MEPENIK AOMOMDKHX PEYOBWH
JlonomixXHi peyoBMHM: HATpIl0 KpOcKapMenosa Ta iHLi
[na petanbHoi iHopmaL,ii AvB. IHCTPYKLio ANns
MeAUYHOr0 3aCTOCYBaHHS
8. OATA 3AKIHUEHHA TEPMIHY NMPUOATHOCTI
Tepm. npug.

13. HOMEP CEPIi JIKAPCbKOIO 3ACOBY
Ne cepii (10)
17.IHWE Bupobn.
3asHavaeTbCA rnobasibHUiA HOMEp TOBapHOI NO3uL;ji:
FHTN (01)
3a3HavyaEeTbCA YHiKanbHWi cepiiHuii Homep ynakosku: CH
(1)
2D-kof (HasBHwi1)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

[lo3yBaHHA Ta NPU3HAYEHHA — ANBUCH IHCTPYKLiIO 415
MeAUYHOr0o 3aCTOCYBaHHS
3a3HavaloTbCa TakoX OAMHWL BUMIpOBaHHA y cuctemi Sl
natvHuueto: (mg)

LLITpnx-kog, nikapcbkoro 3acoby (HasBHWIA Ha ynakoBLyi)
Jlorotun 3asBHUKa (HasBHUIA HA YNakoBLi)
TexHi4yHWin Homep MaTepiany BUPOOGHUYOI AiNbHUL
(HasiBHUIA)

TexHiuHa iHchopmauis (HasiBHa)

MNEPBVHHA YMNAKOBKA
6. IHWE
Jlorotun 3asBHUKa (HasBHUIA HA YNakoBLyi)
3a3HavyaloTbCA TakoX OAMHNLI BUMIPOBaHHA Y cucTemi Sl
natuHuueto: (mg)
3a3HayeHe BUMNpaB/ieHHA BiAMNoBigae apxisBHUM
MarepiasiaM peecTpauiiHoro AOCheE.

175. | CUHA®NAH masb 0,025 % no 15 an "CTAOA- YkpaiHa TOB «®3 Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/4902/01/01
Iy Ty6i antoMiHieBIiA; YKPAIHA" «BIODAPMA» - 3MiHK 3 AKOCTi. F0TOBWUIA NiKapcbkunii 3aci6. KoHTposb peyenmom
no 1 Ty6i B nauui 3 [0MOMIKHMX pevyoBUH. 3MiHa napameTpiB crneumdikauii
KapToOHyY Ta/abo fonycTUMUX MeX N5 AONOMIXKHOT pe4oBUHN

(BnyYeHHs 3i cneumdikalii He3HaYHOrO NOKa3HMKa
(Hanpwvknag 3acTapinoro nokasHuka)). Cneuundikauis ans
[IOMOMIXHOT PeYOBMHMN «JTaHOMiH» NPUBEAEHO Y
BiANOBIAHICTb MOHOrpadii EP 0134. BunyyeHo n.
«Bbytunrigpokcmtonyon». Cneumndikayis 18 LOMOMKHOI
peyoBuHU «Llepe3unH» npuBeaeHo y BIAMNOBIAHICTb A0
marepianis BUPOGHMKA , BUNYYeHO M. «Ko/bOpoBICTb»,
3MiHM 8o po3giny «Onucs. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA NikapcbkuMii 3aci6. KOHTPOsIb AOMOMIKHUX
peyoBuH. 3MiHa y MeTogax BUNpobyBaHHA AOMNOMIKHOT
peyvoBUHM (iHLWI 3MiHK Y MeToAax BUNPOOyBaHHS
(Bktovatoumn 3amiHy abo fonasaHHs)). Crneundikalis ons
[0MOMIXXHOT peyoBUHN «IapadiH» NpuBeaeHO y
BiAgNoBigHiCTbL MoHorpadii EP 1554. flogaHo n.
«laoeHTudikauis. A6cop6uiiHa cnekTpochoTomMeTpis B 14

CNeKTpi».
176. | CUHEKO/, Kpansi opasibHi Ans rCK LLiBeruapi BMPOOGHULITBO 3a LLiBefiuapis BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHu | 6e3 UA/5260/02/01
aiteid, 5 mr/mn; no KoHcblomep a NOBHUM LK/IOM: My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
20 mn y chnakoHi 3 Xerckep CK KoHcbtomep thapmakoHarnagy (iHwi 3MiHn) 3MiHWM BHECEHO B TEKCT
KpanesibHULEeH i CAPN Xenckep CAPH, MapKyBaHHA NepBUHHOT ynakosku (n.4. JATA
KpULLKoto; no 1 LLiBeiiuapis 3AKIHYEHHA TEPMIHY NPUOATHOCTI) nikapcbkoro
chnakoHy y 3acoby. BBeAeHHS 3MiH NpoTArom 6-Tu micauis nicns
KapPTOHHIi KOpoOLi 3aTBEpP/KEHHS.
177. | CUHYMPET® | TabneTku, BKPUTI BioHopvka CE | HimeuyunH BioHopuka CE HimeuunHa BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3MiHu | 6e3 UA/4373/01/01
060/10HKOI0 M0 25 a TMny: 3MiHn 3 sikocTi. Al KoHTponb A®I. 3miHa y peyenma
Tabnetok y 6nictepi; napameTpax cneuudikauii Ta/abo AONYCTUMUX MEX,
no 2 6nictepu 'y BM3HaUYeHUX y cneyndikauisx Ha A®l, abo

KapPTOHHI KOpooOLii BUXIAHWIA/MPOMIDKHMIA MpOAYKT/pearexT, Wwo
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Y3rofpKeHHs creumdikaLii NOBTOPHOro BUNPOGYyBaHHS 3
KpUTEpiAMY NPUAHATHOCTI cnevudikawii BumycKky ans
napameTpa cneuudikauii «Loss on drying»; 3miHu | Tuny:
3MiHu 3 siKocTi. A®l. KoHTponb AdI. 3miHa y napameTpax
cneumdikauin Ta/abo [oNyCTUMKUX MEX, BUSHAUYEHNX Y
cneuudikayisx Ha A®l, abo BUXigHWA/NPOMIKHWIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BMPOG6HMLTBA AD| (ONOBHEHHS cneuudikauii HOBUM
NOKa3HWKOM SIKOCTi Ta BiNOBiAHUM METOA0M
BMNPO6YBaHHSA) rapMoHi3aLis cneumdikaii TOBTOPHOro
TecTyBaHHs i3 cneyudikalieto BUMycKy, MeToau
JocnimKeHHs «X1oporeHoBa kucnota» 6ynu gogaHi o
HeLLoAaBHO BK/IHOYEHOI cneumdikaLlii TOBTOPHOro
TECTYBaHHS KBITOK 6y3uHU. 3MiHN | TUMNY: 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikadiii
Ta/abo fonyCTUMUX MEX, BU3HAYEHNX Y cneundikauisx Ha
A®I, ab0o BUXiOHWIA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BVKOPVCTOBYIOTLCSA Y NpoLeci BupobHuutea AdI
(monoBHeHHSA cneuudikaLii HOBYM NOKA3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BMNPOOYBaHHS) rapMoHi3ais
creuudikaLii NOBTOPHOro TeCTyBaHHs i3 cneuudikauieto
BMNYCKY, METOAN AOCNISKEHHSA «PNaBOHOIAN, BUPAKEHI Y
BUINA4I i30KBEPUMTPO3MAY(BMCYLLEHWIA Npenapar)» 6ynu
[ofaHi [0 HeloAaBHO BKIKOYEHOT cnewudikadii
MOBTOPHOTrO TECTYBaHHSA KBITKV BYy3UHW.3MiHW | TUny: 3MiHW
3 akocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneumdikauin Ta/abo [onNycTUMKUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®I, abo BUXiAHUA/NPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y NpoLeci
BUpO6HUUTBA AP| (JONOBHEHHA cneuudikauii HoBUM
NOKa3HWKOM SIKOCTi Ta BiZNOBIAHUM METOAOM
BMNPOGYBaHHS) rapMoHi3aLis cneumdikadii TOBTOPHOro
TeCTyBaHHs i3 cneuudikalieto BUNycky, MeToau
[ocnigpkeHHA «®naBoHOIAW, BUPaXKEH] Y BUTNAAI
i30kBepUUTPO3NAy(BUCYLLEHWI Npenapar)» - recovery of
the starting value - 6ynu gogaHi 40 HeLWO0AaBHO BKIHOYEHOT
crneungikavii NOBTOPHOIo TeCTyBaHHS KBITKU
6y3vHW.3MiHN | TURY: 3MiHK 3 skocTi. APl KoHTponb AdI.
3MiHa y napameTpax cneuudpikauii Ta/abo gonycTuMmx
MeX, BU3HaueHux y crneyudikanisx Ha A®l, abo
BVXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BVKOPVCTOBYIOTLCSA Y NpoLeci BupobHuutea AdI
(monoBHeHHSA cneuudikaLii HOBYM NOKa3HUKOM SIKOCTi Ta
BiANOBIAHUM MEeTOA0M BMNPOOYBaHHS) rapMoHi3auis
creuudikaLii NOBTOPHOro TeCcTyBaHHs i3 cneuudikauieto

BWMYCKY, METO/] TECTY HA YNCTOTY «3HAYEHHS FipKOTU»

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTBa Ad|
(3BYXXEHHSI ONYCTUMUX MEX, BU3HAYEHUX Y cneuudikauir)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

6ynn foAaHi 40 HelwoAaBHO BKIOYEHOT crnieumdikawi
NOBTOPHOTO TECTYBaHHA KOPEHS ropeyaBku.3miHu | Tuny:
3MiHu 3 siKocTi. A®l. KoHTponb AdI. 3miHa y napameTpax
cneumdikauin Ta/abo [oNyCTUMKUX MEX, BUSHAUYEHNX Y
cneuudikayisx Ha A®l, abo BUXigHWUA/NPOMIKHWIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLIECI
BMPOG6HMLTBA AD| (ONOBHEHHS cneuudikauii HOBUM
NOKa3HWKOM SIKOCTi Ta BiZNOBiAHUM METOA0M
BMNPO6YBaHHSA) rapMoHi3aLis cneumdikaii TOBTOPHOro
TeCTyBaHHS i3 cneuudikauieto BUNYCKy, MeTOA aHanizy
«leHTioNiKpo3na» 6yB AOAAHMWIA A0 HELLOAABHO BK/THOUEHOT
crneundikaLii NOBTOPHOro TeCTyBaHHA KOPEHS ropeyaBKu.
3miHu | Trny: 3MiHn 3 akocTi. A®L. KoHTponb AdL. 3miHa y
napameTpax cneuucpikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHWX Yy cneuudikauisx Ha A®l, abo
BVXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BVKOPVCTOBYIOTLCSA Y NpoLeci BupobHuutea AdI
(monoBHeHHSA cneuudikaLii HOBYM NOKa3HUKOM SIKOCTi Ta
BiANOBIAHUM MEeTOA0M BMNPOOYBaHHS) rapMoHi3auis
creuudikaLii NOBTOPHOro TeCcTyBaHHs i3 cneuudikauieto
BMMYCKY [10 HELLOZaBHO BK/OYEHOT cneuudikadii
MOBTOPHOrO TECTYBaHHSA KBITKV Mpumynn 3 yatueukot 6yB
Jopannii meTog aHanisy «®dnaBoHoig X, po3paxoBaHuii K
pyTO31A». 3MiHM | TUNY: 3MiHK 3 AkocTi. A®l. KOHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
LONyCTUMMUX MEX, BU3HAYEHUX Y crieundikaLisax Ha Adl,
ab0 BMXigHUIA/NPOMIXHWIA NPOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpo6HnuTBa Ad|
(84onoBHEHHA cneuudikauii HOBUM NOKa3HWKOM SIKOCTI Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHA) rapMoHisauis
cneuudikaLii TOBTOPHOroO TeCTyBaHHs i3 cneyudikauieto
BMNYCKY [10 HeLl04aBHO BK/IHOYEHOI crieuudikaLii
NOBTOPHOTO TECTYBaHHSA TPaBy 3BMYaliHOrO LaB/io 6yB
AopaHuii meTod aHanisy «®aBoHoig Q, po3paxoBaHuii sk
rinepo3ua».3minu | Tuny: 3minun 3 akocTi. A®l. KoHTpob
A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
[ONYCTUMKX MEX, BU3Ha4YeHWX y crneumdikayisx Ha Adl,
ab60 BUXIigHWIA/NPOMKHUIA NpOAyKT/peareHT, Wwo
BVIKOPUCTOBYIOTbCSA Y Npoueci BUpobHuutea AdI
(monoBHeHHS cneuudikavii HOBYM NOKa3HUKOM SIKOCTi Ta
BiANOBIAHWM MEeTOA0M BMNPOOYBaHHSA) rapMoHi3aLis
cneuudikaLii NTOBTOPHOroO TeCTyBaHHS i3 cneyudikaLieto
BMMYCKy [10 HELLOAaBHO BK/IOYEHOT cneuudikauii
NMOBTOPHOrO TeCTyBaHHA Tpasy BepbeHn 6yB AoAaHuii
MeTopg, aHanizy «Bep6eHaniH(Cyxuii)».3miHn | Tuny: 3miHun
3 akocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneumdikauin Ta/abo [onNycTUMKUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®I, abo BUXiAHWUA/NPOMIXHWIA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci
BUPOGHMLTBA AD| (BUTYYEHHA HE3HAYHOTO NMOKa3HUKa
AKOCTI (HanpvKnag BUYyYEeHHS 3acTapisioro nokasHuka))
BW/TyYEHHSI NapameTpy «3anax» i3 cneyudikadii
NOBTOPHMX BUNPo6yBaHb API KBiTka npumysnu 3
Yalueykoro.3MiHu | Tuny: 3miHu 3 akocTi. APl. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
LONyCTUMMUX MEX, BU3HAYEHUX Y crieundikaLisax Ha Adl,
ab0 BMXigHUIA/NPOMIXHWIA NpOAYKT/peareHT, wo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTBa Ad|
(BMyYEHHA HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BW/TYYEHHS 3acTapifioro NokasHuka)) BUNyYeHHs
napameTpy «3anax» i3 cneyudikauii NOBTOPHMX
BMNpo6yBaHb A®| Tpasu Lwasso.3MiHKn | Tuny: 3MiHu 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo [oNyCTUMKUX MEX, BUSHAUYEHNX Y
cneuudikayisx Ha A®l, abo BUXigHWA/NPOMIKHWIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCA Y NPOLIECI
BUPOGHMLTBA AD| (BUTyYEHHA HE3HAYHOTO NMOKa3HUKa
SAKOCTi (Hanpuknaz BUyYEHHs 3acTapifioro nokasHvka))
BW/TYYEHHS HE3HAYHOTO NapameTpy TeCTyBaHHSA
"mxepeno” (Source: Central and South-East Europe) i3
cneumaqikaLii BUNycky KBiTOK 6y3uHU.
3minu | Trny: 3MiHn 3 akocTi. A®IL. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEHNX Yy cneuudikauisx Ha A®l, abo
BUXIAHUA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpo6HnuTBa Ad|
(BMyYEHHS HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BW/TYYEHHS 3aCTapifioro NokasHuka)) BUNyYeHHs
He3Ha4yHOro napameTpy TecTyBaHHS "mxepeno” (Source:
Central and South-East Europe) i3 cneyudikauii Bunycky
KBITOK NepBOLBITY 3 Yalleukot.3MiHu | Tuny: 3MiHn 3
akocTi. A®l. KoHTposib A®L. 3miHa y napameTpax
cneuudikauin Ta/abo [oNyCTUMKUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®I, a6o BUXiAHUA/NPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y NpoLeci
BUPOGHMLTBA AD| (BUTYYEHHA HE3HAYHOTO NMOKa3HUKa
AKOCTI (HanpvKnag BUYYeHHS 3acTapisioro NokasHuka))
BUJTYYEHHSA HE3HAYHOrO NapameTpy TeCTyBaHHs
"mxepeno” (Source: Central Europe) i3 cneuudikauit
BWMNYCKy Tpasu LWasi0.3MiHN | Tuny: 3MiHK 3 akocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
LONyCTUMUX MEX, BU3HAYEHUX Y crieundikaLisax Ha Adl,
ab0 BMXigHUIA/NPOMIXHWIA NPOAYKT/peareHT, wo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpo6HnuTBa Ad|
(BMyYEHHS HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BW/IYYEHHS 3aCTapifioro NokasHuka)) BUMyYEHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
He3Ha4yHOro napameTpy TecTyBaHHS "mxepeno” (Source:

Central Europe) i3 cneuudikaLii BUNycKy KopeHs
ropeyaskun.3MiHn | Tuny: 3MiHn 3 akocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax cneundikauii Ta/abo
LONyCTUMUX MEX, BU3HAYEHUX Y crieundikaLisax Ha Adl,
a60 BMXigHUIA/NPOMIXHWIA NPOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTea Ad|
(BMYyYEHHS HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3acTapifioro NokasHuka)) BUNyYEeHHs
He3Ha4yHOro napameTpy TecTyBaHHS "mxepeno” (Source:
Central and South-East Europe) i3 cneyudikauii Bunycky
Tpasu Bep6eHn.3MiHu | Tuny: 3miHn 3 AkocTi. AdI.
KoHTponb Adl. 3miHa y meTogax BunpobyBaHHa APl abo
BUXiAHOrO MaTepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUPO6HMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEpPIKEHNX MeToAax BUNPObyBaHHS)
OHOB/IEHHA MeToAy BUNPOOYBaHHA X/TOPOreHOBOI KNC0TK
[ONA KBITKM O6y31HK Y cneuudikauii Ha BUNyCcK Ta
NOBTOPHMX BMMPOGYBaHHSAX A5 KBITKU GY3VHW. 3MiHW |
TMny: 3MiHK 3 AkocTi. APl. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo 4ONyCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BVXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Lo
BVIKOPVCTOBYIOTbCSA Y Npovueci BupobHuutea AP| (iHwwi
3MiHM) 3aro/10BOK creuudikaLii BUNycKy KBITOK 6y3uHM
noapibHeHnii 6yB BUNMPaB/IEHWIA, | TENep YiTKO 3a3Ha4eHo,
L0 cneumdikayii 3aCTOCOBYHOTLCS A0 POC/IMHHOT
PEYOBWHMN SIK BUXIZHOT PEYOBUHM, @ TakoX [0
NOPOLUKONOAIGHUX POC/TIMHHUX PeYOoBUH. [0 crneundikavii
BUNycKy 6yB AOAaHWIA OAATKOBWIA NapameTp
cneumdikauii - cTyniHb NOAPIGHEHHS, agpecoBaHuii
POC/IUHHII peyoBuHI.3MiHM | TUNy: 3MiHK 3 SKoCTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneumdikayiin Ta/abo
[ONYCTUMKX MEX, BU3Ha4YeHnX y crneumdikayisax Ha Adl,
a60 BUXIQHWIA/NPOMKHUIA NpOAyKT/peareHT, Wwo
BVIKOPWCTOBYIOTbCSA Y Npovueci BupobHuutea AP (iHwi
3MiHM) 3aro/I0BOK cneumdikawii BUMycky KOpeHHs
ropeyaskv NoapibHeHUIA GyB BUNPaB/EHWIA, | Tenep YiTko
3a3HayeHo, Wo cneuudikaLlii 3acTocoByTbCS A0
POC/IMHHOT PEYOBUHU 5K BUXiZHOT PEYOBMHU, & TakoX A0
NOPOLUKONOAIGHUX POC/TIMHHUX PeYoBUH. o crneundikauii
BUNycKy 6yB AOAaHWIA 4OAATKOBWIA NapameTp
cneumdikauii - cTyniHb NOAPIGHEHHS, agpecoBaHuii
POC/NUHHIA peyoBuHi. 3MiHK | TUNY: 3MiHK 3 AKoCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax crneumdikayin Ta/abo
[ONYCTUMKX MEX, BU3Ha4YeHWX y crneumdikayisx Ha Adl,
ab60 BUXIigHWIA/NPOMKHUIA NpOAyKT/peareHT, Wwo
BVKOPVCTOBYIOTbCSA Y Npoueci BupobHuutea API (iHwi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
3MiHM) 3aro/I0BOK crneuydikawii BUMycKy KBiTOK MEPBOLBITY

KoHTponb A®I. 3miHa y napameTpax cneumdikayiin Ta/abo
[ONYCTUMKX MEX, BU3Ha4YeHnX y crneumdikayisax Ha Adl,

3MiHM) napameTp crneumdikayii «Hac 36opy» pocnnHHOT

BUNycky.3miHn | Tuny: 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo gonycTummx

BVIKOPVCTOBYIOTbCSA Y Npoueci BupobHuutea A®| (iHwwi
3MiHKW) NnapameTp cneyudikauii «Hac 360py» POCAVHHOI
PeYoBUHM KOPiHb ropeyasky 3MiHEHO Y cneuudikawii
BMNycky.3miHw | Tuny: 3miHu 3 skocTi. A®l. KoHTponb AdI.

3 yalleykor noApibHeHoT 6yB BUNpaBEHUA, | Tenep YiTKo
3a3HayeHo, Wo cneuudikaLlii 3acTocoByTbCS A0
POC/IMHHOT PEYOBUHU 5K BUXiZHOT PEYOBMHU, & TaKoX A0
NOPOLUKONOAIGHUX POC/TIMHHUX PeYoBUH. o crneundikauii
BUNycKy 6yB AOAaHWIA 4OAATKOBWIA NapameTp
cneumdikauii - cTyniHb NOAPIGHEHHS, agpecoBaHuii
POCNUHHIA peyoBuHi. 3MiHK | TUNY: 3MiHK 3 AKkoCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax crneumdikayiin Ta/abo
[ONYCTUMKX MEX, BU3Ha4YeHWX y crneumdikayisx Ha Adl,
ab60 BUXIQHWIA/NPOMKHUIA NpOAyKT/peareHT, Wwo
BVIKOPWCTOBYIOTbCSA Y Npovueci BupobHuutea AP (iHwi
3MiHM) 3aro/10BOK crneyudikalii BUNycky Tpasy LLaB/Io
noapibHeHnii 6yB BUNPaB/IEHWIA, | TENep YiTKO 3a3HaYeHo,
LLL0 cneumdikayii 3aCTOCOBYHOTLCS A0 POC/IMHHOT
PEYOBWHM 5K BUXIJHOT PEYOBUHM, @ TakoX [0
NOPOLUKONOAIGHUX POC/TIMHHUX PeYoBUH. o crneundikauii
BUNYycKy 6yB AOAAHWIA OAATKOBWIA NapameTp
cneumdikauii - cTyniHb NOAPIGHEHHS, agpecoBaHuii
POC/UHHIN peyoBuHI.3MiHM | TUNy: 3MiHK 3 SKoCTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneumdikayiin Ta/abo
[ONYCTUMKX MEX, BU3Ha4YeHWX y crneumdikanisax Ha Adl,
ab60 BUXIiQHWIA/NPOMKHUIA NpOAyKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCSA Y Npovueci BupobHuutea AP| (iHwwi
3MiHW) 3aro/1I0BOK crevumdikauii BUnycky Tpasm Bep6eHu
noapibHeHnii 6yB BUNMPaB/IEHWIA, | TENep YiTKO 3a3Ha4eHo,
L0 cneumdikayii 3aCTOCOBYHOTLCS A0 POC/IMHHOT
PEYOBWHMN SIK BUXIZHOT PEYOBUHM, @ TakoX [0
NOPOLUKONOAIGHUX POC/TIMHHUX PeYOoBUH. [0 crneundikavii
BUNycKy 6yB AOAaHWIA OAATKOBWIA NapameTp
cneumdikauii - cTyniHb NOAPIGHEHHS, agpecoBaHuii
POC/IUHHII peyoBuHI.3MiHM | TUNy: 3MiHK 3 SKoCTi. AdI.

a60 BUXIQHWIA/NPOMKHUIA NpOAyKT/peareHT, Wwo
BVIKOPWCTOBYIOTbCSA Y Npovueci BupobHuutea AP (iHwi
PEYOBUHM KBITKM BY3UHU 3MiHEHO Y cnevmdikauii

MeX, BU3Ha4eHux y crneuudikayisax Ha A®l, abo
BUXIAHUA/NPOMIXHUIA NPOAYKT/pearexT, Lo

3MiHa y napameTpax cneuudpikauii Ta/abo gonycTuMmx

MeX, BU3Ha4yeHuX y crneumdikauisx Ha A®l, abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

BVXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BVKOPVCTOBYIOTLCSA Y Npovueci Bupo6HuuTea A®| (iHwwi
3MiHW)
napameTp creumdikauii «Hac 360py» pOCIUHHOT
pevoBUHM TPaBK LLaB0 3MIHEHO Y cneuudikauii
BUNycky.3miHn | Tuny: 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo JonycTuMmx
MeX, BU3Ha4YeHux y crneuudikayisax Ha Ad®l, abo
BUXIAHUIA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BVIKOPVCTOBYIOTbCSA Y Npoueci BupobHuutea A®| (iHwwi
3MiHKN) NapameTp cneyudikauii «Hac 36o0py» POCAVHHOI
peyoBuHM Tpasn BepbeHn 3MiHeHO Y cneuudikallii
BMNycKy.3MmiHun | Tny: 3miHn 3 skocTi. A®l. Bupo6HMLTBO.
3MiHa BUpo6BHMKa BUXiZAHOrO/NPOMIXXHOIO
NpoAYKTy/peareHTy, Lo BUKOPUCTOBYOTLCSA Y
BMPOGHMYOMY npoueci A®I, abo 3miHa BUPO6HMKaA
(BKKOYatoUm, e HeobXxigHO, MicLe NPOBEAEHHSI KOHTPOSIO
akocTi) A®| (3a BifgcyTHOCTI cepTudpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepAkeHoMy A0Cbe)(iHLWi
3MiHM) OHOBJ/IEHHS iHhopMaLil NpPo nocTavasibHUKIB AD|
KBITKM BYy3UHW. AK HACNIAOK OHOB/IEHHS PO3Ainy
«3.2.S.2.1 Brpo6Hukm» gocbe eCTD. 3miHu | Tuny: 3miHu
3 AkocTi. APl. BupobHMUTBO. 3MiHa BUpOOHUKa
BMXiHOro/MPOMiXHOro NPoAyKTy/peareHTy, Lo
BMKOPVCTOBYHOTbCS Y BUpO6HUYOMy npoueci Adl, abo
3MiHa BUPOGHYKa (BKNtOYatouu, ae HeobxigHo, micue
NpoBefieHHs KOHTPO/IIO AKocTi) AdI (3a BifCyTHOCTI
cepTtudikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEepAKEHOMY A0Cbe)(iHLWi 3MiHWM) OHOBJ/IEHHS
iHchopmawii Npo noctadanbHYKIB AD| KOPEHHS ropeyaBKu.
FAK HacNigOK OHOBMEHHS po3ainy «3.2.S.2.1 BUpo6HUku»
pockbe eCTD.
3Minn | Tvny: 3MiHn 3 akocTi. A®L. BupobHuuTBO. 3MmiHa
BMPOGHMKA BUXIAHOrO/MPOMIXXHOIO NPOAyKTy/peareHTy, Wwo
BMKOPUCTOBYHOTLCS Y BUPO6HUYOMY npoueci A®l, abo
3MiHa BUPOGHYMKa (BKNOYatouu, ae HeobxigHo, micue
npoBefeHHs KOHTPO/T0 skocTi) AdI (3a BigCyTHOCTI
cepTudikaTa BignoBigHOCTI EBponeiickkili hapmakonei y
3aTBEpPAKEHOMY A0CHE)(iHLWi 3MiHW) OHOBJ/IEHHS
iHchopmawii npo noctayanbHKkiB AD| KBITOK NepBOLBITY 3
yalleykor. FK Hacnifok OHOBMEHHS po3finy «3.2.S.2.1
Brpo6Hukm» gocbe eCTD.3MiHM | TUuny: 3MiHU 3 AKOCTI.
A®|. BupobHuLTBO. 3MiHa BUPOGHMKA
BVXiIZAHOrO/NPOMIXHOr0o NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHUYOMY npoueci Adl, abo
3MiHa BUpPO6HUKa (BK/TKOYatoum, e HeobxigHo, micue
npoBefieHHA KOHTPO/o AKocTi) AP (3a BigCyTHOCTI
cepTudikaTa BignoBigHOCTI E€Bponeiickbkivi hapmakonei y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

3aTBEPMAKEHOMY A0CLE)(iHLWi 3MiHN) OHOB/IEHHSA
iHdbopmaii npo noctavanbHukis A®I Tpasn Wwasnio. Ak
HacnifoK OHOBMEHHS po3finy «3.2.S.2.1 BUpO6GHUKM»
pocbe eCTD. 3minm | Tuny: 3miHu 3 sKocTi. AdI.
Brpo6HMUTBO. 3MiHa BUPOBHUKA BMXiAHOrO/NPOMIXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npoueci A®I, abo 3miHa BUPO6HMKaA
(BKKOYatoum, ae HeobXxigHO, MicLe NPOBEAEHHSI KOHTPOSIO
akocTi) A®| (3a BifgcyTHOCTI cepTucikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepAkeHoMy A0Cbe)(iHLWi
3MiHM) OHOBJ/IEHHS iHhopMaLii NpPo nocTavasibHUKIB AD|
Tpasu Bep6eHn. FK HACNiA0K OHOBIEHHS PO34iny
«3.2.S.2.1 Brpo6Hukm» gocbe eCTD. 3miHu | Trny: 3miHu
3 AkocTi. APl KoHTposnb API. 3miHa y meTogax
BMUNpobyBaHHA APl abo BUXiAHOTO MaTepiasly/npoMiKHOro
NPOAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPOKEHNX
MeTofax BUNPOGYBaHHS)

MeTog TeCTyBaHHS ad)/IaTOKCUHIB KOHTPaKTHOHO
na6oparopieto Phytos Labor fir Analytik von Arzneimitteln
GmbH & Co.KG gnsa Adl kopiHb ropeyasku (Gentian root)
6y/10 OHOB/IEHO Ta NepeHymepoBaHo SOP 805038, Bunyck

2-> SOP 805023, Bunyck 2.3MiHu | Tuny: 3MiHU 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikaLiii
Ta/abo fonyCTMMUX MEX, BU3HAYEHNX Y cneuymdikauiax Ha
A®I, ab0o BUXigHWIA/NPOMKHUIA NpOAYKT/peareHT, Wwo
BVIKOPUCTOBYIOTbCSA Y Npoueci BUpobHuutea API
(monoBHeHHS cneuudikavii HOBYM NOKa3HUKOM SIKOCTi Ta
BiAMNOBIAHUM METOA0M BUNPoByBaHHA) MOHOrpadis
"MepBUHHNI €TaNIOHHWI CTaHZapT AN KiNlbKiCHOro
BM3HAYEHHS y dapMaLeBTUYHNX Linsax" 4ns sepbanivy
6yna oHoBreHa i Ao cneuudikauii BepbaniHy siK
eTa/IOHHOrOo CTaHAapTy A5 KiNbKICHOro BU3HaYeHHs 6y10
[0[AaHo Kinbka TecTiB. K HacnifAoK OHOB/IEHHS po3ainy
"3.2.S.5 CtaHpapTHi 3pasku abo npenapartun”. 3miHu Il
TMny: 3MiHM 3 skocTi. APl BupobHuLTBO. 3MiHU B NpoLieci

BMpO6HMLTBA AP (3MiHa Y SlikapcbkoMy 3acob6i
POC/IMHHOTO MOXOMXEHHS, fKa CTOCYETbCA OAHIET 3 TakunX
XapaKkTepUCTUK: [Kepeno NOXOMKEHHS CUPOBUHM, CNOCIO

BMPOGHMLTBA abo BUrOTOB/IEHHS) BUMOrn GACP 6ynu
OHOBNeEHi Ana A®I kBiTok 6y3unHu J13. BignosigHo 6yno
OHOB/EHO PO34in «3.2.5.2.2 Onuc BUPOGHNYOro npoLecy
Ta I0r0 KOHTPOJIIO», BK/IOYEHa AeTaslbHa iHhopMaLlis npo
nepBuHHY nepepobky AdI 3rigHo 3 GACP.
3MiHn Il TURNy: 3MiHK 3 skocTi. APl BUpo6bHULTBO. 3MiHN B
npoueci BupobHuuTea A®| (3miHa y nlikapcbkomy 3acobi
POC/IMHHOTO MOXOXEHHS, fKa CTOCYETbCA OAHIET 3 TakunX
XapaKTepPUCTUK: MKepeno NOXOMKEHHS CUPOBUHM, cnocit
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

BMPOGHMLTBA abo BUrOTOB/IEHHS) BUMOrn GACP 6ynu
OHOBNeHi aAna A®| kopeHHs ropeyasku /13. BignosigHo
6yN10 OHOBNEHO PO34in «3.2.S.2.2 Onuc BUPOBGHNYOro
npoLecy Ta oro KOHTPOJ0», BK/IIOYEHA feTaslbHa
iHbopmaLisi Npo NnepBuHHY Nepepobky AdI 3rigHo 3
GACP.3MiHu Il TUny: 3miHK 3 akocTi. AP, BUpobHULTBO.
3MiHM B npoLieci BUpo6HMLTBa AD| (3MiHa y NnikapcbKomy
3ac06i POC/IMHHOIO MOXOAXEHHS, fKa CTOCYETHLCA OAHIET 3
TaKknX XapakTepucTuK: [pKepeso NOXOMKEHHS CUPOBUHM,
cnoci6 BMpo6HMLTBa abo BUroToB/EHHS) BUMOrn GACP
6ynu oHoBneHi Ansa A®I KBITOK NEPBOLBITY 3 Yalleykor
N3. BignosigHo 6yno oHOBAEHO po34in «3.2.5.2.2 Onuc
BMPOBGHNYOro NpoLecy Ta Noro KOHTPOIO», BK/IKOYEHA
[eTtanbHa iHhopMais Npo nepsuHHY nepepobky AdI
3rigHo 3 GACP.3miHu Il Tuny: 3miHn 3 sKocTi. AL,
Bupo6HMuTBO. 3MiHM B npoLeci BupobHuuTea A®| (3miHa y
NiKapcbKoMy 3ac06i POC/IMHHOIO MNOXOXXEHHS, sKa
CTOCYETbLCS OAHIET 3 TAKMX XapakTepUCTUK: [Kepeno
NOXOXEHHSI CUPOBUHU, CNOCI6 BUPO6HMLITBA 260
BUIOTOB/IEHHS) BUMOrn GACP 6ynu oHoBneHi ans Adl
Tpasu wasso /13. BignosigHO 6yn10 OHOBAEHO PO34in
«3.2.S.2.2 Onuc BUpo6GHMYOro npoLecy Ta iioro
KOHTPO/I0», BK/IKOYEHa fieTaslbHa iHchopmMaLis npo
nepsuHHY nepepo6ky A®I 3rigHo 3 GACP. 3minu Il Tuny:
3MiHu 3 sKocTi. A®l. BUpo6GHMLTBO. 3MiHM B MpoLeci
BUpo6HULUTBa APl (3MiHa Y NnikapcbkoMy 3acobi
POC/IMHHOIO NOXOAXEHHS, K& CTOCYETbCA OAHIET 3 TaKNX
XapakTepucTuk: Jkepenio NOXOLKEHHS CUPOBWHM, CNOCIO
BUPOGHMLTBA ab0 BUrOoTOB/IEHHSA) BUMOrK GACP 6ynu
oHoBrieHi A4na A®| Tpasu Bepbenun /13. BignosigHo 6yno
OHOBJ/IEHO pOo34in «3.2.S.2.2 Onnc BUPO6HMYOro npoLiecy
Ta A0ro KOHTPOJIIO», BK/IIOYEHA AeTaslbHa iHhopMalLlisi Npo
nepsuHHY nepepobky A®I 3rigHo 3 GACP.3MiHu | Tuny:
AIMIHICTpaTUBHI 3MiHW. BryyeHHst BAPO6HUYOI AinbHAL
(BkOYatoum ginbHULi gns A®l, NPoMiXXHOro NPoAyKTy abo
roTOBOrO /iKapCbKOro 3acoby, AiNbHUL 415 NPOBEAEHHS
nakyBaHHs, BUpOGHYKa, BiNOBiAa/IbHOTO 3a BUMYCK Cepiid,
MicLLe NpoBefEeHHSA KOHTPO/IO cepil) abo noctavanbHUKa
BMXifHOro Martepiany, peareHTy abo AonoMiXHOT
PEYOBMHM (SIKLLO 3a3HAYEHO Y [OCLE) BUTYYEHHS 3
mMarepianiB peecTpauiiiHoro A0Cbe BUPOOHNYOT AiTbHULL
Dragenopharm Apotheker Puschl GmbH, Germany sk
micue BMpo6HMUTBa J13. FK HACNiAOK OHOBNEHHS PO3AiMiB
"3.2.P.3.1 Bupo6Huk ()" Ta "3.2.P.3.5 Banigauis ta / a6o
oujiHka npouecy" gocbe eCTD. 3MiHu | Tuny: 3MiHm 3
akocTi. A®l. Cuctema KoHTeliHep/3aKkynopoBaibHWi 3aci6.
3miHa y 6e3nocepeHiit) ynakoBuji Ad! (iHwi 3MiHK)
OHOB/IEHHA 1OKYMEeHTaLji Ha NaKkyBaslbHWI1 MaTepian Ad|
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

kopeHs ropeyasku (Radix Gentianae) /13, 6e3 3MiHV SKOCTi
nakyBasIbHOro matepiany. [lokymeHTaujis nocravyanbHuka
6yna 3aMiHeHa foKkyMeHTamu, BugaHumm Bionorica SE. Ak
Hac/ioK OHOBMIEHHSA po3ainy «3.2.S.6 Cuctema
KOHTelHep /3aKynoptoBasibHuii 3aci6» gocbe eCTD.3MiHu |
Tuny: 3miHun 3 akocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3miHa y
6e3nocepeHiit) ynakosLji A®| (iHLWi 3MiHW) OHOB/IEHHS
[OKyMeHTaLji Ha nakyBasibHWA MaTepian Ad®| KBITOK
nepsougiTy 3 yaweukoto (Flores Pritnlae cum Calycibus)
N3, 6e3 3MiHM AKOCTI NaKyBaslbHOro mMarepiany.
[JlokymeHTauis noctavasibH1ka 6yna 3aMmiHeHa
LOKyMeHTamu, BugaHumu Bionorica SE. Ak Hacnigok
OHOBJIEHHS po3ainy «3.2.S.6 Cuctema
KOHTeliHep/3akynopoBasibHWiA 3acio» gocbe eCTD. 3MiHu |
Tuny: 3miHun 3 akocTi. A®l. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3miHa y
6e3nocepeHiit) ynakosLi A (iHLWi 3MiHW) OHOBJIEHHS
[OKyMeHTaLji Ha nakyBa/ibHWil MaTepian AD| Tpasu
waento (Herba Rumicis) /13, 6e3 3MiHW AKOCTi
nakyBasIbHOro mMatepiasty. [lokyMeHTal s noctavyasibHUKa
6yna 3aMiHeHa JokyMeHTamu, BugaHumu Bionorica SE. Ak
HacnifoK OHOBJIEHHA po3ainy «3.2.S.6 Cuctema
KOHTelHep/3aKkynoptoBasibHUiA 3aci6» gocbe eCTD.3MiHu |
Tuny: 3miHun 3 akocTi. A®l. Cuctema
KOHTeliHep/3akKynoproBasibHWiA 3aci6. 3miHa y
6e3nocepeHiit) ynakosuji A (iHLWi 3MiHW) OHOB/IEHHS
[OKyMeHTaUi Ha nakyBanbHWin MaTepiasn AD| KBITOK
6y3uHu (Flores Sambuci) 13, 6e3 3MiHK AKOCTI
nakyBasIbHOro mMatepiasty. [lokyMeHTal s noctavyasibHUKa
6yna 3aMiHeHa JoKyMeHTamu, BugaHumu Bionorica SE. Ak
HacnifoK OHOBJIEHHA po3ainy «3.2.S.6 Cuctema
KOHTeliHep/3akynopoBasibHWiA 3acit» gocbe eCTD. 3MiHu |
Tuny: 3miHun 3 akocTi. A®l. Cuctema
KOHTeliHep/3akKynoproBasibHWiA 3aci6. 3miHa y
6e3nocepeHiit) ynakosLi A (iHLWi 3MiHW) OHOBJIEHHS
[OKyMeHTaLji Ha nakyBa/ibHWil MmaTepiann A®| Tpasu
BepbeHu (Herba Verbenae) /13, 6e3 3MiHM AKOCTI
nakyBasIbHOro mMatepiasty. [lokyMeHTal s noctavyasibHUKa
6yna 3aMiHeHa JoKyMeHTamu, BugaHumu Bionorica SE. Ak
HacnifoK OHOBJIEHHA po3ainy «3.2.S.6 Cuctema
KOHTeliHep/3akynoptoBasibHWiA 3acio» gocbe eCTD.
3miHu | Tvny: 3MmiHn 3 akocTi. A®I. CTabinbHICTb. 3MiHa
nepiogy NoBTOPHUX BUNPOGYBaHb /nepiogy 36epiraHHA abo
ymoB 36epiraHHsa A®| (3a BigCyTHOCTI y 3aTBEpIKEHOMY
Jocbe cepTudikaTa BifnoBigHOCTI EBpONENCHKIi
dhapmakonei, Lo BkIoYae nepiof NOBTOPHOTO
BMNpobyBaHHsA) (Nepiog NOBTOPHOTO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

BMNpoGyBaHHsA/nepio 36epiraHHs) - 3MEHLLEHHS
3MEeHLUEHHS nepioay NOBTOPHOIO TecTyBaHHA ans Adl
KopeHs ropevaBku (Radix Gentianae) 3 36 o 24
MicsauiB.3miHn | Tny: 3miHu 3 skocTi. APl. CTabinbHICTb.
3miHa nepioly NOBTOPHKX BUNpobyBaHb/nepiogy
36epiraHHs abo ymoB 36epiraHHa Ad| (3a BiACYTHOCTI y
3aTBEpAKEHOMY [0CbE cepTudikaTa BifnoBigHOCTI
€Bponelicbkiil hapmakonel, Lo BKovae nepios
NOBTOPHOro BUNpobyBaHHs) (nepios NOBTOPHOIO
BMNpoGyBaHHs/nepio 36epiraHHs) - SMEHLLEHHS
3MEeHLUEHHS nepioay NOBTOPHOro TecTyBaHHA ans Adl
KBITOK NepBoLBITY 3 yaweykoto (Flores Primulae cum
Calycibus) 3 36 0o 24 micAuis. 3MiHN | TURY: 3MiHK 3
AKocTi. A®l. CTabinbHICTb. 3MiHa nepiogy NOBTOPHUX
BMNPOGYBaHb/nepiofy 36epiraHHA abo yMOB 36epiraHHs
A®I (3a BiACYTHOCTI Y 3aTBEPAKEHOMY A0CLE cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmMakonei, Lo BKIoYae
nepiog, NOBTOPHOro BUNpPobyBaHHS) (Nepio, NOBTOPHOIO
BMNpoGyBaHHsA/nepio 36epiraHHs) - 3MEHLLEHHS
3MEeHLUEHHS nepioay NOBTOPHOIO TecTyBaHHA ans Adl
Tpasu wasnio (Herba Rumicis) 3 36 go 24 micAuis.3miHn
| Tuny: 3miHu 3 AkocTi. A®l. CTabinbHicTb. 3miHa nepiogy
NOBTOPHMX BUNPOBYBaHb/Nepiogy 36epiraHHA abo ymoB
36epiraHHa APl (3a BigCyTHOCTI Y 3aTBEPAYKEHOMY [OCHE
cepTudpikaTa BignoBiAHOCTI EBpoNeNiCchKil thapmakoneri,
LLI0 BK/KOYAE Nepios NOBTOPHOTo BUNpobyBaHHs) (nepios
NMOBTOPHOro BMNpobyBaHHsA/Nepios 36epiraHHs) -
3MeHLLIEeHHA
3MEeHLUEHHS nepioay NOBTOPHOIO TecTyBaHHA ans Adl
KBiTOK 6y3uHU (Flores Sambuci) 3 36 g0 24 micAuiB. 3MiHN
| Tuny: 3miHu 3 AkocTi. A®l. CTabinbHicTb. 3miHa nepiogy
NOBTOPHMX BUNPOBYBaHb/Nepiogy 36epiraHHA abo ymoB
36epiraHHa APl (3a BigCyTHOCTI Y 3aTBEPAYKEHOMY [AOCHE
cepTudpikaTa BignoBiAHOCTI EBpoNeNiCchKil thapmakoneri,
LLI0 BK/KOYAE Nepios NOBTOPHOTo BUNpobyBaHHs) (nepios
NMOBTOPHOroO BMNpo6yBaHHsA/Nepios 36epiraHHs) -
3MEeHLUEHHSI 3MEHLLEHHS Nepiofy NOBTOPHOTO TECTyBaHHS
onsa A®l Tpasu BepbeHu (Herba Verbenae) 3 36 go 24
MicsauiB.3miHu | Tvny: 3MiHn 3 sKocTi. APl CTabinbHICTb.
3miHa nepiogy NOBTOPHMX BMNpobyBaHb/nepiogy
36epiraHHa abo yMoB 36epiraHHs AdI (3a BiAcyTHOCTI y
3aTBEPKEHOMY [OCLE cepTudikara BifnoBiAHOCTI
€Bponelicbkiin hapmakonel, Lo BKYae nepiog
NOBTOPHOro BUNpPobyBaHHS) (nepios NOBTOPHOIoO
BunpobyBaHHA/nepios 36epiraHHs) - BinbLL XOPCTKI YMOBK
36epiraHHsa JofasaHHsA yMOB 36epiraHHs ans Ad| kopeHs
ropeyvasky - "36epiraTv Npu Temneparypi He BuLe 25° C"
o p. 3.2.S.7. CtabinbHictb gocbc eCTD. 3MiHu | Tuny:
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
3MiHu 3 sKkocTi. A®I CTabinbHicTb. 3miHa nepiogy

NOBTOPHWX BUNPOBYBaHb/Nepiogy 36epiraHHA abo ymoB
36epiraHHa APl (3a BigCYTHOCTI Y 3aTBEPAYKEHOMY [AOCHE
cepTudpikaTa BignoBiAHOCTI EBpoNeiichkiin thapmakoneri,
LLI0 BK/KOYAE Nepios NOBTOPHOTo BUNpobyBaHHs) (nepios
NMOBTOPHOro BMNpo6yBaHHsA/nepios 36epiraHHs) - binbLu
YKOPCTKi YMOBWU 36€epiraHHs foAaBaHHsA YMOB 36epiraHHs
ons A®| KBITOK NepBOLBITY 3 Yalleykoto - "36epirati npu
Temnepartypi He BuLe 25° C" go p. 3.2.S.7. CTabinbHiCTb
pocbe eCTD. 3minm | Trny: 3MiHn 3 skocTi. Ad|
CT1abinbHICTb. 3MiHa nepiogy NOBTOPHUX
BMNpOGYBaHb/nepiofy 36epiraHHA abo yMOB 36epiraHHs
A®I (3a BiACYTHOCTI Y 3aTBEPAKEHOMY A0CLE cepTudikaTa
BiANOBIgHOCTI EBponeiickkili hapmakonei, Lo BKIoYae
nepiog, NOBTOPHOro BUNpPobyBaHHS) (Nepio, NOBTOPHOIO
BMNpobyBaHHsA/nepios 36epiraHHs) - BinbLL XOPCTKI YMOBU
36epiraHHsa JofaBaHHsA YMOB 36epiraHHs ans Ad®| Tpasu
Lwaso - "36epirat npu Temneparypi He Buwe 25° C" oo
p. 3.2.S.7. CtabinbHictb gocbc eCTD. 3MiHu | TUny: 3MiHN
3 aKocTi. A®I CtabinbHicTb. 3miHa nepiogy NOBTOPHUX
BMNPOGYBaHb/nepiofy 36epiraHHA abo yMOB 36epiraHHs
A®I (3a BiACYTHOCTI Y 3aTBEPAKEHOMY A0ChE cepTudikaTa
BiANOBIgHOCTI EBponeiickkili hapmakonei, Lo BKIoYae
nepiog, NOBTOPHOro BUNpPobyBaHHS) (Nepio, NOBTOPHOIO
BMNpobyBaHHsA/nepios 36epiraHHs) - BinbLL XOPCTKI YMOBU
36epiraHHa fofaBaHHA YMOB 36epiraHHa ans APl KBiTOK
6y3uHK - "36epiratv Nnpu TemnepaTtypi He Buwe 25° C" go
p. 3.2.S.7. CrabinbHictb gocbc eCTD. 3MiHu | TUny: 3MiHn
3 aKocTi. A®I CtabinbHicTb. 3miHa nepiogy NOBTOPHUX
BMNPOGYBaHb/nepiofy 36epiraHHA abo yMOB 36epiraHHs
A®I (3a BiACYTHOCTI Y 3aTBEPAKEHOMY A0CLE cepTudikaTa
BiANOBIgHOCTI EBponeiickkili hapmakonei, Lo BKIoYae
nepiog, NOBTOPHOro BUNpPobyBaHHS) (Nepio, NOBTOPHOIO
BMNpobyBaHHsA/nepios 36epiraHHs) - BinbLL XOPCTKI YMOBU
36epiraHHa goAaBaHHA YMOB 36epiraHHsA ans A®l Tpasu
BepbeHu - "36epirati npu Temnepartypi He suue 25° C"
[o p. 3.2.S.7. CtabinbHictb gocbc eCTD. 3MiHn | Tuny:
3MiHu 3 siKoCTi. [oTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapcbKoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby (L0NoBHEHHSA abo 3aMiHa NokasHuKa
cneungikauii 3a pesynbratamv LOCiKeHb 3 6e3nekn
abo AKoCTi (3a BUHATKOM NiKapCbKux 3aco6is
6i0n0oriYHoro/iMyHONOrYHOIrO NOXOLXKEHHS)) AONOBHEHHS
cneumdikauii Ha Bunycky /13 n. «Ankanovgpl
NMMPPONN3NAVHHA - NUMUT/LHeBHas go3a < 1,0
[Mkr/geHb]». 3miHu | Trny: 3MiHK 3 sikocTi. FoTOBMIA

nikapcbkuii 3aci6. Cuctema KoHTelHep /3aKynopoBasibHuUi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

3aci6. 3miHa napameTpiB cneyndikauii Ta/abo
[0MyCTUMUX MEX MEPBUHHOI YNakoBKV rOTOBOTO
niKapcbKoro 3acoby (40NOBHEHHA cneuudikauii HoBUM
NoKa3HUKOM 3 BiANOBIAHUM METOAO0M BMMPOGYBaHHS)
[ONOBHEHHSA cneumdikauii antomiHieBoi 6nicTepHoi
donbru n."BusnaveHHs"(Definition) - ToswuHa
antoMinieBoi cponbru: 20+1.6 pm.3minu | TMNy: 3MiHN 3
AKocTi. [O0TOBWIA Nikapcbkuii 3aci6. CucTeMa KoHTeHep
/3aKynoptoBasibHWiA 3aci6. 3miHa napameTpis
cneundikauii Ta/abo AONYCTUMMX MEX MEPBUHHOT
yNaKkoBKM rOTOBOTO /ikapCbKOro 3acoby (40MOBHEHHS
cneumdikaLii HOBUM NOKa3HUKOM 3 Bi4MNOBILH/M METOAOM
BMNPOOYBaHHSA) AONOBHEHHSA cneundikaLii asltlomiHieBoil
6nictepHoi donbru n."BusHaveHHs"(Definition) - MaTepian
MiH. 98.1 %. 3MiHu | TMNy: 3MiHK 3 AKocTi. FoTOBWMIA
nikapcbknii 3aci6. Cuctema KoHTelHep /3aKynopoBasibHNM
3aci6. 3miHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMUX MEX NEPBUHHOI YNakoBKV rOTOBOTO
nikapcbKoro 3acoby (4ONOBHEHHS cneumdikalii HOBUM
MOKa3HWKOM 3 BiiNOBIAHUM METOA0M BUNPOGYBaHHS)
[OMNOBHEHHA creymdikalii antomiHieBoi 6aicTepHoi
donbry n. "BusHaveHHs"(Definition) - TepmoisonauiiHnii
nak: BiHinakpunat(7.0 + 1.0 g/m?). 3minHu | Tuny: 3MiHn 3
AKOCTI. FoTOoBUIA Nikapcbkuii 3aci6. CucTema KoHTeliHep
/3akynoptoBasibHWii 3aci6. 3miHa napameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yMakoBKM rOTOBOTO NiKapCbKoro 3acoby ([ONOBHEHHS
cneuudikauii HOBUM NOKa3HUKOM 3 BifMOBiZHNM METOAOM
BUNPOBYBaHHS) AOMNOBHEHHS cneumdikavii anoMiHieBol
6nicTepHoi chonbry n. "BusnayveHHsn"(Definition) - "The
materials comply with the valid European requirements EC
Regulation No 1935/2004, EC Regulation No 2023/2006,
Directive 94/62EC and EMA Guideline EMA/410/01".
3miHu | Tvny: 3MiHM 3 aKocTi. [OTOBWIA Nikapcbkuii 3aci6.
CucTema KoHTelHep /3aKynoptoBasibHuii 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo 4oNyCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO JiKapCbKOro 3acoby
(8onoBHEHHS cneumdikayii HOBUM NOKA3HUKOM 3
BiANOBIAHUM METOA0M BUNPOOYBaHHSA) [OMNOBHEHHS
cneuudikauii antoMiHieBOT 61icTepHOT chonbru n.
"loeHTUYHICTL" - "ldentity - IR". 3MiHW | TUNY: 3MiHK 3
AKOCTI. FoTOoBUIA Nikapcbkuii 3aci6. CucTema KoHTeliHep
/3akynoptoBasibHWii 3aci6. 3miHa napameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX NEPBUHHOT
yMakoBKW rOTOBOrO MiKapCbKoro 3acoby (iHLwi 3MiHwu)
3MiHa (PO3LUMPEHHST) KPUTEPIiB NPUIAHATHOCTI NapameTpa
"ToBwwmHa" (3 306-338 [um] go 307-339 [uT]) cneumdikaw,i
NBX/MNBAX-thonbrn. 3miHu | Tuny: 3MiHK 3 siKocTi. FoToBWiA
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

nikapcbkuii 3aci6. Cructema KoHTelnHep/3akynoproBasIbHUIA
3aci6. 3miHa y meTogax BUNpobyBaHHS NepBUHHOT
yNakoBKW rOTOBOTO NiKapCbKOro 3acoby (iHLUi 3MiHW Y
mMeToAax BMNPo6yBaHb (BK/IKOHYaloun 3amiHy abo
[ofaBaHHs)) 4Ns nepeBipkyu po3MipiB atoMiHiEBOT hobrn
BVIKOPVCTOBYETbLCS LLkasia nobynosu rpadikis (plotting
scale) 3amicTb wraHreHumpkyns (sliding calliper). Okpim
TOro, 6y/n BHeCeHi Aesiki pefakuiiiHi 3MiHM. OHOBJIEHHS
po3giny «3.2.P.7 CACTEMM 3aKPUTTA KOHTEHEpIB»
pokymeHTauii eCTD.3miHu | Tuny: 3miHun 3 AKocTi. FoToBUiA
nikapcbkuii 3aci6. CucTeMa KOHTelHep /3aKynopioBasibHUM
3aci6. 3miHa nocTavasibHMKa nakysasibHUX MaTepianis abo
KOMM/IEKTYIOUMX (SIKLLO 3a3HAYEHO B [OCHE) (BUTYUYEHHS
noctavasibH1Ka) OHOBMEHHSA B po3gini "3.2.P.7.2.2
AntomiHieBa honbra” - AoKyMeHTauisa 3 Hassamu
noctavanbHukis(Constantia Nusser GmbH, Constantia
Patz GmbH, Schluter Print Pharma Packaging GmbH)
aNIOMIHIEBOT (hO/bIM, 3aMiHEHA AOKYMEHTaLiE BUAAHO
Bionorica SE. KOMMOHEHTV ynakoBKu, SKiCHWA Ta
KiNIbKiCHWIA CKlaf, KOMMOHEHTIB YNaKoBKU Ta BCi TEXHIUHI
XapakTepuCTUKy Ta METOAMN KOHTPOSIO AKOCTI
3a/IMLIATLCSA HE3MIHHUMMW.3MiHKM | Trny: 3MiHKM 3 SKOCTI.
CepTudpikat BignosigHocTi/l E-cepTudikat BignosigHocCTi
€Bponeiicbkili hapmakonei/MmoHorpadii. 3mMiHK, NoB's3aHi
3 HEOOXIAHICTIO MPVMBEAEHHS Y BiAMNOBIAHICTb A0
MoHorpadii 4dY abo €sponeiicbkoi thapmakonei, abo
iHLWOT HauioHaNbHOT thapmakonei fgepxasu €C (3MiHa y
cneumdikauisix, noB'sa3aHa 3i 3miHamu B 1dY, abo
€Bponeiicbkili hapmakonei, abo iHLWiA HalioHaNbHIl
thapmakonei gepxasu €C) cneumdikalis NoBTOPHOro
TecTyBaHHs("3.2.5.4.1.2 Retest Specification”) kBiTku
By3vHun 6yna 3miHeHa BignoBigHO A0 MoHorpadii
"Sambuci flos" EP.3minu | Tvny: 3MiHK 3 SKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudikat BignoBigHOCTI
€Bponeiickkili hapmakonei/MmoHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXiAHICTIO MPUBEAEHHN Y BIANOBIAHICTb [0
MoHorpadii APY abo €sponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHOT thapmakonei fepxasu €C (3MiHa y
cneundikauisix, nos'sa3aHa 3i 3miHamu B 1dY, a6o
€Bponeiicbkiii hapmakonei, abo iHLWIA HaLioHaNbHIi
thapmakonei gepxasu €C) cnevumdikayis NOBTOPHOro
TecTyBaHHA("3.2.5.4.1.2 Retest Specification") Tpasu
BepbeHun byna 3MiHeHa BiAMOBIAHO A0 MOHOrpadii
"Verbenae herba" EP. 3miHu | Tvny: 3miHn 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudiikar BiAnoBigHOCTI
€Bponeiicbkilii hapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXIAHICTIO MPVMBEAEHHS Y BiANOBIAHICTb [0
MoHorpadii dY abo €sponeiicbkoi thapmakonei, a6o
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

iHLIOT HauioHasTbHOI dhapmakonei gepxasu EC (3MiHa y
cneumdikauisix, nos's3aHa 3i 3miHamu B 1dY, a6o
€Bponeiicbkiii hapmakonei, abo iHLWiA HaLioHa/bHIl
thapmakonei gepxasu €C) cneumdikais MTOBTOPHOro
TecTyBaHHsA ("3.2.S.4.1.2 Retest Specification") kopeHs
ropeyasku 6yna 3miHeHa BifnoBiAHO 40 MOHOrpadii
"Gentianae radix" EP. 3minu | Tny: 3miHu 3 SKOCTi.
CepTudpikat BignosigHocTi/l E-cepTudikat BignosigHocCTi
€Bponeiicbkili hapmakonei/MmoHorpadii. 3mMiHW, NoB's3aHi
3 HEOOXIAHICTIO MPVMBEAEHHS Y BiAMNOBIAHICTb A0
MoHorpadii 4dY abo Esponeiicbkoi thapmakonei, abo
iHLWOT HauioHaNbHOT thapmakonei fgepxasu €C (3MiHa y
cneumdikauisix, noB'sa3aHa 3i 3miHamu B 1dY, abo
€Bponeiicbkili hapmakonei, abo iHLWIA HalioHaNbHIl
chapmakonei gepxasu €C) y BKItOYEHIN cneumdikauii
noBTOpHOro mecmyBaHHA("3.2.5.4.1.2 Retest
Specification") A®| KBITOK NepBOLBITY 3 YalLEUKo
OHOB/IEHO NapamMeTp MiKpo6ioorivyHOI AKOCTI BigNOBIAHO
Bumoram EP y noTouHii Bepcii.3miHu | Tuny: 3miHn 3
akocTi. CepTudikaT BignosigHocTi/IE-cepTudikaT
BifnoBigHOCTI €Bponelickkili hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXiJHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpacii APY abo €Bponeicbkol
thapmakonei, abo iHLWOi HaLioHasIbHOI dhapmakonel
Aepxasu EC (3miHa y cneuudikauisix, NoB'sA3aHa 3i
3miHamu B Y, abo €Bponeiickkili hapmakonei, abo
iHLWI HawioHaNbHIl dpapmakonei gepxasu €C) y
BK/IOYEHIli cneuydikaii TOBTOPHOro
TecTyBaHHA("3.2.S.4.1.2 Retest Specification") A®I kBiTok
6y3VHV OHOBIEHO NapameTp MiKpo6ioNoriyHOT AKOCTi
BiAnoBigHO BUMoram EP y noTtouHili Bepcii. 3miHun | Tuny:
3MiHu 3 aKocTi. CepTudikaT BignosigHocTI/I E-cepTudikaT
BifnoBigHOCTI €Bponelickkili hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXiJHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpacii APY abo €Bponeicbkol
thapmakonei, abo iHLWOi HaLioHasIbHOI dhapmakonel
Aepxasu EC (3miHa y cneuudikauisix, Nos'sA3aHa 3i
3miHamu B Y, abo €Bponeiickkili hapmakonei, abo
iHLI HawioHaNbHI dpapmakonei fgepxasu E€C) y
BK/IOUEHIli cneupmdikauii NOBTOPHOrO mecmyBaHHs
("3.2.5.4.1.2 Retest Specification") A®I Tpasu wasto
OHOB/IEHO NapamMeTp MiKpo6ioorivyHOI AKOCTI BigNOBIAHO
Bumoram EP y noTouHii Bepcii. 3minu | Tvny: 3MiHn 3
akocTi. CepTudikaT BignosigHocTi/IE-cepTudikaT
BifnoBigHOCTI €Bponelickkili hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXiJHICTIO NPUBELAEHHS Y
BiANOBIAHICTL A0 MoHOrpacii APY abo €Bponeicbkol
thapmakonei, abo iHLWOoi HaLioHasIbHOI dhapmakonei
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

Aepxasu EC (3miHa y cneuudikauisix, NoB'sA3aHa 3i
3miHamu B Y, abo €Bponeiickkili hapmakonei, abo
iHLWI HawioHaNbHI dhapmakonei gepxasu €C) y
BK/IOYEHIli cneuydikaii TOBTOPHOro
TecTyBaHHA("3.2.S.4.1.2 Retest Specification") A®I| kopeHs
ropeyaBkn OHOB/IEHO NapameTp MiKpo6ionoriYHoi AKOCTi
BiANOBIAHO BUMoram EP y noTouHii Bepcii. 3MiHu | Tuny:
3MiHu 3 aKocTi. CepTudikaT BignosigHocTi/lE-cepTudikaT
BifnoBigHOCTI €Bponelickkili hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXiJHICTIO NPUBELAEHHS Y
BiANOBIAHICTL A0 MoHOrpacii APY abo €Bponeicbkol
thapmakonei, abo iHLWOi HaLioHasIbHOI dhapmakonel
Aepxasu EC (3miHa y cneuudikauisix, Nos'sA3aHa 3i
3miHamu B ®Y, abo €Bponeiickkili hapmakonei, abo
iHLWI HawioHaNbHI dhapmakonei fgepxasu E€C) y
BK/IOUEHIli cneuydikaii TOBTOPHOro
TecTyBaHHA("3.2.S.4.1.2 Retest Specification") A®I Tpasu
BepbeHn OHOB/IEHO NapameTp MiKpOb6ioIOrYHOT AKOCTI
BiagnosigHO BUMoram EP y noTtouHili Bepcii. 3miHu | Tuny:
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy Micus NpoBaMKEHHS AisNIbHOCTI BUPOGHMKA
(BKTrOYAtOUM, 38 HEOOXIAHOCTI, MicLe NpoBeAEHHS
KOHTPO/IO AIKOCTi), a60 BacHuKka MmacTep-gaiina Ha Adl,
a60 noctavasibHMKa Adl/BuxigHOro matepiany
/peareHTy/MPOMIKHOrO NPOAYKTY, L0 3aCTOCOBYHOTLCH Y
BMPOGHULTBI AP (SKLLO 3a3HAYEHO Y JOCBE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudiikaTta BigNoBiAHOCTI
€Bponelicbkiin hapmakonei y 3aTBepAXeHOMY [OCbE, 260
BMPOGHMKA HOBOI JOMOMIDKHOI PEYOBUHM (SIKLLO 3a3HA4YEHO
y [OCbE) 3MiHa Ha3BW KOHTPaKTHOI naboparopii, ae
NPOBOANTLCA KOHTPO/Ib AD| Ta roTOBOrO NiKapCbKoro
3acoby, 6e3 3miHM Micus BUPOOHULTBA.
3Minn | TUny: 3MiHn 3 akocTi. A®l. BupobHuuTBO. 3MmiHa
BMPOGHMKA BUXIAHOrO/MPOMIXXHOIO NPOAyKTy/peareHTy, Wwo
BMKOPUCTOBYHOTLCS Y BUPO6HUYOMY npoueci A®l, abo
3MiHa BUPOGHYMKa (BKNOYatouu, ae HeobxigHo, micue
npoBefeHHs KOHTPO/T0 skocTi) AdI (3a BigCyTHOCTI
cepTudikaTa BignoBigHOCTI EBponeiickkili hapmakonei y
3aTBEpAKEHOMY AOCbLE)(3MiHa 40 3axX0fiB, NOB'A3aHMX 3
KOHTponem A®l, abo goAaBaHHA fibHULI, Ae
NPOBOAUTLCS KOHTPO/L/BUMNPOGYBaHHS cepii) 3MiHa Ha3BK
Ta afjpecy KOHTpPaKTHOI naboparopii, e NpoBoANTLCA
KOHTPO/Ib J1iKapCbKOT POC/IMHHOI CMPOBUHKW. 3MiHU | THNy:
3MiHK 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTElHep /3aKkynoproBasibHWiA 3aci6. 3miHa
nocTavasibHvKa nakyBasibHVUX MaTtepianis abo
KOMMNIEKTYIOUMX (SIKLLO 3a3HAYEHO B [AOCHE) (BUTYYEHHS
nocravyajibHuKa)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

BU/TyYEHHS nocTavasibHMKa NakyBaslbHUX MaTepianis,
OHOBJIEHO p. «3.2.P.7 Cuctema 3aKpuTTsl KOHTEHepiB»
focbe CTD. 3miHm | Tuny: 3miHu 3 akocTi. FoToBUIA
nikapcbknii 3aci6. CuctemMa KoHTelHep /3aKynopoBasibHNM
3aci6. 3miHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMUX MEX NEPBUHHOI YNakoBKV rOTOBOTO
nikapcbKoro 3acoby (4ONOBHEHHS crneumdikalii HOBUM
MOKa3HWKOM 3 BiiNOBIAHUM METOA0M BUNPOGYBaHHS)
OHOBJ/IEHHA creumndikavii Bionorica 1444231-ERV-VO01 i
Tenep MICTUTb ycio iHchopmauito, sika byaa BKIoYeHa 40
BMAaneHoi cneundikadii noctayanbHuka. OHOBMEHHSA
po3giny «3.2.P.7.2.1 PVC-PVDC-foil» gocbe CTD. 3MmiHu |
Tuny: 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTEliHep /3akKynoproBasibHUIA 3aci6. 3MiHa y NEPBUHHIN
yNakoBLii FOTOBOrO /1iKapCbKOro 3acoby (sKiCHWIA Ta
KinbKicHWIA cknaa) - Teepai nikapcbki hopmm (B.11I.1. (a)-
1.,1A) oHoBNEeHO nakyBaHHSA in bulk npogykTy. 3MiHun | TUny:
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax
BMNPO6YBaHHSA roTOBOrO JIiKapCbKOro 3acoby (He3HayHa
3MiHa y 3aTBeppKeHNX MeTofax BUNPobyBaHHS) nepernsg,
METOAVKN KOHTPOSIIO 3a N. 3a/INLKOBI PO34YMHUKN. MeTog,
He 3MiHIoBaBCS. Bifbymcs HesHauHi 3MiHK yacy
YTPUMYBaHHS 3a/TMLLKOBUX PO3UYMHHUKIB, LLIO HE
BN/IMBaOTb Ha Banigauito MeToanku.3MiHN | Tuny: 3miHum 3
sKocTi. A®I. BUpo6HMUTBO. 3MiHa BUPOGHUKaA
BWXiHOro/MPOMiXHOro NPoAyKTy/peareHTy, Lo
BMKOPVCTOBYOTbCS Y BUpO6HUYOMY npoueci Adl, abo
3MiHa BUPOGHYMKa (BKNtOYatouu, ae HeobxigHo, micue
NpoBefieHHs KOHTPO/IIO AKocTi) AdI (3a BifCyTHOCTI
cepTtudikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbLE)(3MiHM [0 3aX0fiB, NOB'A3aHUX 3
KOHTponem A®l, abo fofasaHHA fibHULI, Ae
NMPOBOAUTLCS KOHTPO/Ib/BUNPOBYBaHHS cepii)
0N Ailyol peyoBrHK Tpasa wWwassto (Herba Rumicis)
AofaBaHHA AoaaTkoBoi nabopatopii Slabopatopito L + S
AG ans BUNpo6yBaHHS MiKpoG6ionoriYHoi AKOCTi
pocnvHHKX npenapartis. OHOBNEHHS po3ainy 3.2.S.2.1.
Tpasa wasnto (Herba Rumicis).3MmiHu | Tuny: 3minm 3
akocTi. A®l. Bupo6bHMUTBO. 3MiHa BUPO6HMKaA
BMXiZAHOrO/NPOMIXHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYIOTbCS Y BUPOOHUYOMY npoueci Adl, abo
3MiHa BUpPO6HUKa (BK/TKOYatoum, e HeobxigHo, Micue
npoBefieHHA KOHTPOSo AKocTi) AP (3a BigCyTHOCTI
cepTudikaTa BignosigHOCTI E€Bponeiickkiii hapmakonei y
3aTBEPAKEHOMY [OChE)(3MIHN [0 3aX0f,iB, NOB'A3aHUX 3
KOHTponem A®l, abo foAaBaHHA AiNbHULI, Ae
NpoBOANTLCSA KOHTPO/b/BUNPOGYBaHHSA cepii) Ans fitoyoi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

peuoBuHn Tpasu BepbeHn (Herba Verbenae) gopaBaHHs
nopartkoBoi nabopartopii SlabopaTopito L + S AG gns
BMNPOGYBaHHA MiKPO6IOOMYHOT AKOCTI POCIMHHUX
npenapartis.OHOBNEHHS po3giny 3.2.S.2.1. Tpasu BepbeHn
(Herba Verbenae). 3MiHu | Tuny: 3miHun 3 akocTi. AdI.
B1po6HMLTBO. 3MiHa BUPOOHMKA BUXigHOrO/NPOMIKHOro
NpoAayKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BUpo6GHMYOMY npoueci A®I, abo 3miHa BUPO6HMKA
(BKknovatoum, ae HeobxigHO, MicLEe NPOBEAEHHSI KOHTPOIO
akocTi) Ad| (3a BigcyTHOCTI cepTudpikaTa BiANOBIAHOCTI
€Bponeiickkili hapmakonei y 3aTBepaKeHOMY [0ChE)
(3MiHM po 3axopiB, NOB'A3AHUX 3 KOHTponem Adl, abo
[0AaBaHHA AiNbHULI, Aie NPOBOANTLCS
KOHTPONb/BMNPOGYBaHHSA cepii)

AN aitoyoi pevosrHK KopiHb ropeyasky (Radix
Gentianae) foAaBaHHsA f0AATKOBOI naboparopii
Na6opaTopito L + S AG gnsi BUNpo6yBaHHS
MiKpOGIOMI0riYHOI AKOCTI POC/TMHHKX Npenaparis.
OHoBneHHs po3giny 3.2.S.2.1. KopiHb ropeyasku (Radix
Gentianae). 3MiHu | Tuny: 3MiHun 3 aKocTi. ADI.
B1po6HMLTBO. 3MiHa BUPOOHMKA BUXigHOrO/NPOMIKHOroO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTLCA Y
BUpo6GHMYOMY npoueci A®l, abo 3miHa BUPO6HMKA
(BKknOvatoum, ae HeobXxigHO, MicLe NPOBEAEHHSI KOHTPOIO
akocTi) Ad| (3a BigcyTHOCTI cepTudpikaTa BiANOBIAHOCTI
€Bponeiickkili hapmakonei y 3aTBepaKeHOMY [0ChE)
(3MiHM po 3axopiB, NOB'A3aHUX 3 KOHTponem Ad|, abo
[0AaBaHHA AiNbHULI, Aie NPOBOANTLCS
KOHTPONb/BUNPOGYBaHHSA cepii)

AN aitoyoi pevoBuHK KeiTkn 6y3uHm (Flores Sambuci)
[OfaBaHHsA AoAaTKoBOl tabopatopii /labopatopito L + S
AG gns BUNpobGyBaHHS MiKpo6ionoriYHoi AKOCTi
pocNuHHMX nNpenapartis. OHOBNeHHs po3giny 3.2.5.2.1.
KBiTkn 6y3uHu (Flores Sambuci). 3MiHn | Tuny: 3miHum 3
sKocTi. A®I. BUpo6HMUTBO. 3MiHa BUPOGHUKaA
BMXiHOro/MPOMiXHOro NPoAyKTy/peareHTy, Lo
BMKOPVCTOBYHOTbCS Y BUpO6HUYOMy npoueci Adl, abo
3MiHa BUPOGHYMKa (BKNtOYatouu, ae HeobxigHo, micue
NpoBefieHHs KOHTPO/IIO AKocTi) AdI (3a BifCyTHOCTI
cepTtudikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbLE)(3MiHM [0 3aX0fiB, NOB'A3aHUX 3
KOHTponem A®l, abo fofasaHHA fibHULI, Ae
NpoBOANTLCS KOHTPO/Ib/BUNPOGYBaHHSA cepii) Ans Aitovoi
peyoBuHM KBiTKM nepBoLBiTY 3 Yalleykoto (Flores Primulae
cum Calycibus) fogaBaHHA AofaTkoBOI nabopatopil
Na6opaTopito L + S AG gnst BUNpo6yBaHHSA
MiKPOGIO/I0rYHOI AKOCTi POC/IMHHMX Npenaparis.
OHoBeHHs po3giny 3.2.S.2.1. KBiTku NepBouBITY 3
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vawweykoto (Flores Primulae cum Calycibus). 3miHn | Tuny:
3MiHn 3 aKocTi. A®I Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MmiHa y
6e3nocepeHiin ynakosui AP (skicHi Ta/abo KiNbKiCHi 3MiHN
Cknagy) OHOBMEHHS po3ainy «3.2.S.6 Cuctema 3akpuTTs
KOHTelHepiB» ANs fitoyoi peyoBuHn Tpasa Lwasnto (Herba
Rumicis) - 3amicTb 3 wapie nanepy, WinbHicTio 70 r/m? Ta
opHoro wapy HDPE nponoHoBaHO nakyBasibHUIA MaTepian
3 2-X WapiB nanepy wWinbHicTio 80 r/m? Ta HDPE iHnaliHep;
BHYTPILLHI MaTepias, KA KOHTaKTYE 3 NOPOLLKONOAi6HUM
POC/IMHHMM NpenapaToM He 3MIHIOETLCS | He BNIMBAE Ha
CTilKiCTb POCNIMHHOT Cy6CTaHLiT; BHECEHO NMOCUIAHHS Ha
PernameHT (EC) Ne 1935/2004, (EE) Ne 2023/2006 Ta
(€C) Ne 10/2011.3miHu | TUNY: 3MiHK 3 AKOCTi. Ad|
Cuctema KoHTelHep/3akynopoBasibHWiA 3aci6. 3miHa y
6e3nocepeHiin ynakosui AP (skicHi Ta/abo KinbKiCHi 3MiHN
Cknagy) OHOBMEHHS po3ainy «3.2.S.6 Cructema 3akpuTTs
KOHTelHepiB» Ans Aitoyvoi peqoBMHU KopiHb ropeyaBki
(Radix Gentianae) - 3amicTb 3 WwapiB nanepy, Li/IbHICTIO
70 r/m? Ta ogHoro wapy HDPE nponoHoBaHO nakyBasbHUiA
MmaTepian 3 2-X Wwapis nanepy wWinbHicTio 80 r/m? Ta HDPE
iHNaliHep; BHYTPILLHIA MaTepiasl, KW KOHTaKTYyeE 3
NOPOLLKONOAIGHMM POCIMHHUM NpenapaToM He
3MIHIOETLCS | HE BN/IMBAE Ha CTilKICTb POC/IMHHOT
cy6cCTaHUii; BHeCeHO nocwuiaHHs Ha PernameHT (EC) Ne
1935/2004, (E€) Ne 2023/2006 Ta (E€C) Ne 10/2011.3miHn
| Tny: 3miHn 3 sKocTi. A®| Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3miHa y
6e3nocepeHiit ynakosui A®I (skicHi Ta/abo KisibKicHi 3MiHK
Cknaay) OHOBMEHHS po3giny «3.2.S.6 Cuctema 3akputTa
KOHTEHepiB» A1 A4ilo40i peyoBrHY KBiTKM NEpPBOLBITY 3
valeukoto (Flores Primulae cum Calycibus) - 3amictb 3
WwapiB nanepy, WinbHicTio 70 r/mM? Ta ogHoro wapy HDPE
NPOMOHOBAHO NakKyBasIbHUIA MaTepian 3 2-X wapis nanepy
winbHicTio 80 r/m? Ta HDPE iHnaiiHep; BHYTPiLUHii
matepias, kil KOHTaKTYE 3 MOPOLLKONOAIGHNM
POC/IMHHMM NpenapaToM He 3MIHIOETLCA | He BN/IBAE Ha
CTilKICTb POCNIMHHOT Cy6CTaHLiT; BHECEHO NMOCUMaHHSA Ha
PernamenT (EC) Ne 1935/2004, (E€) Ne 2023/2006 Ta
(€C) Ne 10/2011. 3miHn | TMRY: 3MiHK 3 sikocTi. ADI
Cuctema KoHTeliHep/3aKynoptoBasibHU 3aci6. 3MiHa y
6e3nocepeHiit ynakosui A®I (sikicHi Ta/abo KinbKicHi 3MiHK
ckagy) OHOBMEHHS po3ainy «3.2.S.6 Cuctema 3akputTs
KOHTEliHepiB» AN Aitoyoi peyoBrHK KBiTkn 6y3uHu (Flores
Sambuci) - 3amicTb 3 wapis nanepy, WinbHictio 70 r/m? Ta
opHoro wapy HDPE nponoHoBaHO nakyBasibHUIA MaTepian
3 2-x Wapis nanepy wjinsHictto 80 r/m? Ta HDPE iHnaiiHep;
BHYTPILLHI MaTepian, AK1iA KOHTAKTYE 3 NOPOLLIKONOAIGHNM
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POC/IMHHMM NpenapaToM He 3MIHIOETLCA | He BN/IBAE Ha
CTilKICTb POCNIMHHOT Cy6CTaHLiT; BHECEHO NMOCUMaHHSA Ha
PernameHT (EC) Ne 1935/2004, (EE) Ne 2023/2006 Ta
(€C) Ne 10/2011.3miHu | TUNY: 3MiHK 3 AKkocTi. AD|
Cuctema KoHTeliHep/3aKynoptoBasibHU 3aci6. 3MiHa y
6e3nocepeHiit ynakosui A®I (sikicHi Ta/abo KinbKicHi 3MiHK
CKafy)OHOBMEHHS po3giny «3.2.S.6 Cuctema 3akpuTTs
KOHTeliHepiB» ANns Aitouoi pevoBrHN Tpasa BepbeHu
(Herba Verbenae) - 3amicTb 3 Wwapis nanepy, LWifbHICTIO
70 r/m? Ta ogHoro wapy HDPE npornoHOBaHO nakyBasibHWi
matepian 3 2-x Wapis nanepy wWinbHictio 80 r/m? Ta HDPE
iHnaliHep; BHYTPILLHI/ MaTepian, SiKuii KOHTaKTye 3
NOPOLLKONOAIGHMM POC/IMHHUM NpenapaToM He
3MIHIOETLCSA | HE BNMBAE Ha CTIlKICTb POC/IMHHOI
cybCTaHLUiT; BHeCeHO nocuiaHHA Ha PernameHT (EC) Ne
1935/2004, (E€) Ne 2023/2006 Ta (E€C) Ne 10/2011.3miHn
| Tuny: 3miHn 3 aKocTi. A®l. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3miHa y
6e3nocepeHiin ynakosui A®| (skicHi Ta/abo KinbKiCHi 3MiHN
cKknafly) nakyBasibHWI MaTepias, Lo BUKOPUCTOBYETLCA
[ANnA 36epiraHHA POCIMHHOI CyBCTaHLT KOPEHH:A ropeyaBkm
6yB 3aMiHEHWIA 3 NONIETUIEHOBKX NaKeTiB Ha naneposi
nakeTu, nonieTnneHosi naketn abo nNoninponisieHoBi
TKaHWHHI nakeTn. OHOB/EHHA p. "3.2.5.6 Cuctema
3aKpUTTA KOHTelHepiB" gocbe eCTD.3miHu | Trny: 3miHu 3
skocTi. A®l. Cuctema KoHTeliHep/3aKkynopoBasibHUi 3aci6.
3MiHa y 6e3nocepeHiii ynakoBLi A®I (skicHi Ta/abo
KINbKICHI 3MiHW cKnagy) nakyBasbHWUIA MaTepiasl, Lo
BVKOPUCTOBYETLCSA A/151 3GepiraHHA POCIMHHOI cy6CTaHLil
KBITOK NEPBOLBITY 3 YalleyKolo O6yB 3aMiHEeHUIA 3
nonieTUNEHOBUX NaKeTiB Ha Naneposi NakeTw,
nosieTUNeHoBi nakeT abo NoMINPONiSIeHOBI TKAHWUHHI
naketn. OHOB/IeHHA p. "3.2.5.6 CucTema 3aKkpuTTA
KOHTeliHepiB" gocbe eCTD. 3miHu | Tuny: 3MiHW 3 AKOCTI.
A®I. CcteMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
y 6e3nocepeHiit ynakosui A®| (sikicHi Ta/abo KisbKicHi
3MiHM cKk1agy) nakyBasibHWIA MaTepian, wo
BVKOPUCTOBYETLCSA A/151 3GepiraHHA POCIMHHOI cy6CTaHLil
TpaBu LWaB0 GYyB 3aMiHEHWi 3 NONIETUIEHOBMX NAKETIB
Ha naneposi NakeTu, NosieTUIeHOBI NakeTn abo
noninponifieHoBi TKaHWHHI NakeTn. OHOB/IeHHSA p. "3.2.S.6
CuctemMa 3aKpuUTTAa KoHTelHepiB" focbe eCTD.
3minu | TUny: 3miHn 3 akocTi. A®l. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3miHa y
6e3nocepeHiit ynakosui A®I (sikicHi Ta/abo KinbKicHi 3MiHK
cknagy) nakyBasibHUIA Matepiasl, Lo BUKOPUCTOBYETHCS
[ANs 36epiraHHA POC/IMHHOI cy6CTaHLUIT KBITOK 6y3uHN GyB
3aMiHEHWIA 3 NONIETUIEHOBUX NAKETIB HA NanepoBi NakeTw,
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nonieTueHoBi MakeTn abo NoNiNpPoniIEHOBI TKAHUHHI
nakeTn. OHOB/IEHHA p. "3.2.S.6 CucTema 3aKkpuUTTa
KOHTeliHepiB" aocbe eCTD. 3MiHu | Tuny: 3MiHW 3 SKOCTI.
A®I. Cctema KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa
y 6e3nocepepHiii ynakoBLi Ad| (skicHi Ta/abo KifbKiCHi
3MiHW cKnafly) NakyBaslbHWIA MaTepian, Lo
BVIKOPVICTOBYETbLCA A/15 36epiraHHs pOCAMHHOT Cy6CcTaHLil
TpaBy Bep6eHUn ByB 3aMiHEHWIA 3 NOIETUIEHOBUX NaKeTIB
Ha naneposi nakeTu, NonieTuIeHoBI NaketTn abo
noninponisIeHoBI TKaHUHHI NakeTn. OHoBNeHHs p. "3.2.S.6
CuncTeMa 3akpuTTS KoHTelHepiB" gocbe eCTD. 3MiHu |
TMny: 3MiHM 3 sikocTi. APl CTabinbHicTb. 3miHa nepiogy
NMOBTOPHMX BUMPOGyBaHb/nepiody 36epiraHHA abo ymoB
36epiraHHa A®I (3a BigCyTHOCTI Y 3aTBEPAYKEHOMY AOCLE
cepTudpikata BignoBigHOCTI EBponelickbkili hapmakoner,
LLIO BK/IKOYAE Nepiof NOBTOPHOro BUNpobyBaHHs) (nepios
NOBTOPHOro BMNpo6yBaHHsA/Nepios 36epiraHHs) -
36inbLeHHA abo BBeAEHHS nepiody NOBTOPHOMO
BMMNpo6yBaHHsA/nepiogy 36epiraHHA Ha OCHOBI pe3ynbTaTiB
OocniokeHb y peanibHOMY Yaci 36inbLIeHHs nepiogy
NOBTOPHOr0 BUNPOGYBAHHSA NEPBUHHOTO ETA/IOHHOTO
CcTaHZapTy A9 KifIbKICHOro BU3HauYeHHs pytosugy PRSQ 3
2-x pokiB f0 4 poki.MoBTOpHUIA TecT PRSQ Ta RSQ
yepes 4 pokn Nokasas, L0 eTa/lIoHHa PevoBMHA He
3MiHnAacs. 3minm | Tny: 3miHm 3 skocTi. AdI
CT1abinbHICTb. 3MiHa nepiogy NOBTOPHUX
BMNPOGYBaHb/nepiofy 36epiraHHA abo yMOB 36epiraHHsA
A®I (3a BiACYTHOCTI Y 3aTBEPAKEHOMY A0CLE cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei, Lo BKIoYae
nepiog, NOBTOPHOro BUNpPobyBaHHS) (Nepiog, NOBTOPHOIO
BMNpobyBaHHsA/nepios 36epiraHHs) - 36inbLUEHHS abo
BBEJEHHs nepiogy NOBTOPHOrO BUMNPOBYyBaHHs/nepioay
36epiraHHa Ha OCHOBI pe3ynbTaTiB JOCAILKEHb Y
peasibHOMY 4aci - 36iNbLLUEHHS Mepiody NOBTOPHOrO
BUNPOOYBaHHA eTasIoHHOr0 CTaHAaPTY A4S Ki/TbKICHOTo
BM3HAYeHHA reHTunikposngy RSQ 3 12 micauis go 30
micsuiB. MoBTopHMI TecT RSQ yepe3 30 micAuiB Nokasas,
L0 eTa/IoHHAa pevyoBrHa He 6yna 3MiHeHa. 3MiHu | Tuny:
3MiHK, 3 AKocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHK, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPO/IO AKOCTi FOTOBOTrO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHA AiNbHUL, Ha SAKIRA
3[iACHIOETLCS KOHTPO/IL/BUMPOGYBaHHS cepii) foAaBaHHS
nab6oparopii AN TeCTyBaHHA MIKpOG6ioNoriyHoi YucToTn
nikapcbKoro 3acoby (tabnetok) - Labor L+S AG,
Mangelsfeld 4,5,6 D - 97708 Bad Bocklet- Gropenbrach,
Germany.3miHu | Tuny: 3miHn 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpOb roToBOro ikapcbKoro 3acoby.
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3MmiHa y MeToAax BUNPOGYBaHHS TOTOBOTO /iKapCbKoro

3acoby (He3HayHa 3MiHa y 3aTBepKeHUX MeTofax
BMNPOOGYBaHHSA) 3MiHa Y MeTofax BUNpobyBaHHA roTOBOrO
NiKapCcbKOro 3acoby - OHOB/IEHHS MEeTOAY A1 KiNlbKiCHOTO
aHanisy onasoHoian X (i3opamHeTUH-3-O-TpUriKosug),
po3paxoBaHuii sk pyto3ua, BPY PM 321/04. (Assay
Flavonoid X, calculated as rutoside Primulae flos,
calculated via flavonoid X).3miHu | Trny: 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPObL rOTOBOro
nikapcbkoro 3acoby. 3miHa y MeTogax BUnpobyBaHHs
roTOBOrO JliKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeTofax BUNPobyBaHHs) 3MiHa y MeTogax
BMMPOOYBaHHA rOTOBOTO iKAPCHKOro 3aco06y - OHOB/IEHHSA
MeToay KinbkicHuii BMIiCT BepbeHaniHy; (3aTBepakeHo: B
PY PM 323/03: 16,2 -19,8 mg/coated tablet,
3anponoHoBaHo: B PY PM 323/04: 90 - 110%). 3miHu |
TUMy: 3MiHW 3 AKOCTi. FOTOBWIA NikapCbkuMii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNPOOYBaHb abo A0NYyCTUMUX MEX,
BCTAHOBJIEHVX Y crnieyudikauisx, mig yac BMpobHuLTBa
roTOBOrO NiKapcbKoro 3acoby (BWUyYeHHS HECYTTEBOTO
BMNpobyBaHHA B NpoLeci BUPOOHULTBI - OHOBEHHS
po3gainy "3.2.P.3.4 KOHTpO/Ib KpUTWUYHKX CTagili Ta
NPOMiXHOI NPOAYKLUIT", BUNYYEHO NOBITPSIHWIA KOHTPOSb
«BifIHOCHOT BONOrocTi (Sina)» Ta BHYTPILLHI HOMep onucy
3.2.P.3.4 3miHeHo 3 A FE HV 624/02en Ha A FE HV
64301/02en. 3minHu | TMNy: 3MiHK 3 SiKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema KoHTelHep /3aKynoproBasibHUi
3aci6. 3miHa y meTogax BUnpobyBaHHs NEPBUHHOI
yMaKoBKM rOTOBOrO NiKapCbKOro 3acoby (He3HauHi 3MiHN Yy
3aTBEPLKEHNX MeToAax BUNpobyBaHb) OHOB/IEHHS
po3giny 3.2.P.7.2.1 PVC-PVDC-foil - 3miHa meTogy
BW3HaYEHHA NoBepxHeBol Macu nokputta PVDC B
cneuudpikauii. 3MiHa camoi npoLeaypu TeCTyBaHHS He
nposogunock. 3atBepmkenunin metog DIN onmcye
BW3HAYEHHA Barv NoBepxHi WAsxom noginy wapy MBX ta
MB/AX Ta 3BaXyBaHHs1, BUKOPUCTOBYIOUM 3pa3ok 100 cv?
ToMy HiSIKOT METOAMYHOT 3MiHWM METOAY TECTyBaHHS He
npoBoAUTLCS.3MiHM | TUMy: 3MiHW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema KoHTelHep /3aKynoproBasibHUi
3aci6. 3miHa y meTogax BUnpobyBaHHs NEPBUHHOI
YNaKoBKM rOTOBOTO JiKapCbKOro 3acoby (iHLUi 3MiHW Y
mMeTofax BUNpo6yBaHb (BKIOHYaoun 3amiHy abo
[0[aBaHHs)) OHOB/EHHS po3giny 3.2.P.7 Cuctema
3aKpUTTA KOHTEHEepIB - CTBOPeHa aBToMaTu3oBaHa
cucTemMa 1 NOPIBHSAHHA TEKCTY Ta MakeTy BiAbuTka Ha
anoMiHieBili posb3i i3 3pa3kom (cuctema NopiBHAHHSA
306paxeHb). 3MiHK | TUNY: 3MiHK 3 AKoCTi. [0TOBWMIA

nikapcbkuii 3aci6. Cuctema KoHTelHep /3aKynopoBasibHuUi
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n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
3aci6. 3miHa napameTpiB cneyndikauii Ta/abo

[0MyCTUMUX MEX MEPBUHHOI YNakoBKV rOTOBOTO
niKapcbKoro 3acoby (40NOBHEHHA cneuudikauii HoBUM
NoKa3HUKOM 3 BiANOBIAHUM METOAO0M BMMPOGYBaHHS)
nofaBaHHsA TecTy «Processing» (Visual test), sk
[0[aTKOBUWIA napameTp y cneuudikawii BUnycky
antoMiHieBoT hosnibrn. OHoBMEeHHS po3giny 3.2. P.7.2.2
Aluminium foil.3minu | Tny: 3miHK 3 siKocTi. FoTOBMIA
nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHsl rOTOBOTO J1iKapCbKoro
3acoby (iHLwi 3miHK) yac 36epiraHHs in bulk npoaykTy 6yno
noAoBXeHe 3 Makc. 3 micsuiB 40 12 micauis. OHOBAEHO p.
"3.2.P.3.3 Onuc BUpoGHMYOro npouecy Ta ynpas/liHHSA
npouecomM” Ta "3.2.P.8. CtabinbHicth" gocbe CTD. Takox
BHYTPILLHI HOMEP ONNCY BUrOTOB/IEHHS BYN0 3MIHEHO 3
FE HV 643/02en Ha A PD HV 64301/02en ERV. 3MiHu |
Tuny: 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTElHep /3aKkynoproBasibHWiA 3aci6. 3MiHa
nocTavasibHvKa nakyBasibHVUX MaTepianis abo
KOMM/IEKTYOUMX (SKLLO 3a3Ha4YeHOo B A0CbE) (3aMiHa abo
[0AaBaHHA nocTavasibHNKa) AOAABAHHA NOCTavasIbHUKA
nakyBasIbHUX MaTepiais - antoMiHieBOT chonbrn "Schluter
Print Pharma Packaging GmbH". OHoBneHHs po3gainy
3.2.P.7.2.2 Aluminium foil. 3miHu | TMny: 3MiHK 3 SKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudikat BignoBigHOCTI
€Bponeiickkili hapmakonei/MmoHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXiAHICTIO MPUBEAEHHS Y BiAMNOBIAHICTb [0
MoHorpadii APY abo €sponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHOT thapmakonei fepxasu €C (3MiHa y
cneundikauisix, nos'sasaHa 3i 3miHamu B 1dY, a6o
€Bponeiicbkiii hapmakonei, abo iHLWIA HaLioHaNbHIi
thapmakonei gepxasu €C) BUYYEHHS 3i cnevuudikauii
A®| Radix Gentianae (KopeHs ropuyaski) NokasHuka
«3anax» BignosigHO A0 B1UMOr MoHorpadii EP Gentianae
radix. 3miHu | TMNY: 3MiHK 3 AKOCTi. FOTOBWMIA NikapCbKuii
3aci6. KOHTposib roToBOro AikapcbKoro 3acoby (iHLwi 3mMiHu)
BK/IIO4EHMS cneyndikauil Ha TepMiH NpUAATHOCTI AnA
roTOBOro Nikapcbkoro 3acoby.3miHu | Trny: 3MiHU 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. KOHTPOIb rOTOBOrO
nikapcbKkoro 3acoby. 3MiHa napameTpiB cneuudikaui
Ta/abo [oNyCTUMUX MEX TOTOBOrO /liKapCbKOro 3acoby
(aonoBHeHHSA cneuudikaLyii HOBUM NOKa3HUKOM 3
BiANOBIAHUM MEeTOA0M BUNPOOYBaHHS) AOMOBHEHHS
cneumdikaLii roToBOro Nikapcbkoro 3aco6y HOBUM
nokasHukom "laeHTudikauis dpnasoHoiIfiB" 3 BigNOBiAHAM
mMeToAoM BUNpobyBaHHs TLUX. 3miHu | Tuny: 3MiHn 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. KOHTPOb roToBOro

nikapcbkoro 3aco6y. 3miHa napameTpiB cneumdikawii
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

Ta/abo fonyCTMMUX MEX roTOBOTO J1iKapCbKoro 3acoby
(8onoBHEHHS cneumdikayii HOBUM NOKA3HUKOM 3
BIANOBIAHUM METOA0M BUNPOOYBaHHSA) AOMOBHEHHS
cneumdikaLii roTOBOro NikapcbKoro 3aco6y HOBUM
NoKasHUKOM "laeHTudikauis reHTionikposuaa" 3
BiANOBIAHUM MeTOoA0M BUNpobyBaHHA BEPX ansa kopeHs
ropevasku. 3miHW | TUMY: 3MiHW 3 AKOCTI. [OTOBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro 3acoby.
3MiHa napameTpiB cneumdikauiii Ta/abo fLonycTUMUX MEX
roTOBOrO JliKapCbKOro 3acoby (LOMOBHEHHS cneuudikawii
HOBUM MOKa3HUKOM 3 BiAMOBIAHNM METOAOM
BMNPOBYBaHHSA) AONOBHEHHS cneumdikadii /13 HoBuMm
nokasHukom "KinbkicHe BU3HaYEHHS reHTionikposnaa” 3
BiANOBIAHMM METOAOM BUNPOOYBaHHA A/151 KOPEHS
ropeyasku. 3MiHu | Tvny: 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro 3acoby.
3miHa napameTpiB cneyudikaLiin Ta/abo fonycTMMmnX Mex
rOTOBOrO JiKapCbKOro 3acoby (fOMOBHEHHS cnevudikadil
HOBWM MOKa3HUKOM 3 BiAMOBIAHNM METOAOM
BMNPOGYBaHHS) AONOBHEHHS cneuudikayii /13 HoBUM
nokasHnkoM "KinbkicHe BU3HAYEHHS X/10POreHoBOI
Kkucnotn" 3 BiAMNOBIAHMM METOA0M BUNPOOYBaHHA A71A
KBITOK 6Y3HWU.3MiHN | TUNY: 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. KOHTPOb roOTOBOrO /iKapCbKOro 3acoby.
3miHa napameTpiB cneuudikauiin Ta/abo fonycTMMNX Mex
roTOBOrO JlikapCbKOro 3acoby (fOMOBHEHHS cnewudikawii
HOBWM MOKA3HWKOM 3 BifiMOBiAHUM METOL0M
BMNPOGYBaHHS) AONOBHEHHS cneuudikayii /13 HoBUM
nokasHvkoMm "KinbkicHe BU3HauyeHHs hiaBoHoiga Q" 3
BiANOBIAHUM MeTOA0M BMNPOGYBaHHA 41 TPasu LWAaBIo.
3miHu | Tvny: 3MiHn 3 akocTi. A®L. KoHTponb AdL. 3miHa y
MeToAax BunpobysaHHsA A®| abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
BMKOPVCTOBYETbLCA Y NPOLIeCi BUPO6HMLTBA AD| (HE3HAYHI
3MiHM Y 3aTBEpPIKEHNX MeToAax BUNPoOyBaHHS)
OHOBJ/IEHHSI METOAMKM BUNPOo6yBaHHA AdP| Radix
Gentianae (KopeHi ropyyaBku) BU3Ha4YeHHsS adh1aTOKCHHIB
Y KOPeHi ropnyaskuy (nepeHeceHo A0 rpynu MaTpuLib
«CknagHi matpuui»). 3miHun | Trny: 3miHu 3 skocTi. API.
KoHTponb A®l. 3miHa y meTogax BunpobyBaHHa Ad| abo
BUXiAHOrO MaTepiany/npoMiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUPO6HMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEpPIKEHNX MeToAax BUNPOOyBaHHS)
OHOBJ/IEHa MeToAuKa BUNPObyBaHHA ad/IOTOKCUHIB Bif
KOHTpakTHoi nabopatopii Phytos Labor fir Analytik von
Arzneimitteln GmbH & Co. KG ans pocivHHOI CMPOBUHMN
KBITOK 6y3uHU (Flores Sambuci). 3MmiHu | TUNY: 3MiHK 3
AKocTi. A®l. KoHTposb A®I. 3miHa y meTogax
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

BMNpo6yBaHHA APl abo BuXigHOrO MaTepiasty/npoMikKHOro
NPOAYKTYy/peareHTy, L0 BYUKOPUCTOBYETLCS Y NPOLEC
BMPOGHMLTBA AD| (HE3HAYHI 3MIHW Y 3aTBEPIKEHNX
MeTogax BUNpobyBaHHS) OHOBMIEHA MeTOoAMKa
BUNPO6YBaHHS atp/IOTOKCUHIB Bif, KOHTPAKTHOT
na6opaTopii Phytos Labor fur Analytik von Arzneimitteln
GmbH & Co. KG ans pocnvHHOT CMpPOBWHY Tpasu BepbeHn
(Herha Verbenae). 3MiHu | Tuny: 3miHun 3 akocTi. AdI.
KoHTponb A®l. 3miHa y meTogax BunpobysBaHHa APl abo
BMXi4HOrO Marepiany/npomikKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AP (HE3HaYHI
3MiHW Yy 3aTBEpKEHNX MeTodax BUNPO6yBaHHS)
OHOBJ/IEHA METOAUKa BUNPOOYBaHHS adh/IOTOKCUHIB Bif,
KOHTpakKTHoI nabopatopii Phytos Labor fur Analytik von
Arzneimitteln GmbH & Co. KG a1s pocavHHOT CMPOBUHN
Tpasw wassmo (Herba Rumicis).3MiHu | Tuny: 3miHn 3
AKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BuNpobyBaHHA APl abo BUXiAHOTO MaTepiasly/NnpoMiKHOro
NPOAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPOKEHNX
MeToAax BUNPOGYyBaHHS) OHOB/IEHA METOAUKA
BMNPO6YBaHHA ath/IOTOKCUHIB Bif, KOHTPaKTHOT
nabéoparopii Phytos Labor fur Analytik von Arzneimitteln
GmbH & Co. KG ans pocnvHHOI CMPOBUHW KBITOK
nepsovBiTy 3 yaweukot (Flores Primulae cum Calycibus).
3MiHu | TUny: 3miHn 3 AkocTi. APl KoHTponb A®I. 3miHa y
mMeTofdax BunpobysaHHsA A®| abo BUXiAHOrO
mMarepiany/npoMiKHOTO NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AP (HE3HaYHI
3MiHW Yy 3aTBEpKEHNX MeTodax BUNPO6yBaHHS)
OHOBJ/IEHA METOAUKa BUNPOOYBaHHS adh/IOTOKCUHIB Bif,
KOHTpakKTHoI nabopatopii Phytos Labor fur Analytik von
Arzneimitteln GmbH & Co. KG a1s pocavHHOT CMPOBUHN
KopeHs ropeyasku (Radix Gentianae). 3miHun | Tuny: 3miHun
3 AkocTi. APl KoHTposnb API. 3miHa y meTogax
BuNpobyBaHHA APl abo BUXiAHOTO MaTepiasly/NnpoMiKHOro
NPOAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPOKEHNX
MeTofax BUNPObyBaHHS) MeTO TeCTyBaHHSA
achnatokcuHis y A®I KBiTOK Gy3MHM, 3aCTOCOBaHNI
PhytoLab GmbH & Co. KG 6yno 3miHeHo 3 SOP
805050 _leaf, Bunyck 3 Ha SOP 805025, sunyck 2. IMig yac
OHOB/IEHHA MeTOAy TecTyBaHHS 6y/n0 NpoBeAeHO NuLle
He3HauHi 3MiHW. 3MiHK | Tuny: 3MiHK 3 gKocTi. AdI.
KoHTponb A®l. 3miHa y meTogax BunpobysBaHHa APl abo
BMXi4HOrO Marepiany/npomikKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AP (HE3HaYHI
3MiHW Y 3aTBEPKEHNX METOAAX BUMPOGYBaHHS) MeToq
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

TecTyBaHHS achnatokcuHis y A®| Tpasu BepbeHwm,
3actocoBaHuii PhytoLab GmbH & Co. KG 6yno 3miHeHo 3
SOP 805050 _leaf, Bunyck 3 Ha SOP 805025, Bunyck 2.
Mig Yac OHOBNEHHs MeToAy TecTyBaHHA 6yn0 NpoBefeHo
nywe HesHayHi 3MiHW. 3MiHu | Tuny: 3MiHun 3 aKocTi. AdL.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHa APl abo
BMXi4HOrO Marepiany/npomikKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AP (HE3HaYHI
3MiHW Y 3aTBEPKEHVX METOAaX BUNPOOYBaHHS) MeTO/,
TecTyBaHHA adiatokcvHiB y AD| Tpasu Lwasnio,
3actocoBaHuii PhytoLab GmbH & Co. KG 6yno 3miHeHo 3
SOP 805050 _leaf, Bunyck 3 Ha SOP 805025, Bunyck 2.
Mig Yac OHOBNEHHs MeToAy TecTyBaHHA 6yn0 NpoBefeHo
nviwe He3HayHi 3MiHW.3MiHK | Tuny: 3MiHK 3 aKocTi. AdI.
KoHTponb A®l. 3miHa y meTogax BunpobyBaHHa APl abo
BMXi4HOrO Marepiany/npomikKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLeci BUpo6bHuLTBa AP (HE3HaYHI
3MiHW Y 3aTBEPKEHVX METOAaX BUNPOOYBaHHS) MeTO/,
TecTyBaHHs adpriatokcuHiB y A®I KBiTOK NepBOUBITY 3
yalleykoro, 3actocoBaHuii PhytoLab GmbH & Co. KG
6y10 3mMiHeHo 3 SOP 805050 _leaf, Bunyck 3 Ha SOP
805025, Bunyck 2. IMig yac OHOB/IEHHSI METOAYy TECTYBaHHS
6yn10 NpoBefEeHO NULLE HE3HAYHI 3MIHN.
3minu | Tuny: 3MiHn 3 akocTi. A®L. KoHTponb AdL. 3miHa y
MeTodax BunpobysaHHA A®l abo BuxigHOro
mMartepiany/npomiKHOro nNpoAaykTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BUPO6HMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEPPKEHNX MeTofax BUNPOOyBaHHs) MeTog,
aHanizy Chromatographic purify (CP) eTasIOHHOI pe4oBUHU
Pytosngy (B PY PM 244) oHOBNEHO BifMNoBigHO A0
MoHorpadii «PyTo3ua: NepBUHHWIA eTasTIOHHWI cTaHaapT
KinbKicHOro BU3HaveHHs/ineHTudikauii ons
hapmaLeBTUYHKX NpenapartiB». OHOBeHHs p."3.2.S.5
JonomixHi peyoBuHM" gocbe eCTD. 3miHu | Trny: 3MiHn 3
AKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BuNpobyBaHHA APl abo BUXiAHOTO MaTepiasly/NnpoMiKHOro
NPOAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPOKEHNX
MeToAax BunpobysaHHs) ana Herbal substance - radix
Gentianae (KOpeHi ropryaBku) OHOB/IEHO METOS
TecTyBaHHs Ha atpnaTokcuHu Bl, B2, G1 Ta G2 (BEPX),
3MiHeHO 3 SOP 805050-root, Bunyck 3 Ha SOP 805021,
Bunyck 1. 3miHu | Tny: 3miHu 3 skocTi. A®l. KoHTponb
A®l. 3miHa y meTogax BunpobyBaHHs APl abo BKXiZHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
BMKOPVCTOBYETbLCA Y NpoOLieCi BUPO6HMLTBA AD| (HE3HAYHI
3MiHV Y 3aTBEpIKEHNX MeToax BUNpobyBaHHs) (6.1.6.2.
(a),IA), ana Herbal substance - Gentian root, powdered
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

cnoci6 aHanisy (Metog BEPX) Ha BMICT reHioTunipo3ungy, a
came B PY PM 320/03 3amiHeHo Ha B PY PM 755/01.
OHoBneHHs po3ginis "3.2.5.4.1 Cneuudpikauis, "3.2.5.4.2
AHaniTuuHi npoueaypy” ma "3.2.S.4.3 Banigauis
aHaniTMYHUX npoueayp”, 3MiHa OAUHUL KpUTEpIito
npuiAHATTA 3 % (M/M) Ha Mr/100 Mr, 6e3 3MiHK fianas3oHy.
3miHu | Tvny: 3MiHm 3 akocTi. A®L. KoHTponb AdL. 3miHa y
MeToAax BunpobysaHHsA A®| abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
BMKOPVCTOBYETbLCA Y NpoLieci BUPO6HMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEpIKEHNX MeTofax BUNpobyBaHHs) (6.1.6.2.
(a),IA), ans Herbal substance - Elder flower, powdered
cnoci6 aHanisy (metog BEPX) Ha x/ioporeHHy kucnoty. B
PY PM 319/02 3amiHeHO Ha HoBwWiA MeTog B PY PM
754/01. 3minu | Tvny: 3MiHK 3 akocTi. APl KoHTposnb AdL.
3miHa y MmeTogax BunpobyBaHHsA A®| abo BUXigHOro
mMartepiany/npomiKHOro nNpoaykTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUPO6HMLTBA AD| (HE3HAYHI
3MiHV Y 3aTBEpAKEHVX METOAaX BUMPOOYBaHHS) A/1s
Herbal substance - Primula flower with calyx, powdered
(KBITKM NPUMYNN) METOA, aHanisy Ha BMICT dnaBoHoigis X
(Flavonoid X. calculated as rutoside) (BEPX), a came B PY
PM 320/02 3amiHeHo Ha B PY PM 755/01. OHOBNEHHSA
posginis "3.2.S.4.1 Cneuudpikauis, "3.2.S.4.2 AHaniTUyHI
npoueaypv” Ta "3.2.S.4.3 Banigauia aHanitmyHnx
npoueayp", 3MiHa 0AWHWLi KPUTEPITB NPUAHATHOCTI 3 %
(m/m) Ha mr/100 mr, 6e3 3MiHW gianasoHy. 3miHu | Tuny:
3miHu 3 aKocTi. A®l. KoHTponb A®l. 3miHa y meTogax
BUNPo6yBaHHA APl abo BuXigHOro martepiany/npoMikHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEpPKEHMX
MeTogax BUNpobyBaHHsA) OHOBEHO METOZ,
MakKpOCKOMIYHOI Ta MiKpockomniyHOI iaeHTudikauii Common
sorrel herb, powdered (Tpasu 3BU4aliHOI Wasso) Ta
NpUCBOEHO HOBWMIA HOMep 3 B PY PM 205 Ha B PY PM
468/02.3miHu | TUNy: 3miHu 3 AkocTi. A®l. KoHTponb API.
3miHa y MmeTogax BunpobysaHHs A®| abo BUxXigHOro
mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUPO6HMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEpAKEHVX METOAaX BUNPOOYBaHHS) A/1s
Herbal substance - Common sorrel herb, powdered (Tpasu
3BMYAliHOI LLaB/0) MEeTOA aHasli3y Ha BMICT dnaBoHOIgiB
Q (Flavonoid Q, calculated as hyporoside), a came B PY
PM 322/03 3amiHeHo Ha B PY PM 757/01. OHOBNEHHSA
po3sginis "3.2.S.4.1 Cneyucpikauis, "3.2.S.4.2 AHaniTUyHi
npoueaypv” Ta "3.2.S.4.3 Banigaujia aHanitmyHnx
npoueayp", 3MiHa 0AVHWLi KPUTEPITB NPUAHATHOCTI 3 %
(M/Mm) Ha Mr/100 mr, 6e3 3MiHW gianasoHy.3MiHu | Tuny:
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

3miHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y meTogax
BUNPo6yBaHHA APl abo BuXigHOro martepiany/npoMikHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHMX
MeTofax BUNpobyBaHHs) ansA Herbal substance - Verbena
herb, powdered (Tpasu BepbeHn) meTog aHanisy Ha
Verbenalin, a came B PY PM 323/03 (onuc aHanisy ans
Tabnetok Ta TpaBu BepbeHn) 3amiHeHo Ha B PY PM
758/01 (onuc aHanisy gnsa Tpasu BepbeHn). OHOBMEHHS
po3ginis "3.2.S.4.1 Cneuudpikauis, "3.2.S.4.2 AHaniTnyHi
npouenypu" 1a "3.2.5.4.3 Banigauia aHanitMuHmx
npoeayp”, 3MiHa OAMHWL KPUTEPIt0 NPUAHATTA 3 % (M/M)
Ha mr/100 mr, 6e3 3miHu giana3oHy. 3miHu | Tuny: 3miHu 3
AKocTi. A®l. KoHTposnb A®I. 3miHa y meTogax
BMUNpobyBaHHA APl abo BUXiAHOTO MaTepiasly/npoMiKHOro
NPOAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPOKEHNX
MeTofax BUNPOobyBaHHS) OHOBEHHS po3diny "3.2.S.5
CraHpapTHi 3pasku” 415 eTa/IOHHOT PeYOBUHM
Bepb6eHaniHy ans Chromatographic purity (y MoHorpadii
«BepbeHaniH NepBUHHNI eTaNIoHHWI CTaHaapT A1
KINIbKICHOTO BU3HAYEHHSA»), 6€3 3MiHM METOAUKU Npu
nepexogi Big B PY PM 018/01 go B PY PM 018/02.3MiHu |
TMny: 3MiHun 3 akocTi. A®l. KoHTponb A®I. 3miHa y
MeTodax BunpobysaHHA A®l abo BuxigHOro
mMartepiany/npomiKHOro nNpoAaykTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y npoLieci BupobHuutea AP (iHwi
3MiHM Y MeTogax BUNpobyBaHHS (BK/IOUaouy 3aMiHy abo
[0MoBHEHHS) AD| abo BUXIAHOTO/NPOMIXHOr0o NPOAYKTY)
4ns pitovoi pevosrHn Tpasa wasnto (Herba Rumicis)
[OMOBHEHHA TeCTyBaHHS Baxknx metasnis metogom «Mac-
CNEeKTPoOMeTpIa 3 iIHAYKTUBHO-3B’A3aHOI0 nna3moto» (ICP-
MS) signosigHo EP, 2.4.27.3MiHu | TUnNY: 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHs Ad|
ab60 BUXigHOro marepiasy/npoMiKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoueci BupobHuutea A®| (iHwwi
3MiHM Y MeTogax BUNpobyBaHHS (BK/IOUaouy 3aMiHy abo
[0MoBHEHHS) AD| abo BUXIAHOTO/NPOMIXHOr0o NPOAYKTY)
Ans gitoyoi peyosuHy Tpaea Bepbenun (Herba Verhenae)
[OMOBHEHHA TeCTyBaHHS Baxknx metasnis metogom «Mac-
CNEeKTPoOMeTpIa 3 iIHAYKTUBHO-3B’A3aHOI0 nna3moto» (ICP-
MS) signosigHo EP, 2.4.27.3MiHu | TURNY: 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHs Ad|
a60 BUXigHOro marepiasy/npoMiKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoueci BupobHuutea A®I (iHwwi
3MiHM Y MeTogax BUNpobyBaHHS (BK/IOUaouy 3aMiHy abo
[0MoBHEHHS) AD| abo BUXIAHOTO/NPOMIXHOr0o NPOAYKTY)
Ans gitovoi peyosuHM KopiHb ropeyaskm (Radix




154

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
Gentianae) JONOBHEHHS TECTYBaHHS Bakknx meTanis

mMeToAoM «Mac-cnekTpoMeTpis 3 iHAYKTUBHO-3B’A3aHOL0
nnasmoto» (ICP-MS) signosigHo EP, 2.4.27.3miHu | Tuny:
3miHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BuUXigHOro martepiany/npoMikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMUTBA API (iHLWi 3MiHM Y MeToAax BUMPOOYBaHHS
(BkNtOYarOUM 3aMiHy abo foMoBHEHHS) Adl abo
BVXifHOro/MPOMIXHOro NPoAYyKTY) AN Ail0UOT PEHOBUHN
KBiTkn 6y3uHu (Flores Sambuci) fONOBHEHHS TeCTyBaHHSA
Bakknx meTasiB MeTofoM «Mac-crnekTpoMeTpis 3
iHOYKTVBHO-3B’A3aH0I0 niasmoto» (ICP-MS) BignosigHo
EP, 2.4.27. 3MmiHn | Tuny: 3miHun 3 sikocTi. A®I. KoHTponb
A®l. 3miHa y meTofax BUnpobyBaHHs AP| abo BKXiZHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BupobHuutea A®| (iHwwi
3MiHM Y MeTofax BUNPOOGYBaHHs (BK/1OUaouM 3aMiHy abo
[0NoBHEHHS) A®| abo BUXIAHOrO/NPOMIKHOTO NPOAYKTY)
ANA Aitoyoi pevoBrHM KBITKM NEPBOLBITY 3 Yalleyuko
(Flores Primulae cum Calycibus) [0NOBHEHHS TeCTyBaHHsA
Baxkux meTtanis Metogom «Mac-cnekTpomeTpist 3
iHOYKTVBHO-3B’A3aH00 niasmoto» (ICP-MS) BignosigHo
EP, 2.4.27.3MiHu | TUNY: 3MiHK 3 aKoCTi. A®Il. KOHTposb
A®| 3miHa y napameTpax cneuundikauii Ta/abo
[ONYCTUMKX MEX, BU3Ha4YeHnX y crneumdikayisax Ha Adl,
a60 BUXIQHWIA/NPOMKHUIA NpOAyKT/peareHT, Wwo
BVIKOPWCTOBYIOTbCSA Y Npovueci BupobHuutea AP| (iHwi
3MiHM) OHOB/EHHS po3gainy "3.2.S.5 CtaHaapTHi 3paskn”
[0N5 eTasloHHOT pevoBrHK Rutoside (Flores Primulae),
BK/IIOYEHHS cepTudikata aHanidy Ta po3LUMPEHHSAM MeXi
A5 HeopraHivyHWX AOMILOK.3MiHM | TURy: 3MiHM 3 SKOCTI.
A®I. KoHTpons A®| 3miHa y napameTpax cneuudikadliii
Ta/abo fonyCTUMUX MEX, BU3HAYEHNX Y cneuudikauiax Ha
A®I, ab0 BUXIQHWA/MPOMDKHWIA NPOAYKT/peareHT, Wwo
BUKOPUCTOBYIOTLCA Y Npoueci BUpobHUuTa A®I
(monoBHeHHSA cneuudikaLyii HOBUM NOKa3HUKOM SIKOCTi Ta

BiANOBIAHMM METOA40M BUNPOBYBaHHS) OHOBMIEHHS PO3AiTy

"3.2.S.5 CtaHpapTHi 3paskun” 3 BKIIOYEHHSIM cepTudikaTa
aHanisy A1 eTasloHHOT PEYOBUHYW (XI0POreHHOI KUCOoTHK).
MoHorpadisi XnoporeHHoi KUCn0Tv NpuBeAeHo 40 BUMOT
Ph. Eur. MoHorpadis 5.12 "eTa/loHHI peqoBUHU". 3MiHu |
TUny: 3MiHn 3 AkocTi. APl KoHTponb Ad®| 3miHa y
napameTpax cneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HAUYEHNX Yy cneuudikauisx Ha A®l, abo
BUXIAHUIA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BMKOPVCTOBYIOTbCA y Npoueci BUpobHuuTBa AdI
(8AonoBHEHHA cneuudikaLil HOBUM NOKa3HWKOM SIKOCTi Ta

BiANOBIAHWM MEeTOA0M BUNPOBYBAHHS) OHOBIEHHS PO3Ainy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

«3.2.S.5 CtaHgapTHi 3pa3ku» 3 BK/IIOUYEHHSM cepTudiikata
aHani3zy Ans eTanoHHOI pevyoBUHY (reHTionikpo3naa).
MoHorpadis leHTionikpo3uga npusegeHa fo sumor Ph.
Eur. MoHorpadis 5.12 "eTtanoHHi pe4oBuHU". 3MiHu | TUNYy:
3MiHY 3 sKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BuNpobyBaHHA APl abo BUXiAHOrO MaTepiasly/npoMiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPOGHMLTBA AD| (BUNYYEHHA METOAY BUNPOGYBaHHA A1
Adl/peareHTy/npoOMKHOrO NPOAYKTY, SKLLO
a/lbTEPHATUBHUI METOf, BXe 3aTBePA)KEHNIi) OHOB/IEHHS
po3giny "3.2.S.5 CtaHgapTHi 3paskun” - MmeToay aHanisy
015 pedpepeHTHOI PevyoBUHM FeHTIONIKpo3una, ANs
Chromatographic purity (y moHorpadii «Gentiopicroside:
eTasIoHHWIA CTaHAAPT 415 KiNIbKICHOrO BU3HAYEHHs») 3 B
PY PM 020/01 go B PY PM 021/01.3MiHu | TUny: 3miHuM 3
akocTi. A®l. KoHTposb A®L. 3miHa y napameTpax
cneumdikauin Ta/abo [oNyCTUMKUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®I, a6o BUXiAHUA/NPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci
BUPOGHMLTBA AD| (BUTYYEHHA HE3HAYHOTO NMOKa3HUKa
AKOCTI (HanpvKnag BUYyYeHHS 3acTapisioro NokasHuka))
ana giroyoi peyoBuHu KeiTkn nepsouBiTy (Primulae flower
with calyx, powdered) napameTp ,cMak" nepeHeceHo f0
po3ainy "XxapaktepucTukn', 3rigHo 3 "KepiBHULTBOM LLOA0
cneuudikayiii: npoueaypu BUNpobyBaHb Ta Kputepii
NPUAHATTA POCNIVHHUX PEYOBUWH, Mpenaparis POC/IMHHOIO
NMOXOPKEHHS Ta NikapCbKNX 3ac06iB POCIMHHOIO
NMOXOKEHHSA/TPaANLIAHUX NiKapCbknx 3aC0biB POCIMHHOIO
noxopxeHHs" (EMA/CPMP/QWP/ 2820/00 Rev. 2).3MiHu |
TMny: 3MiHmn 3 akocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HAUYEHNX Yy cneuudikauisx Ha A®l, abo
BUXIAHUA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTea Ad|
(BMYyYEHHS HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BW/TYYEHHS 3acTapifioro nokasHuka)) Ans Aityoi pevyoBuHN
Tpasu wasnto (Common sorrel herb) napameTp ,cmak"
nepeHeceHo A0 po34iny "xapakrepucTukun®, 3rigHo 3
"KepiBHMLTBOM LLOAO cneuudikaLliii: npoueaypu
BUMPOOYBaHb Ta KPMTEpIii NPUAHATTA POCIMHHMX PEYOBUH,
npenapariB POC/IMHHOIO NOXOMKEHHA Ta NiKapCbKnux
3ac06iB POC/IMHHOTO NMOXOMXKEHHSA/TPAANLIAHNX NiKapCbKnxX
3aco6iB pocnMHHOro noxomxeHHs" (EMA/CPMP/QWP/
2820/00 Rev. 2). 3MiHu | TUnNy: 3MiHK 3 KocTi. API.
KoHTponb A®I. 3miHa y napameTpax crneumdikayin Ta/abo
[ONYCTUMKX MEX, BU3Ha4YeHWX y crneumdikayisx Ha Adl,
ab60 BUXIigHWIA/NPOMKHUIA NpOAyKT/peareHT, Wwo
BVKOPWCTOBYIOTbCS Y Npoueci BupobHuuytea APl




156

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1

(BMNyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3aCTapisioro nokasHvka)) Ans Lit4oi pevyoBuHU
KsiTku nepsousiTy (Primulae flower with calyx, powdered)
napameTp ,3anax" nepeHeceHo [0 Po3giny
"xapakrepuctukn", 3rigHo 3 "KepiBHULTBOM LLOAO
cneumdikauiii: npouenypy BUNpo6yBaHb Ta Kputepil
NPUAHATTA POC/IVHHUX PEYOBWH, NMpenaparis POC/IMHHOTO
NOXOKEHHS Ta NiKapCbKux 3aco6iB POCIMHHOIO
NOXOAKEHHA/TPaANLIAHMX NiKapCbKyxX 3ac06iB POC/TMHHOIO
noxomxeHHs" (EMA/CPMP/QWP/ 2820/00 Rev. 2). 3miHu |
Tuny: 3MiHK 3 SKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo 4oNyCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo
BVXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BVIKOPUCTOBYIOTbCSA Y Npoueci BUpobHuutea API
(BMNyYEHHA HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3aCTapisioro NokasHvka)) Ans Lit4oi pevyoBuHU
Tpasu wasno (Common sorrel herb) napameTp ,3anax”
nepeHeceHo A0 po3Ainy “"XxapakTepucTukn®, 3rigHo 3
"KepiBHULTBOM LLOAO cneyudikaliid: npoueaypu
BMNPOBYBaHb Ta KPUTEPIi NPUAHATTSA POCIMHHMX PEYOBUH,
npenaparis POC/IMHHOIO NOXOMKEHHSA Ta NiKapPCbKNX
3ac006iB POC/IMHHOIO NOXOMAXEHHS/TPaANLINHNX NiKapCbKNX
3aco6iB pocnnHHOro noxomxeHHs" (EMA/CPMP/QWP/
2820/00 Rev. 2).3miHu Il Tuny: 3miHu 3 skocTi. A®I.
KoHTponb A®I. 3miHa y napameTpax cneuudikauili Ta/abo
[ONYCTUMUX MEX, BU3HaYeHWX y crneumdikauisx Ha Adl,
abo BUXIigHWIA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPUCTOBYIOTbCA Y Npoueci BUpobHuuTea APl (3miHa
no3a mexamu 3aTBepKeHOro AianasoHy y cneuudikauii
Ha Adl) 3miHa cneyudikauii Ha Bnyck Ad| KBITOK
nepBoLBITY 3 Yalleykoto 3a n. Yucrtorta (Purity) - 3aranibHa
30na (3aTBepakeHo: <=8 [% (T/T)], 3anponoHoBaHo: <=9.0

[% (Tm))).

178. | CMO®KABIB | emynbcia gns PpeseHiyc HimeuunH ®peseHiyc Kabi Ab Lsewjs BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny 3a UA/14346/01/01
EH iHdDy3iiA; Kabi a - 3miHK Wwoao 6e3nekn/edekTMBHOCTI Ta peyenmom
LEHTPANBbH no 986 mn, no 1477 [oiunang thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHEeHUX
nn w1, no 1970 mn, no v6X JaHnx npo cuctemy dapmakoHarnsagy (BBefeHHs

2463 mn B y3ara/lbHeHUX faHux npo cuctemy hapmakoHarnagy,
TpUKamepHomy 3MiHa YNOBHOBaXEHOT 0CO6MU, BigNoBigaNbHOI 3a
n1acTMKoOBOMY 34ilicHEeHHS dhapMakoHaris4y; KOHTaKTHOT 0cobu 3
KOHTEliHepi thapmakoHarnagy 3asBHUKa Ans 34iiCHEHHS
«BiothiH», sKuiA hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
pasom 3 YNOBHOB&XeHOT 0COo6M, BifNOBIAaNbHOT 3a 34iNCHEHHS
aHTUOKNCHVKOM hapmakoHarnsgy (Bkouvatouy KOHTakKTHI gaHi) Ta/abo
BMILLYIOTb Y 3MiHM Y pO3MiLLEeHHI MacTep-chaiina cuctemu

30BHILUHIN thapmakoHarnsgy). 3miHa KOHTakTHOI ocobu 3
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

NAacTUKOBWIA MILLIOK;
no 986 mn, no 1477
M/, no 1970 mn B
TpYKaMepHOMy
n1acTMKoBOMY
KOHTeliHepi
«BiothiH», sKuii
pasom 3
AHTUOKNCHMKOM
BMILLYIOTb Y
30BHiLLHIl
NNacTUKOBUIA MILLIOK;
no 4 Milkn B
KopoobLL;

no 2463 mn B
TprKaMepHOMy
n1acTMKoOBOMY
KOHTeliHepi
«BioiH», Akuii
pasom 3
AHTUOKNCHMKOM
BMILLYIOTb Y
30BHiLLHIl
NNacTUKOBUIA MILLIOK;
no 3 MilLKkn B
KopoobLi

thapmakoHarnagy 3asBHUKa A5 34iCHEHHS
thapmakoHarnagy B Ykpaini. Jitoda pefakuis: babaes
Banepili CtaHicnaBoBuy. MNponoHoBaHa peaakLuis:
Cntocapes Ceprili Bonogummnposny. 3MiHa KOHTaKTHUX
[OaHNX KOHTaKTHOT 0cobm 3 chapmakoHarnagy 3asBHuKa
ANA 34iicHeHHsA thapmakoHarnsay B YkpaiHi.

179.

COPBI®EP
LYPYNEC

TabneTkn, BKPUTI
060/10HKOI0, 3
MoAndiKkoBaHUM
BUBISIbHEHHAM, 320
mr/60 mr no 30 a6o
50 TabneTtok y
CKNsAHOMY hN1aKoHi;
no 1 dpnakoHy B
KapTOHHIiA ynakoBL,i

3AT
dapmaueBTny
HWi1 3aBOf,
Eric

YropwumHa

3AT dapmaueBTUUHNIA
3aBof ElC

YropLmHa

BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny
- 3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BifnNoBiAHOCTI EBpoNeiiChKiit hapmakonei:
ana A®l; ans BuxigHoro matepiasny/peareHTy/npoMixHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
€Bponelicbkin dhapmakonei) - OHoBEHWIA cepTudikar Big
yXe 3aTBepKeHOro BUPOGHUKA - NOAaHHS OHOB/IEHOTO
cepTudpikaTa BignoBiAHOCTI EBponeiickbkiin hapmakonei Ne
R1-CEP 2007-368 - Rev 02 (3atBepgxeHo: R1-CEP 2007-
368 - Rev 01) ansa Aitovoi peyoBMHY 3ani3a cynbdarty
6€e3B0OJHOr0 Bif, yXe 3aTBepKeHOro Bupo6Huka Dr Paul
Lohmann Gmbh KG, Ta, ik Hacnigok, 3MiHa iHaekcy y
aapeci BUPOOHNYOT AiNbHWL; 3MiHM | TUMY - 3MiHK 3 AKOCTI.
CepTucpikat BignosigHocTi/l E-cepTudikat BignosigHocCTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA HoBOro
abo oHoBNeHoOro ceptudiikaTa BignosigHOCTi abo
BU/TyYEHHA cepTudpikaTa BignoBigHOCTI EBponeichkili
apmakonei: ana A®l; ans BuxigHoro

3a
peyerimom

UA/0498/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
marepiany/peareHTy/npoMKHOrO MPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHULUTBI API; ANs [ONOMDKHOT
peyoBUHM (cepTudpikaT BiANoBiAHOCTI EBpONEiChKilt
thapmakonei) - OHOBIeHUIA cepTudikar Bif yxe
3aTBEpPAKEHOr0 BUPOBHMKA - NOAAHHSA OHOB/IEHOTO
cepTudikaTa BignoBigHocTi €Bponelickkili hapmakonei Ne
R1-CEP 2007-368 - Rev 03 gns gitoyoi peqyoBnHU 3asisa
cynbaTy 6e3B04HOr0 Bif yxe 3aTBepAXeHoro BupobHuka
Dr Paul Lohmann Gmbh KG, Ta, fik Hacnigok, 3miHa Ha3su
BnacHuka CEP Ta BUpo6Hu4oi ginbHuyi Ha Dr Paul
Lohmann Gmbh & Co. KGAA y Hacnifok 3miHu choopmu
B/1aCHOCTI
180. | CNUPT pO34MH Ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny 6e3 UA/8343/01/01
KAM®OPHUN 30BHILUHLOrO dapmaLeBTuy dapmaueBTUYHA - 3MiHK 3 KOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTposb peyenma
"n 3actocyBaHHs 10 %, Ha pabpuka thabpuka "Biona" roToOBOro Nikapcbkoro 3acoby. 3miHa napameTpis
cnupToBMiA No 40 mn "Biona" cneuudikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
y thnakoHax niKkapcbKoro 3acoby (iHLwi 3MiHW) BBeAEHHS NepPiogNYHOCTI
CKNAHMX abo KoHTponto /13 3a nokasHnkom "MikpobionoriyHa uncrora":
noniMepHux; no nepLua Ta KoHa fecata HacTynHa cepis, ane He pigle
40 MmN y pnakoHi HiXX 1 cepis B pik.
cKnsiHomy abo
noniMepHomy; no 1
donakoHy B nauui 3
KapToHy
181. | CYBAPAIO TabneTku, BKpUTI CaHpo3 CnoseHis Nek ®apmaueBTNYHA CnoseHisa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/12605/01/01
nNiBKOBOIO dapmachbioTika KoMnaHisa g.4., - 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta peuenmom
o6onoHkotono, no 5 n3 a.a. CnoBeHis thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
Mr; no 7 TabneTok y (Bupo6HMLTBO in bulk , nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
6nictepi; no 4 TEeCTyBaHHS, MeAMYHOro 3acToCyBaHHA Ha NiAcTaBi perynspHo

6nictepn y
KapTOHHI Kopo6Lyj;
no 10 TabneTtok y
6nictepi; no 3, 6 abo
10 6nicTepiB y
KapTOHHIlA KopooLi

nakyBaHHs, BUMYyCK
cepil; nakyBaHHs,
BMNYCK cepil)

OHOB/IOBAHOrO 3BiTY 3 6Ge3neKkn Nikapcbkoro 3acoby, abo
pocnifmxeHb 3 6e3nekn 3acToCcyBaHHS NikapcbKoro 3acoby
B nicnsipeecTpaLiinnii nepiog, abo sk pe3ysibTat OLiHKM
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnigxkeHb (PIP) (iHLWi 3MiHW) - 3MiHK
BHeCeHi 10 IHCTPYKLUIi ANA MEeAUYHOTO 3aCTOCYBaHHS
niKkapcbKoro 3acoby y po3gisin "MNpoTunokasaHHs",
"B3aemogis 3 iHWMMM SlikapCbkuMy 3acobamu Ta iHLWi BUAn
B3aemogiit", "OcobmBocTi 3acTocyBaHHsA", “IMo6iYHi
peakuii” BignoBiAHO 4O OHOBNEHOI iHChopMaLii 3 6e3nekn
Liro40i pevyoBUHW. BBeAeHHSA 3MiH NPOTArom 6-Tu MicALiB
nicnsa 3aTBepMAKEHHS; 3MiHW | TUNYy - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. 3miHm y
KOPOTKIili XapakTepucTuLi NikapCcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 415 MeAMYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuagHMx/6ionogibHNX nikapcbknMx 3acobis
nicns BHECEHHS Tiel camMoi 3MiHM Ha pedhepeHTHUI
npenapar (3mMiHa He NoTpebye HafaHHA XOLHUX HOBMX
[0AAaTKOBMX AaHuX) - 3MiHM BHECEHI A0 iHCTPYKLUii Ans
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

MeAMYHOro 3aCTOCYBaHHA /ikapCbKOoro 3acoby y po3ginu
"®apmakonoriyHi BnactmsocTi”, "Moka3aHHs",
"MpoTunokasaHHa", "B3aemogis 3 iHWMMK NiKapCbKuMu
3acobamu Ta iHWi B1uan B3aemogiin”, "OcobmBocCTi
3acTocyBaHHs", "[iTn" 3rigHo 3 iHopMaui€eto LWoao
MeAMYHOro 3acTOCyBaHHSA pethepeHTHOro NikapCcbKoro
3acoby (KpecTop, TabneTku, BKpUTI N/1IBKOBOIO
060/10HKO10, N0 5 Mr, 10 mr, 20 mr, 40 mMr). BBefeHHS 3MiH
NPOTArom 6-T1 MiCALIB NiCNsA 3aTBEPKEHHS

182.

CYBAPJAIO

TabneTku, BKpUTI
N/1iBKOBOIO
o6os10HKo0MNO, No 10
Mr; 1Mo 7 TabneTok y
6nictepi; no 4
6nictepn y
KapTOHHI kopo6Lyj;
no 10 TabneTtok y
6nictepi; no 3, 6 abo
10 6nicTepiB y
KapTOHHIlA KOpooLi

CaHpo3
dapmacbioTika

n3 a.4a.

CnoBeHisi

ek ®apmauesTnyHa
KoMnaHisa g.4.,
CnoseHis
(Bupo6HMLTBO in bulk ,
TeCTyBaHHS,
nakyBaHHs, BUMYyCK
cepii; nakyBaHHs,
BMNYCK cepil)

CnoBeHis

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | Tuny
- 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6Ge3neKkn nikapcbkoro 3acoby, abo
OOCnifpKeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro 3acoby
B nicnsipeecTpaLiiinii nepiog, abo sk pe3ysibTat OLiHKM
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
negjiatpnyHux gocnigkeHs (PIP) (iHwi 3miHW) - 3MiHK
BHeCeHi 10 IHCTPYKLUIi 418 MEeAUYHOTO 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ginin "MNpoTunokasaHHs",
"B3aemogis 3 iHWMMM SlikapCbkumy 3acobamu Ta iHLWi BUAN
B3aemogiin”, "OcobmBocTi 3acTocyBaHHs", “IM06iYHi
peaxuii” BignoBiAHO 4O OHOBNEHOI iHChopMaLii 3 6e3nekn
Aito40i peyoBrHN. BBeAEHHS 3MiH NpOTArom 6-Tu MicauiB
nicnsa 3aTBepKEHHS; 3MiHW | TUNYy - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. 3miHm y
KOPOTKili XapakTepucTuLj NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4N MeAMYHOro 3aCTOCYBaHHS
reHepnyHUX/ribpuaHMx/6ionogibHNX nikapcbknx 3acobis
nicns BHECEHHS Tiel camoi 3MiHU Ha pedhepeHTHNI
npenapar (3mMiHa He NoTpebye HafaHHA XOLHWUX HOBMX
[0AAaTKOBUX AaHWX) - 3MiHN BHECEHI A0 iHCTPYKLii ANns
MeAMYHOro 3acTOCyBaHHA ikapCbKoro 3acoby y po3ginu
"®apmakonoriyHi BnactmsocTi”, "MokasaHHs",
"MpoTunokasaxHa", "B3aemogis 3 iHWMMK NiKkapCbKuMu
3acob6amu Ta iHWi Buay B3aemogiii”, "OcobamBocCTi
3acTocyBaHHs", "[iTn" 3rigHo 3 iHopMaui€eto LWoao
MeAMYHOro 3acTOCyBaHHA pethepeHTHOro NikapcbKoro
3acoby (KpecTop, TabneTku, BKpUTI N/1iIBKOBOIO
060/10HKOt0, N0 5 Mr, 10 mr, 20 mr, 40 mr). BBeeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiCNs 3aTBEPKEHHS

3a
peyenmom

UA/12605/01/02

183.

CYBAPJAIO

TabneTku, BKpUTI
nNiBKOBOIO
o060s10HKot0MO, Nno 20
Mr; Mo 7 TabneTok y
6nictepi; no 4
6nictepn y

CaHpo3
dapmacbioTika

n3 a.4a.

CrnoBeHis

ek ®apmaueBTnyHa
KoMnaHisa g.4.,
CnoseHis
(Bupo6HMLTBO in bulk ,
TeCTyBaHHS,

nakyBaHHs, BUMYCK

CnoseHisa

BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis: 3MiHu | TUNYy
- 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOoTKiil xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiAcTaBi perynspHo
OHOB/IHOBAHOIO 3BiTY 3 6Ge3neKn Nikapcbkoro 3acoby, abo

3a
peyenmom

UA/12605/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KapTOHHI kopo6Lyj;
no 10 TabneTtok y
6nictepi; no 3, 6 abo
10 6nicTepiB y
KapTOHHIlA KopooLi

cepii; nakyBaHHs,
BMNYCK cepil)

OOCnifpKeHb 3 6e3Mekn 3acTocyBaHHS NiKapCbKoro 3acoby
B nicnspeecTpaLiiinii nepiog, abo sk pe3ynbTat OLiHKM
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BigNOBIAHO A0 NNaHy
negjiarpnyHux gocnigpkeHb (PIP) (iHwi 3miHW) - 3MiHK
BHeCeHi 10 IHCTPYKLUIi 418 MEeAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gisin "MpoTnnokasaHHs",
"B3aemogis 3 iHWMMM SlikapCbkuMy 3acobamu Ta iHLWi BUAN
B3aemogiin”", "OcobmBocTi 3acTocyBaHHs", “IM06GiYHi
peakuji" BiANOBIAHO 4O OHOBMEHOT iHGhopMaLii 3 6e3neku
Ailo40i peyoBVHN. BBeAEHHS 3MiH NpOTArom 6-Tu MicauiB
nicnsa 3aTBepMKeHHs; 3MiHW | TUny - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsagy. 3miHu y
KOPOTKili XapakTepucTuLi NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
reHepuyHuX/ribpuaHMX/6ionogibHNX NikapcbknMx 3acobis
nicns BHECEHHS Tiel camoi 3MiHM Ha pedhepeHTHNI
npenapar (3mMiHa He NoTpebye HafaHHA XOLHWUX HOBMX
[04AaTKOBUX AaHnX) - 3MiHM BHECEHI A0 IHCTPYKLUii Ans
MeAMYHOro 3aCTOCYBaHHA /ikapCbKOoro 3acoby y po3ginu
"®apmakonoriyHi BnactmsocTi”, "Moka3aHHs",
"MpoTunokasaHHa", "B3aemogis 3 iHWMMK NiKapCbKuMu
3acobamu Ta iHWi B1uAn B3aemogiin”, "OcobmBocCTi
3acTocyBaHHs", "[iTn" 3rigHo 3 iHopMaui€eto LWoao
MeAMYHOro 3acTOCyBaHHSA pethepeHTHOro NikapCcbKoro
3acoby (KpecTop, TabneTku, BKpUTI N/1IBKOBOIO
060/10HKO10, N0 5 Mr, 10 mr, 20 mr, 40 mMr). BBefeHHS 3MiH
NPOTArom 6-T1 MiCALIB NiCNsA 3aTBEPKEHHS

184.

Cymiw Ans
IHFANALIN

po34uH, no 40 mny
dhnakoHax

MPAT
"®ITOPAPM"

YkpaiHa

MPAT "®ITO®PAPM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3miHu 11
My - 3MiHK 3 AKOCTi. APl BupobHMUTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/MPOMIKHOIO NPOAYKTY/peareHTy, Wwo
BMKOPUCTOBYHOTbCS Y BUpO6HUYOMY npoueci A®l, abo
3MiHa BUPOGHYMKa (BKNtOYatouu, ae HeobxigHo, micue
NpoBefEeHHs KOHTPO/IIO AKkocTi) AdI (3a BigCyTHOCTI
cepTudikaTa BigNoBigHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY A0CHE)(BBEAEHHS HOBOTO BUPOGHMKa ADI
3 HagaHHAM macTep-aiina Ha Adl) - BBegeHHs
[0AaTKOBOrO BUPOGHYKA Ait040i PEYOBUHU MEHTONY
(neBomeHTONY) «Arora Aromatics Pvt. Ltd.», [HAaia

6e3
peyenma

UA/0272/01/01

185.

TEPI3

Kancynun no 250 mr,
no 10 kancyny
cTpuni, no 10
CTPUNIB Yy KAPTOHHIM
ynaxoBLii

Makneogc
dapmacboThK
anc Nimiteq

IHais

Makneopc
dPapmacbloTrKanc
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
agpecy Micus NPoBaMKEHHS AiSSIbHOCTI
BMPOGHMKa/iMnopTepa roToBOro /ikapcbkoro 3acoby,
BK/IIOUAKUY AiNbHULi BUNYCKY cepil abo micue
NpPOBeAEHHS KOHTPOIO AKOCTI. (4isANbHICTb, 3a AKY
BiANoBigae BMPOGHMK/IMNOpTep, BKIOYaUM BUMYCK Cepii)
- 3MiHa agpecu BupobHuka 13 Makneogc
dapmacbioTukanc Mimites, IH4iA, 63 3MiHu Micus
BMPOGHMLTBA. 3MiHM BHECEHI B pO34iN

3a
peyerimom

UA/7697/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
"Micue3HaxoMKeHHs BUPOOHMKa Ta agpeca Micus
NPOBaKEHHS NOr0 AisNIbHOCTI" B iIHCTPYKLito ANns
MEeAMYHOro 3aCTOCYBaHHS MikapCbKOro 3acoby, sk
HacnifokK - BiANOBIAHI 3MiHW y TEKCTi MapKyBaHHS yNaKkoBK/
nikapcbkoro 3acoby. BeBegeHHS 3MiH NpoTArom 6-tu
MiCALIB MiCNsA 3aTBEPIKEHHS.
186. | TEPI3 kancynvm no 250 mr Makneogc IHais Makneoac IHais BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3MiHu | Tuny - UA/9938/01/01
in bulk: no 10 PapmMacbloTHK $apmacbloTukanc - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
Kancyny ctpuni, no anc Nimiteq, Niviten afipecyt MicLA NPOBaKEHHS Aif/IbHOCTI
50 cTpuniB y BMPOGHMKa/iMnopTepa roToBoro fikapcbKoro 3acoby,
KapTOHHIiA ynakoBL,i BKJ/THOYAKOUM AiNbHULI BUNYCKY cepii abo micue
NPOBeAEHHSI KOHTPOJIHO AKOCTI. (4iANbHICTb, 3a AKy
BiANOBiAa€e BUPOGHWK/IMNOpTep, BKIOUAUM BUMYCK CEpiid)
- 3MiHa agpecu Bupo6HuKa 13 Makneoac
dapmacbioTvkanc flimites, IHgis, 6e3 3miHn micus
BMPOGHMLTBA. 3MiHM BHECEHI B pO34iN
"Micue3HaxompKeHHs BUPO6HMKa Ta afpeca Micus
NPOBa)KEHHS NOro AiS/IbHOCTI" B iIHCTPYKLitO AN
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby, K
HacnifokK - BigNoBiAHI 3MiHW Y TEKCTI MapKyBaHHS ynakoBKU
nikapcbkoro 3acoby. BeefeHHsA 3MiH NPOTAromM 6-Tn
MicsILiB Mmicnsi 3aTBepAKEHHS.
187. | TETPAMON Kancynu no 6 kancyn NMPO®APMA ManbTa AT "I'piHgexc” NaTtsis BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis: 3MiHu | TUNYy 6e3 UA/13734/01/01
y 6nictepax; no 6 IHTEepHeLwHN - 3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE- peyenma
kancyn y 6nictepi; TpeguHr cepTudikaT BignoBigHOCTI EBponeiichkiii
no 5 6nictepis y Nimiten hapmakonei/moHorpadii. NMogaHHsa HoBoro abo

KapTOHHI nauyuj; no
10 kancyny
6nictepi; no 3
6nictepn y
KapTOHHI/ nayuj; no
6 Kancyn y 6nictepi;
no 5 6nictepis y
KapTOHHI/ nayuj; no
10 KapTOHHMX Na4oK
Yy KAPTOHHOMY
KOpObi

OHOBJ/IEHOrO cepTudikaTta BifgnoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiickbkiin hapmakonei:
ons A®l; ana BuxigHoro matepiany/peareHTy/npoMixxHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI API; ana
[0MOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
€Bponelicbkiit hapmakonei) - OHOBNIEHWIA cepTudikar Bif,
yXe 3aTBepKeHOro BMpo6Huka. MogaHHs OHOBEHOTO
Ceptudikata R1-CEP 1995-050-Rev 04 ana AdI
MapaLeTamony Bif BXe 3aTBepyKeHOro B1Upo6HMKa
Atabali Kimisi CaHai Be TikapeT AC, TypeuuurHa, 5K
Hacnigok 3miHW B agpeci. BBeeHHs 3MiH NpoTAromM 6-tu
MiCALIB MiCNsA 3aTBEPAXKEHHS.
3miHu | TUny - 3miHu 3 sKocTi. CepTudikar
BignosigHocTi/ E-cepTudikat BignoBigHOCTI EBponeiichkii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOB/IEHOrO cepTudikarta BifgnoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiickbkiin hapmakonei:
ons A®l; ana BuxigHoro matepiany/peareHTy/npoMixxHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI API; ans
[0MOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
€Bponelicbkiit hapmakonei) - OHOBNIEHWIA cepTudikar Big,
yXe 3aTBepAKEHOro BUpo6HUKa. [ogaHHA OHOBIEHOTO
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Ceptudcpikata R1-CEP 1995-050-Rev 03 ana Adl
MapaLeTamony Bif BXe 3aTBepIyKeHOro B1pobHMKa
ATabaii Kimist CaHai Be TikapeT AC, TypeuunHa. 3MiHu |
Tuny - 3MiHM 3 skocTi. CepTuddikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a60 BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiichkiin hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMixHoro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHWLTBI ADI; ans
[OMOMDKHOT peyoBUHM (cepTudikaT BiANOBIAHOCTI
€sponeiicbkiii hapmakonei) - OHOBNeHWI cepTudpikaT Bif,
yXe 3aTBepKeHoro BUpobHuka. NogaHHsA OHOB/IEHOTO
Ceptudpikata R1-CEP 1995-050-Rev 02 ana AdI
MapavueTamony Big BXe 3aTBEPAKEHOro BUPOGHMKA
Atabaii Kimis CaHai Be TikapeT AC, TypeuunHa, K
HacnifgoK 3MiHW B agpeci.

188.

TPAMAZON
KANLEKC

PO34MH ANA iH KL,
100 mr/2 mn; no 2
M/1 B amnyni; no 5
amnyn y KOHTYpPHIi
YapyHKOBIli ynakoBLj
(nigooHi); no 2 abo
no 20 KOHTYPHUX
YapyHKOBUX
ynakoBOK (Niga0oHIB)
B nauLj 3 KapToHy

AT "Kanuekc"

Nartgia

BCi cTagii
BVMPOGHNYOTrO
npowecy, KpiMm BANYCKY
cepii: X6M dapma
c.p.o., CnosavunHa;
Bignosigae 3a
KOHTPO/b
cepii/Bunpo6yBaHHs:
AT "I'piHgekc”, NaTtsis;
BMPOGHUK, SKWiA
BiAMoOBIgae 3a BMNycK
cepii: AT "Kanuekc",
Nartsis

CnoBayumHa
/
Nartsis

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
afipecy 3asBHMKa (BNacHMKa peecTpaujiiiHoro
nocBigyeHHs) - 3MiHa agpecu BNacHvka peectpauiiHoro
NoCBiAYEHHS NikapcbKoro 3acoby. 3MiHV BHECEHI B
IHCTPYKLi0 415 MeANYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby "Micue3HaxomKeHHs 3asBHNKa Ta/abo
npeAcTaBHUKa 3asBHVKa. BBeeHHA 3MiH npoTarom 6
MicALiB Micna 3aTBepAKEHHs

3a
peyerimom

UA/16468/01/01

189.

TPUAKYTAH
®

Mas3b Mo 15 ry Ty6i;
no 1 Ty6i B nauui

MNAT
"Kuismegnpen
apar”

YkpaiHa

MAT
"KuiBmegnpenapar”

YKpaiHa

BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis: 3MiHu | TUNYy
- 3MiHK Wwoao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOPOTKili XapakTepucTumLi
nNiKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iIHCTPYKLiT ANns
MeJMYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpyuaHMXx/6ionoaibHNX nikapcbkMx 3acobis
nicnst BHECEHHs TiEl camMoi 3MiHW Ha pehepeHTHUI
npenapar (3MiHa He NOTpebye HafaHHS XOAHUX HOBUX
[04aTKOBUX JaHuX) - 3MiHW BHECEHI [0 iHCTPYKUiT ANns
MeAMYHOro 3acTOCYBaHHA NiKkapCbKoro 3acoby y po3ainu
"®apmakonoriyHi BnactneocTi”, "MpoTunokasaHHsa",
"Oco6nMBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y nepios
BariTHOCTi abo rofyBaHHA rpyaar”, "34aTHicTb BNaMBaTun
Ha LWIBWAKICTb peakLii Npu kepyBaHHi aBTOTPaHCNOPTOM
abo iHWKMKU MexaHiamamu”, "Cnocib 3acTocyBaHHs Ta
no3n", "Mepepno3sysaHHA", "MobivHi peakuii” 3rigHo 3
iHhopmavieto Woa0 MeaNYHOro 3acToCyBaHHS

3a
peyenmom

UA/4454/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
pedhepeHTHOro nikapcbkoro 3acoby (Tpuaepv®, masb).
BBefeHHs 3MiH NpoTAroM 6-T1 MicAuis nicns
3aTBEPAKEHHS
190. | YPCOHOCT kancynv no 150 mr OPrAHOCWVH OAE TOB "MAPI®APM", CnoBeHis/ BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/12572/01/01
no 10 kancyny NAN®CAEHC CnoBeHis; IHais TUMy - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6. peuenmom
6nictepi; no 2 abo N3 (E® 3ET I) EBepTogxeH Navig KOHTPO/Ib FOTOBOrO /ikapcbKoro 3acoby (iHLWi 3MiHM)
no 5 6nicTepis B CaeHcus Jlivites, BuknageHHs MKSA N3 ykpaiHCcbko MOBOIO (3aTBEpPAKEHO
KapTOHHI/ KOopooLi IHais pocilicbkolo MOBOH), 6€3 3MiHU aHaNITUYHUX METOZ,B.
191. | YPCOHOCT kancynu no 300 mr OPrAHOCWH OAE TOB "MAPI®APM", CnoseHis/ BHECEHHS 3MiH 4,0 peecTpauiiHux martepianis: 3MiHu | 3a UA/12572/01/02
no 10 kancyny NAN®CAEHC CnoseHis; IHais TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
6nictepi; no 2 abo N3 (E® 3ET I) EBepTomxeH Navich KOHTPO/b rOTOBOrO NiKapcbkoro 3acoby (iHLWi 3mMiHM)
no 5 6nicTepis B CaeHcus Jlivites, BuknageHHs MKSA N3 ykpaiHCbko MOBOIO (3aTBEpPAKEHO
KapPTOHHI KOpoOLyi IHais POCIiCbKOK MOBOH), 6€3 3MiHV aHaTITUYHUX METO/B.
192. | PEBAPUH® TabneTkun, BKPUTI ABGOTT Higepnax MaiinaH /labopatopi3 PpaHLis BHECEHHS 3MiH [0 peecTpauiiiHux Martepianis: 3mMiHW | TUny 3a UA/7599/01/02
NAiBKOBOIO Xenckea an CAC - 3MiHM Wwoao 6e3nekn/edekTUBHOCTI Ta papMakoHarnsay peyenmom
o060n0Hkoto, no 100 MpopakTc B.B. (iHWi 3miHW). 3MiHVM BHeceHOo A0 IHCTPYKLii Ana MeanyHoro
Mmr; no 15 TabneTok 3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainis "B3aemopis
y 6nictepi; no 1 abo 3 HLWXMK NiKapCbKMMK 3acob6amu Ta iHWi BUan
no 2 6nictepu B B3aemogiin", "OcobMBOCTi 3aCTOCYBaHHA" LLOA0 Ge3neku
KapTOHHIlA KOpO6L; 3acToCcyBaHHS filo40i pevyoBnHU. BBEAEHHSA 3MiH NPOTAroM
no 20 TabneTok y 6-TN MiCALIB NiC/1A 3aTBEPAKEHHS.
6nicTepi; no 3
6nictepu B
KapPTOHHI KOpooOLii
193. | PEBAPUH® TabneTku, BKpUTI A6GOTT HigepnaH MaiinaH /labopatopi3s PpaHuin BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/7599/01/01
nAiBKOBOIO Xerckea on CAC - 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay peyenmom
o6onoHkoto, no 50 MpopakTc 6.B. (iHLWi 3MiHW). 3MiHV BHECEHO A0 IHCTPYKUiT NS MeanyHoro
Mmr; no 15 TabneTok 3acTocyBaHHA NikapcbKoro 3acoby Ao po3ainis "B3aemopis
y 6nicTepi; no 1 abo 3 iHWMMW NiKapCbKMMK 3acobamu Ta iHLLI BUAN
no 2 6nictepu B B3aemogiin", "OcobMBOCTi 3aCTOCYBaHHA" LLOA0 Ge3mneku
KapTOHHI KopobLyj; 3acTocyBaHHSA Aito4ol pevyoBUHU. BBeeHHSA 3MiH NPOTAroM
no 20 TabneTok y 6-TV MIiCALIB MiC/1A 3aTBEPKEHHS.
6nicTepi; no 3
6nictepu B
KapTOHHI KOpo6Li
194. | ®P/IEHOKC® PO34MH A5 iH'EKLN, AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 40 peecTpauiinHmx maTepiasis: 3miHu || 3a UA/13119/01/01
10000 aHTK-Xa TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. 3MiHK Yy peuenmom
MO/mn; no 0,2 mn BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo AONYCTUMUX MEX,
(2000 aHTU-Xa MO) BCTaHOB/IEHNX Y crneuudikauisx, nig vyac BUpo6HMLTBA
a6o 0,4 mn (4000 roToOBOro Nikapcbkoro 3acoby (iHLi 3MiHK1) 3anponoHOBaHO
aHTn-Xa MO), a6o BUYYUTU PYTUHHUIA KOHTPO/Ib NMOKA3HUKIB «AKTUBHICTb
0,6 mn (6000 aHTW- aHTu-thakTopa Xa», «AKTUBHICTb aHTU-hakTopa lla», Ta
Xa MO) y wnpuui; «BigHOLWeHHs aHTU-hakTop Xa akTUBHOCTI A0 aHTu-
no 1 wnpuuy B hakTop lla akTMBHOCTI» Mig, yac BUpobHUUTBa /13 Ha eTani
6nicTepi; no 1, 2 abo NPUroTOBaHOro pPo3ynHy. KoxHa cepisi roToBOI MPOoAyKL,i
10 6nicTepiB y nauui Ta/abo npopykuii «in bulk» nignarae KOHTPOO AaHUX
3 KapToHy; no 0,8 mn NOKAa3HWKIB MiCNS NakyBaHHS
(8000 aHTK-Xa MO)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
y wnpuuj; no 1
wnpuuy B 6nictepi;
no 1 a6o 2 6nictepu
y naulii 3 KapToHy;
no 0,2 mn (2000
aHTK-Xa MO) a6o
0,4 mn (4000 aHTW-
Xa MO), a6o 0,6 mn
(6000 aHTM-Xa MO)
y wnpuuj; no 2
Lwinpuum B 6nictepi;
no 1 a6o 5 6nictepis
y nauuii 3 KapToHy
abo no 25 6nictepis
Y KOPOO6Li 3 KApTOHY;
no 0,8 mn (8000
aHTK-Xa MO) y
LnpuLi; no 2
wnpuum y énictepi;
no 1 6nictepy y
naJui 3 KapToHy abo
no 25 6nictepiB y
KOpOGLIi 3 KAPTOHY
195. | POHYPO/I® rpaHynun ans TOB YkpaiHa TOB "ACTPA®APM" Ykpaina BHECEHHS 3MiH 10 peecTpaviiHix maTepianis: YTOYHEHHSA 3a UA/19329/01/01
OpasIbHOro PO3YNHY "ACTPA®APM Ha3BM JliKapCcbKOro 3acoby B Haka3i MO3 YkpaiHu Ne peyenmom
no 3r; no1cauwe 3 " 673 Bipg 22.04.2022 B npoueci peecTpauii. Pegakuia B
rpaHynamu y Hakasi: POHYPO/1. 3anponoHoBaHa pefakLyis:
KOpo6Li 3 KAPTOHY POHYPO/®.
196. | XYMYNIH M3 cycneHsia ans Ninni ®paxc ®paHuisa Ninni ®paHc PpaHLis BHECEHHS 3MiH [0 peecTpauiiiHux Martepianis: 3mMiHW | TUny 3a UA/8567/01/01
iH'ekuin, 100 MO/wmn; - 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta peyenmom
no 3 My CKIHOMY thapmakoHarnsgy. BeefeHHs abo 3miHM [0 y3ara/lbHEHNX
KapTpuaxi; no 5 [aHux npo cuctemy dhapmakoHarnsgy (BBefieHHs
KapTpuaxis y y3arasibHeHVX AaHnx Npo cuctemy chapmakoHarnsgy,
KapTOHHI/ nayuj; no 3MiHa yNOBHOBaXEHOI 0c06w, BiANOBIAaILHOI 3a
3 My cKIsHOMY 3[jilicHeHHs hbapMakoHarnaay; KOHTaKTHOT 0coou 3
KapTpuaxi; no 1 thapmakoHarnsgy 3asBHuka Ans 34iliCHEHHA
KapTpuaxy y hapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
LINpUL-pyYLi YMNOBHOBaXXEHOT 0CO6M, BiANOBiAaNbHOT 32 34iACHEHHS
KBikleH; no 5 thapMakoHarniagy (BKIoYatoun KOHTaKTHI AaHi) Ta/abo
LUNPUL-PYYOK Y 3MiHM Y po3MiLLEeHHI MacTep-chaiina cuctemu
KapTOHHI navw,i hapmakoHarnagy). 3MiHa KOHTaKTHOI 0CobY 3asiBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarniag B YkpaiHi. fitoua
pepakuisi: boiiko Apocnas AHApiioBMY. MNponoHoBaHa
pegfakuis: 303yns Banepili Bacunbosuy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M 3asiBHMKA,
BifNoBigaNbHOI 3a hapmakoHarnsg B YKpaiHi.
197. | XYMyYniH PO34MH ANA iH'EKLI, Ninni dpaxc ®paHuisa Ninni ®panc PpaHLis BHECEHHS 3MiH [0 peecTpauiiiHux Martepianis: 3mMiHW | TMny 3a UA/8571/01/01
PErYNngap 100 MO/mn, no 3 mn - 3MiHM Woao 6e3nekn/eddekTUBHOCTI Ta peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
y CKITHOMY thapmakoHarnsgy. BeefieHHs abo 3miHu [0 y3araslbHEHNX
KapTpuaxi; no 5 JaHunx nNpo cuctemy dpapmakoHarnsgy (BBefeHHs
KapTpuaXiB y y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy,
KapTOHHI/ nayuj; no 3MiHa yNMOBHOB&XEHOI 0co6w, BiANOBIAa/IbHOI 3a
3 My cKIsHOMY 3fjiicHeHHA hapMakoHarnagy; KOHTaKkTHOT ocobu 3
KapTpuaxi; no 1 chapmakoHarnsgy 3asBHUKa A1 34iACHEHHS
KapTpuaxy y thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
LINPUL-pyYLi YMNOBHOBaXeHOT 0cobu, BiANOBiAaNbHOT 3a 34iNCHEHHS
KBikleH; no 5 hapmakoHarnagy (BK1oYatoun KOHTaKTHI AaHi) Ta/abo
LUNPUL-PYYOK Y 3MiHM Y pO3MiLLEeHHI MacTep-chaiina cuctemu
KapTOHHI navwi thapmakoHarnagy). 3MiHa KOHTakTHOI 0Co6Y 3asiBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag B YkpaiHi. fitoua
pepakuis: boiiko Apocnas AHgpiioBuY. MNponoHoBaHa
pefakuis: 303yns Banepili Bacunbosuy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6Y 3asiBHUKA,
BignoBiga/IbHOI 3a hapMakoHarnsa B YKpaiHi.
198. | LIAHOKOBA PO34UH O151 iH'EKLLNA, MAT YkpaiHa MAT "Tanuuchapm” Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/7360/01/01
NAMIH 0,5mr/Mn;nolmne | "lanuudapm” - 3MiHK 3 AKOCTi. F0TOBWUIA NiKapcbkunii 3aci6. KoHTposb peyenmom
(BITAMIH amnyni; no 10 amnyn [0MOMIKHMX pevyoBUH. 3MiHa napameTpiB crneumdikauii
B12) Y KOHTYpHIlA Ta/abo [onycTUMNX MeX A5 AONOMIXKHOT peqyoBUHM (iHLUi
YapyHKOBIl 3MiHW) - BunyyeHHs iHdopmauii Woa0 nposeaeHHs
ynakosui; no 1 BMMNPOGYBaHHA 4715 ifeHTUdiKaLii KOXXHOro TapHOro Micus
KOHTYPHIl i3 Cneuundikauii gonomikHoi pevoBuHn HATPIKO X/10PN[,
YapyHKOBIli ynakoBLyji
B nauLi

B.o. l'eHepanbHOro gupekropa Ainupekropary
chapmaueBTUUHOrO 3a0e3nevyeHHs

IBaH SAABOPHUX
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AopaTtok 4

[0 Hakaly MiHicTepcTBa OXOPOHU
3p0poB’a YkpaiHn «[po  pgepxaBHY
peecTpauito (nepepeecTpadito)
NiKapCbKnxX 3aco6iB (mepunuHMX
iMyHOGionoriuHnx npenaparis) Ta

BHECEHHA 3MiH o
MaTepianie»
Bif 22 nunHA 2022 poky Ne 1294

peecTpauiiiHux

NEPENIK
NIKAPCbKMX 3ACOBIB, AKUM BIAMOB/IEHO B AEP)>XABHIN PEECTPALLII, NEPEPEECTPALLI TA BHECEHHA 3MIH 4O PEECTPALIMMHNX MATEPIANIB
Ne Ha3ssa ®dopma sunycky 3asaBHUK Kpaina Bupo6HuUK KpaiHa riocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
1. TECANIH TabneTkn, BKpUTI Amakca T4 Benvka LlBeiiuapis 3acigaHHa HTP Ne i . . .
N/IBKOBOIO BpuTaHist IHTepnabop Benn AT, 21 Big 07.07.2022 BigmoBuTn y 3arBepmKeHHi - 3MiHV || Tuny - 3miHK

060/10HKOI0, N0 10
TabneTok y 6nictepi;
no 2 abo 6 6nictepiB y
KapTOHHI KOpO6Li

LLBeiiLapis (KOHTpPO/b
SKOCTI); JTabop
LlonniHrep AT,

LlBeiiLapis (KOHTpPO/b

saKocTi); Makc Liennep

3boHe Arl, Lseiiyapis
(BUPOBHMLTBO 3a
NOBHUM LuKNoM); Coro
dnopaic IHTepHeLwHn
Csit3epneHg CA,
LLseliuapis (nepBuHHE
nakyBaHHs
(dbacyBaHHs), BTOPUHHE
nakyBaHHs1,
MapKyBaHHS1)

wopno 6esnekn/eddekTUBHOCTI Ta apmakoHarnsgy.
3MiHW Y KOPOTKii XapakTepucTuLji Nikapcbkoro 3acoby,
TEKCTi MapkyBaHHS Ta IHCTPYKUii Ans MeauyHOoro
3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMW A@HUMW 3 AKOCTI,
OOKMIHIYHUMK,  KNIHIYHUMW  AaHuMK Ta  JaHummn 3
thapmakoHarnagy (B.l.4. ll); 3a pe3ynbratamu
cnejianizoBaHol eKcrnepTusmn KOHCY/NbTaTUBHO-
ekcnepTHoi rpynu "®iTonpenapatu Ta romMeonaTuyHi
nikapcbki  3acobu" Ta  BpaxoByKUM  BUCHOBOK
BuLLe3a3Ha4YeHol rpynu, 3MiHW [0 [HCTpyKUii ans
MeUYHOrO  3acTOCyBaHHS  JlikapcbKoro  3acoby
TecaniH, TabneTkn, BKPUTI M/IBKOBOKD OOOMOHKOIO; MO
10 Tabnetok y 6nicTepi; no 2 abo 6 6nictepiB y
KapTOHHIA  kopoO6Li, He  pekoMeHAoBaHi [0
3aTBEPAKEHHS.

B.o. I'enepanbHOro gupekropa /lupekropary
(hapMaLieBTUYHOTr0 3a0e3nmeueHHs

Isan 3AZAIBOPHUX
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