MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

03 >xoBTHA 2024 poKy Ne 1683

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

BianosigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 3,
26, 30, 49 Tlopsaky meprkaBHOI peecTpaiiii (repepeecTpaiiii) aiKapCcbKuX 3acobiB,
3aTBep/pKeHoro roctaHoBoro Kabinety MiuicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376 (B pemakiiii moctaHoBu KabiHety MiHicTpiB Ykpainu Bif 26 kBitHs 2024
poky Ne 529), aG3aily ABafLATh I’STOr0 MigNyHKTY 12 TyHKTY 4 ITomoKeHHs Tpo
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHH, 3aTBeppKeHoro rnocraHoBoro Kabinery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poxy Ne 267 (B pejakiiii IOCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/IbTaTiB eKCIIePTHU3M peeCcTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeaAUUHUX
iMmyHOoOio/loTiuHMX  TIperapariB), 110 TIOfiaHi Ha [Iep)KaBHY  peeCTpariito
(mepepeecTpaLiif0) Ta BHECEHHSI 3MiH [0 peeCcTpaLiiHUX MarepiasiB, MPOBeJeHUX
Jlep>KaBHUM  TiIMPUEMCTBOM  «Jlep>KaBHUM eKCHepTHUM LeHTp MiHicTepcTBa
OXOPOHM 3/I0POB’S] YKpaiHW», BHMCHOBKIiB II[0J0 eheKTHBHOCTi, Oe3meuHoCTi Ta
AKOCTI, IJOA0 eKCIIepTHOI OLIHKMU CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peecTtpallii (mepepeecTtpailii), 11070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiaaiB Ta peKoMeHZallii Woro Ao Jep>kaBHOl
peectpaiiii (repepeectpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCTpalliiHiX MaTepiasiB,

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChbKMX 3aco0iB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
nopatkoMm 1.

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>KaBHOT'O peeCTPy JiKapChbKUX 3aco06iB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
JIOJJaTKOM 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. BimMOoBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiiHMX MaTepianiB Ta /lep)kaBHOrO peecTpy JiKapchbKuX 3acobiB YKpaiHu
TMKapCcbKUX 3aco0iB (MeJUUHUX iMyHOOi0/IOTiUHMX TperapariB) 3riZiHO 3 J0/IaTKOM 4.

5. ®apmanieBTuHoMy yripaBaiHHIO (Osekcanzapy I'pitjeHKy) 3abe3meunTu
OTIPWIIO/IHEHHSI 1IbOTO0 Hakady Ha odiuiiiHomy BeOcaiiTi MiHicTepcTBa 0XOpOHU
310pOB’Sl YKpaiHU.

6. KoHTpo/b 3a BUKOHAHHSIM 1IbOTO HaKa3y IMOK/IaCTU Ha MepIIoro 3acTymHUKa
Minictpa Cepris [Jy6poga.

3actynHuk MiHicTpa

3 NUTaHb M(PPOBOro po3BUTKY,

pudpoBux TpaHchopMmariu

i nudposizanii Mapis KAPYUEBNY



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Bif, 03 xoBTHA 2024 poky Ne 1683

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby ynakoskKa) nocsio4YeHHs1
1. | AHACOMA TabneTkun, BKpUTI Aypo6iHao IHAain Opxia Papma IHAjs peecTpauist Ha 5 pokis 3a He UA/20615/01/01
NNiBKOBOIO dapma NlTg CnewieniTi3 limiteq peyenmom niosnsieae
060/10HKO M0 1 Mr; MepiognyHICTb NOAAHHA PerynspHo
no 10 TabneTok y OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBigHO
6nictepi, no 3 [0 MNopsaky 3aiicHeHHs hapMakoHarisgy,
6nictepn y 3aTBepKEeHOro Haka3oM MiHicTepcTBa
KapTOHHI/ KopoobLi OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3ri4HO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
2. | APUTMIN Tabnetkn no 200 wr, My6niuHe YkpaiHa My6niuHe Ykpaina peecTpauist Ha 5 pokis 3a He UA/20616/01/01
no 10 TabneTok y akuioHepHe akuioHepHe peyenmom niossieae
6nictepi; no 2 a6o 5 TOBapuCcTBO TOBapuCTBO MepioAnYHICTb NOAAHHS PErynspHO
6nicTepiB y naui «HaykoBo- «HaykoBo- OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBigHO
BMPOGHUYNIA BVMPOGHWYNIA LLEHTP [0 MNopsAaky 3aiiicHeHHs hapMakoHarnisgy,
LeHTp «bopLyariBcbkuii 3aTBepAXEHOro Hakasom MiHicTepcTea
«BbopLarisc XiMiKO- OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
bKWA XiMiKO- hapmaLeBTUYHNI 2006 poky Ne 898, 3apeecTpoBaHoro B
hapmavueBT 3aBog» MiHicTepcTBi tocTuLil YkpaiHu 29 ciuHs 2007
NYHWI poky 3a Ne 73/13340 (y pegakuii Hakasy
3aBo» MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiognYHOCTI NOAAHHSA PErysIApHUX 3BITIB 3
6esneku.
3. | BErosi PO3YMH ON151 iH'EKUIN A/T Hoeo [anis NPUroTyBaHHS, [aHis peecTpauist Ha 5 pokis 3a He UA/20617/01/02
DJIEKCTAY no 0,5 mr no 1,5 mn Hopgaick HanoBHEHHSA Ta peyenmom nionsieae




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
PO3UnHy y KOHTPO/b IKOCTI MepiognyHICTb NOAAHHA PerynspHo
nonepegHsL0 npogykuii in bulk OHOB/IOBAHOIO 3BIiTY 3 6e3neku, BigNoBigHO
HanoBHEHI LWnpuy- (kapTpuaxi no 1,5 [0 Mopsaaky 3aiicHEHHs chapmakoHarnsgy,
pyuui; 1 nonepeaHbo M Ta 3 mn). 3aTBEpXEHOro Hakasom MiHicTepcTBa
HanoBHeHa LWnpuL- BignoBigansHuii 3a OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
pyyka Ta 4 BUNYyCK cepii 2006 poky Ne 898, 3apeecTpoBaHoro B
0[HOPAa30Bi rosikn roToBOro MiHicTepcTBi tocTuii Ykpainm 29 ciuna 2007
HoBo®aiiH® lMntoc B nikapcbKoro 3acoby: poky 3a Ne 73/13340 (y pefakuii Hakazy
KapTOHHilA KOpo6Li A/T Hoso Hopgick, MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Bif,
[Janis; 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
NPUroTyBaHHs, 3rifHO 3i CTpOKamu, 3a3HaveHMn y
HanoBHEHHA Ta nepioguYHOCTI NOAAHHS PerynspHUX 3BITiB 3
KOHTPO/b SIKOCTI 6e3neku.
npogykuii in bulk
(kapTpuaxi no 1,5
M Ta 3 mn).
KomnnekTyBaHHs,
MapKyBaHHA Ta
nakyBaHHs rOTOBOrO
nikapcbKoro 3acoby
(cemarnytng,
PO34YMH ANS iH'EKL
no 1,5 mn ta 3 mn,
nonepegHL0
HaroBHeHa LUNpuL-
pyyka PDS290 ans
cemarnytuay):
A/T Hoso Hopgick,
[JaHis
4. | BErosi PO34nH N5 iH'EKLRA A/T Hoso [JaHis NPUroTyBaHHS, NaHis peecTpauisi Ha 5 pokis 3a He UA/20617/01/03
®NIEKCTAY no 1 mrno 3 mn Hopgick HanoBHEHHA Ta peyenmom nionsizae

PO34nHYy y
nonepeaHL0
HamnoBHeHiN Wwnpuu-
pyduj; 1 nonepeaHbO
HanoBHeHa LUNpuL-
pyyka Ta 4
0/IHOPa30Bi roNkN
Hoso®aiiH® lMntoc B
KapTOHHIA Kopoo6Li

KOHTPO/b SIKOCTI
npogykuii in bulk
(kapTpugxi no 1,5
M Ta 3 mn).
BignosiganbHuii 3a
BMMYCK cepil
roToBOro
nikapcbKoro 3acoby:
A/T HoBo Hopgick,
[OaHis;
NPUroTyBaHHs,
HanoBHEHHSA Ta
KOHTPO/b SIKOCTI
npogykuii in bulk
(kapTpugxi no 1,5
M Ta 3 mn).
KomniektyBaHHs,

MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBigHO
[0 MNopsAaky 3aiicHeHHs hapMakoHarisgy,

3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:

3riHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MoAaHHSA PerynspHuX 3BiTiB 3

6esneku.




n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

MapKyBaHHSA Ta
nakyBaHHS rOTOBOr0O
nikapcbKoro 3acoby
(cemarnytug,
PO34MH ANS iH'eKLit
no 1,5 mn ta 3 mn,
nonepeaHL0
HarnoBHeHa LUNpuL-
pyyka PDS290 ans
cemarnytuay):
A/T Hoso Hopgick,
[NaHis

BEIOBI
DJIEKCTAY

PO34UH AN1S iH'EKLA
no 1,7 mrno 3 mn
PO3UUHY Y
nonepegHbLO
HanoBHeHiN WnpuL-
pyuyui; 1 nonepeaHbo
HamnoBHeHa Lnpuu-
pyyka Ta 4
0fHOPAa30Bi roskn
HoBo®aiiH® lMntoc B
KapTOHHiA KOpooLi

AT Hoso
Hopgaick

[anis

NPUroTyBaHHs,
HanoBHEHHSA Ta
KOHTPO/b SKOCTI
npoaykuii in bulk

(kapTpuaxi no 1,5
M Ta 3 mn).
BignosiganobHuii 3a
BUNYyCK cepii
roToBOro
nikapcbKoro 3acoby:
A/T Hoso Hopgick,
[JaHis;
NPUroTyBaHHs,
HanoBHEHHA Ta
KOHTPO/b SKOCTI
npoaykuii in bulk
(kapTpuaxi no 1,5
M Ta 3 mn).
KomnnektyBaHHs,
MapKyBaHHSA Ta
nakyBaHHs rOTOBOro
nikapcbKoro 3acoby
(cemarnytug,

PO3YMH ANS iH'EKLi

no 1,5 mn 1a 3 mn,
nonepeaHLo

HanoBHEHa LUNPWL-

pyuka PDS290 ans
cemarnytuay):

A/T Hoso Hopgick,

[aHis

[aHis

peecTpauisi Ha 5 pokiB

MepioanyHICTb NOAaHHSA perynsipHo
OHOBJ/THOBAHOrO 3BITYy 3 6e3neku, BigNoBIAHO
[0 Mopsaaky 3aiicHeHHs dhapmakoHarnsgy,

3aTBEPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:

3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHS PerynsapHUX 3BITIB 3

6e3neku.

3a
peyenmom

He
nionsieae

UA/20617/01/04

BEIOBI
®NEKCTAY

PO3YUH A1s1 iH'EKLLA
no 2,4 Mmrno 3 mn
PO3YnHYy y
nonepeaHLo
HanoBHEHIN Wnpuu-

A/T Hoso
Hopgaick

[Janis

NPUroTyBaHHs,
HarnoBHEHHS Ta
KOHTPO/b SKOCTI
npoaykuii in bulk

(kapTpugxi no 1,5

[aHis

peecTpadist Ha 5 pokis

MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNOBILHO
00 MNopsgky 34ifcCHeHHA hapmakoHarnsgy,

3a
peyenmom

He
nidnsieae

UA/20617/01/05




n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

pyuui; 1 a6o 3
nonepegHLo
HanoBHeHiI LWnpu-
py4kmn Ta 4 abo 12
0ZIHOPa30BUX rOMI0K
HoBo®aiiH® Mntoc B
KapTOHHI/ Kopoo6Li

M Ta 3 mn).
BignoBifansHuii 3a
BUMNYCK cepii
roToBOro
nikapcbKkoro 3acoby:
A/T Hoso Hopgick,
[Oanis;
NPUroTyBaHHs,
HanoBHEHHSA Ta
KOHTPO/b IKOCTI
npogykuii in bulk
(kapTpuaxi no 1,5
M Ta 3 mn).
KomnnektyBaHHs,
MapKyBaHHSA Ta
nakyBaHHs rOTOBOrO
nikapcbKoro 3acoby
(cemarnytng,
PO34YMH ANS iH'EKL
no 1,5 mn ta 3 mn,
nonepeaHbLo
HarnoBHeHa LUNpuL-
pyyka PDS290 ans
cemarnytuay):
A/T Hoso Hopgick,
[JaHis

3aTBepAXEHOro Hakaszom MiHictepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKaMK, 3a3HaYeHMmn y
nepiogMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

BEIOBI
®NEKCTAY

PO34nH A8 iH'EKLA
no 0,25 mr no 1,5 mn
PO34nHYy y
nonepeaHL0
HamnoBHeHiN Wwnpuy-
py4uj; 1 nonepeaHbO
HanoBHeHa LUNpuL-
pyyka Ta 4
0/IHOPa30Bi roNkN
Hoso®aiiH® lMntoc B
KapTOHHIA Kopoo6Li

A/T Hoso
Hopgick

[aHis

NPUroTyBaHHs,
HanoBHEHHSA Ta
KOHTPO/b SIKOCTI
npogykuii in bulk

(kapTpugxi no 1,5
M Ta 3 mn).
BignosiganbHuii 3a
BMMYCK cepil
roToBOro
nikapcbKoro 3acoby:
A/T HoBo Hopgick,
[OaHis;
NPUroTyBaHHs,
HanoBHEHHSA Ta
KOHTPO/b SIKOCTI
npogykuii in bulk
(kapTpugxi no 1,5
M Ta 3 mn).
KomnnektyBaHHs,
MapKyBaHHSA Ta
nakyBaHHs rOTOBOr0O
nikapcbKoro 3acoby

NaHis

peecTpadist Ha 5 pokis

MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, BigNoBigHO
[0 MNopsaky 3aiicHeHHs hapMakoHarisgy,

3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:

3riHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3

6esneku.

3a
peyerimom

He
niossieae

UA/20617/01/01




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
(cemarnytug,
PO3YMH ANS iH'eKLiit
no 1,5 mn ta 3 mn,
nonepeaHL0
HarnoBHeHa LUNpuL-
pyyka PDS290 ans
cemarnytuay):
A/T Hoso Hopgick,
[NaHis
8. | AUMETUN Kancynv 3 AmHean CnonyJeHi AmHean IHgis peecTpauisi Ha 5 pokiB 3a He UA/20618/01/01
DYMAPAT MoandikoBaHUM dapmacbHoTi LWratn dapmacboTikan3 MepioAnYHICTb NOAAHHSA PErynsapHO peuenmom niosnsieae
BMBIIbHEHHAM 120 Kau3 AmMepuKn MpaiseT NimiTeq, OHOB/IIOBAHOrO 3BITY 3 6e3neku, BigNoBigHO
mr, no 14 kancyn y MpaiiBeT [0 MNopsaky 3aiicHeHHs hapMakoHarisgy,
nnswuyi, no 1 NimiTeq Hoto 3aTBepKEeHOro Haka3oM MiHicTepcTBa
NAAWLUI B KAPTOHHIi Viopk TOB OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
nauuj 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3ri4HO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
9. | IBA®ACT TabneTku, BKpUTI leTepo IHAaia AHHOpa ®apma IHAis peecTpadist Ha 5 pokis. 3a He UA/20619/01/01
NNiBKOBOIO Na63 MpaisiT NimiTeq peyenmom niossieae
060/10HKOI0, M0 5 Mr; NimiTen MepioAnYHICTb NOAAHHS PErysipHO
no 10 TabneTok y OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignNoBigHO
6nictepi, no 3 abo 6 [0 MNopsAaky 3aiiicHeHHs hapMakoHarisgy,
6nictepiB y 3aTBEpPKEHOro Haka3oM MiHicTepcTBa
KapTOHHI/ KopoobLi OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YkpaiHu 29 ciuHg 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3ri4HO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiognYHOCTI NOAAHHSA PErysIipHUX 3BITIB 3
6esneku.
10. | IBA®ACT TabneTkn, BKpUTI leTepo IHais AHHOpa ®apma IHais peecTpauist Ha 5 pokiB. 3a He UA/20619/01/02
NNiBKOBOIO Na63 MpaiisiT NimiTeq peuyenmom niossieae
060/10HKO0, Mo 7,5 Niviten MepioAnyHICTL NOAaHHSA perynsipHo

mr; no 10 TabneTok
y 6nicTepi, no 3 abo
6 6nictepiB y
KapTOHHI KOpooLi

OHOB/OBAHOrO 3BiTY 3 6Ge3neku, BigNoBigHO
[0 MNopsaky 3aiiicHeHHst hapMakoHarnisay,
3aTBEPKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro s
MiHicTepcTBi tocTuLii YKpaiHun 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
MiHicTepcTBa OXOpPOHU 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MOAaHHS PerynsipHuX 3BiTiB 3
6esneku.
11. | KBIMIZIOH PO3YUNH A5 iH'EKLIN, Mictpan AHrnis NABOPATOPIOC Icnanis peecTpauis Ha 5 pokis. 3a He UA/20629/01/01
5 mr/mn, no 3 mn Kenitan CEPPA MAMIEC, peyenmom nionsizae
pO34MHy B amnyni; MeHepxmeH C.A. MepioAnYHICTb NOAAHHS PErynsapHO
no 5 amnyny T Nlimiteq, OHOB/IIOBAHOrO 3BITY 3 6e3neku, BigNoBigHO
KapTOHHIA Kopoo6Li [0 MNopsaky 3aiicHeHHs hapMakoHarisgy,
3aTBepAXEHOro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3ri4HO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
12. | KOKOUMHA TabneTku, BKpUTI ToBapucTBo YkpaiHa BMPOGHMLTBO TypeuunHa peecTpauist Ha 5 pokis 3a He UA/20621/01/03
NNiBKOBOIO 3 nikapcbKkoro 3acoby, peyenmom niossieae
060/10HKO10, 1Mo 90 06MEXEHO BMNYCK cepil: MepioAnYHICTb NOAAHHS PErynspHO
mr, no 14 tabneTtok, Bignosigasib JOEBA XonguHr OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignNoBigHO
BKPUTUX NiBKOBOIO HicTiO A.L., TypeuunHa; [0 Mopsagky 3fiicHeHHsA dhapmakoHarnsagy,
060/I0HKOI Y «BYCT a/ibTepHaTBHa 3aTBepKEHOro Hakasom MiHicTepcTea
6nictepi, no 2 OAPMA» AiNbHUUSA OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
6nictepu y BTOPVHHOIO 2006 poky Ne 898, 3apeecTpoBaHoro B
KapTOHHIA KopooLi nakyBaHHs: MiHicTepcTBi tocTuuil YkpaiHu 29 ciuHs 2007
[esa Xonguxr A.LL., poky 3a Ne 73/13340 (y pegakuii Hakasy
TypeyuunHa MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiognYHOCTI NOAAHHSA PErysIipHUX 3BITIB 3
6esneku.
13. | KOKOUMHA TabneTkn, BKpUTI ToBapncTBO YkpaiHa BUPOBHMLTBO TypeuunHa peecTpauist Ha 5 pokis 3a He UA/20621/01/01
NNiBKOBOIO 3 nikapcbKoro 3acoby, peuyenmom niossieae
060/10HKOt0, No 30 obmexeHoto BUMYCK Cepii: MepioAnyHICTL NOAaHHSA perynsipHo
Mr, o 14 TabneTok, BignoBigans LEBA XonguHr OHOB/OBAHOrO 3BiTY 3 6Ge3neku, BigNoBigHO
BKPUTUX NiBKOBOIO HicTio A.L., TypeuunHa; [0 MopAagky 34iicHeHHs dhapmakoHarnsagy,
060/10HKOI Y «BYCT a/ibTepHaTBHa 3aTBepKEHOro Hakasom MiHicTepcTea
6nictepi, no 2 OAPMA» LinbHUUS OXOPOHW 340POB’A YKpaiHu Bif 27 rpyaHs
6nictepu y BTOPWHHOr0O 2006 poky Ne 898, 3apeecTpoBaHoro B
KapTOHHilA KOpo6L nakyBaHHs: MiHicTepcTBi tocTuLii YKpaiHun 29 ciuna 2007
[esa Xonguxr A.LL., poky 3a Ne 73/13340 (y pegakuii Hakasy
TypeyunHa MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Bif,

26 BepecHsi 2016 poky Ne 996), cTaHOBUTbL:
3riHO 3i CTpOKamu, 3a3HavyeHUMn y




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
nepiogMYHOCTI MOAaHHSA PerynsipHuX 3BiTiB 3
6esneku.
14. | KOKOUMHA TabneTkun, BKpUTI TosapucTBo YkpaiHa BMPOGHMLTBO TypeuunHa peecTpauisi Ha 5 pokis 3a He UA/20621/01/02
NNiBKOBOO 3 nikapcbKkoro 3acoby, peyenmom nionsizae
060/10HKO10, M0 60 06MEXEHO BUNYCK cepil: MepioAnYHICTb NOAAHHS PErynsapHO
mr, no 14 tabneTtok, Bignosigasib JOEBA XonguHr OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBigHO
BKPUTWX M/TIBKOBOIO HiCcTIO A.l., TypeuumnHa; [0 MNopsAaky 3aiicHeHHs hapMakoHarisgy,
060/1I0HKOI Y «BYCT a/ibTepHaTBHa 3aTBepKeHoro Hakasom MiHicTepcTea
6nictepi, no 2 OAPMA» AiNbHUUSA OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
6nictepu y BTOPVHHOIO 2006 poky Ne 898, 3apeecTpoBaHoro B
KapTOHHIA KOpooLi nakyBaHHs: MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007
[esa Xonguxr A.LL., poky 3a Ne 73/13340 (y pegakuii Hakazy
TypeyunHa MiHicTepcTBa OXOpPOHU 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3ri4HO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
15. | MENIbAOHIO KpucTaniyHmi TOB YkpaiHa LWaHgoHr YeHryeii Kutai peecTpauist Ha 5 pokis - He UA/20622/01/01
ANTCIAPAT NOpPOLLOK "®APMACE LyaHaa nionsieae
(cybeTaHuis) y o dapmac'iotikan Ko.,
noABIiHMX nrg.
nonieTMNeHoBUxX
nakeTtax gns
hapMaLeBTUYHOIO
3acTocyBaHHsA
16. | MPOAEKC rpaHynv ans My6nivHe Ykpaina My6niyHe YkpaiHa peecTpadis Ha 5 pokis 3a He UA/20626/01/01
CALLE 0ap/IbHOTO PO34UHY akuioHepHe akuioHepHe peyenmom nidnsieae
no 25 wr, no 10 TOBapUCTBO TOBapUCTBO MepioAnYHICTb NOAAHHSA PErynsApHO
calle B nayi "HaykoBo- "HaykoBo- OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBiAHO
BUPOBHWYNI BUPOOHNYUMIA LLEHTP 0o MNopsaky 34ificHeHHA hapmakoHarnsgy,
LeHTp "BopLuariBcbkuii 3aTBep/KeHOro HakasoM MiHicTepcTea
"Bopuyariscb XimiKo- OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
Knii XiMiko- hapMaueBTUYHWI 2006 poky Ne 898, 3apeecTpoBaHOro B
hapmaueBT 3aBog" MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007
NYHUI poky 3a Ne 73/13340 (y pefakuii Hakasy
3aBog" MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riiHO 3i CTPOKaMK, 3a3HaYeHMmN y
NepioguYHOCTI NOAAHHST PEry/IiPHUX 3BITIB 3
6e3neku.
17. | CENTE®PUN cnpeit Ans poToBof MpAT Ykpaina MpAT YkpaiHa peecTpauis Ha 5 pokis 6e3 nions2ae UA/20609/02/01
BEP/AE Bl NOPOXHUHNK, 1,5 "®apmauesT "apmavueBTnyHa peyenma
BOMKO B rOPAI | mr/mn; no 30 Mny nyHa hipma hipma "OapHuus” MepioAnYHICTb NOAAHHS PeErynspHO
donakoHi; no 1 "fNapHuua" OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNoBILHO

hnakoHy 3
[03y040t0 cnpeii-
HacafKow y nauui

[0 MNopsgaky 3aiiicHeHHs hapMakoHarisgy,
3aTBepAXeHOro Hakaszom MiHictepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepioguuHOCTI NoAaHHsA perynsipHux 3BiTiB 3
6e3neku.
18. | CENTE®PUN cnpeii Ans poToBoi MpAT YkpaiHa MpAT YkpaiHa peecTpauis Ha 5 pokiB. 6e3 niossieae UA/20609/02/02
BEPAE BIfA NOPOXHWHU, 3 "®apmauesT "dbapmaLeBTnyHa peyenma
BONKO B FOPAI | mr/mn; no 30 My nyHa chipma ipma "OapHuus” MepiognyHICTb NOAAHHSA PerynsipHo
donakoHi; no 1 "OapHnus" OHOB/IOBAHOIO 3BITY 3 6e3neku, BigNoBIgHO
hnakoHy 3 [0 MopsAaky 3aiicHeHHs dapmakoHarnsgy,
[103YI04OI0 Cripeii- 3aTBepAXeHOro Hakaszom MiHictepcTea
HacazKow y navui OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTbL:
3rifHO 3i CTpOKamu, 3a3HaveHmMn y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
19. | TUKATPENOP NOpPOLLIOK ToBapucTBO YkpaiHa HaHbTyH YaHio Kutaii peecTpadist Ha 5 pokis - He UA/20627/01/01
(cybeTaHuis) y 3 dapmatek Ko., T4 nidnsieae
nakeTax noABiliHNX [0AaTKOBOIO
nosieTuIeHoBMX Bignosigans
ans HiCTIO
hapmMaueBTUYHOIO "IHTEPXIM"
3acTocyBaHHs
20. | TPOBIHTAIC TabneTkn, BKpUTI ToBapncTBO YkpaiHa ToBapuncTBO 3 YKpaina peecTpauist Ha 5 pokis 3a He UA/20628/01/02
NNiBKOBOIO 3 [04aTKOBOK peuyenmom niossieae
060/10HKO0, N0 90 [04aTKOBOKO BiANOBIAA/LHICTIO MepioAnyHICTL NOAaHHSA perynsipHo
mr, no 10 TabneTok Bignosigans "IHTEPXIM" OHOB/OBAHOrO 3BiTY 3 6Ge3neku, BigNoBigHO
y 6nicTepi, no 6 HiCTIO [0 MNopsaky 3aiiicHeHHst hapMakoHarnisay,
6nictepis y nauui 3 "IHTEPXIM" 3aTBepKEHOro Hakasom MiHicTepcTea
KapTOHYy. OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro s
MiHicTepcTBi tocTuLii YKpaiHun 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTpOKamu, 3a3HaveHMn y
nepiognuYHOCTI NOAAHHSA PeErysIsipHUX 3BITIB 3
6e3neku.
21. | TPOBIHTAIC TabneTku, BKpUTI ToBapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa peecTpauisi Ha 5 pokiB 3a He UA/20628/01/01
NNiBKOBOIO 3 [04aTKOBOK peuyenmom niossieae
060/10HKOI0, N0 60 [04,aTKOBOO BiANOBIAA/LHICTIO MepiognyHICTb NOAaHHA perynsipHo
mr, no 10 TabneTok Bignosiganb "IHTEPXIM" OHOB/IIOBAHOIO 3BiTY 3 6€3NeKku, BigNnoBigHO
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
y 6nicTepi, no 6 HiCTIO [0 MNopsgaky 3aiicHeHHs hapMakoHarisgy,
6nictepis y nayui 3 "IHTEPXIM" 3aTBepKeHOro HakasoM MiHicTepcTBa

KapToHYy.

OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riAHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MOAaHHS PerynsipHuX 3BiTiB 3
6esneku.

B.o. Haua/IbLHUKA

dapmareBTUYHOr0 ynpaB/IiHHSA

Ounekcanap I'PIHEHKO




ITEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKHUX 3ACOBIB (MEJNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB),
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Aopartok 2
[0 Hakasy MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «[po aepxaBHY
peecTpauito (nepepeecTpauito)
NiKapcbK1UX 3aco06iB (MeguYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux
marepianis»
Bij 03 >xoBTHs1 2024 poKy Ne 1683

AKI

Ne Ha3ssa Popma sunycky 3assBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby YnakoskKa) nocBi04Y€HHs1
1. | BI-NPEHENIA® | Tabnetku no 4 mr/5 TOB YkpaiHa Apamvep ®apma Monbua MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH - He UA/17797/01/01
mr, in bulk: no 10 "APTEPIYM C.A. Pestome nnaHy ynpasniHHA pu3nkamu Bepcis 1.3 nidnsieae
TabneTtok y 6nictepi; nTar [0AAETLCA.
no 648 6nictepis B MepioanyHICTb NOAAHHA PerynsipHo
Kopob6ui (no 9 OHOB/IHOBAHOrO 3BiTY 3 6e3neku, BiANoOBIAHO [0
6nicTepiB B navuj; Mopsaaky 3ailicHeHHs chapmakoHarnagy,
no 72 nayku B 3aTBEPAXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
Kopoo6Li) 300pOoB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTULji
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
peaakuii Hakasy MiHicTepcTBa OXOPOHU
3[10pOB'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamM,
3a3HayYeHVMU Y NepioanMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
2. | BI-MPEHENIA® | Tabnetku no 8 mr/10 TOB YkpaiHa Apamveq ®apma MonbLa MepepeecTpaLlisi Ha HEOBMEXEHWI TEPMIH - He UA/17797/01/02
mr, in bulk: no 10 "APTEPIYM C.A. Pestome nnaHy ynpaBniHHA pu3nkamu Bepcist 1.3 nidnsieae
TabneTok y 6nictepi; nTa: [ofaeTbes.
no 648 6nictepis B MepiognyHicTb NogaHHA perynspHo
Kopo6bui (no 9 OHOB/IIOBAHOrO 3BiTY 3 6e3neku, BignoBigHO A0
6nicTepiB B nauLyj; Mopsaaky 3aiicHeHHs chapmakoHarnagy,
no 72 naykun B 3aTBEpPKEHOro Haka3oM MiHicTepcTBa OXOPOHU
Kopo6Li) 30,0p0B’s1 YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuULi
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
peaakuii Hakasy MiHicTepcTBa OXOPOHU
3/10poB'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rifHO 3i CTPOKamMu,
3a3HayveHMK y NepiognyHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neku.
3. | BI-MPEHENIA® | Tabnetku no 8 mr/10 TOB YkpaiHa NAT Ykpaina nepepeecTpawis Ha HE0OBMEXEHW TEPMIH. 3a He UA/17826/01/02
mr, no 10 TabneTok "APTEPIYM "KuiBMegnpenapa OHOB/IEHO iHGhopMmaLito y po3ainax peyenmom | nionsizae
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

y 6nicTepi, mo 3
6nicTepy y nauui

nTar

T
(nakyBaHHS 3 in
bulk dhipmu-
BMPOGHMKaA
Apamen ®apma
C.A., NMonblLua)

"MpoTrnokasaHHsa", "B3aeMogis 3 iHLUMK
nikapcbkrMuy 3acob6amu Ta iHLWi BUAK
B3aemogiin", "OcobMBOCTi 3acToCyBaHHA"
IHCTPYKUIi A1 MEANYHOIOo 3acTOCYBaHHSA
nikapcbKoro 3aco6y BiAnoBiAHO 40 OHOBIEHOT
iHbopMaLii Woao pehepeHTHOro NikapCbKoro
3acoby Bi-npectapiym®, a Takox y po3gini
"Mo6ivHI peakuil™ WoA0 BaX/IMBOCTI 3BiTYBaHHS
npo No6ivHi peakuii. Kpim TOro oHoBNeHO
iHchopmauito y posgini "OcobnmeocTi
3acTocyBaHHA" IHCTPYKLii ANna MeauYHOoro
3acToCcyBaHHSA NikapcbKoro 3acoby Lwoa0
6e3nekn 3acTocyBaHHA [OMOMDKHOI PEHOBWHN.

Pestome nnaHy ynpasniHHA pu3ukamu Bepcis 1.3
[OAAETLCA.

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BiTY 3 6e3neku, Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTHLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
34,0p0B's YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioanMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

BI-NMPEHENIA®

Tabnetky no 4 mr/5
mr, no 10 TabneTok
y 6nicTepi, mo 3
6nictepu y nauui

TOB
"APTEPIYM
nTar

YKpaiHa

NAT
"KviBmegnpenapa
™

(nakyBaHHS 3 in
bulk dhipmu-
BMPOGHUKaA

Apamep ®apma

C.A., NMonbLua)

YkpaiHa

nepepeecTpauist Ha He0OOMEXEHW TEPMIH.
OHOB/EHO iHGhopMmaLito y po3ginax
"MpoTrnokasaHHsA", "B3aeMogis 3 iHLLIUMK
niKkapcbkrMuy 3acob6amu Ta iHLWi BUAK
B3aemogiin”, "OcobmBoCTi 3acTocyBaHHA"
IHCTPYKUIi 418 MeANYHOro 3acTOCyBaHHSA
niKkapcbKoro 3acoby BiANOBIAHO A0 OHOBEHOI
iHhopMaLii Woao pechepeHTHOro NikapCbKoro
3acoby bi-npectapiym®, a Takox y po3gini
"Mo6ivHI peakuil™ WoA0 BaX/IMBOCTI 3BiTYBaHHsA
npo No6iyHi peakuii. Kpim Toro oHoBneHo
iHchopmauito y posgini "OcobnmnBocTi
3acTocyBaHHA" IHCTPYKLT ANA MeAuYHOro
3acToCyBaHHSA MikapcbKoro 3acoby wo40
6e3nekn 3acTocyBaHHsA [OMOMDKHOI PEHOBUHN.

Pestome nnaHy ynpasniHHA pu3nkamu Bepcis 1.3
0OfaeTbCs.
MepioaunyHicTb NoAaHHA perynsipHo
OHOBJ/IKOBAHOIO 3BiTY 3 6e3neku, BiANoBiAHO [0

3a
peyenmom

He
nionsieae

UA/17826/01/01




14

Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTHLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
34,0p0B's YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioAnMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
5. | BOAHKO PO34KH (cybcTaHLis) TOB YkpaiHa MpAT "Bionik" Ykpaina nepepeecTpawis Ha HeobMexeHuit TepMiH - He UA/17617/01/01
MNEPOKCWUA (30 | y koHTellHepax "YKpaiHcbka nionsi2ae
%) noniMepHux gns thapmaueBT
thapmaLeBTUYHOro nyHa
3aCTOCYBaHHSA KomMnaHis"
6. | MNMHOC® TabneTku, BKpUTI MpAT Ykpaina MpAT Ykpaina nepepeecTpawis Ha HeobMexeHuin TepMiH Ne 10 — 6e3 He UA/17957/01/01
060/10HKO10, o 15 "®papmaueBT "®apmMaLeBTnyHa OHOB/EHO iHGhopMmaLito y po3ainax peuenma; nionsieae
Mr no 10 TabneTtok y nyHa chipma thipma "lapHnua” "MokaszaHHs", "B3aemogis 3 iHWMMU fikapcbkumMu Ne 20 — 3a
KOHTYpHIlA "AapHnus” 3acob6amu Ta iHLWi BuAn B3aemMogii”, peyenmom
YapyHKOBIli "MepeposyBaHHA" Ta "MMo6IYHI peakwii" IHCTPYKU,T
ynakoBLi; no 1 abo 0151 MeANYHOro 3acToCyBaHHSA NikapCbkoro
N0 2 KOHTYpPHi 3acoby BignoBigHO Ao iHchopmai
YapyHKOBI YNaKkoBKU pedrepeHTHOro nikapcbkoro 3acoby JOHOPMIN,
B nauuj TabneTkn, BKPUTI 0G0/IOHKOD, a TakoX Y po3gini
"Cknaf"(3a3HavyeHo Ha3By fjilo40i pevyoBUHU
YKpaiHCbKOK MOBOI0). 3aTBEPXKEHHS KOPOTKOT
XapaKTepUCTUKN NiKapCbKoro 3acoby.
Pestome nnaHy ynpasniHHA pu3ukamu Bepcis 1.1
[OA3ETLCA.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHICTepCcTBa OXOPOHM
300p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
300pOoB'A YKpaiHu Bifg 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3HaYeHMMK y NepiognyHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neku.
7. | AA3ATUHIB- TabneTku, BKpUTI Mictpan AHrnisA BVMPOGHMLTBO Icnanis/ nepepeecTpaList Ha He0OMeXeHWn TepMiH 3a He UA/17829/01/02
BICTA NNiBKOBOIO Kenitan (NoBHWIA LKKN): Yecbka OHOBNEHO iH(hopmaLito B IHCTPYKLIT Ans peyernmom nionsieae
060/10HKO10, Mo 50 MeHemKmeH CiHTOH XicnaHisi, Pecny6nika/ | MepM4HOro 3aCTOCyBaHHs NikapCbKOro 3acoby y
Mr, no 60 TabneTok T NimiTeq, C.J1., IcnaHis; Bonrapis po3gini "MobivHi peakuii" 040 BaX/IMBOCTI

y thnakoHi 3
nonieTuneHy

KOHTPO/Ib AKOCTI
(chi3nKO-XiMiYHWNA):

3BiTYyBaHHA NPO MOGIYHI peakw;i.




15

Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
BMCOKOI LLIi/TbHOCTI i3 KBiHTa-AHaniTika Pe3stome nnaHy ynpaBniHHS pu3vikamu Bepcis 1.0
noninponineHoBo c.p.o., Yecbka [OAa€ETbCA.
KPULLIKOIO 3 Pecny6nika,; MepiognyHiCTb NOAAHHA perynspHo
CUCTEMOIO 3aXUCTY KOHTPO/Tb AKOCTI OHOBJ/IIOBAHOTO 3BiTY 3 6e3neku, BiANOBIgHO [0
Bif, BiAKPUTTS (mikpobionoriyHwmit) Mopsaaky 3ailicHeHHs chapmakoHarnagy,
LiTeMu; o 1 : 3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHU
h1akoHy B ITECT nntoc, 300pOoB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
KapTOHHI KopooLli c.p.o., Yecbka 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuULji
Pecnyb6nika; YKkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
nakyBaHHS: pepakuii Hakady MiHicTepcTBa OXOpPOHYU
i | 3[10poB'sA YKpaiHu Bif 26 BepecHst 2016 poky Ne
dapmacbloTikasc 996), CTaHOBUTBL: 3riAHO 3i CTPOKaMMu,
Nta, Bonrapis 3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
8. | AA3ATUHIB- TabneTku, BKpUTI Mictpan AHrnis BVMPOGHMLTBO Icnanis/ nepepeecTpauist Ha He0OBMEeXeHW TePMIH 3a He UA/17829/01/03
BICTA NAiBKOBOO Kenitan (noBHWIA LyKN): Yecbka OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans peyenmom | niossi2ae
060/10HKO10, No 70 MeHepKmeH CiHTOH XicnaHis, Pecny6nika/ | MefM4HOro 3aCTOCyBaHHS NiKapcbKoro 3acoby y
Mmr, no 60 TabneTok T NimiTeq, C.J1., IcnaHisi; Bonrapis po3zini "Mo6iyHi peakuyji” WLo[40 BaXKIMBOCTI
y donakoHi 3 KOHTPO/Ib SKOCTI 3BiTyBaHHSA NPO MOGIYHI peakw;i.
nonietTuneHy (pi3nKo-XiMiuHWMiA):
BWCOKOI LL|iIbHOCTI i3 KBiHTa-AHaniTika Pestome nnany ynpasniHHa pu3vkamu Bepcis 1.0
noninponineHoso €.p.0., Yecbka [OAAETLCA.
KPWLLIKOKO 3 Pecnyb6nika; MepiognyHICTb NOAAHHA PerynspHo
CUCTEMOIO 3axXuUCTy KOHTPO/Ib AKOCTI OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBIAHO 40
Bif BigKpUTTA (mikpobionoriyHwmin) Mopsaaky 3ailicHeHHs chapmakoHarnagy,
AitbMuy; o 1 : 3aTBEPAXEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
dnakoHy B ITECT nntoc, 300pOoB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
KapTOHHI KopooLi c.p.0., Yecbka 898, 3apeecTpoBaHoro B MiHicTepcTBi loCTHLji
Pecnyb6nika; YkpaiHnu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
nakyBaHHs: pefakuii Hakasy MiHicTepcTBa OXOpPOHU
Oxi | 3[,0p0B's YKpaiHu Big 26 BepecHs 2016 poky Ne
PapmacbloTikasic 996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
Ntp, Bonrapis 3a3Ha4YeHVMU Y NepiognMyYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
9. | OA3ATUHIB- TabneTku, BKpUTI Mictpan AHrnis BUPOBHULTBO Icnanis/ nepepeecTpaLisi Ha HE0OMEXEHWI TePMIH 3a He UA/17829/01/04
BICTA NNiBKOBOIO Kenitan (NOBHUIA LMKN): Yecbka OHOBNEHO iH(hopMmaLito B IHCTPYKLUIT A5 peyenmom nionsieae
060/10HKOI0, Mo 140 MeHempkmeH CiHTOH XicnaHis, Pecnybnika/ | mMeguyHOro 3actocyBaHHS NiKapCcbKOro 3acoby y
mr, no 30 TabneTok T NimiTeq, C.J1., IcnaHis; Bonrapis po3zini "Mo6iyHi peakyji" Loa40 BaXX/IMBOCTI

y thnakoHi 3
nonieTuneHy
BUCOKOI LUiNIbHOCTI i3
noninponisieHoBo
KPWLLIKOIO 3
CUCTEMOIO 3aXUCTY
Bif, BiAKpUTTS
AiTbMK; Mo 1
hnakoHy B
KapTOHHI Kopo6Lii

KOHTPO/Ib AKOCTI
(pi3vKo-XiMiuHWiA):
KBiHTa-AHaniTika
C.p.0., Yecbka
Pecny6nika;
KOHTPO/b AKOCTI
(mikpobionoriuHwmin)

ITECT nntoc,
C.p.0., Yecbka

3BiTyBaHHA NPO MOGIYHI peakw;i.

Pestome nnaHy ynpasniHHA pusukamu Bepcis 1.0
[OfaeTbCA.

MepiognyHiCTL NoAaHHA perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKEHOro HakasoMm MiHiCTepcTBa OXOPOHM
300p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi locTuLji
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
Pecny6nika; Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
nakyBaHHs: pepakuii Hakaly MiHicTepcTBa OXOpPOHYU
i | 34,0p0B's YKpaiHu Big 26 BepecHs 2016 poky Ne
dapmacbloTikasc 996), CTaHOBUTBL: 3riAHO 3i CTPOKaMu,
Nta, Bonrapis 3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
10. | AASATUHIB- TabneTku, BKpUTI Mictpan AHrnis BVMPOGHMLTBO Icnanis/ nepepeecTpauis Ha He0OMeXeHWn TepMiH 3a He UA/17829/01/01
BICTA NNiBKOBOIO Kenitan (noBHWIA LKKN): Yecbka OHOBNEHO iH(hopmaLito B IHCTPYKLIT Ans peuyenmom | nidsisizae
060/10HKO10, No 20 MeHepKmeH CiHTOH XicnaHisi, Pecny6nika/ | MepM4HOro 3acToCyBaHHs NikapcbKoro 3acoby y
Mmr, no 60 TabneTok T NimiTeq, C.J1., IcnaHisi; Bonrapis po3gini “MobivHi peakuii” 040 BaX/IMBOCTI
y thnakoHi 3 KOHTPO/Ib AKOCTI 3BiTyBaHHA Npo No6iYHi peakuii.
nonieTuneny (di3nKo-XiMiuHWiA):
BMCOKOI LLIi/TbHOCTI i3 KBiHTa-AHaniTika Pe3stome nnaHy ynpaBniHHS pu3vikamu Bepcis 1.0
noninponineHoBo c.p.0., Yecbka [OAa€ETbCA.
KPWLLIKOIO 3 Pecny6nika,; MepiognyHicTb NOAAHHA perynspHo
CUCTEMOIO 3aXUCTY KOHTPO/b AKOCTI OHOBJ/IIOBAHOTO 3BiTY 3 6e3neku, BiANOBIgHO [0
Bif, BiAKPUTTSA (mikpobionoriyHmit) Mopsaaky 3ailicHeHHs chapmakoHarnagy,
LiTeMu; o 1 : 3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
h1aKkoHy B ITECT nntoc, 300pOoB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
KapTOHHI KopooLli c.p.o., Yecbka 898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuULji
Pecnyb6nika; YKpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
nakyBaHHS: pepakuii Hakady MiHicTepcTBa OXOpPOHYU
Lo | 3/10poB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
dapmacbloTikasc 996), CTaHOBUTBL: 3riAHO 3i CTPOKamMu,
Nta, Bonrapis 3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
11. | AEMOTOH-b PO3YUH NS iH'EKLNA, OEMO CA pevis JNEMO CA pevyis nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/16956/01/01
HEO no 2 mn B amnynax; dapmacbioT PapmacboTuKas OHOBAEeHo iHdhopMaLito y po3gini “MobiyHi peyenmom | niosnsizae
no 10 amnyn B nKan IHoacTpi peakuii” iIHCTPYKLUii N8 MeguyHoro
KapTOHHI ynakoBLi IHpacTpi 3aCTOCyBaHHS Nikapcbkoro 3acoby Wwoao
3BiTyBaHHSA NPO MOGIYHI peakw;i.
Pestome nnaHy ynpasniHHA pusnkamu Bepcis 1.0
[0A3ETLCA.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neku, BiANoBIAHO [0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEPXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuULji
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
peaakuii Hakasy MiHicTepcTBa OXOPOHU
3[10pOB'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamM,
3a3HayYeHVMU Y NepioanMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
12. | AlOKCuUA NOPOLLIOK TOB Ykpaina MpAT "Bionik" YkpaiHa nepepeecTpais Ha HeobMexXeHuli TepMiH - He UA/18082/01/01
KPEMHIKO (cybeTaHuisn) ans "YKpaiHCbka nidnsieae
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
dhapmaLeBTUYHOIO thapmaueBT
3aCTOCYyBaHHA Yy nyHa
MiLLKax KomnaHis"
noniTeNeHoBNX
13. | AONYTErPABI TabneTku, BKpUTI Maxkneopc IHais Makneoac IHais nepepeecTpawis Ha HeobMexeHuit TepMiH 3a He UA/17323/01/01
P 50 MI', nAiBKOBOO PapmacsioT dPapmacboTukanc OHoB/EHO iHhopMaLlito B IHCTPYKLi Ans peyenmom | nidsis2ae
NAMIBYAUH o6osoHKot (50 nkanc Nimiten MeJMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby B
300 MI' TA Mr/300 mr/300 wmr); NimiTen po3ainax "lMpoTunokasaHHA", "B3aemogis 3
TEHO®OBIPY no 30 a6o no 90 HLIMMKM NiKapcbKMMK 3acob6amMu Ta iHLWi BUAn
AN30NPOKCU | Tabnetoky B3aemogiin", "Ocob/MBOCTi 3acTOCyBaHHSA",
ny ®oyMAPAT nn1acTMKoBOMY "3acTocyBaHHSA y nepiog BariTHOCTi abo
300 MI" KOHTeliHepi, Wwo rogyBaHHs rpyaar" (YTOYHEHHs iHdhopmadii),
MiCTUTb ABa calle 3 "Mepego3yBaHHs", "No6ivHI peakuii” BiANOBIAHO
cunikaresnem; no 180 0o iHdopmaLii 3 6e3neku, sika 3a3HaveHa B
Tabnetok y marepianax peecTpauiiHoro fOCbe.
n1acTUKoBOMY
KOHTelHepi, Lo Pestome nnaHy ynpasniHHS pu3nkamu Bepcisa 2.1
MIiCTUTb Tpu calue 3 [O04aETLCA.
cunikarenem MepiognyHicTb NOAaHHA perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIiAHO A0
Mopsaaky 3aiicHeHHsA chapmakoHarnagy,
3aTBEPAXEHOro Haka3oM MiHICTepcTBa OXOPOHM
30,0p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi locTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
14. | EHTEKABIP TabneTku, BKpUTI leTepo IHais [eTepo N1a63 IHais nepepeecTpawis Ha HeobMexeHuin TepMiH 3a He UA/17761/01/02
NNiBKOBOIO Na63 Nimiten peuyenmom | nidssizae
060/10HKOI0, NO 1 ™r; Niviten OHoBeHO iHhopMaLiito B IHCTPYKLi Ans

no 30 TabneTok y
KOHTeliHepi; no 1
KOHTeliHepy B
KapTOHHI KopooLli

MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ginax: "®apmakonoriyHi BnacTusocTi”,
"Moka3aHHs" (pegaryBaHHs TEKCTY),
"Oco6nmBoCTi 3acTocyBaHHS", "Cnoci6
3acTocyBaHHSA Ta Ao03un", "MNobivHi peakuii”
BiANOBIAHO A0 iHopMaL,i WoA0 MeguyHoro
3aCTOCyBaHHA pedhepeHTHOro Nikapcbkoro
3acoby (Baraclude, 0,5 mg and 1 mg film coated
tablets), a Takox y po3gini "Mo6iyHi peakuii”
LLI0A0 BaX/IMBOCTI 3BiTyBaHHSA NPO MOGiYHi
peaxuii.

Pestome nnaHy ynpaBniHHA pu3nkamu Bepcis 1.2
[OA3ETLCA.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IKOBAHOrO 3BiTY 3 6e3neku, BifNoBiAHO [0
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTHLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
34,0p0B's YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioAnMYHOCTI NoAaHHSA
PErynsipHUX 3BiTiB 3 6e3neKku

15.

EHTEKABIP

TabneTku, BKpUTI
NAiBKOBOO
o6onoHkoto, no 0,5
Mr; no 30 TabneTok
Y KOHTelHepi; no 1
KOHTeliHepy B
KapTOHHI KopooLli

letepo
Na63
Nimiten

IHais

leTepo /1a63
Nimiten

IHais

nepepeecTpawis Ha HeobMexeHuit TepMiH

OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
posginax: "®apmakonoriyHi BiacTneocTi”,
"Moka3aHHS" (peparyBaHHS TEKCTY),
"Oco6nmBOCTI 3acTocyBaHHA", "Cnoci6
3acTocyBaHHs Ta fo3u", "MobiuHi peakwyii”
BiANOBIAHO A0 iHopMaL,i WoA0 MeguyHoro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro
3acoby (Baraclude, 0,5 mg and 1 mg film coated
tablets), a Takox y po3gini "MNo6iyHi peakwyii”
LLIOZI0 B&XK/MBOCTI 3BiTyBaHHS MPO NOGiYHi
peakuji.

Pestome nnaHy ynpasniHHA pusnkamu Bepcia 1.2
[OAa€ETbCA.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBIAHO 40
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuULi
Ykpainu 29 ciuHg 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
3/10poB's YKpaiHu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku

3a
peyenmom

He
nionsieae

UA/17761/01/01

16.

KCOD/TY3A®

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO10, N0 40
Mr, no 1 ao no 2
Tabnetkn y 6nictepi,
no 1 6nictepy y
KapTOHHI nauui

TOB «Pou
YKpaiHa»

Ykpaina

BUMYCK cepil
roToBOro
nikapcbKoro
3acoby:

. XodhdpmaHH-/15
Pow 114,
LLBeiuapis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,

LLiBeliyapisi/
cuwa/
AnoHis

nepepeecTtpadist Ha 5 pokis

Pestome nnaHy ynpasniHHS pu3unkm Bepcia 2.0
[OfaeTbCA.

MepiognyHiCTL NoAaHHA perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKEHOro HakasoMm MiHiCTepcTBa OXOPOHM
300p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi locTuLji

3a
peyerimom

He
nionsieae

UA/18056/01/02
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
BK/THOYAK0YM Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
BUNPOBYBaHHSA pepakuii Hakaly MiHicTepcTBa OXOpPOHYU
KOHTPO/IO AKOCTi B 34,0p0B's YKpaiHu Big 26 BepecHs 2016 poky Ne
npoueci 996), CTaHOBUTBL: 3riAHO 3i CTPOKaMu,
BUPOGHMLITBA: 3a3HaYeHMK y NepiognyHOCTI NOAAHHSA

LWapn MekemkuHr
Cepsices, //1C,
CLUA;
BVMPOGHNLTBO
nikapcbKoro
3acoby,
BK/THOHAIOUM
KOHTPO/b B
npoueci
BMPOGHMLITBA,
BMNPOOYBaHHSA
KOHTPO/H0 AKOCTI
npy BUMycKy Ta
CTabiNbHOCTI:
LLlioHori d®apma
Ko., 1ITa. CeTcy
MnaHT, AnoHis;
BMNPO6YBaHHSA
KOHTPOJIH0 SKOCTI
npv BUMyCKy Ta
cTabinbHocTi (3a
BUK/IOYEHHAM
MikpobiosoriyHol
4ynuCcTOoTH),
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs,
BK/THOHAIOUM
KOHTPO/b B
npoueci
BMPOGHMLITBA,
BUMYCK cepil
roToBOro
nikapcbKoro
3acoby:
®. XodhdmaHH-/1a
Pow Jltg,
LLiBeiuapis;
BMNPO6YBaHHSA
KOHTPOJIH0 SKOCTI
npv BUMyCKy Ta
cTabifibHOCTI

(Tinbkn

perynspHux 3BiTiB 3 6e3neku.
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
Mikpob6ionoriyHa
ynucToTa):
@ . XothbdmaHH-115
Pow /14,
LLIBeiiuapis
17. | KCOPNY3A® TabneTku, BKpUTI TOB «Pou YkpaiHa BMNyCK cepii LLiseliyapisi/ nepepeecTtpauis Ha 5 pokis 3a He UA/18056/01/01
NNiBKOBOO YkpaiHa» roToBOro CLIA/ peyenmom | mniossi2ae
060/10HKO10, No 20 nikapcbkoro AnoHis Pestome nnaHy ynpasniHHA pu3ukm Bepcisa 2.0
Mmr, no 2 abo no 4 3acoby: [04aETbCA.
Tabnetkn y 6nictepi, ®.XochdmaHH-/15 MepiognyHicTb NoAaHHA perynspHo
no 1 6nicrepy y Pow NTpg, OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOoBIAHO A0
KapTOHHIN nayui LLseiuapis; Mopsaaky 3aiicHeHHsA chapmakoHarnagy,
nepBuHHe Ta 3aTBEPAKEHOro Haka3oM MiHICTepcTBa OXOPOHM
BTOpPUHHE 30,0p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
nakyBaHHs, 898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuLji
BK/IHOYAK0YM Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
BUNPOBYBaHHSA pefakuii Hakasy MiHicTepcTBa OXOpPOHU
KOHTPO/IO SKOCTi B 300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
npoueci 996), CTaHOBUTbL: 3riAHO 3i CTPOKamMu,
BUPOGHMLITBA: 3a3HaYeHMMK y NepiognyHOCTI NOAAHHSA

LWapn MekemkuHr
Cepsices, //1C,
CLUA;
BVMPOGHMLTBO
nikapcbKoro
3acoby,
BK/IHOYA0YM
KOHTPO/b B
npoueci
BMPOGHMLITBA,
BMNpPOOYBaHHSA
KOHTPOJH0 AKOCTI
npy BUMycKy Ta
CTabiNbHOCTI:
LLioHori ®apma
Ko., lITa. Cetcy
MnaHT, AnoHis;
BUNPOBYBaHHSA
KOHTPOJTH0 SKOCTI
npv BUMyCKy Ta
cTabinbHOCTI (3a
BUK/IOYEHHSAM
MikpobiosoriyHol
4YNCTOTK):
®. XothchmaHH-/15
Pow /14,
LLiBeiiuapis;
BMNPO6yBaHHSA

perynspHux 3BiTiB 3 6e3neku.
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
KOHTPOJIHO AKOCTI
npy BUMyCKy Ta
cTabifibHOCTI
(TinbKM
Mikpo6ionoriyHa
yncToTa):
®.XochbdmaHH-/15
Pow 114,
LLiBeliLapis
18. | HATPIO NMOPOLLIOK TOB YkpaiHa LliHgao Mvsnin Kutaii nepepeecTpawis Ha HeobMeXeHuin TepMiH - He UA/18167/01/01
ANbrIHAT (cybeTaHuin) y "TepHochap Bionoaxi niosnsieae
MiLLKax m" [JesenonmeHT Ko.,
nonieTuIeHoBMX nTa
ans
dhapmaLeBTUYHOrO
3aCTOCyBaHHSA
19. | HA®TUDIH Cnpeii HaLKipHWUIA, ToBapucTBO YkpaiHa ToBapucTBO 3 Ykpaina MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 6e3 nionsieae UA/16051/02/01
po3uuH, 10 mr/mn, 3 0bMexeHo OHoBMEHO iHdhopmaLito y po3gini "MobiyHi peyenma
no 8 mn a6o no 15 06MEeXeHO BifNOBIAA/IbHICTIO peakuii” iIHCTPYKLii A8 MeguyHoro
M1y dh1aKOHi, Bignosigans "®apmMaLeBTnyHa 3acToCcyBaHHSA NikapcbKoro 3acoby Lwoao
3abe3neyeHomy HiCTIO thipma "Beprekc" B&X/IMBOCTI 3BITYBaHHS Npo MOGIYHI peakw;i.
Hacocom, "®apmauesT (BUPOOHMLTBO 3
HacazKoto- nyHa pipma npogykuii in bulk Pestome nnaHy ynpasniHHA pu3ukamu Bepcis 2.0
po3nu/oBayvemM Ta "BepTtekc" ToBapucTtBea 3 [0[AEThCA.
3aXMCHUM 06MeXeHoto MepiognyHICTb NOAAHHS PerynsipHo
KoBMnaykom; no 1 BiANOBIA&/IbHICTIO OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
o1akoHy B KOpOGLYi "®apmavueBTMyHa Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3 KapTOHY KomMnaHis 3aTBEPAXEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
"3popos'a", 300p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
Ykpaina) 898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
300pOoB'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3HaYeHMMK y NepiognyHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neku.
20. | HYMETA G13E eMy/ibCia ans Bakctep Benbris BMNPOOYBaHHS Benbris nepepeecTpawjs Ha HeobMeXxeHuin TepMiH 3a He UA/17633/01/01
iHdpy3iit; no 300 mMn C.A. KOMMOHEHTIB peyenmom | niosisg2ae
(50 % po3umH cknagay; OHOB/EHO iHGhopMmaLito y po3ginax
rnokosn — 80 mn; BMNpPOOYBaHHS "MpoTunokasaHHA", "B3aemogis 3 iHWMMKN
5,9 % po3unH NPOMiXHOro nikapcbkMmM 3acobamu Ta iHLWi B1uam

aMiHOKMC/1OoT 3
enekTposnitammn —

npoAaykTy (Cymiw
aMiHOKMCOT);

B3aemogiin", "OcobMBOCTi 3acTOCyBaHHS",
"Cnocib 3acTocyBaHHs Ta fo3un",

160 mn; 12,5 % BMPOGHNLTBO "MepeposysaHHa", "Mob6ivHi peakuii”,
ninigHa emynbcist — cmuctemm "HecyMiCHICTb" IHCTPYKLii 4519 Mean4Horo
60 mn) y KOHTelHep/3aKkyno 3acTocyBaHHs NikapcbKoro 3acoby BignoBigHO
TpUkamepHoMy proBasibHWIA 3aci6; [0 MaTepianiB peecTpauiliHoro focbe, a Takox
naacTMKOBOMY BUPOOHMLUTBO 00 po3ainy "Mo6iyHi peakuji" BHECEHO
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
nakeri. nikapcbKoro iHchopmaLito Npo HeobXiAHICTb NOBIZOMAATM NPO
TpukamepHuii 3acoby, yCi BUNaaky nifo3proBaHnX NobivHUX peakwiin Ta
NaacTUKOBWIA NakeT HanoBHEHHS, BiJCYTHOCTI e(peKTUBHOCTI NikapCbKOro 3acoby.
ynakoBaHui y MOKPUTTS
3aXMCHY NJIBKOBY 3aXMCHOL0 Pestome nnaHy ynpasniHHA pusukamu Bepcial.3
060/10HKY, LU0 060/10HKO0 [ofaeTbCs.
MICTUTb MOr/IMHaY (overpouching); MepiognyHicTb NOAaHHA perynsipHo
KUCHIO Ta iHgukaTop cTepunisauis Ta OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
KuCHto; o 10 yNakoBKa,; Mopsiaky 34iicHeHHs hapmakoHarnagy,
nakeTiB y KapTOHHIl BMNPOOYBaHHSA 3aTBEPKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
KopooLi nikapcbkoro 300p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
3acoby; BUMycK 898, 3apeecTpoBaHoro B MiHicTepcTBi locTuLji
cepii: Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
Bakctep C.A. pefakuii Hakasy MiHicTepcTBa OXOpPOHU
3[,0p0B's YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTBL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

21. | HYMETA G16E | emynbcis gns Bakctep Benbrisa BMNPOOYBaHHSA Benebris nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/17605/01/01
iHdpysiit; no 500 mn C.A. KOMMOHEHTIB OHOB/IEHO iHGhopMmaLito y po3ainax peuyenmom | nidssizae
(50 % po3unH cknagy; "MpoTrnokasaHHsA", "B3aeMogis 3 iHWnMKn
rnwko3u — 155 mn; BMNpPOOYBaHHSA nikapcbkMKM 3acobamu Ta iHWi B1uam
5,9 % po3unH NPOMDXHOro B3aemogiit", "Oco6/MBOCTi 3aCTOCyBaHHSA",
aMiHOKMC/OoT 3 npoAaykTy (Cymiw "Cnoci6b 3acTocyBaHHA Ta fo3n",
enekTposiTamMmm — amiHOKMCNOoT); "Mepepno3yBaHHsa", "Mob6iyHI peakuii" iIHCTPYKL,i
221 mn; 125 % BUPOGHULTBO 0151 MeANYHOro 3acToCyBaHHA NikapcbKoro
ninigHa emynbcist — cuctemu 3acoby BifnoBiAHO [0 MaTepiasnis
124 mn)y KOHTelHep/3aKkyno peecTpauiiHoro AOoCbE, a TaKoX A0 po3ainy
TpUkamepHoMy proBasIbHWIA 3aci6; "Mo6iYHI peakuii" BHeCeHo iHhopMaLiio Npo
nnacTMKoBOMY BVMPOGHMLTBO HeobXiAHICTb NOBIAOMAATM NPO YCi BUNAAKN
nakeri. nikapcbKoro nigo3proBaHnx NobiYHMX peakuiii Ta BifgCyTHOCTI
TpukamepHuii 3acoby, eeKTUBHOCTI NiKapCbKoro 3acoby.
nnacTukoBuii nakeT HanoBHEHHS,
ynakoBaHuin y MOKPUTTS Pestome nnaHy ynpasniHHS pusnkamu Bepcis 1.3
3aXMCHY NJIBKOBY 3aXMCHOL0 [OAa€ETbCA.
060/10HKY, LU0 060/10HKOI0 MepiognyHiCTb NOAAHHA perynspHo
MICTUTb MOr/IMHaY (overpouching); OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBIAHO 40
KUCHIO Ta iHgukaTop cTepunisauis Ta Mopsaaky 3ailicHeHHs chapmakoHarnagy,

KMCHIO; MO 6 nakeTiB YNakoBKa,; 3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
Y KapTOHHiIli kopoobui BMNpPOOYBaHHSA 300pOoB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
nikapcbkoro 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuULi
3acoby; BUMyCK YKpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
cepii: pefakuii Hakasy MiHicTepcTBa OXOpPOHU
Bakctep C.A. 3/10poB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
22. | OPNIOKCALMH | kpanni o4Hi, 3 mr/ma | TOBAPUCT YKpaiHa TOB "®APMEKC YKpaina nepepeecTpavisi Ha HEOOMEXEHU TEPMIH. 3a He UA/17986/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
-®APMEKC no 5 mMn y donakoHi; BO 3 reyn" OHOBEHo iHdhopMaLito y po3gini "MobiyHi peyenmom | nidssi2ae
no 1 dpnakoHy OBMEXXEH peakuii” iIHCTPYKLUii ANA MeguyHoro
pasoM 3 KpPULLIKOO- (e]}0) 3acToCcyBaHHSA NikapcbKoro 3acoby Lwoa0
KpanesnbHULEeo B BIANOBIOA B&XX/IMBOCTI 3BiTYBaHHS Npo MOGIYHI peakw;i.
nauuji NBHICTHO
«KOPIMOPA Pestome nnany ynpasniHHA pu3vkamu Bepcis 2.1
LA [ofaeTbCA.
«300POB’'A
» MepiognyHiCTb NOAAHHA perynspHo
OHOB/IKOBAHOrO 3BIiTYy 3 6e3neku, BiANoBiAHO [0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEPLKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
3/10poB'sA YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTBL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMn y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
23. | MAKNITAKCEN | KoHueHTpaT ans Akkopg, Monbua Brpo6HMuTBO IHpis/ nepepeecTpawis HeobMexeHuin TepMiH 3a He UA/13924/01/01
AKKOPJ, PO34uHy ANns Xenckea roToBOro Benuka OHoB/eHO iHhopMaLito B IHCTPYKLUIi Ans peyenmom | niossi2ae
iHdpysii, 6 mr/mn; no Moncka Cn. nikapcbkoro BputaHis/ MeAMYHOro 3aCTOCYBaHHS NMikapcbKoro 3acoby B
5 mn (30 mr), no 3.0.0. 3acoby, ITanis/ po3ginax "Ocobnmsi 3axoan 6esnekn”,
16,7 mn (100 wmr), no BVMPOGHMLTBO YropmHa/ "Oco061MBOCTI 3acTocyBaHHS", "3acTocyBaHHs y
50 mn (300 mr) y bulk, nepsuHHe Monbua nepiog, BariTHoCTi abo rogyBaHHs rpyaat”,
nakoHi; no 1 nakyBaHHs, "Cnoci6 3acTocyBaHHsa Ta go3n", "HecymicHictb"
hakoHy y BTOPUHHE BiANOBIAHO A0 iH(hopMaLii pechepeHTHOro
KapTOHHI KopooLli nakyBaHHs, nikapcbkoro 3acoby (Taxol 6 mg/ml concentrate
KOHTPO/Ib SKOCTI for solution for infusion), a Takox oHOBNEHO
cepii: iHchopmauito B po3aini "MobiuHi peakwi
IHTac IHCTPYKLUiT A/19 Me4MYHOro 3aCTOCyBaHHA

dapmacbioTikans
Nimiteq, IHAis;
BTopuHHe
naxkyBaHHs:
AKKopfa Xesnckea
NimiTen, Benvka
BpwuTaHis;
BignosigansbHuii
3a BUNYCK cepil:
AKKopg, Xerckea
NimiTen, Benvka
BpuTaHis;
Brpo6HMuTBO
roToBoro
nikapcbkoro
3acoby, NepBUHHE

NiKapcbKoro 3acoby LWoA0 BaX/IMBOCTI
3BiTyBaHHS Npo No6GiYHI peakujii, JoAaHo po3ainu
"3asBHUK", "MicLLe3Hax0MKEHHS 3asiBHMKA".

Pestome nnaHy ynpasniHHA pusnkamu Bepcia 1.2
[OAaETbCA.

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa 0XOpPOHU
3/10poB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTpOKamMu,
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

Ta BTOPVHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
cepii
(anbTepHaTUBHWIA
BUPOGHUK):
IHTac
PapmacbloTikasic
Nimviten, HAajs;
KoHTponb skocTi
cepiii:
NABAHANIBIC
C.P.N, Itanis;
KoHTposb sIKOCTi
cepiii:
dapmasanig /174,
Mikpo6ionoriyHa
na6oparopis,
YropumHa;
BignoBigansHuii
3a BUNycCK cepil:
AKKopf Xesnckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
Monbwa

3a3HaYeHMn y NepiognyHOCTI NOAAHHSA
perynsapHux 3BiTiB 3 6e3neku.

24,

POAKKYTAH®

kancynu no 10 wr;
no 10 kancyny
6nictepi, no 3
6nictepu B
KapTOHHI KopooLi

TOB «Pouw
YkpaiHa»

YkpaiHa

Brpo6HMuUTBO
Hepo3dacoBaHoi
npoayKuir,
nepBUHHE Ta
BTOPUHHE
naxyBaHHs,
BMNPOBYyBaHHSA
KOHTPOJO AKOCTI:
KeTteneHt
[xepmani
E6epb6ax Mm6X,
HimeuuunHa;
lMepBuHHE Ta
BTOPUHHE
naxyBaHHs,
BMNPOBYBaHHSA
KOHTPO/O AKOCTI,
BMNYCK cepil:
®.XothbdmaHH-15
Pow /14,
LLBeiiuapis;
BunpobyBaHHs

HimeuuunHa/
LLiBefuapis

MepepeecTpauis Ha HEOOMEXEHUA TEPMIH.
Pestome nnaHy ynpasniHHS pusnkamu sepcis 2.0
[OAaETbCA.

MepiognyHiCTb NOAAHHA PerynspHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa 0XOpPOHU
3/10poB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMK y NepiognyHOCTI NOAaHHSA
perynspHux 3BiTiB 3 6e3neku.

3a
peyerimom

He
niossieae

UA/2865/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOHTPOJO AKOCTI:
. XodhdpmaHH-/15
Pow Jtg,
LLiBeiuapis;
lenita Al',
HimeuunHa;
Bunyck cepii:
. XodhdpmaHH-/15
Pow Jltg,
LLIBeliLapist

25.

POAKKYTAH®

Kkancynu no 20 wr;
no 10 kancyny
6nicTepi, no 3
6nictepu B
KapTOHHI KOPOOL;

TOB «Pouww
Ykpaina»

YKpaiHa

Bupo6bHMuTBO
Hepo3dghacoBaHo!
NpPOAYKLUi,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPO/O SKOCTI:
KeTeneHt
xepmaHi
E6epbax Mmo6X,
HimeuuunHa;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPO/O SIKOCTI,
BWMYCK Cepil:
. XodhpmaHH-/15
Pow JlTg,
LLiBeiuapis;
BunpobyBaHHs
KOHTPO/O SKOCTI:
®.XochdmaHH-/15
Pow 1A,
LLseiuapis;
lenita Al',
HimeuuunHa;
Bunyck cepii:
®.XochdmaHH-/15
Pow 1A,
LLiseiiuapis

Himeyumnna/
LLiseliyapisi/

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
Pestome nnaHy ynpasniHHA pu3nkamu Bepcis 2.0
[OAAETLCA.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku, BigNoBIAHO [0
Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPAXEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLji
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
peaakuii Hakasy MiHicTepcTBa OXOpPOHU
3[,0p0B'A YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepiognYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/2865/01/01

26.

XONEKANBLM
®EPON
(BITAMIH A3)

KpucTanm
(cybeTaHuin) y
CKISHMX amnynax
aboy
nonieTNeHoBux
Millkax, Wwo

MpAT
"TexHonor"

YKpaiHa

PEPMEHTA
BIOTEX NIMITE/

IHAjsA

nepepeecTpalis Ha HEOGMEXEHWI TEPMIH

He
nionsieae

UA/18076/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
NoMiLLeHi B
antomiHinosaHi
naketun gns
thapmaueBTUYHOro
3aCTOCyBaHHSA
27. | LE®TPUAKCO | nopoLuok Ans MpuBaTHe YkpaiHa BMPOGHMLITBO Ta YkpaiHa/ nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/17943/01/02
H 1000 PO3UUMHY ONS iH'EKUA | akuioHepHe nepBuHHE Kutaiicbka OHoB/eHO iHhopMaLiito B IHCTpYKLiT Ans peyenmom | mniossi2ae
nolr, 1a6o 5, abo TOBapUCTBO nakyBaHHs HapogHa MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby y
50 dpnakoHis 3 "Nlekxim- PO3YMHHVIKIB; Pecny6nika po3sginax "dapmakonoriyHi BnactTmsocTi"
NOpPOLLKOM Y mavui; 1 Xapkis" BTOPUHHE (yTouHeHHs iHdhopmawii), "MokasaHHs"
h1aKkoH 3 MOPOLLUKOM nakyBaHHs, (yTOUHeHHs iHchopmaLii), "OcobnnBoCTi
Ta l amnyna 3 KOHTPO/b Ta 3acTocyBaHHS", "34aTHICTb BNAMBATK HA
PO3YMHHUKOM BUMYyCK cepil LIBMAKICTb peakLii mpy KepyBaHHi
(nipokaiH, po3yunH roToBOro aBTOTPaHCNOPTOM ab0 iHWMMK MexaHiamamn',
ans iH'ekuii, 10 nikapcbKoro "Cnoci6 3acTocyBaHHA Ta 4031" (YTOYHEHHS
mr/ma no 3,5 mn B 3acoby: iHdhopmawuii), "Mo6iuHi peakwyii”,
amnyni) y énictepi; MpusaTHe "Mepepo3yBaHHA", "HecyMicHICTb" BigNOBIAHO
no 1 6nictepy y aKuioHepHe [0 iHthopmau,ii pechepeHTHOro nikapCbKoro
nauyi; 1 donakoH 3 TOBapUCTBO 3acob6y Rocephin, powder for solution for
nopowukom Ta 1 "Jlekxim-Xapkis", injection or infusion.
amMnyna 3 YKpaiHa,;
PO34MHHKKOM (BOAA BTOPVIHHE Pestome nnaHy ynpasniHHA pusnkamu Bepcisa 3.1
Ons iH'ekuii no 10 nakyBaHHs, [0[AETLCA.
M B amnyni) y KOHTPO/b Ta MepiognyHiCTb NOAAHHA perynspHo
6nicTepi; no 1 BUMYyCK cepil OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBIAHO [0
6nictepy y nauuyj; 1 roToBOro Mopsaaky 3ailicHeHHs chapmakoHarnaay,
ab6o 5 donakoHis 3 nikapcbKoro 3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
NOPOLLKOM Y 3acoby: 300pOoB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
6nictepi; no 1 TOB "/lekxim- 898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuULji
6nictepy y nauuj O6yxis", Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
YkpaiHa; pefakuii Hakasy MiHicTepcTBa 0XOpPOHU
BMPOBHULTBO Ta 3/10poB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
nepBuHHE 996), CTaHOBUTL: 3riAHO 3i CTpOKamMu,
nakyBaHHs 3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
MOPOLLIKY: perynsapHux 3BiTiB 3 6e3neku.
PetoHr
dapmMacbloTUKas
Ko., N114.,
KuTalicbka
HapogHa
Pecny6nika
28. | LE®TPUAKCO | nopoLuok Anis MpuBaTHe YkpaiHa BMPOGHULITBO Ta YkpaiHa/ nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/17943/01/01
H 500 PO3UUMHY NS iH'EKUA | aKLioHepHe nepBuHHE Kutaiicbka OHOBNEHO iHpopmaL,ito B IHCTPYKUii ans peyenmom | niosnsizae
no0,5r,no1a6o 10 | TOBapuCTBO nakyBaHHs HapogHa MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
ab6o 50 dhnakoHis 3 "Nekxim- PO3YMHHVIKIB; Pecny6nika po3sginax "dapmakonoriyHi BnactTnsocTi"
NOopoLLKOM Y navui; 1 Xapkis" BTOPUHHE (yTouHeHHs iHdhopMmadii), "Moka3aHHs"
hNakoH 3 MOPOLLUKOM nakyBaHHs, (yTOuHeHHs iHchopmaLii), "OcobnnBocCTi

y 6nictepi, no 1

KOHTPO/Ib Ta

3acTocyBaHHs", "34aTHICTb BNAMBATU HA
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKa Bionycky yBaHHsI | peecmpayiliHo20
3acoby yrnakoskKa) nocsioyeHHs1
6nictepy y nauyj; 5 BUMYCK cepil LIBMAKICTb peakwii mpy KepyBaHHi
hnakoHiB 3 roToBOro aBTOTPaHCNOPTOM ab0 iHWMMK MexaHismamn',
NOPOLLUKOM Yy nikapcbKoro "Cnoci6 3acTocyBaHHs Ta f03U" (YTOYHEHHS
6nicTepi; no 2 3acoby: iHdhopmawuii), "Mob6iuHi peakwyii”,
6nictepu y nauui; 1 MpuBaTHe "Mepepo3yBaHHA", "HecyMicHICTb" BigNOBIAHO
o1aKOH 3 MOPOLLKOM aKuioHepHe [0 iHchopmaLii pechepeHTHOro NikapcbKoro
Ta 1l amnyna 3 TOBapUCTBO 3acob6y Rocephin, powder for solution for
PO34MHHKKOM (BOAA "Jlekxim-Xapkis", injection or infusion.
ANA iH'eKuili no 5 mn YkpaiHa,;
B amnyni) y 6nictepi; BTOPUHHE Pe3stome nnaHy ynpaBniHHA pu3vkamu Bepcis 3.1
no 1 6nictepy B nakyBaHHs, [OAaETbCA.
nauui KOHTPO/b Ta MepiognyHiCTb NOAAHHA perynspHo
BUMYyCK cepil OHOB/IHOBAHOrIO 3BIiTYy 3 6e3neku, BiANoBIAHO [0
roToBOro Mopsiaky 34ificHeHHs hapmakoHarnagy,
nikapcbKoro 3aTBEPKEHOro Haka3oM MiHicTepcTBa OXOPOHU
3acoby: 300pOoB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
TOB "/lekxim- 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuULi
O6yxis", YKpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
YkpaiHa; pefakuii Hakasy MiHicTepcTBa OXOpPOHU
BMPOBHULTBO Ta 3[10poB'sA YKpaiHu Bif 26 BepecHst 2016 poky Ne
nepsuHHe 996), CTaHOBUTBL: 3riAHO 3i CTPOKamMu,
nakyBaHHS 3a3HaYeHMn y NepiognyHOCTI NOAAHHSA
MOPOLLIKY: perynspHux 3BiTiB 3 6e3neku.
PetoHr
PapmacboTnKas
Ko., N114.,
KnTaiicbka
HapogHa
Pecny6nika

B.o. Haua/IbLHUKAa
dapManeBTUYHOr0 yIIpaB/IiHHA

Ounexkcanpap I'PILHEHKO




Joparok 3

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

IIEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJVNUYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), OO0 AKUX BYJ/IK BHECEHI

Big 03 >xoBTHA 2024 poky Ne 1683

3MIHH /10 PEECTPAIIIMHNX MATEPIAJIIB, SIKI BHOCATECS 10 JTEP>KABHOT'O PEECTPY JIIKAPCBKUX
3ACOBIB YKPAIHU

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionyckKy yBaHHs | peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
1. | ABE/TOKC® TabneTku, BKpUTI Baiiep Al HimeuyunHa Baiiep Al', HimeyunHa | HimeuyunHa/ BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a UA/4071/01/01
060/10HKO10, No 400 (Becb UmKN ITania mMartepianis: peyenmom
Mr, no 5 TabneTok y BMPOGHMLTBA 3MiHn | TURY - 3MiHK WoAo
6nicTepi; no 1 (BMpPOGHMLTBO 6e3nekn/edreKTMBHOCTI Ta
6nictepy B Hepo3dhacoBaHOl thapmakoHarnagy. BeefeHHs abo 3miHu
KapTOHHI Kopo6Lyi NpoAyKLii, NnepBuHHa [0 y3araslbHeHuX JaHux Npo cuctemy
ynaKkoBKa, BTOPYHHA chapmakoHarnsgy (BBefeHHs
ynakoBka, KOHTPO/b y3arasibHeHUX AaHvX Npo cucTemy
AKOCTI, BUNYCK Cepi)); thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi
Baiiep Xenckep 0cobw, BignoBiganbHOI 3a 34jiACHEHHS
MaHydakTypiHr hapMakoHarnsay; KOHTakTHoI ocobu 3
C.P.N1., Itanis thapmakoHarnsgy 3asiBHuka ans
(anbTepHaTMBHWMIA 3[jiCHEeHHS hapMakoHarnsay B YkpaiHi,
BUPOBHUK AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXXEHOI
(BPOGHMLTBO ocobu, BignoBifasibHOI 3a 3MjACHEHHS
Hepo3dacoBaHoi thapmakoHarnagy (BKIovakum KOHTaKTHi
NpoAayKLUii, NepBnUHHa [aHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
ynakoBKa, BTOPUHHA thalina cuctemu thapmakoHarnsgy) 3miHa
ynakoBka, KOHTPO/b YNOBHOB&XXEHOT 0CO6OU 3asBHUKA,
SIKOCTI, BUNYyCK cepii)); BiANOBiAa/ILHOT 38 hapmakoHarnsg.
LLiteremaHH [itoua pepaxuis: Justin Daniels.
JoHdhepnakyHr & MponoHoBaHa pepakuis: Jutta Pospisil.
NoricTiwep Cepsic 3MiHa KOHTaKTHUX faHuUX YNOBHOBaXEHOT
e.K., HimeuunHa 0Cco6y 3as1BHMKA, BiANOBIAA/IbHOT 3a
(anbTepHaTMBHWMIA thapmakoHarnsag.
BUPOGHMK (BTOPUHHA
yMakoBka))
2. | AABAHTAH® kpem 0,1 %; no5r JNNEO dapma [aHia JIEO ®apma ITanis BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 UA/0784/01/01
a6o no 15 r y Ty6i; AlC MaHydaktypiHr ITani mMartepianis: peuyenma
no 1 1y6i B CPN 3MiHn | TMnYy - 3MiHK 3 sKocTi. AdI.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

KapTOHHI Kopo6Lyi

KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo ooNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/MPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPO6HULTBA AP| (BUIYYEHHA HE3HAYHOTO
nokasHuka AKoCTi (Hanpuknag BUIyYeHHs
3acTapisioro nokasHuka)) BunyyeHHs 3i
cneumdikauii 4na A®I nokasHuka SKocTi
Baxkki MeTanv BignoBigHO Ao BuMor EP.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y MeToaax
BMNpobyBaHHA APl abo BuXigHOTO
mMaTtepiany/npomiKHOro
NpPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA
y npoueci BUpo6HMUTBa AD| (HEe3HaYHI
3MiHW Y 3aTBEPAKEHUX METoAaxX
BUNPOGYBaHHA) 3MiHM Yy MeTOZj
BMNpobyBaHHA ana Ad|
MeTWNNPeHI30N0HY alenoHaTy Ans n.
KinbKicHe BU3HAYEHHS, a CaMe OHOBJ/IEHHSA
MOCNifOBHOCTI PO34YMHIB. PefakuiiiHi
npasku. OHOBJ/IEHO p. 3.2.S.4.2. 3MiHu |
TMny - 3MiHK 3 akocTi. A®Il. KoHTponb AdL.
3miHa y meTogax BunpobyBaHHs Ad| abo
BUXIAHOrO MaTepiany/npomixkHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA
y npoueci BUpo6HMUTBa AD| (HEe3HaYHI
3MiHWU Y 3aTBEPAKEHUX METoAAX
BMUNPOGYBaHHSA) 3MiHM y MeTOZj
BMNpobyBaHHA ana Ad|
MeTWNNPeHI30N0HY alenoHaTy Ans n.
OpraHiyHi JOMILLKKX, a caMe KOHLeHTpav,i
pO34MHy NOpPIBHAHHA R3, foAaBaHHA
PO34MHY MOPIBHAHHA R4 AN BU3HAYEHHSN
OopraHiyHMX AOMILLIOK Ta OHOBJ/IEHHS
KpUTepiiB NpuaaTHoCTi XxpomaTorpadivHot
cuctemu. PepakuiiiHi npasku. OHOBMEHO
p. 3.2.5.4.2. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®Il. 3miHa y meTodax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTtepiany/npombKHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHLCS
y npoueci BupobHuytea A®I (iHLWi 3MiHW y
mMeTofax BUNpo6yBaHHSA (BKIHOHAKOUM
3amiHy abo gonoBHeHHs) APl abo
BUXIAHOTO/NPOMIXHOro NPoAyKTy) 3MiHN Y
MeTogi BUnpobysaHHs ans APl
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Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

MeTWNPEeAHI30N0HY auenoHaTy Ans n.
3a/IMLLKOBI PO3YMHHUKM, METOAOM ra3oBol
Xpomatorpadii meToguka napodasHoro
npo6oBif60py) Ha HOBI BaslifOBaHi yMOBHU
BUNPOBYBaHHs, a caMe 3aMiHa yMOB
BUNPOGYBaHHA. 3MiHM | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHa APl a6o
BMXifHOro marepiany/npomMikHOro
NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BupobHuyTea A®I (iHLWi 3MiHW y
MeTofax BUNpo6yBaHHSA (BKIHOUYAKOUM
3amiHy abo gonoBHeHHs) A®| abo
BUXIAHOTO/NPOMIXHOro NPoAyKTy) 3MiHN Y
mMeTogi BunpobysaHHs ansa Ad|
MeTWNPEeAHI30N0HY auenoHaTy Ans n.
Po3Mip yacTok, MeTogom nasepHoi
Avdopakuii HoBYM BanifoBaHNM METOAOM
(3miHn o6nagHaHHA 3 Sympatec Helos Ha
Malvern). PepakuiliHi npaBkv y meTofax
BMNPOBYBaHHA [0 HACTYMHUX NOKA3HWKIB
AKocTi: «Onue» - BUAaseHo iHdhopmadito,
Aka He Mae BiJHOLLEHHS [0 MeToay
BUNPOOYBaHHS Ta BBAKAETHCA 3aliBOIO, Ha
BIAMNOBIAHICTb BHYTPILLUHIM CTaHZapTam
NEO dapwma; «laeHTudikauis
MeTUnpeaHi3onoHy auenoHaty (BEPX)» -
MeTo[ nepeiiMeHoBaHO /151 Y3rOMKeHHs i3
BHYTpILLHIM cTaHgapTom JIEO dapwma; «IY
CMNEeKTP MOrIMHAHHA» - 40AAHO ONUC
NpUroTyBaHHs 3paskiB, SKUiA BigNoBigae
EP, Ha BiANOBIAHICTb BHYTPILLUHIM
ctaHgaptam JIEO ®apma; «lMutome
ONTUYHe 06epTaHHA» N5 KpaLoro
pPO3yMiHHSA MeToAy Ta BiANOBIAHOCTI
BHYTpILWHIM cTaHgapTam JIEO dapwma; Ta
Bumoram EP 2.2.7, nogaHo onuc
peaxkTuBIiB Ta pO3paxyHkiB;
«CynbhaTHa 30/1a» - f0AaHO KiNbKICTb
BMMNPOGYBaHb, 5K BXe
BMKOPWUCTOBYBa/IMCS A/19 [aHOr0 MeToay
BUNPOBYBaHHS, asie He 3rajlyBasiocs B
nonepeaHbLOMyY TEKCTi MeToAun. 3a/IMLeHO
nocunaHHs Ha EP. «Boga» - fofdaHo
peakTuBu, 06n1afHaHHA Ta KilbKiCTb
HeobXxigHNX BUNpoOyBaHb SKi BXe
BMKOPWUCTOBYBa/IMCS A/19 [aHOr0 MeToay
BUNPOOYBaHHS, aje He 3rajlyBasiocs B




31

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

nonepeaHbLOMy TEKCTi MeToau. 3arasibHy
iHhopmaito npo APl BuaaneHo 3 posginy
3.2.5.4.2, ockinbku Us iHchopmaw,is
npucyTHs B po3gini 3.2.S.1.; OHoBNEHO p.
3.2.S.4.2. 3MiHu | TUNY - 3MiHU 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AONyCTUMUX MEX,
BM3Ha4YeHUX y cneumdpikauisx Ha Adl, abo
BWXiAHUIA/NPOMIXHWIA NPOAYKT/pearexT, wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpPO6HULUTBA AD| (LONOBHEHHSA
cneuudikaLyii HOBUM NOKa3HUKOM SIKOCTi Ta
BIZANOBIAHUM METOA0M BMNPOOYBaHHS)
[lonoBHeHHs cnevumdikauii HOBUM
MOKa3HWKOM SKOCTi Ta BiANOBIAHUM
MEeToA0M BUMPO6YBaHHA anst Adl, a cave
ponaHo HopmysaHHA NN —
avmeTtundopmamigy (< 250 ppm) ans n.
«3a/TMLLIKOBI PO3YNHHUKMY». 3MiHU | TUny -
3MiHu 3 sKocTi. A®l. KoHTponb AdI. 3miHa
y NapameTpax crneuudikauiin Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauisx Ha A®l, abo
BWXiAHUIA/NPOMIXHWIA NPOAYKT/pearexT, wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpPO6HULUTBA AP| (JONOBHEHHSA
cneuudikaLyii HOBUM NOKa3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BMNPOOYBaHHS)
[lonoBHeHHs cnevumdikayii HOBUM
MOKa3HWKOM SKOCTi Ta BiANOBIAHUM
MEeToA0M BUMPO6YyBaHHA anst Adl, a cave
[ofaHo HopMmyBaHHSA ETaHon (< 2000
ppm) 4N n. «3anLLKOBI PO3UYNHHUKUN.
3MiHu | TUnYy - 3MiHK 3 aKkocTi. AdI.
KoHTposnb A®I. 3miHa y napameTtpax
cneumdikaLin Ta/abo AoNycTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiHU/NPOMDKHUWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYHOTLCSA Y NMPOLLECI
BMPOGHMLTBA AD| (4ONOBHEHHS
crneuudikaLii HOBUM MOKa3HWKOM SIKOCTI Ta
BIANOBIAHUM METOA0M BUNPOBYBaHHS)
[lonoBHeHHs crneumdikalii HOBUM
NOKa3HWKOM SIKOCTi Ta BifnoBigHNM
MeToA0M BUNPOBYBaHHA ans Adl, a came
[0faHo HopMyBaHHS MeTaHon (< 2000
ppm) AN n. «3aIULWKOBI PO3UNHHUKUN.
3MiHn | TMNY - 3MiHK 3 aKocTi. AdI.




32

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo ooNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/MPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPOGHMLTBA AD| (JONOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHS)
[lonoBHeHHs crneumndikayii gns APl HoBuM
noKasHUKOM A1 T. OpraHiyHi JOMILLKM
(BEPX), meTunnpeAHi3onoH (< 0,15% )
OHOBJ/IEHO METO/, KOHTPOJIHO 3 METOI0
Hau1eXXHOr0 HOPMYBaHHS
MEeTUNPeAHI30N0HY (40AAHO BiHOCHWIA
yac yTprMaHHs MeTUANPEAHI30/10HY).
3MiHu | TUnYy - 3MiHK 3 aKkocTi. AdI.
KoHTponb A®L. 3miHa y MeTodax
BunpobyeaHHA APl abo BUXigHOTO
mMarepiany/npoMixXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHCS
y npoueci Bupo6HuuTea Ad®| (BUNYyYEHHSN
MeToAay BUNPOOYBaHHSA A4N1s
Adl/peareHTy/NPOMIKHOIO NPOAyKTY, SKLLO
anbTepHaTUBHUIA METO[, BXe
3aTBEpMKEHWNIA) BunyueHHs meTtogy
BUNPO6YBaHHA 4118 AP| «laeHTudikauisy»
(TWX), npucyTHi N. laeHTudikauia (meTtog,
1Y Ta BEPX) sik 3aTBEpAKEHI
anbTepHaTUBHI MeToAW. 3MiHu | Tuny -
3MiHn 3 aKocTi. A®Il. KoHTponb A®I. 3miHa
y MeTogax BunpobysaHHa A®l abo
BUXIAHOrO MaTepiany/npomixkHOro
NpPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA
y npoueci BUpo6HMuTBa Ad| (BUNYYEHHS
MeToAay BUNpPObyBaHHS ANs
Adl/peareHTy/npoMiKHOro NPoAyKTY, AKLLO
abTEPHATUBHUI METO/ BXe
3aTBEPIKEHNIA)

BunyueHHs meToay BunpobyBaHHA Ans
A®| «Po3mip yacTok» (MeTog Mikpockonii),
NPUCYTHSA NnasepHa audpakuia sx
anbTepHaTUBHUIA MeToA. 3MiHu | Tuny -
3MmiHu 3 sKocTi. A®Il. KoHTponb A®I. 3miHa
y MeTogax BunpobysaHHa APl a6o
BMXifHOro marepiany/npomMikHOro
NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoveci Bupo6HuuTBa AP| (BUNYyYeHHS
MeToAy BunpobyBaHHA Ans




33

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

Adl/peareHTy/npoMiKHOro NPoAyKTY, SKLLO
anbTepHaTUBHUIA MeTOf BXe
3aTBEPAXEHNI) BunyyeHHs metoay
BMNpobyBaHHA ana A®| «CynpoBsigHi
nomiwku» (Metog TLUX), npucyTHid MeTon
BEPX) 5ik 3aTBepKeHWii anbTepHaTUBHUIA
mMeToa. 3MiHu | Tuny - 3MiHn 3 akocTi. AdI.
KoHTponb A®L. 3miHa y MeTodax
BunpobyBaHHA APl abo BUXigHOTO
mMarepiany/npoMixXHOro
NPOAYKTYy/peareHTy, Lo BUKOPUCTOBYETHCS
y npoueci BupobHuuTea Ad®| (BUNYyYEHHSN
mMeToAdy BUNPOOYBaHHSA A4N1s
Adl/peareHTy/NPOMIKHOIO NPOAYKTY, SKLLO
anbTepHaTUBHUIA METO[, BXe
3aTBEpMKEHWNIA) BunyueHHs meTtogy
BUNpobyBaHHA Ana A®| «Mutomuii
MOKa3HWK NOrMIMHaHHA» (MeTog, YP),
npucyTHIR n. |aeHTudikauis (metog BEPX)
SIK 3aTBEPKEHNIA aNlbTePHATUBHUIA
MeTOZ, AKW1 BUKOPUCTOBYE Taky X camy
[OBXUHY XBUAi ANs iaeHTudikawii, wo i
NoKa3HUK SKOCTi «[MUTOMUIA NOKa3HUK
NOr/IMHaHHA». 3MiHW Il TUNY - 3MiHK 3
akocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikaii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiHU/NPOMDKHUWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYHOTLCSA Y NPOLLECi
BMpO6HMLTBA ADI (3MiHa NO3a Mexamu
3aTBEepPKEHOro AianasoHy y cneumdikauii
Ha A®l)
3miHa HopMyBaHHS Ans n. «Po3mip
yactok» ( EP 2.9.31) y 3B’A3Ky 3i 3MiHOI0O
o6nagHaHHA 3 Sympatec Helos meTog,
BMKOPUCTaHHS CyX0i cycneHsii Ha
obnagHaHHA Malvern meTog MOKpOro
AvcneprysaHHs). Po3mip yacTok 6yno
po3paxoBaHi BiANoBiAHO A0 BUMor EP
2.9.31. PepakuiliHi npaBku- foAaHO
NOCUNaHHA Ha aHaNiTUYHI METOAM, 3HOCKM.
OHoBneHo p. 3.2.S.4.1. 3miHu |l Tuny -
3MiHu 3 sKocTi. A®l. BupobHMLTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMKHOrO
npoayKTy/pearenTy, Wwo
BUKOPWCTOBYIOTHCS Y BUPOBHNYOMY
npoueci A®l, abo 3miHa BUpo6HVKa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

(Bkntovatoun, ae HeobxigHO, MicLe
npoBeAeHHSA KOHTPOA AkocTi) AdI (3a
BifICYTHOCTI cepTudikara BifgnoBigHOCTI

€Bponeiicbkili hapmakonei y
3aTBEpAKEHOMY A0CbE)(BBEAEHHS HOBOrO
BMPOGHMKa AP| 3 Haj@aHHAM MacTep-
thaiina Ha AdI)

BBegeHHS HOBOro BMPOOHYMKA 3 HafaHHAM
mMaTtepianis AM® 06AP_C3064/1_
C3424/1 (may 2023) Curia Spain S.A.U.,
Spain (3aTBEpOKEHNIT BUPOOHKK Bayer
AG, Berlin)

A3ENTUN

PO3YUH ANS iH EKLIN,
500 mr/5 mn; no 5
M/ B amnyni; no 5
amnyn y 6nictepi; no
2 6nictepu y
KapTOHHI Kopo6Lyi

Megokemi
nTa

Kinp

Megokemi Jlimitepq,

Kinp

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHu | Tuny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS AISNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
NiKapCbKOro 3acoby, BKIHOYAKUN [iNTbHAL
BUNycKy cepii abo MicLe NnpoBefeHHs
KOHTPO/IO AKOCTI. (ZisNIbHICTb, 3a Ky
BiANoBigae BUpo6HuK/imnopTep,
BK/IHOUAOUM BUMYCK CEPIili) YTOUHEHHS
Ha3BW Ta afpecyt BUPOBHNYOI AiNbHNL Y
BignoBigHocCTI Ao ceptudikaty GMP.
TepMmiH BBEEHHS 3MiH NPOTArOoM 6 MicALiB
nicns 3aTBepKeHHs

3a
peyenmom

He
nionsieae

UA/15229/01/01

A3unon

TabneTku, BKpUTI
nniBKOBOO
060/10HKOI0, NO 500
mr, no 2 abo 3
Tabnetku B 6nicTepi;
no 1 6nictepy B
KapTOHHI Kopo6Lyi

AT

«Afamves
dapma»

MonbLa

AT «Apamepg ®apma»,
MonbLa
BiANOBIAaIbHNIA 3a
KOHTPO/b Cepil:
TOB "MT
Nab6opaTopiec",
MonbLa

MNobnbLya

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis:
3MiHn | TURY - 3MiHK LWoAo
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHn) OHOBIEHHS
TEKCTYy MapKyBaHHS ynakoBKW NiKapCbKoro
3acoby (ans po3yBaHHs 500 mr), a came
Ha BTOPWHHY ynakosky y n. 17 "IHLE"
[04aHOo iHdhopMaLLilo WoA0 TEXHIYHNX
Kopgis, hapMKopiB, BUIyYEHO Ay60KYY
iHhOopMaLLito LWoA0 LWTPUXKOZY Ta
N0roTUNYy Ta YTOYHEHO NIOroTUN 3asBHUKA.
B TekcTi MapKyBaHHS NEPBUHHOI YNakoBKY
y .6 "IHWE" BunyyeHo ay6ato104y
iHhopmaLito oo noroTuny Ta yTo4HEHO
NIOroTUN 3asiBHMUKA.
TepMmiH BBEEHHS 3MiH NPOTArOM 6 MicALiB
nicns 3aTBepAKeHHs.

3a
peyenmom

UA/14380/01/02

A30TY 3AKUC

ra3 CTUCHeHWiA, no
7,5 kr 'y 6anoHax
MiCTKicTHO 10 N1; o

MpAT
«Ninge ras
YkpaiHa»

Ykpaina

NiHpe a3 YropwuHa
Ko. 14

YropLmHa

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis:
3MiHu | TMNYy - 3MiHK Woa0

3a
peyenmom

He
nionseae

UA/19376/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

30 kr y 6anoHax
MicTkicTio 40 n; no
37,5 kr y 6anoHax
MicTKicTro 50 N

6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHu
BHeceHO y M. 7, 9 Ta 17 TekcTy
MapKyBaHHS YNakoBKW NiKapCbkoro
3aco6y. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. CTabinbHICTb.
3MiHa y TepmiHax npugaTtHocTi abo
ymoBax 36epiraHHsi roTOBOr0 Nikapcbkoro
3acoby (3miHa B ymoBax 36epiraHHs
roTOBOrO slikapcbkoro 3acoby abo nicns
PO3YMHEHHS/BIGHOBNEHHS) BHECEHHS 3MiH
[0 p. «<YMOBY 36epiraHHs», a came
YTOYHEHHS nepeknagy TeXHIYHOT
[OOKyMeHTaUiT BUPOBHMKA Ha YKpailHCbKy
MOBY. 3MiHN BHECEHI B pO34in "YMoBU
36epiraHHA" B IHCTPYKL,i0 4719 MEeANYHOro
3aCTOCYBaHHSA MiKapcbKoro 3acoby, sk
HacnifokK - BiANOBIAHI 3MiHW y TEKCTI
MapKyBaHHS YNakoBKW NiKapCbkoro
3acoby.

ANAPIHK®

NOPOLLIOK ANs
OpasIbHOr0 PO3HUHY
3i CMakoM YOpHOI
CMOPOAMHN N0 5,2 T
B cawle; no 10 cawe
B nayi 3 KapTOHY

AT
"Papmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHui 3aci6.
3MiHa nocTavasibHMKa nakyBanibHUX
martepianis abo KOMMIEKTYUMX (KO0
3a3HaveHo B 0CbE) (3aMiHa abo
[oAaBaHHA nocTtavasibHUKa) — BHECEHHS
aNbTEPHATMBHOIO NocTayYasibHMKa
maTepiasly ynakoBku A1 BUrOTOB/IEHHS
calle ponbronneny (hosbru antoMiHieBOT
namiHoBaHOI nanepom Ta nosieTUIeHOM)
— ®inii «BiHnak» TOB «CTONNYHWI MANH»,
YkpaiHa. 3MiHu | Tuny - 3mMiHn 3 AKOCTI.
[oTOBWIA Nikapcbkuit 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHuiA 3aci6.
3MiHa napameTpiB cneuudikauiii Ta/abo
[OMYCTUMUX MEX NMEPBUHHOT YNaKoBKN
rOTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHK)
— OHOBNEHHSA po3giny 3.2.P.7 Cuctema
KOHTeliHep/ 3aKkynopoBasibHWiA 3acib, a
came: BHECEHHS 3MiH 40 cneuudikauii Ha
onbronneny (honbry antoMiHieBoi
namiHoBaHOI nanepom Ta nosieTUIeHOM)
3a n. «LWinbHicTb honbronneHy» Ta
«30BHILWHI BUrIAA». 3MiHU | TUNY - 3MiHK
3 AKOCTi. F0TOBWIA NiKapcbkuii 3aci6.

6e3
peyenma

UA/14814/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOBGHUKa
3acoby yrnakoskKa)

Peknam Homep
Bionycky yBaHHs | peecmpayiliHo2o
nocsio4eHHs

CucTtema KoHTelHep/3aKynopoBasibHUI
3aci6. 3MiHa napameTpiB cneuudikadiii
Ta/abo [onyCTUMUX MEX NEPBUHHOT
yNaKoBKM rOTOBOTO NiKAPCLKOro 3acoby
(BMNYyYEHHSI HE3HAYHOTO MOKa3HKKa
(Hanpuknag, 3acTapifioro nokasHuka)) —
OHOBJ/IEHHS po3ainy 3.2.P.7 Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3aci6, a
came: BUyYEHHN 3 cneuudikauii Ha
chonbronneHy (cosnbra antoMiHieBa
namiHoBaHa nanepom Ta nonieTusIeHoMm)
n. «Marepianu», «pagiyHe
0hOPMNEHHS, MPaBU/IbHICTb HAHECEHHS
TeKCTy», «P0o3Mipy pynoHy», «LLnpnHa
oosibronnieHy», «BusHaueHHs1 HagiliHOCTi
HaHeCeHHs Apykapcbkux hapb Ta
3aXMCHOro Nnaky Ha ponbry (aaresis
dhnekcorpadpcbkoro Apyky)», «CTillkicTb
NMOBEPXHEBOTO LWapy hosibrv 40 BUCOKOT
Temnepartypw (TemnepaTypHuii TecT)»,
«CknetoBaHHA 3 MBX».

7. | ANOPIHK® NOPOLLOK AN1s AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 6e3 UA/14813/01/01
OpasIbHOro PO3YnNHY "®apmak” mMartepianis: peyenma
3i CMakoM JIMMOHY; 3MiHW | TUny - 3MiHK 3 AKoCTi. FoToBMi
no 4,8 r B calwe; no nikapcbkuii 3aci6. Cuctema
10 cawwe B naui 3 KOHTelHep/3aKynoptoBasibHUiA 3aci6.
KapTOHY 3MiHa nocTavasibHMKa nakyBaslbHUX
marepianiB abo KOMNAEKTYUNX (SKLLO
3a3HayeHo B 0Cbe) (3amiHa abo
[oaBaHHA nocTtavasibHUKa) — BHECEHHS
a/IbTEPHATUBHOIO NnocTavasibHMKa
maTepiasny ynakoBku A5 BUTOTOB/IEHHS
cawle dhonbronneny (dhosbru astoMiHieBOT
namiHoBaHOI nanepom Ta noslieTUIEHOM)
— ®inii «BiHnak» TOB «CTOMNYHWIA MUH>»,
YkpaiHa. 3miHun | Tuny - 3MiHW 3 AKOCTI.
["oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHUiA 3aci6.
3miHa napameTpiB cneuyndikauii Ta/abo
[OMYCTUMMX MEX NEePBUHHOI YNaKkoBK
rOTOBOrO JIiKapCbKOro 3acoby (iHLUi 3MiHK)
— OHOBNEHHA po3giny 3.2.P.7 Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3acib, a
came: BHECEHHS 3MiH A0 cneuundikaLii Ha
chonbronnery (ponbru antomiHieBoi
namiHoBaHOI nanepom Ta noslieTUIEHOM)
3a n. «WinbHicTb honbronneHy» Ta
«30BHILWHIV BAUrIAA». 3MiHW | TUNY - 3MiHK
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

3 AKOCTi. F0TOBUIA Nnikapcbkuii 3aci6.
Cuctema KoHTelHep/3aKynoptoBabHUi
3aci6. 3MiHa napameTpiB cneuudikauiii

Ta/abo fonycTMMUX MeX NepPBUHHOT
yNaKkoBKM rOTOBOTO NiKapCbKOro 3acoby

(BMNYyYEHHSI HE3HAYHOTO MOKa3HKKa
(Hanpviknag, 3acTapifioro nokasHuka)) —

OHOBNEHHSA po3gainy 3.2.P.7 Cuctema
KOHTelHep/ 3aKynoproBasibHWiA 3aci6, a
came: BUyYeHHs 3 cneuudikauii Ha
honbronneny (tosbra antomiHiesa
namMiHoBaHa nanepom Ta nonieTusieHom)
n. «Matepianu», «lpadiyHe
0)OPMNEHHS, MPaBU/ILHICTb HAHECEHHS
TeKCTy», «Po3mipy pynoHy», «LLnprHa
dhonbronneHy», «BusHauyeHHs1 HaginHOCTI
HaHeceHHs Apykapcbkux hapb Ta
3aXMCHOro faky Ha chonbry (agresis
dhrekcorpadcbkoro Apyky)», «CTilikicTb
NOBEPXHEBOTO LWapy honbrv A0 BUCOKOT
Temnepartypu (TemnepaTypHuii TecT)»,
«CkretoBaHHA 3 MBX».

ANNIA®

PO3YMH ANS iH'EKLiA,
40 mr/mn; no 0,165
M1y nonepeaHLo
3anoBHEHOMY
wnpuui; no 1
wnpudy (3anasHomy
y 6nictep) y
KapTOHHI ynakoBL;
no 0,278 mny
CKNSAHOMY (p/1aKOoHi;
no 1 conakoHy 3
hiNbTpyBanbHOW
ronkow 18 Gy
KapTOHHI ynakoBLi

Baiiep Al

HimeyunHa

BMPOBHULITBO
(BKNKOUAOUM
CTepUbHY
inbTpaLito,
HanoBHEHHS -
nepBUHHA yNaKkoBka),
BTOPMHHA yNakKoBKa,
KOHTPOb Cepil,
BiANOBiAa/IbHWIA 32
BMNyCK cepii gns
hnakoHiB,
MapKyBaHHS,
6nicTepHa ynakoBka,
cTepwnisauis,
BTOPMHHA YNakoBKa,
BMPOGHUYUIA
KOHTPO/b, KOHTPONb
AKOCTI,
BiANOBigabHUIA 3a
BUMYCK cepii ans
nonepeaHL0
3arnoBHEeHUX LINPULB:
Baviep Al', HimeuumnHa,
BepniH, HimeuunHa;
BMPOBHULITBO
Hepo3dhacoBaHoi

Himeyunna/
CLA

BHECEHHS 3MiH [10 peecTpaviliHnx
mMarepianis: 3mMiHu | TMny - 3MiHM 3 AKOCTI.
A®I|. Bupo6bHMLTBO. 3MiHW B NpoOLIECi
BUpo6HMLTBA AD| (HE3HAYHA 3MiHa Y
npoueci BupobHuutea A®l) He3HauHI
3MiHM B NpOTOKOAI kBanidpikauii poboyoro
6aHKy KIITWH LWOoA0 napameTpiB nepesipku
ineHTudhikauii 6aHky KniTuH. Hapasi
CXBaJIeHUIi MPOTOKO/ A03BOJISIE TECTyBATU
IAEHTUYHICTb KNITUHHOT NiHiT
aNbTepPHATMBHO LU/IAXOM CEKBEHYBaHHS
[OHK, Big6uTtkis AHK abo i3odhepmeHTHOro
TecTyBaHHs. Poboui 6aHkM KNiTUH ByayTb
nepeBipeHi 3a OMOMOroK BXe
3aTBEPKEHOr0 MeTOAY iaeHTUdikaw,i
KNITUHHOT NiHii cekBeHyBaHHA AHK,
meToau Bigbutkis AHK Ta
i300epMEHTHOro TeCTyBaHHS
BUMy4aloTbCA. BBEAEHHS 3MiH NpoTArom 4-
bOX MiCALiB Nicns 3aTBepAKeHHS. 3MiHu |
TMny - 3MiHK 3 akocTi. A®I. KoHTponb AdL.
3MiHa y napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha A®l, abo
BUXiHUI/NPOMIKXHWIA NpoAyKT/pearexT, Wo
BMKOPMCTOBYHOTbCS Y NpoLEeCi

3a
peyenmom

UA/12600/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

npoAyKUii, KOHTPO/b
AKOCTI
Hepo3dacoBaHOl
NPOAYKLIi:
Pep)xeHepoH
dapmacbHoTiKasc, IHK.,
CLUA;
KOHTPO/b SIKOCTI
Hepo3dgacoBaHOl
NPOAYKUIi:
€BpodiiHC NlaHkacTep
NabopaTtopis, IHkK.,
CLUA;
BMPOBOHULITBO
(BKNKOYAOUM
CTepUbHY
inbTpauito,
HanoBHEHHS -
nepBUHHA YNaKkoBka),
BMPOGHUYUIA
KOHTPO/b, KOHTPONb
AKOCTI, BisyanbHa
iHCnekuia ans
hNaKoHIB;
BMPOGHUYMIA
KOHTPO/1b, KOHTPO/b
AKOCTI, BisyasibHa
iHCnekuia ans
nonepegHLo
3anOBHEHMUX LUMPUL,B:
BetTtep ®apwma-
®epTiryHr Mm6X i Ko.
KI, HimeyuunHa;
BMPOGHMLITBO
(BKNKOYAOUM
CTEpPUNbHY
dhinbTpauito,
HanoBHEHHS -
nepBrHHA yNakoBka),
BMPOGHUYMIA
KOHTPO/1b, KOHTPO/b
AKOCTI, BisyasibHa
iHCnekuia ans
hnakoHiB Ta
nonepeAHL0
3arnoBHEHUX LINPUL,B:
BetTep ®apma-
PeptiryHr F'm6X i Ko.

BMPOGHMLUTBA ADI (iHLI 3MiHM) 3MiHU B
cneuudikauii peareHTy 10 N NaOH, sikuit
BVKOPWCTOBYETLCS B MPOLECI
BMPO6HMLTBA ADI. BBEAEHHS 3MiH
NPOTArom 4-b0X MiCALiB nicas
3aTBEPAXKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUpobHUUTBa
roTOBOrO Nikapcbkoro 3acoby (BUIy4YeHHs
HecyTTEBOro BUNpPobyBaHHA B NPoLieci
BMPO6GHMLITBA) 3MiHW B
Nn.3.2.P.3.4.KOHTPO/b KPUTUYHKX CTaLIM i
NPOMDKHOI NPOAYKLT, a came BUTyYeHHS
nokasHuka «30BHiLWHIl BUrnA4, 6)
Bi3yasibHa OLiHKa 4acToK» Ha cTagil
Formulated bulk. BBeeHHS 3MiH NPOTArom
4-b0X MiICALIB NiCNSA 3aTBEPAKEHHS. 3MiHU
| TMny - 3MiHK 3 AkocTi. API.
Bnpo6HMLTBO. 3MiHW BUNPO6yBaHb abo
[0MyCTUMUX MEX y npoueci BUpo6HMLTBA
A®I, WO BCTAHOB/EHI Y cneumdikauisx
(iHWi 3MiHW) BUAaneHHs napameTpy «LOV
lift-off volume» nig yac koHTponio,
3aCcTOBaHOro Mif Yyac BUPOBGHMLTBA
NPOMDKHOI Ajit040i Pe4oBUHM Ta Aito4oi
peyoBVHN. BBEEHHSA 3MiH MPOTAroM 4-b0oX
MicALiB nicna 3aTBepKeHHs. « 3MiHu |
MRy - 3MiHK 3 aKocTi. A®L. (HLi 3MiHW)
pefakuiiiHi 3MiHW A0 po3ainy
3.2.S.2.Mpouec BnpobHuuTBa AdPI ans
CTBOPEHHS OKPeMUX AOKYMEHTIB A1
MPOMiXHOI gjtoyoi pevosuHu (DSI) Ta
nitoyoi pevoBuHy (DS) OHOBNEHHSA
Bigbynucsa B posginax Al, S.2.2, S.2.3,
S.2.4, S.2.5. ki po3gineHi okpemo.
BBefeHHA 3MiH NPOTArom 4-box MicsuiB
nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3miHu
3 AKOCTi. FoTOBMIA NikapCbknii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3MiHW Y npoueci
BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro
3aco06y, BK/1I0HAKUM NPOMDKHUIA NPOAYKT,
LLI0 3aCTOCOBYETHCS MPW BUPOOHULTBI
roToOBOro MikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUPOOHNLTBA) HE3HAYHI
3MiHM B npoueci BupobHuutea M3, a
came BNpoBaKeHHs HOBOT Mogeni
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Kr, HimeuunHa;
KOHTPO/b SKOCTI:
Baiiep A, HimeuuuHa,
Bynneptauib,
HimeuuunHa,;
KOHTPONb AKOCTi ANs
nonepeaHL0
3arnoBHeHUX LINpuL;iB,
KOHTPO/Ib AKOCTI
(TinbKM TECT Ha
MeXaHiUYHi BK/TIOYEHHS)
Ansa NakoHis:
Baiiep Al', HimeuuunHa,
JleBepKy3eH,
HimeuunHa

opHopasoBux nakeTiB Flexsafe. Ha gaHuii
yac npy BUPOBHULITBI BUKOPUCTOBYHOTHCS
opHopasosi nakeTn Flexel film LevTech.
BBefeHHs 3MiH NpoTArom 4-box MicsLiB
nicnsa 3aTBepkeHHs. 3MiHu | Tuny - 3MiHK
3 AKocTi. A®l. KonTponb A®l. 3miHa y
MeToAax BunpobyBaHHs A®| abo
BUXIAHOrO MaTepiany/npomixkHOro
NpPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA
y npoueci BUpo6HMUTBa AD| (HEe3HaYHI
3MiHU Y 3aTBEPAKEHUX METOAAX
BUNPOoBYBaHHA) 3MiHX B NpoLeaypi
ineHTudbikauil BUXigHoOro martepiany
RXM1J ans 3amiHn aHanisy amiHoKucnoT
meTtogom HPLC Ha meTtog UPLC.
BBefeHHs 3MiH NpoTArom 4-box MicsiL,iB
nicnsa 3aTBepKeHHS.
3MiHn | TURY - 3MiHK 3 aKocTi. AdDI.
KoHTponb A®L. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTtepiany/npombKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6HuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPAKEHUX METOAAX
BMNPOOYBaHHS)

He3HauHi 3MiHM A0 KBanidikaviiiHoro
NPOTOKO/Y CTaHAAPTIB MOPIBHAHHSA LLOA0
YTOUYHEHHS NpoLieAypy NPOAOBXEHHS faTh
cepTudikauii.

BBefieHHs 3MiH NpoTArom 4-b0X MicsL,iB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3miHn
3 aKocTi. A®l. Bupo6bHULTBO. 3MiHN B
npoteci BupobHuuTea APl (HesHauHa
3MmiHa y npoueci BupobHuytea Adl)
He3HauHi 3MiHM B NpoLieci BUPOGHMLTBA
L0401 PeYOBVHN 415 BNPOBaKEHHSA
HOBOI MOAEeNi 04HOPA30BOro NakeTy
Flexsafe. Ha naHwuit yac npu BUpoGHULTBI
A®| BUKOPUCTOBYIOTLCSA OAHOPA30BI
naketu Flexel film LevTech. BeeaeHHs
3MiH NPOTAroM 4-boX MicAUiB nicns
3aTBEPAXKEHHSA. 3MiHM | TUNY - 3MiHK 3
akocTi. A®l. BupobHuLTBO. 3MiHK
BUNPOGYBaHb abo AONYCTUMUX MEX Y
npoteci BupobHuutea A®I, o
BCTaHOB/EHI y crnevumdikayisax (iHwi 3miHu)

3MiHV AONYCTUMUX MEX Y NpoLeci
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BMpOGHMLUTBa AD| acdhnibepcenTy, a came
MeXi MoYaTKOBOT LLiMbHOCTI XXUTTE3[ATHUX
KNiTUH 3MiHeHo 3 0,40-0,68 x10°
XUTTE34aTHMX KNiTuH/mn o 0,27-0,68
X108 XWUTTE3ZATHMX KNITUH/MA Ha eTani
PO3MOPOXYBaHHS GaHKy KIiTWH.
BBefeHHs 3MiH NpoTArom 4-box MicsL,iB
nicnsa 3aTBepkeHHs. 3MiHu | Tuny - 3MiHK
3 AKocTi. A®Il. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha A®l, abo
BVIXiZHWIA/MPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPO6HULTBA AP| (BUIYYEHHA HE3HAYHOTO
nokasHuka AKoCTi (Hanpuknag BUyYeHHs
3acTapifioro NokasHUKa)) - BUTyYEHHS
nokasHuKa «30BHILLHII BUrnsg, 6)
Bi3yasibHa OLjiHKa YacTok» 3i crneumdikawi
A®I. BBeieHHS 3MiH NPOTAroM 4-box
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | Tuny
- 3miHu 3 sKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpOOHMKa BMXIAHOrO/NPOMIXHOro
npoaykTy/peareHty, Lo
BUKOPUCTOBYIOTHCS Yy BUPOOHNUOMY
npoueci A®l, abo 3miHa BUpOOHMKa
(BKntovatoun, ae HeobxigHoO, Micue
npoBefEeHHs KOHTPOsIo sikocTi) APl (3a
BiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPMAKEHOMY A0CHE)(iHLWi 3MiHN)
[ofaBaHHsa AinbHUUi BioReliance Ltd.,
United Kingdom, BignosigansHoi 3a
KOHTPO/Ib SIKOCTi NPOMDDKHOI aKTUBHOT
peyoBuHM (HEO6PO6IEHOT MacH).
BBefieHHs 3MiH NpoTArom 4-b0x MicsL,iB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3miHn
3 aKocTi. A®l. Bupo6bHMULTBO. 3MiHN B
npoteci BupobHuuTea APl (HesHauHa
3miHa y npoueci BupobHuytea Adl)
He3HauHi 3MiHM B NpoLieci BUPOGHMLTBA
A®I, BHaACNIAOK BNPOBaMKEHHS
anbTepHaTUBHOI AiNbHULI, BignoBiganbHOT
3a BMPOOHULTBO Ta BUMPoOYyBaHHSA
NPOMiXHOro npoAykTy A®l.
BBefeHHs 3MiH NpoTArom 4-box MicsLiB
nicnsa 3aTBepikeHHs. 3MiHu | Tuny - 3MiHK
3 IKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
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MpoekTHWiA npocTip Ta
nicnsapeecTpaviliHiii NPoToKoN
ynpas/iHHA 3MiHaMU. BHECEHHS 3MiH, WO
nepegb6ayeHi y 3aTBepaxeHoMy NpoTOKONi
ynpaB/iiHHA 3MiHaMK (BHECEHHSA 3MiHW AN1s
6i010ri4YHOro/iMyHO/OrYHOTO NiKapCbKOro
3aco0y) BNpOBaAKEeHHSI NPOTOKONTY
ynpaBs/liHHA 3MiHaMK NicNA 3aTBEPAXKEHHS
PACMP, a came fofasaHHs HOBOI
aNbTepHaTUBHOI NiHii HANOBHEHHSA
thnakoHiB BeTTep ®apma-depTiryHr TM6X
i Ko.KI", 3a agpecoto MycsiceH 2, 88214
PeBeHcbypr, HimeuunHa. PepaxuiiiHi
YTOUHEHHS, W06 po3mexyBaTm
3aTBepKeHi hyHKLii BUpobHuKa BeTTep
dapma-depTiryHr M'M6X i Ko. KT,
HimeyuunHa Ta BeTtep ®apma-depTiryHr
'm6X i Ko. KI', PeBeHcOypr, HimeuunHa.
BBefeHHs 3MiH NpoTArom 4-box MicsLiB
nicnsa 3aTBepikeHHs. 3MiHu | Tuny - 3MiHK
3 AKocTi. A®l. BupobHuLTBO. 3MiHA
BMPOGHMKA BUXiAHOro/NpOMKHOrO
npoAayKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCSA Y BUPOBHUYOMY
npoueci Adl, abo 3miHa BUpo6HMKa
(BKtOYatoum, e HeobXxigHO, MicLe
npoBefieHHs1 KOHTPO/II0 skocTi) APl (3a
BiICYTHOCTI cepTudpikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPMKEHOMY AOCLE)(iHLWI 3MiHN)
nofaBaHHs ginbHuui Eurofins BioPharma
Product Testing Munich GmbH,
BiANOBIA&1bHOI 38 KOHTPO/b AKOCTI
MPOMiXXHOI aKTVBHOI PEYOBUHMN
(TectyBaHHa CHO AHK meTtogom MN/1P).
BBefieHHs 3MiH NpoTArom 4-b0x MicsL,iB
nicns 3aTBepmkeHHs. 3miHu Il Tuny -
3MiHu 3 sKocTi. A®l. BUpobHMLTBO. 3MiHA
BMPOGHMKA BUXIAHOro/NPOMKHOrO
npoayKTy/pearenTy, Wwo
BUKOPWCTOBYIOTHCS Yy BUPOBHNYOMY
npoueci A®l, abo 3miHa BUpOBHMKa
(Bkntovatoun, ae HeobxigHO, MicLe
npoBeAeHHSA KOHTPO AkocTi) AdI (3a
BifICYTHOCTI cepTudikara BifAnoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBepXeHOMYy f0Cbe)(3MiHa B AdI
6i0/10r4HOr0 NOXoMKeHHs1 abo BUXIAHOMY
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marepiani/peareHTi/NpoMiXKHOMY MPOAYKTI,
LLI0 BUKOPUCTOBYIOTLCA A5 BUPOOHMLTBA
6i010ri4YHOro/iMyHO/OrYHOTO NiKapCbKOro
3aco0y) BNPOBaAXEHHS a/lbTEPHATUBHOI
ninbHuui, Regeneron Ireland Designated
Activity Company, Ireland, BignosiganbHoi
3a BUPOOGHULITBO, NaKyBaHHSA, TECTYBaHHS
Ta BUNYCK cepil, AOCIMKEHHSA
cTabinbHOCTI, 36epiraHHs Ta TeCTyBaHHSA
MPOMDKHOIO NPOAYKTY, WO
BUKOPVCTOBYETLCA B NPOLECI
BMPOGHMLITBA Ail040T pevoBUHN. BBEeAEeHHSA
3MiH NPOTAroM 4-bOX MiCAUIB Micns
3aTBEPKEHHSA. 3MiHK Il TUny - 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpOsb roTOBOrO Nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3acoby (3miHa 3HaxoAuTbCS Nno3a
3aTBEPAKEHNMM JONYCTUMUMU MEXAMU
cneymdgikaLiii) 3miHa Mex cneumndikayii Ha
TepMmiH npuaaTHocTi 13 3a NOKa3HNKOM
«Yuctota» METoL0M ybTpaedekTUBHOI
piavHHOI Xxpomatorpadii. BBegeHHs 3MiH
NpoTArom 4-box MicsALIB Mic/s

3aTBEPAKEHHS.
9. | AIEPTO3AH® TabneTkn, BKPUTI AT Bonrapis AT "Codhapma” Bonrapis BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 UA/17179/01/01
nniBKOBOIO "Cocpapma" marepianis: peyenma
060/10HKO0, N0 5 Mr; 3MiHu | TUNYy - 3MiHK Woa0
no 10 TabneTtok y 6e3nekn/edeKTMBHOCTI Ta
6nicTepi; no 1 a6o 3 hapmakoHarnsgy. BeegeHHs abo 3miHu
6nictepu B [0 y3arasibHeHNX AaHnX Npo cuctemy
KapTOHHIN nauui thapmakoHarnsgy (BBefeHHs

y3arasibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
chapmakoHarnsgy; KOHTakTHoi 0cobm 3
chapmakoHarnsgy 3asBHuka ans
3[jiCHEeHHS hapmakoHarnsay B YKpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
hapMakoHarnsay (BkIHYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg,.
Litova pepakuisn: CeetnaHa Cnacosa /
Svetlana Spasova. [MponoHoBaHa
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pepakuis: Anren Anekcies / Angel
Aleksiev.
3MiHa KOHTaKTHUX AaHWNX YNOBHOBAXEHOI
0Cco6y 3as1BHMKA, BiANoBiAa/IbHOI 3a
hapmakoHarnsg.
10. | ANITEP Tabnetkv no 4 wmr; TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/17735/01/01
no 10 TabneTtok y «MIKPOXIM «MIKPOXIM>, marepianis: peyenmom
6nictepi; no 3 » YkpaiHa (lopyamyHa 3MiHu | TUNy - 3MiHK 3 akocTi. CepTudikaT
6nicTepu y nauui 3 ajfipeca BUPOGHYKa,; signosigHocTi/lE-cepTudikar
KapToHY BMPOGHMYA AiNbHULSA BiANOBIAHOCTI EBpONechbkili
(Bci cTapgji thapmakonei/MmoHorpadii. NMogaHHsA HOBOro
BMPOBHMYOrO ab0 OHOBEHOTO cepTudikaTa
npouecy); BiANOBIAHOCTI 260 BUyYEHHS
BiANoOBigabHUIA 3a cepTudpikaTa BifnoBiAHOCTI EBpoONeiiChKii
BWMYCK Cepil, He thapmakonei: ana A®l; gns BuxigHoro
BK/IHOYA0UM Marepiany/peareHTy/npomMiKHOro
KOHTpONb/BUNPOGYBaH NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
Hsa cepii); AT BMPO6HULTBI API; NSt AONOMIKHOT
«®APMAK», YkpaiHa peyoBuHM(CcepTUQIIKaT BiAMNOBIAHOCTI
(BUpPOGHMLTBO 3a €Bponeiicbkiii hapmakonei) - OHOBIEHWIA
NMOBHVM LK/IOM) cepTmdikaT Bif y)xe 3aTBepaAKeHoro
BMPOGHMKaA NOAAHHS OHOB/IEHOTO
cepTudpikaTa BifnNoBiAHOCTI EBpoONeiiChKii
chapmakonei Ne CEP 2004-284 - Rev 02
(3aTBepaxeHo: R1-CEP 2004-284 - Rev
00) ana A®| nepuHgonpuny TepT-
6yTunamiHy 3aTBEpPKEHOI0 BUPOOHMKA
ROLABO OUTSOUCING, S.L., Icnanisi.
11. | ANITEP TabneTtku no 8 mr; TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/17735/01/02
no 10 TabneTtok y «MIKPOXIM «MIKPOXIM», marepianis: peyenmom

6nicTepi; no 3
6nictepy y nauui 3
KapTOHY

»

YkpaiHa (lopuanyHa
afpeca BUPO6HYKa;
BMPOGHMYA AiNbHULSA
(Bci cTagji
BMPOBHMYOro
npoecy);
BiANoBiAa/IbHWIA 3a
BUNYyCK cepii, He
BK/IOYA0UMN
KOHTpONb/BUNPOGYBaH
Hs cepii); AT
«PAPMAK», YkpaiHa
(BUpOGHMLTBO 3a
NOBHUM LK/IOM)

3MiHu | TYny - 3MiHK 3 aKocTi. CepTudikar
BignosigHoCTI/IE-cepTucpikat
BIANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. NMogaHHsA HOBOro
ab0 OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiichkii
hapmakonei: ana A®l; s BUxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y
BUPO6HULTBI ADI; Ana AONOMDKHOT
peyoBuHM(cepTUIKaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBIEHWIA
cepTudikaT Bif yxe 3aTBepaKeHoro
BMPOGHMKA NOJaHHSA OHOB/IEHOrO
cepTudpikaTa BignoBiAHOCTI EBponeiichkii
hapmakonei Ne CEP 2004-284 - Rev 02
(3atBepaxeHo: R1-CEP 2004-284 - Rev




44

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
00) ana A®l nepuHgonpuny TepT-
6yTunamiHy 3aTBepKeHOro BUpo6HMKa
ROLABO OUTSOUCING, S.L., Icnanis.
12. | ANIbBEHS3I TabneTkv XyBasbHi €Bpo IHais IHooko Pemegic IHgis BHECEHHS 3MiH [0 peecTpaviiiHnX 3a UA/18079/01/01
no 400 mr, no 3 Naiidokep NimiTen MaTepianis: 3MiHu | Tuny - peyenmom
Tabnetkn y 6nictepi; MpaviBiT AOMIHICTPaTUBHI 3MiHW. 3MiHa
no 1 6nictepy y Niviten HallMeHyBaHHs Ta/abo agpecy 3asBHMKa
KapTOHHI kopobuy; (BnacHvika peecTpauiiiHoro NocBigYEHHs).
no 1 rabnetujy 3MiHa agpecy 3anBHMKa
6nicTepi; no 3
6nictepu y
KapTOHHI Kopo6Lii
13. | A/ibbYBEH PO34uH ANs iHdysil TOB YkpaiHa TOB "BIO®APMA Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnX 3a He UA/15875/01/01
10 %; no 50 mn, 100 | "BIO®APMA MNA3MA" Marepianis: yTOUHEHHA peecTpauiiiHoi peyenmom | nidssieae
My donakoHi; no 1 MNA3SMA" (B1pOGHMLTBO, npoueaypv B Hakasi MO3 YkpaiHu Ne

hnakoHy y nauui 3
KapTOHY

nepBuHHe Ta
BTOPWHHE MakKyBaHHS,
KOHTPO/b SIKOCTI,
BUMYCK Cepiid)

1470 Bip 21.08.2024 B npoueci
BHECEHHSA 3MiH - 3MiHu | Tuny - 3miHn 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
KOHTpO/b roTOBOrO Nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
A0MNYCTUMUX MEX FOTOBOTO NiKapCbKoro
3ac00y (3BY)XEHHS [ONYCTUMUX MEX) -
3MiHa KpUTepito NPUIAHATHOCTI ANA

nokasHuka «Cknag, 6inkiB». 3aTBepaKeHo:

He 6inbLue 5% 6inkiB MOXyTb
BiAPI3HATMCA Bif anbbyMiHy 3a
€en1eKTPodOPETUYHOK PYX/IMBICTHO.
3anponoHoBaHo: He 6inbLie 4% 6inkis
MOXYTb Bifipi3HATUCA Bifg, albOyMiHy 3a
€n1eKTPodIOPETUYHO PYX/IMBICTHO.
PepakuiiHi OHOBNIEHHA PO34iMiB fOCLE
2.3.P.1,23.P.5.1,23.P.56,3.2P.1,
3.2.P.5.1,3.2P.52, 32P.5.6.
Y3rofpxeHHs po3ainy FkicHui Ta
KiNbKiCHWI cknag, nikapcbkoro 3acoby B
PeecTpaujiiHomy nocsig4yeHHi 3
3anpornoHoBaHyM OnNMcom cknagy 6inka B
IHCTPYKLUT ANA MeANYHOro 3acTOCyBaHHS,
a TakoX gofdasBaHHs o posginy MKA
«Cknag» iHdopmauii woao BmicTy
anbBOyMiHy (*BMICT a/ibOyMiHY HE MeHLUe
96% Bif 3arasibHOro 6inka). 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYyBaHHA NikapcbKkoro 3acoby Ao
po3sginy "Cknag" Ta A0 KOpOTKOi
XapakTepucTuky NikapcbKoro 3acoby Ao
po3gainy "2. FAKicHWiA | KinbkicHWiA cknan” 3
BiANOBIAHUMY 3MiHAMW B TEKCTI
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MapKyBaHHS YNakoBOK NiKapCbkoro
3aco6y. TepMiH BBeAEHHS 3MiH NPOTSAroM
3 micsuis nicns 3aTBepaKeHHs. 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu) - 3MiHK
BHECEHO 10 IHCTPYKL,i 415 MeaNyHOro
3acToCyBaHHSA Nikapcbkoro 3acoby Ao
po3ainis “/likapcbka dopma”,
"®apmakonoriyHi BnactusocTi”,
"MpoTunoka3saHHa", Baemogia 3 iHW1MK
nikapcbk1MK 3acobamMu Ta iHLWi B1uam
B3aemogiit”, "Ocob6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BariTHoOCTi abo
rogyBaHHs rpyaat”, "Cnocio
3acTocyBaHHsA Ta fo3n", "lMokaszaHHA",
"MepepnosyBaHHs", "Mo6GiyHI peakuii”,
"YMoBWM 36epiraHHsa", "HecyMicHicTb" Ta A0
KOPOTKOI XapakTepUCTUKU NikapCbKOoro
3acoby go posginis "3. Nlikapcbka hopma”,
"4.1. TepaneBTUYHI NokasaHHsA", "4.2. lo3n
Ta cnoci6 3actocyBaHHs", "4.4.
MpoTtunokasaHHs", "4.5. OcobnuBi
3acTepexeHHs Ta 3anobikHi 3axoau npu
3acTocyBaHHI", "4.6. B3aemogisa 3 iHW1MK
nikapcbkMmn 3acobamu Ta iHWi BUuam
B3aemogiit”, "4.7. 3acTocyBaHHs Mig yac
BariTHOCTI Ta rogyBaHHs rpygar”, "4.8.
Bnnve Ha 3a4aTHICTb KepyBaTh
TpaHcnopTHUMK 3acobamun abo
npauoBaTtu 3 iHWYMN aBTOMaTU30BaHMM
cuctemamu”, "4.9. MobiuHi peaxuii’, "4.10.
MepepnosyBaHHA" "5.1. PapmakogmHaMiyHi
BnacTmsocTi", "5.2. ®apMakoKiHETUYHI
BnactmsocTi", "5.3. [JOK/iHiYHI AaHi 3
6e3nekn”, "6.1. [JoNOMixHi pe4yoBUHN",
"6.2. "OCHOBHI BMNaAKn HeCYMiCHOCTI",
"6.4. Oco61Bi 3an06iXHI 3axoau Npu
36epiraHHi”, "6.5. Tun Ta BMICT NEPBUHHOT
ynakoBkn", "6.6. OcobumBi 3ano6ixHi
3ax04M WoAo yTuaisadii Ta iHworo
NOBOMKEHHSA" 3 BifNOBIiAHUMMN 3MiHAMU B
TEKCTi MapKyBaHHs1 YNakoBOK /iKapCbKOro
3aco0y, a TakoX BUNYyHAETLCA TEKCT
MapKyBaHHS YNakoBOK Nikapcbkoro 3acoby
POCiiiCbKOI0 MOBOIO 3riHO 3 MaTepianamu
peecTpaLiiHoro A0CbE LWOAO OHOB/IEHHS
iHbopMmauii 3 6e3nekun Aityoi pevyoBuHY 3
METOI akTyanisauji, ctaHgapTu3aui,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

rapmoHi3auji 4aHvx BignoBigHO A0
Guideline on core SmPC for human
albumin solution
(EMA/CHMP/BPWP/494462/2011/Rev.3).
YTOUYHEHHS (hopMy IOBaHHS KpUTEpIiB
NPUAHATHOCTI 32 NOKAa3HUKOM «Onunc.
TepMmiH BBEEHHS 3MiH NPOTArom 3 MicsuiB
nicnsa 3aTBepxeHHs. B npoueaypi
3asIBHUKOM TaKOX HaJaHO OHOB/IEHWI
MnaH ynpaBniHHA pu3vkamu Bepcis 3.1.
3MiHM BHECEHO [0 YacTuH: | «3aranbHa
iHdbopmauis», I «Cneundikauis 3
6e3nekn» (mogyni Cll «[lokniHiyHa
YyacTuHa cneumdikauii 3 6esnekun», Clil
«EKcnosunuis naujieHTis, 3au1y4eHnx 4o
KMiHiYHUX BUNpo6yBaHb», CIV «[Monynsuii,
AKi He BUBYAUIUCh Nif, Yac KNiHIYHUX
BMNpo6yBaHb», CV «[licnapeectpauiliHnii
pocsig», CVIl «lgeHTudikoBaHi Ta
NOTEHLiHI pr3nKn»), V «3axoau 3
MiHimi3auii pusukie», VI «Pestome nnaHy
ynpasniHHA pu3nkamu» VIl «JoaaTkus»
(mopatok 2) y 38’A3Ky 3 KOperyBaHHAMM
iHchopmawii Ta OHOBNEHHAM NoKa3aHb Ta
PYTUHHMX 3ax0A4iB 3 MiHiMi3aL,i pu3vkiB Ha
nigcTasi OHOBMEHOr0O BiANOBIAHO
Guideline on core SmPC for human
albumin solution
(EMA/CHMP/BPWP/494462/2011/Rev.3)
NPOEKTY IHCTPYKLIT 418 MeguyHoro
3acTocyBaHHsa. Pe3tome Mnaxy
ynpaBsniHHA pu3nkamm Bepcis 3.1
[0a€ETbCA.

14.

ANNbBYBEH

PO34uH ANs iHdys3il
20 %; no 50 mn, 100
My donakoHi; no 1
chnakoHy y nauui 3
KapTOHY

TOB
"BIO®PAPMA
MAA3MA"

YkpaiHa

TOB "BIOPAPMA
MNA3MA"
(B1pO6HMLTBO,
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b SIKOCTI,
BUMYCK Cepild)

YkpaiHa

BHECEHHS 3MiH [0 peecTpavyiiiHnX
Marepianis: yTOUHEHHSA peecTpauiiiHoi
npoueaypv B Hakasi MO3 YkpaiHu Ne

1470 Big 21.08.2024 B npoueci
BHECEHHS 3MiH - 3MiHu | Tuny - 3miHK 3

AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
KOHTpO/b roTOBOrO Nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
O0NYCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco6y (3BYXXEHHS JOMYCTUMUX MEX) -

3MiHa KpUTepito NPUIAHATHOCTI ANA

nokasHuka «Cknag, 6inkiB». 3aTBepaKeHo:
He 6GinbLie 5% 6inkiB MOXyTb
BiAPI3HATUCSA Bif anbbyMiHy 3a
eN1eKTpPOdIOPETUYHOK PYX/IMBICTHO.

3a
peyenmom

He
nionsieae

UA/15875/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

3anponoHoBaHo: He 6inbLie 4% 6inkis
MOXYTb Bifpi3HATUCA Bif a/ibOyMiHy 3a
eneKTpodIOPETUYHO PYX/IMBICTIO.
PepakuiiHi OHOBNIEHHSA PO34iMiB JOChE
2.3.P.1,23.P.5.1,23P.5.6,3.2P.1,
3.2P5.1,32P52, 32P56.
Y3ropxeHHs po3ainy FkicHuin Ta
KiNbKiCHWIA cknag nikapcbkoro 3acoby B
PeecTpauiiHomMy nocBigyeHHi 3
3anporoHoBaHM OnNMcom cknagy 6inka B
IHCTPYKLU|T A8 MeANYHOro 3acTOCyBaHHS,
a TakoX gofasaHHs go posginy MKA
«Cknagy» iHchopmawii LWoao BmicTy
anb6yMmiHy (*BMICT anlbbyMiHy He MeHLUe
96% Bif 3arasibHOro 6iska). 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA MikapcbKkoro 3acoby Ao
po3sginy "Cknaa" Ta A0 KOPOTKOi
XapakTepucTuKy NikapcbKoro 3acoby Ao
po3ainy "2. FKicHWiA i KinbkicHWiA cknag” 3
BiANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK NiKapCbKoro
3aco6y. TepMiH BBeAEHHS 3MiH NPOTSAroM
3 micsuis nicns 3aTBepaKeHHs. 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHu) - 3MiHK
BHECEHO 10 IHCTPYKL,i 415 MeauyHOro
3acToCcyBaHHSA Nikapcbkoro 3acoby Ao
po3ainis “/likapcbka dopma”,
"®apmakonoriyHi BnactnsocTi”,
"MpoTunnoka3saHHa", Baemogia 3 iHWK1MK
nikapcbk1MK 3acobamMu Ta iHWi B1uam
B3aemogiit", "OcobMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiod BaritTHoOcTi abo
rogyBaHHs rpyaato”, "Cnocio
3acTocyBaHHsA Ta fo3n", "lMokaszaHHA",
"Mepepno3yBaHHsa", "MNo6GiyHI peakuii”,
"YMoBWM 36epiraHHs", "HecyMicHicTb" Ta A0
KOPOTKOI XapakTepUCTUKKN NikapCbKoro
3acoby go posginis "3. Nlikapcbka chopma”,
"4.1. TepaneBTUYHI Noka3zaHHsA", "4.2. lo3n
Ta cnoci6 3actocyBaHHs", "4.4.
MpoTtunokasanHs", "4.5. OcobnuBi
3acTepexeHHs Ta 3anobikHi 3axoau npu
3acTocyBaHHI", "4.6. B3aemogia 3 iHW1MK
nikapcbkMmn 3acobamu Ta iHWi BUuam
B3aemogiit”, "4.7. 3acTocyBaHHs Mig vyac
BariTHOCTI Ta rogyBaHHs rpyaa", "4.8.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

Bnnve Ha 3aaTHICTb KepyBaTh
TpaHcnopTHUMK 3acobamun abo
npauoBaTtu 3 iHWYMN aBTOMaTU30BaHMM
cuctemamu”, "4.9. MobiuHi peaxuii’, "4.10.
MepepnosyBaHHA" "5.1. PapmakogmHaMiyHi
BnacTmsocTi", "5.2. ®apMakoKiHETUYHI
BnactmsocTi", "5.3. [JOK/iHiYHI AaHi 3
6e3nekn”, "6.1. [JoNOMixHi pe4yoBUHN",
"6.2. "OCHOBHI BMNaaKN HeCYMiCHOCTI",
"6.4. Oco61Bi 3an06iXHI 3axoau Npu
36epiraHHi”, "6.5. Tun Ta BMICT NEPBUHHOT
ynakoBkn", "6.6. OcobumBi 3ano6ixHi
3ax04M WoAo yTuaisadii Ta iHworo
NOBOMKEHHSA" 3 BifNOBIiAHMMMN 3MiHAMU B
TEKCTi MapKyBaHHs1 YNakoBOK /iKapCbKOro
3aco0y, a TakoX BUNYyHAETLCA TEKCT
MapKyBaHHS YNakoBOK Nikapcbkoro 3acoby
pOCiiiCbKO0 MOBOIO 3riHO 3 MaTepianamu
peecTpaLiiHoro A0CbE LWOAO OHOB/IEHHS
iHbopmauii 3 6e3nekun Aityoi pevyoBuHY 3
MeTO akTyanisauji, ctaHgapTu3aw;i,
rapmoHi3auji 4aHvx BignoBigHO A0
Guideline on core SmPC for human
albumin solution
(EMA/CHMP/BPWP/494462/2011/Rev.3).
YTOUYHEHHS (hOpMy IOBaHHS KpUTEpIiB
NPUAHATHOCTI 32 NOKa3HUKOM «Onunc.
TepMmiH BBEEHHS 3MiH NPOTArom 3 MicsuiB
nicna 3aTBepAxeHHs. B npoueaypi
3a5IBHUKOM TaKOX HaJaHO OHOB/IEHWIA
MnaH ynpaBniHHA pu3vkamu Bepcis 3.1.
3MiHM BHECEHO [0 YacTuH: | «3aranbHa
iHdbopmauis», Il «Cneundikais 3
6e3nekn» (mogyni Cll «[lokniHiyHa
YyacTuHa cneumdikauii 3 6esnekun», Clil
«EKcnosunuis naujieHTis, 3as1y4eHnx go
KMiHiYHUX BUNpo6yBaHb», CIV «[Monynsuii,
AKi He BUBYQUIUCh Nif, Yac KNiHIYHUX
BMNpo6yBaHb», CV «[icnapeectpauiliHnii
pocsig», CVIl «lgeHTudikoBaHi Ta
NOTEHLiVHI pr3nKn»), V «3axoau 3
MiHimi3auii pusukie», VI «Pestome nnaHy
ynpaBniHHa pu3nkamu» VIl «JoaaTkms
(oopatok 2) y 38’A3Ky 3 KOperyBaHHAMM
iHchopmawii Ta OHOBNEHHAM NoKa3aHb Ta
PYTUHHMX 3ax0A4iB 3 MiHiMi3aL,i pu3vkiB Ha
nigcTasi OHOBMEHOr0O0 BiANOBIAHO
Guideline on core SmPC for human
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
albumin solution
(EMA/CHMP/BPWP/494462/2011/Rev.3)
NPOEKTY IHCTPYKLIT 418 MeguyHoro
3acTocyBaHHsa. Pe3tome Mnaxy
ynpaBsniHHA pu3nkamm Bepcis 3.1
[0a€ETbCA.
15. | AIbBYHOPM po3uunH Ang iHdysiid, | OxTadapma ABcTpist BMPOGHMUK, AscTpisi/ BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a UA/17703/01/01
20 % 200 r/n; no 50 mn dapmaLesT BiANoOBigabHUIA 3a Lseuis/ mMartepianis: peuyenmom
a6o 100 mn po3unHy nKa BMPOGHMLTBO in-bulk, ®paHuia/ TexHi4yHa nomurika (3rigHo Hakasy MO3
y chnakoHi, no 1 MpopyKTioHC NepBUHHY YNakKoBKY, HimeuunHa Big 23.07.2015 Ne 460). BunpasneHo
hNakoHy y rec. Mm.6.X. KOHTPO/b AKOCTI, TEeXHi4YHY NOMUIKY B TEKCTI MapKyBaHHS

KapTOHHI Kopo6Lyi

BTOPVHHY YNaKoBKY,
Bi3yasibHa iHCnekuis,
MapKyBaHHS, BUNYCK

cepii: Oktachapma
dapmaueBTmKa
MpoaykTioHcrec.
M.6.X., ABCTpisi;
BMPOGHUK,
BiANOBigaIbHUIA 3a

BMPOGHMLTBO in-bulk,

NepBUHHY YNakoBKy,
KOHTPO/b SIKOCTI,
BWNYCK Cepil:
OkTadhapma AB,
LLIBeLisi; BUPOGHUK,
BiANOBIAaIbHNIA 3a
BMPOGHMLTBO in-bulk,
NepBUHHY YNakoBKy,
KOHTPO/b SIKOCTI,
BWNYCK Cepil:
OxTachapma, dpaHLis;
BUPOBHMK,
BiANoBiAa/IbHWIA 3a
BUPOGHMLTBO in-bulk,
NepBUHHY YNaKoBKy,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
OkTadhapma
MpogaykTioHcrecenwa
T doitunaHg m6X,
HimeuyunHa; BUpOBHUK,
BiANoBiAa/IbHWIA 3a
Bi3ya/lbHWiA KOHTPO/b,
MapKyBaHHs Ta
BTOPWHHY YNakoBKY:
Oktadapma [eccay
'M6X, HimeyunHa

yNakoBOK NiKapCbKoro 3acoby, a came:
MOBEPHYTO YaCTUHY MonepeAHbO
3aTBEPAKEHOTO TEKCTY MapKyBaHHS
yMakoBOK MiKkapCbKoro 3acoby ans
BMpo6HMKa OkTadhapma
MpopykTioHcrecenwadT AoiunaHg moX,
HimeuunHa. 3a3HayeHe BMNpaBneHHA
BiANOBigae maTepianam peecTpauiiiHoro
[OCbE.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayjiliHo2o

nocsio4YeHHs

16.

ANNbBYHOPM
25 %

PO34uH NS iHdys3il,
250 r/n; no 50 mn
a6o 100 mMn po3unHy
y chnakoHi, no 1
(hNakoHy B
KapTOHHi Kopobuj

OxTadapma
dapmaLesT
nka
MpopykTioHC
rec. m.6.X.

ABcTpist

BMPOGHMUK,
BiANOBigabHUIA 3a
BMPOGHMLTBO in-bulk,
NepBUHHY YNakoBKy,
KOHTPO/b SKOCTI,
BTOPWHHY YNaKoBKY,
Bi3yasibHa iHCnekuis,
MapKyBaHHS, BUNYCK
cepii: OkTachapma
PapmaLeBTnka
MpoaykTioHcrec.
M.6.X., ABCTpis;
BMPOGHMUK,
BiANOBigabHUIA 3a
BMPOGHMLTBO in-bulk,
NepBUHHY YNakoBKy,
KOHTPO/b SKOCTI,
BUNYCK cepil:
OkTadhapma AB,
LLIBeLisi; BUPOGHUK,
BiiNOBIgaNbHUIA 3a
BMPOGHMLTBO in-bulk,
NepBUHHY YNakoBKy,
KOHTPO/b SIKOCTI,
BVNYCK Cepil:
Oxktathapma, dpaHLis;
BUPOBHUK,
BiANOBiAa/IbHWIA 32
BMPOGHMLTBO in-bulk,
NepBUHHY YNakoBKy,
KOHTPO/1b SIKOCTI,
BUNYCK cepil:
Oktadapma
MpogaykTioHcrecenwa
T doitunaHg m6X,
HimeuyunHa; BUpOBHUK,
BiANOBiAa/IbHWIA 32
Bi3yas/lbHWiA KOHTPOSb,
MapKyBaHHS Ta
BTOPWHHY YNakoBKY:
Oktadhapma [eccay
'M6X, HimeyunHa

AscTpisi/

Lseuis/

®paHuia/
HimeuunHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis:

TexHiYHa nomunka (3rigHo Hakasy MO3 Bif
23.07.2015 Ne 460). BunpaBrieHo TeXHIYHY
NMOMW/IKY B TEKCTi MapKyBaHHS ynakoBOK
nikapcbKoro 3acoby, a came: NOBEPHYTO
YacTuHY nonepeaHbO 3aTBEPLKEHOT0
TEKCTY MapKyBaHHS yNakoBOK NikapCbKoro
3acoby ans supobHuka OkTachapma
MpopykTioHcrecenwadT AonunaHg moX,
HimeuunHa. 3a3HayeHe BUNpaBAeHHs
BiNOBifA€E MaTepianam peecTpaviiiHoro
[OCbE.

3a
peuyenmom

UA/17703/01/02

17.

ANb®OPT
JEKCA

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKOI0, M0 25
mr; no 10 TabneTok
y 6nictepi, no 1, 2
abo 3 6nictepu B

JenbTta
Megiken
[MpomoyLH3
Al

LlBeiiuapis

ABJI IBPAXIM Inau
CaHai Be TigpxapeTt

TypeuyunHa

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis:
3MiHW | TUny - 3MiHK 3 AKoCTi. FoToBWMi
nikapcbknii 3aci6. KOHTponb roToBoro
nikapcbkoro 3acoby (iHWwi 3MiHu)
OHOBJ/IEHHS BXE 3aTBEPMKEHNX MEeTOAiB

3a
peyenmom

UA/13805/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
KapTOHHI Kopo6Lyi KOHTPOJI0 SIKOCTI Jlikapcbkoro 3acoby, a
came: BUKNAAEHHS TEKCTY AePXaBHO
MOBOIO 3TifJHO Cy4aCHUX BUMOT
18. | AMBPOKCOI/- Kancysnm TOB «TeBa YkpaiHa Mepkne F'm6X, Himeuunna/ BHECEHHS 3MiH [0 peecTpaviiiHnX 6e3 nionsiza UA/1853/01/01
TEBA NPOJIOHroBaHoI Al YkpaiHa» HimeuunHa (nepeuHHa | LUBeiuapis/ marepianis: 3miHu | Tuny - peyenma €
TBEpAi no 75 mr; no Ta BTOPUHHA EcTtoHis AfMiHiCTpaTMBHI 3MiHU. 3MiHa
10 kancyn y yrakoBKa, KOHTPO/Tb HalilMeHyBaHHs Ta/abo agpecu Micus
6nictepi; no 1 cepii; f03BiN Ha NPOBaPKEHHS AIS/IbHOCTI
6nicTepy y Kopoobui BUMYCK Cepii); BMPOGHMKa/imnopTepa rotosoro
BMPOGHMLITBO NiKapCbKOro 3acoby, BKIHOYAKUN [i/TbHAL
Hepo3dhacoBaHOl BUNycKy cepii abo MicLie NpoBefeHHs
NpPOAYKLii Ta KOHTPO/b KOHTPO/IO AKOCTI. (ZisNIbHICTb, 3a Ky
cepil (di3nKo-XiMiuHi BiANoBigae BUpoGHuK/imnopTep,
BUNPOBYBaAHHS): BK/IO4at0UM BUMYCK cepiid) 3MiHa Ha3Bu Ta
AuvHo ®apma AT, agpecy BMpo6Huka M3 3 AumHo EcToHis
LLiBeiiuapis; (Hama, 556, Munea, paiioH Munea, 63308,
KOHTPO/b Ccepil: EcToHis)/Acino Estonia (Jaama 55b,
YHTEP3YXYHICIHCTUTYT Polva, Polva country, 63308, Estonia) Ha
Xennenep, AuuHo EcToHia OY (Byn. flama, 556, micTo
HimeyunHa,; Munea, paiioH Munea, 63308,
nepBrHHa Ta EcToHis)/Acino Estonia OU (Jaama Tn
BTOPUHHA YNaKoBKa, 55b, Polva Linn, Polva Vald, 63308,
[03BiN Ha BUNYCK Estonia) 3 MeTol0 NpuBeAEeHHS Y
cepii: BIANOBIAHICTb A0 cepTudikaty GMP.
AumHo EcToHis OY, 3MiHU BHECEHO B IHCTPYKLil0 A1
EcToHis MeAUYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby y po3ginv "BupobHuk" Ta
"Micue3HaxomkeHHs! BUPO6HMKa Ta
afpeca MicLsi NPoBapKeHHs Moro
OisnbHOCTI" 3 BIANOBIAHUMY 3MiHAMVY B
TEKCTi MapKyBaHHS ynakoBOK. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 MicALiB nicns
3aTBEPAKEHHS.
19. | AMBPOKCOI/- cupon, 15 mr/5 mn; TOB «TeBa YkpaiHa Mepkne 'm6X, HimeyunHa BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 nionsea UA/1853/02/01
TEBA no 100 mny YkpaiHa» HimeyunHa MaTepianis: 3MiHuM | TUNY - 3MiHW 3 AKOCTI. peyenma €

dhnakoHi; no 1
hnakoHy pasom i3
MipHUM
CTaKkaH4MKoM y
Kopoo6Li

([Jo3Bin Ha BUNycCK
cepii; Bupo6H1LTBO
Hepo3dghacoBaHOl
NpoAyKLii, NnepBUHHa
Ta BTOpPVHHA
ynakoBka, KOHTPO/1b
SIKOCTI);
AnbTepHaTUBHUIA
BUPOBHMK
BiANOBIAabHNIA 3a
KOHTpO/b cepil
(di3nko-ximiyHi
BMNPOBYBaHHSA):

[oTOBWIA Nikapcbkumit 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
MeToAax BUNPobyBaHHA rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM y meTogax
BMNpo6yBaHb (BK/OYaUM 3amiHy abo
[OMOBHEHHS)). BunyyeHHs meToamkm TLUX
Ans igeHTudikalii ambpokcony
rigpoxopuay Npu BAMYCKy Ta 3aMiHa Ha
MeToamky BEPX — Yo (D - 02559501).
BBefeHHs 3MiH NpoTarom 6-T1 Micauis
nicnsa 3aTBepakeHHs. 3MiHu | Tuny - 3MiHK
3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO MiKapcbKoro 3acooby.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

HHAC Na6op O-p
Xolicnep Mv6X,
HimeuunHa

3MiHa y MeTofax BUNpobyBaHHA rOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHW y MeTogax
BMNpoGyBaHb (BK/OYaoum 3amiHy abo
[OOMOBHEHHS)). [JONOBHEHHS fOCbE
aHaniTMyHo MeToavko BEPX ans
ineHTUdDiKauil Ta KiflbKiCHOro BU3HaYeHHs
KMcnotn 6eH301HOT B /13 yepes 3MiHy
cknagy INa3. aHa MeToAuMKa Ta YMHHa
MeToAMKa ifeHTUdIKaLii Ta BUSHAYEHHSA
KifIbKiCHOro BMICTy ambpokcony
rigpoxnopugy (D - 02208504) 6ynu
06'eHaHi B ogHOMY flokyMeHTi (D -
02559501). OHOBNEHHS YNHHOT METOAVKN
BK/IIOYAE HACTYMHI 3MiHU: AofAaHO
ifeHTudikaLito Ta BUSHAYEHHS KiflbKiCHOro
BMICTY KMC/IO0TV GEH30MHOI (3MiHN B
NpuUroTyBaHHi BUNPOBYBaHOro PO3yunHY,
PO34MHY NOPIBHAHHSA 1, 3a3Ha4YeHO
LOBXUHY XBUi 227 HM A1 KUCNOTH
6EeH30/MHOI, f,0laHO Yac YTPUMaHHS);
[0[aHO cMCTeMaTUYHI Ha3BM LOMILLIOK ;
BWYYEHHS BKa3aHHS KoedilieHTy Biaryky
(«mix 0,8 Ta 1,2») yepes BiACYTHICTb
noTpebun npu po3paxyHky. PesakuiliHi
npasku. BunyueHHsa metoguku TLWX ana
ineHTuchikauil ambpokcony rigpoxnopuay
npuyBMNYCKy Ta 3amiHa Ha meTofuky BEPX
— Yo (D - 02559501). BBegeHHs 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPAXKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKocTi. [OoTOBWIA Nikapcbknii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugatHocTi abo ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHS
TepMiHy NpuAaTHOCTI TOTOBOrO
nikapcbKoro 3acoby) - MNicna nepLuoro
pO3KpUTTA (MiATBEPAKYETLCSA AAHUMUN
peasibHOro 4yacy). 36iNbLUeHHA TepMiHY
npuaaTHOCTI NicNs NepLUIoro BIAKPUTTA A0
12 micsliB BHACNiAOK A0AaBaHHS KMCNOTU
6GEeH30MMHOI 10 cknagy (3aTBepaKeHo: 2
TWXKHS NICNSA NEPLUOro BigKPUTTA ch/iakoHy)
BHECEHO B iHCTPYKL,iO 419 MEANYHOIO
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3gin "TepMiH npugatHocTi" 3
BiANOBIAHMMMN 3MiHAMU B TEKCTI
MapKyBaHHS ynakoBku. BBegeHHs 3MiH
npoTArom 6-tm Micauis nicns
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

3aTBEpMKEHHS. 3MiHM | Tuny - 3MiHK 3
AKocTi. FO0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOOHWLITBA FOTOBOTO JliKapPCbKOro
3aco0y, BK/oYatouy NPOMKHUA NPOAYKT,
LLIO 3aCTOCOBYETLCS NP BUPOBHULTBI
rOTOBOrO Jlikapcbkoro 3acoby (He3HauyHa
3MiHa y npoueci BUpo6HULTBA). He3HauHi
3MiHM B Onu1Ci BUpO6HMYOro npouecy ( Ha
eTanax 3-4 BUpO6HMYOro NpoLecy B onucy
KiNbKOCTi NPONiNEHrNiKo foaaHo «part
of» «the rest of», a notouHa Temneparypa
BKas3aHa [/19 BOAU OUYMLLEHOI, pefakuiliHi
npasku fo p. 3.2.P.3.3.0n1Mc BUPO6GHMYOro
npoLecy Ta KOHTPOJI0 NPoLecy .
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB
nicnsa 3aTBepikeHHs. 3MiHu | Tuny - 3MiHK
3 AkoCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHM BUNpo6yBaHb abo
[OMYyCTUMUX MEX, BCTAHOBNEHWX Y
cneuudikauisix, nig yac BUpobHULTBA
rOTOBOrO J1iKapCbkoro 3acoby (BUIy4eHHs
HecyTTeBOro BUNpobyBaHHA B Npoueci
BMPOGHULITBA). BunyyeHHss BUNpobyBaHHS
CMaKy Ta He3HauHi BUMpaB/IeHHs 3
KOHTPO/II0 Nif Yac BUPOBHMLTBA.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3miHn
3 AKOCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHW BUNpO6yBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHVX Y
crneundikalisx, nig yac BUPo6GHULTBA
roTOBOrO NikapCbKOro 3acoby (BUTy4YeHHs
HecyTTeBOro BunNpobyBaHHsA B Npoueci
BMPOGHUUTBA). BunyyeHHs BUNpobyBaHHSA
Ha igeHTUdiKaLito Ta He3HauHi
BUNPAaB/IEHHS 3 KOHTPO/IIO Nif yac
BMPOGHULTBA, OCKINbKM NepeBsipka
BUXIiZHNX PEYOBUWH 34iACHIOETLCS Nepeg, ix
BUKOPVCTaHHAM 3a [0NOMOro
iAeHTUpiKauiiHOro MapKyBaHHs.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmKeHHs. 3miHu Il Tuny -
3MiHK 3 sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
Onuc Ta cknag. 3miHa y cknagi
(mOMOMDKHNX peyoBMHAX) rOTOBOro
nikapcbKoro 3aco6y (iHLWi AONOMKHI
peyoBUHM) - AKICHI @60 Ki/IbKICHI 3MiHK
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Bupo6HuK

PeecmpayjiliHa npoyedypa

Bionycky

Peknam
yBaHHS1

Ymosu

Homep
peecmpayjiliHo2o
nocsio4eHHs

Ne Hassa
n/n JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

LLLOA0 OAHIET ab0 AEKINbKOX AONOMIKHMX
PEYOBUH, SIKi MOXYTb 3HAYHO BM/IMHYTU HA

HimeyunHa

®pe3seHiyc Kabi

6e3neky, AKicTb ab0 etheKTUBHICTb
roToBOro Nikapcbkoro 3acoby. [lofasaHHs
[0 BUPOBHNYOT ChOpMy N KOHCEPBaHTa
Ans 3abe3neyeHHs Heob6XiaHOT
Mikpob6ionoriyHoi sikocTi MN3, (KinbkicTb
BOAMW 3MEHLLEHO [/151 KOMMeHcavji macw).
[o onucy BUpo6HMYOro npoLiecy AoAaHo
KNCNOTYy 6EH30/HY.
BHECEHO B iHCTPYKL,it0 419 MEANYHOIO
3acTocyBaHHSA NikapcbKoro 3acoby y
po3gin "Cknag" (4oNoMikHI pe4yoBuHM) 3
BiANOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS yNakoBku. BBeeHHs 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:

3a
peyernmom

UA/10432/01/02

20. | AMIHOBEH
10%

PO3unH ANs iHdys3il
no 500 mny
hnakoHax

dpeseHiyc
Kabi

Loiunang
m6X

HimeyunHa

AscTpia 'M6X

®peseHiyc Kabi

3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnx Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
chapmakoHarnsgy; KOHTakTHoi 0cobm 3
chapmakoHarnsgy 3asBHuka ans
3[jiCHEeHHS hapmakoHarnaay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
hapMakoHarnsay (BkIHYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHuka gns
3[jiCHEHHS1 hapMakoHarsay B YKpaiHi.
BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:

3a
peyermom

UA/10432/01/03

21. | AMIHOBEH
15%

PO3uunH ANs iHdys3il
no 500 mny
hnakoHax

dpeseHiyc
Kabi
[Loiunang
m6X

ABcTpis TM6X

3MiHu | TUnNYy - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3MiHu
[10 y3aranibHeHNX AaHnx Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHux Npo cucTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT

0Ccobw, BignoBigasbHOI 3a 34jiACHEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

chapmakoHarnsgy; KOHTaKTHoi 0cobm 3
chapmakoHarnsgy 3asBHuka gns
3pjiicCHeHHs chapmakoHarnagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT
ocobu, BignoBifanbHOI 3a 34iACHEHHS
hapmakoHarnsay (BkIHYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOI ocobu 3
chapmakoHarnsgy 3assHuka gis
3[jiCHEHHS1 hapMakoHarsay B YKpaiHi.

22,

AMIHOBEH
IHPAHT 10 %

PO3unH ANs iHdys3il;
no 100 mn a6o no
250 mMn 'y dhnakoHax

dpeseHiyc
Kabi

Loiunang
m6X

HimeyunHa

®pe3seHiyc Kabi
AscTpia 'M6X

AscTpis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:

3MiHu | TUNYy - 3MiHK Woa0

6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) OHOBEHHS
TEKCTY MapKyBaHHsI NEPBUHHOI YNakoBKy
nikapcbkoro 3acoby (no 100 mn Ta no 250

M),

3a
peyernmom

UA/4585/01/01

23.

AMIHOBEH
IHOAHT 10 %

PO34uH ANst iHQY3ild;
no 100 mn abo no
250 mMn 'y hnakoHax

PpeseHiyc
Kabi
Loliunang,
m6X

HimeyunHa

®pe3seHiyc Kabi
AscTpia FTM6X

ABCTpis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHu | TUNy - 3MiHK Wwoa0
6e3nekn/ed)ekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHst abo 3miHu
[0 y3araslbHEHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT
ocobu, BignoBigasibHOT 3a 3AiCHEHHS!
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asaBHuka gis
3[jiCHEHHSs1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
0co6w, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsaay (BkNoYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHUX A@HNX KOHTaKTHOT 0cobu 3
hapMakoHarnsgy 3asBHUka ans
3fliicHeHHs1 chapmakoHariagy B YKpaiHi.

3a
peyenmom

UA/4585/01/01

24,

AMOKCUKIAB
® 2S

NopoLLOK NS
Opa/TbHOT CycneHsii
(400 mr/57 MrB 5
mn); no 5,70 r (35
M) abo 11,01 (70
MJ1) MOPOLLKY Y
thnakoHi; no 1
do1akoHy pasom 3

CaHpo3
dapmacbHoTi
Kan3 a.4.

CnoBeHis

CaHpo3 M'm6X -
BupobHuua ginbHuus
AHTUWiHeKU,HI TN3
Ta XiMmiyHi Onepauii

KyHanb (AIXO M3
KyHA/1b)

AscTpis

BHECEHHS 3MiH 10 peecTpavlintHnx
mMartepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edpeKkTBHOCTI Ta
hapmMakoHarnisgy. 3miHa y KopoTkil
XapakTepucTuL,i nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTpYKLi Ans
MeMYHOro 3acTOCYBaHHsA Ha NiAcTasi

3a
peyenmom

He
nionsieae

UA/15213/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
MipHOI0 JTOXXKOI ab0o perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3neku
MIpHUM LINPULEM Y nikapcbkoro 3acoby, abo AoCniAXeHb 3
KapTOHHI Kopobuj 6e3nekn 3acTocyBaHHs NiKapCbKoro
3acoby B micnspeecTpaviiiHiin nepios, abo
AK pe3ynbTarT OLiHKV 3BIiTY 3 [OCAIIKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiarpnyHux gocnigxens (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YNOBHOB&XEHNM OpraHom).
3MiHU BHECEHO B IHCTPYKLil0 418
MeAUYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby Ao po3ginis "B3aemogis 3 iHWMMK
nikapcbk1Mn 3acobamu Ta iHWi BUam
B3aemogiit”, "Ocob6MBOCTi 3acToCcyBaHHS",
"Mepeno3yBaHHA" Ta "MMo6IYHI peakwi”
BiANOBIAHO [0 OHOB/EHOT iHGhopMaLii
oo 6e3nekv 3acTocyBaHHA Aitoyoi
peyvyoBuMHM 3rigHO 3 pekomeHgaieto PRAC.
TepmiH BBEAEHHSA 3MiH - NPOTSArom 6
MicALiB Nic/1A 3aTBEPAXKEHHS.
25. | AHII CENT AP. | nboasHukm 3i [Op. Taiicc Himeuunna | possin Ha Bunyck cepii | HimeyunHa/ BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 UA/8531/01/01
TAWCC CMaKOM BWLLHi; MO HatypBapeH rOTOBOrO J1iKapCbKoro LLiBeiuapis marepianis: peyenma
12 nboasaHuKIB Y m6X 3acoby: Ap. Taiicc 3MiHK | TUNy - 3MiHK WoA0
6nictepi; no 1 a6o HatypBapeH 'vbX, 6e3nekn/edpeKTNBHOCTI Ta
no 2 6nictepu B HimeuunHa; hapmakoHarnsagy (iHwi 3miHu). 3miHun
KapTOHHI Kopo6Lyi BMPOBHULITBO BHECEHI Yy TeKCT MapKyBaHHS BTOPUHHOI
Hepo3chacosaHoi yMakoBKM NikapcbKoro 3acoby n. 17.
NpoAyKLuii, NnepBuHHe "IHLWE". BBeAeHHS 3MiH NpOTArom 6-Tu
Ta BTOPVHHE MiCALIB MiCNA 3aTBEPAXKEHHS.
nakysaHHs: [ip. meg,.
Aytbpepmayp AT,
LeiiLapis
26. | AHII CENT AP. | nboAsiHuKK 3i [Op. Taiicc HimeuunHa | pos3sin Ha Bunyck cepii | HimewunHa/ BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 UA/8532/01/01
TAINCC CMakoM 061inuxu; HatypBapeH roToOBOrO NikapCcbKoro LLiBeiuapis marepianis: peyenma
no 12 NboAsiHWKIB y m6X 3acoby: [p. Taiicc 3MiHK | TUny - 3MiHK WoA0
6nictepi; no 1 a6o HatypBapeH 'vbX, 6e3nekn/edpeKkTBHOCTI Ta
no 2 6nictepu B HimeyunHa,; thapmakoHarnagy (iHwi 3MiHn). 3MiHu
KapTOHHI Kopo6Lyi BMPOBHULITBO BHECEHi Yy TeKCT MapKyBaHHS BTOPUHHOI
Hepo3chacoBaHoi yMakoBKM NikapcbKoro 3acoby n. 17.
NpoAYyKLii, NepBNUHHE "IHLLE". BBEAEHHS 3MiH NPOTAroM 6-Tu
Ta BTOPVIHHE MiCALIB MiCNA 3aTBEPAXKEHHS.
nakysaHHs: [ip. meg,.
Aytbpepmayp AT,
LeiiLapis
27. | AHII CENT AP. | NbogsHWKKM 3i [Op. Taiicc HimeuunHa | [os3Bin Ha Bunyck cepii | HimeuyunHa/ BHECEHHS 3MiH 0 peecTpauiiHnx 6e3 UA/8533/01/01
TAINCC CcMakoM wasnii; no 1 | HatypeapeH roTOBOrO NikapCbKoro LLiBefiuapis marepianis: peyenma
abo no 2 6nictepu B 6X 3acoby: fp. Taiicc 3MiHM | Tuny - 3MiHK WoAao

KapPTOHHI Kopobui

HatypBapeH 'mbX,

6e3nekn/edpeKTNBHOCTI Ta
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
HimeuunHa; hapmakoHarnsagy (iHwi 3miHn). 3miHun
BUPOGHMLITBO BHECEHi y TEKCT MapKyBaHHS BTOPUHHOI
Hepo3cacosaHol yNakoBKM NikapcbKoro 3acoby n. 17.
NpoAyKLuii, NepBUHHe "IHWE". BBeAeHHs1 3MiH NpOTArom 6-Tu
Ta BTOPVHHE MiCALIB NiCcNsa 3aTBEPOXKEHHS.
nakysaHHs: [ip. meg,.
Aytbpepmayp AT,
LBeiiLapis
28. | AHII CENT AP. | nboasHukm 3i [Op. Taiicc Himeuunna | possin Ha Bunyck cepii | HimeyunHa/ BHECEHHS 3MiH 10 peecTpavuiiHnX 6e3 UA/8534/01/01
TAWCC cMakoMm Megy; no 12 | HartypsapeH rOTOBOrO J1iKapCbKOro LLiBeiuapis marepianis: peyenma
NbOASHUKIB Y m6X 3acoby: Ap. Taiicc 3MiHK | TUNy - 3MiHK WoA0
6nictepi; no 1 a6o HatypBapeH 'vbX, 6e3nekn/edpeKTNBHOCTI Ta
no 2 6nictepu B HimeuunHa; hapmakoHarnsagy (iHwi 3miHu). 3miHun
KapTOHHI Kopo6Lyi BMPOBHULITBO BHECEHI Yy TeKCT MapKyBaHHS BTOPUHHOI
Hepo3chacosaHoi yMakoBKM NikapcbKoro 3acoby n. 17.
NpoAyKLii, NnepBuHHe "IHLWE". BBeAeHHS 3MiH NPOTArom 6-Tu
Ta BTOPVHHE MiCALIB NiCNA 3aTBEPOXKEHHS.
nakysaHHs: [ip. meg,.
Aytbpepmayp AT,
LeiiLapis
29. | AHII CENT AP. | nboAsiHuKK 3i [Op. Taiicc HimeuunHa | pos3Bin Ha Bunyck cepii | HimeyunHa/ BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 UA/5899/01/01
TAINCC CMakoM JIMMOHa; Mo HatypBapeH roToOBOrO NikapCcbKoro LLiBeiuapis marepianis: peyenma
12 nbopsAHUKIB Y m6X 3acoby: [p. Taiicc 3MiHK | TUny - 3MiHK Woa0
6nictepi; no 1 a6o HatypBapeH 'vbX, 6e3nekn/edpekTBHOCTI Ta
no 2 6nictepu B HimeyunHa,; thapmakoHarnagy (iHwi 3MiHn). 3MiHu
KapTOHHI Kopo6Lyi BMPOBHULITBO BHECEHi Yy TeKCT MapKyBaHHS BTOPUHHOI
Hepo3chacoBaHoi yMakoBKM NikapcbKoro 3acoby n. 17.
NpoAYyKLUii, NepBNUHHE "IHLLE". BBEAEHHS 3MiH NPOTAroM 6-Tu
Ta BTOPVIHHE MiCALIB MiCNsA 3aTBEPAXKEHHS.
nakysaHHs: [ip. meg,.
Aythpepmayp AT,
LeiiLapis
30. | AHTAPEC® Tabnetkn no 200 wmr; NAT Ykpaina NAT YKkpaina BHECEHHS 3MiH 0 peecTpauiiHnx 3a UA/17096/01/01
no 10 TabneTtok y "Kuismegnp "Kuismegnpenapar” mMartepianis: peyenmom
6nicTepi; no 3 a6o 9 enapar” 3MiHu | TUNY - 3MiHK 3 sIKOCTi. FoTOBUIA

6nicTepiB y nauui;
no 15 TabneTtok y
6nicTepi; no 6

6nicTepiB y nauui

nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHuii 3aci6.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYCTUMNX MEX NEPBUHHOI YNaKoBKY
rOTOBOIO J1iKapCbKOro 3acoby (BUyYeHHs
He3Ha4yHOro nokasHuka (Hanpukniag,
3acTapifioro nokasHuka)) - CynyTHsi 3MiHa
- 3MiHK 3 IKOCTi. FOTOBUIA NiKapCbKuii
3aci6. Cucrema
KOHTeliHep/3aKynoptoBasibHUIA 3aci6.
3MiHa y MmeToaax BUnpo6yBaHHs
NepBUHHOT YNakoBKM rOTOBOTO MiKapCbKOro
3aco6y (iHwWi 3MiHK y MeTogax
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

BMMNpoGYBaHb (BK/OYaKUM 3amiHy abo
[ofaBaHHs)) - BunyyeHHs i3 cneuudikauii
Ha TpULIApOBWiA MaTepiasl NoKasHUKIB
«LWupuHa maTepiany, Mm» Ta «Po3mipw,
MM: ToBLUMHA MaTepiasy» 3 BiANOBiAHUM
BU/TYYEHHAM METOAMK KOHTPOSIHO LIUX
noKasHWKiB. 3MiHu | TUMy - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6.
3miHa napameTpiB cneuudikayin Ta/abo
[OMYCTUMNX MEX NEePBUHHOI YNakoBKu
roTOBOro NikapCbKOro 3acoby (BUTy4YeHHs
He3Ha4yHOro nokasHuka (Hanpukiag,
3acTapifioro nokasHuka)) - CynyTHs 3miHa
- 3MiHK 3 iKOCTi. FOTOBMIA Nikapcbkuii
3aci6. Cucrema
KOHTeliHep/3aKynoptoBasibHuii 3aci6.
3MiHa y meToax BUNpo6yBaHHS
NepBUHHOT YNakoBKM rOTOBOTO /1iKapCbKOro
3aco0by (iHLWi 3MiHK y MeTodax
BMNpoGyBaHb (BK/OYaoum 3amiHy abo
OofaBaHHs)) BunyyeHHs i3 cneuydikadii
Ha hosbry asltloMiHIEBY NOKA3HWKIB
«BigcyTHICTb 3anaxy» Ta «OCHOBHi
po3mipu, MM: TOBLUMHA MaTepiany» 3
BiNOBIAHWUM BUYYEHHAM METOAUK
KOHTPOJIH0 LMX NOKA3HUKIB.

31.

AHTAPEC®

Tabnetku no 200 mr;
no 10 TabneTok y
6nicTepi; no 3 a6o 9
6nicTepiB y nauuj;
no 15 tabnetok y
6nictepi; no 6
6nicTepiB y nauui

MAT
"Kuismegnp
enapar"

Ykpaina

MAT
"KuiBmegnpenapar”
YkpaiHa; TOB
«MAPIDAPM»
CnoBeHis

Ykpaina/
CnoBeHisa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHKU 3 AKOCTI.
[oTOBWI NikapcbkWii 3aci6. 3MiHN Y
BMPOGHULTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULITBA A5
YacCTUHM ab0 BCbOr0 BUPOBHMYOTO
npoLecy roToBoro Nikapcbkoro 3acoby
(ainbHUUSA, Ha sAKi NpoBOASATLCSA ByAb-AKi
BMPOOHUYI CTagji, 3a BUHATKOM BUMYCKY
cepiiA, KOHTPOJO AKOCTIi, MEPBMHHOIO Ta
BTOPVHHOIO NakyBaHHS, A1
HEeCTEPWU/IbHUX NiKapCbKMX 3aco0biB)
BBefeHHs1 40A4aTKOBOTO BUPOGHMKA
nikapcbKoro 3acoby, BBeeHHs
[04aTKOBOI [i/TbHUL BUPOGHMLTBA 415
BCbOr0 BYPOBHNYOro NpoLecy roToBoro
nikapcbKoro 3acoby, BeeeHHs 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEpMKEHHS. 3MiHM | Tuny - 3MiHK 3
AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHU Y
BMPO6HULTBI. 3amiHa abo BBEAEHHSA

3a
peyenmom

He
nionsieae

UA/17096/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

[04aTKOBOI [i/TbHNL BUPOGHMLTBA A5
4acTuHK abo BCbOro BUPOBGHNYOTO
npotiecy roToBoro NikapcbKoro 3acoby
(AiNbHUUA ANS BTOPMHHOIO MakyBaHHS)
BBegeHHs1 40AaTKOBOrO BUPOGHMKA
nikapcbKoro 3acoby, BBefEHHS
[04aTKOBOI [i/TbHNL BUPOGHMLTBA A5
BTOPWHHOTO MakyBaHHSA roTOBOro
nikapcbKoro 3acoby, BeefeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBepXeHHS. 3MiHY | TUny - 3MiHKn 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULTBA AN1A
4YacTUHM ab0 BCbOro BUPOBHMYOTO
npoLecy roToBoro NikapcbKoro 3acoby
(8iNbHULA AN NePBMHHOIO NaKyBaHHS)
BBeeHHs1 40AAaTKOBOr0O BUPOGHMKA
nikapcbKoro 3acoby, BBeAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULTBA AN1A
NEepBUHHOTO MakKyBaHHS rOTOBOrO
nikapcbKoro 3acoby, BBegeHHs 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPAXKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHa iMnopTepa/3aMiHu, LWo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/II0
AKOCTi rOTOBOrO JIiKaPCbKOro 3acoby
(3amiHa abo fofaBaHHS BUPOGHMKA, L0
BiANOBIAAa€ 3a BBE3EHHSA Ta/abo BMNycK
cepii) - Bkntoyatoun
KOHTPONb/BUNPOGYBaAHHSA cepii - BBeaeHHs
[04aTKOBOrO BUPOOHUKA MIKAPCLKOro
3acoby, BBeleHHS f0AaTKOBOI AiNIbHULL
BMPOOHWLTBA LLO Bignosigae 3a BUMycK
cepii, BK/OYaouM KOHTPOb Ta
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro
3aco0by, 3MiHV BHeCeHi B po3ainu
"BupobHuK" Ta "MicLe3HaxogKeHHs
BMPOGHMKA Ta agpeca Micus
NPOBa/PKEHHS Or0 Ais/IbHOCTI" B
IHCTPYKLi0 4158 MeQUYHOro 3acToCyBaHHS
NiKapCbKOro 3acoby y 3B'A3KYy 3 BBEAEHHAM
[04aTKOBOro BUPOBHYKA NMiKapCbKoro
3acoby. BBeeHHs 3MiH NpoTArom 6-u
MiCALIB MiC/1A 3aTBEpKEHHSA. 3MiHu | Trny
- 3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) BeegeHHs
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

TEKCTY MapKyBaHHS YNakoBKW NikapCbKOro
3acoby A/19 40AATKOBOrO BUPOGHUKA.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis

nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn

3 AKOCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK

y BUPOGHMLTBI. 3MiHa po3Mipy cepii
(BrItOYAtOUM fdiana3oH po3mipy cepii)
roTOBOrO JliKapCbKOro 3acoby (36ibLUEHHS
00 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
po3mipom) 151 HOBOTO BUPO6HUKa

3anponoHoBaHuii po3Mip cepii 220 kr (916

666 TabneToK).

BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepkeHHs. 3MiHu | Tuny - 3MiHK
3 AKocTi. CepTudikar signosigHocTi/lE-
cepTuduikaT BiAMNoBigHOCTI EBpoONenchkiii
thapmakonei/MoHorpadii. 3mMiHW, NOB'A3aHi
3 HeOOXiJHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HaujioHasIbHOT dhapmakonei aepxasu €C
(3miHa y cneumdikauisx, nos'asaHa 3i
3miHamu B 1Y, abo €Bponeiichbkili
hapmakonei, abo iHLi HaLioHaNbHIl
thapmakonei gepxasu €C) MNprBegeHHs
crneundikavii Ta MeToAiB BUNPO6GYBaHHSA
[ONOMDKHOT PEYOBUHW LlyKOp-MyApun A0
MoHorpadii EP 11.0 «Sucrose».
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepKeHHs

32,

AMINAK
rPIHOEKC

Tabnetku
cybniHrBasibHi no 10
mr; no 25 TabneTok
y 6nictepi; no 1 abo
2 6nicTepu y nayui 3
KapTOHY

AT
"I'piHgekc”

Narteis

AT "T'piHaekc"

NaTtBin

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3MiHu | TUNy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) OHOBIEHHS
TEKCTY MapKyBaHHS NEPBUHHOI Ta
BTOPUHHOI YNakoBOK NiKapCbKoro 3acoby,
a came: BUy4eHo iHdhopmMadiio,
3a3HayeHy pociiicbkolo MOBO. TepMiH
BBEJEHHS 3MiH NpoTArom 6 micauis nicns
3aTBEPAKEHHS.

6e3
peuyenma

UA/4346/01/01

33.

AMNCUBUH

TabneTku, BKPUTI
nNiBKOBOKO
o6onoHkoto, no 150
mr; no 10 TabneTok
y 6nictepi; no 1 abo
6 6nicTepis B
KapTOHHI Kopo6Lyi

O-p Peapi'c
Nabopatopi
citg

IHAis

O-p Peppi'c
JNabopatopic 114,
®TO-7

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AOMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOUYAUM AiNTbHUL
BMMNYCKy cepii abo MicLe npoBeAeHHs

3a
peyenmom

He
nionsieae

UA/15095/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

KOHTPOJO SKOCTI. (ZisNIbHICTb, 3a Ky
Bignosigae BMpOGHUK/iMnopTep,
BK/THOHAI0UM BUMNYCK cepiil) 3MiHa Ha3BM Ta
agpecy BUpo6HMKa. 3MiHU BHECEHO B
iIHCTPYKLi0 AN5 MeANYHOro 3aCTOCyBaHHS
nNikapcbKoro 3acoby y po3ainn "Bupo6HuK"
Ta "Micue3HaxomKeHHs BUPOGHMKa Ta
afpeca MicLs NpoBafpKeHHs oro
AisnbHOCTI" 3 BIANOBIAHUMY 3MiHAMVY B
TEKCTi MapKyBaHHS yNakoBoK. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicsuiB nicns
3aTBEPAKEHHS.

34.

ANCUBUH

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKOI0, MO 500
mr; no 10 TabneTok
y 6nictepi; no 1 abo
12 6nicTepis B
KapTOHHI Kopo6Lyi

O-p Peapi'c
Na6opatopi
citg

IHais

[O-p Peppj'c
Na6opatopic /114,
®TO-7

IHgis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3miHu | TUny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS AISNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
NiKapCbKOro 3acoby, BKIHOYAKUN [iNTbHAL
BUNycKy cepii abo MicLe NnpoBefeHHs
KOHTPO/IO AKOCTI. (ZisNIbHICTb, 3a Ky
BiANoBigae BUpo6HuK/imnopTep,
BK/IO4a0UM BUMYCK cepiid) 3MiHa Ha3Bu Ta
agpecy BUpobHMKa. 3MiHM BHECEHO B
IHCTPYKLiO 4151 MeAMYHOrO 3aCTOCYyBaHHS
nNiKapcbKoro 3acoby y po3ainu "BupobHuk"
Ta "Micue3HaxompKeHHS BUPOGHMKa Ta
ajpeca MicLs NpoBaXeHHs Moro
LisiNbHOCTI" 3 BiANOBIAHUMY 3MiHAMVY B
TEKCTi MapKyBaHHS ynakoBoK. TepMiH
BBE/EHHS 3MiH - NPOTAroM 6 micauiB nicns
3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/15095/01/02

35.

APTEDXA®
KOMMNNEKC

kancynu; no 30 abo
60 kancyny
KOHTeliHepi; no 1
KOHTEeWHepy B nauly;
no 6 kancyny
6nictepi; no 5 abo
10 6nicTepiB y nauui

fenbta
Megiken
MpomMoyLH3
Al

Llseiuapis

BUpOGHUK,
BiANOBiAa/IbHWIA 3a
BUPOBHMLTBO,

nepBUHHE, BTOPUHHE
nakyBaHHS, KOHTPO/b

AKOCTI:

MPAT "®ITOOAPM"
YKpaiHa,;
BUpO6HUK,
BiANOBIAabHNIA 3a
BMPOGHMLTBO,

nepByHHE, BTOPUHHE
nakyBaHHs, KOHTPO/b

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
MaTtepianis: 3miHa 3assHuka /13 (MIBIM)
(BnacHvika peecTpauiiHoro nocBigYeHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne
460): TepMiH BBEEHHS 3MiH - NPOTATOM 6
MicaLiB nicna 3aTBepaKeHHs. 3MiHu | Tuny
- 3MiHM Wwopo 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3MiHu
[10 y3arasibHeHNX AaHnX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHux Npo cucTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT
ocobu, BignoBifasnibHOI 3a 3MjACHEHHS

SAKOCTi: chapmakoHarnsgy; KOHTakTHoi 0cobm 3
TOB "Actpachapm" hapMakoHarnagy 3asBHUka ans
YKpaiHa, 3[jiCHeHHs hapMakoHarisay B YKpaiHi,

6e3
peyenma

nionsiea
€

UA/4461/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
Brpo6HuK, AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
BiANOBigabHUIA 3a ocobu, BignoBifanbHOI 3a 3AiACHEHHS
BWMYCK Cepil, He thapmakoHarnagy (BKo4vaum KOHTaKTHi
BK/IOYA0UM [aHi) Ta/abo 3MiHV y pO3MiLLLeHHI MacTep-
KOHTPO/b/BUNPOGYBaH thaiina cuctemm chapmakoHarnsgy) 3miHa
Hs cepil: YMNOBHOBaXeHOT 0COOM 3asBHMKA,
MPAT "®ITO®APM" BiANOBigaNbHOI 3a chapmakoHarnsag,. ditoua
YkpaiHa pepakuis: AimakoBa NaHHa CTaHicnasiBHa.
MponoHoBaHa pefakuis: AaHinosa Jlapuca
BonoanmupisHa. 3MiHa KOHTaKTHWUX AaHUX
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAasIbHOI 3a thapmakoHarnag. 3miHa
MiCLie3HaxX0MKeHHs1 MacTep-ghainna
cuctemn papmakoHarnsgy Ta moro
Homepa.
3MiHa Micus 34jACHEHHS1 OCHOBHOT
LisANbHOCTI 3 hapmakoHarnsagy. 3MiHm |
MRy - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta dpapmakoHarnsagy (iHwi 3miHun)
OHOB/IEHHSA TEKCTY MapKyBaHHs
NnepBUHHOI Ta BTOPUHHOT YNakoBOK
nikapcbKoro 3acoby.
TepMiH BBEEHHS 3MiH - MPOTAroM 6
MicsLiB NiCNs 3aTBEPAKEHHS.
36. | APTUDPNEKC kpem no 20 r, no 40 TOBAPUCT YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 nionsizae UA/13306/01/01
raéono 100ry BO 3 06MeXeHo mMartepianis: peuyenma
Ty6i; no 1 Ty6i y OBMEXEH BiANOBIAATLHICTIO 3MiHW | Tuny - 3MiHK WoAo
KOpOO6Lii 3 KapTOHY (e]10] "®apmavneBTUYHa 6e3nekn/edreKTMBHOCTI Ta
BIANOBIOA KoMnaHis "3gopos'a” hapmakoHarnsgy. 3miHa y KopoTkili
JNIbHICTHO XapaKTepucTULi Nikapcbkoro 3acooby,
«KOPTTOPA TEKCTi MapKyBaHHS Ta iHCTpYKLji 41
LA Me[U4YHOro 3acTocyBaHHA Ha niacTasi
«3[0POB'A perynsipHo OHOB/IOBAHOIO 3BIiTy 3 6e3nekn

»

nikapcbkoro 3acoby, abo AociAxXeHb 3
6e3nekn 3acToCyBaHHA NikapCbKoro
3acoby B nicnspeecTpauiiiHnii nepios, abo
AK pe3ynbTaTt OUiHKM 3BIiTy 3 AOC/igKEHb,
npoBeAeHVX BigNoBigHO A0 niaHy
negjiarpnuHnx gocnigxenns (PIP) (3mMiHy
Y3rO[XKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OPraHom).
3MiHU BHECEHO B IHCTPYKLiO Ans
MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby Ao po3ainis "MpoTunokasaHHA",
"3acTocyBaHHs y nepiof BariTHOCTi abo
rofyBaHHs rpyaar” BianosigHo o
OHOBNEHOI iHhopMaLii LWoao 6e3neku
3aCTOCYBaHHS Ail04MX PEYOBVH 3rigHO 3
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
pekomeHpauieto PRAC. BBefeHHS 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBepmKeHHs. CynyTHsA 3MiHa- 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs1 a6o 3miHa(L)
[0 3060B'A3aHb Ta YMOB BMAadi
peecTpauiiHoro NOCBIAYEHHS, BK/IHOHAKUM
MnaH ynpasniHHA pu3nkamm
(3acTocyBaHHs TEKCTY, SIKNIA NOrOKEHWIA 3
KOMMNETEHTHUM OpraHom). 3asBHNKOM
HaiaHoO OHOBMEHWIA MNaH ynpaBniHHA
pu3snkamm Bepcia 2.1. 3MiHM BHECEHO A0
yacTuH: | «3aranbHa iHcopmauis», V
«3axoay 3 MiHiMi3auii pusukis», VI
«Pestome nnaHy ynpasiHHA pusmkamu»,
VII «opaTkn» y 3B'A3KY 3 [JONOBHEHHAM
NPOEKTY iIHCTPYKLiT ANnA MeAUYHOro
3aCTOCYBaHHA OHOBMIEHUMUN JaHUMU 3
6e3nekn Ailounx pevosuH. Pestome Mnany
ynpas/iHHA pu3nkamu Bepcis 2.1.
[J0a€ETbCA.
37. | ACnIPUH TabneTkun, BKpUTI Baiiep LlBeiiuapis BMPOGHMLTBO "in HimeuunHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 6e3 UA/7802/01/01
KAPAIO® KMLLKOBOPO3YMHHOIO KoHcblomep bulk", KOHTpoNb mMartepianis: peuyenma
o060noHkoto, no 100 Kep Al AKOCTI: 3MiHn | TURY - 3MiHK WoAo
Mr; no 14 TabneTok Baiiep Al', HimeuunHa 6e3nekn/edreKTMBHOCTI Ta
y 6nictepi; no 2, no BUPOBHMUTBO "in thapmakoHarnagy. BeefeHHs abo 3miHu
4 abo no 7 6nictepis bulk", koHTposb [0 y3arasibHeHVX AaHux Npo cuctemy
B KapPTOHHI nayui AKOCTi, NepBUHHE, hapmakoHarnsgy (BBefeHHs
BTOPWHHE NakKyBaHHS y3arasibHeHUX AaHvX Npo cucTemy
Ta BMNYCK cepil: hapmMakoHarnagy, 3amMiHa yrnoBHOBaXeHOT
Baiiep Bittepdensa 0cobw, BignoBiganbHOI 3a 34jiACHEHHS
'M6X, HimeyunHa hapMakoHarnsay; KOHTakTHoOI ocobu 3
BMPOGHMLTBO "in- thapmakoHarnsgy 3asiBHuka s
bulk", koHTposb 3[jiCHEeHHS hapmakoHarnsay B YKpaiHi,
SAKOCTI: SKLLO BOHA BigMiHHA Bif, yNIOBHOBaXEHOT
Baiep Xenckep ocobu, BignoBifasibHOI 3a 3MjACHEHHS
MaHyhakTypiHr thapmakoHarnagy (BKIovakum KOHTaKTHi
C.P.N., Itanis [AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
KOHTPO/b SIKOCTI: thalina cuctemu chapmakoHarnsgy) 3miHa
KyppeHta 'M6X i Ko. YMOBHOBaXXeHOT 0CObM 3as1BHMKaA,
BTK, HimeyuunHa BiANOBiAa/ILHOT 38 hapmakoHarnsg.
[itoua pepaxuis: Justin Daniels.
MponoHoBaHa pepakuis: Jutta Pospisil.
3MiHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT
0cobu 3asBHKKa, BiANOBIAAILHOI 3a
dpapMakoHarnsg.
38. | AYTMEHTUH TabneTku, BKpUTI nakcoCmit Benuvka CMmIiTKnsiiiH Bivem Benuka BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/0987/02/02
060n0Hkot, 500 KnsaiH BputaHis PapmacbloTUkasc, Bputanis/ marepianis: peyenmom
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
Mr/125 mr no 7 Ekcnopt Benuka BputaHis; dpaHLis 3MiHM | Tuny - 3miHK 3 sikocTi. CepTuddikat
Tabnetok y 6nictepi NimiTen "nakco Bennkom BignosigHocTI/lE-cepTudikart

(koxeH 6nicTep
pasom 3
BOJ10r03axVMCHUMK
rpaHynamu-caile y
nakeTi 3 aslloMiHiEBOT
honbru); no 2
6nicTepu B nakeTax
Y KapTOHHIl
ynaxoBLi

MpopgakwH, ®paHuisn

BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/moHorpadii. NogaHHs HOBOTO
abo oHOBNEHOTO cepTuddikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BignoBiAHOCTI EBPONENCHKIi
hapmakonei: ana A®l; ons BUxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCSA Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei) - Hoswia
cepTuagikaTt Bif HOBOro BUpO6GHUKa (3amiHa
ab0 A0NOBHEHHSA) NOAAHHA HOBOrO
cepTudikaTy BignoBigHOCTI €EBponeicbkiii
hapmakonei BiJ HOBOro BUPOGHMKA
Centrient Pharmaceuticals, IHgisa R1-CEP
2007-226 Rev-03. Po3gin R.3
Summary_Enzymatic Process oHOBMEHO,
a came BK/IIOYEHO BMPOGHMKa Centrient
Pharmaceuticals, IHgis, a TakoX BHECEHO
pefakuiiiHi npaBku, AoAaBLUM
3apeecTpoBaHoro Bupo6Huka Deretil S.A.,
Icnanis, sikuii 6yB HEHaBMUCHO
NpONyLLEHWA y LibOMy po3gini. 3minu |
TUny - 3MiHK 3 akocTi. A®L. KoHTponb AdL.
3miHa y napameTpax cneuudikauin Ta/abo
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha A®l, abo
BVIXiZHWIA/MPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPOGHMLTBA AD| (JONOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHS)
3MiHa y napameTpax cneumdikauii AdI
TpWrigpaTy amoKCUuuniHy, a came
[OMOBHEHO HOBUM MOKa3HWUK AKOCTI -
AoMilKa L 3 BignoBigH1M MeTof0oM
BUNPOOYBaHHA. TakoX NOrogykeHo Has3su
BCiX BiANOBIAHUX AOMILLOK i3 MOTOYHO
Ph. Eur. moHorpadieto ans Tpurigpary
amoKcuuuaiHy. 3miHun | Tuny - 3miHun 3
AKoCTi. A®I. KoHTponb A®L. 3miHa y
napameTpax cneuudikalii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauisx Ha A®l, abo
BWXiAHUIA/NPOMiXHWIA NPOAYKT/pearexT, Lo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

BUKOPVCTOBYHOTBCS Y NPOLEC
BUpO6HULUTBA AD| (LONOBHEHHSA
cneuudikaLyii HOBUM NOKa3HUKOM SIKOCTi Ta
BIZANOBIAHUM METOA0M BMNPOOYBaHHS)
3MiHa y napameTpax cneuudikauii Ad|
TpUrigpaTy amokcuuuniHy, a came
[IOMOBHEHO HOBUM MOKa3HWK AKOCTI -
nowmiwka K 3 BignosigH1M meTofom
BUNPOGYBaHHA. 3MiHM | TUNY - 3MiHK 3
AKocTi. [oTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTofax BMNpo6yBaHHsS rOTOBOMO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS)
He3HayHa 3MiHa Y 3aTBEepA)KEHNX MeToAax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro
3acoby, a came B po3gini «BuaHaueHHs
CYNYTHiX AOMILLOK aMOKCULWiIHY METOA0M
BEPX» BHECEHO BiAHOCHWIT Yac
yTpUMaHHA Ana aoMmiwok K Ta L. Takox
BHECEHO He3HauHi OHOB/IEHHS B OMUCI
po3paxyHKy CyMmyTHIX AOMILIOK
amokcuLunivy metogom BEPX, 106
noNiNWWTK YntabenbHiCTb NpeAcTaBieHNX
chopmyn Ans po3paxyHkiB. MeToavka
3a/IMWAaETbea 6e3 3MiH.

39.

AYTMEHTVH
(BD)

TabneTkn, BKPUTI
nniBKOBOIO
060/10HKOI0, 875
mr/125 mr no 7
Tabnetok y 6nictepi;
no 1 6nictepy B
nakeTi; no 2 naketa
Y KapTOHHIl
ynakoBLi

nakcoCmitT
KnsiiH
EkcnopTt
Nimiten

Benuvka
BputaHis

CmiTKnsiiH Bivem

dapmacbloTuKaic,
Benuka BpuTaHis;

"nakco Bensnkom
MpopgakwH, ®paHuis

Benuka
BpuTaHia/
dpaHuin

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:
3MiHu | TNy - 3MiHK 3 sikocTi. CepTudikat
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/MmoHorpadii. NMogaHHsA HOBOro
ab0 OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBpoNeiichKii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; NSt 4ONOMIKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - HosuiA
cepTugikaT Bi HOBOrO BUPO6GHMKA (3amiHa
ab0 4ONOBHEHHS) NOAAHHS HOBOrO
cepTudikaTy BignoBigHOCTI EBponeiichkiii
hapmakonei BiJ HOBOro BUPOGHMKA
Centrient Pharmaceuticals, IHgjs R1-CEP
2007-226 Rev-03. Po3gin R.3
Summary_Enzymatic Process 0HOBNEHO,

3a
peyernmom

UA/0987/02/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
a came BK/IOYEHO BMpOGHMKa Centrient

Pharmaceuticals, IHgis, a TakoX BHeCeHO
penakuiiiHi npaBku, A0AaBLIM
3apeecTpoBaHoro BupobHuka Deretil S.A.,
Icnanis, sikuii 6yB HEHaBMUCHO
NponyLEeHNA y oMy po3gini. 3miHu |
Tuny - 3MiHK 3 akocTi. A®I. KoHTponb AdL.
3MiHa y napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiHUA/NPOMDKHUIA NpoAYyKT/pearexT, Wo
BMKOPUCTOBYHOTLCSA Y NMPOLLECI
BMPOGHMLTBA AD| (4ONOBHEHHS
crneuudikaLii HOBUM MOKa3HWKOM SIKOCTi Ta
BIANOBIAHUM METOA0M BUNPOBYBaHHS)
3MiHa y napameTpax crneumndikauii AdI
TpurigpaTy amoKcuumMniny, a came
[I0MOBHEHO HOBUM MOKA3HWUK AAKOCTI -
nowmiwka K 3 BignosigH1m meToaom
BUNPOBYBaHHA. 3MiHU | TUNY - 3MiHN 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha A®l, abo
BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYIOTHCS Y NPOLEC
BMPOGHMLTBA AD| (JONOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHS)
3MiHa y napameTpax cneumdikauii AdI
TpWrigpaTy amoKCUuuniHy, a came
[OMOBHEHO HOBUM MOKa3HWUK AKOCTI -
AoMilKa L 3 BignoBigHM MeTofoMm
BUNPOOYBaHHA. TakoX NOrofykeHo Has3su
BCiX BiANOBIAHUX AOMILLOK i3 MOTOYHO
Ph. Eur. moHorpadieto ans Tpurigpary
amoKcuuuaiHy. 3miHun | Tuny - 3miHun 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO AiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOTO
niKkapcbKkoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPKEHNX MeToAax BUNPoByBaHHS)
He3HauHa 3MiHa y 3aTBepKeHnX MeTogax
BUMPOBYBaHHA rOTOBOTO NiKapCbKOro
3acoby, a came B po3g4ini «BnsHauyeHHs
CYNYTHiX AOMILLOK aMOKCULW/IIHY METOA0M
BEPX» BHECEHO BijHOCHWi1 Yac

yTprMaHHs ans aomiwok K ta L. Takox




67

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
BHECEHO He3HauHi OHOBJIEHHS B OMUCI
po3paxyHKy CynyTHIX AOMILLOK
amokcuuunivy metogom BEPX, w06
noAINWNTY YTabeNbHICTb NPeCTaBIEHNX
dhopMyn 418 po3paxyHkiB. MeToamka
3a/MWAETLCA 6€3 3MIH.
40. | A®NY TAUCC pO3uunH ans [Op. Taiicc HimeuyunHa [Ap. Taiicc HimeuunHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 UA/6805/01/01
opasibHOro HarypsapeH HaTypBapeH M6X mMartepianis: peyenma
3acTocyBaHHs; No 6X 3MiHM | TUny - 3MiHK WoAo
30 mn abo no 50 mn 6e3nekn/edreKTMBHOCTI Ta
y thnakoHi- thapmakoHarnagy (iHwi 3MiHn). 3MiHu
KpanesnbHuyi; no 1 BHECEHi Y TEeKCT MapKyBaHHsI MEPBUHHOT Ta
donakoHy- BTOPWHHOT YNakoBOK /1iKapCbKoro 3acoby
KpanesibHUL B n. 17. "IHWE". TepmiH BBeAEHHA 3MiH -
KapTOHHI Kopo6Lii npoTArom 6 micsLiB nicns 3aTBEPAKEHHS.
41. | BAIHBE/b Masb; no 50 r abo [Op. Taiicc HimeuyunHa [Op. Taiicc HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 UA/9105/01/01
MA3b 100 ry Ty6i; no 1 HatypBapeH HaTypBapeH M6X mMartepianis: peuyenma
IHTEHC/B Ty6i B KQPTOHHIV 6X (kOHTpONb AKOCTI Ta 3MiHY | Tuny - 3MiHK WoAo
Kopoo6Li BUNYCK CepiT; 6e3nekn/edeKTBHOCTI Ta
BMPOBHULITBO hapmakoHarnagy (iHwi 3MiHn). 3MiHu
Hepo3chacoBaHoi BHECEHI Y TEKCT MapKyBaHHS NEPBUHHOI Ta
NpoAYyKLUii, NepBNUHHE BTOPUHHOI yMakoBOK NiKapCbKoro 3acoby
Ta BTOPUHHE n. 17. "IHWE". TepmiH BBeAEHHSA 3MiH -
nakyBaHHs) npoTArom 6 micsuiB nicns 3aTBEPAKEHHS.
42. | BAHEOUVH NOPOLLIOK CaHpo3 CnoseHis BignoBiganbHuii 3a ABcTpisi/ BHECEHHS 3MiH [10 peecTpaviiiHnX 6e3 UA/3951/02/01
HaLLKipHuiA, no 10 r PapmachbIoTi Bunyck cepii: CaHgos | CnoseHisi/ marepianis: peyenma
NOPOLLKY B Kan3 A4.4a. 'M6X - Bupo6Huya HimeuyunHa 3MiHn | TMNy - 3MiHK 3 AKOCTI. FoTOBMIA

KOHTeliHepi; no 1
KOHTelHepy B
KapPTOHHI KOpooL;i

OinbHUUA
AHTUIHeKUiHI TN3
Ta XimiuHi Onepauii
KyHanb (AIXO N3

KyHanb), ABCTpIs;
Bupo6HMK npoaykuii in
bulk, nakyBaHHs,
KOHTpO~b cepii:
dapmauoiiTie
®abpik MoHTaBIT
M6X, ABCTpis;
BignosigansHuii 3a
BUNycK cepii: Nlek
PapmaLeBTUYHa
KoMnaHis 4.4. ,
CnoseHis; KoHTposb
cepii: labop /IC CE &
Ko. KI', HimeuunHa

nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuMH. 3MiHa NnapameTpiB cneuudikaLiii
Ta/abo fonyCTUMUX MEX A1 AONOMiXKHOT
pevoBUHM (iHLWi 3MiHW) - 3MiHa Y
cneumdikaLii Ha fOMOMKHY pevyoBUHY
powder base y 3B'A3Ky 3 BUAQ/IEHHAM
MoHorpadii USP. 3i cneuudikauii
BUAANATLCA NocunaHHsa Ha USP,
HaTOMICTb BBOAATBLCA MOCU/IAHHA Ha in-
house meToau, ski Bxe
BMKOPUCTOBYBa/IUCSA paHiwe. Jlimitn
crneungikauii 3anMwarTbes AK i B
nonepeaHili pegakuii, NoKasHUK
"Mikpob6ionoriyHa ynmctoTa" NpUBOANUTLCS Y
BignoBigHicTb go Eur. Ph. 5.1.4 kaTeropis
2. 3MiHn | TMNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb AOMOMIXHUX
peyoBuH. 3MiHa NapameTpiB cneyudikadin
Ta/abo fonycTUMUX MEX AN AONOMIKHOT
peyoBUHM (BUYYEHHN 3i cneuudikaLlii
HEe3Ha4yHOro NokasHuka (Hanpukiag,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
3acTapifioro nNokasHrka)) - BunyueHHs
TeCTyBaHHS Ha BMICT BaXKUX MeTanis Ans
[0MNOMDKHOT peyoBuHK powder base
BignosigHo o ICH Q3D y 3B'A3ky 3
BUAaNEHHSAM MOHorpadii Ha [ONOMiXHY
peyoBuHy 3 USP.
43. | BETAKHE® renb, 1 mr/r + 25 Benyno, XopBaris Benyno, nikn Ta XopBarTis BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a UA/20204/01/01
Ayo mr/r, no 30 ry Ty6i nikn Ta KOCMeTuKa, A.4. mMartepianis: peuyenmom
Ta KapTOHHIM nauuyj; KOCMETUKa, 3MiHM | TUny - 3MiHK WoAo
no 30 ry doniakoHi 3 a.no. 6e3nekn/edreKTMBHOCTI Ta
6€e3MoBITPSAHOI thapmakoHarnagy (iHwi 3MiHn). 3MiHu
Nomroto Ta BHECEHO Y TEKCT MapKyBaHHS NepBUHHOT
KapTOHHI nayui (n. 3, 8, 17) Ta BTOpPMHHOI (M. 3, 8)
YyNaKoBKM NiKapCbKoro 3acoby.
44. | BENACTE3VH Tabnetku, no 10 My6niyHe YkpaiHa My6niuHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 nionsizae UA/6219/01/01
Tabnetok y 6nictepi; akuioHepHe TOBapucTBO "Haykoso- mMartepianis: 3MiHu | TUNYy - 3MiHK WOA0 peyenma
no 1 6nictepy B TOBapucTBO BMPOGHUYMNIA LEHTP 6e3nekn/edeKkTBHOCTI Ta
nauj 3 kKapToHy "HaykoBo- "BopLuariscbkuii thapmakoHarnagy (iHwi 3miHn) - 3miHa y
BUPOGHNUNIG XiMiKo- 3B'A3KY YTOUYHEHHSI BUKNAAEHHS po3ainy
LeHTp hapmaueBTUYHNIA "[opaTtkosa iHdopmauis. Al-1. YnakoBka"
"Bopuyariscb 3asopg" MK4 ta posginy 3.2.P.7.
KW Ximiko- YkpaiHa; ToBapncTBO [itova pepakuis:
hapmavueBT 3 06MEXEHO MK4A
NYHWI BiANOBIAALHICTIO NOJATKOBA IHOPOPMALIA (Al)
3aBsofg” "ArPO®APM" Al-1. Ynakoska
YkpaiHa Mo 10 TabneTok y 6aicTepi 3 NniBk1

NONIBIHIIXNOPUAHOI | PONbIN antoMiHIEBOI
3 OJHOCTOPOHHIM MOKPUTTAM TEPMO/IAKOM
i ApyKOM 3 Apyroi CTOPOHWU.

OpyH 6nicTep pa3oM 3 iHCTpyKUieo Ans
Me[IM4YHOro 3aCTOCyBaHHA MOMiLLaloTb y
nayky 3 KapTOHY 3 MapKyBaHHAM
YKPaiHCbKOIO Ta pOCiiCbkoo MOBaMu Ta
MapkyBaHHAM LWpudyTom Bpaiina
YKP&iHCLKOK MOBOIO.
MpumiTka.

MapkyBaHHS NikapCbKoro 3acoby, noro
[An3aliH NoAaloTbCs YKPAIHCHKOI Ta
pocilicbKoo MoBamu, a npu peanisawii
npenapary Ha ekcropT — MOBOIO,
06YMOB/IEHOIO B KOHTPaKTI, Y
BiANOBIAHOCTI 3 peecTpauiliHiM AOCbE, Ske
cchopmoBaHe 3a BUMOraMmu KpaiHu-
iMnopTepa i 3asBNeHO nif Yac peecTpau;i
B peECTpaLiiiHi opraHn KpaiHu-imnoprtepa.
MponoHoBaHa pefakLis:

MK4A
JOJATKOBA IHPOPMALLIA (A)
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

Al-1. Ynakoska
Mo 10 TabneTok y 6aicTepi 3 NniBk1
NONIBIHIIXNOPUAHOI | PONbIN antoOMiHIEBOI
3 OJHOCTOPOHHIM NOKPUTTAM TEPMO/IaKoM
i ApYKOM 3 Apyroi CTOPOHWU.

Mo 1 6nicTepy pa3oMm 3 iHCTPYKLiE ons
MeANYHOr0o 3aCTOCYBaHHS MOMILLLa0Tb Y
nayky 3 KapToHy.
3MiHU BHECEHO B IHCTPYKLiO Ans
MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby A0 po3ainy "MobiuHi peakyii” Wwoao
3BiTYBaHHSA NPO NOGIYHI peakwii, a Takox
BWJTYYEHO IHCTPYKLiI0 4151 MeANYHOro
3acTocyBaHHS NikapcbKoro 3acoby,
BUKNaAEHY POCIiCbKO0 MOBOIO.
OHOBJIEHHS TEKCTY MapKyBaHHsI
NepBUHHOI Ta BTOPUHHOI YMaKoBKu
NiKapcbKoro 3acoby y 3B'A3Ky 3
BUyYEHHAM iH(hopMaLlii, 3a3Ha4YeHol
POCI/iCbKOI0 MOBOIO, T BHECEHHS
He3HaYHMX pefakLUiiHnX NpaBoK.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKeHHs

45,

BEPUATE®

NOpOLLOK Ta
PO3YMHHWK ANs
PO3UMHY ANS iH'EKLi
a6o iHdysin, 500
MO; no 1 chnakoHy 3
MOPOLLKOM Y
KOMMekTi 3 1
chnakoHoM 3
PO34MHHKKOM (BOAA
ANs iH'ekuii) no 5
M Ta 1 npuctpoem
ONA ofAaBaHHS
PO34MHHYKA 3
BOyg0BaHUM
pinbTpoM 15 MKm
("Mix-2Vial™ 20/20")
B KapTOHHIil kopobuy;
no 1 dpnakoHy 3
NMOPOLLKOM Y
KomnaekTi 3 1
hnakoHoOM 3
PO34UMHHMKOM (BOAA
ONs iH'ekuiid) no 5
M Ta 1 npuctpoem
0N [oaBaHHs

LICN Bepinr
m6X

HimeyunHa

BTOPWHHE MaKyBaHHS,
Bunyck cepii: LC/1
BepiHr M'v6X,
HimeuumnHa;
BMPOGHMLTBO,
nepBUHHE MakKyBaHHS,
KOHTPO/b AKOCTI:
LIC/1 BepiHr MM6X,
HimeuyunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:

TexHiYHa nomMunka (3rigHo Hakasy MO3 Bif
23.07.2015 Ne 460). BunpaBneHo TeXHIYHY
nomunky B n.17. "IHWE" Tekcty
MapKyBaHHS1 BTOPVHHOT yNakoBKu
nikapcbkoro 3acoby y fo3yeaHHi 500 MO
CTOCOBHO 06'€MY PO3UMHHYKA:
3arBepakeHo: Mpenapar, BiATBOPEHWIA
popasaHHaM 10 mn (ml) Boan ANs iH'eKuji,
micTuTb 100 MO (IU) / mn (ml) chakTopa
Koarynsuii kposi noguHu VIII.
3anponoHoBaHo:

MpenaparT, BiATBOPEHWIA foaaBaHHAM 5
mn (ml) Bogu Ans iH'ekuiid, micTnTs 100
MO (IU) / mn (ml) doakTopa koarynsauii
KpoBi ntoguHm VIII.
3as3HaveHe BUNpaB/IeHHS BigMNoBifae
mMaTepiasiam peecTpaviiHoro gochLe.

3a
peyernmom

UA/17404/01/02




70

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

PO3YMHHVIKA 3
BOy0BaHUM
inbTpom 15 Mkm
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOIO
KOPOGKOIo 3
KOMMN/IEKTOM Ans
BHYTPILUHbOBEHHOIO
BBE/leHHS
npenaparty (1
0HOPAa30BMWiA
wnpuy, 1 roska-
MeTenuk, 2
AesiHdikytoui
CepBeTKM B
iHAMBIAYyaNbHUX
repmMeTnyHnX
ynakoBkax Ta 1
HeCTepUnbHUA
neiikonnactup) 3
KOHTPO/IEM MEepLLOro
BigKpUTTA Y
KapTOHHI Kopobui 3
KOHTPO/IEM MEepLLOro
BiAKPUTTSA

46.

BETAANH®

po3uunH ans
30BHILLUHLOTO T&
MicLeBoro
3actocyBaHHA 10 %
no 1000 mn y
hnakoHax 3
KpanesibH1Lero; no
30 a6o 120 mny
hNakoHi 3
KpanesbHuueto; no 1

dhnakoHy y
KapTOHHIM nayui

3AT
®dapmaLesT
WNYHWIA 3aBOf

EFIC

YropwmHa

3AT dapmaueBTUYHWMI
3aBog ElC

YropuwumHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:
3MiHK | TUNy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHu). 3miHun
BHECEHO Y TEKCT MapKyBaHHA NEPBUHHOI
(n. 6) Ta BTOPUHHOT (N. 17) ynakosku
nikapcbKoro 3acoby. BBeAeHHS 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPAXKEHHS

6e3
peyenma

UA/6807/03/01

47.

BETAAVH®

Ma3b 10 % no20ry
Ty6i; no 1 Ty6i B
KapTOHHI Kopo6Lyi

3AT
dapmaLesT
WNYHWIA 3aBOf

ErIC

YropwuHa

3AT dapmaueBTUYHWI
3aBog ElC

YropmHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:
3MiHK | TUny - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHu
BHECEHO Y TEKCT MapKyBaHHSA NEPBUHHOI
(n. 6) Ta BTOpUHHOT (N. 17) ynakosku
nikapcbKoro 3acoby. BBeeHHs 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS

6e3
peyenma

UA/6807/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
48. | BIPOK® IC Tabnetkv no 10 ToBapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a UA/14315/01/01
Tabnetok y 6nictepi; 3 [04aTKOBOKO mMartepianis: peyenmom
no 1 6nictepy B [04aTKOBOK BiANOBIAA/LHICTIO 3MiHY | Tuny - 3miHK 3 akocTi. CepTuddikat
nauwj 3 kKapToHy BignoBiAa b "IHTEPXIM" BignosigHocTi/l E-cepTudpikar
HiCTIO BiANOBIAHOCTI EBpONeichbkili
"IHTEPXIM" thapmakonei/moHorpadii. NMogaHHs HOBOTO

abo oHoBNEHOro cepTuddikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoONeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
BMPO6HMUTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudiikat BiAMNOBIAHOCTI
€sponelicbkili hapmakonei) - HoBwii
cepTudikaT Big HOBOro BUPOGHYMKa (3aMiHa
ab0 [OMNOBHEHHS)
nofaHHsA HOBOro cepTudikara
BiANOBIAHOCTI EBponelichbkin hapmakonei
Ne R1-CEP 2007-023 - Rev 05 gnsa Adl
Kogeiny chocdhar remirigparty Bif HOBOro
abTepHaTUBHOIO BMPOGHMKa Saneca
Pharmaceuticals a.s., Slovak Republic. fk
HacnifoK 3MiHa HOPMYBaHHS TECTy
«3a/IMLLKOBI PO3YUHHUKW»; 3MiHW B
iHbopMmaLii Wo0 ynakoBkM Ta TePMiHY
nepeKkoHTposto BignosigHo CEP. 3MiHu |
TNy - 3miHn 3 sikocTi. CepTudikat
BignosigHocTI/lE-cepTudcikat
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonel, abo iHLOoi
HauioHanbHOI hapmakonei gepxasn €C
(3miHa y cneumdikauisx, nos'asaHa 3i
3miHamu B 1Y, abo €Bponeiichbkili
hapmakonei, abo iHLUiI HaLioHaNbHIl
thapmakonei gepxasu €C) 3MiHU
06yMOB/IeHi HEOOXIAHICTIO NPMBEAEHHS
crneundikavii Ta MeToAiB KOHTpo APl y
BIAMNOBIAHICTb 4,0 BUMOT MOHOrpadii
€Bponelicbkoi hapmakonei «Codeine
phosphate hemihydrate», a came:
YTOYHEHHS XiMiYHOT Ha3Bm AP| Ta
[OMILLIOK; 3MiHAa HOPMYBaHHA Ta METOAMK
BMKOHaHHS TeCTiB «laeHTudikavis»
(BUyYeHHs igeHTUdiKaLii MeTogomM
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
abcopbadiiHoi cnekTpodoTomeTpii B
ynbTpadioneToBoMy AianasoHi),
«KinbkicHe BU3HaueHHs» Ta «CynpoBifHi
OOMILLKM».
49. | BI®OK® IC Tabnetku no 10 ToBapucTBO YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/14315/01/01
TabneTtok y 6nictepi; 3 [04aTKOBOKO martepianis: peyenmom | nionsieae
no 1 6nictepy B [04aTKOBOK BiANOBiAA/IbHICTIO 3MiHu | TURY - 3MiHK WoAo
nauui 3 KapToHy Bignosiganb "IHTEPXIM" 6e3nekun/edekTBHOCTI Ta
HiCTIO hapmakoHarnsgy. 3miHa y KopoTkili
"IHTEPXIM" XapaKkTepucTuLi Nikapcbkoro 3acoby,

TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAUYHOro 3aCToCcyBaHHS Ha nigcTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3
6e3nekn 3acTocyBaHHS NiKapCbKoro
3acoby B micnsipeecTpaviiiHiin nepios, abo
K pe3ynbTar OLiHKW 3BITY 3 LOC/ILKEHb,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpnuHux gocnigxens (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpraHom)
3MiHN BHECEHO [0 IHCTPYKUIii Ans
MeAUYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby A0 po3ginis "OcobanBoCTi
3actocyBaHHs", "MMob6iuHi peakwyi
BifNOBIAHO 1O OHOB/EHOT iH(hopmaLlii 3
6e3nekn gitoyoi pevosrHn (i6ynpodheHy)
3rigHo 3 pekomeHpauisamy PRAC.
TepMiH BBEEHHSA 3MiH - MPOTAroM 3
MicAUIB Micnsa 3aTBepKeHHs. CynyTHA
3MiHa - 3MiHK Woao
6e3nekun/edeKkTBHOCTI Ta
hapmakoHarnsgy. BHeceHHs a6o 3miHa(u)
[0 3000B'A3aHb Ta YMOB BuAadi
peecTpauiiHoro NoCBifYEHHSs, BK/IHOHYAHUM
MnaH ynpasniHHSA pu3nkamm
(3acTocyBaHHs TEKCTY, SIKUIA MOTOAXKEHNI 3
KOMNETEHTHUM OpraHoMm) - 3asiBHUKOM
HafaHO OHOBMEHWi MNnaH ynpasniHHA
pvsvkamu Bepcis 3.0 3MiHM BHECEHO A0
4yacTuH: | «3arasnbHa iHdhopMmais», 11
«Cneundikauis 3 6e3nekm», V «3axogu 3
MiHimi3aLii pusukiB», VI «Pe3tome nnaHy
ynpaBsniHHA pusnkamu», VIl «Jogatkn» y
3B'A13Ky 3 OHOBJ/IEHHAM iHhopMaLii Woa0
PYTUHHMX 3ax0f4iB 3 MiHiMi3aLji pu3vkiB Ha
nigcTasi OHOBEHOI iHhopMaLii 3 6e3nekun
B NPOEKTi IHCTPYKUii AN MEANYHOrO
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
3acTOCyBaHHS.
Pestome MnaHy ynpasniHHA pusvkamm
Bepcis 3.0 gogaeTbes.
50. | BOHCHPI PO34YMH ANS iH'EKUi, HoBaprTic LlBeiiuapis Brpo6HMLUTBO, LLiBeiuapis BHECEHHS 3MiH [0 peecTpaviiiHnX 3a UA/20311/01/01
20 mr/0,4 mn; no 0,4 OBepci3 nepBrHHE NakyBaHHS, mMartepianis: peyenmom
M/1 PO3UUHY Y IHBECTMEHTC 4acTKOBWiN KOHTPOSIb 3MiHn | TURY - 3MiHK WoAo
nonepegHL0 Al AKOCTi, BTOPUHHE 6e3nekn/edreKTMBHOCTI Ta
HanoBHEHOMY nakyBaHHs1, BUNYCK chapmakoHarnsgy. BeefeHHs abo 3MiHu
wnpuui; no 1 cepii: HosaprTic [0 y3ara/lbHeHuX JaHux Npo cuctemy
nonepegHLo dapma LUTelH AT, hapmakoHarnsgy (BBefeHHs
HanoBHEHOMY Lseliuapis; y3arasibHeHUX AaHvX Npo cucTemy
LInpuLi y noTKy- YacTkoBUiA KOHTPO/b thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi
6nicTepi; no 1 skocTi: HoBapTic 0cobw, BignoBiganbHOI 3a 34jiACHEHHS
noTky-6nictepi B dapma Arl', hapMakoHarnaay; KOHTakTHoOI ocobu 3
KapTOHHI Kopo6Lyi Llseiuapis thapmakoHarnsgy 3asiBHuka s
3[jiCHEeHHST hapMakoHarsay B YKpaiHi,
SKLLO BOHA BigMiHHA Bif, yNIOBHOBaXXEHOT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
thapmakoHarnagy (BKIo4yakum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa yNnoBHOBaXeHOi 0COOU 3asBHUKA,
BiANOBiAa/ILHOT 38 hapmakoHarnsg.
[Oitova pepgakuisn: David J Lewis, B. Sc
(Hons), Ph.D. MponoHoBaHa pegakuis: Dr.
Justin Daniels, Ph.D. 3MiHa KOHTaKTHUX
[aHvX YNOBHOB&XEHOI 0COOU 3asBHYIKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
MiCLie3HaxX0MKEHHs1 MacTep-ghaiina
cuctemn chapmakoHarnagy. 3miHa micus
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy.
51. | BPOHXO Kpanni gns [Op. Taiicc HimeuunHa [Ap. Taiicc HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 UA/9794/01/01
TAINCC KPAM/I | nepopanbHoro HatypBapeH HatypBapeH 'M6X marepianis: peyenma
3acTocyBaHHsA no 30 m6X 3MiHW | TUNY - AAMIHICTPaTVBHI 3MiHW.

My do1akoHi-
KpanenbHuu; no 1
hNakoHy-
KpanenbHuLi B
KapTOHHI Kopo6Lyi

3MiHa HalimeHyBaHHA Ta/abo agpecun
MicLS MPOBaKEHHS AiANbHOCTI
BMpO6HUKa (BK/IHOYaKOUK, 38 HEOOXIAHOCTI,
MicLie NpoBeAeHHS KOHTPOJII0 AKOCTI), abo
BNnacHuka macTep-tpaiina Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BUPOOHMLTBI API (SKLLO 3a3HaYeHo y
[0CbE Ha nikapCbkunii 3aci6) 3a BifgCcyTHOCTI
cepTudpikaTa BignoBiAHOCTI EBponeiichkii
dhapmakonei y 3aTBepKkeHoMy A0cbe, abo
BMPOGHMKA HOBOI JOMNOMiXKHOI pe4yoBUHM
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

(AKLL0 3a3HaYeHO Y AOCLE). 3MiHa
HaViMeHyBaHHS1 BUPOOHMKa aKTUBHOT
PevYoBUHM PIAKOro ekcTpakTy yebpewo 3
Mbonnep ®apma M'v6X &Ko. KI' Ha
Mbonnep ®apma M'v6X &Ko. KI
lepwrenntoHrc-yHa ®eptpioe KIr. 3minm |
Tuny - 3MiHu 3 skocTi. A®l. BupobHuuTBO.
3MiHa BUPOOHMKa BMXiAHOrO/NPOMIXHOro
npoaykTy/peareHty, Lo
BUKOPWCTOBYIOTHCS Yy BUPOOHNUOMY
npoueci A®l, a6o 3miHa BUpoOHMKa
(BKntovatoun, ae HeobxigHoO, Micue
npoBefEeHHs KOHTPOsIo sikocTi) APl (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPAKEHOMY [OCLE)(3MiHN [0 3aX0piB,
NoB'A3aHuX 3 KOHTponem A®l, abo
[ofasaHHA OinbHULI, Ae NPoBOANTLCA
KOHTPO/Ib/BMNPOBYBaHHSA cepil).
[ofaBaHHA 00 MaTepianis
peecTpauiiHoro AoCbe AiNbHULb, e
NPOBOANTLCA KOHTPO/b/BUNPOOYBaHHSA
cepil, (BKNIOYEHHS B AOCLE Nnaboparopii ,
sIKi 3aliMaloTbCsl aHaU1i30M Tpasu
yebpeuto) (p. 3.2.S.2.1). BunpobyBasibHi
nab6opartopii Mbonnep ®apma No6X &Ko.
IepwTenntoHre-yHa ®eptpibe K Nize-
MaviTHep-LUTpacce 2, 45659
PekniHrcrayseH, HimeuunHa
(chisiuHi/ximMiuHi BUNPO6YBaHHS, BUMYCK)
®ito /1lab Mm6X i Ko. KI" AyTteHgopdep
LLitpacce 5-7, 91487 ®ecTeHbeprcrpair,
HimeuunHa
(chiziuHi /ximiuHi BUNpobyBaHHs). BecniHr
M6X MoraHH-Kpan-Ber 42, 48149
MioHcTep.HimewunHa (Mikpo6ionoriyHi
BMNPOOYBaHHS)
3arBepakeHo: Bupo6Huku/PocimHHa
cupoBuHa Hatypa Ekcnept NoBaubKkoro
35, 20-060 No6niH, Monbwa.

ANbTepHaTMUBHO:

KpayTtep Mikc Tm6X BizeHTaiigep WTp.4,
97355 A6TCBIHA, HimeuyunHa.
3anponoHoBaHo: Hatypa Exkcnept
nosaupbkoro 35, 20-060 /1t061iH,
Monbwa. AnbTepHatuBHo: Kpaytep Mikc
M6X BizeHTaiigep LUTtp.4, 97355
AG6TCBIHA, HiMeuynHa. BunpobysasbHi
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
naboparopii
Mbonnep ®apma Nm6X &Ko.

(chiziuHi/ximiuHi BUNpO6YBaHHSA, BUNYCK);

91487 decTeHbeprerpaiit, HimeuunHa
(thisiuHi /ximiuHi BUNpobyBaHHA); BecniHr

IepwTenntoHre-yHa ®eptpibe K Nize-
MaviTHep-LUTpacce 2, 45659
PekniHrcrayseH, HimeuunHa

(chiziuHi/ximiuHi BUNpOBYBaHHSA, BUNYCK);
®ito /1lab Mm6X i Ko. KI" AyTteHgopdep
LLitpacce 5-7, 91487 ®ecTeHbeprcrpair,
HimeuunHa
(chiziuHi /ximiuHi BUNpobyBaHHs); BecniHr
IM6X MoraHH-Kpan-Ber 42, 48149
MioHcTep.HimewunHa (Mikpo6ionoriyHi
BMNPOGYBaHHS).3MiHu | Tvny - 3MiHu 3

AkocTi. A®l. BupobHuuTBO. 3MiHa

BMPOGHMKA BUXIAHOro/NPOMKHOrO
npoayKTy/peareHTy, Wwo

BUKOPWCTOBYIOTHCS Yy BUPOBHNYOMY
npoueci A®l, abo 3miHa BUpOOHMKa
(Bkntovatoun, ae HeobxigHO, MicLe
npoBeAeHHSA KOHTPOA AkocTi) AdI (3a
BifICYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBepXeHOMY [10Cbe)(3MiHM [0 3axofiB,
noB's3aHnx 3 koHTponem A®l, abo
[ofaBaHHA AiNbHUL, Ae NPOBOANTLCSA
KOHTpoNb/BUNpo6yBaHHsA cepil) (b.l.a.1.
@m
[JlogasaHHA [0 maTepianis
peecTpauiiHoro Aocbe AiNbHULb, Ae
NPOBOAUTLCA KOHTPOSb/BUNPOOYBaHHSA
cepil ekcTpakTy Tpasu Yyebpedto ( p.
3.2.S.2.1). BAB IHCTUTYT ririeHn Ta
3abe3neyeHHs akocTi FM6X XaHc-MapTiH-

LWneliep-LWTp.25, 77656 OchdpeHOypr,

HimeuyunHa
(mikpobionoriyHi BUNpobyBaHHS);
Mbonnep ®apma NmbX &Ko.

IepwrtenntoHre-yHg Peptpibe KI Nize-

MaiiTHep-LTpacce 2, 45659
PexninrcrayseH, HiveuunHa

®ito Tab Mm6X i Ko. KI AyTteHgopdep
Ltpacce 5-7,

M6X VoraHH-KpaH-Ber 42, 48149

MioHcTep. HimeuyunHa
(mikpobionoriyHi BUNpobyBaHHS).
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
3arBepmkeHo: BupobHuku/PocnvHHa

cupoBuHa Bupo6bHukm/PocnnHHa
CMpoBUHa
HaTypa Ekcneprt 'nosaubkoro 35, 20-060
TMo6niH, Monblua. ANbTepHATUBHO:
KpayTtep Mikc Tm6X BizeHTaiigep WTp.4,
97355 A6TCBIHA, HimeuyunHa.
3anponoHoBaHo: Hatypa Ekcnept
nosaupbkoro 35, 20-060 /1t061iH,
Monbwa. AnbTepHatuBHo: Kpaytep Mikc
mM6X
BizeHTaligep LWTp.4, 97355 AGTCBIHA,
HimeuunHa. BunpobysanbHi nabopatopii
Mbonnep ®apma NmeX &Ko.
IepwTenntoHre-yHa ®eptpibe K Nise-
MaviTHep-LUTpacce 2, 45659
PekniHrcrayseH, HimeyunHa
(chisiuHi/ximiuHi BUNpOBYBaHHSA, BUNYCK);
0dito /1ab M'm6X i Ko. KI
Oytenpopdep LWTtpacce 5-7, 91487
decTeHbeprerpaiit, HimeuunHa (chisivHi
/XimiuHi BUNpobyBaHHs); BecniHr M'm6X
VoraHH-KpaH-Ber 42, 48149 MioHcTep.
HimeuumHa (MikpobionoriyHi
BMNpo6yBaHHS); BAB IHCTUTYT ririeHn Ta
3a6e3neyeHHs AkocTi FTM6X XaHc-MapTiH-
LWneliep-LWTp.25, 77656 OchcheHObypr,
HimeuyumHa (MikpobiosnoriyHi
BMNPOBYBaHHS). 3MiHW | TUNY - 3MiHK 3
akocTi. A®l. BUpobHULTBO. 3MiHK
BUNPOOYBaHb abo AONYCTUMUX MEX Y
npoteci Bupo6HuuTea A®I, 1o
BCTaHOB/IEHI Y creuudikalisx (oaasaHHA
HOBOrO BMMPOOYBaHHA Ta A0NyCTUMUX
Mex). logaBaHHs KoHTponto (IPC) B
npoueci BUPOOHULTBA EKCTPaKTy
yebpeLo, a came 3a3HauyeHHsA Macu
pocnunHHoi cuposuHu (IPC 01) Ta macu
KOMMOHEHTIB ekcTpareHty (IPC02) y
BMPOGHNYOMY NPOLIECi EKCTPaKTy
yabpeuto. leTanbHe onucaHHA npoLecy
BMPOGHMLITBA (30KpEMa, BUTOTOB/IEHHSA
eKcTpakTy). Mpouec BUroTOB/IEHHS
3aMWAETbCA HEe3WiIHHUM. IHhopMauis
LLOA0 BMPOGHULITBA POCIMHHOI CUPOBUHMN
Tpasu YabpeLo NepeHeceHo 3 Moayns

3.2.5.2.3 B Moaynb 3.2.S.2.2 3MiHu | Trny

- 3MiHu 3 sKocTi. A®l. BUpo6HMLTBO.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
3MiHu BUNpobyBaHb abo AOMYCTUMMX MEX

y npoueci Bupo6bHuuTea Adl, wo
BCTaHOB/EHI y creuudikayisx (BUnyYeHHs
HeCcyTTEBOro BUNpobyBaHHS). BunyyeHHs
KOHTponto npovecy IPC — BMiCT eTaHony

npv BUPOBHULTBI EKCTPaKTy YebpeLito,
OCKiJIbKM BMICT 6yfie KOHTPOtoBaTHCS Ha
roTOBOMY €KCTPaKTi Sk YaCcTUHa TecTy Ha
BMNyCK | BifblLe He Bbyae 3a3HavaTmcs y
npoueci BUpobHuuTtea. 3miHu | Tuny -
3MiHu 3 sKocTi. A®l. KoHTponb AdI. 3miHa
y MeTogax sunpobysaHHa APl abo

BMXifHOro martepiany/npomMixHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHCS
y npoueci BupobHuyTBa A®| (iHLWi 3MiHW y

MeToAax BUNpo6yBaHHS (BK/IHOHYAKUM
3amiHy abo fonoBHeHHs) ADI| a6o

BWXi4HOrO/MPOMIXXHOI0 NPOAYKTY).

BeepgeHHs1 meTody BUNPOOYBaHHS

POC/IMHHOT CMPOBUHK TPaBW YebpeLio
BMU3HAYEHHAM atp/IOTOKCUHIB.
BrnpobyBaHHs NpoBOAUTLCA

na6opartopieto ®ito Nlab Mv6X i Ko. KI.
3MiHn | TURY - 3MiHK 3 aKocTi. AdDI.
KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
mMaTtepiany/npombKHOro
NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BupobHuytea A®I (iHLWi 3MiHW y
mMeTofax BUNpo6yBaHHSA (BKIHOHYAKOUM
3amiHy abo gonoBHeHHs1) Al abo

BVXiZAHOr0/NPOMIXXHOr0o NPOAYKTY).

BeefeHHss meToAy BUNPOOYBaHHSA

POC/IMHHOT CUPOBUHK TPaBn YebpeLo
BU3HAYEHHAM BaXKKMX MeTasliB.
BunpobyBaHHA NPOBOAUTLCA
na6opartopieto ®ito Nlab MveX i Ko. K.
3MiHu | TUNYy - 3MiHK 3 AKOCTI. ADI.
CrabinbHicTb. 3MiHa nepiody NOBTOPHUX
BMNpobyBaHb/nepiogy 36epiraHHs abo
yMmoB 36epiraHHsa A®I (3a BigcyTHOCTI y
3aTBEPAKEHOMY [IOCLE cepTuguikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonel,
LLIO BK/IOYAE Nepiof, NOBTOPHOTO

BMNpoGyBaHHS) (Nepiog NOBTOPHOrO

BMNpOoGyBaHHs/nepios 36epiraHHs) -

36inbleHHs abo BBeAeHHN nepiody

NoBTOPHOro BMNpobyBaHHsa/nepioay
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

36epiraHHa Ha OCHOBI pe3y/bTaTiB
JocnifkeHb y peanbHOMY 4aci.
36inbLUEHHA TEPMIHY NpuAAaTHOCTI Aitoyol
PEYOBVHM PiKOro eKCTPakTy Yebpewo 3
18 micsyis o 24 micsuiB BIiANOBIAHO A0
npoBefeHUX BUNpobyBaHb Ha
cTabinbHICTb. 3MiHK | TYNY - 3MiHK 3
AKocTi. CepTudikat BignosigHocCTI/TE-
cepTudikaT BiAgnNoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonel, abo iHLOoi
HauioHanbHOI hapmakonei gepxasu €C
(3miHa y cneumdikauisx, nos'asaHa 3i
3miHamu B 1Y, abo €Bponeiichkil
hapmakonei, abo iHLUi HaLioHaNbHIl
thapmakonei gepxasu €C). OHOBEHHS
cneupndikauii Ha TpaBy yebpeLo
BiANoBiAHO 40 MoHorpadii EP «Hebpeub»
(Thymi herba). 3miHu | Tvny - 3miHn 3
akocTi. CepTudpikat BignosigHocTi/lE-
cepTudikaT BiAnNoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXiHICTIO MPUBEAEHHS Y
BiANOBIAHICTL A0 MOHOrpacii APY abo
€Bponeiicbkoi hapmakonei, abo iHLwoT
HaujioHanbHOI hapmakonei agepxasu €C
(3miHa y cneuudikauisix, nos'asaHa 3i
3miHamu B dY, abo €Bponeiicbkiii
hapmakonei, abo iHLIA HalioHaNbHIl
thapmakonei gepxasu €C). OHOBNEHHS
cneundikauii Ha filouy peqyoBuHy piaKkoro
eKCcTpakTy yebpeLyo BiAMoBIigHO A0
OHOBJ1IEHOT MOHOrpadii HiMeLbKoi
thapmakonei (DAB) «piakuii ekcTpakT
yebpeLo»

52.

BPOHXO
TANCC KPANJI

Kpanni gns
nepopasibHOro
3aCTOCyBaHHS; No
30 mMn 'y dhnakoHi-
KpanenbHuui; no 1
chnakoHy-
KpanesibHUL B
KapTOHHI Kopo6Lyi

[Op. Taiicc
HarypsapeH
6X

HimeyunHa

[Op. Taiicc
HatypsapeH 'm6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekun/edeKkTBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn) 3miHun
BHECEHi Yy TEKCT MapKyBaHHS NepBUHHOT Ta
BTOPWHHOT YNakoBOK /liKapcbKoro 3acoby
n. 17. "IHWE". TepMmiH BBEAEHHS 3MiH
NpoTSArom 6 MicsiLiB Micnsi 3aTBEPAKEHHS.

6e3
peuyenma

UA/9794/01/01

53.

BPOHXONITUH

cupon; no 125ry
dh1aKkoHi ckNsiHOMY

AT
"Codhapma”

Bonrapis

BupobHuuTBO
Hepo3dhacoBaHoi

Bonrapis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:

6e3
peyenma

UA/10064/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

abo 3
nonietuneHTepedra
nary; no 1 donakoHy
3 MipHUM
CTakaH4MKoM y
KapTOHHI navui

NpoAyKLii, NepBUHHA
Ta BTOpPVHHA
ynakoBka: AT

"Codpapma", Bonrapis;
[l03Bin Ha BUNyck
cepii: AT "Codpapma”,
Bonrapis

3MiHn | TURY - 3MiHK WoAao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHEeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX AaHunx npo cuctemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocobm 3
chapmakoHarnsgy 3assHuka gis
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHa Bif, yNOBHOBaXeHOT
0cobw, BignoBigasibHOI 3a 34jiACHEHHS
hapmakoHarnagy (BKIoYatoum KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiAANOBIAa/IbHOI 3a thapmakoHarnsg,
[itoua pepakuis: CeetnaHa Cnacosa /
Svetlana Spasova. NponoHoBaHa
pepaxuisi: AHren Anekcies / Angel
Aleksiev. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBiAa/IbHOI 3a (hapmakoHarnsg,.

54,

BPOHXONITUH
TAB

TabneTku, BKpUTI
060/10HKot0, Mo 10
mr, no 20 TabneTok
y 6nictepi, no 1
6nictepy B navui

AT
"Codpapma”

Bonrapis

Brpo6HMLUTBO
Hepo3dhacoBaHOl
NpoAyKLii, NnepBuHHa
ynakoBka abo
BMPOGHMLTBO 3a
NOBHUM LpK/IOM: AT
"Codpapma", bonrapis;
BTopvHHa ynakoBka,
[03BiNT Ha BUMYCK
cepii: AT "BITAMIHA",
YkpaiHa

Bonrapis/
YkpaiHa

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis:
3MiHn | TURY - 3MiHK WoAo
6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[0 y3arasibHeHVX AaHux Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHvX Npo cucTemy
hapmMakoHarnsgy, 3amMiHa yrnoBHOBaXEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
chapmakoHarnsgy; KoHTaKkTHoi ocobm 3
hapMakoHarnagy 3asBHUka ans
3[jiCHEeHHS hapMakoHarnsay B YkpaiHi,
SAKLLO BOHA BigMiHHA Bif, yNIOBHOBaXEHOT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
thapmakoHarnagy (BKIovakum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) -
3MiHa yNnoBHOBaXeHOi 0COOU 3asBHUKA,
BiANOBiAa/ILHOT 38 hapmakoHarnsg.
[itoua pepakuin: CeetnaHa Cnacosa /
Svetlana Spasova. [MponoHoBaHa
pepaxuis: AHren Anekcies / Angel
Aleksiev. 3MiHa KOHTAKTHUX AaHWX

6e3
peuyenma

UA/3119/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayjiliHo2o

nocsio4YeHHs

YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBiAa/IbHOI 38 hapmakoHarnsg.

55.

BPOHXONITUH
TAB

TabneTkn, BKPUTI
0060/10HKO0, M0 40
Mr, no 20 TabneTok
y 6nictepi, no 1
6nicTepy B naui

AT
"Cocpapma"

Bonrapis

Brpo6HMUTBO
Hepo3dacoBaHoi
NpoAayKLUii, NepBnUHHa
ynakoska abo
BMPOGHMLITBO 3a
NOBHUM LUKNoMm: AT
"Codphapma”, bonrapis;
BTopuHHa ynakoBska,
[03BiN Ha BUMYCK
cepii: AT "BITAMIHA",
Ykpaina

Bonrapisi/
YKkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobm 3
chapmakoHarnsgy 3asBHuka gns
3[jiCHEeHHS hapmakoHarnsay B YKpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasibHOI 3a 3AiACHEHHS
hapmakoHarnsay (BkIHYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa yNnoBHOBaXKEHOI 0CO6M 3asiBHMKA,
BiANOBIAabHOI 3a thapmakoHarnsg,.
Litova pepakuisn: CeetnaHa Cnacosa /
Svetlana Spasova. [MponoHoBaHa
pepakuisi: Anren Anekcies / Angel
Aleksiev. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa/IbHOI 32 hapmakoHarnsag.

6e3
peyenma

UA/3119/01/02

56.

BPOHXONITUH
TAB

TabneTku, BKPUTI
060/10HKOI0, NO 10
mr: in bulk Ne4320:
no 20 TabneTok y
6nictepi; no 216
6nicTtepiB y
noninponisneHoB.i
KopoobUi

AT
"Codhapma”

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHu | TUNy - 3MiHK Wwoa0
6e3nekn/ed)ekTBHOCTI Ta
thapmakoHarnsgy. BeeaeHHst abo 3miHu
[0 y3araslbHeHVX JaHux npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHunx Npo cuctemy
thapmakoHarnisgy, 3miHa yrnoBHOBaXKEHO|
ocobu, BignoBigasibHOT 3a 3AiCHEHHS!
thapmakoHarns4y; KOHTakTHOT 0cobm 3
thapmakoHarnsagy 3asiBHuKa s
3[jiCHEHHSs1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
0co6w, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsay (BkNYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
chaiina cuctemu chapmakoHarnsgy) -
3MiHa ynoBHOBaXKEHOI 0CO6Y 3asiBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,.

UA/12631/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

[itoua pepakuis: CeetnaHa Cnacosa /
Svetlana Spasova. NponoHoBaHa
pepaxuisi: AHren Anekcies / Angel
Aleksiev. 3mMiHa KOHTaKTHUX JaHWX
YMNOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBiAa/IbHOI 3a (hapmakoHarnsg,.

57. | BPOHXONMITUH | TabneTku, BKpUTI AT Bonrapis AT "Codpapma" Bonrapis BHECEHHS 3MiH [0 peecTpavyiiiHnX - UA/12631/01/02
TAB 060/10HKO0, M0 40 "Codpapma” mMartepianis:
mr: in bulk Ne4080: 3MiHu | TMRYy - 3MiHK WoA0
no 20 TabneTok y 6e3nekn/edreKTMBHOCTI Ta
6nictepi; no 204 thapmakoHarnagy. BeefeHHs abo 3miHu
6nictepn y [0 y3arasibHeHVX AaHux Npo cuctemy
noninponisieHoBi hapmakoHarnsgy (BBefeHHs
KOpo6Li y3arasibHeHUX AaHvX Npo cucTemy

hapmMakoHarnsgy, 3amMiHa yrnoBHOBaXEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
chapmakoHarnsgy; KoOHTakTHoi ocobm 3
hapMakoHarnagy 3asBHUka ans
3[jiCHEeHHS hapMakoHarnsay B YkpaiHi,
SAKLLO BOHA BigMiHHA Bif, yNIOBHOBaXEHOT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
thapmakoHarnagy (BKIoyakum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) -
3MiHa yNnoBHOBaXeHOi 0COOU 3asBHUKA,
BiANOBiAa/ILHOT 38 hapmakoHarnsg.
[itoua pepakuin: CeetnaHa Cnacosa /
Svetlana Spasova. [MponoHoBaHa
pepaxuis: AHren Anekcies / Angel
Aleksiev. 3MiHa KOHTaKTHUX AaHWX
YMOBHOBaXXeHOT 0CObM 3as1BHMKaA,
BiANOBIAA/IbHOI 32 hapmakoHarnsg.

58. | BPYCTAH TabneTkun, BKpUTI CaH IHAis CaH dapmacbloTukan IHAjis BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 nionsizae UA/4617/01/01
NnNiBKOBOKO dapmacbioT IHpacTpi3 flimiteq, marepianis: peyenma
060/10HKOI0; nKan 3MiHK | TUny - 3MiHK WoA0
no 10 TabneTtok y IHpacTpi3 6e3nekn/edeKTMBHOCTI Ta
6nicTepi; no 1 NimiTen hapmakoHarnsgy. 3miHa y KopoTkili
6nictepy B XapaKTepucTuLli Nikapcbkoro 3acooby,
KapTOHHI Kopo6Lyi TEKCTi MapKyBaHHS Ta iHCTpYKLji 4n1s

MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynsipHoO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHA /iKkapCbKoro
3acoby B nicnsipeecTpaviliiHnii nepios, abo
AIK pe3ynbTaTt OUiHKM 3BIiTy 3 AOCNIAKEHb,
npoBeAeHVX BifnoBigHO 40 niiaHy
negiatpnyHux gocnimxkeHnb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMNETEHTHUM
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

YNOBHOB&XXEHNM OPraHom).
3MiHV BHeceHi A0 IHCTpyKuii ans
MeAMNYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby Ao posginis "lMpoTunokasaHHs",
"Ocob6nMBOCTI 3aCcTOCyBaHHA" (a came o
po3ainy "3acTtocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar') woao
6e3nekn 3acToCyBaHHA fil0UMX PEYOBUH.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3miHn
Lwoao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT 4Nns
MeAUYHOro 3aCToCcyBaHHA Ha niacTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo AoCiAXeHb 3
6e3nekn 3acTocyBaHHs NiKapCbKOro
3acoby B micnspeecTpaviiiHiin nepios, abo
AK pe3ynbTarT OLiHKV 3BIiTY 3 [OCAIIKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
nepiatpnyHux gocnigpkeHb (PIP) (iHwi
3MiHK). 3MiHM BHECEHI A0 IHCTpYKLUiT Ans
MeAMNYHOro 3aCTOCyBaHHS NiKapCbKoro
3aco6y A0 po3ainis "B3aemMogis 3 iHLWNMK
nikapcbk1MK 3acobamMu Ta iHLWi BUuam
B3aemogiji", "OcobnnBoCTi 3aCTOCyBaHHSA"
o0 6e3nekv 3acToCyBaHHSA Aito4oi
peyoBMHM NapaleTamon. BeefeHHs 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBepKeHHs. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn). 3miHun
BHECEeHI A0 IHCTpyKUii AN MeauyHoro
3aCTOCYyBaHHA MikapcbKkoro 3acoby Ao
po3ainy "OcobanBocTi 3acTocyBaHHA" (a
came [0 po3giny "3actocyBaHHsA y nepiog
BariTHOCTi abo rogyBaHHsA rpyaa') Wwoao
6e3Mnekn 3acTocyBaHHs Ajil0UMX PEYOBUH.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKeHHs

59.

BA3ENIH

Masb, o 30ry
Ty6ax

MPAT
"®ITOPAPM

YkpaiHa

BiANOBIAaIbHNIA 3a
BMPOGHMLTBO,
nepBUHHE MakKyBaHHS,
KOHTPO/b AKOCTi Ta
Bunyck cepii: MPAT
"PITOPAPM",
YKpaiHa;

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:
3MiHu | TUNY - 3MiHK 3 IKOCTI. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHuiA 3aci6.
3MiHa chopmun abo po3Mipy KOHTelHepa un
3aKynoproBasibHOro 3acoby (NepBUHHOI

Ges
peyenma

UA/0845/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
BiANOBIga/IbHNIA 32 ynakoBku) (HeCcTepusbHI slikapcbki 3aco6m)
BMPOGHMLTBO, - BHECEHHS 3MiH 0 po3ainy 3.2.P.7.
NepBUHHE MakKyBaHHS Cuctema KoHTelHep/3akynoptoBasibHWiA
Ta KOHTPO/Ib AKOCTI: 3aci6, a came BBElEHHS a/IbTEPHATUBHOIO
AT "ly6Hu1cbapm", BMAA OYLLOHIB: UIIHAPUYHOTO
YkpaiHa,; (3aTBEPAXEHNI KOHYCOBUAHWIA BYLLIOH).
BiANOBIAa/IbHUIA 32 Brpo6HWK Ty6 antoMiHiEBMX (B TOMY ymchi
BUNYyCK cepii, He OYLLOHIB) 3a/IMLIAETLCS HE3MIHHUM
BK/IHOYA0UN «TyGHWI1 3aBOA», M. XapKiB; SKICHWIA Ta
KOHTpPO/b/BMNpOGYBaH KiNIbKiCHUIA Ck1af nakyBasIbHOro MaTepiasty
Hs cepii: MPAT He3MiHHuIA HDPE.
"®OITOPAPM",
YKpaiHa
60. | BAJIEPIAHA TabneTku, BKPUTI AT Bonrapis AT "Codhapma” Bonrapis BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 UA/8806/01/01
o6onoHkoto, no 30 "Cocpapma" marepianis: peyenma
mr; no 10 TabneTok 3MiHu | TURY - 3MiHK WoAao
y 6nictepi; no 3 6e3nekun/edekTBHOCTI Ta
6nictepn y hapmakoHarnsgy. BeegeHHs abo 3miHu
KapTOHHI kopobuy; [0 y3aranibHeHVX AaHux Npo cucTemy
no 20 TabneTok y thapmakoHarnagy (BBefeHHs
6nicTepi; no 5 y3araslbHeHUX AaHunx Npo cuctemy
6nictepiB y thapmakoHarnsgy, 3miHa ynoBHOBaXeHO|
KapTOHHI Kopo6Lyi ocobu, BignoBifasbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3assBHuka gns
3[jiCHEeHHS1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
hapMakoHarnsaay (BkNYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/bHOI 3a thapmakoHarnsg,
[itoua pepakuin: CeetnaHa Cnacosa /
Svetlana Spasova. NponoHoBaHa
pegaxuisi: AHren Anekcies / Angel
Aleksiev. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOI 0CO6M 3as1BHYMKA,
BiANOBiAa/IbHOI 3a thapmakoHarnsg,.
61. | BA/IbCAKOP® | Tabnetku, BKpuUTI KPKA, a.4., CnoseHis Brpo6HuK, CnoseHis/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a UA/6227/01/01
nniBKOBOKO HoBo mecTo BiAnoBiganbHUiA 3a KnTaii mMartepianis: peyenmom

0060/10HKOI0, NO 40
Mr, no 7 TabneTtok y
6nictepi, no 4
6nictepn y
KapTOHHI kopobuyj,
no 10 TabneTok y
6nicTepi, no 3

BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPVHHE NaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBso mecTo,
CnoBeHis; BUpo6HUK,

3MiHM | Tuny - 3miHK 3 skocTi. CepTuddikat
BignosigHocTI/lE-cepTudpikar
BiANOBIAHOCTI EBpONechbkili

thapmakonei/moHorpadii. NMogaHHsA HOBOTO
abo oHOBNEHOrO cepTuddikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS

cepTudikaTa BifgnoBigHOCTI €Bponeiichbkili
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
6nictepn y BiANOBiAa/IbHWIA 32 thapmakonei: ana A®l; gns BuxigHoro
KapTOHHI kopobuyj, KOHTpONb cepil MaTepiany/peareHTy/npomiKHOro
no 14 tTabneTtok y (hi3nyHi Ta XimiuHi NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
6nicTepi, no 2 MEeTOAN KOHTPO/IH): BMPO6HUUTBI A®I; NSt 4ONOMIXHOT
6nictepn y KPKA, a.4., Hoso peyoBuHU (cepTudikat BiAMNOBIAHOCTI
KapTOHHi Kopobuj mecTo, CrnoBeHis; €Bponeiicbkiii hapmakonei) - OHOBEHNI
Brpo6HuK, cepTudiikat Bif ye 3aTBepKEHOro
BiiNOBIgaNbHWIA 3a BMPOO6HMKa. MogaHHA OHOBNIEHOro
KOHTpONb cepii cepTudikaTa BiANoBigHOCTI €Bponeiickkili
(hi3nyHi Ta XimiyHi hapmakonei R1-CEP 2011-148-Rev-04
MEeTOAMN KOHTPOJIH0): (3aTBEpAXEHO: R1-CEP 2011-148-Rev-03)
Kemina6 g.o.0., ans [livoyoi pevoBrHN BancapTaHy Bif
CnoBeHis; BUpobHuk, 3arBepmxeHoro BupobHunka KRKA, d.d.,
BiANOBigabHUIA 3a Novo mesto
BMPOGHMLTBO "in
bulk": HiHr6o MeHoso
TiaHkaHr
PapmacbioTrkanc Ko.,
Nita, Kutain
62. | BA/IbCAKOP® | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis BUpO6HUK, CnoseHis/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/6227/01/02
nNiBKOBOKO HoBo mecTo BiANOBiAa/IbHWIA 32 Kutai martepianis: peyenmom
o6onoHkoto, no 80 BMPOGHMLTBO "in 3MiHM | Tuny - 3miHK 3 skocTi. CepTuddikat
Mr, N0 7 TabneTok y bulk", nepBrHHe Ta BignosigHocTI/lE-cepTudcpikat
6nicTepi, no 4 abo BTOPUHHE NakyBaHHs, BIANOBIAHOCTI EBPONENChbkili
no 12 6nictepiB y KOHTPO/b Ta BUMYCK thapmakonei/moHorpadii. NogaHHS HOBOTO
KapTOHHI kopobuyj, cepii: KPKA, a.4., ab0 OHOBNEHOrO cepTudikaTa
no 10 TabneTtok y HoBo mecTo, BiANOBIAHOCTI 260 BUYYEHHS
6nicTepi, no 3 CnoBeHis; BUpobHuk, cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
6nictepn y BiANOBigaIbHUIA 3a hapmakonei: ana A®l; ans BuxigHoro
KapTOHHI kopobuyj, KOHTpONb cepii marepiany/peareHTy/npomiKHOro
no 14 TabneTtok y (pi3nyHi Ta XimiyHi NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
6nictepi, no 2 abo MEeTOAMN KOHTPOJIH0): BUPOOHUUTBI ADI; Ana AONOMDKHOT
no 6 6nictepis y KPKA, 4.4., Hoso peyoBuHM (cepTudikaTt BiANOBIAHOCTI
KapTOHHI Kopo6Lyi mecTo, CroBeHis; €Bponeiicbkii hapmakonei) - OHOBNEHWIA
BUpO6HUK, cepTudikaT Bif ye 3aTBepAKeHoro
BiANOBIAaIbHNIA 3a BMPOGHMKa. MNogaHHs OHOBEHOTO
KOHTpOsb cepii cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
(thiznyHi Ta XimiyHi thapmakonei R1-CEP 2011-148-Rev-04
MEeTOAN KOHTPO/I): (3atBepaxeHo: R1-CEP 2011-148-Rev-03)
Kemina6 g.0.0., ons [litoyoi pevoBrHN BancapTaHy Big
CnoBeHis; BUpo6HuUK, 3aTBepxeHoro BupobHrka KRKA, d.d.,
BiANOBIAaIbHNIA 3a Novo mesto
BMPOGHMLTBO "in
bulk": HiHr6o MeHoBso
TiaHkaHr
dapmacbloTrKanc Ko.,
Jitp, Kutaii
63. | BA/IbCAKOP® | TabneTku, BKpUTI KPKA, o.4., CnoBeHis Brpo6HuK, CnoBeHis BHECEHHS 3MiH [10 peecTpaviiHnX 3a UA/6227/01/04
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
NNiBKOBOKO HoBo mecTo BiANOBiAa/IbHWIA 32 marepianis: peyenmom
060/10HKO10, No 320 BUPOGHMUTBO "in 3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikar
mr, no 10 TabneTok bulk", nepBuHHe Ta BignosigHocTi/lE-cepTudikar
y 6nictepi, no 3 abo BTOPUHHE NakyBaHHs, BiANOBIAHOCTI EBpONechbkil
no 6 6nictepis y KOHTPOb Ta BUMYCK thapmakonei/MoHorpadii. NMogaHHsA HOBOro
KapTOHHi Kopobuyj, cepii: KPKA, a.4., abo oHoBNeHoro ceptudikata
no 14 TabneTtok y Hoso mecTo, BiANOBIAHOCTI 260 BUYYEHHS
6nicTepi, no 2 abo CnoBeHist; BUpo6bHuK, cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
no 4 6nictepn y BiiNOBIgaNbHUIA 3a thapmakonei: ana A®l; gns BuxigHoro
KapTOHHI kopobuyj, KOHTpO/b cepii mMarepiany/peareHTy/npomiKHOro
no 15 tabnetok y (thiznyHi Ta XimiyHi NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
6nicTepi, no 2 abo MEeTOAN KOHTPO/I0): BMPOGHULTBI API; N5t AONOMIKHOT
no 4 6nictepn y KPKA, g.4., HoBo peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
KapTOHHI KopooLyi mecTo, CnoBeHis; €Bponeiicbkii hapmakonei) - OHOBIEHWIA
Brpo6HuK, cepTudikar Bif y)xe 3aTBEpL)KEHOro
BiANOBiAa/IbHWIA 32 BMPOGHMKa. [ogaHHs OHOBIEHOTO
KOHTpONb cepil cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
(hi3nyHi Ta XimiuHi thapmakonei R1-CEP 2011-148-Rev-04
MEeTOAN KOHTPO/I): (3atBepaxeHo: R1-CEP 2011-148-Rev-03)
Kewmina6 g.0.0., ans [itoyoi pevyoBrHN BancapTaHy Bif
CnoBeHis 3arBepmxeHoro supobHuka KRKA, d.d.,
Novo mesto
64. | BA/IbCAKOP® | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis BUpO6HUK, CnoseHis/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/6227/01/03
nAiBKOBOO HoBo mecTo BiANOBIAaIbHNIA 3a Kntaii mMarepianis: 3mMiHu | TMny - 3MiHM 3 AKOCTI. peyenmom

060/10HKOI0, NO 160
Mr; No 7 TabneTok y
6nictepi, no 4 abo
no 12 6nictepiB y
KapTOHHI kopobuyj,
no 10 Tabnetok y
6nicTepi, no 3
6nictepu y
KapTOHHI kopobuyj,
no 14 TabneTtok y
6nictepi, no 2 abo
no 6 6nictepis y
KapTOHHI Kopo6Lyi

BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepi:

KPKA, a.4., Hoso
mecTo, CnoBeHis;
BUpO6HUK,
BiANOBIAaIbHNIA 3a
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
MEeTOAN KOHTPO/I):
KPKA, a.4a., Hoso
mMecTo, CroBeHis;
BUpO6HMK,
BiANOBiAa/IbHWIA 32
KOHTpONb cepil
(i3nyHi Ta XimiuHi
MeTOAN KOHTPOSIO):
Kewmina6 g.0.0.,
CnoBeHis;
Brpo6HuK,
BiANOBigaIbHUIA 3a
BMPO6HMLTBO "in

[oTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOBGHUUTBI. 3amiHa abo BBeAeHHS
[04aTKOBOI [i/TbHUL BUPOGHMLTBA 415
4acTuHK abo BCbOro BUPOOGHNYOTO
npoLecy roToBoro Nikapcbkoro 3acoby
(AiNbHULSA ANA BTOPUHHOIO NakyBaHHS)
AoAaBaHHA OYHKLIT BTOPUHHE NakyBaHHS
NS BXe 3aTBepAKeHOro BUpo6bHmKa
Ningbo Menovo Tiankang
Pharmaceuticals Co., Ltd., China / HiHréo
MeHoBo TiaHkaHr ®apmacbkloTukanc Ko.,
NTa, Kutai, BignosiganbHoro 3a
BMPOGHMLUTBO "in bulk". JaHa 3miHa
BHOCUTBLCS TiSIbKW N5 f03yBaHHsA /13 160
Mr. 3MiHu | TURY - 3MiHK 3 AKoCTi. FoToBMiA
nikapcbknii 3aci6. 3MiHU Y BUPOGHULTBI.
3amiHa abo BBeEeHHA 00AaTKOBOI
AiNbHULI BUPOBHMLTBA 4119 YacTuHM abo
BCbOr0 BYPOBHNYOro NpoLecy roToBoro
nNiKapcbKoro 3acoby (AinbHULA ANns
NEepPBUHHOTO NakKyBaHHS) f0faBaHHS
dOYHKLiT NepBMHHE NakyBaHHA 417 BXe
3aTBepAxeHoro Bupo6Huka Ningbo
Menovo Tiankang Pharmaceuticals Co.,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

bulk", nepBuHHe Ta
BTOPWHHE MaKyBaHHS:
Hinréo MeHoBo
TiaHkaHr
dapmacbroTrkanc Ko.,
Nita, Kutaii

Ltd., China / HiHr6o MeHoBO TiaHkaHr
dapmackioTrkanc Ko., NIta, Kutai,
BiANOBIA&/IbHOrO 3a BUPOBGHMLTBO "in
bulk". JaHa 3miHa BHOCUTLCSA TiNbKK oNs
[o3yBaHHsA /13 160 mr. 3MiHu | Tuny -
3MiHn 3 axkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHoBNEHOro cepTuddikata
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
BMPO6HMLTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNEHNI
cepTudikat Bif y)e 3aTBepKEHOro
BMPOO6HMKa. MogaHHA OHOBMEHOro
cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKii
hapmakonei R1-CEP 2011-148-Rev-04
(3aTBEpaXeHO: R1-CEP 2011-148-Rev-03)
ans [livoyoi pevoBrHN BancapTaHy Bif
3aTBepmxeHoro BupobHunka KRKA, d.d.,
Novo mesto

65.

BIFAMOKC®

Kpanni ouHi, 0,5 %;
no 5 mny dnakoHi-
KpanenbHuui; no 1
hNakoHy-
KpanenbHuULi B
KOpOOLLi 3 KAPTOHY

HosaprTic
dapma Al

Llseiuapis

ANKOH KyBpbop

Benbris

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
chapmakoHarnsgy; KOHTakTHoi 0cobm 3
chapmakoHarnsgy 3asBHuka ans
3[jiCHEeHHS hapmakoHarnsay B YKpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
hapMakoHarnsay (BkIHYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,
[Oitova pepakuin: David J Lewis, B. Sc
(Hons), Ph.D. NponoHoBaHa peaakuis: Dr.

3a
peyernmom

UA/9153/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
Justin Daniels, Ph.D. 3miHa KOHTakTHUX
[aHnx ynoBHOBaXXeHOT 0CObY 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnag. 3miHa
MiCLie3HaxX0MKeHHs MacTep-ghainna
cucTemu chapMakoHarnagy. 3miHa micus
3[jl/iCHEHHSI OCHOBHOI AifANIbHOCTI 3
dhapmakoHarnsgy
66. | BISKbIO PO3YMH ANS iH'EKLiA, Hosapric LseiiLapis BUMYCK Cepiii: ANKOH- Benbrisi/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/18833/01/01
120 mr/mn, no 0,23 OBepci3 KyBpbop, Benbris; LLIseliyapis marepianis: peyenmom nionseae
My donakoHi; no 1 IHBECTMEHTC BMPOGHMLITBO 3MiHn | TURY - 3MiHN WoAao
hNakoHy B Al roTOBOro NikapcbKoro 6e3nekun/edekTBHOCTI Ta

KOMMNJIEKTi 3 rO/IKOK0
hiNbTpyBasbHO B
KOpOOLi 3 KAPTOHY

3acoby, BKIYaKun
KOHTPO/b SIKOCTI,
nepBuHHe Ta
BTOPWHHE MaKyBaHHS:
HoapTic ®apma
LTeiiH AT,
LLIBefiLapisi; KOHTPOSb
skocTi: HoBapTic
®apma AT,
Lseiiuapis

thapmakoHarnagy (iHwi 3mMiHn) 3miHun
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYyBaHHA MikapcbKkoro 3acoby Ao
po3ainis "®apmakonoriyHi BnacTusocTi”
(pepaxuiiHi npasku), "OcobnmBOCTi
3acTocyBaHHs" (peAakuiliHi npasku),
"Cnoci6b 3acTocyBaHHs Ta fo3mn"
(pepakuiitHi npasku), "MNo6ivHI peakuii”
(pepaxuiliHi NnpaBKy Ta OHOBJ/IEHHS
iHchopmaw,ii LWoA0 NOBIAOMAEHHS NPO
nigo3proBaHi NobiuHi peaxuii). BBegeHHSA
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHS. 3MiHW I Tuny - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KopoTkili
XapaKTepuCcTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKLji 4ns
MeAMYHOr0o 3aCTOCYBaHHS y 3B'A3KY i3
HOBUMW AaHVWMM 3 AKOCTI, JOKiIHIYHUMU,
KNHIYHUMW JaHMK Ta JaHuMK 3
thapmakoHarnagy - 3MiHM BHECEHO 0
IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby A0 po3ginis
"apmakosoriyHi BnactusocTti”, "Cnocio
3aCcToCyBaHHA Ta 403n" Woa0
a/IbTEPHATUBHOIO PEXMMY 3aCTOCyBaHHS
015 NiKyBaHHS HEOBaCKyNSAPHOI
(ekcyfaTuBHOT) BIKOBOI MaKynsipHOI
nereHepauii (BM/). BBefieHHS 3MiH
NPOTAroM 6 MiCALIB MicNs 3aTBEPKEHHS.
Pestome nnaHy ynpas/iHHA pusmkamu
Bepcis 11.0 gogaeTtbcs. 3minm I Tvny -
3MiHuM Woao 6e3nekun/edpekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiH1 y KOpoTKili
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeZIMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
HOBUMW JaHVMMM 3 SIKOCTi, AOK/iHIYHUMU,
KNHIYHUMW fJaHUMK Ta JaHMKY 3
hapmakoHarnsgy - 3miHM BHECEHO A0
IHCTPYKLT 4719 MeANYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby A0 po3gainis
"dapmakosioriyHi BnactusocTi”, "Cnocio
3acTocyBaHHs Ta o3n", "MobiuHi peakwyi
LoA0 pesynbTartiB gocnigKeHb
CRTH258B2301 (KESTREL) Ta
CRTH258B2302 (KITE). BBefeHHs 3miH
NpoTArom 6 MicauiB nicnsa 3aTBepKeHHs
67. | BIBKbIO PO34mnH ANS iH'eKUii, HosaprTic Llseiuapis BUMYCK Cepiii: A/TKOH- Benbria/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/18833/01/01
120 mr/mn; no 0,23 Osepci3 KyBpbop, Benbris; LLiBeiuapis marepianis: peyenmom
My hnakoHi; no 1 IHBECTMEHTC BMPOBHULITBO 3MiHu | TUNYy - 3MiHK Woa0
hNakoHy B Al roTOBOro NikapCbKoro 6e3nekn/edpeKTNBHOCTI Ta
KOMMJIEKTi 3 FOJIKOH0 3acoby, BKIOYaK4n hapmakoHarnsgy. BeegeHHs abo 3miHu
hinbTpyBasbHOW B KOHTPO/b SKOCTI, [0 y3arasibHeHNX AaHnX Npo cuctemy
KOpOO6Li 3 KapTOHY nepBrHHE Ta thapmakoHarnsgy (BBefeHHs
BTOPWHHE MaKyBaHHS: y3arasibHeHNX JaHnx Npo cucTemy
HosapTic ®apma hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHOT
LTeiH AT, ocobu, BignoBifasibHOI 3a 3MjACHEHHS
LLIBefiLapisi; KOHTPOb thapmakoHarnsgy; KOHTakTHoOi 0cobu 3
fAKocTi: HosapTic hapMakoHarnagy 3asaBHUka ans
Papma Arl, 3[jiCHEeHHs hapmakoHarnaay B YkpaiHi,
LBeiiuapis AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
hapMakoHarnsay (BkIHYaoUm KOHTaKTHI
[aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa yNnoBHOBaXKEHOI 0CO6M 3asiBHMKA,
BiANoBiganbHOI 3a chapmakoHarnsag,. ditova
pegakuis: David J Lewis, B. Sc (Hons),
Ph.D. MNponoHosaHa peaakuis: Dr. Justin
Daniels, Ph.D. 3miHa KOHTaKTHMX gaHnX
YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg. 3miHa
MiCLie3HaxoMKeHHs1 MacTep-ghaina
cucTemu dhapMakoHarniagy. 3miHa micus
3[iICHEHHST OCHOBHOT Aisi/IbHOCTI 3
chapmakoHarnisgy.
68. | BISKbIO PO3YMH ANS iH'EKLiA, Hosapric Leiiapis BUMYCK Cepiii: Benbrisi/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/18833/01/01
120 mr/mn; no 0,23 Osepci3 AnkKoH-KyBpbop, Icnanis/ mMarepianis: 3mMiHun | TMny - 3MiHM 3 AKOCTI. peyenmom | nionsi2ae
M1y dp1akoHi; no 1 IHBECTMEHTC Benbrig; CnoseHis/ ['oTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
hNakoHy B Al Bunyck cepii: LLIBeiiuapis BMPOBHUUTBI. 3amiHa abo BBeAEHHS
KOMMJ/IEKTi 3 FO/IKO0 HosaprTic [04aTKOBOI [i/TbHUL BUPOGHMLTBA 415
inbTpyBasIbHOW B dapmacbioTuka, C.A., 4acTUHK abo BCbOro BUPOOHNYOTO
IcnaHis npouecy roToBOro /ikapcbKoro 3acoby

KOpOO6Li 3 KAPTOHY

Bunyck cepii,

(8inbHULA A8 BTOPUHHOIO NakKyBaHHS).
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

BTOPWHHE MaKyBaHHS:
ek ®apmacbloTukasnc
A.4., CnoseHis;
BMPOGHMLTBO
roTOBOrO /1iKapCbKOro
3acoby, BKIYaun
KOHTPO/1b SIKOCTI,
nepBuHHe Ta
BTOPWHHE MaKyBaHHS:
HoapTic ®apma
LTeiiH AT,
LBeliuapis;
KOHTPO/b SIKOCTI:
Hosaprtic ®apma Al,
LBeliuapis

BeegeHHs AiNbHNLi 418 BTOPUHHOIO
nakyBsaHHs Jlek ®apmacbloTukavic 4.4,.,
By/. BeposLukosa 57, MliobnaHa, 1526,

CnoseHis/ Lek Pharmaceuticals
d.d.,Verovskova Ulica 57, Ljubljana, 1526,
Slovenia. BBefieHHs1 3MiH NPOTArom 6-Tn
MiCALIB MiC/1A 3aTBEPKEHHSA. 3MiHu | Trny

- 3MiHU 3 SKOCTi. FOTOBUIA NiKapCbKUiA

3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYOTLCS BUMYCKY
cepii Ta KOHTPO/IHO AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[0AaBaHHsA BUPOOHNMKa, LLO BignoBigae 3a
BBE3EHHSA Ta/abo BMNycK cepii) - He
BK/IO4AI0UN KOHTPOb/BUNPOGYBaHHSA
cepii. JonaBaHHs BUPOOHUKA, LLO
BignoBsigae 3a Bunyck cepii Slek
PapmacbloTukanc 4.4., Byn. BeposLukosa
57, NobnsaHa, 1526, CnoseHis/Lek
Pharmaceuticals d.d.,Verovskova Ulica 57,
Ljubljana, 1526, Slovenia. 3mMiH1 BHECEHI B
IHCTPYKLiO 4151 MeAMYHOrO 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu

«BUpo6HMK» Ta «MicLe3HaxXoKeHHs

BMPOGHMKa Ta agpeca Micus
NpoBaKEHHA MOro AiSNbHOCTI», SK
HacnigoK — 3aTBEPKEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby
AN 4OAATKOBOro BUPOGHUKA (A0AaBaHHS
BMPOGHMKa Jlek apmacbloTukanc a.4,.,
CnoBeHis).

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3miHu
3 AKOCTi. F0TOBMIA Nikapcbknii 3aci6. 3MiHK

y BUPOGHULTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTbCS BUMNYCKY cepil Ta
KOHTPOJTHO AKOCTi FOTOBOTO J1iKapCbKOro
3acoby (3aMiHa abo fofaBaHHs
BMPOGHMKA, LU0 BIANOBIAAE 3a BBE3EHHSA
Ta/abo Bunyck cepii) - He Bkoyaoun
KOHTPO/b/BMNPOGYBaHHS cepii.
[JlonasaHHA BUPOGHMKa, WO BiANOBIgae 3a
BMNycK cepii HoBapTic ®apmacbioTuika,
C.A., I'paH Bia ge nec Koptc KatanaHec
764, bapcenoHa, 08013, IcnaHis/Novartis
Farmaceutica, S.A., Gran Via de les Corts
Catalanes 764, Barcelona, 08013, Spain.
3MiHWM BHECEHI B iHCTPYKLitO0 ANs
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
MeAMNYHOr0 3aCTOCYBaHHS NikapCbKOro
3acoby y po3ainn «BupobHuk» Ta
«MicLe3HaxomKeHHs BUPOGHMKa Ta
ajpeca MicLs NpoBaKeHHs Moro
[iANbHOCTI», AK HACMIAOK — 3aTBEPAKEHHS
TEKCTY MapKyBaHHS yNakoBK/ NikapCbKoro
3aco0by 4719 AOAATKOBOrO BUPOGHUKA
(oopaBaHHA BMPO6HUKa HoBapTic
dapmacbloTuka, C.A., IcnaHis). BeegeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHSA
69. | BITAMINIA KOHUEeHTpaT ans PpeseHiyc HimeuunHa PpeseHiyc Kabi Ab Lseuis BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/16590/01/01
PO34mnHy Ans Kabi marepianis: peyenmom
iHdpysiii; no 10 mn y Loiunang 3MiHu | TUNYy - 3MiHK Woa0
CKNsAHIV amnyni; no 6X 6e3nekn/edeKTMBHOCTI Ta
10 amnyny hapmakoHarnsgy. BeegeHHs abo 3miHu
KapTOHHi Kopobuj [0 y3arasibHeHNX AaHnX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
chapmakoHarnsgy; KOHTaKTHoOi 0cobm 3
chapmakoHarnsgy 3asaBHuka ans
3[jiCHEeHHs hapmakoHarnaay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
hapMakoHarnsay (BkIHYaoUm KOHTaKTHI
[aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHuka gns
3[jACHEHHs1 hapMakoHarsay B YKpaiHi.
70. | BITANPOCT niocpinizat gns TOB "$3 Ykpaina TOB "3 Ykpaina BHECEHHS 3MiH 0 peecTpavLiiHnx 3a UA/2988/01/01
pOo34nHy Ans "BIO®PAPMA "BIOPAPMA" marepianis: peyenmom
iH'ekuili; 5 chnakoHis " 3MiHM | TUny - 3MiHK 3 AIKOCTi. FOTOBWIA
3 niodpinizatom y nikapcbkuii 3aci6. Cuctema
6nicTepi; no 2 KOHTeliHep/3akyrnopoBanibHWi 3aci6 (iHLWi
6nictepy y nauui 3 3MiHW). BBeAEHHA asibTepHaTUBHOI NPO6KU
KapTOHY HOBOT KOHdirypaduji, a came: Npo6ku Tuny
13-D1, W0 BArOTOBJ/IEHI 3 TAKOro X
marepiany, sik 3aTBepAKeHi Ha AaHWii
MOMeHT npobku 13-D2, a came
Bpomb6yTnn (BROMOBUTYL).
71. | BITAUEPTUH PO34MH ANA iH'eKUiA MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpavuintHnx 3a UA/16965/01/01
no 2 M B amnyni; akuioHepHe TOBapUCTBO "J1eKXiM- mMartepianis: peyenmom
no 5 amnyny TOBapuCcTBO Xapkis" 3MiHu | TNy - 3miHK 3 AkocTi. CepTudikar
6nicTepi, no 1 "Nekxim- BignosigHocTi/TE-cepTudikar
61icTepy B nayui Xapkis" BiANOBIAHOCTI EBpONeichbkil
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

thapmakonei/moHorpadii. NogaHHs HOBOTO
ab0o oHOBNEHOTO cepTuddikaTa
BiANOBIAHOCTI 260 BUYyYEHHSA
cepTudpikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei: ana A®l; ons BUxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCSA Y
BUPOGHUUTBI A®DI; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiAMNOBIAHOCTI
€Bponelicbkiin dhapmakonei) - Hoswia
cepTuagikaTt Bif HOBOro BUpO6GHUKa (3amiHa
ab0 JONOBHEHHS)
noAaHHsa HOBOro ceptudikata
BiANoBiAHOCTI EBponelicbkiin hapmakonei
Ne R1-CEP 2011-205-Rev 02 ans A®I
LjiaHokob6anamiHy Big, HOBOro
anbTepHaTMBHOrO BMpOGHMKa Hebei
Huarong Pharmaceutical Co Ltd, China

72.

BONMONAUT

PO34unH NS iHQy3il,
no 250 a6o 500 mny
miwky freeflex; no
250 a6o 500 mny
Mmiwky freeflex; no 20
a6o 30 mikis
freeflex B rpynosii
KOpOOL i3 KapTOHY

dpeseHiyc
Kabi

[Jonunang
m6X

HimeyunHa

®peseHiyc Kabi
[oiunang Tm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis:
3MiHM | Tuny - 3MiHK WoAao
6e3nekn/edreKTBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[10 y3arasibHEHNX AaHNX NPO CUcTeMy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHvX Npo cucTemy
hapmakoHarnagy, 3amMiHa yrnoBHOBaXeHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
chapmakoHarnsgy; KoHTakTHoi ocobm 3
hapMakoHarnagy 3asBHUka ans
3[jiCHEeHHST hapMakoHarsay B YKpaiHi,
SKLLO BOHA BigMiHHA Bif, yNIOBHOBaXEHOT
ocobu, BignoBifasibHOI 3a 3MjICHEHHS
thapmakoHarnagy (BKIovakum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHUX A@HNX KOHTaKTHOT 0cobu 3
chapmakoHarnsgy 3asBHuka ans
3[jiCHEHHS hapMakoHarisay B YKpaiHi.

3a
peyenmom

UA/14192/01/01

73.

FACTPO-TPAH

rpaHynu no 10 r
rpaHyn y neHani
nonimepHomy; rno 1
neHasny B nayui 3
KapToHy a6o no 10 r
rpaHyn y qoakoHi 3
KpuLLKoto; no 1
hnakoHy B nauui 3
KapToHy, abono 51

MpAT
"HaujioHanb
Ha
[omeonaTtuy
Ha Cninka"

YkpaiHa

MpAT "HauioHanbHa
[omeonaTuyHa
Cninka"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis:
3MiHn | TURY - 3MiHK LWoAo
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu
[0 y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX faHunx npo cuctemy
dhapmMakoHarnsay, 3MiHa ynoBHOBaXEHOT

6e3
peyenma

UA/8453/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
rpaHys y KOHTeliHepi ocobu, BignoBifasnibHOI 3a 3MiACHEHHS
3 03yBaHHAM; MO 2 chapmakoHarnsgy; KOHTakTHoi ocobm 3
KOHTEeWHepu B nauui hapMakoHarnagy 3asBHuka ans
3 KapTOHY 3[jiCHEeHHs1 hapmakoHarsay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXKEHOI
0co6wu, BiANOBifabHOI 3a 3AiACHEHHS
thapmakoHarnagy (BKIoyakum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
chaiina cuctemu chapmakoHarnagy) -
3MiHa ynoBHOBaXeHOi 0COOM 3asBHUKA,
BiANoBiAa/IbHOT 3a hapmakoHarnsg.
[itoya pepakuis: bagbs OneHa
AHartoniiBHa. [ponoHoBaHa pefakuis:
TkaueHko TeTaHa lNeTpiBHa.
74. | TEMUUTABIH NOPOLLIOK ANA Awmakca JlTg, Benuka cepTudpikauis Ta Himeuunna BHECEHHS 3MiH [0 peecTpavuiiHnX 3a He UA/15059/01/01
AMAKCA PO34mnHy Ans BputaHis BMnyck cepii: AkBiga marepianis: peyenmom | nionsizae
iHdpysiin no 1000 wmr, MM6X, HimeyunHa,; 3MiHK | TUNy - 3MiHK WoA0
1 chnakoH 3 BMPOGHMLTBO in bulk, 6e3nekn/edeKTMBHOCTI Ta
NOpPOLLKOM B nepBUHHE NaKyBaHHS, hapmakoHarnsgy. 3miHa y KopoTkili

KapTOHHI Kopo6Lyi

KOHTPO/b cepil:
AkTasic ITania C.n.A.,
ITanis; BTOpUHHE
nakyBaHHs: AkBiga
v6X, HimeuunnHa

XapaKTepucTuLi Nnikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3acTOCyBaHHSA Ha NiacTasi
perynsipHoO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHs /liKapCbKoro
3acoby B nicnsipeecTpaviliHuii nepios, abo
AK pe3ynbTaTt OUiHKM 3BiTYy 3 AOCNIAKEHb,
npoBefeHnX BigNoBiAHO A0 NnaHy
negiatpnyHux gocnimxkeHs (PIP) (3MiHy
Y3rO[)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OPraHom).
3MiHM BHECEHO [0 IHCTPYKLUIT Ansa
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginu: "OcobnmsocTi
3acTocyBaHHs", "lMo6ivHi peakuii”
BiAMNOBIAHO A0 OHOBNEHOI iHChopMaLi 3
6e3neku Ailo4oi pevoBrHN. BBefeHHS 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPIKEHHS.
3MiHu | TURY - 3MiHK WoAao
6e3nekun/edeKkTBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn). 3miHn
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3ain "Mo6iyHi peakuii" WoA0 BaXIMBOCTI
3BiTyBaHHS Npo NobiyHi peakuii. BBegeHHs
3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPKEHHS.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayjiliHo2o

nocsio4YeHHs

75.

FrEMUMNTABIH
AMAKCA

NOPOLLIOK A/15
pO3unHy Ans

iHdpysiii no 200 wr, 1
¢hnakoH 3 NopoLLKOM
B KapTOHHIi1 kopobu,i

Amakca Jltg,

Benuka
BpuTaHis

cepTudikauis Ta
BUNycK cepii: AkBiga
'm6X, HimeuunHa;
BMPOGHMLTBO in bulk,
NepBUHHE MakKyBaHHS,
KOHTpO~b cepii:
AxTasic Itania C.n.A.,
ITania; BTOpUHHE
nakyBaHHs: AkBiga
'mM6X, HimeuunHa

HimeuunHa/
ITanisa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis:
3MiHM | TUny - 3MiHK WoAao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTULLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4n1s
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynspHo OHOB/IOBAHOIO 3BITy 3 6e3neku
nikapcbkoro 3acoby, abo AociAKeHb 3
6e3nekn 3acToCyBaHHA MiKkapCbKoro
3acoby B nicnspeecTpauiliHnii nepios, abo
AK pe3ynbTaTt OUiHKM 3BiTy 3 AOC/igKEHb,
npoBeAeHVX BignoBigHO A0 niaHy
negjiarpnuHux gocnigxens (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHWNM OPraHom).
3MiHVN BHECEHO [0 IHCTPYKUIT Ans
MeAMNYHOr0 3aCTOCYBaHHS NikapCbKOro
3acoby y po3ginu: "OcobnnBocCTi
3actocyBaHHs", "MobiuHi peakwi"
BiAMOBIAHO 40 OHOBMEHOI iHChopMaLi 3
6e3neku Aitoyoi pevyoBuHU. BBegeHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edpeKkTBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHu). 3miHun
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3acTocyBaHHSA NikapcbKoro 3acoby y
po3gin "MobiuHi peaxuii” Woa0 BaXINBOCTI
3BiTyBaHHA Npo NobiyvHi peakLii. BBegeHHA
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS.

3a
peuyenmom

He
nionsieae

UA/15059/01/02

76.

FEHTOC®

Tabnetkn, no 20
TabneTtok y 6nictepi;
nol,2a6o3
6nictepn y
KapTOHHI Kopo6Lyi

TOB
"MEPPIFO
YKPAIHA"

YkpaiHa

Pixapg bitTHep Al

ABCTpis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3miHu | TMRY - 3MiHK 3 SKoCTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHMiA 3aci6 (iHLWwi
3MiHM) — BHECEHHS 3MiH A0 p. 3.2.P.7.
Cuctema KoHTelHep/3akynoptoBasbHUi
3aci6, a came 3amMiHa NOTOYHOT
anoMiHieBOT b6nicTepHOI honbr, Homep
TexHiuHoI cneundpikauii 31HO5 (BugaHHs 1
B, 21/09/2004) Ha nokpalyeHuin matepian
(antomiHieBy honbry) cneuundikadiio Ta
cepTuduikat 40380y (NAcnopT TEXHIYHMX
AaHnx 31U02, BuaaHHs 5 Big

6e3
peuyenma

UA/10026/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
21/04/2017) .3atBepmxeHo: Aluminium foil
— technical specification number 31H05
(edition 1 dated: 21/09/2004) -
3anponoHoBaHo: Aluminium foil with
improved material specification &
Clearance Certificate ( Technical data
sheet 31U02 edition 5 dated: 21/04/20017.
77. | TIOTPUD® TabneTku, BKPUTI BepiHrep HimeyunHa BUPOGHMLTBO, HimeuuunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/15816/01/01
nNiBKOBOKO IHrenbxanm nepBUHHE Ta marepianis: peyenmom
o60onoHkoto no 20 IHTEpHELLHN BTOPWHHE MakyBaHHA, 3MiHW | Tuny - 3MiHK 3 skocTi. AdI.
Mr; N0 7 TabneTok y m6X KOHTPO/b AKOCTi Ta KoHTponb A®L. 3miHa y MeTodax

nepdopoBaHomy
6nicTepi; no 1
6nictepy B
namiHoBaHoOMy
anoMiHieBOMy calle
3 NakeToMm
[ecukaHTy; no 4
anoMiHiEBMX calle y
KapTOHHI Kopo6Lyi

BMNYCK cepii: BepiHrep
IHrenbxanv ®apma
v6X i Ko. KT,
HimeuumnHa;
anbTepHaTUBHa
nab6opaTtopis s
npoBefeHHs
KOHTPOJII0 AKOCTI 3a
NOKa3HUKOM
MikpobionoriyHa
yuctoTa: Crc
IHCTUTYT PpeseHiyc
'm6X, HimeyunHa;
Na6op 1C CE eHg Ko.
K, HimewyunHa;
anbTepHaTMBHA
OinbHUUS gns
KOHTPO/O AKOCTI
roTOBOro NikapCbKoro
3acoby Ta 3a
NOKa3HUKOM
"Po3knagaHHs
aimetnnaminy":
€spodpiHc PACT
'm6X, HimeyunHa;
anbTepHaTUBHa
OinbHUUA ons
KOHTPOJO SIKOCTI
roTOBOrO /1iKapCbKOro
3acoby Ta 3a
MOKa3HUKOM
"Po3knagaHHs
aimetunaminy": A eHg
Ewm LWta6TecT Slabop
dhyp AHauTITUK yHA,
CrabinitatcnpydyHre
H 'm6X, HimeyunHa

BunpobyeaHHA APl abo BMXigHOTO
mMarepiany/npoMixXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHLCS
y npoueci Bupo6HmuTBa A®| (He3HauHi
3MiHWU Y 3aTBEPAKEHUX METoAAX
BUMNPOOBYBaHHS).

HesHauHi 3MiHVM B MeTOZI KOHTPOIO 3a
rokasH1MkoM «BTpaTa B mMaci npu
BMCYLLYBaHHI» [/191 NPOMIDXHOrO NPOAYKTY,
LLIO BUKOPUCTOBYETLCS B MPOLECI
BMPOGHMLUTBA ADI, BIBW 2992 BS — 3miHa
B OMNWCI BU3HAYEHHS KiHLLEBOI TOUKM «MiX
6113bko 25°C Ta 61M3bK0 115°C» Ha «MiX
6113bKo 25°C Ta KiHLLeBUM NNaTo».
OHoB/eHHSA creyndikaii Ha BIBW 2992
BS nocunaHHAM Ha 3MiHEHWIA MeTos.
PepakuiiiHi npaBku B po3gini focke
3.2.8.2.4.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
78. | TIOTPUD® TabneTkn, BKpUTI BepiHrep HimeuyunHa BVMPOGHMLTBO, HimeuunHa BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a UA/15816/01/02
N1iBKOBOO IHrenbxainm nepBuHHe Ta maTepianis: peyenmom
060n0Hkoto no 30 IHTepHeLUHN BTOPVHHE NaKyBaHHS, 3MiHM | TUny - 3MiHK 3 AkocTi. AdI.
Mr; no 7 TabneTtok y 6X KOHTPO/b AKOCTi Ta KoHTponb A®L. 3miHa y meTogax
nepdgopoBaHomy BUNYCK cepii: bepiHrep BUNpo6yBaHHA APl abo BUXigHOrO
6nicTepi; no 1 IHrenbxaiim ®apma marepiany/npoMixXHOro
6nictepy B v6X i Ko. KT, npoayKTy/peareHTy, W0 BUKOPMUCTOBYETLCSA
namiHoBaHOMY HimeuuunHa; y npoueci Bupo6HuLTBa A®I (HE3HaYHI
anoMiHieBOMY calle anbTepHaTuBHa 3MiHM y 3aTBEPAXKEHNX METoAAX
3 MakeTom nabopartopia ans BMNPOOYBaHHS).
[AecviKaHTy; no 4 npoBefeHHs HesHauHi 3MiH1 B METOZj KOHTPOSIO 3a
a/loMiHIEBMX calle y KOHTPO/IO AKOCTI 3a nokasHukom «BTparta B Maci npu
KapTOHHI Kopo6Lyi NMOKa3HUKOM BMCYLLYBaHHI» [/715 NPOMDKHOrO MPOAYKTY,
Mikpo6ionoriyHa LLIO BUKOPUCTOBYETLCA B NpoLeci
yucrtota: CIrc BMpo6HULUTBa ADI, BIBW 2992 BS — 3miHa
IHCTUTYT Ppe3eHiyc B OMUCI BU3HAYEHHS KIHLEBOT TOUKM «MiX
rm6X, HimeuunHa; 6113bko 25°C Ta 6111M3bko 115°C» Ha «MiX
Na6op N1C CE eHg Ko. 6113bKo 25°C Ta KiHLLeBUM NNaTo».
KI, HimeuumnHa; OHoBreHHs cneyudikauii Ha BIBW 2992
anbTepHaTuBHa BS nocunaHHAM Ha 3MiHeHUiA MeToa.
AinbHUUA AnA PepakuiiiHi npaBk1 B po3gini fockbe
KOHTPOJO SKOCTI 3.2.5.2.4.
roTOBOrO /1iKapCbKOro
3acoby Ta 3a
NOKa3HUKOM
"Po3knagaHHsa
aimeTnnaminy":
€BpocpiHc PACT
M6X, HimeuuunHa,;
anbTepHaTuBHa
OinbHUUs gns
KOHTPO/O AKOCTI
roTOBOro NikapCbKoro
3acoby Ta 3a
NOKa3HUKOM
"Po3knagaHHs
aimetnnaminy": A eHg,
Em LWrta6TecT Nlabop
dyp AHaUTITUK YHT,
CrabinitatcnpydyHre
H 'M6X, HimeuunHa
79. | TIOTPUD® TabneTku, BKpUTI BepiHrep HimeuyunHa BMPOGHMLTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a UA/15816/01/03
NiBKOBOO IHrenbxainm nepBuHHe Ta maTepianis: peyenmom
060n0HkKot0 no 40 IHTepHeLuHN BTOPVHHE NaKyBaHHS, 3MiHW | TUny - 3MiHK 3 AkocTi. AdI.
Mr; no 7 TabneTtok y 6X KOHTPO/b AKOCTi Ta KoHTponb A®l. 3miHa y meTogax

nepdgopoBaHomy
6nictepi; no 1

BUMYCK cepii: bepiHrep
IHrenbxanm ®apma

BUNpo6yBaHHA APl abo BUXigHOrO
mMarepiany/npoMixxHOro
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
6nictepy B v6X i Ko. KT, NpoAyKTy/peareHTy, W0 BUKOPUCTOBYETLCSA
namiHoBaHOMy HimeuuunHa; y npoueci Bupo6bHuLTBa A®I (HE3HaYHI
anioMiHieBOMY calle anbTepHaTuBHa 3MiHM y 3aTBEPAXKEHNX METoAAX
3 MakeTom nabopartopia ans BMNPOOYBaHHS).
[AecviKaHTy; no 4 npoBefeHHs HesHauHi 3MiH1 B METOZj KOHTPOSIO 3a
aloMiHiEBMX calle y KOHTPO/IO AKOCTI 3a nokasHukom «BTpata B Maci npu
KapTOHHI Kopo6Lyi NMOKa3HUKOM BMCYLLYBaHHI» /19 NPOMDKHOrO MPOAYKTY,
Mikpo6ionoriyHa LLIO BUKOPUCTOBYETLCA B NpoLeci
yucrtota: Crc BMpo6HULUTBa ADI, BIBW 2992 BS — 3miHa
IHCTUTYT Ppe3eHiyc B OMUCI BU3HAYEHHS KIHLEBOT TOUKM «MiX
Mv6X, HiMmeuunHa; 6113bko 25°C Ta 611M3bko 115°C» Ha «MiX
Na6op N1C CE eHg Ko. 6713bKo 25°C Ta KiHLLeBUM NNaTo».
K, HimeuumnHa; OHoBeHHs cneuundikauii Ha BIBW 2992
anbTepHaTuBHa BS nocunaHHAM Ha 3MiHeHuiA MeToa.
AinbHUUA AnA PepakuiiiHi npaBk1 B po3gini Aockbe
KOHTPOJIO SKOCTI 3.2.5.2.4.
roTOBOrO /1iKapCbKOro
3acoby Ta 3a
NOKa3HUKOM
"Po3knagaHHs
aimeTnnaminy":
€BpocpiHc PACT
M6X, HimeuuunHa,;
anbTepHaTuBHa
OinbHUUs gns
KOHTPO/O AKOCTI
roTOBOro NikapCbKoro
3acoby Ta 3a
NOKa3HUKOM
"Po3knagaHHs
aimetnnaminy": A eHg,
Em LWrta6TecT Nlabop
dyp AHaUTITUK YHT,
CrabinitatcnpydyHre
H 'M6X, HimeuunHa
80. | TMIOTPUD® TabneTku, BKpUTI BepiHrep HimeuyunHa BMPOGHMLTBO, HimeuunHa BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a UA/15816/01/04
NiBKOBOO IHrenbxainm nepBuHHe Ta maTepianis: peyenmom
060n0Hkot0 no 50 IHTepHeLuHN BTOPVHHE NaKyBaHHS, 3MiHW | TUny - 3MiHK 3 akocTi. AdI.
Mr; no 7 TabneTtok y 6X KOHTPO/b AKOCTi Ta KoHTponb A®l. 3miHa y meTogax

nepdgopoBaHomy
6nictepi; no 1
6nictepy B
namiHoBaHOMY
asloMiHieBOMYy calle
3 MaxkeTom
[ecukaHTy; no 4
/TIOMIHIEBUX calle y

BUMYCK cepii: bepiHrep
IHrenbxanm ®apma
rv6X i Ko. KT,
HimeuumnHa,;
anbTepHaTMBHA
na6opartopisa ans
npoBefeHHs
KOHTPO/IH0 SKOCTi 3a

BUNpo6yBaHHsA APl abo BUXigHOrO
mMaTepiany/npombKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoveci BUpo6bHuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPAKEHNX MeTofax
BMNPOOYBaHHS).

HesHauHi 3MiHM B METO/i KOHTPO/IH0 3a
nokasHukom «BTparta B Maci npu
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

KapTOHHI Kopo6Lyi

NOKa3HUKOM
Mikpo6ionoriyHa
yucrtota: CIrc
IHCTUTYT dpeseHiyc
Mm6X, HimeyunHa,;
Na6op NC CE eHg Ko.
Kr, HimeuunHa;
anbTepHaTuBHa
AinbHUUA ANnA
KOHTPO/O AKOCTI
roTOBOrO /liKapCbKoro
3acoby Ta 3a
NOKa3HUKOM
"Po3knagaHHsa
aimeTnnaminy":
€BpocpiHc PACT
Mv6X, HimeyunHa,;
anbTepHaTuBHa
OinbHUUs gns
KOHTPO/O AKOCTI
roTOBOro NikapCbKoro
3acoby Ta 3a
NOKa3HUKOM
"Po3knagaHHs
aimetnnaminy": A eHg,
Ewm LUta6TecT /labop
dyp AHaUTITUK YHT,
CrabinitatcnpydyHre
H [M6X, HimeuyunHa

BMCYLLYBaHHI» [/15 NPOMDKHOrO MPOAYKTY,
LLIO BUKOPUCTOBYETLCS B MPOLLECI
BMpo6HULUTBa ADI, BIBW 2992 BS — 3miHa
B OMNWCi BU3HAYEHHS KIHLLEBOI TOUKM «MiXK
6113bko 25°C Ta 6113bKo 115°C» Ha «Mix
6113bko 25°C Ta KiHLEBUM NNaTo».
OHoBreHHs cneyndikauii Ha BIBW 2992
BS nocunaHHsAM Ha 3MiHEHWIA METOA.
PepakuiiiHi npaBk1 B po3gini Aockbe
3.25.2.4.

81.

FNEHCNPEN

cnpeii HasasTbHUIA,
[,030BaHui,
cycnehsis, 50
MKr/go3y, no 60 a6o
120 po3y
nonieTnneHoBomMy
thnakoHi; no 1
hnakoHy 3
[03YI04/IM HACOCOM-
posnunoBavem,
3aKpUTUM
KOBMAYKoM, y
KapTOHHI Kopo6Lyi

O-p Peapi'c
Nab6opatopi
c Nita.

IHais

rneHmapk
PapmacboTrKan3
nrg.

IHgis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHU | TUNY - 3MiHK WOA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nnikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHoO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHs /iKapCbKOro
3acoby B nicnsipeecTpaviliHuii nepios, abo
AK pe3ynbTaTt OUiHKM 3BIiTy 3 AOCNIAKEHb,
npoBefeHnX BigNoBiAHO A0 NnaHy
negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHoMm). 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS fikapcbKoro 3acoby Ao

3a
peyenmom

He
nionsieae

UA/14550/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

po3ginis "lMNoka3aHHsA", "OcobmBoCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta
posu", "Aitn", “Mo6iyHi peakuii” BiANOBIAHO
[,0 OHOBJIEHOI iH(hopMaLi 3 6e3neku
Lito4oi pevyoBuHN (MOMeTa30Hy hypoarty)
3 Bi4NOBIAHNMMN 3MiHAMMN B TEKCTI
MapKyBaHHS YNakOBKW NiKapCbKoro
3aco6y. TepMiH BBeAEHHS 3MiH NPOTAroM
6 micsuis nicns 3aTBepaKeHHs. 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnagy (iHwi 3miHu). 3MiHu
BHECEHO 10 IHCTPYKL,i 415 MeANyYHOro
3acToCyBaHHSA Nikapcbkoro 3acoby Ao
po3ainy "Mo6ivHi peakui™ (LLono
NoBIAOMIEHHA NPO NiJ03PIOBaHi NO6IYHI
peakuji). TepMiH BBEAEHHS 3MiH NPOTATOM
6 MicALiB Nic/a 3aTBEPAXKEHHS.

82. | MNMIOKO3A PO34nH NS iHdysiid, NAT YkpaiHa MAT "Tannudapm” YKkpaina BHECEHHS 3MiH 0 peecTpaLiiHnx 3a He UA/12539/01/01
50 mr/ma no 200 mn "Tannudap marepianis: peyenmom | nionsizae
y NsiKax M" 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHW.

BunyyeHHss BUPOGHMYOT finbHUL,
(Brrovaroun ginbHuui ans Adl,
NPOMIXHOrO NPoAyKTy abo roToBoro
NiKapcbKoro 3acoby, AibHUL oNs
NpoBefieHHA NakKyBaHHS, BUPOOHUKA,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepiii, MicLe
nNpoBeAEeHHs KOHTPOSo cepii) abo
noctadasibH1Ka BUXif4HOTO matepiasny,
peareHTy abo AOMNOMIKHOT peYOBUHN
(AKLLO 3a3HAaYEeHO Y OCbE) BUTYHYEHHS
BMpo6Huka TOB dhipma "Hosodhapm-
BiocuHTe3". 3annLaeTbCst 3aTBEPIKEHN
BMPOGHUK MAT "Fannudpapm", Ykpaina.
3MiHN BHECEHI Yy po3Ainn "BupobHuK” Ta
"MicLe3HaxoAKeHHs1 BUPOGHMKa Ta ioro
afipeca MicLf NpoBaKEHHS Ais/IbHOCTI" B
IHCTPYKLiO 4151 MeAMYHOrO 3aCTOCYyBaHHS
Yy 3B'SI3Ky 3 BU/TyYEHHSIM OAHOIO 3
BMPOGHUKIB NikapcbKoro 3acoby Ta sk
HacnifoK - BUTyYEHHS TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby ans
BiANOBIAHOr0 BUPO6HMKA. BBEAEHHS 3MIH
npoTArom 6-Tu MicAuiB nicns

3aTBEPAXKEHHS
83. | TPUNAYT NOPOLLIOK ANs €Bpo IHAis ®AC Nimiteq, IHAjN; IHAjis BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 UA/15361/01/01
FAPAYMNIA OP&/TbHOIO PO3UUHY, Naiidokep EBepTomxeH flaiid mMaTtepianis: 3MiHu | Tuny - peyenma
HAMIA no 6 r y nakeTuky, MpaiiBiT CaeHcus Jlimites, AOMiHICTPaTNBHI 3MiHW. 3MiHa

no 10 nakeTukiB y Niviten IHAis HalilMeHyBaHHs Ta/abo agpec 3asBHMKa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

KapTOHHI Kopo6Lyi

(BnacHviKa peecTpauiiHoro NocBigYeHHs).
3miHa agpecy 3asBHUKA

84.

OANALVH L

kancynu no 300 wr;
no 8 kancyny
6nictepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

Mdpaiizep
IHK.

CLUA

dapesa Ambyas

PpaHuin

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nnikapcbkoro 3acooby,
TEKCTi MapKyBaHHs Ta iHCTpYKLji 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHoO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHs /iKapCbKoro
3acoby B nicnsipeecTpaviliHuii nepios, abo
AK pe3ynbTaTt OUiHKM 3BIiTy 3 AOCNIAKEHb,
npoBefeHnX BigNoBiAHO A0 NnaHy
negiatpuuHmx gocnimpxkers (PIP) (iHwi
3MiHM) 3MiHU BHECEHO [0 IHCTPYKUiT Ans
MeANYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby Ao po3ainy "®apmMakosnorivHi
BNaCTUBOCTI" Bi4NOBIAHO A0
pekoMeHAaLii peryiATOpHOro opraHy
KpaiHu BMPOOHUKA NiKapcbKoro 3acoby
(HimewunHa) Ha nigcTasi BUMOT NPOEKTY
ZARS cTOCOBHO iH(hopMaLji Wwoao
YyT/IMBOCTI A0 LUTaMMiB 6akTepiii. TepMiH
BBE/IEHHS 3MiH - NpoTArom 9 micauis nicns
3aTBEPAXKEHHS

3a
peyernmom

He
nionsieae

UA/1903/02/02

85.

OANALVH L,

kancynu no 150 wr;
no 8 kancyny
6nicTepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

Mdpaiizep
IHK.

CWA

dapesa Ambyas

dpaHuis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHu | TUNy - 3MiHK Wwoa0
6e3nekn/ed)ekTBHOCTI Ta
hapmMakoHarniagy. 3miHa y KopoTkil
XapakTepucTuL,i NnikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT 4ns
MeAUYHOro 3aCToCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHs 3
6e3mnekn 3acTocyBaHHS NikapCbkoro
3acoby B micnspeecTpaviiiHiii nepios, abo
AK pe3ynbTaT OLiHKM 3BIiTY 3 [OCAILKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpuyHmx gocnigpkers (PIP) (iHwi
3MiHK) 3MiHM BHECEHO [0 IHCTpYKUii ans
MeAMNYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby 40 po3ainy "®apmakonorivHi
BNacTUBOCTI" Bi4NOBIAHO A0
peKkomMeHAaLin perynsTopHOro opraHy

3a
peyenmom

He
nionseae

UA/1903/02/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
KpaiHy BMPOGHMKa NikapCbKoro 3acoby
(HimeyunHa) Ha nigcTasi BUMOT NPOEKTY
ZARS cTOCOBHO iHhopMaLii Wwoao
YyT/IMBOCTI A0 LUTaMMIiB 6akTepiii. TepMiH
BBEJEHHS 3MiH - NPOTAroM 9 MicauiB nicns
3aTBEPAXKEHHS
86. | OAPINIA TabneTku, BKpUTI BAT YropuimHa, BAT "T'egeoH Pixtep" YropLlmHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a He UA/11801/01/01
nNiBKOBOKO "l'epeoH MaTepianis: 3MiHU | TUNY - 3MiHK WOA0 peyenmom | niossieae
060/10HKOI0, 3 PixTep" 6e3nekn/edpeKTNBHOCTI Ta

mr/0,02 wmr, no 28
(24+4) TabneToK y
6nictepi; no 1
(1x(24+4)) a6o no 3
(3x(24+4)) 6nicTepu
pasom 3 naackvm
KapTOHHUM
dyTnsapom ans
36epiraHHs
6nicTepa, TXHEBUM
KaneHgapem-
CTiKepom y
KapTOHHI ynakoBLi

thapmakoHarnagy (iHwi 3MiHu)
BHECEHHS 3MiH 10 MaTepianis
peecTpauinHoro gocbe (MKA /13), a came:
p. "Cknag" - yTOYHEHHS Ha3BW AOMOMIKHOI
PEYOBWHM 3TiAHO EBPONEVCHKMX BUMOT NO
3anuty Cnosaubknx perynsaTopHux
opraHiB (ans Tabnetkun nnaue6o
3aTBEPAKEHO: NakTo3a 6e3B0AHa;
3anponoHOBAHO: 1aKT03a); P. «YNakoBKa»
- 3a3HaYeHHA [0AaTKOBUX AYXOK B OMUCI
pPO3Mipy nakyBaHHi. 3MiHN BHECEHI 10
IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3gin” Cknag"
00 [OMNOMDKHUX PEHOBWH NiKApPCbKOro
3acoby, Ta K Hacnigok fo n. 3 Tekcty
MapkyBaHHS ynakoBOK, a TakoX y po3ginm
"MpoTunokasaHHA", "B3aemogia 3 iHWMK
nikapcbknMmn 3acobamu Ta iHWi BUAm
B3aemogiin”, "YnakoBka" (pefaxuiiiHi
npasku). BBeAeHHA 3MiH NpOTArom 6-Tu
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHu | Tuny
- 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHu
BHECEHI 10 iHCTPYKLiT 4518 MeANYHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby y
po3ainu "Ocob/MBOCTI 3aCTOCYBaHHSA" Ta
"Mo6iuHi peakuii" BigNoBigHO A0
OHOB/IEHOT iHhopMaLii 3 6e3neku gitoyoil
PEYOoBUHM.

BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkKeHHs. 3MiHu | Tuny - 3miHn
Lofo 6e3nekun/edekTMBHOCTI Ta
hapmakoHarnisgy. 3miHa y KopoTkil
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAUYHOro 3aCToCcyBaHHS Ha nigcTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHs 3
6e3nekn 3acTocyBaHHS NiKapCbKOro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayjiliHo2o

nocsio4YeHHs

3acoby B micnspeecTpaviiiHiin nepios, abo
AK pe3ynbTarT OLiHKV 3BIiTY 3 [OCAIIKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
nepiatpuyHux gocnimpkenb (PIP) (iHwi
3MiHK). 3MiHW BHECEHI [0 IHCTPYKUiT ANs
MeAMNYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby y po3ginu "MNpoTrnokasaHHs",
"B3aemogis 3 iHWMMU NiKapCbKnMu
3acob6amu Ta iHLWWi BUAY B3aEMOSI",
"Cnoci6 3actocyBaHHs Ta go3n", "TMobiuHi
peakui™ BignoBigHO [0 OHOB/EHOT
iHbopMmaLii 3 6e3neku Aitoyoi pevoBUHN Ta
KOPEeKL,iliHi MpaBKy N0 TEKCTY iHCTPYKLT.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3miHn
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTULLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 41
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynspHo OHOB/IOBAHOIO 3BITy 3 6e3neku
nikapcbkoro 3acoby, abo fociAxXeHb 3
6e3nekn 3acTocyBaHHA NikapCbKoro
3acoby B nicnspeecTpauiliHnii nepios, abo
AK pe3ynbTaTt OUiHKM 3BiTy 3 AOC/igKEHb,
npoBeAeHVX BignoBigHO A0 niaHy
negiatpnyHnx gocnigxens (PIP) (3MiHy
Y3rO[XXEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom). 3MiHW BHECEHI
[0 IHCTPYKUIT Ana MeagnyHoro
3aCTOCYBaHHS /ikapcbkoro 3acoby y
po3ainu "MpoTunokasaHHs, "Ocob/MBOCTI
3actocyBaHHs", "MobiuHi peakui"
BiAMOBIAHO 40 OHOBMEHOI iHChopMaLi 3
6e3nekun gjtyoi pevyoBUHN.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicnsa 3aTBepkeHHs

87.

ANCIMNOPT®

NopoLUoK AN
PO3UMHY ANS iH'EKL
no 500 Of4; 1

dhnakoH 3 NOPOLUKOM
Y KapTOHHIil kopobui

INMCEH
®APMA

PpaHuin

INCEH BIO®APM

NIMITEL,

BEJ/IMKA
BPUTAHIA

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekun/edeKkTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHEHNX AaHnX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHoT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
hapmakoHarnsgy; KOHTakTHOi 0cobm 3

3a
peyenmom

UA/13719/01/01
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Peknam

Homep

n/n

Hassa
JliKapcbKo20

dopma sunycKy
(nikapcbka chopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

yBaHHs

peecmpayjiliHo2o
nocsio4eHHs

3acoby

ynakoska)

chapmakoHarnsgy 3assHuka gis
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0cobw, BignoBigasibHOI 3a 34jiACHEHHS
hapmMakoHarnagy (BkIYatoUmy KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6Y 3asBHYKA,
BiANOBiAabHOI 3a thapmakoHarnsg B
YkpaiHi. [itova pegakuis: NMpokoneHko
IpyHa MukonaisHa. NponoHoBaHa
pepakuis: Tey, Mapis BopucisHa. 3miHa
KOHTaKTHUX JaHVX KOHTaKTHOT 0cobu
3asBHVKa, BigNOBIAa/IbHOT 38
hapmakoHarnag B Ykpaii.

UA/13719/01/02

88.

[OVCMNOPT®

NopoLUoK AN
PO34MHY ANS iH'EKLi
no 300 Of; 1

dpnakoH 3 NOPOLUKOM
Y KapTOHHIll kopobLi

INCEH
DAPMA

®paHuisa

INCEH BIO®APM
NIMITEL

BEJIMKA
BEPUTAHIA

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis:
3MiHn | TURY - 3MiHK WoAo
6e3nekn/edreKTBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[0 y3arasibHeHVX AaHux Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHvX Npo cucTemy
hapmMakoHarnagy, 3amMiHa yrnoBHOBaXEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
chapmakoHarnsgy; KoHTaKkTHoi ocobm 3
hapMakoHarnagy 3asBHUka ans
3[jiCHEeHHS hapMakoHarnsay B YkpaiHi,
SAKLLO BOHA BigMiHHA Bif, yNIOBHOBaXEHOT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
thapmakoHarnagy (BKIovakum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6Y 3asiBHYIKA,
BiANOBIAA/ILHOT 3a hapmakoHarnsg, B
YkpaiHi. [itova pegakuis: MpokoneHko
IpyHa MukonaisHa. NponoHoBaHa
pepakuis: Tey, Mapist BopuciBHa. 3MiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
3as1BHMKA, BignoBiaa/bHOT 3a
hapmakoHarnsag B YkpaiHi.

3a
peyenmom

3a

UA/0695/02/01

89.

ANDEPENIH®

nopotuok rno 0,1 mr
Ta PO3YMHHUK AN1a
pO3unHy ans
iH'eKwjin; no 7
(hN1aKoHIB 3
nopoLukom T1a 7

INCEH
DAPMA

®paHuisa

lMopowok
Brpo6HMLUTBO,
TECTyBaHHS,
nakyBaHHs1, BUMYCK
cepii IMCEH ®APMA
BIOTEK, ®paHujs;

PpaHuin

PO34YUHHUK

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:
3MiHK | TUny - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3MiHu
[10 y3aranbHeHNX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs

peyernmom

amnys 3 1 mn




103

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
PO34MHHYKA (PO34NH Bnpo6HnuTBO, y3ara/ibHeHNX JaHnx Npo cuctemy
HaTpito xnopugy 0,9 nepBUHHE MakKyBaHHS chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT
%) y KapTOHHIl Ta KOHTPOS1b AKOCTI 0co6wu, BiANoBifabHOI 3a 3AiACHEHHS
KOpoo6Li CEHEKCI, ®paHuis; thapmakoHarnsgy; KOHTakTHOT 0cobm 3
BTopvHHE nakyBaHHS, chapmakoHarnsgy 3asBHuka gns
BUMNYCK cepil 3pjiicHeHHs chapmakoHarnagy B YkpaiHi,
INCEH ®APMA AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
BIOTEK, ®paHuis ocobu, BignoBifasbHOI 3a 3AiACHEHHS
hapmakoHarnsay (BkIYatoum KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHOI 0CO6W 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHarnsg B
YkpaiHi.
[itoya pepakuis: MNpokoneHKo IpuHa
MwkonaiBHa. [MponoHoBaHa pegakuis: Tew,
Mapis BopuciBHa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0CO6U 3asBHYIKa,
BiANOBIAa/IbHOI 3a hapMakoHarnsg B
YKpaiHi.

90. | ANPEPENIH® NOPOLLIOK N0 22,5 Mr INCEH ®paHuisa Brpo6HMLTBO, Lseinuapis/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/9454/01/02
Ta PO3YMHHUK AN OAPMA nepBUHHE NakKyBaHHA, Himeuunna/ marepianis: peyenmom
cycneHsii ans KOHTPO/b AKOCTi Ta dpaHuin 3MiHK | TUNy - 3MiHK WoA0
iH'exwin 3 BMNpoOyBaHHA Ha 6e3nekn/edeKTMBHOCTI Ta
NPOJIOHTOBaHUM CTabBiNbHICTb: hapmakoHarnsgy. BeegeHHs abo 3miHu
BMBINIbHEHHAM; 1 nopotuok: fe6iocdapm [0 y3arasibHeHNX AaHnX Npo cuctemy
h1akoH 3 NOPOLLKOM Picepu eHg, thapmakoHarnsgy (BBefeHHs
Y KOMMNEKTi 3 ManydakuypuHr C.A., y3arasibHeHUX JaHnx Npo cucTemy
PO34MHHKKOM (BOAA Lseliuapis; chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
018 iH 'exuiii) no 2 Brpo6HMLTBO, ocobu, BignoBifasibHOI 3a 3MjACHEHHS
M BamnyniNe 1, 1 nepBUHHE NaxkyBaHHA thapmakoHarnsgy; KOHTakTHoOi 0cobu 3
6nictepom, Lo Ta KOHTPO/1b AKOCTI: hapMakoHarnagy 3asaBHUka ans
MicTUTb 1 wnpuy, po3unHHKK: CEHEKCI, 3[jiCHEeHHS hapmakoHarnsay B YKpaiHi,

ONns iH'ekujn Ta 2 ®paHuis; 3IFPPIA, AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
iH'EKLiliHI ronkn y XAME/IbH 'm6X, ocobu, BignoBifasbHOI 3a 3AiACHEHHS
KapTOHHI Kopo6Lyi HimeuunHa; BTopuHHe thapmakoHarnagy (BKI4vaym KOHTaKTHi
nakyBaHHS Ta BUMycK [aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-
cepii: INCEH ®PAPMA thaiina cuctemu chapmakoHarnsgy). 3miHa
BIOTEK, ®paHujs KOHTaKTHOI 0CO6M 3asiBHUKA,
BiANOBIAaNbHOI 3a hapMakoHarnsg B
YKpaiHi.
[itoua pepakuis: MpokoneHko IpuHa
MwukonaiBHa. MponoHoBaHa pefakuis: Tew,
Mapis BopuciBHa. 3MiHa KOHTaKTHUX
[JaHnX KOHTaKTHOI 0Co6M 3asBHYIKa,
BiANOBIAabHOI 32 hapMakoHarnsg B
YKpaiHi.
91. | ANPEPENIH® nopowuok no 11,25 INCEH PpaHuis lMopowok PpaHuis BHECEHHS 3MiH [10 peecTpaviiHnX 3a UA/9454/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
M Ta PO3YMHHUK PAPMA Brpo6HuuTBO Ta marepianis: peyenmom
Ans cycneHsii gns nakysaHHs: INCEH 3MiHK | TUNY - 3MiHK Woa0
iH'eKUili ®APMA BIOTEK, 6e3nekn/edekTMBHOCTI Ta
NpPOJIOHrOBaHOrO ®paHuis; Famma- hapmakoHarnsgy. BeegeHHs abo 3miHu
BMBINIbHEHHS; 1 BUMPOMIHIOBaHHS: [0 y3arasibHEeHNX AaHnx Npo cuctemy
h1akoH 3 NOPOLLKOM INCEH ®APMA hapmakoHarnsgy (BBefeHHs
Yy KOMMNJIeKTi 3 BIOTEK, ®paHuis abo y3araslbHeHUX gaHux npo cucrtemy
PO3YMHHUKOM NO 2 CTEPIOXEHIKC hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHOT
M (ManiT (E 421), ITANA C.N.A,, ITanisa 0co6wu, BiANOBifabHOI 3a 3AiACHEHHS
BOAA AN iH'EKLi) B a6o CTEPIAXXEHIKC thapmakoHarnsgy; KOHTakTHOT 0cobm 3
amnyni, WnpuLom BENbIA CA hapMakoHarnagy 3asaBHUka ans
ANs 04HOPa30BOro (PNEPYC), benbris; 3pjiicCHeHHs chapmakoHarnagy B YkpaiHi,
BMKOPWCTaHHSA Ta BTopvHHe nakyBaHHS, AKLLO BOHA BiAMiHHA Bifj, yNOBHOBaXKEHOT
TpbOMa ronkamm (y KOHTPOb AKOCTi Ta ocobu, BignoBiganbHOI 3a 34iACHEHHS
6nicTepHii BWMNYCK NiKapCbKOro thapmakoHarnagy (BKo4vaym KOHTaKTHi
ynakoBLi) y 3aco6y: INMCEH [aHi) Ta/abo 3MiHV y pO3MiLLLeHHI MacTep-
KapTOHHI Kopo6Lyi PAPMA BIOTEK, thaiina cuctemu chapmakoHarnsgy). 3miHa
PpaHLin; PO3YUHHUK. KOHTaKTHOI 0CO6U 3asiBHUKA,
Brpo6HMUTBO, BiANOBIAa/IbHOI 3a hapMakoHarnsg B
nepBUHHE NakyBaHHA YKpaiHi.
Ta KOHTPO/Ib AKOCTI: [itoya pepakuis: MNpokoneHKo IpuHa
CEHEKCI, ®paHuis; MwkonaiBHa. [MponoHoBaHa pegakuis: Tew,
BTOpvHHE nakyBaHHA Mapis BopuciBHa. 3MiHa KOHTaKTHUX
Ta BMNYCK cepil: [aHnX KOHTaKTHOI 0cobYu 3asiBHMKA,
INCEH ®APMA BiANOBIAa/IbHOI 3a hapMakoHarnsg B
BIOTEK, ®paHuis YKpaiHi.
92. | ANDEPENIH® nopoLuok no 3,75 mr INCEH dpaHuin MopoLuok dpaHuis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a UA/0695/01/02
Ta PO3YMHHUK AN OAPMA Brpo6HMLTBO Ta marepianis: peyenmom

cycneHsii ans
iH'exuin
NPO/IOHTOBAHOI0
BUBIfIbHEHHS; 1
h1akoH 3 NOPOLLKOM
Yy KOMMNJIeKTi 3
PO3YMHHMKOM o 2
M (maniT (E 421),
BOAA ANS iH'EKUIN) B
amnyni, WnpuLom
41151 0jHOPAa30BOro
BMKOPWCTaHHSA Ta
ZBOMa ronkamu (y
6nicTepHil
ynakoBL) y
KapTOHHI Kopo6Lyi

nakysaHHs: INCEH
®APMA BIOTEK,
®paHuis; Famma-
BUMPOMIHIOBaHHS:
INCEH ®APMA
BIOTEK, ®paHuis
abo CTEPIIXXEHIKC
ITAMIIA C.M.A., ITanisa
abo CTEPIIXKEHIKC
BENbIA CA
(Pnepyc), benbris;
BTopvHHe nakyBaHHS,
KOHTPO/b SKOCTi Ta
BWMYCK NiKaPCbKOro
3acob6y: INMCEH
®APMA BIOTEK,
PpaHLis; PO3UMHHUK
Brpo6HMLUTBO,
nepBUHHE MakKyBaHHS
Ta KOHTPO/1b SIKOCTI:

3MiHK | TUNy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
chapmakoHarnsgy; KOHTakTHoi 0cobm 3
chapmakoHarnsgy 3asBHuka ans
3[jiCHEeHHS hapmakoHarnsay B YKpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
hapMakoHarnsay (BkIHYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHOI 0CO6W 3asiBHUKA,
BiANOBIAabHOI 32 hapMakoHarnsg B
YkpaiHi.
[itova pegakuis: NMpokoneHko IpuHa
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
CEHEKCI, ®paHuis; MwkonaiBHa. MponoHoBaHa pegakuis: Tew,
BTOpvHHE nakyBaHHA Mapis BopuciBHa. 3MiHa KOHTaKTHUX
Ta BMNYCK cepil: [aHnX KOHTaKTHOI 0cobYu 3asiBHMKA,
INCEH ®APMA BiANOBIAa/IbHOI 3a hapMakoHarnsg B
BIOTEK, ®paHuis YKpaiHi.
93. | ANPNHOKAH® Kancynu no 50 wr; Mdpainzep CLUA dapesa Ambyas PpaHuin BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/5970/02/01
no 7 kancyny IHK. matepianis: peyenmom

6nictepi; no 1
6nictepy B
KapTOHHI ynakoBLi

3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWMIA
nikapcbknii 3aci6. 3MiHN Yy BUPOGHULTBI.
3miHu BUNpobyBaHb abo AoNyCTUMMX
MeX, BCTAHOBJ/IEHUX Y cnevumdikauisx, nig
yac BMPOOGHMLTBA FOTOBOrO NiKapCbKoro
3aco6y (iHLWi 3MiHN) BHECEHHS 3MiHU Ha
etani «Blending stage» B npoueci
BMPOGHULITBA - 3aMiHa METOANKM
BMNpo6yBaHHA F55.3 (BmicT
dnykoHazony, HPLC) Ha meToanky TM-
0091 (BmicT doniykoHazony ta
opHopigHicT, HPLC). 3miHun | Tuny - 3miHn
3 AKOCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHKn
y BUPOBGHMLTBI. 3MiHW BUNpO6yBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/NIEHVX Y
crneundikalisx, nig vyac BUPo6GHULTBA
rOTOBOrO /iKapCbKOro 3acoby (iHLLi 3MiHW)
BHECEHHS 3MiHM Ha eTani «Blending
stage» B npoveci BupobHUUTBA -
BUJa/1EHHA a/IbTepHaTUBHOI METOAMNKN
BMNpo6yBaHHA F 55.31 (BmicT
dnykoHazony, UV). 3aTtBepxeHuii MeTos
— HPLC. 3minu | Trny - 3MiHKM 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHK Y
BUPOGHMUTBI. 3MiHM BUNpobyBaHb abo
[OMNYCTUMMX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUpobHULTBa
rOTOBOrO JIiKapCbKOro 3acoby (iHLUi 3MiHK)
BHECEHHS 3MiHM Ha eTani «Blending
stage» B npoLieci BUpO6GHMLTBA - 3MiHa
4yacToTV BUNPoByBaHHA 3a NOKa3HUKOM
«BMmicT priykoHa3ony Ta ogHOpIAHICTb» 3
PYTUHHOI Ha HepYTUHHY. 3MiHu | Tuny -
3MiHK 3 siKOCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHM BUNPObyBaHb
ab0o [oMyCTUMUX MEX, BCTAHOB/IEHUNX Y
crneundikaisx, nig yac BUPo6HULTBA
rOTOBOrO NiKapCbKOro 3acoby (iHLUi 3MiHW)
BHECEeHHS 3MiHM Ha eTani «Capsule stage»
B npoueci BUpoOHULTBA - BUAAIEHHSA
albTEepPHATUBHOI METOAMKN BUNPOBYBaHHS




106

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

W5.0 gnsa nokasHuka «OfgHOpIgHICTb
Macu». 3aTBepIKEHUI MeTon,
BMKOHYETbCA 3rigHo Ph.Eur.

94. | ONPNHOKAH® kancynv no 100 wmr; Mdpaiizep CLIA dapeBa Ambyas ®paHLis BHECEHHS 3MiH [0 peecTpaviiiHnX 3a UA/5970/02/02
no 10 kancyny IHK. mMartepianis: peyenmom
6nicTepi; no 1 3MiHW | TUny - 3MiHK 3 AKoCTi. FoToBMi
6nictepy B nikapcbkunii 3aci6. 3MiHU Y BUPOGHULTBI.
KapTOHHI ynakoBLi 3MiHM BUNpPO6YyBaHb abo f0NyCTUMUX

MeX, BCTaHOBMIEHWX y creumdikayisx, nig
yac BMPOOHMLTBA FOTOBOTO /iKAPCHKOro
3aco06y (iHLWi 3MiHM) BHECEHHS 3MiHU Ha

eTani «Blending stage» B npoueci
BMPOGHMLTBA - 3aMiHa METOANKMN
BMNPo6YyBaHHA F55.3 (BmicT
dnykoHazony, HPLC) Ha meToanky TM-
0091 (BmicT chnykoHazony Ta
ofHopiAHICTb, HPLC). 3MiHn | TNy - 3MiHK

3 AKOCTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHW BUNpoGyBaHb abo

[0MyCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BUpobHULTBA
rOTOBOrO /1iKapCbKOro 3acoby (iHLWi 3MiHW)
BHECEHHS 3MiHN Ha eTani «Blending
stage» B npoLeci BUPO6HMLTBA -
BUAA/IEHHS a/lbTePHATUBHOT METOLAMKN
BMNpo6yBaHHA F 55.31 (BmicT
dnykoHazony, UV). 3aTBepaxeHnii MeTog,
— HPLC. 3miHu | Triny - 3MiHKM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK Yy
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHVX Y
crneundikalisx, nig vyac BUPo6GHULTBA
rOTOBOrO NiKapCbKOro 3acoby (iHLUi 3MiHW)
BHECEHHS 3MiHM Ha eTani «Blending
stage» B npoveci BUpobHMLUTBA - 3MiHa
4acToTV BUNPOGYBaHHA 3a NOKa3HUKOM

«BMmiCT dpriykoHa3ony Ta ogHOPIAHICTb» 3
PYTUHHOI HA HEPYTUHHY. 3MiHuW | Tuny -

3MiHM 3 iKOCTi. F0TOBWMIA NiKapCbKuii 3acio.
3MiHM Yy BUPOGHMLTBI. 3MiHM BUNpobyBaHb
abo [oNyCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BUpobHULTBA
rOTOBOrO /1iKapCbKOro 3acoby (iHLUi 3MiHM)
BHECEeHHS 3MiHM Ha eTani «Capsule stage»
B NpoLeci BUPOOHULITBA - BUAATEHHS
a/IbTEPHATUBHOI METOANKN BUNPOOYBaHHS
WS5.0 ana nokasHvka «O4HOPIAHICTb
Macu». 3aTBEpAKEHNI MeToq,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

BMKOHYETbCS 3rigHo Ph.Eur.

95.

ANDITIOKAH®

kancynu no 150 wr;
no 1 kancyni B
6nicTepi; no 1
6nictepy B
KapTOHHI ynakoBLi

Mdpaiizep
IHK.

CWA

dapesa Ambyas

dpaHuin

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHM | TUny - 3MiHK 3 AKocTi. [oToBWMIA
nikapcbkunii 3aci6. 3MiHU Y BUPOGHULTBI.
3miHu BUNpobyBaHb abo A0NyCTUMMX
MeX, BCTaHOB/IeHWX y crieuudikalisx, nig
yac BMPOBGHMLTBA FOTOBOTO NiKAPCbKOro
3aco0y (iHLWi 3MiHWN) BHECEHHS 3MiHW Ha
eTtani «Blending stage» B npoueci
BUPOBHULTBA - 3aMiHa METOANKU
BMNpobysaHHA F55.3 (BmicT
dnykoHaszony, HPLC) Ha meToauky TM-
0091 (BwmicT coniykoHasony Ta
0pHopigHicTb, HPLC). 3MiHn | Tuny - 3MiHn
3 AKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3MiHW BUNpobyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/EHNX Y
cneuudikauisix, nig yac BUpobHULTBA
rOTOBOrO JIiKApCbKOro 3acoby (iHLUi 3MiHK)
BHECEHHS 3MiHM Ha eTani «Blending
stage» B npoLeci BUPO6GHMLTBA -
BUAa/IEHHS aNlbTepHaTUBHOT METOAMKN
BMNpo6ysaHHA F 55.31 (BmicT
dnykoHasony, UV). 3atBepmxeHuii metos
— HPLC. 3miHn | TNy - 3MiHK 3 AKOCTI.
[oTOBWIN NikapcbkWii 3aci6. 3MiHK Y
BMPOGHMLTBI. 3MiHK BUNpobyBaHb abo
[0MyCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac BUpobHULTBA
rOTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHK)
BHECEHHS 3MiHN Ha eTani «Blending
stage» B NpoLieci BUPOGHMLTBA - 3MiHa
4acToTV BUMPOOYBaHHA 3a NMOKa3HUKOM
«BMICT ¢piykoHa30/y Ta OAHOPIAHICTb» 3
PYTUHHOI Ha HePYTUHHY. 3MiHu | Tuny -
3MmiHu 3 SKocTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiHW Y BUPOOHULTBI. 3MiHM BUNpobyBaHb
ab0o [oMyCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUpobHULTBa
rOTOBOrO JIiKapCbKOro 3acoby (iHLUi 3MiHK)
BHECEHHS 3MiHM Ha eTani «Capsule stage»
B NpoLeci BUPOOHULITBA - BUAAIEHHS
albTePHATUBHOI METOANKN BUNPOOYBaHHS
W5.0 ana nokasHvka «OfgHOpIAHICTb
macu». 3aTBepmpkeHuii meTos
BMKOHYETbCA 3rigHo Ph.Eur.

6e3
peuyenma

UA/5970/02/03

96.

AIATAMA

PO3YUH ANS iH EKLN

MpuBatHe

YKpaina

MpuBaTHe akuioHepHe

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiHnX

3a

UA/16822/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
no 2 mn1 B amny i, akuioHepHe TOBapuUCTBO "“J1EeKXiM - marepianis: peyenmom
no 5 amnyn B TOBapucTBO Xapkis" 3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikar
6nicTepi, no 1 "Jlekxim - BignosigHocTi/lE-cepTudikar
6nicTepy B nauui 3 Xapkis" BiANOBIAHOCTI EBpONechbkil
KapToOHY thapmakonei/MoHorpadii. NMogaHHsA HOBOro
ab0 OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y
BMPOGHULTBI API; N5t AONOMIKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - Hosuii
cepTugikaT Bif HOBOrO BUPOBHMKA (3amiHa
ab0 [ONOBHEHHS)
nofaHHsA HOBOro cepTudpikara
BiANOBIAHOCTI €Bponelicbkilt hapmakonei
Ne R1-CEP 2011-205-Rev 02 gna Adl
LjiaHokob6anamiHy Big, HOBOro
anbTepHaTMBHOIO BMPO6HMKa Hebei
Huarong Pharmaceutical Co Ltd, China.
97. | OIOBAH® TabneTku, BKPUTI Hosapric LseiiLapis BMPOGHMLTBO 3a Icnanis/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/7169/01/02
nNiBKOBOKO Papma Al NOBHUM LK/IOM: ITania/ martepianis: peyenmom
o6onoHkoto, no 80 3irdopig Bapbepa, PymyHis 3MiHY | Tuny - 3MiHK WoAao
mr; no 14 tabneTok C.J1.,, IcnaHis; 6e3nekun/edekTBHOCTI Ta

y 6nictepi; no 1 abo
2 6nictepuy
KOpOOLLi 3 KAPTOHY

BMPOGHULITBO 3a
MOBHVM LVIK/IOM:
HosapTic ®apma
C.n.A. ltanis;
KOHTPO/b SIKOCTI:
CaHpgos C.P.J1.,
PymyHis

thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHEHNX AaHnX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHoT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3assBHuka gns
3[jiCHEeHHS1 hapMakoHarnsay B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBa)XKEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
hapMakoHarnsaay (BkNYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6M 3as1BHYKA,
BiANOBIAa/bHOI 3a thapmakoHarnsg,
[itoua pepakuis: David J Lewis, B. Sc
(Hons), Ph.D. MNponoHoBaHa pefaxuisi: Dr.
Justin Daniels, Ph.D. 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXEHOT 0CO6Y 3asBHMKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
MiCLie3Hax0MKEHHS MacTep-dainna
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
cuctemn chapmakoHarnagy. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnsgy.
98. | OIOBAH® TabneTku, BKpUTI HoBaprTic LlBeiiuapis BMPOGHMLITBO 3a Icnanis/ BHECEHHS 3MiH [0 peecTpaviiiHnX 3a UA/7169/01/03
nNiBKOBOKO dapmva Al NOBHWUM LMK/IOM: ITania/ mMartepianis: peyenmom
060n0HkKot0, No 160 3irdopig Bapb6epa, PymyHis 3MiHW | Tuny - 3MiHK WoAao
Mr; no 14 TabneTok C.J1., IcnaHis; 6e3nekn/edreKTMBHOCTI Ta
y 6nictepi; no 1 aéo BMPOGHMLTBO 3a thapmakoHarnagy. BeefeHHs abo 3miHu
2 6nictepn y NOBHUM LMK/TOM: [10 y3arasibHEHNX AaHMX NPO cUcTeMy
KOpOO6Lii 3 KapTOHY HoapTic ®apma hapmakoHarnsgy (BBefeHHs
C.n.A. Itanis; y3arasibHeHUX AaHux Npo cuctemy
KOHTPO/b AKOCTI: thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi
CaHnpos C.P./1., 0cobw, BignoBiganbHOI 3a 34jiACHEHHS
PymyHis hapMakoHarnaay; KOHTakTHoOI ocobu 3
hapMakoHarnagy 3asBHUka ans
3[jiCHEeHHST hapMakoHarsay B YKpaiHi,
SKLLO BOHA BigMiHHA Bif, yNIOBHOBaXXEHOT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
thapmakoHarnagy (BKIo4yakum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
YMOBHOBaXeHOT 0CObM 3as1BHMKa,
BiANOBiAa/ILHOT 38 hapmakoHarnsg.
[Oitova pepgakuisn: David J Lewis, B. Sc
(Hons), Ph.D. MponoHoBaHa pegakuis: Dr.
Justin Daniels, Ph.D. 3MiHa KOHTaKTHUX
[aHvX YNOBHOB&XEHOI 0COOU 3asBHYIKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
MiCLie3HaxX0MKEHHs1 MacTep-ghaiina
cuctemn chapmakoHarnagy. 3miHa micus
3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy.
99. | AONMIT® PO3UUH HALLKIPHWIA; [Op. Taiicc HimeuunHa [Ap. Taiicc HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiHnX 100 mn — UA/10820/01/01
FPCbKA no 100 mn a6o 250 HatypBapeH HatypBapeH 'M6X marepianis: 6e3
COCHA M, abo 500 mn, abo m6X 3MiHu | TUnNy - 3MiHK WoA0 peuenma;
1000 mn y 6e3nekn/edeKTMBHOCTI Ta 250 mn, 500
nonieTUIEHOBIN hapmakoHarnagy (iHwi 3MiHn) 3MiHu ms1, 1000 mn
nnawyj; no 1 naswui BHECEHi Yy TEKCT MapKyBaHHS NepBUHHOT Ta —-3a
Y KapTOHHii1 kopobu,i BTOPUHHOI yNakoBOK NiKapCbKoro 3acoby peyenmom
n. 17. "IHWE". TepmiH BBeAEHHS 3MiH
NpOTArom 6 MicsiLiB NicNs 3aTBEPKEHHS.
100. | AONNOKCEH TabneTkn, BKPUTI €Bpo IHais IHooko Pemegic IHgis BHECEHHS 3MiH 0 peecTpauiiHnx 3a UA/8051/01/01
nniBKOBOKO Naiidokep Nimiteq, 1HAiN; martepianis: 3miHu | Tuny - peyenmom
06010HKot0; No 10 MpavisiT landa Nabopartopis AOMiHICTpaTMBHI 3MiHU. 3MiHa
TabneTtok y 6nictepi; Nimiteq N1a. OHIT 1, IHajs HaliMeHyBaHHS Ta/abo agpecu 3asiBHUKA

no 2 a6o 10
6nictepiB y
KapPTOHHI Kopobui

(BnacHvika peecTpauiiHoro nocBigYeHHs)
3MiHa agpecy 3asBHUKa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

101.

[IOP3AME],

Kpani O4Hi, PO34nH
2%;no5mny
dhnakoHi-
KpanenbHuui; no 1
hNakoHy-
KpanesnbHuLi B
KapTOHHI Kopo6Lyi

TOB
"YOP/I,
MEANLIAH"

Ykpaina

K.O. "POM®APM
KOMMAHI C.P.J1."

PymyHis

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis:
3Minn Il Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs1 a6o 3miHa(L)
[0 3060B'A3aHb Ta YMOB BMAadi
peecTpauiiHoro NOCBIAYEHHS, BK/IHOHAKUM
MnaH ynpasniHHA pu3nkamm
(3acTocyBaHHs 3MiH(1), sKi(a)
B/MaratTb(€) NogasibLIOro
06r'pyHTYBaHHSI HOBVMW AOAATKOBUM
[aHuMK, Lo MatoTb HaJaBaTucs
KOMMNETEHTHUM OpraHoOM, OCKI/TbK/
BMMaraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm) - 3asiBHUKOM
HaJaHO OHOB/EHWi MNnaH ynpas/iHHA
pu3unkamu Bepcis 2.0 3mMiHU BHECEHO [0
yacTuH: |l «Cneuudikauis 3 6e3neku», Il
«[lnaH 3 chapmakoHarnagy», V " 3axoam 3
MiHimizauii pusunkis®, VII «ogaTku» Ha
OCHOBI OHOBJ/IEHOrO Nepeniky Nnpobnem 3
6e3neku BignoBigHO Ao HaRP Assessment
Report dorzolamide. Pe3stome MNnaHy
ynpasniHHA pu3nkamu Bepcis 2.0
[0Aa€ETbCA.

3a
peuyenmom

UA/12079/01/01

102.

AopP30onT
nnoc

Kpanni o4Hi, pO34uH,
no 5 mn y cpakoHi-
KpanenbHuui Ta
KapTOHHIN nauui

EnENCi
Pomdrapm
Komnai
[xopaxns

Ipysia

K.T. Pomdhapm
KomnaHi C.P.J1.

PymyHis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHM | TUny - 3MiHK 3 AKocTi. [oToBWMiA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHui 3aci6.
3MiHa nocTavasibHMKa nakyBaslbHUX
martepianis abo KOMMIEKTYUMX (SKLLO
3a3HayveHo B A0CbE) (3amiHa abo
JofaBaHHA noctavasibHUKa) fofaBaHHS
noctavasibHuKa maTepianis NePBUHHOIO
nakyeaHHs Gerresheimer Boleslawiek
S.A,, MNonbLia (4onoBHeHHS). 3MiHn | TUNY
- 3MiHK 3 IKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa
po3mipy cepii (Bknoyaroun gianasoH
po3Mipy cepil) roToBOro NikapcbKoro
3aco6y (36inbweHHsA go 10 pasis
NOPIBHSHO i3 3aTBEPIKEHVM PO3MiIPOM)
36i/1bLLEHHS PO3MIpY Cepii rOTOBOro
nikapcbkoro 3acoby (3arsepgxeHo: 25 n,
50 n, 100 n1; 3anponoHoBaHo: 400 ).

3a
peyenmom

UA/17872/01/01

103.

LNOLET

KOHL,eHTparT ans
po3unHy Ansi

Mini
Xersickepe

Benvka
BputaHis

BeHyc Pemegic
Niviteq

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:

3a
peyenmom

UA/0670/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
iHdpy3iin, 40 mr/mn, Nimiten 3miHu | TMRY - 3MiHK 3 SKocTi. FoToBMIA
no 0,5 mn nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI.
npenapary y 3MiHa po3Mipy cepii (BkIOYatoun giana3oH
dhnakoHi ino 1,5 mn po3mipy cepii) roTOBOro NikapcbKoro
PO3UMHHYMKA (PO3YMH 3acoby (36inbweHHsA fo 10 pasis
eTtaHony 13 %) y NOPIBHSHO i3 3aTBEPKEHUM PO3MIPOM)
dhnakoHi, 36iNbLUEHHS PO3MIpY cepii roTOBOro
ynakoBaHux y nikapcbkoro 3acoby Ans AosysaHb 20 Mr
KapTOHHY KOPOOKY; (40 mr/mn, no 0,5 mn) Ta 80 mr (40 mr/mn,
no 2 M1 npenapary no 2 mn) - 3ateepmxeHo: 20 mr (40 mr/mn,
y thnakoHi i no 6 mn no 0,5 mn) - 1000 donakoHis; 80 mr (40
PO3UnHHYKA (PO3UMH mr/mn, no 2 mn) -1000 dpnakoHis -
eTtaHony 13 %) y 3anponoHoBaHo: 20 mr (40 mr/mn, no 0,5
hN1aKoHi, M) - 1000 chnakoHis, 2000 chnakoHis; 80
yrnaxkoBaHux y Mr (40 mr/mn, no 2 mn) -1000 donakoHis,
KapTOHHY KOpPOOKy; 2000 dhrakoHiB.
no 3 mn npenapary
y thnakoHi i no 9 mn
PO34MHHYKA (PO34NH
eTaHony 13 %)y
hN1aKoHi,
ynakoBaHux y
KapTOHHY KOpPOGKY
104. | AYTANPO Kancynm m'aki no 0,5 €Bpo IHAis Onis Xenckep IHAjs BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/20465/01/01
mr; no 10 kancyn y Naidokep matepianis: 3miHu | Tuny - peyenmom
6nictepi; no 3 MpaiiBiT AOMiHICTPaTUBHI 3MiHW. 3MiHa
6nictepu B Niviten HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
KapTOHHI Kopo6Lyi (BnacHviKa peecTpauiiHoro NnocBigYeHHs)
3MiHa agpecu 3asaBHUKA
105. | EBKANINTOBW | masb; no 20 r a6o 50 [Op. Taiicc HimeuunHa [Ap. Taiicc HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiHnX Ges UA/2332/01/01
N BANTb3AM ry 6aHuj; no 1 6aHui | HartypsapeH HatypBapeH 'M6X, marepianis: peyenma
Bi4 3ACTYAN B KapTOHHIi1 kopobu,i m6X HimeuuunHa (£o3Bin Ha 3MiHu | TUnNYy - 3MiHK Woa0
OP.TAINCC BMNYCK Cepil, 6e3nekn/edeKTMBHOCTI Ta
BMPOGHMLTBO hapmakoHarnsagy (iHwi 3miHn) - 3MiHn
Hepo3dhacoBaHOl BHECEHO Y TEKCT MapKyBaHHA NEPBUHHOT
NpoAyKLii, NnepBuHHe (n. 6) Ta BTOpUHHOT (N. 17) ynakosku
Ta BTOPVHHE nikapcbkoro 3acoby, a came BUNy4eHO
nakyBaHHS; norotun imnoprepa.
BMPOGHMLITBO BBefeHHs 3MiH NpooTAroM 6-Tn MicsLiB
Hepo3dracoBaHoi nicns 3aTBepayKeHHs.
NpoAyKLUii, NepBNUHHE
Ta BTOPVHHE
nakyBaHHs)
106. | EKSBUCTA Kancynu Teepgi, no AT "Apgaveq Monblwa BMPOGHMLTBO “in bulk”, Monbua BHECEHHS 3MiH 10 peecTpavuintHnx 3a UA/17002/01/01
75 wr; no 14 kancyn dapma” nepBuHHe Ta mMartepianis: peyenmom

y bnicTepi; no 2 abo
no 4 6nictepu B
KapPTOHHI Kopobui

BTOPWHHE MaKyBaHHS:
AT «Apameq ®apma»,
MonbLya; BUPOBHMK

3MiHu | TUnNy - 3MiHK Wwoa0
6e3nekn/edpeKkTBHOCTI Ta
dhapmakoHarnsay (iHwi 3MiHn) 3MiHu
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
nepBuHHOIO Ta BHeceHo y n. 17. IHWE TekcTy
BTOPVHHOIO MapKyBaHHS BTOPVHHOT yNakoBKu
nakyBaHHs, BUNYCK NikapcbKoro 3acoby Wo0 3a3HayYeHHs
cepii: AT «Agamep, TEXHIYHUX KOAiB Ta hapMakogiB.
dapma», Monblua BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkKeHHs
107. | EKSBUCTA Kancynv Teepgi, no AT "Apaves Monbwa BMPOGHMLTBO “in bulk”, Monbuwa BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a UA/17002/01/02
150 wr; no 14 dapma” NnepBuUHHE Ta mMartepianis: peyenmom
Kancyn y énicrepi; BTOPUHHE NakyBaHHS: 3MiHn | TURY - 3MiHK WoAo
no 2 abono 4 AT «Apgaveq ®apma», 6e3nekn/edreKTMBHOCTI Ta
6nictepu B MonbLa; BUpo6HMK hapmakoHarnagy (iHwi 3MiHn) 3MiHu
KapTOHHI Kopo6Lyi nepBMHHOrO Ta BHeceHo y n. 17. IHLWE Tekcty
BTOPVHHOIO MapKyBaHHS BTOPVHHOT yNakoBKu
nakyBaHHs1, BUNYCK NiKapcbKoro 3acoby LLioA0 3a3HaYeHHs
cepii: AT «Agamep, TEXHIYHMX KOAIB Ta hapmakog,is.
dapma», Monba BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB
nicnsa 3aTBepkeHHs
108. | ENEBIT® Tabnetkun, BKpUTI Baiiep LLseiuapis [paxeHocapm HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 UA/9996/01/01
NMPOHATA/b NnNiBKOBOKO KoHcblomep Anotekep Mownb marepianis: peyenma
060/10HKOI0; Mo 10 Kep Al 6X 3MiHu | TNy - 3MiHK 3 skocTi. CepTudikat
Tabnetok y 6nictepi; BignosigHocTi/lE-cepTudikar
no 3 a6o 10 BiANOBIAHOCTI EBpONeichbkili
6nictepiB y thapmakonei/MmoHorpadii. NMogaHHs HOBOroO
KapTOHHI kopobuy; abo oHoBNeHoro ceptudikata
no 20 TabneTok y BiANOBIAHOCTI 260 BUYyYEHHS
6nictepi; no 5 cepTudpikaTa BignoBiAHOCTI EBpoNeiichkii
6nicTepiB y thapmakonei: ana A®l; gns BuxigHoro
KapTOHHI Kopo6Lyi mMaTtepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HULTBI API; NSt AONOMIKHOT
peyoBuHU (cepTudiikar BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNIEHWIA
cepTudiikat Bif ye 3aTBepLKEHOro
BMPOOGHMKa. MogaHHA OHOBIEHOro
ceptudpikaTy BignosigHocTi EP R1-CEP
2001-405-Rev 05 (nonepeaHs sepcis CEP
R1-CEP 2001-405-Rev 04) ansa Adl
BioTuHy Bif BXe 3aTBEPKEHOIO
BMpo6HMKa DSM Nutritional Products LTD,
LLiBeliLapis
109. | EHTEPOXXEPMI | cycneHsia opanbHa TOB YkpaiHa BMPOGHULTBO, ITanisa BHECEHHS 3MiH 10 peecTpavlintHnx 6e3 UA/15608/01/01
HA® ®OPTE Ne5:no5mny "Onenna NnepBUHHE Ta mMartepianis: peyernma
hnakoHi; no 5 Xenckea BTOPVHHE NakKyBaHHS, 3MiHK | TUNY - 3MiHK WoA0
hnakoHiB, 3'egHaHNX YkpaiHa" KOHTPOb Ta BUMYCK 6e3nekn/edekTMBHOCTI Ta

MiX CO60t0
NnonieTUIEHOBO
nepemMuyKoto, y
KaceTi; no 1 kaceTi B

cepiin: Onenna
Xenckea Itani C.p...
ITanis; BTOpUHHE
nakyBaHHS:

thapmakoHarnagy (iHwi 3MiHn). 3MiHun
BHECEHO [0 TEKCTY MapKyBaHHS
NepBUHHOT YNakoBKM NiKapCbKoro 3acoby
n. 6. "IHWE" Ta 40 TEKCTy MapKyBaHHS
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
KapTOHHI kopobuy; HeonogxucTika BTOPUHHOI yMakoBku y n. 8. "Aarta
Ne 10; Ne 20 (10x2): C.p.n., Itanis 3akiHYeHHs TepMiHy npugartHocTi® Ta n. 17.
no 5 mn y donakoHi; "IHLWE". TepMiH BBEAEHHSA 3MiH NPOTArOM
no 10 chnakoHis, 6 micauiB nicns 3aTBepKeHHs.
3'e/HAHNX MiX
coboto
nonieTnIeHoBo
nepemMmnuKoto, y
KaceTi; no 1 a6o 2
KaceTun B KApTOHHIl
KopooLi
110. | ENIPYBIUWH KOHUEeHTpaT ans EBEBE AscTpis NOBHUI LMK AscTpisi/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a He UA/4356/01/01
"EBEBE" PO34mnHy Ans dapma BMPOGHMLTBA: HimeuunHa marepianis: peyenmom | nionsizae
iHdpy3iid, 2 Mr/mn no lec.m.6.X. PAPEBA YHTepax 3MiHu | TUNYy - 3MiHK Woa0
5 mn (10 mr) a6o 25 Hdpr.KI "M6X, ABCTpIs; BANYCK 6e3nekn/edeKTMBHOCTI Ta
mn (50 wmr), abo 50 cepii: EBEBE ®apma thapmakoHarnagy (iHwi 3mMiHn) 3miHu
M (100 mr), abo lec.m.6.X. Hdpr. KT, BHECEHO A0 IHCTpyKLii AN1a MeguyHoro
100 mn (200 mr) y ABCTpISi; 3acTOCyBaHHS Mikapcbkoro 3acoby Ao
thnakoHi; no 1 KOHTpO/b/BMNpOGYBaH po3gainy "3actocyBaHHs y nepios
thnakoHy B KOpO6Li Hs cepii: MMM BariTHOCTi abo rogyBaHHsA rpyaa”
Mikpo6ionoriwec BiAMNOBIAHO A0 MaTepiasiiB peecTpauiiHoro
Mptochnabop M6X, [OCbe. BBeEHHS 3MiH NpoTArom 6-Tu
ABCTpist; MiCALIB MiCNA 3aTBEPLXKEHHS.
KOHTPONb/BMNpOGYBaH
Hsa cepii: Nlabop /1IC
CE & Ko. KT,
HimeyunHa
111. | ENOBIOKPUH PO34MH ANS iH'eKii TOB "$3 YkpaiHa TOB "®3 Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnX 3a UA/17088/01/02
no 2000 MO; no 1 "BIO®APMA "BIOPAPMA" mMartepianis: peyenmom
M/ B nonepenHso " 3MiHKM | TURY - 3MiHK 3 AKOCTi. FoTOBWUIA
HanoBHEHOMY nikapcbkuii 3aci6. KOHTPOb AOMOMIKHUX
Lwnpuvuy; no 5 peyoBuH. 3MiHa Yy MeToAax BUNPOOYBaHHS
nonepegHL0 [OMOMDKHOT peYOBUHM (iHLLT 3MiHW Y
HanoBHEHNX mMeToAax BUNpobyBaHHA (BKIOUatoUn
wnpuuis y 6nictepi; 3amiHy abo foAaBaHHs)). 3MiHN Y
no 1 6nictepy y MeToAax BUNpo6yBaHHA A1 AOMNOMIKHOI
nauui; no 1 mn B peyoBMHM HaTpito xnopug 3a NOKasHUKOM
amnyni; no 5 amnyn "Mikpob6ionoriyHa uncrtora" 3 metogy
y 6nicTepi; no 1 3"rMBMHHOrO BUCIBaAHHA" HA MeToA
6nictepy y nayui "Memb6paHHOT1 dhinbTpaui”.
112. | ENOBIOKPUH PO34MH ANA iH'eKUiA TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 10 peecTpavlintHnx 3a UA/17088/01/03
no 4000 MO; no 1 "BIODAPMA "BIODAPMA" mMartepianis: peyenmom

M/ B nonepeaHbo
HanoBHEHOMY
wnpuay; no 5
nonepegHL0
HanoOBHEHUX
wnpuuiB y 6nictepi;

3MiHM | TUny - 3MiHK 3 AKocTi. [oToBWMIA
nikapcbkuii 3aci6. KOHTPOb AOMOMIXHUX
peyoBVH. 3MiHa y MeToax BUNpPobyBaHHSA
O0MNOMDKHOT PeYOBMHM (iHLLI 3MiHW Y
MeTofax BUNpobyBaHHSA (BKIHOYaOUM
3amiHy abo gofAaBaHHs)). 3MiHN Y
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
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no 1 6nictepy y MeToAax BUNPOGYyBaHHSA A1 AOMNOMIKHOI
nauui; no 1 mn B peyoBMHM HaTpito xnopug 3a NOKasHUKOM
amnyni; no 5 amnyn "Mikpob6ionoriyHa unctorta" 3 metogy
y 6nictepi; no 1 3"rMBMHHOrO BUCIBaHHSA" HA MeTOA
6nicTepy y navui "Mem6paHHOT (hinbTpayii”.
113. | ENOBIOKPUH PO34MH ANS iH'eKL TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/17088/01/04
no 10 000 MO; no 1 "BIO®APMA "BIO®APMA" marepianis: peyenmom
M/1 B nonepeaHsLo " 3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWMIA
HanoBHeHOMY nikapcbkuii 3aci6. KOHTPOb AONOMIKHMX
Lwnpuvuy; no 5 peyoBVH. 3MiHa y MeToAax BUNPOGyBaHHS
nonepegHL0 [0NOMDKHOT PeYOBMHM (iHLLI 3MiHU Y
HamnoBHEHUX MeTo4ax BUNpobyBaHHS (BK/IHOYaUN
wnpuuis y 6nictepi; 3amiHy abo JofaBaHHs)). 3MiHW y
no 1 6nicrepy y MeTofax BUNPO6YBaHHSA A1 AONOMDKHOT
nauyj; no 1 mn B peyoBuHM Hatpito xnopug 3a nokasHUKOM
amnyni; no 5 amnyn "MikpobionoriyHa uncToTa" 3 MeToay
y 6nictepi; no 1 3"TNNBUHHOTO BUCIBAHHA" HA METOoS
6nicTepy y nayui "MeMb6paHHoi dinbTpauii”.
114. | ENOBIOKPUH PO34MH ANS iH'eKLi TOB "$3 YkpaiHa TOB "®3 Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnX 3a UA/17088/01/01
no 1000 MO; no 1 "BIO®APMA "BIOPAPMA" mMartepianis: peyenmom
M/ B nonepenHso " 3MiHKM | TURY - 3MiHK 3 AKOCTi. FoTOBWUIA
HanoBHEHOMY nikapcbkuii 3aci6. KOHTPOb AOMOMIXKHUX
Lwnpuvuy; no 5 peyoBuH. 3MiHa Yy MeToAax BUNPOOYBaHHS
nonepegHL0 [OMOMDKHOT peYOBUHM (iHLLT 3MiHW Y
HanoBHEHNX mMeToAax BUNpobyBaHHA (BKIOUatoUn
wnpuuis y 6nictepi; 3amiHy abo foAaBaHHs)). 3MiHN Y
no 1 6nictepy y MeToAax BUNpo6yBaHHA 419 AOMNOMIKHOI
nauui; no 1 mn B peyoBMHM HaTpito xnopug 3a NOKasHUKOM
amnyni; no 5 amnyn "Mikpob6ionoriyHa uncrtora" 3 metogy
y 6nicTepi; no 1 3"rIMBMHHOrO BUCIBaAHHA" HA MeToA
6nictepy y nayui "Memb6paHHOT1 dhinbTpaui”.
115. | EC30/ TabneTku, BKPUTI TOB YkpaiHa KYCYM XENTXKEP IHAis BHECEHHS 3MiH 10 peecTpaviliHnx 3a He UA/10774/01/01
060/10HKO10, Mo 100 "TNEAPAP MNBT NTA MaTepianis: yTOUHEHHS1 peecTpauiiiHol peyenmom | niossieae
Mr; no 4 a6o no 10 MAaTAh" npoueaypu B Hakasi MO3 YkpaiHu Ne

Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI ynakoBLi

1056 Big 17.06.2024 - 3MiHu | TUNy -
3MiHM Wogo 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KopoTkili
XapaKTepucTuLLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeJMNYHOro 3aCTOCYBaHHs
reHepuyHuX/ribpuaHnx/6ionofibHmNx
NiKapcbknx 3acobiB MNicn1s BHECEHHS TieT
camoi 3MiHU Ha pedhepeHTHWIA npenapar
(3MiHa He noTpebye HafaHHA XOAHNX
HOBUX A0A4ATKOBMX AAHWX) - 3MiHN
BHECEHO A0 iHCTPYKLi 415 MeauyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3ainu: "dapmakosoriyHi BNacTMBocCTi",
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"MpoTunokasaHHs", "B3aeMogisi 3 iHLLIMMK
nikapcbk1MK 3acobamMu Ta iHLWi B1uam
B3aemogiit”, "Ocob6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiod BariTHoOCTi abo
rogyBaHHs rpyaat”, "Cnocio
3aCcToCyBaHHA Ta 403n",
"Mepepo3yBaHHs", "INo6GiuHI peakuii”
BiANOBIAHO A0 iHdhopMaLiT Woao
MeAMYHOro 3acTOCYBaHHS pethepeHTHOro
nikapcbkoro 3acoby (Sporanox, capsules).
MpeacTaBneHi 3miHK B iHchopmai 3
6e3nekn LLoA0 BHECEHHS 3MiH Ta
[OMOBHEHb Y po3ginax "®apmakonoriyHi
BnactusocTi", "lMpoTunokasaHHsA",
"B3aemogis 3 iHWMMK NliKapCbKumu
3acobamu Ta iHLWi BuAn B3aEMogiii",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocié
3acToCyBaHHA Ta 403K",
"Mepeno3yBaHHA", "M06IYHI peakui™
3ri4HO 3 iHhopMaLielo WoA0 MeaUYHOTo
3acTocyBaHHA pethepeHTHOro NikapCbKoro
3acoby Sporanox. BBegeHHsi 3MiH nicns 6-
TV MicsILiB 3 AaTV 3aTBEPAKEHHS. 3MiHu |
My - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsgy. BHeceHHs abo
3MiHa(1) Jo 3060B'A3aHb Ta YMOB BuAaui
peecTpauiiHoro NoCcBigYeHHs, BKIKOYAUM
MnaH ynpasniHHSA pu3nkamm
(3acToCcyBaHHs TEKCTY, SIKUIA NOTOAXKEHNI 3
KOMNETEHTHUM OpraHoMm) - 3asiBHUKOM
Ha/jaHO OHOBEHWIA MNaH ynpaBniHHA
pu3nkamm Bepcis 2.1. 3MiHM BHECEHO A0
yacTuH: | «3aranbHa iHchopmauisy» Il
«Cneuudikauis 3 6e3nekm» V «3axoam 3
MiHimi3aLii pusukie» VI «Pe3lome nnaHy
ynpasiHHA pusmkamm» VIl «ogaTkm»
(mopatok 7.2, popaTok 7.9, gogatok 8) y
3B'513Ky 3 OHOBJ/IEHHAM iHhopMaLiii 3
6e3nekun Ailo4oi PeHOBUHU ITPakoHa30.
BIANOBIAHO [0 aKTyanbHOI pediepeHTHOT
iHchopMmawii, a TakoX y 3B'A3KY i3 3MiHOO
chopmarty BignoBigHO Ao BuMor Evaluation
Guidance on the format of the risk
management plan (RMP) in the EU —in
integrated format, GVP Module V Rev.2
Human Medicines). Pestome Mnaxy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

ynpaBniHHA py3nkamu Bepcis 2.1
pofaetbes. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHK
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3acTocyBaHHSA NikapcbKoro 3acoby y
po3gin "MobiuHi peaxuii” Woa0 BaXINBOCTI
3BiTYyBaHsi NPO NOGIYHI peakuii.
MpepcTasneHi 3miHW B iHchbopma,i 3
6e3Mekn LLoA0 BHECEHHS 3MiH Ta
[0MOBHEHb [0 po3ainy «IMob6iyHi peakuii»
iHchopmauiieto LLoA0 NOBILOMIEHHS NPO
nigo3proBaHi No6ivHi peakuii Ha nigcTasi
pekomeHgauii AELL, wo po3mileHa Ha
odpiLiiHomy caliTi Ta BifnoBigae BUMoram
Mopsaaky 34iicHeHHs dhapmakoHariaay,
3aTBEpAKEHOro HakasomM MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 3[40POB'SA
Ykpaiuu Big 26 BepecHsi 2016 poky Ne
996) MOXyTb 6YTN peKoMeHAO0BaHi A0
3aTBEPKEHHS Ta BHECEHHS B iHCTPYKLtO
ANA MeANYHOro 3acToCyBaHHs
nikapcbkoro 3acoby BeegeHHs 3MiH
npoTArom 6-Tn MicAUiB 3 AaTu
3aTBEPAKEHHS.

116.

ECMIKON BEBI

Kpanni opasibHi, No
15 mn a6o no 30 mn
y thnakoHi; no 1
hNakoHy y
KapTOHHI Kopo6Lyi
pasom 3 MipHO
nineTkoro B
iHAMBIAYabHIN
ynakoBLUi

€8Bpo
Naidokep
MpaiiBiT
Nimiten

IHais

IHaoko Pemegic
NimiTen

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHviKa peecTpauiiHoro NnocBigYeHHs)
3MiHa agpecu 3asaBHUKA

6e3
peyenma

UA/12949/01/01

117.

EXIHALIEI
NYPMYPHOI
EKCTPAKT
PIAKNIA

eKkcTpakT; no 30 ms,
50 mn a6o 100 mny
dhnakoHax CKNsHMX;
no 30 mn, 50 mn,
a6o 100 mny
hNakoHi CKISIHOMY,
no 1 conakoHy B
nauui 3 KapToHy

AT
"Nly6Hndhap
o

Ykpaina

AT "Nly6Hnhapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHui 3aci6.
3MiHa po3Mipy ynakoBK/ roToBOro
nikapcbKoro 3acoby (3miHa macu/o6'emy
BMICTY KOHTeliHepa 6araTo030B0Oro
nikapcbKkoro 3acoby Ans
HenapeHTepasibHOro 3acTocyBaHHA (abo
0/1H0,030B0Or0, YaCTKOBOIO

6e3
peyenma

nionsieae

UA/6079/02/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
BMKOPUCTaHHS))

BBefieHHA 004AaTKOBOI YNakoBKu, a came
no 100 mn y dpiakoHax CKASAHUX
3aKynopeHnx Npobkamm i KpuLkamu, Lo
HarBMHYyTLCA Y Nayli abo 6e3 nayku, 3
BHECEHHSIM BiANOBIAHUX 3MiH [0 p.
«Cknag» Ta «Ynakoska» MKA /13.
MepBYHHWIA NaKyBasibHWIA MaTepian He
3MiHMBCS. 3MiHN BHECEHO B iHCTPYKLLiO
4719 MeANYHOro 3acTOCyBaHHs
nikapcbKoro 3acoby no posginis "Cknag"
Ta "YnakoBka" ( fofaBaHHS 404AaTKOBOro
BMAY YNakoBku - no 100 mA, y doiakoHax
CKNAHUX; Mo 100 MmN 'y chNakoHi CKIsiHOMY,
no 1 donakoHy B nayLi 3 KapTOHY) Ta K
HacnigokK BiANOBIAHI 3MiHM BHECEHO A0
po3ainy "Cnoci6 3actocyBaHHA Ta fo3un".
BBefeHHs TeKCTy MapKyBaHHA [OAATKOBOI
NepBUHHOI Ta BTOPUHHOI YNaKoBKu
nikapcbKoro 3acoby. BeegeHHs 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBEPAKEHHS.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKkoro 3acoby. 3MiHa y meTogax
BUMPOBYBaHHA rOTOBOTO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBepaKeHnX
MeToAax BUNpPo6yBaHHS) BHECEHHS 3MiHK
0o n. «O6'eM BMICTy hniakoHy», a came y
MeTogi BUNpobysaHHs 06’eMy BMICTY
chnakoHy no 100 M (3MiHa Ki/TbKOCTi
hnakoHiB) BBeeHHA 3MiH NpOoTArom 6-Tu
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | Tuny
- 3MiHu 3 SKOCTi. FOTOBMIA NiKapCbKUiA
3aci6. Cucrtema
KOHTelHep/3akynopoBasibHKiA 3aci6.
3miHa doopmuy abo po3mipy KOHTeliHepa Ym
3aKynoproBasIbHOT0 3aco6y (NepBUHHOT
ynakoBku) (HeCTepusbHI Nikapcbki 3aco6m)

[JofaBaHHA 3aKynoproBasibHOro 3acoby
(NPOGKK | KPULLIKK, L0 HArBUHYYIOTbCS), Y
3B'A3KY 3 BBEIEHHAM [0aTKOBOIo BUAY

nakyBaHHs (dpnakoH 06’emom 100 mn).

BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3miHn
Lwoao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsay (iHwi 3miHn) OHoBNEHO
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
TEKCT MapKyBaHHS MEePBUHHOI Ta
BTOPVHHOT yNakoBKM /1iKkapCbKoro 3acoby,
a came BWUTyYeHo iHhopmaLito, 3a3HaueHy
POCiicbKOI0 MOBOI. BBefeHHS 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS.
118. | EBPOHEKC PO34MH ANS iH'EKi, €Bpo IHais Crepin-IxeH Naind IHgis BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a UA/18021/01/01
100 mr/mn; no 5 mn Naiidokep Caitxcic (Mi) NimiTepq, mMartepianis: 3miHu | TUny - peuyenmom
B amny”ni; no 5 Mpaisit AfMiHiCTpaTMBHI 3MiHU. 3MiHa
amnyn y KapToHHil Niviten HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
KopooLi (BnacHvka peecTpauiiiHoro nocBigYeHHs)
3MiHa agpecu 3asBHUKa
119. | EBPODACT Kancynm m'saki, 200 €Bpo IHais Onis Xenckep IHais BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 UA/19195/01/01
KOMBI mr/500 mr, no 10 Naiidokep martepianis: 3miHu | TUny - peuyenma
Kkancyny 6nictepi; MpaviBiT AZMIHICTpaTVBHI 3MiHN. 3MiHa
no 1 a6o 2 6nictepu Niviten HalilMeHyBaHHs Ta/abo agpecy 3asBHUKa
B KapTOHHIi1 kopobu,i (BnacHvika peecTpauiiiHoro nocBigYeHHs)
3MiHa agpecu 3asBHUKA
120. | EBPODACT Kancysm m'ski, no €Bpo IHais Onis Xenckep IHais BHECEHHS 3MiH [10 peecTpaviiiHnX 6e3 UA/19861/01/01
CO®TKAINC 200 wmr, no 10 Nalichkep marepianis: 3miHu | Tuny - peyenma
Kkancyny 6nictepi; MpaviBiT AIMIHICTpaTVBHI 3MiHN. 3MiHa
no 1 a6o no 2 Nimiten HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
6nictepu B (BnacHvKa peecTpaLiiHoro NocBifYeHHS)
KapPTOHHI Kopobui 3MiHa agpecu 3asBHUKA
121. | EBPODACT Kancysnm m'ski, no €Bpo IHAis Onis Xenckep IHais BHECEHHS 3MiH [10 peecTpaviiiHnX 6e3 UA/19861/01/02
CO®DPTKAINC 400 wmr, no 10 Nalichkep marepianis: 3miHu | Tuny - peyenma
Kancyn y énicrepi; MpaiBiT AAMiHICTpaTUBHI 3MiHW. 3MiHa
no 1 a6o no 2 NimiTen HalilMeHyBaHHs Ta/abo agpecy 3asBHUKa
6nictepu B (BnacHvKa peecTpaLiiHoro NocBigYeHHs)
KapPTOHHI Kopobui 3MiHa agpecu 3asBHUKA
122. | 3ANIAIH OBYNI | necapiino 0,31, no 3AT YropwuHa BiANOBigabHUIA 3a HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/1849/02/01
1 necapito y dapmaLesT NOBHUI LMK YropuwumHa marepianis: peyenmom
6nicTepi; no 1 WNYHWI 3aBO[ BMPOGHMLTBA, 3MiHM | TUny - 3MiHK 3 AKocTi. [oToBWMiA
6nictepy y ErC BK/1HOYAI0UN BUMYCK nikapcbkunii 3aci6. 3MiHU Y BUPOGHULTBI.

KapTOHHI Kopo6Lyi

cepii: Tpommcaopchd
'mBx i Ko KT,
HimeuumnHa,;
BiANOBIAaIbHNIA 3a
BMNyck cepii: 3AT
dapmaLeBTUYHNI
3aBog ETIC,
YropwmHa

3miHu BUNpobyBaHb abo A0NyCTUMMX
MeX, BCTaHOB/IeHWX y crieuudikalisx, nig
yac BMPOGHMLTBA FOTOBOTO NiKAPChKOro
3aco06y (iHLWi 3MiHK) 3MiHK B
n.3.2.P.3.4.KOHTPO/b KPUTWUYHKX CTaLIM i
NPOMIXHOI NPoAyKLii, a came
nepiognyHICTb BUMIpIOBaHHA O4HOPIAHOCTI
Macy B npoLeci BUpobHULTBA 3MIHEHO 3
20 xB 0 30 XB 3 METOO rapMoHi3avii
OO0CbE B Pi3HMX KpaiHax. 3miHu | Tuny -
3MiHu 3 SKocTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHU Y npoLeci
BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro
3aco6y, BK/IOYAKYM MPOMIKHUIA MPOAYKT,




119

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
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LLIO 3aCTOCOBYETLCS MPU BUPOOHULTBI
roTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHW)
3MiHa Yy BUPOOGHNYOMY NPOLiECi,
n.3.2.P.3.3.0nuc Bupo6H1yoro npotecy Ta
KOHTPO/II0 NpoLecy, a came 3MiHa
Temneparypuv nonepegHbL0 Harpitoi
nocyavHu Ans nepemiwysaHHs 3 36°C o
36 +1°C. 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOGHWLITBA FOTOBOTO NliKapPCbKOro
3aco0y, BK/OYakUy NPOMKHUA NPOAYKT,
LLIO 3aCTOCOBYETLCS NMPU BUPOOHULTBI
roTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHW)
- 3MiHa y BUPOGHNYOMY MpPOLLEC,
n.3.2.P.3.3.0nuc Bupo6H1yoro npotecy Ta
KOHTPO/II0 NpoLecy, a came 3MiHIETbCA
Temneparypa npoaykTy B pPO3MoZi/bHiii
peakuiiHin emkocTi 3 38+1°C go Big 37 Ao
39° C. 3MiHu | TUny - 3MiHM 3 AKOCTI.
[oToBWIA Nikapcbknii 3aci6. KOHTponb
rOTOBOrO JlikapCcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOTO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeToAax BUNPOOYBaHHS)
3MiHM B MeTOAi KoHTposito N3 3a
NOKa3HUKOM «KinbKiCHWIA BMIiCT
cepTakoHasony HiTpaty» (BEPX), a came
BU/TY4YEHO Mapky XxpomarorpadiuHol
KOMTOHKM, 3MiHW B pO3paxyHKy BMICTY. [Mpu
npo6oniAroToBLi 3pasky 3aMiCTb
po3nnaBfieHHs necapito B Kosnb6i Ha 100
M1, & NOTiM NepeHeceHHs Konby Ha 200
M/, necapii 6e3nocepesHbo
po3nnaBnsATb B KO16i Ha 200 M.
KoHUeHTpaLis 3a1mwaeTbes 6e3 3miH.
3miHu | TMRY - 3MiHK 3 SKoCTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3MiHa y meTofax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro
3aco0by (He3HayHa 3MiHa y 3aTBepIKEHNX
MeTofdax BUNPO6YBaHHS) 3MiHV B METOAI
KOHTPOs0 /13 3a NOKa3HNKOM
«CynposigHi gomiwwkn» (BEPX), a came
BWIyY4EHO MapKy xpomartorpadiyHoi
KOMOHKK. MNpw npo6oniaroTosLi
BMNPO6OBYBAHOr0O 3paska 3amicTb

po3nnasfieHHs necapito B Konbi Ha 100
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MJ1, & MOTiM NepeHeceHHs Konby Ha 200
M/, necapiii 6e3nocepesHbo
po3nnaensAlTb B k0N6i Ha 200 mA.
KoHueHTpaujs 3aymiwaetbesa 6e3 3miH.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cucrema
KOHTelHep/3aKynoptoBasibHuiA 3aci6.
3MmiHa y meTogax BunpobyBaHHs
NepBUHHOT YNakoBKN rOTOBOTO NiKapCbKOro
3ac00y (He3HauHi 3MiHV Y 3aTBEPAKEHNX
MeToAax BUNpobyBaHb) 3MiHU [0 po3ainy
n.3.2.P.7.Cuctema
KOHTeliHep/3akynopoBa/ibHWiA 3acib, a
came He3HauyHi 3MiHW B MeTofax KOHTPO/ILo
6nictepy PVC/PE, 30kpemMa 3a
nokasHukamu «ldentification of the inner
PE side by IR», «Identification of the outer
PVC side by IR», «Grammage». 3miHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB cnewumdikauiii
Ta/abo [oNyCTUMUX MEX rOTOBOTO
nikapcbkoro 3acoby (iHwWi 3MiHu)
nepedgopmMy/IloBaHHSA BUMOT crieumdikawii
'13 npu BMMYyCKy Ha TEPMiH NpuAaTHoCTI
3a NoKa3HUKOM «laeHTurdikaLis
cepTakoHasony HiTpaty» (BEPX).
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepikeHHs. 3MiHu | Tuny - 3MiHK
3 AIKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO Nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco6y (iHLWi 3MiHM) HE3HAYHI 3MiHM B
cneuundikauii MN13 npy BUNYycKy Ta Ha
TEPMiH NPUAATHOCTI 3a NOKA3HUKOM
«KinbKicHWiA BMICT cepTakoHa3osy
HiTpaTy» (BEPX). BBeeHHsA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO AiKapcbKoro 3acoby.
3miHa napameTpiB cneuudikayin Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKoro
3aco6y (iHLWi 3MiHK) HE3HAYHI 3MiHN B
cneundikauii MN13 3a NokasHNKOM
«MikpobionoriyHa yncToTa» 6e3 3mMiHn
KpUTEPpito NPUIHSATHOCTI. BBEAEHHSA 3MiH
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npoTArom 6-Tu MicAuiB nicns
3aTBepXeHHSA. 3MiHW | Tuny - 3MiHKn 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpOsb roTOBOro Nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco06y (iHLWi 3MiHM) HE3HAYHI 3MiHM B
cneuundikauii MN13 npy BUNYycKy Ta Ha
TEPMiH NPUAATHOCTI 3a NOKA3HUKOM
«OAHOPIgHICTb Macu». BBefeHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKocTi. [OoTOBWIA Nikapcbknii 3aci6.
KOHTpO/b roToBOro Nikapcbkoro 3acoby.
3miHa napameTpiB cneyudikayii Ta/abo
[OMYyCTUMUX MEX r0TOBOTO NiKapCbKOro
3aco06y (iHLi 3MiHX) HE3HAaYHI 3MiHU B
cneumndikauii M3 3a Noka3HUKOM
«CepefiHsi Maca» 6e3 3MiHW HOPMYBaHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepKeHHs.
3miHu | TMNY - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb AOMNOMIXHMX
peyoBMH. 3MiHa NnapaMeTpiB cneuudikaLii
Ta/abo fonyCTMMUX MeX A1 [OMNOMIKHOT
peyvoBUHM (0ONOBHEHHST abo 3amiHa (3a
BVHATKOM fliKapCbknx 3acob6is
6i0/10r4YHOro Ta iIMyHO/TOrYHOTO
NOXOKEHHS) napameTpa cneumdikauii 3
BiANOBIAHUM METOA0M BUNPOGYBaHHS 3a
pe3ynbTaTtamu gocnigpkeHb 3 6e3nekn abo
SAKOCTI) 3MiHM B creuudikaLii 4ONOMiKHOT
peuoBuHu Witepsol H19 3 meToto
npuBeaeHHs Ao cneuudikayii BUpo6HYKa,
a came [10MOBHEHHS NMOKa3HUKOM
«ldentification by TLC (A,B,C) Ta 3miHa
BMMOT crieumdikaLii 3a MoKkasHMKOM
«Peroxide value» 3 <3 o <15,0; «Acid
value» 3 <0,5 fo <5,0. 3minu | TNy -
3miHu 3 AkocTi. CepTudikar
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonel, abo iHLOoi
HauioHanbHOI hapmakonei gepxasu €C
(3miHa y cneundikaLii HedhapmakoneliHoro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

A®| ona npuBeAeHHs y BIANOBIAHICTb A0
Bumor dY a6o €sponelicbkol
thapmakonei, abo iHLLIOI HaLiOHasTbHOI
thapmakonei gepxasu €C) - lonomixHa
peyoBuHa/BUXiAHWIA MaTepian ans
BMpo6HULTBAa ADI. MNpnBeaeHHS
cneuudikauii JONOMDKHOI peY0oBUHN
Suppocire NAI 50 y BignoBigHicTb
MoHorpadpii Ph.Eur. 3miHu | Tuny - 3MiHK 3
akocTi. CepTudpikat BignosigHocTi/lE-
cepTudikaT BiAMNoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXiJHICTIO MPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHLwoT
HaujioHanbHoI dhapmakonei gepxasu €C
(3miHa y cneumdikavii HechapmakoneiiHoro
A®| oA npuBefeHHs Y BIANOBIAHICTb A0
Bumor [IdY abo €sponelicbKol
thapmakonei, abo iHLWOT HalioHa/IbHOT
thapmakonei aepxasu €C) - [lonomixHa
peyoBuHa/BUXIAHUIA MaTepian ans
BUpo6HULUTBa AP, MNprBEaeHHA
cneuudikauii JONOMKHOI peYoBUHN
Aerosil 220 y BignoBigHicTb MoHorpadii
Ph.Eur, sik Hacnigok, BUNy4YeHHs
nokasHuka «Baxki meTanm» Ta 3miHa
BMMOT crieumdikaLii 3a MoKkasHMKOM
«Onne».

123.

3A®IPOH

Kancynu, wo MicTaTb
NopoLUoK AN
iHransuii, no 12 mkr;
no 10 kancyny
6nicTepi; no 6 abo
no 12 6nictepis
pasom 3
iHransTopom y
KapTOHHI Kopo6Lyi

AT "Apaves
dapma”

MonbLa

AT "Apgamepn dapma’,
MonbLa (BMpO6HUK
NepBUHHOIO Ta
BTOPVHHOTO
nakyBaHHs); AT
"Afames dapma’,
Monbwa (BUpo6HYK,
BiANOBiAa/IbHWIA 32
BMNYCK cepil);
Nab6opartopioc
NikoHca, C.A., IcnaHis
(BUpo6HMK "in bulk" Ta
KOHTPO/b cepii)

Monbwa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:
3MiHu | TUNYy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn) 3miHu
BHeceHo y n. 17. IHWE TekcTy
MapKyBaHHA BTOPVHHOI YNakoBKu
NiKapCbKoro 3acoby LL0A0 3a3HaYeHHs
TEXHIYHUX KOAiB Ta hapmakosis.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicnsa 3aTBepiKeHHs

3a
peyernmom

UA/3759/01/01

124.

SEPKANIH®
IHTEHCUB

renb 10 mr/r + 50
mr/r no 25 r abo no
30r,abono 50T,
abono60rrensay
Ty6i; no 1 1y6i y
KapTOHHI Kopo6Lyi

AppaH-
[aneHcbKuit
Nabopatopi

n.na.

Xopsaris

AapaH-IaneHcbknii
Na6opaTopiit 4.4,

Xopsaris

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis:
3MiHM | Tuny - 3miHK 3 skocTi. CepTuddikat
BignosigHocTI/lE-cepTudpikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. NogaHHs HOBOTO

6e3
peyenma

UA/20316/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

abo oHoBNEHOro cepTuddikata
BiANOBIAHOCTI ab60 BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HMUTBI A®I; NS 4ONOMIXHOT
peyoBuHM (cepTudikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNEHNI
cepTudikat Bif ye 3aTBepKEHOro
BUPOGHMKA. 3aTBEPAKEHHS OHOB/IEHOrO
cepTudikaty €ponelicbkoi hapmakonei
R1-CEP2006-033-Rev04 ansi BUpo6HUKa
Lito4oi pevyoBuHY KniHgamiunHy ACS
Dobfar S.P.A., Itanis. (3atBepmxeHo: R1-
CEP2006-033-Rev03). 3miHu | Tuny -
3MiHK 3 SKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPKEHNX MEeTOAAaxX BUNPOBYBaHHS).
HesHayHa 3miHa 3a NOKa3HNKOM
«lgeHTundikauis kniHgamiumHy ocdaTty Ta
KifIbKICHE BU3HAYEHHA KNiHAaMILuHY
thocdpaty» metogom BEPX, a came
BBEJEHHSA anbTepHaTUBHUX
BO/ZI03MOYYBaHUX
noniteTpacTopeTneHoBuX inbTpiB
(WwPTFE) nig yac npoBefeHHsi aHani3y.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHSA rOTOBOrO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBEpAKEHNX
MeTofax BUNpobyBaHHs). HesHauyHa 3miHa
3a NOKa3HMKOM «OfHOPIAHICTL BMICTY
KNiHAamiumHy B Ty6i» meTogom BEPX, a
came BBeAEHHS a/lbTepPHATUBHUX
BO/ZI03MOYYBaHUX
noniteTpacTopeTneHoBuX inbTpiB
(WwPTFE) nig yac npoBefieHHsi aHasiy.

125.

30IMPOCT

kancysm m'siki no 0,5
mr, no 10 kancyn y
6nictepi; no 3
6nictepu B
KapTOHHI Kopo6Lyi

€8Bpo
Naidokep
MpaiiBiT
Nimiten

IHais

Onis Xenckep

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
matepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHviKa peecTpauiiHoro NnocBigYeHHs)
3MiHa agpecu 3asaBHUKA

3a
peyernmom

UA/20467/01/01

126.

30/1IA®PEH

TabneTtku, Lo

AT "Agaveq

MNonbla

BMPOGHMLTBO "in

Monbla

BHECEHHS 3MiH [10 peecTpaviiHnX

3a

UA/19567/01/02
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PACT OVCcnepryTbes B dapma" bulk", nepBuHHe Ta marepianis: peyenmom
POTOBI NOPOXHWHI, BTOPVHHE NaKyBaHHS: 3MiHu | TUNy - 3MiHK Woa0
no 20 mr; no 7 AT "Apamepq dapma’, 6e3nekn/edekTMBHOCTI Ta
Tabnetok y 6nictepi; Monbuwa thapmakoHarnagy (iHwi 3mMiHn) 3MiHu
no 4 6nictepn y BUPOGHUK, BHeceHo y n. 17. IHWE TekcTy
KapTOHHi Kopobuj BiiNOBIgaNbHUIA 3a MapKyBaHHA BTOPVHHOI YNakoBKu
BUMYCK Ta KOHTPO/1b NiKapCbKoro 3acoby LL0A0 3a3HaYeHHs
cepil: TEXHIYHUX KOAiB Ta hapmakosis.
AT "Apamepn dapma’, BBefeHHs 3MiH NpoTArom 6-Tn Micauis
MonbLya nicnsa 3aTBepkeHHs
127. | 30/1A®PEH Tabnetku, Lo AT "Apaves Monbwa BUPOBHMUTBO "in Monbwa BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/19567/01/01
DACT [MCnepryTbes B Papma” bulk", nepBrHHe Ta marepianis: peyenmom
POTOBI MOPOXHWHI, BTOPUHHE NaKyBaHHs: 3MiHu | TURY - 3MiHK WoAao
no 10 mr; no 7 AT "Apamepn dapma’, 6e3nekun/edekTBHOCTI Ta
Tabnetok y 6nictepi; MonbLa thapmakoHarnagy (iHwi 3mMiHn) 3miHun
no 4 6nictepn y BMPOGHMUK, BHeceHo y n. 17. IHLWE TekcTy
KapTOHHI Kopo6Lyi BiANoOBigabHUIA 3a MapKyBaHHS BTOPMHHOI yNakoBKu
BMNYCK Ta KOHTPO/1b niKapcbKoro 3acoby LWoA0 3a3HavYeHHs
cepii: TeXHIYHUX KoZAiB Ta hapmMakogis.
AT "Apamepn dapma’, BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
Monbwa nicns 3aTBepKeHHs
128. | 30/IMITPEH® TabneTku, BKpUTI AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnX 3a UA/4796/01/01
nniBKOBOKO "papmak” mMartepianis: peyenmom
060n0HKot0, Mo 2,5 3MiHW | TUny - 3MiHK 3 AKocTi. FoToBWMi
Mr, no 2 a6o 10 nikapcbkunii 3aci6. 3MiHU Y BUPOGHULTBI.
Tabnetok y 6nictepi; 3MiHa po3Mipy cepii (BkNoYatoun fiana3oH
no 1 6nictepy y po3mipy cepii) roToBOro NikapcbKoro
nauui 3 KapToHy 3aco6y (3meHLweHHs go 10 pasis)
BBEJEHHS 4,04aTKOBOro po3mipy cepii 13
10,20 kr (100,0 T1c. Tabs.) B AONOBHEHHSA
[10 BXe 3aTBepKeHOro po3mipy cepii
20,40 kr (200,0 Tuc. Tabn.)
129. | IMET® ANsA CyCneHsis opasibHa, BEP/IH- HimeyunHa Bunyck cepiii: HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiHnx bes UA/14969/01/01
DITEN 2% 100 mr/5 mn, no 100 XEMI Al BEPNIH-XEMI AT, IcnaHis mMartepianis: peyenma
M a6o no 150 mn, HimeuuunHa; 3MiHu | TUnNy - 3MiHK Woa0
a6o no 200 mny Brnpo6HMuUTBO "in 6e3nekn/edpeKTNBHOCTI Ta
thnakoHi; no 1 bulk", nakyBaHHs, hapmakoHarnsgy (iHwi 3miHn) - 3MiHn
hnakoHy B KOHTPO/b Ta BUMYCK BHeceHO Yy n. 6. IHLLE TekcTy MapKyBaHHs
KOMMEKTi 3 cepi: nepsBuHHOI Ta n. 17. IHWE BTOpWHHOT
[03YH04MM Nab6opaTtopioc Ankana yNakoBKM iKapCbKoro 3acoby Loao
MPUCTPOEM Y dapwma, C.J1., IcnaHis YTOUYHEHHSA NoroTumny.
KapPTOHHI Kopobui
130. | IMIBAUMA NOPOLLOK A/1A My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnX 3a UA/17123/01/01
pO34MHy ang akuioHepHe TOBapucTBO "HaykoBo- mMartepianis: peyenmom
iHdpysin, 500 mr/500 TOBapUCTBO BMPOGHUYMNIA LLEHTP 3MiHW | Tuny - 3MiHK 3 skocTi. AdI.
mr; 1 donakoH 3 "HaykoBo- "BopLyariBcbKuii KoHTponb A®L. 3miHa y MeTodax
NOPOLLKOM Y nayLi BUPOGHNUNIA XimiKo- BunpobysaHHA APl abo BUXigHOTO
LEeHTp dhapMaLeBTUYHWIA MaTepiany/npomiKHOro
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Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)
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KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

"Bopuyariscb
KW Ximiko-
hapmauesT
VNYHWI
3asofg"

3ason"

NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6bHuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPAKEHUX METOAAX
BMNPOOYBaHHS).

He3HauHi 3mMiHM B A®| 3a NOKa3HUKOM
«CTepubHICTb», a came BUyYEHO
nocunaHHsA Ha ginbTpaviiHy YyCTaHOBKY
«CTepiTecT» Ta BHECEHI BifnoBigHi
YTOUYHEHHS 1O METOANKN KOHTPOSIHO.
Pepakuiini npaBku y cneuundikadii, a came
3MiHa Ha3BW NOKa3HWKIB SKOCTi «BTpaTa B
Maci Npu BUCYLLUYBaHHI» Ta «3a/INLLIKOBI
KifIbKOCTi OpraHiYHnX pO34MHHKKIB» Ha
«BTparta B Maci nif Yac BUCYLLYBaHHA» Ta
«3aUINLLKOBI PO3YMHHUKM» Y BIANOBIAHOCTI
8o Bumor A®Y. 3miHu | Tuny - 3miHKW 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPMKEHNX MeToAax BUNPoOyBaHHS).
HesHauHi 3MiHM B /13 3a NOKa3HVKOM
«CTepWIbHICTb», a came BUTyYEHO
nocunaHHs Ha QiNbTpauiliHy ycTaHOBKY
«CTepiTecT» Ta BHECEHI BifMnoBigHi
YTOUYHEHHS O METOANKN KOHTPOSIO.
PepakuiiiHi npaBku y cneuudikadii, a came
3MiHa Ha3BW MOKa3HKKa SIKOCTi «BTpaTa B
Maci Npy BUCYLLYBaHHi» Ha «BTpaTa B
Maci nig, yac BUCYLLYBaHHS» Y
BiANoBiAHOCTI A0 BUMmor AdY.

131.

IMYHO TANCC
®OPTE

Kpanni gns
nepopasibHOro
3aCTOCyBaHHS; No
50 MmNy dhnakoHi 3
KpanesbHuueto; no 1
chnakoHy 3
KpanenbHuLet y
KapTOHHI Kopo6Lyi

[Op. Taiicc
HarypsapeH
6X

HimeyunHa

[Op. Talicc
HatypsapeH 'm6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHu | TURY - 3MiHK WoAo
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn) 3miHun
BHECEHi Yy TEKCT MapKyBaHHS NepBUHHOT Ta
BTOPWHHOT YNakoBOK /iKapCbKoro 3acoby
n. 17. "IHWE". BBeAEeHHSA 3MiH NPOTArOM
6-TU MicsLIB Nic/1a 3aTBEPKEHHS.

6e3
peuyenma

UA/4959/02/02

132.

IHAOMETALVH
CO®APMA

Ma3b 10 %; no40ry
Ty6i; no 1 Ty6i B
KapTOHHIN nayui

AT
«Cochapma»

Bonrapis

BupobHuuTBO
Hepo3dacoBaHOl
NpoAYyKLUii, NepBnUHHa
Ta BTOpPVHHA
ynakoska: AT
"Codpapma”, bonrapis;
[103Bin Ha BMNycK
cepii: AT "Codpapma”,

Bonrapis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHu | TUNy - 3MiHK Wwoa0
6e3nekn/ed)ekTBHOCTI Ta
thapmakoHarnsgy. BeeaeHHst abo 3miHu
[0 y3araslbHEHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araJibHeHWX AaHunx Npo cuctemy

6e3
peuyenma

UA/2304/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

Bonrapis

chapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHoT
ocobu, BignoBifanbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOT 0cobm 3
chapmakoHarnsgy 3assHuka gis
3[jiCHEHHSI hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXEHOT
0co6w, BignoBigaibHOI 3a 34jiACHEHHS
hapmakoHarnaay (BkIo4YatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHW y po3MiLLLeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiAANOBIAaIbHOI 3a thapmakoHarnsg,
[itoua pepakuin: CeetnaHa Crnacosa /
Svetlana Spasova. NponoHoBaHa
pepaxuisi: AHren Anekcies / Angel
Aleksiev.
3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXEHOT
0cobu 3asBHMKa, BiANOBIAAILHOI 3a
papMakoHarnsg.

133.

IHAOMETALIVH
CO®APMA

TabneTku, BKPUTI
060/10HKOI0,
KMLLKOBOPO34MHHI N0
25 wmr, in bulk Ne
5280: no 30
TabneTtok y 6nictepi;
no 176 6nictepiB y
noninponineHos.il
KOpoo6Li

AT
"Codhapma”

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHY | TUny - 3MiHK WoAao
6e3nekun/edeKkTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHEHNX AaHnX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx Npo cuctemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHoT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asBHuka gns
3[jiCHEeHHS1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
hapmakoHarnsaay (BkI4YatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6M 3as1BHYMKA,
BiANOBIAa/bHOI 3a thapmakoHarnsg,
[itoua pepakuin: CeetnaHa Cnacosa /
Svetlana Spasova. NponoHoBaHa
pegaxuisi: AHren Anekcies / Angel
Aleksiev. 3MiHa KOHTaKTHUX JaHWX
YNOBHOBA&XEHOI 0CO6M 3as1BHYKA,
BiANOBiAa/IbHOI 3a thapmakoHarnsg,.

UA/12654/01/01

134.

IHAOMETALIH
CO®DAPMA

TabneTku, BKpUTI
060/10HKOIO,
KMLLKOBOPO34MHHI MO

AT
"Codhapma”

Bonrapis

Brpo6HMUTBO
Hepo3dghacoBaHOl
NpoAyKLii, NnepBUHHa

Bonrapis/
YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis:
3MiHM | Tuny - 3MiHK Wwoao

3a
peyenmom

UA/2304/03/01




127

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

25 mr; no 30
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI nayui

ynakoBka abo
BUPOGHMLTBO 3a
NOBHUM LmK/IOM: AT
"Codpapma", Bonrapis;

BTopuHHa ynakoBska,
[03BiN Ha BUMYCK
cepii: AT "BITAMIHWA",
YkpaiHa

6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3MiHu
[0 y3aranbHeHVX AaHux npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHNX AaHvx Npo cuctemy
hapmMakoHarnagy, 3amMiHa yrnoBHOBaXeHOT
0co6w, BignoBigaibHOI 3a 34jiACHEHHS
chapmakoHarnsgy; KOHTaKkTHoi ocobm 3
hapMakoHarnagy 3asBHUka ans
3[jiCHEeHHs1 hapmakoHarnsay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXXEHOI
0co6wu, BiANOBifabHOI 3a 3AiACHEHHS
thapmakoHarnagy (BKIoyakum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
chaiina cuctemu chapmakoHarnsgy). 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANoBiAa/IbHOT 32 hapmakoHarnsg.
[itoua pepakuis: CeetnaHa Cnacosa /
Svetlana Spasova. NponoHoBaHa
pepaxuisi: AHren Anekcies / Angel
Aleksiev. 3MiHa KOHTaKTHUX AaHWX
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBiAa/IbHOI 38 hapmakoHarnsg.

135.

IHONAMIH

cynosuTopii
pekTanbHi no 0,015
r, no 5 cynosutopiis
y 6nicTepi; no 2
6nicTepu y nauui 3
KapTOHY

MpuBatHe
akuioHepHe
TOBapUCTBO

"Jlekxim -

Xapkis"

YkpaiHa

MpuBaTHe akuioHepHe
TOBapUCTBO "“JIEeKXiM -
Xapkis"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:
3MiHK | TUNy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nnikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHoO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHs /liKapCbKoro
3acoby B nicnsipeecTpaviliHuii nepios, abo
AK pe3ynbTaTt OUiHKM 3BIiTy 3 AOCNIAKEHb,
npoBefeHnX BigNoBiAHO A0 NnaHy
negiatpnyHux gocnimxkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OPraHom).
3MiHM BHECEHO B IHCTPYKLUitO An1A
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao posginis “MpoTunokasaHHs",
"B3aemopis 3 iHWMMKU NiKapCbKuMu
3acobamu Ta iHLWi BUAW B3aEMOgn",
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiof BariTHCTi abo
roflyBaHHs rpyaat” (yTO4HEeHHs

3a
peyernmom

He
nionsieae

UA/7390/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
iHchbopmawii), "3aaTHicTb BNAMBaTH Ha
LWIBWAKICTb peakuii npu KkepyBaHHi
aBTOTPaHCMNOPTOM ab0 iHWMMK
MexaHismamu", "[iTn" (3By)XKeHHS BIKOBUX
mex), "MepenosysaHHs", "Mo6iYHI peakuji”
BiANOBIAHO A0 iHdhopmaLii 3 6e3neku
3aCTOCyBaHHSA NiKapCbKOro 3acooy.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3miHu
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHu
BHECEHO B IHCTPYKLUi0 415 MegNYHOro
3acToCyBaHHSA Nikapcbkoro 3acoby Ao
po3ainy "Mo6iyHi peakuii” Wwono
3BiTYBaHHS Npo NobiyHi peakuii. BBegeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS.
136. | IPUHOTEKAH KOHUeHTpaT Aans Megak HimeuunHa Brpo6HuK, Lwo Himeuunna BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/11702/01/01
MELAK NpUroTyBaHHs lesenbwad BignoBigae 3a marepianis: peyenmom
pO34nHy Ans T dhrop MapKyBaHHs 3MiHu | TUNYy - 3MiHK Woa0
iHdpysin, 20 mr/mn; KiHiwe NepPBUHHOT YNakoBKMK, 6e3nekn/edeKTMBHOCTI Ta
no 2 mn (40 mr), a6bo | LWneuianbnp BTOPUHHE NakyBaHHs, thapmakoHarnagy. 3miHa yactoTu Ta/abo
no 5 mn (100 wmr), enapare HaHeCceHHs 3axX1cHoT TEPMIHIB NoAaHHsA perynspHo
a6o no 15 mn (300 M6X nniBkun (ONLiOHaNIbHO), OHOB/tOBaHMX 3BITIB 3 6e3NeKN NiKapCbKnx
M) Yy CKNSHHOMY KOHTpO/b/BMNpOGYBaH 3aco6iB - 3MiHa YacTOTV Ta TEPMiHY
dhnakoHi; no 1 HA cepii Ta 3a BUNYyCK nofaHHsA perynsapHoO OHOBJ/IOBAHOTO 3BIiTY
hNakoHy B nauuj cepii: Mepak 3 6e3nekun (PO3B) nikapcbkoro 3acooy:
le3enbwadT drop [itoua pepakuis: Yactota nogaHHs PO3b
KniHiwe - 3 poku; KiHueBa gata a5 BKIHYEHHS
Lneuianbnpenapate paHnx no PO3b - 04.05.2020 p.; pata
M6X, HiMmeuuunHa; nogaxHs PO3B6 - 02.08.2020 p.
Bnpo6HuK, Wwo MponoHoBaHa pefakuis: YactoTa nogaHHs
BignoBsigae 3a PO3Bb - 5 pokiB; KiHueBa gata ansa
BMPOGHMLTBO BK/IOYEHHS gaHunx go PO36 - 04.05.2028
niKkapcbKoro 3acooby, p.; Agara nogaHHa PO36 - 02.08.2028 p.
NepBUHHE MakKyBaHHS, PekomeHA0BaHO A0 3aTBEPLKEHHS
MapKyBaHHs BiANOBIAHO A0 NepioANYHOCTI MoJaHHS
NepBUHHOT yNakoBKu, perynsipHoO OHOB/IIOBaHWX 3BITiB 3 6e3neku
BTOPVHHE NaKyBaHHS, nNikapcbknx 3acobiB y €Bponencbkomy
KOHTpO/b/BMNpOGYBaH Cotosi.
HA cepii: OHKOTEK
Papma NpogakLH
rm6X, HimevunHa.
137. | ICEHTPECC TabneTku, BKpUTI Mepk Wapn i | LWBeiiuapisa Brpo6HMK Cinranyp/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/9325/01/01
naiBKOBOIO [oym IOEA Hepo3chacoBaHoi Ipnangis/ marepianis: peyenmom | nionsi2ae
o6onoHkoto, no 400 6X NPOAYKLUiT Ta KOHTPO/b CLWA 3MiHK | TUNY - 3MiHK WoA0
Mmr, no 60 TabneTok aKocTi: MCJ, 6e3nekn/ed)ekTBHOCTI Ta

y dhnakoHi; no 1

IHTepHewHn M'v6X

dhapmakoHarnsagy (iHwi 3miHun). 3miHun
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
chnakoHy B (cpinis CiHranyp), BHECEHO A0 IHCTPYKLii 4518 MeanyHOro
KapTOHHI Kopo6Lyi CiHranyp; MC[, 3acToCcyBaHHA NiKapcbKoro 3acoby Ao
IHTepHewHn M6 X po3ginis "dapmakonoriyHi BNacTneocTi",
(cpinis CiHranyp), "Oco6nmBocTi 3acTocyBaHHS", "T06IYHI
CiHranyp; MC/[, peaxuii” Ta "YnakoBka" KopuryBaHHsl no
IHTepHewHn Mv6X / TEKCTY, L0 He 3MIHIOKTb CYTi PO3ainis.
MC/, IpnaHgis BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
(Bennigaiin), nicns 3aTBepKEHHS.
IpnaHgis; MepBuHHe 3MiHu | TURY - 3MiHK LWoAo
Ta BTOpPVHHE 6e3nekn/edeKTMBHOCTI Ta
nakyBaHHs1, 4O3BiN Ha thapmakoHarnagy (iHwi 3MiHn). 3MiHu
BMNyCK cepii: Mepk BHECEHO A0 IHCTPYKLUIT A1s MeAndYHOro
LWapn i foym B.B., 3aCcTOCyBaHHSA NikapcbKoro 3acoby Ao
Higepnangu; po3zinis "Ocob6MBOCTI 3aCTOCYBaHHS",
TecTyBaHHSA "3acTocyBaHHSA y nepiof BariTHOCTi abo
cTabinbHocTi: Mepk rogyBaHHs rpyaa” Wwoao 6esneku Aitoyoi
LWapn i foym NN1C, peyoBuHM panTerpasip. BBegeHHs 3MiH
CWA npoTArom 6-T1 MicAuis nicns
3aTBepKeHHs. 3MiHu | Tuny - 3MiHK WoAo
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
3arBepkKeHHA KOPOTKOT XapaKTepucTuku
nikapcbKkoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepKEHHs.
138. | ITOMEA® TabneTku, BKPUTI MPO.MEA.LL Yecbka BMPOGHMLTBO 3a Yecbka BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/11446/01/01
NNiBKOBOKO C Mpara a.c. Pecny6nika NOBHUM LK/IOM: Pecny6nika/ martepianis: 3MiHu | TMny - 3MiHK WoA0 peyenmom nionseae
060/10HKOI0, M0 50 MPO.MEA.LC Mpara CnoBaubka 6e3nekn/edreKTMBHOCTI Ta
mr, no 20 TabneTok a.c., Yecbka Pecny6nika hapmakoHarnsgy. 3MiHu y KOpoTkili
y 6nictepi, no 2 abo Pecnyb6nika; XapaKTepucTULi Nikapcbkoro 3acooby,
5 6nictepiB y nepBUHHE | BTOPUHHE TEKCTi MapKyBaHHS Ta iHCTpYKLji 41
KapTOHHI Kopobui nakyBaHHS: MeANYHOr0o 3aCTOCYBaHHs

abo no 15 Tabnetok
y 6nictepi, no 1
6nictepy y
KapTOHHI Kopo6Lyi

KOO®APMA c.p.o.,
Yecbka Pecnybnika;
KOHTPO/b SKOCTI:
AJIC Yecbka
Pecny6nika, c.p.o.,
Yecbka Pecny6bnika;
BMPOGHMLTBO,
NepBUHHE | BTOPUHHE
nakyBaHHS, KOHTPO b
AKOCTI:
CaHeka
dapmacbloTukans a.c.,
CnoBaubka
Pecny6nika

reHepnyHuX/ribpuaHnx/6ionogibHmnx
nNikapcbkyx 3acobiB Micns BHECEHHs Tiel
camoi 3MiHM Ha pedhepeHTHMIA npenapat
(3MmiHa He noTpebye HagaHHA XOAHNX
HOBUWX A0AATKOBMX AaHWX) 3MiHU BHECEHI
[0 IHCTPYKLii Ana MeanyHoro
3acToCcyBaHHSA NikapCcbKoro 3acoby y
po3ginu: "®apmakoTepaneBTuyHa rpyna.
Kog ATX " BiANOBIAHO A0 MiXXHAPOAHOro
knacudpikatopa BOO3: 3aTBepaKeHo:
3acobwm, Lo 3aCTOCOBYOTLCA NpK
PYHKLiOHa/TIbHUX pOo3/1agax TpaBHOro
TpakTy. CTUMYNSTOPU NEPUCTAUTLTUKN.
Kog ATX AO3F A. 3anponoHoBaHo:
CTtumynaTtopu nepuctansTukn. Kog ATX
AO03F A07, "dapmakosorivyHi BacTmBocTi',
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
"Moka3aHHs" (peparyBaHHs iHhopmauii),
"MpoTunokasaHHA", "B3aemogis 3 iHWMU
nikapcbk1Mmn 3acobamu Ta iHWi BUAm
B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogysaHHs rpyagr”, "Cnocié
3acTocyBaHHs Ta go3u", "fitn",
"Mepeno3yBaHHs", "INo6GiuHI peakuii”
3i4HO 3 iHhopMaLielo WoA0 MeaUYHOTo
3aCcToCyBaHHA pethepeHTHOro MikapCbKoro
3acoby (TAHATOH®, TabneTku, BKPUTI
N1iBKOBOK 060/I0HKOIO, MO 50 Mr)
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepkeHHs. 3MiHu | Tuny - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnagy (iHwi 3mMiHn) 3MiHK
BHECEHi 10 TeKCTY MapKyBaHHA BTOPUHHOI
Ta NepPBUHHOI YNaKoBKW NiKapCbKOro
3acoby. BBegeHHs 3MiH MpoTArom 6-1n
MicsILiB Micns 3aTBepAKEHHS
139. | KABIBEH emynbCis gns PpeseHiyc HimeuunHa dpeseHiyc Kabi Ab Lseuis BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/9044/01/01
LEHTPANNbHU iHdpy3iin no 1026 mn Kabi marepianis: peyenmom
n a6o no 1540 mn, Loiunang 3MiHu | TUNYy - 3MiHK WoA0
a6o no 2053 mn, m6X 6e3nekn/edpeKTNBHOCTI Ta
abo no 2566 mn hapmakoHarnsgy. BeegeHHs abo 3miHu
eMynbCii y [0 y3arasibHeHNX AaHnX Npo cuctemy
TpruKamepHoMy thapmakoHarnagy (BBegeHHS
KOHTeHepi y3arasibHeHUX JaHnx Npo cucTemy
«BiothiH» (1 kamepa hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHOT
— 526 mn a6o 790 ocobu, BignoBifasibHOI 3a 3MjACHEHHS
M, abo 1053 mn, thapmakoHarnsgy; KOHTakTHoOi 0cobu 3
a60 1316 mn 19 % hapMakoHarnagy 3asaBHUka ans
PO3UMHY THOKO3M; 2 3[jiCHEeHHS hapmakoHarnsay B YKpaiHi,
kamepa — 300 mn AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
a6o 450 mn, abo ocobu, BignoBifasbHOI 3a 3AiACHEHHS
600 mn, abo 750 mn thapmakoHarnagy (BKI4vaym KOHTaKTHi
BamiHy 18 HoBywm; 3 [aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-
Kamepa — 200 mn thaiina cuctemm chapmakoHarnsgy) 3miHa
a6o 300 mn, abo KOHTaKTHUX JaHNX KOHTaKTHOI 0cobu 3
400 mn, abo 500 mn thapmakoHarnsgy 3asiBHUKa s
IHTpaninigy 20 %), 3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi.
AKWIA pasom 3
AHTWNOKNCHUKOM
BMILLYIOTb B
30BHILLHIV
N1aCTUKOBUIA MILLOK
140. | KABOMETUKC TabneTku, BKPUTI INCEH PpaHuis Bupo6bHMuTBO, KaHnapa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/16766/01/02
N1iBKOBOK PAPMA NepBUHHE Ta PpaHuis/ mMartepianis: peyenmom
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
o6onoHkoto, no 40 BTOPUHHE NakyBaHHs, | HigepnaHgn 3MiHn | TURY - 3MiHK WoAao
Mr; N0 7 TabneTok, BMNPOOYBaHHA Npu 6e3nekn/edeKTUBHOCTI Ta
BKPUTUX NIBKOBOIO BUNYCKY Ta hapmakoHarnsgy. BeegeHHs abo 3miHu
060/10HKOI0 Y cTabinbHoCTI: MaTeoH [0 y3araslbHEeHNX AaHnx Npo cuctemy
6nicTepi; no 4 IHK., KaHaga; Bunyck thapmakoHarnagy (BBefeHHs
6nictepu B cepii: y3arasibHeHUX AaHunx npo cuctemy
KapTOHHI Kopo6Lyi MateoH dpaHuis, thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI
a6o no 30 TabneTok, PpaHLis; BUpobHuK, ocobu, BignoBifasbHOI 3a 3AiACHEHHS
BKPUTMX NNiBKOBOIO BiANoBiganbHUA 3a hapMakoHarnsay; KOHTakTHoOI ocobu 3
060/I0HKOI0 Y BTOPWHHE NaKyBaHHSA chapmakoHarnsgy 3assHuka gis
naswui; no 1 naswui Ta BUNYCK cepiit: 3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
B KapTOHHiii Kopobuj TpKoanak AKLLIO BOHA BigMiHHa Bif, yNOBHOBaXeHOT
Higepnavgy B.B., 0cobw, BignoBigasibHOI 3a 34jiACHEHHS
HigepnaHnaun hapmakoHarnagy (BKIoYatoum KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6Y 3asBHYKA,
BiANOBIAabHOI 3a hapmakoHarnsg B
YkpaiHi. [itova pegakuis: MpokoneHko
IpyHa MukonaisHa. NponoHoBaHa
pepakuis: Tey, Mapis BopucisHa. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0cobu
3asBHVIKa, Bi4NOBiAa/IbHOT 38
hapmakoHarnag B Ykpaii.
141. | KABOMETUKC | Tabnetku, BKpUTI INCEH ®paHuisa Brpo6HMLUTBO, KaHapa/ BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a UA/16766/01/03
nNiBKOBOKO PAPMA nepBuHHE Ta PpaHuis/ mMartepianis: peuyenmom
06010HkKot0, No 60 BTOPVHHE NaKyBaHHS, Higepnangm 3MiHn | TURY - 3MiHK WoAo

Mr; no 7 TabneTok,
BKPUTKX NIBKOBOO
060/10HKOI0 Y
6nicTepi; no 4
6nictepu B
KapTOHHI Kopo6Lyi
abo no 30 TabneTok,
BKPUTKX NIBKOBOO
060/10HKOI0 Y
nnswui; no 1 naswuyi
B KapTOHHI1 kopobui

BUMPOBYBaHHSA Mpu
BUMYyCKy Ta
cTabinbHocTi: MNateoH
IHK., KaHaga; Bunyck
cepi:
MateoH PpaHuis,
®paHLis; BUpobHuK,
BiANoOBigabHUIA 3a
BTOPWHHE MaKyBaHHS
Ta BUMYCK cepiii:
Taxoanak
Higepnangyn B.B.,
HigepnaHvgm

6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[0 y3arasibHeHVX AaHux Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHvX Npo cucTemy
hapmMakoHarnsgy, 3amMiHa yrnoBHOBaXEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
chapmakoHarnsgy; KoHTaKkTHoi ocobm 3
hapMakoHarnagy 3asBHUka ans
3[jiCHEeHHS hapMakoHarnsay B YkpaiHi,
SAKLLO BOHA BigMiHHA Bif, yNIOBHOBaXEHOT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
thapmakoHarnagy (BKIovakum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6Y 3asiBHYIKA,
BiANOBIA&/ILHOT 3a hapmakoHarnsg, B
YkpaiHi. [jtova pegakuis: MpokoneHko
IpyHa MukonaisHa. NponoHoBaHa
pepakuis: Tey, Mapist bopuciBHa. 3MiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0cobu
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
3asIBHMKA, BignoBiAa/IbHOT 3a
hapmakoHarnsg B YkpaiHi.
142. | KABOMETUKC | Tabnetku, BKpUTI INCEH ®paHuisa Brpo6HMLTBO, Kanapa/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/16766/01/01
nniBKOBOIO PAPMA nepBrHHE Ta ®paHuia/ marepianis: peyenmom
060/10HKO0, Mo 20 BTOPVHHE NakKyBaHHS, Higepnanaun 3MiHu | TUNYy - 3MiHK Woa0
Mr; no 7 TabneTok, BMNPOBYBaHHA Npu 6e3nekn/edeKTMBHOCTI Ta
BKPUTKX N/1IBKOBOIO BMMYCKy Ta hapmakoHarnsgy. BeegeHHs abo 3miHu
060/I0HKOI Y cTabinbHoCcTi: MaTeoH [0 y3arasibHeHNX AaHnX Npo cuctemy
6nicTepi; no 4 IHK., KaHaga; Bunyck thapmakoHarnsgy (BBefeHHs
6nictepu B cepii: y3arasibHeHUX JaHnx Npo cucTemy
KapTOHHI Kopo6Lyi MaTeoH PpaHLis, hapmakoHarnagy, 3MiHa ynoBHOBaXeHOT
abo no 30 TabneTok, PpaHLis; BUpobHuK, ocobu, BignoBifasibHOI 3a 3MjACHEHHS
BKPUTKX N/IBKOBOIO BiANOBIgaIbHUIA 32 thapmakoHarnsgy; KOHTakTHoOi 0cobu 3
060/10HKOI Y BTOPWHHE NakKyBaHHS chapmakoHarnsgy 3asBHuka gns
naawui; no 1 nnsawuyi Ta BUNYCK cepiit: 3[jiCHEeHHS hapmakoHarnsay B YKpaiHi,
B KapTOHHIi1 kopobu,i Tpxoanak AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
Higepnavau B.B., ocobu, BignoBifasibHOI 3a 3AiACHEHHS
HigepnaHnamn hapmakoHarnsay (BkIHYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6U 3asiBHUKA,
BiANOBIAabHOI 3a hapMakoHarnsg B
YkpaiHi. [itoya pefakuis: NMpokoneHko
IpvHa MukonaisHa. MponoHoBaHa
pepakuis: Tey, Mapis BopuciBHa. 3miHa
KOHTaKTHUX AaHMX KOHTaKTHOT 0co6u
3asBHMKa, BiANOBIAaIbHOT 3a
papMakoHarnsa B YkpaiHi.
143. | KANIO Tabnetkv no 500 wmr, My6niyHe YkpaiHa My6niuHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpavuiniHnx 6e3 nionseae UA/7308/01/01
OPOTAT no 10 TabneTtok y akuioHepHe TOBapunCTBO "HaykoBo- marepianis: peyenma
6nicTepi TOBapuCTBO BMPOGHUYMNIA LLEHTP 3MiHu | TUNy - 3MiHK Wwoa0
"HaykoBo- "BopLyariBcbKuii 6e3nekn/ed)ekTBHOCTI Ta
BMPOGHNYNIA XimiKo- thapmakoHarnagy (iHwi 3miHn) - 3miHa y
LeHTp chapmaLeBTUYHMI 3B'A3KY YTOUYHEHHSI BUKNAAEHHS po3ainy
"BopLuariscb 3asopg" "[opaTtkoBa iHopmauis. Al-1. YnakoBka"
KWt Ximiko- MK$A ta posginy 3.2.P.7.
hapmaueBT [itova pepakuis:
NYHUI MKA
3asog" LOOATKOBA IHOOPMALLIA (Al)

Al-1. Ynakoska
Mo 10 TabneTok y 6aicTepi 3 NiBk1
NONIBIHIIXNOPUAHOI | PONbIN aTtoMiHIEBOI
3 OJHOCTOPOHHIM MOKPUTTAM TEPMO/IAKOM
i ApyKOM 3 Apyroi CTOPOHWU.
MpumiTka.
MapkyBaHHS NikapCbKoro 3acoby, noro
[An3aliH NoAaloTbCs YKPAIHCHKOI Ta
pOCilicbKol MoBamu, a Npu peanisauii
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

npenapary Ha ekcropT — MOBOIO,
06YMOB/IEHOIO B KOHTPaKTI, Y
BiNOBIAHOCTI 3 peecTpaLiiHm [OChE, ke
cdhopmoBaHe 3a BUMOramm KpaiHu-
iMnopTepa i 3asBeHO Nif Yac peecTpauii
B peecTpaLliiiHi opraHn kpaiHu-imnoprepa.
MponoHoBaHa pegakuis:
MK4A
NOJATKOBA IHPOPMALLIA (Al)
Al-1. Ynakoska
Mo 10 TabneTok y 6aicTepi 3 NniBk1
NONIBIHIIXNOPUAHOI | PONbIN antOMiHIEBOI
3 OJHOCTOPOHHIM MOKPUTTAM TEPMO/IaKoM
i ApYKOM 3 Apyroi CTOPOHWU.
3MiHU BHECEHO B IHCTPYKLi0 Ans
MeAMYHOr0 3aCTOCYBaHHS NiKapCbKoro
3acoby A0 po3ainy "MobiyuHi peakyii” Wwoao
3BiTYBaHHSA NPO NOGIYHI peakwii, a Takox
BWJTYYEHO IHCTPYKLiI0 4151 MeANYHOro
3acTOCyBaHHA NikapcbKoro 3acoby,
BUKNAAEHY POCIiCbKO0 MOBOIO.
OHOB/IEHHSA TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKoBKu
NiKapcbKoro 3acoby y 3B'A3Ky 3
BUyYEHHAM iH(hopMaLlii, 3a3Ha4YeHol
POCI/iCbKOI0 MOBOIO, T BHECEHHS
He3HaYHMX pefakLUiiHiX NpaBoK.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepakeHHs.

144.

KETUNENT®

TabneTkn, BKPUTI
nniBKOBOIO
060/10HKO10, No 100
mr no 10 TabneTok y
6nicTepi; no 3 abo 6
6nictepiB y
KapTOHHI ynakoBLi

3AT
®dapmaLesT
WNYHWIA 3aBOS

EFIC,

YropwmHa

3AT dapmaueBTUYHWMI
3aBog ElC

YropuwmHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. KoHTpob
roTOBOro NikapCbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOTO
nNiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHUX METOAAxX BUNPOBYBaHHS)
- HE3HaYHI pefakuiliHi 3MiHN B
crneundikavii Ta MeToai koHTponto N3 3a
nokasHukom «Onuc», y BignoBigHOCTI A0
Marepianis BUpo6HWKa, Nnepeknag Ha
yKpaiHCbKy MOBY. Be3 3miHu BUMOr
cneuudikauii. 3miHu | TUNYy - 3MiHK 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOro Nikapcbkoro 3acoby.
3MiHa y MeTogax BMNpo6yBaHHsi rOTOBOTO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAaX BUNPOGYBaHHS) -
He3HauHi pefakuiriHi 3MiHM B cneundikauii

3a
peyernmom

He
nionsieae

UA/8157/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

Ta MeTogji KOHTPOto /13 3a NOKa3HNKOM
«Po3Mmipu», y BignoBigHOCTI A0 MaTepianis
BMPOGHUKA, Nepeknag Ha ykpaiHCbKy
MoBY. Be3 3MiHu BMMOr cneuundikadii.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKkoro 3acoby. 3MiHa y meTogax
BUMPOBYBaHHA rOTOBOTO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBepaKeHnX
MeToAax BUMPOOYBaHHS) - HE3HAYHI 3MiHU
B creuudikauii Ta meToai koHTposto N3
3a NoKa3HMKOM «laeHTudikauis ajouoi
peuvoBuHm» (EP, 2.2.29, EP 2.2.27),
nofaHo USP C3 kBeTianiHy doymapar,
YTOYHEHO (hipMy-BMPOGHMKA
XpomaTorpadivyHoi NIaCTUHKN, YTOYHEHO
npurotysaHHs 0,1M po3uuHy kanito
nepmaHraHarty, 3MmiHeHo npurotysaHHs 0,1
M po3uuHy HCI, Ta Bka3aHO TepMiH
NpPUAATHOCTI PO3YUHY, [O4aHO TUNOBY
xpomarorpamy. lNepeknag Ha yKpaiHCbKy
MOBY. 3MiHu | TUNY - 3MiHU 3 SKOCTI.
[oTOBWIA Nnikapcbkumit 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHA rOTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) -
He3HauHi pefakuiliiHi 3MiHM B cneuudikauii
Ta MeTogi KOHTponto /13 3a NOKa3HWKOM
«lpoeHTudikauis okengy saniza» gns N3
KETUNEMNT®, TabneTkn, BKPUTI M/1iBKOBOO
060/10HKO10, N0 200 mr. Mepeknag Ha
YKpaiHCbKy MOBY. 3MiHW | TURY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbknii 3aci6.
KOHTpOsb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTofax BMNpo6yBaHHs rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAax BUNPOGYBaHHS) -
He3HauHi pefakuiliiHi 3mMiHy B cneumdikauii
Ta MeTogji KOHTPOto /13 3a NOKa3HNKOM
«lpeHTudikalia TutaHy giokcugy».
Mepeknaf Ha yKpaiHCbKy MOBY.
3miHu | TMNY - 3MiHK 3 SKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3MiHa y meTofax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro
3aco0by (He3HayHa 3MiHa y 3aTBepIKeHNX
MeToAax BUMPOGYBaHHS) - HE3HAYHI 3MiHK
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

B cneuudikauii Ta metoai koHTposnto M3
3a MNoKas3HUKOM «KifibkicHe BU3HaYeHHs»
(EP, 2.2.29), a came gogaHo USP C3
KBeTianiHy hymapary, A4ogaHo
inbTpyBaHHA 0,1 M 6ydiepHOro po3umHy,
B NapameTpax xpomarorpadyBaHHs
BKa3aHO TVICK KOJTIOHKM, 3MiHU B
po3paxyHKoBiii chopmyni. Mepeknas Ha
YKpaiHCbKy MOBY. 3MiHW | TUNY - 3MiHK 3
AKocTi. [oTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTofax BMNpo6yBaHHsS rOTOBOMO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MEeToAax BUNPOGYBaHHS) -
He3HauHi pefakuiliiHi 3mMiHy B cneumdikaii
Ta MeTogji KOHTPOto /13 3a NOKa3HNKOM
«OpfHOPIAHICTL A030BaHUX OAUHNLL» (EP,
2.2.29). MNepeknag Ha yKkpaiHCbKy MOBY.
3miHu | TMRY - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3MiHa y meTofax
BUMPOOYBaHHA rOTOBOTO NiKapCbKOro
3aco0by (He3HayHa 3MiHa y 3aTBepIKEHNX
MeToAax BUNPOGYBaHHS) - HE3HAYHI 3MiHK
B cneuudikauii Ta metoai koHTponto M3
3a NoKa3HWKOM «CynpoBifHI [OMILLKN»
(EP, 2.2.29). B cneuudpikavii MN13
YTOYHEHO, L0 HOPMYETLCS KOXHA
iAeHTndikoBaHa un HeigeHTUikoBaHa
Aomilika, B meTogi gogaHo USP C3
KBeTianiHy hymapary, AogaHo
inbTpyBaHHA 0,1 M 6ydiepHOro po3umHy,
B NapameTpax xpomarorpadyBaHHs
BKa3aHO TWUCK KOSIOHKM, [OAaHO
penpe3eHTaTUBHUI PO3UNH [OMILLIOK,
[0[aHO PO3YMH A5 NEePEBIPKM YyTIMBOCTI
cMcTemu, 3MiHa B pO3paxyHKOBIli hopmy .
Mepeknap Ha yKpaiHCbKy MOBY. 3MiHK |
™My - 3MiHW 3 IKOCTi. TOTOBWIA NikapcbKuii
3aci6. KoHTposb roToBOro NMikapcbkoro
3acoby. 3miHa y meTofax BUNpobyBaHHS
roToOBOro MikapcbKoro 3acoby (He3HayHa
3MiHa Y 3aTBEpAKEHUX MeToaax
BMNPOOYBaHHS) - HE3HAUHI pefaKLiiHi
3MiHW Yy crnieumdikalii Ta MeTogi KOHTPOo
'3 3a noka3HUKoM «CTilKiCTb TabneTok
[0 po3fasnoBaHHa» (EP, 2.9.8).
Mepeknag Ha yKpaiHCbKy MOBY. 3MiHK |
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa y MmeTofax BUNPOo6yBaHHS
rOTOBOrO Jlikapcbkoro 3acoby (He3HauyHa
3MiHa Y 3aTBEpAKEeHUX MeTogax
BUNPOBYBaHHSA) - HE3HAYHI peAakLiiiHi
3MiHM Yy crieumdikavii Ta MeTofi KOHTPOsIo
13 3a NOKa3HMKOM 3a NOKa3HMKOM
«CepegHs maca» (EP, 2.9.5). MNMepeknag
Ha yKpaiHCbKy MoBY. 3MiHu | TUMY - 3MiHK
3 AKOCTi. F0TOBUIA Nikapcbkuid 3aci6.
KOHTpO/1b rOTOBOrO MiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) -
He3HauHi peJakuiliiHi 3MiHM B cneuudikauii
Ta MeTogi KOHTponto /13 3a NOKa3HWKOM
«OpHopigHicTb macu» (EP, 2.9.5.).
Mepeknag Ha ykpaiHCbKy MOBY. 3MiHu |
TUMy - 3MiHK 3 AIKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KoHTposib roToBOro nikapcbkoro
3aco6y. 3miHa y meTodax BUNPOGyBaHHS
roToBOro Nikapcbkoro 3acoby (He3HayHa
3MiHa Y 3aTBEpAKEHUX METOAAX
BMMNPOBYBaHHS) - HE3HAYHI pefaKLiiHi
3MiHM B cneumaikauii Ta MeTofi KOHTPOsI0
N3 3a nokasHukom «Po3nagaHHs» (EP,
2.9.1.), a came geTtanizoBaHo onuc
METOAMKN NPOBEAEHHS BUNPOOYBaHHS.
Mepeknag Ha yKpaiHCbKy MOBY. 3MiHK |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa y MeTofax BUNPo6yBaHHS
rOTOBOrO Jlikapcbkoro 3acoby (He3HauyHa
3MiHa Y 3aTBEpAKEeHUX MeTogax
BMNPOGYBaHHS) - HE3HAYHI 3MiHN B
cneuudikayii Ta MmeTogi koHTposto 13 3a
nokasHukom «Bwmict Bogu» (EP, 2.5.12), a
came Npu BU3HAYEHHI BOAHOIO TUTPY
30i/IbLLIEHO KiNTbKICTb 6€3BOAHOI0
MeTaHosy Ta 3ByeHo RSD. Mpu
BWU3HAYEHHI BMICTY BOAW TUTPYBAHHAM MO
K.®iwepa — gogaHo RSD Ta 36inbLUeHO
KinbKicTb MeTaHony. MNepeknag Ha
YKpaiHCbKy MOBY. 3MiHW | TURY - 3MiHK 3
AKocTi. [oTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTofax BMNpo6yBaHHsS rOTOBOIO
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBepMAXEHNX MeToAax BUNPOOYBaHHS) —
He3HauHi 3MiHM B cneuudikauii Ta metogi

KOHTPOsI0 /13 3a NOKa3HNKOM
«Po3unHeHHs» (EP, 2.9.3, 2.2.25), nogaHo
nocunaHHsa Ha metof EP, 2.2.25. B meTogi

BUNPOOYBaHHA [A0AaHO a/lbTEPHATHBHE

npurotyBaHHs 0,01N HCI, B npouenypy

[ofaHo KanibpyBaHHS npuiagy, 3MiHa B
po3paxyHKoBiii chopmyni. Mepeknas Ha

YKpaiHCbKy MOBY. 3MiHW | TUNY - 3MiHK 3

AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.

KOHTpO/1b roTOBOrO Nikapcbkoro 3acoby.
3MiHa y MeTogax BUNpobyBaHHA rOTOBOrO

NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOGyBaHHS) -
He3HauHi pefakLiliHi 3MiHM B cneuudikauii
Ta MeTogji KOHTponto /13 3a NOKa3HWKOM
«MikpobionoriyHa ynctota». [Mepeknag Ha

YKpaiHCbKY MOBY.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHuii 3aci6.
3MiHa y NepBUHHIlA ynakoBLji roTOBOro
nikapcbKoro 3acoby (Tvn KoHTeliHepa abo
[oAaBaHHA HOBOrO KOHTelHepa) -
BunyyeHHs nepBYHHOT YNakKoBKY, LLIO He
Npu3BOAUTL A0 NOBHOIO BUJTYYEHHS
niKkapcbKoro 3acoby 3 NEBHOK CUMOK Aji
a60 y neBHili Nikapcbkiii YOpMi - BHECEHHS
3MiH 0 MaTepiasiB peecTpauiiHoro Jocbe
Yy 3B’A3KY i3 BUTYUYEHHA 3aTBEPAKEHOIO
TUNYy NepBUHHOI YNakoBKK, a came:
hN1aKoHiB.
3MiHV BHeceHi B po3ain "YnakoBka" B
IHCTPYKLiO 4158 MeQUYHOro 3acToCyBaHHS
nNikapcbKoro 3acoby y 3B'A3Ky 3
BUJTYYEHHAM OZHOTO 3 BUAIB NEPBUHHOI
yNakoBKM NikapcbKoro 3acoby, sk Hacnifok
- BUNIYYEHHS TEKCTY MapKyBaHHS
BiANOBIAHWX YNAKOBOK /1iKapCbKOro
3acoby.

145.

KETUNENT®

TabneTku, BKpUTI
nniBKOBOIO
0060/10HKOI0, N0 200
Mr no 10 TabneTok y
6nictepi; no 3 abo 6
6nicTepiB y

3AT
dapmaLesT
NYHWIA 3aBOS

ErIC,

YropwmHa

3AT dapmaueBTUYHWIA
3asog ElC

YropmHa

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMatepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
[oToBWiA Nikapcbkumit 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa y
MeToAax BUNPobyBaHHA rOTOBOTO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y

3a
peyenmom

He
nionsieae

UA/8157/01/03
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KapTOHHI ynakoBLi

3aTBEPKEHNX METOAaxX BUNPOOYBaHHS)

- HE3HAYHI pefakuiliHi 3MiHN B
cneuudikauii Ta MeTogi koHTposto MN3 3a
nokasHukom «Onunc», y BignoBigHOCTI A0
mMaTepianis BUPOGHUKa, nepeknas Ha
YKpaiHCbKy MOBY. Be3 3MiHv Bumor
cneuudikauii. 3miHu | TMRY - 3MiHK 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO AiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) -
He3HauHi peJakuiliiHi 3MiHM B cneuudikauii
Ta MeTogi KOHTponto /13 3a NOKa3HWKOM
«Po3mipu», y BifnNoBiAHOCTI A0 MaTepianis
BMPO6GHWKa, Nepeknaj Ha yKpaiHCbKy
MoBYy. Be3 3miHV BUMOT cneuudikauii.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHSA rOTOBOrO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBEpAKEHNX
MeToAax BUNPOGYBaHHS) - HE3HAYHI 3MiHU
B cneyudikauii Ta metodi koHTponto M3
3a NoKa3HMKOM «laeHTudikauis girouoi
peyoBuHu» (EP, 2.2.29, EP 2.2.27),
nofaHo USP C3 kBeTianiHy doymapar,
YTOYHEHO thipMy-BMPOGHMKa
XpomaTorpadivyHoi NIaCTUHKN, YTOUHEHO
npurotyeBaHHsa 0,1M po3uunHy Kanito
repmaHraHary, 3MiHeHo npuroTyesaHHs 0,1
M po3uuHy HCI, Ta Bka3aHO TepMiH
npuaaTHOCTI PO34YnHY, AOAAHO TUMOBY
Xpomarorpamy. lepeknag Ha yKpaiHCbKy
MOBY. 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oToBWMI Nikapcbknii 3aci6. KOHTponb
rOTOBOrO JlikapCcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOTO
NiKapcbKoro 3acoby (He3HayHa 3MmiHa y
3aTBEPMKEHNX MeToAax BUNPOGyBaHHS) -
He3HauHi pefakLiliHi 3MiHM B cneuudikaii
Ta MeTogji KOHTponto /13 3a NOKa3HWKOM
«lpoeHTudikauis okeugy 3aniza» gns N3
KETWUNEMNT®, TabneTkun, BKPUTI N/1iBKOBOKO
060n0HkKot0, No 200 mr. Mepeknag Ha
YKpaiHCbKy MOBY. 3MiHM | TURY - 3MiHN 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO MiKapcbKoro 3acoby.
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3MiHa y MeTofax BUNpobyBaHHA rOTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) -
He3HauHi pefakuiliiHi 3MiHM B cneuudikauii
Ta MeTogi KOHTponto /13 3a NOKa3HWKOM
«lgeHTudpikalis TutaHy giokeugy».
Mepeknaf Ha yKpaiHCbKy MOBY.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa y meTogax
BUMPOBYBaHHA rOTOBOTO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBepaKeHnX
MeToAax BUMPOOYBaHHS) - HE3HAYHI 3MiHU
B creuudikauii Ta meToai koHTposto N3
3a NokKasHUKOM «KinbKicHe BU3HaYEeHHS»
(EP, 2.2.29), a came gogaHo USP C3
KBeTianivy dymapary, fogaHo
inbTpyBaHHs 0,1 M 6ychepHOro posuuHy,
B MapameTpax xpomaTorpadyysBaHHs
BKa3aHO TVCK KOMTOHKM, 3MiHU B
po3paxyHKoBiii chopmyni. Mepeknas Ha
YKpaiHCbKy MOBY. 3MiHM | TURY - 3MiHN 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO AiKapCcbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) -
He3HauHi pefakuiliiHi 3MiHM B cneuudikauii
Ta MeTogi KOHTponto /13 3a NOKa3HWKOM
«OfHOPIgHICTb [030BaHNX OauHULIL» (EP,
2.2.29). Nepeknag, Ha yKpaiHCbKy MOBY.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKkoro 3acoby. 3MiHa y meTogax
BUMPOBYBaHHA rOTOBOTO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBepaKeHnX
MeToAax BUMPOOYBaHHS) - HE3HAYHI 3MiHU
B creuudikauii Ta meToai koHTposto N3
3a NOKa3HMKOM «CynpoBigHi AOMILLKN»
(EP, 2.2.29). B cneuudpikauii 13
YTOYHEHO, L0 HOPMYETBLCS KOXHA
ineHTndikoBaHa un HeigeHTngikosaHa
OOMillKa, B MeTogi gogaHo USP C3
KBeTianivy dymapary, fogaHo
inbTpyBaHHs 0,1 M 6ycdiepHOro posuunHy,
B MapameTpax xpomarorpadysBaHHs
BKa3aHO TUCK KOIOHKMW, [oAaHO
penpe3eHTaTVBHUIA PO3YMH JOMILLIOK,
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[0[aHO PO34NH 15 NMEPEBIPKN Yy TAIMBOCTI
cucTemu, 3MiHa B pO3paxyHKoBIli hopmy .
Mepeknag Ha yKpaiHCbKy MOBY. 3MiHK |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa y MmeToax BUNPo6yBaHHS
rOTOBOrO Jlikapcbkoro 3acoby (He3HauyHa
3MiHa Y 3aTBEpAKeHUX MeTogax
BUNPOBYBaHHSA) - HE3HAYHI peAaKLiiiHi
3MiHM Yy crieumdikavii Ta MeTofi KOHTPOsIo
N3 3a nokasHUKoM «CTilikicTb TabneTok
[0 po3gasnoBaHHa» (EP, 2.9.8).
Mepeknag Ha ykpaiHCbKy MOBY. 3MiHu |
TUMy - 3MiHK 3 AIKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KoHTposib roToBOro nikapcbkoro
3aco6y. 3miHa y meTodax BUNPOGyBaHHS
roToOBOro Nikapcbkoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEHNX MeTofax
BMMNPOGYBaHHS) - HE3HAYHI pefaKLiiHi
3MiHM y cneuudikauii Ta MeTogi KOHTPO0
13 3a NokasHWKOM 3a MOKasHUKOM
«CepegHsl maca» (EP, 2.9.5). MNMepeknag
Ha yKpaiHCbKy MOBY. 3MiHM | TUNy - 3MiHK
3 AIKOCTi. FOTOBMIA Nnikapcbkuii 3aci6.
KOHTpO/b roTOBOrO Nikapcbkoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOOyBaHHS) -
He3HauHi pefakLiliHi 3MiHM B cneuudikaii
Ta MeTogji KOHTponto /13 3a NOKa3HWKOM
«OpHopigHicTb macu» (EP, 2.9.5.).
Mepeknap Ha yKpaiHCbKy MOBY. 3MiHK |
™My - 3MiHW 3 IKOCTi. TOTOBWIA NikapcbKuii
3aci6. KoHTposb roToBOro NMikapcbKoro
3acoby. 3miHa y meTofax BUNpobyBaHHs
roToOBOro MikapcbKoro 3acoby (He3HayHa
3MiHa Y 3aTBEpAKEHUX MeToAax
BMNPOOYBaHHS) - HE3HAUHI pefaKLiiHi
3MiHM B cneuudikalii Ta MeTofi KOHTPOsIo
'N3 3a nokasHukom «Po3nagaHHs» (EP,
2.9.1.), a came feTanizoBaHO Onuc
MEeTOAVKN NPOBEAEHHS BUNPOGYBaHHS.
Mepeknag Ha ykpaiHCbKy MOBY. 3MiHu |
TUMy - 3MiHK 3 AIKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KoHTposib roToBOro nikapcbkoro
3aco6y. 3MiHa y meTodax BUNPOGyBaHHS
roToOBOro Nikapcbkoro 3acoby (He3HayHa
3MiHa y 3aTBEpKEHNX MeTofax
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BMMPOGYBaHHS) - HE3HAYHI 3MiHM B
crneundikavii Ta MeTodi koHTponto N3 3a
nokasHukom «Bwmict Bogn» (EP, 2.5.12), a

came npu BU3HAYEHHI BOAHOrO TUTPY
36iNbLUEHO KiNbKICTb 6e3B04HOr0
MeTaHosy Ta 3By)XeHo RSD. lMpu
BU3HAYEHHI BMICTY BOAN TUTPYBaHHAM MO
K.®iwepa — gogaHo RSD Ta 36ibLleHo
KiNibKiCTb MeTaHony. MNepeknag, Ha
YKpaiHCbKy MOBY. 3MiHM | TURY - 3MiHN 3
sKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO MiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPKEHNX MeToAax BUNPoByBaHHSA) —
He3HauHi 3MiHM B cneuudikauii Ta MmeTogi
KOHTpOsto /13 3a NoKasHUKOM
«Po3unHeHHs» (EP, 2.9.3, 2.2.25), goaaHo
nocwaaHHa Ha metog EP, 2.2.25. B meTogi
BUMPOOYBaHHA f04aHO a/lbTePHATVBHE
npurotyeaHHsa 0,01N HCI, B npoueaypy
[o[aHo KanibpyBaHHsA npunagy, 3MiHa B
po3paxyHKoBiii chopmyni. Mepeknas Ha
YyKpaiHCbKy MOBY. 3MiHW | TURY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbknii 3aci6.
KOHTpOsb roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTofax BMNpo6yBaHHsS rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAax BUNPOGYBaHHS) -
He3HauHi pefakuiliiHi 3mMiHy B cneumdikauii
Ta MeTogji KOHTPOt0 /13 3a NOKa3HNKOM
«Mikpob6iosnoriyHa unctota». Mepeknag Ha
YKpaiHCbKy MOBY.
3miHu | TMNY - 3MiHK 3 SKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6.
3MiHa y NepBUHHI ynakoBL,i roTOBOro
nikapcbKoro 3acoby (Tvn KoHTeliHepa abo

[0aBaHHA HOBOrO KOHTelHepa) -

BunyyeHHa NnepBuHHOT ynakoBku, WO He
npu3BOAUTL A0 NOBHOIO BUTYYEHHS
niKapcbKoro 3acoby 3 NEBHOK CUMOO Al
ab0 y NeBHili nikapcbkili hOpMi - BHECEHHS
3MiH 10 MaTepianiB peecTpauiiHoro Jocke
Y 3B’SA3KY i3 BU/TYYEHHS 3aTBEP)KEHOrO

TUMY NEPBVHHOI YNakoBKKW, a came:

hNaKoHIB.
3MiHM BHeCeHi B po3gin "Ynakoska' B
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IHCTPYKLiO 4151 MeAIMYHOrO 3aCTOCyBaHHS
niKapcbKoro 3acoby y 3B'A3Ky 3
BW/TYYEHHAM OAHOTO 3 BUZiB NEPBUHHOI
YMakoBKM NiKapCbKoro 3acoby, sik Hacnifgok
- BUNYYEHHSI TEKCTY MapKyBaHHs
BiANOBIAHNX YNaKOBOK NiKapCbKoro
3aco6by.
146. | KETUENT® TabneTku, BKPUTI 3AT YropwuHa 3AT dapmaueBTUYHNIA YropwuHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/8157/01/01
nAiBKOBOO dapmaLesT 3aBop ElIC, marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI. peyenmom | nions2ae
o060n0Hkoto, no 25 WNYHWI 3aBO[ [oTOBWIA Nnikapcbkumii 3aci6. KoHTponb
Mmr no 10 TabneTok y ErC roTOBOro Nikapcbkoro 3acoby. 3miHa y

6nicTepi; no 3 abo 6
6nicTepiB y
KapTOHHI ynakoBLi

MeToAax BUNpobyBaHHSA roToBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMAXEHNX METOAaX BUNPOOYBaHHS)
- HE3HaYHI pefakuiliHi 3MiHN B
cneuudikayii Ta MeTogi koHTposto 13 3a
nokasHukoMm «Onunc», y BignoBigHOCTI A0
marepianis BUPOGHWKa, Nnepeknag Ha
YKpaiHCbKy MOBY. Be3 3MiHy BUMor
crneundikaii. 3MiHn | TUNY - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
KOHTpO/b roTOBOrO Nikapcbkoro 3acoby.
3MiHa y MeTogax BUNpobyBaHHA rOTOBOr0
NiKapcbKoro 3acoby (He3HayHa 3MmiHa y
3aTBEPMKEHNX MeToAax BUNPOGyBaHHS) -
He3HauHi pefakLiliHi 3MiHM B cnevuudikaii
Ta MeTogAji KOHTpoNto /13 3a NOKa3HNKOM
«Po3mipu», y BignoBigHOCTI A0 MaTepianis
BMPOGHUKa, nepeknag Ha yKpaiHCbKy
MoBY. Be3 3MiHy BUMOr cneumndikadi.
3miHu | TMRY - 3MiHK 3 SKoCTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y meTogax
BUMPOBYBaHHA rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepIKEHUX
MeTofax BUNPOOYBaHHS) - HE3HAYHI 3MiHU
B cneuudikauii Ta Mmetogi koHTponto M3
3a NoKasHUKOM «laeHTudikauis ajo4vor
peuoBuHm» (EP, 2.2.29, EP 2.2.27),
nopaHo USP C3 kBeTianiHy doymapar,
YTOYHEHO (PipMY-BMPOOHUKA
XpomaTorpadiyHoi N1acTUHKKN, YyTOYHEHO
npurotyBaHHs 0,1M po3unHy kasiito
nepmaHraHary, 3MiHeHO NpuroTyBaHHs 0,1
M po3uunHy HCI, Ta Bka3zaHO TepMiH
NPUAATHOCTI PO3YNHY, [O4aHO TUNOBY
xpomarorpamy. lNepeknag Ha yKpaiHCbKy
MOBY. 3MiHu | TMNYy - 3MiHK 3 SKOCTI.
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[oTOBWIA Nnikapcbkumii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpo6yBaHHSA roToBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METoAax BUNPOGYBaHHS) -
He3HauHi pefakuiliiHi 3mMiHy B cneumdikauii
Ta MeTogji KOHTPOto /13 3a NOKa3HNKOM
«lpoeHTudbikauis okengy saniza» ana N3
KETUNEMT®, Tabnetkun, BKPUTI N1iBKOBOO
o6onoHkoto, no 200 mr. Mepeknag Ha
YKpaiHCbKy MOBY. 3MiHW | TUNY - 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO Nikapcbkoro 3acoby.
3MiHa y MeTogax BUNpobyBaHHA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOGyBaHHS) -
He3HauHi pefakLiliHi 3MiHM B cneuudikauii
Ta MeTogji KOHTponto /13 3a NOKa3HWKOM
«lgeHTudpikayia TuTaHy giokecugy».
Mepeknag Ha yKpaiHCbKy MOBY.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHSA rOTOBOrO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y 3aTBEpAKEHNX
MeToAax BUNPOBYBaHHS) - HE3HAYHI 3MiHK
B cneuudikauii Ta metodi konTponto M3
3a NOKa3HUKOM «KiflbKiCHe BU3HAYEHHS»
(EP, 2.2.29), a came gogaHo USP C3
KBeTianivy hymapary, AogaHo
inbTpyBaHHa 0,1 M 6ydhepHOro po3umHy,
B MapameTpax xpomaTorpadyyBaHHs
BKa3aHO TWCK KOJIOHKW, 3MiHU B
po3paxyHKoBiii chopmyni. Mepeknas Ha
yKpaiHCbKy MOBY. 3MiHM | TUNY - 3MiHU 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOro Nikapcbkoro 3acoby.
3MiHa y MeTogax BUNpobyBaHHA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MmiHa y
3aTBEPMKEHNX MeToAax BUNPOGyBaHHS) -
He3HauHi pefakLiliHi 3MiHM B cneuudikaii
Ta MeTogji KOHTponto /13 3a NOKa3HWKOM
«OHOpIgHICTb [030BaHUX OguHULL>» (EP,
2.2.29). MNepeknag, Ha yKpaiHCbKy MOBY.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPO6YBaHHSA rOTOBOrO JIiKAPCbKOro
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3aco6y (He3HayHa 3MiHa y 3aTBEpPAKEHNX
MeToAax BUNPOBYBaHHS) - HE3HAYHI 3MiHU
B cneyudikauii Ta metodi konTponto M3
3a NOKa3HMKOM «CynpoBigHi AOMILLKN»
(EP, 2.2.29). B cneuudikauii N3
YTOYHEHO, L0 HOPMYETLCS KOXHA
ineHTndhikoBaHa un HeigeHTUgikoBaHa
[OoMilka, B MeTofi fogaHo USP C3
KBeTianiHy hymapary, AogaHo
inbTpyBaHHa 0,1 M 6ydhepHOro po3umHy,
B MapameTpax xpomaTorpadyyBaHHs
BKa3aHO TUCK KOMIOHKM, A0AaHO
penpe3eHTaT!BHNI PO3UYNH [OMILLIOK,
[04aHO0 PO34MH 415 NepeBipkn YyTAMBOCTI

cucTemMu, 3MiHa B pO3paxyHKOBIi chopmyii.

Mepeknag Ha ykpaiHCbKy MOBY. 3MiHu |
TUMy - 3MiHK 3 AIKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KoHTposib roToBOro nikapcbkoro
3aco6y. 3MiHa y meTodax BUNPOGyBaHHS
roToOBOro Nikapcbkoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEHNX MeTofax
BMNPOGYBaHHS) - HE3HAYHI pefaKLiiHi
3MiHM y cneuudpikauii Ta MeTogi KOHTPO0
N3 3a nokasHUkoM «CTilikicTb TabneTok
[0 po3gassoBaHHa» (EP, 2.9.8).
Mepeknap Ha yKpaiHCbKy MOBY. 3MiHK |
™My - 3MiHW 3 SIKOCTi. TOTOBWIA Nikapcbkuii
3aci6. KoHTposb roToBOro NMikapcbKoro
3aco0by. 3miHa y meTofax BUNpobyBaHHs
roToOBOro MikapcbKoro 3acoby (He3HayHa
3MiHa Y 3aTBEpAKEHUX MeToaax
BMNPOOYBaHHS) - HE3HAUHI pefaKLiiHi
3MiHW Yy cnieumdikalii Ta MeTogi KOHTPOo
13 3a NOKa3HMKOM 3a MOKa3HUKOM
«CepefHsa maca» (EP, 2.9.5). MNepeknag,
Ha yKpaiHCbKy MOBY. 3MiHu | TUMY - 3MiHK
3 AKOCTi. F0TOBUIA Nnikapcbkuii 3aci6.
KOHTpO/b roToBOro Nikapcbkoro 3acoby.
3MiHa y MeTofax BMNpo6yBaHHsS rOTOBOMO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METoAax BUNPOGYBaHHS) -
He3HauHi pefakuiliiHi 3mMiHy B cneumdikaii
Ta MeTogji KOHTPOto /13 3a NOKa3HNKOM
«OpHopigHicTb Mmacu» (EP, 2.9.5.).
Mepeknag Ha yKpaiHCbKy MOBY. 3MiHK |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3MiHa y MeTofax BUNPo6yBaHHsS
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

rOTOBOrO Jlikapcbkoro 3acoby (He3HauyHa
3MiHa Y 3aTBepAKEeHUX MeTogax
BUNPOBYBaHHSA) - HE3HAYHI peAakLiiiHi
3MiHM B cneuudikaii Ta MeToZi KOHTPOsIo
'N3 3a nokasHukoMm «Po3nagaHHsa» (EP,
2.9.1.), a came geTtanizoBaHo onuc
METOAVKN NPOBEAEHHS BUNPOOYBaHHS.
Mepeknap Ha yKpaiHCbKy MOBY. 3MiHK |
T™Mny - 3MiHW 3 IKOCTi. TOTOBWIA Nikapcbkuii
3aci6. KoHTposb roToBOro NMikapcbKoro
3acoby. 3miHa y meTofax BUNpobyBaHHS
roToOBOro MikapcbKoro 3acoby (He3HayHa
3MiHa Y 3aTBEpAKEHUX MeToaax
BMNPOGYBaHHS) - HE3HAYHI 3MiHM B
cneuudikauii Ta MeTogi koHTposto MN3 3a
nokasHukom «Bwmict Bogn» (EP, 2.5.12), a
came Npu BU3HAYEHHI BOAHOrO TUTPY
36i/1bLLEHO KiNbKICTb 6€3B0OAHOI0
MeTaHos1y Ta 3By)XeHo RSD. lMpwu
BU3HAYEHHI BMICTY BOAN TUTPYBaHHAM MO
K.®iwepa — gogaHo RSD Ta 36inbLueHO
KinbKicTb MeTaHony. Mepeknag Ha
YKpaiHCbKy MOBY. 3MiHW | TUNY - 3MiHU 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO Nikapcbkoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) —
He3HauHi 3MiHM B cneumdikauii Ta meToai
KOHTpOsto /13 3a NoKasHUKOM
«Po3unHeHHs» (EP, 2.9.3, 2.2.25), nogaHo
nocwnaHHsa Ha metog EP, 2.2.25. B meTogi
BUNPO6YyBaHHA [0AaHO a/ibTepHaTVBHE
npurotysaHHs 0,01N HCI, B npoueaypy
[ofaHo KanibpysaHHs npunagy, 3miHa B
po3paxyHKoBii chopmyni. Mepeknas Ha
YKpaiHCbKy MOBY. 3MiHM | TURY - 3MiHN 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO AiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOTO
niKkapcbKkoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) -
He3HauHi peJakuiliiHi 3MiHM B cneuudikauii
Ta MeTogi KOHTponto /13 3a NOKa3HWKOM
«MikpobionoriyHa ynctota». MNepeknag Ha
YKpaiHCbKY MOBY.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

KOHTelHep/3aKynoptoBasibHuiA 3aci6.
3MiHa y NepBUHHIiA ynakoBL,i roToBOro
nikapcbKoro 3acoby (Tun KoHTeliHepa abo
[0[aBaHHA HOBOTO KOHTelHepa) -
BunyyeHHa nepBuHHOT ynakoBku, WO He
Npn3BOAUTL A0 NOBHOIO BU/TYYEHHS
NikapcbKoro 3acoby 3 NeBHOK CU/IOoK Ail
ab0 y NeBHili nikapcbkili hopMi - BHECEHHS
3MiH 0 MaTepianiB peecTpauiiiHoro focbe
Yy 3B’A3KY i3 BUTYUYEHHA 3aTBEPKEHOIO
TUNY NEPBVHHOI YNakoBKKW, a came:
hNaKoHIB.
3MiHM BHeCeHi B po3ain "Ynakoska" B
iIHCTPYKLi0 AN5 MeANYHOro 3aCTOCyBaHHS
nNiKapcbKoro 3acoby y 3B'A3Ky 3
BUJTYYEHHAM OZHOIO 3 BUAIB NEPBUHHOI
yNaKoBKM NiKapcbKoro 3acoby, sk HacnifoK
- BUNYYEHHS TEKCTY MapKyBaHHSsI
BiANOBIAHMX YNaKOBOK NiKapCbKOro
3acoby.

147.

KETONISNH®

rpaHynu gns
OP&/TbHOIO PO3YUNHY
no 80 mr; no 30
calle B KapTOHHIi
nauuj

BIFA®APM
AC.P.N.

ITanisa

AITICi MNpogakwH
C.p.n

ITanis

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3mMiHu | TMny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK Yy
BMPO6HMLTBI. 3amiHa abo BBEAEHHSA
[04aTKOBOI [i/TbHNL BUPOGHMLTBA AN1S
4yacTuHU abo BCbOro BUPOBHNYOro
npoLiecy roToBOro NikapCcbKoro 3acoby
(AiNbHULSA A8 BTOPUHHOIO MakKyBaHHS) -
3amiHa AifbHULi 47151 BTOPUHHOTO
nakyBaHHs. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHK Y
BMPOBHUUTBI. 3amiHa abo BBeAeHHS
[04aTKOBOI [i/TbHUL BUPOGHMLTBA 415
4acTuHK abo BCbOro BUPOOGHNYOTO
npoLecy roToBoro Nikapcbkoro 3acoby
(BiNbHMLA 4NS NEPBMHHOMO NaKyBaHHS) -
3aMiHa AiNbHULI 4518 NepPBUHHOTO
nakyBaHHs. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIN Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/I0
SIKOCTi FOTOBOrO NliKapCbKOro 3acoby
(3amiHa abo fofaBaHHS BUPOGHMKA, L0
Bignosigae 3a BBe3eHHA Ta/abo BMNycK
cepii) - Bkntovaroum
KOHTPO/b/BMNPOGYBaHHSA cepii. 3amiHa
BMpPO6HUKA BIAMNOBIAA/ILHOIO 3a BUMYCK
cepii Ta KOHTPO/b AKOCTi FOTOBOTO

3a
peyernmom

He
nionsieae

UA/19991/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

nikapcbKoro 3aco6y. 3MiHM BHECEHO B
iHCTPYKLiO AN5 MeANYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby y po3ainv "BupobHuk",
"Micue3HaxomkeHHs! BUPO6HMKa Ta
afpeca MicLs NpoBafpKeHHs Moro
AisnbHOCTI" 3 BIANOBIAHUMY 3MiHAMVY B
TEKCTi MapKyBaHHS yNakoBOK. 3MiHu | Tuny
- 3MiHU 3 SKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHML
BMPOBHMLTBA 15 YaCTMHM abo BCbOro
BMPOBHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AinbHULA, Ha AKil
npoBoAATbLCA ByAb-AKi BUPOOGHWYI cTagii,
3a BUHSATKOM BUNYCKY CEepiii, KOHTPO/IO
AKOCTi, NEPBVNHHOIO Ta BTOPUHHOTO
nakyBaHHs, 415 HECTEPUIbHUX NiKAPCbKNX
3ac06iB) 3amiHa BUPOOHMKa
BignosiganbHoro 3a bulk manufacture

148.

KETOPO/
EKCIMPEC

Tabnetku, Lo
AvcnepryTbes B
POTOBI MOPOXHWHI,
no 10 wr; no 10
TabneTtok y 6nictepi;
no 1 a6o 10
6nicTepiB B KOPOOL

A-p Peppic
Nabopatopi
c i1g,

IHais

O-p Peppi'c
Nab6opaTopic Jliviteq

IHAis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy 3asiBHMKA
(BNacHvKa peecTpauinHoro NocBigYeHHs)
3MiHa HaliMeHyBaHHA Ta afpecy 3asBHMKa
(BnacHvika peecTpauiiiHoro nocBigYeHHs),
Y 3BSI3KY i3 piLUEHHSIM 3asiBHUKA.

3a
peyenmom

UA/18105/01/01

149.

KITPYOA®

KOHLUEeHTpaT ans
PO34nHY Ans
iHQpy3in, 25 mr/m;
no 4 mn
KOHLEHTpaTy Yy
dhnakoHi; no 1
hNakoHy 3
npenapaTom B
KapTOHHI Kopo6Lyi

Mepk LWapn

Joym IAEA
6X

LBeiiuapis

BMPOGHUK
Hepo3dghacoBaHOl
NpoAyKLUii, KOHTPONb
AKOCTI Ta TeCTyBaHHA
cTabinbHOCTI,
nepBUHHE NaKyBaHHS:
MCJ, IHTepHeLwHN
M6X/MC/L, IpnaHgis
(Kapnoy), Ipnangisi;
KOHTPO/b AKOCTi Ta
TecTyBaHHs
ctabinbHocTi: MC/
IHTEpHeLHN
M6X/MC/L, IpnaHgis
(BpiHHi), IpnaHgis;
KOHTPO/b AKOCTi Ta
TecTyBaHHs

CTabiNbHOCTI rOTOBOTr0O

nikapcbKoro 3acoby,
BUK/THOYALOUM
TECTyBaHHsI

Ipnangis/
HigepnaHnaun
/HimeyunHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis:
3Mminu |l Tuny - 3MiHK WoAao
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KopoTkili
XapaKTepuCTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT 4N
MeZIMYHOro 3aCTOCYBaHHA Yy 3B’A3KY i3
HOBUMUW AaHVWMM 3 AKOCTI, JOKiIHIYHUMU,
KNIHIYHAMW JaHUMK Ta faH MK 3
thapmakoHarnagy - 3MiHM BHECEHO A0
IHCTPYKUiT AN MEAWNYHOrO 3aCTOCYBaHHS
nikapcbKkoro 3acoby A0 po3ginis
"Oco6mBocTi 3acTocyBaHHSA", "M0OBGIYHI
peakuii" BignoBsigHo Ao iHchopmauii 3
6e3nekn Nikapcbkoro 3acoby, fka HasBHa
B MaTepiasiax peecTpauiiiHoro f0cChe.
BBefeHHs 3MiH NpoTarom 6-T1 Micauis
nicns sarsepakKeHHs

3a
peyenmom

He
nionsieae

UA/16209/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

akTmBHocTi ELISA
(akTnBHICTb TA
ineHTudikauis): H.B.
OpraHoH,
Higepnangu;
KOHTPO/b AKOCTi Ta
TecTyBaHHSA
CTabiNbHOCTI rOTOBOrO
nikapcbKoro 3acoby:
MC/, bioTtek B.B.,
Higepnangu;
KOHTPO/b AKOCTi Ta
TecTyBaHHSA
CTabiNbHOCTI rOTOBOrO
niKapcbKoro 3acooby,
BUK/IHOYAIOUN
TecTyBaHHSA
akTnBHocTi ELISA
(axkTVBHICTb TA
ineHTudikauis): MCL
bioTek B.B.,
HigepnaHgy;
TecTyBaHHSA
cTabinbHOCTI:
TeCTyBaHHS Li/TiCHOCTI
3aKpUTTA KOHTEliHepy:
HysicaH 62X,
HimeuunHa; BTOpVHHE
nakyBaHHS Ta
MapKyBaHHs, [03BiN
Ha BUMYCK cepii:
OpraHoH XelicT 68,
Benbris a6o Mepk
LWapn i foym B.B.,
Higepnanan

150.

KNAPUATUH®

Tabnetkun no 10 wr;
no 7 a6o 10
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopo6Lyi

Baiiep
KoHcblomep
Kep Al

Llseiuapis

Baliep BitTepdensg,
M6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:
3MiHu | TNy - 3MiHK 3 sikocTi. CepTudikat
signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/MmoHorpadii. NMogaHHsA HOBOro
ab0 OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBpoONeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; ANt AONOMIKHOT

6e3
peyenma

UA/10060/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkii hapmakonei) - OHOBIEHWIA
cepTudikar Bif y)xe 3aTBEpL)KEHOro
BUPOOGHMKa. [MogaHHA OHOB/IEHOrO
cepTudpikaTa BifnoBiAHOCTI EBpoNeiichkii
dhapmakonei Ne R1- CEP 2007-171 - Rev
03 (3aTBepmkeHo: R1- CEP 2007-171 -
Rev 02) ans A®| nopataguHy Big,
3aTBEepAKeHOro BMpo6Hnka MYLAN
LABORATORIES LIMITED

151.

KNAPUTPOMIL,
WH-AAPHULA

TabneTku, BKPUTI
060/10HKOI0, NO 500
Mr; N0 7 TabneTok y
KOHTYpHilA
YapyHKOBIl
ynakoBLj; no 2
KOHTYPHI YapyHKOBI
ynakoBKU B mayLi

MpAT
"®apmaueBT
nyHa chipma

"fapHuua”

YkpaiHa

MpAT
"PapmaueBTnyHa
ipma "dapHuus"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHu | TURY - 3MiHK WoAao
6e3nekun/edekTBHOCTI Ta
hapmakoHarnisgy. 3miHa y KopoTkil
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAUYHOro 3aCToCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKoro
3acoby B micnsipeecTpaviiiHiin nepios, abo
K pe3ynbTar OUiHKW 3BITY 3 LOC/ILKEHb,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpnuHux gocnigxens (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YMNOBHOB&XEHVM OpraHom) - 3MiHu
BHECEHO B iHCTPYKL,iO 419 MEANYHOIO
3aCTOCYyBaHHSA MikapcbKoro 3acoby Ao
posginis "lMpoTunokasaHHsA", "B3aemogis 3
HLWIMMKW NikapCbKMKM 3acobamu Ta iHLWi
BMAM B3aemogiit” Ta "Oco61mMBOCTi
3acTocyBaHHSA" BigNOBiAHO A0 OHOBMNEHOI
iHchopmawii Lwoao 6e3nekn 3acTocyBaHHS
Lit0Y0i pevyoBUHY 3rigHO 3 pekoMeHaLlieto
PRAC. TepMiH BBEAEHHSA 3MiH MPOTAroM 6
MicALiB Mic/1A 3aTBEpAKEHHS.

3a
peyenmom

He
nionseae

UA/0279/01/02

152.

KNAPUTPOMIL,
WH-AAPHULA

TabneTku, BKPUTI
0060/10HKOI0, N0 250
Mr; N0 7 TabneTok y
KOHTYpHilA
YapyHKOBIl
ynakosLi; rno 2
KOHTYPHi YapyHKOBI
ynakoBKU B mauLi

MpAT
"PapmaueBT
nyHa doipma

"fNapHuua”

YkpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHu | TUNy - 3MiHK Wwoa0
6e3nekn/ed)ekTBHOCTI Ta
hapmMakoHarniagy. 3miHa y KopoTkil
XapakTepucTuL,i NnikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT 4N
MeAUYHOro 3aCToCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHs 3
6e3mnekn 3acTocyBaHHS NiKapCbKOro

3a
peyenmom

He
nionseae

UA/0279/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
3acoby B micnspeecTpaviiiHiin nepios, abo
AK pe3ynbTarT OLiHKV 3BIiTY 3 [OCAIIKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiarpnyHux gocnigxens (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YMNOBHOB&XEHVNM OpraHom) - 3MiHu
BHECEHO B iHCTPYKL,iO 419 MEANYHOIO
3aCTOCYyBaHHA MikapcbKkoro 3acoby Ao
posginis "MpoTunokasaHHA", "B3aemogis 3
HLIMMKW NikapcbkMKM 3acob6amm Ta iHLWi
BMAM B3aemogiit” Ta "Ocob1mMBOCTi
3acToCyBaHHA" BifNOBiAHO A0 OHOBMEHOI
iHchopmawii Lwoao 6e3nekn 3acTocyBaHHS
Li0Y0T pevyoBUHY 3rigHO 3 pekoMeHaaLieto
PRAC. TepMiH BBEAEHHSA 3MiH NPOTAromM 6
MicsILiB Mic/1A 3aTBEPAKEHHS.
153. | KNNIEKCAH® PO3YMH ANS iH'EKLIN, TOB YkpaiHa CAHO®I BIHTPOIN dpaHuin BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/7181/01/01
10 000 aHTK-Xa "CaHodi- IHOACTPIA marepianis: peyenmom
MO/1mn ABeHTIC 3miHu | TMny: 3MiHK 3 akocTi. AdI.
Ne 2:no 0,8 mny YKpaiHa" KoHTponb A®L. 3miHa y MeTodax
LINpuU-A03i i3 BunpobyBaHHA APl abo BMXigHOTO
3aXMCHOK0 CUCTEMOIO mMarepiany/npoMixXHOro
ronkv ERIS; no 2 nNpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCS
wnpuy-a03n y y npoueci BupobHuytBa A®| (iHLWi 3MiHW y
6nicTepi; no 1 MeToAax BUNpo6yBaHHS (BK/IHOHYAKUM
6nictepy B 3amiHy abo fonoBHeHHS) ADI| a6o
KapTOHHI kopobuy; BWXi4HOr0/MpOMiXHOro NpoAaykTy), MeToto
Ne 2: no 0,8 mny BHECEHHS L€l 3MiHN € peecTpauis
wnpuu-ao03i i3 XPOMOTEHHOro KIHeTUYHOIo MeToay
3aXMCHOI0 CUCTEMOIO (Esponeiicbka ®apmakones, MoHorpadis
ronkn PREVENTIS; <2.6.14>) sk anbTepHaTMBY MeTOAyY resnb-
no 2 wnpuy-ao3n 'y TpomO6y. 3MiHM | TMNY: 3MiHKU 3 AKOCTI.
6nicTepi; no 1 [oToBWIA Nnikapcbkumit 3aci6. KoHTponb
6nictepy B roTOBOrO Jlikapcbkoro 3acoby. 3miHa y
KapTOHHI kopobuy; MeTofax BUNpo6yBaHHSA roTOBOrO
Ne 2: no 0,8 mny nikapcbKoro 3acoby (iHLWi 3MiHM y meTogax
Lwinpuu-g03i 6e3 BMMNpo6yBaHb (BK/OYaoUM 3amiHy abo
3axuUCHoI cucTemm [OMNOBHEHHS)), MeTolo BHECEHHS Liiel
rOIKK; MO 2 WnpuLL- 3MiHW € peecTpauisi XPOMOreHHOro
[o3n y 6nictepi; no KiHeTMYHOro metoay (€Bponeiicbka
1 6nicTepy B dapmakones, MoHorpadis <2.6.14>) Ak
KapTOHHI Kopo6Lii a/lbTepHaTUBY METOAY re/ib-TpomMby
154. | KOATEPNIH Tabnetku no 10 ToBapucTBO YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnX 3a UA/8689/01/01
IC® Tabnetok y 6nictepi; 3 [04aTKOBOKO mMartepianis: peyenmom
no 1 6nictepy B [04aTKOBOKO BiANOBIAALHICTIO 3MiHM | Tuny - 3miHK 3 skocTi. CepTuddikat
nayyi; no 10 Bignosiganb "IHTEPXIM" BignosigHocTI/lE-cepTudpikar
Tabnetok y HICTtO BiANOBIAHOCTI EBpONechbkili
6nictepax "IHTEPXIM" hapmakonei/moHorpadii. NogaHHs HOBOTO
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

abo oHoBNEHOro cepTuddikata
BiANOBIAHOCTI ab60 BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HMUTBI A®I; NS 4ONOMIXHOT
peyoBuHM (cepTudikat BiAMNOBIAHOCTI
€sponelicbkili hapmakonei) - HoBwii
cepTudikaT Big HOBOro BUPOGHYMKa (3aMiHa
ab0 [OMNOBHEHHS)
nofaHHsA HOBOro cepTuddikara
BiANOBIAHOCTI EBponelichbkin hapmakonei
Ne R1-CEP 2007-023 - Rev 05 gna Adl
Kogeiny chocdhar remirigparty Bif HOBOro
anbTepHaTUBHOIO BMPOGHMKa Saneca
Pharmaceuticals a.s., Slovak Republic. fk
HacnifoK 3MiHa HOPMYBaHHS TeCTy
«3a/IMLLKOBI PO3YUHHUKWY»; 3MiHW B
iHbopmaLii WoA0 ynakoBkM Ta TepMiHY
nepeKkoHTposto BignosigHo CEP. 3MiHu |
TNy - 3miHn 3 sikocTi. CepTudikar
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonel, abo iHLOoi
HauioHanbHOI hapmakonei gepxasu €C
(3miHa y cneumdikauisx, nos'asaHa 3i
3miHamu B 1Y, abo €Bponeiichbkil
hapmakonei, abo iHLUI HaLioHaNbHIl
thapmakonei gepxasu €C) 3MiHU
06yMOB/IEHi HEOOXIAHICTIO NPMBEAEHHS
crneundikavii Ta MeToAiB KOHTpono APl y
BIAMNOBIAHICTb 4,0 BUMOT MOHOrpadii
€sponelicbkoi hapmakonei «Codeine
phosphate hemihydrate», a came:
YTOYHEHHS XiMiYHOT Ha3Bm AP| Ta
[OMILLIOK; 3MiHAa HOPMYBaHHA Ta METOAMK
BMKOHaHHS TeCTiB «laeHTudikavis»
(BunyYeHHs igeHTUdIKaLii MeTogoM
abcopbadiiHoi cnekTpodhoTomeTpii B
ynbTpadioneToBoMy AianasoHi),
«KinbkicHe BU3HaueHHs» Ta «CynpoBifHi
OOMILLKM».

155.

KOKCIKEA

TabneTku, BKPUTI
n1iBKOBOO

xun Em
PapmacboT

Ipysia

PoHTic Xennac
Megikan EHg

Mpeuis

BHECEHHS 3MiH [10 peecTpaviliHnx
mMarepianis: YTOYHEHHS HanucaHHsA

3a
peyenmom

UA/20600/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
060n0Hkoto, no 60 nkanc dapmacbioTikan BMPOGHUKIB B Hakasi MO3 YkpaiHu Ne
Mr; Mo 7 TabneTok y Mpogaktc C.A. 1589 Big 13.09.2024 B npoueci
6nictepi, no 4 peecTpaduii. Pefakuis B Hakasi - POHTIC
6nicTepy B navuj 3 Xennac Megikan EHp ®apmacbloTikan
KapToOHY Mpogaktc C.A, BipHa pepakuisi - POHTIC
Xennac Megikan EHg ®apmacbloTikan
Mpopakrtc C.A.
156. | KOKCIKEA TabneTku, BKPUTI kn Em Ipysia PoHTic Xennac Mpeuis BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/20600/01/02
nAiBKOBOO PapmacsioT Megikan EHg marepianis: yTOYHEHHA HanucaHHsA peyenmom.
o6onoHkoto, no 90 nkanc dapmacbioTikan BMPOGHUKIB B Hakasi MO3 YkpaiHu Ne
Mr; N0 7 TabneTok y Mpogaktc C.A. 1589 Big 13.09.2024 B npoueci
6nictepi; no 4 peecTpaduii. Pegakuis B Hakasi - POHTIC
6nicTepy B navu,j 3 Xennac Megikan EHp ®apmacbloTikan
KapTOHY Mpogaktc C.A, BipHa pepakuisi - POHTIC
Xennac Megikan EHg ®apmacbloTikan
Mpopakrtc C.A.
157. | KOKCIKEA TabneTku, BKPUTI kn Em Ipysia PoHTic Xennac Mpeuis BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/20600/01/03
naiBKOBOIO dapmacsioT Megikan EHA marepianis: YTOYHEHHA HanucaHHsA peyenmom.
o6onoHkoto, no 120 nKasic PapmacbioTikas BMPOGHUKIB B Hakasi MO3 YkpaiHu Ne
Mr, N0 7 TabneTok y Mpogaktc C.A. 1589 Big 13.09.2024 B npoueci
6nicTepi, no 1 peecTpauii. Pefakuis B Hakasi - POHTIC
6nicTepy y navui 3 Xennac Mepgikan EHf dapmacbioTikan
KapTOHY Mpogaktc C.A, BipHa pepakuisi - POHTIC
Xennac Megikan EHg ®apmacbloTikan
Mpopakrtc C.A.
158. | KOPUHDAP® TabneTtku TOB «TeBa YkpaiHa [103Bin Ha BMNycK HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/9902/01/01
YHO 40 NPOJIOHrOBaHoI Al YKpaiHa» cepii: ManbTta/ martepianis: 3miHu | Tuny - peyenmom
no 40 wr; no 10 Mepkne F'm6X, Lseiuapis/ AOMiHICTpaTUBHI 3MiHW. 3MiHa
Tabnetok y 6nictepi; HimeuuunHa,; PpaHLin HaliMeHyBaHHs Ta/abo agpecy micus
no 2 a6o no 5, abo Bupo6bHMuTBO NPOBaKEHHS AiS/TbHOCTI
no 10 6nictepiB y Hepo3dhacoBaHol BMPOGHMKa/imnopTepa rotoBoro

KopooLi

NpoAyKLii, NnepBuHHa
Ta BTOPVHHA
ynakoBka, KOHTPO/b
cepii:
3irchpig Manbta NT4.,
MabTa;
KoHTponb cepii:
3ircopig N4,
LLiBeiiuapis;
KoHTposb cepil
(Tinbkn
MikpobiosnoriyHe
TeCTyBaHHS):
Corniac ®paHc,
PpaHuin

NiKapCcbKOro 3acoby, BKNHOYAUN [ibHAL
BMNYCKy cepii abo MicLie NpoBefeHHs
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SIKY

BiAnoBigae BUpPo6HMK/iMNopTep, He
BK/1HOHAOUM BUMYCK Ccepili) 3MiHa Ha3Bu
AOiNbHWUI, BiANOBIAaNbHOI 38 KOHTPO/Ib

cepii N3 (Tinbku mikpobionoriyHe

TecTyBaHHs). BBefeHHs1 3MiH NpoTsArom 6-

TN MiICALIB Nic/1a 3aTBEPAXEHHSA. 3MiHN |

TMny - 3MiHW 3 SIKOCTi. TOTOBWIA Nikapcbkuii
3aci6. KoHTposib roTOBOro nikapcbkoro

3acoby. 3miHa napameTpiB cneuudikadlii

Ta/abo [onyCTUMUX MEX roTOBOro

NiKapcbkoro 3acoby (BUyYeHHs

He3Ha4yHOro nokasHuka (Hanpukiag,

3aCTapifioro NokasHvika, Takoro sk 3anax

Ta cMak, abo igeHTUdikalis 6apBHUKIB YK
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
CMakoBux f06aBoK)) BunyueHHs
He3HayHOro nokasHuka «3anax» 3i
cneuudikaLii roToBOro NikapcbKoro
3aco6y. BBegeHHs 3MiH MpoTArom 6-11
MicaLiB nicna 3aTBepmKeHHs. 3MiHu | Tuny
- 3MiHK 3 siKOCTi. FOTOBMIA Nikapcbkuii
3aci6. KoHTposb roToBOro NMikapcbKoro
3acoby. 3miHa y meTofax BUNpobyBaHHs
roToOBOro MikapcbKoro 3acoby (He3HayHa
3MiHa Y 3aTBEpAKEHUX MeToAax
BMNPOGYBaHHS) HesHauHi 3MiHu 3a
MOKa3HNKOM «PO34YMHEHHS» METOAOM
BEPX, a came BBejeHHs a/ibTepHaTUBHUX
hiNbTPIB, AKi BUKOPUCTOBYHOTLCSA Nif, Yac
NpoBeAEHHS aHanisy.
159. | KODA/bIH Tabnetku; no 10 My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 nionsizae UA/3620/01/01
Tabnetok y 6nictepi, akuioHepHe TOBapucTBo "HaykoBo- mMartepianis: peuyenma
no 1 6nictepy B TOBapuCTBO BMPOGHNYNIA LEHTP 3Mminu | TURY - 3MiHK 3 SKocCTi. FoToBMIA
navi "HaykoBo- "BopuyariBcbkuii nikapcbknii 3aci6. CtabinbHicTb. 3miHa y
BMPOGHUYNIA XiMiKo- TepmiHax npuaaTHOCTI abo ymoBax
LEeHTp hapMaLeBTUYHWIA 36epiraHHs rOTOBOTO J1iKapCbKOro 3acoby
"Bopuyariscb 3aBof", YkpaiHa (36iNbLUEHHS TEPMiHY NpUAATHOCTI
KW Ximiko- ToBapucTBO 3 roToBOro fikapcbkoro 3acoby) - Ans
hapmaueBT 06MeXeHOo TOProBOi ynakoBku (MiATBEPOAKYETHCSA
VNYHWI BiANOBIAA/LHICTIO AaHVMU peanbHoro vacy) - 36inbLIeHHS
3aBof" "ArPO®APM", TEPMiHY NpUAATHOCTI Y 3B'A3KY i3
YkpaiHa OTPUMAHHAM MO3UTUBHUX AaHUX LLOA0
[ocnigpkKeHHs CTabiNbHOCTI y peasibHOMY
yaci. itoya pegakuis: TepmiH
npugaTHocTi. 2 poku. MponoHoBaHa
pefakuis: TepMiH MpUAAaTHOCTI. 3 POKK.
3MiHV BHeceHi B po3ain "TepMiH
npuaaTHoOCTI" B IHCTPYKLiO 4719 MEANYHOrO
3acTOCyBaHHSA NikapCcbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAKeHHS.
160. | KPATAN Tabnetku, no 10 My6niyHe YkpaiHa My6niyHe akuioHepHe Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 UA/3866/01/01
Tabnetok y 6nictepi; akuioHepHe TOBapucTBo "HaykoBo- mMartepianis: peyenmy
no 2 6nictepu B TOBapuCTBO BMPOGHNYNIA LEHTP 3MiHn | TUnYy - 3MiHK 3 aKkocTi. AdI.
nauui; no 60 a6o no "HaykoBo- "BopLyariBcbKuii CucTema KoHTelHep/3aKynopoBasibHUIA
90 TabneTok y BMPOGHUYNIA XiMiKo- 3aci6. 3MiHa y 6e3nocepefHiii ynakosLi
KOHTelHepi; no 1 LeHTp thapmaLeBTUYHWi A®I (iHWi 3MiHN)
KOHTEeWHepy B nauui "bopLuariscb 3asof” BHECEHHS HEe3HAYHWX 3MiH Y NakyBaHHS
KWiA Ximiko- A®I| Cnogy nnoaiB eKCTPakT rycTWid, rycTuii
hapmauesT eKCTpakT (cybcTaHLis), a came BBeAEHHS
VNYHWIA HOBOI BTOPWHHOI YNaKoBKW, a came nakeTty
3aBof" 3 N0MIIMEPHUX MaTepianis i3 a/llOMIHIEBUM

NOKPUTTSIM B IKOCTi 30BHILLUHBOIO NakeTy,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

6€3 3MiHM NEPBMHHOrO MakKyBaHHS
(BHYTPILLHLOrO MNONIETUIEHOBOrO NakeTy),
sike Ma€e 6e3MnocepeHiii KOHTakKT 3
NpoAYyKTOM.3aTBEepAKEHO:
Cy6CTaHLilo NakyTb Y NakeTu NoABiliHi
nonietTuaeHosi. 3anponoHoBaHo:
Cy6CTaHL,ilo NaKkylTb Y NOABIVHI MakeTu.
BHYTpILLHI — NakeT nonieTuneHoBwi
Npo3opuid. 30BHILLHIN — NakeT 3
noniMepHUX marepianis i3 atOMiHIEBUM
NOKPUTTSIM. BHYTPILLHIiA | 30BHILLHiIi
naxkeTu TepmMo3BapioTb. 3MiHu | TNy -
3miHu 3 AkocTi. CepTudikar
BignosigHocTI/lE-cepTudcikar
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HauioHanbHOI hapmakonei gepxasu €C
(3miHa y cneumdikauisx, nos'asaHa 3i
3miHamu B 1Y, abo €Bponeiichbkil
hapmakonei, abo iHLUI HaLioHaNbHIl
thapmakonei gepxasu €C) - BHECEHHSA
3MiH o Cneuudikauii 151 KOHTPOSO
BXiHOT cUpOBWHK noAy nnogn, a came
3MiHM B po3gini «MikpobionoriyHa
yncToTa» (MpUBELEHHS Y BiANOBIAHICTb A0
3aranbHol cTarTi EP/A®Y, 5.1.8.,
Kareropis A woA0 Mikpo6ionorivyHol
YNCTOTU POC/IUHHKX Cy6CTaHLi Ans
hapmMaueBTUYHOrO 3aCTOCYBaHHS. 3MiHu |
T™Mny - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
hapmakonei/MmoHorpadii. 3mMiHW, NoB'A3aHi
3 HeOOXiJHICTIO MPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHLwoT
HaujioHanbHOI dhapmakonei agepxasu €C
(3miHa y cneuudikauisix, nos'asaHa 3i
3miHamu B dY, abo €Bponeiicbkiii
hapmakonei, abo iHLIA HaLioHaNbHIl
thapmakonei gepxasu €C)
BHECEHHSA 3MiH 0 Cnevudikauii ans
KOHTPO/H0 BXigHOI cmpoBuHM Cobayoi
Kponusy (Tpasa), a caMme 3MiHV B po3ini
«Mikpob6ionoriyHa ynctota» (NpMBeAEeHHA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
Y BigMOBIAHICTb A0 3arasibHOI cTaTTi
EP/O®Y, 5.1.8., kaTeropis A Wono
MiKpOBIONOriYHOT YNCTOTU POCSIMHHUX
cy6CcTaHuili ana hapmayeBTUYHOro
3aCTOCYBaHHS.
161. | IAKCEPC NOPOLLIOK ANA TOB "lOpis- YkpaiHa TOB "lOpis-®apm", YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/18254/01/01
PO3UMHY ANS iH'EKLi dapm” YkpaiHa (nakyBaHHs i3 marepianis: peyenmom
no 1000 mr/ 1000 dhopmu in bulk dipmu- 3MiHu | TUNY - 3MiHK 3 SIKOCTI. FoTOBMIA
mr; no 1 a6o no 10 BMpo6HMKa HCIC nikapcbknii 3aci6. 3MiHN Yy BUPOGHULTBI.
hnakoHiB 3 Xe6eii XyaMiH 3MiHM y npoLieci BUPO6HMLTBA FOTOBOIO
NOPOLLKOM Y nauui 3 dapmacbioTikan niKapcbKoro 3acoby, BKIYaum
KapTOHY KomnaHi flimites, NMPOMiXHWI MPOAYKT, L0 3aCTOCOBYETHCSA
KnTaii) npy BUPOBGHMLTBI FOTOBOTO NiKapCbKOro
3aco0y (iHLi 3miHK)
BHECEHHS 3MiHM Ao n.3.2.P.3.3.0nuc
BMPOOHMYOro NpoLecy Ta KOHTPOSI0
npouecy, a came aofaHo iHdopmadito, Lo
3 ogHiei cepii 13 «in-bulk» moxe 6yTn
cchopmoBaHo Aekinbka cepiii 13
BiAMNOBIAHO [0 3apeecTpoBaHUX BUAIB,
PO3Mipy Ta KOMMNIEKTHOCTi YNaKOBKU.
BunyueHo iHchopmaLiitio Npo NPUCBOEHHSA
HOMEPpIB Cepiil.
162. | NAMI3NN® Tabnetku no 250 mr HosaprTic LLseiuapis Brpo6HMLTBO, HimeuunHa/ BHECEHHS 3MiH [0 peecTpavuiiiHnX 3a UA/1005/02/01
no 14 tabneTtok 'y dPapma Al KOHTPO/b AKOCTI, CnoseHisa marepianis: peyenmom

6nictepi; no 1
6nicTepy B kOpo6Li

nakyBaHHs, BUNYCK
cepii: HoaprTic
®dapma lNpoaakLlH
v6X , HimeuuunHa,;
MepBUHHE NaKkyBaHHS,
BTOPUHHE NaKyBaHHs,
KOHTPO/b AKOCTI,
BUMYCK cepii: Jlek
dapmMacboTUKaNC
4.4., BupobHuua
AinbHuus NleHpasa,
CroseHis

3MiHu | TUnNy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3MiHu
[10 y3aranbHeHNX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHux Npo cucTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT
ocobu, BignoBifanbHOI 3a 3MjACHEHHS
chapmakoHarnsgy; KoOHTakTHoi 0cobm 3
chapmakoHarnsgy 3asaBHuka ans
3[jiCHeHHs hapmakoHarnisay B YkpaiHi,
AKLWO BOHA BiAMIHHA Bif, YNOBHOBaXKEHOI
ocobu, BignoBigasibHOT 3a 3AiCHEHHS!
hapMakoHarnsay (BkIYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHM y pPO3MiLLLeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
YMOBHOB&XeHOT 0CO6M 3as1BHMKA,
BiANoBiAa/IbHOT 38 hapmakoHarnsag.
[Oitova pepakuia: David J Lewis, B. Sc
(Hons), Ph.D. NponoHoBaHa peaaxuis: Dr.
Justin Daniels, Ph.D. 3MiHa KOHTaKTHUX
[aHnx ynoBHOBaXeHOT 0CO6Y 3asiBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnisg. 3miHa
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
MiCLie3HaxX0MKeHHs MacTep-ghainna
cucTemu chapMakoHarnagy. 3miHa micus
3[jl/iCHEHHSI OCHOBHOI AifA/IbHOCTI 3
chapmakoHarisgy.
163. | TAMI®PEH® renb1%,nol15r MPAT YkpaiHa BiANOBigabHUIA 3a Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 UA/6136/02/01
a6o no 30 ry Ty6i; "®ITOPAPM BMPOGHMLTBO, marepianis: peyenma
no 1 Ty6i B mauui 3 " nepBUHHE, BTOPNHHE 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW.
KapTOHY nakyBaHHS, KOHTPO b BunyyeHHs BUPOGHUYOT AibHUL
SKOCTI Ta BUNYCK cepil: (Brrovaroun ginbHuui ansa Adl,
NPOMDKHOro NpoAykTy abo roroBoro
MPAT "®ITO®APM", NiKapcbKoro 3acoby, AinbHULI oNs
YkpaiHa NpoBefeHHS NaKyBaHHSs, BUPOBHYKa,
BiANOBiAa/IbHWIA 32 BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
BUNYyCK cepii, He npoBefileHHsA KOHTPOSIo cepil) abo
BK/IOYAOUMN noctayasibHUKa BMXigHOro martepiany,
KOHTpONb/BMNpOGYBaH peareHTy abo AOMOMIKHOI PEHOBUHN
HSA cepil: (SIKLLO 3@a3HAYeHO Y [0CbE) BUSTYHEHHS
MPAT "®ITODAPM", Bmpo6Huka APl Shandong Yinfeida
YkpaiHa Pharmaceutical Co., Ltd. 3anunwatoTtbes
OBa 3aTBepkeHi BUpobHukn Adl: Hetero
Labs Limited, India Ta Shandong Anhong
Pharmaceutical Co., Ltd., China.
164. | NIEBOHEKCT Kpanni O4Hi, pO34uH, Hekctdhapm Pecny6nika PAD®APM CA Mpeuis BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/17522/01/01
5wMr/mano5wmny 6X AscTpis marepianis: peyenmom

hNaKoHi-
KpanenbHuui; no 1
pNakoHy-
KpanesibHuLj y
KapTOHHI Kopo6Lyi

3MiHK | TNy - 3MiHK 3 AkocTi. CepTudikar
BignosigHoCTI/IE-cepTucpikat
BIANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. NMogaHHsA HOBOro
ab0 OHOBNEHOrO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; ans BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCS Y
BUPO6HULTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - Hoswii
cepTudikaT Ha HecTepunbHUA ADI, SKniA
6yae BMKOPUCTOBYBATUCA 1S
BMPOBHMLTBA CTEPUIBHOIO NiKApCbKOro
3aco0y, AKLL0 BOAA BYKOPUCTOBYETLCS Ha
OCTaHHiX eTanax CMHTe3y Ta martepian He
Bi/fIbHWIA Bif, 6akTepia/lbHUX eHAO0TOKCUHIB.
MopaHHA HOBOrO cepTudikaTa
BiANOBIAHOCTI EBponelichbkin hapmakonel
RO-CEP 2019-059-Rev 01 ansa Adl ta
NPOMIXHOI NPOAYKLiT neBodoKcaUmHy
remirigpaTy Bif HOBOro BUpobHuka Dr.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
Reddy’s Laboratories Limited, India.
165. | NIHE3ONIANH PO34uH ANs iHQy3il, NAT YkpaiHa MAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/11948/01/01
2 mr/mn no 300 mny "Tannucap marepianis: peyenmom
nnsawui; no 1 naswuyi Mm" 3miHu | TMRY - 3MiHK 3 SKoCTi. FoTOBMIA

B nauuj

nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBasibHWi 3aci6.
3miHa napameTpiB cneuudikayin Ta/abo
[OMYyCTUMMX MEX NEePBUHHOI YNakoBKu
rOTOBOrO NiKapCbKOro 3acoby (iHLUi 3MiHW)
- CynyTHS 3MiHa - 3MiHK 3 AKocTi. [oTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBasibHWi 3aci6.
3MiHa y meTodax BMNpoGyBaHHS
NepBUHHOT YNakoBKM rOTOBOTO /iKapCbKOro
3ac06y (He3HauHi 3MiHW Y 3aTBEPAKEHNX
MeToAax BUNpobyBaHb) - AKTyanizaujis
crneundikauii Ta MeToaiB KOHTPOSIO
Mpo60oK ryMoBUX MiKPOBGIOOMYHO YMCTUX
Ta Mpo60oK rymoBMX roTOBUX A0
cTepwnisauii BignosigHo o sumor AdY
2.6, moHorpadisa 3.2.9 «['ymosi
3aKyrnoproBasibHi 3aC06U /19 KOHTelHepiB
NS BOOHWX NapeHTepaibHUX NpenaparTis,
[N NOPOLLKIB i NioiNi3oBaHNX NOPOLLIKIB"
- Ha3By nokasHuka «Konip posunHy»
npuBeeHo y BianoBigHicTb Ao APY 2.6,
MoHorpagist 3.2.9 - «kKonbopoBicTb
PO3UMHY». - POPMY/TIIOBAHHS HOPMYyBaHb
NoKa3HWKiB «[pO30pPIiCTb PO3UNHY»,
«OnNTUYHA rycTUHa», «KUCNOTHICTL a6o
NYXHICTb» Ta «CamorepmeTr3avisi»
npuBeeHo y BianoBigHicTb Ao APY 2.6,
MoHorpadist 3.2.9. - Ha3By NOKa3HMKa
«BigHOBIOIOYI PEUOBVHW» NPUBEAEHO Y
BigNoBigHICTb Ao APY 2.6, MoHOrpadis
3.2.9 - «BigHOBNIOBa/IbHI PEYOBUHM. -
Ha3By nokasHuka «Cyxuin 3anLLIOK»
npuBeeHo y BianoBigHiCTb Ao APY 2.6,
MoHorpadis 3.2.9 - «3anunwok nicns
BUMapPOBYBaHHSA». - BUTY4YMHO ONWC
NPUroTyBaHHS PO34nHy S, 3aMiHVBLLK AOr0
Ha nocunaHHs Ha dY 2.6, moHorpadis
3.2.9; - ans nokasHuka «MikpobionoriyHa
yncToTa» NPMGPaHO HOPMyBaHHSA 3
po3giny «MeToau KOHTPOo». - ANs
HIKUYEeBKa3aHNX NOKa3HUKIB BUTYUYMHO
Onnc METOAMK KOHTPOJIIO AKOCTI,

3aMiHMBLUK X HA NOcuaaHHA Ha JdY:
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Yy nndawkax

roTOBOro Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6YyBaHHsA rOTOBOTO
nikapcbKoro 3acoby (iHwi 3MiHM y MmeTodax
BMNPO6YBaHb (BK/OUaOUM 3aMiHy abo
[0MN0oBHEHHS)) CynyTHS 3MiHa - 3MiHM 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOro Nikapcbkoro 3acoby.
3miHa napameTpiB cneuyndikauii Ta/abo
[OMYyCTUMUX MEX rOTOBOTrO NiKapCbKOro
3aco06y (iHLWi 3MiHK) 3MiHa B MeTOoSj
KOHTPOJIO Ta CynyTHSA 3MiHa B
cneuudikauii B po3gini «CTepusbHICTb», a
came 3MiHa nocunaHHa 3 4dY, 2.6.1 Ha
Ph.Eur.2.6.1 Ta BUK1aAEHHA NOBHOTO
onucy meTtogy (MeTod MembpaHHOI
inbTpaLii 3 CUCTEMOIO BIZKPUTOrO TUNYy).
3minu | TMRY - 3MiHK 3 SKocCTi. FoToBMIA
nikapcbknii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHSA rOTOBOrO NiKapCbKOro
3aco06y (iHWi 3MiHM y MeToAax
BMNPO6YBaHb (BK/OUaOUM 3aMiHy abo
[0MN0oBHEHHS)) CynyTHS 3MiHa - 3MiHM 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOro Nikapcbkoro 3acoby.
3miHa napameTpiB cneuyndikauii Ta/abo
[OMYyCTUMUX MEX rOTOBOrO NiKapCbKOro
3aco06y (iHLWi 3MiHK) 3MiHa B MeTOoSj
KOHTPO/I0 Ta 3MiHa B cneuundikauii 13 3a
nokasHukom «bakTepianbHi
€HJL0TOKCUHM». B MeTopgi KOHTPOs0
3MiHEeHO uyTamBicTb JIA/1-peakTuBy 3 0,06
0o 0,03 MO/mn, BignoBigHO 3MiHEHO
MakCMMasibHO A0MNYyCTME PO3BeAeHHS
Ans npenaparty. s npuroTyBaHHs
PO34MHyY Mpenapary BUKOPUCTOBYIOTb BOAY
ons BET (B 3aTBEpXEeHOMY MeTogi

BMKOPMCTOBYBaBCS 6yhepHWin po3ymH

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
«KncnoTHICTb abo NMYyXHiCTb»; «ONTUYHA
rycTuHa»; «BigHOBMOBa/IbHI PEYOBUHUY;
«AMOHito coni»; «LIMHK, Wwo
eKcTparyeTbes»; «Baxki metanu, wo
eKCTparylThes»; «3a/IMLWOK Nicns
BMMNapOBYBaHHs»; «J1eTki cynbgign»;
«®PparmeHTauis»; «CamorepmeTnsadlisi».
166. | JIOHFOKAIH® PO3YMH ANS iH'EKLiA, TOB "Opis- YkpaiHa TOB "lOpis-®apm” Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/12900/01/01
2,5 mr/mn no 200 mn Papm"” mMartepianis: 3MiHu | TMNY - 3MiHK 3 AKOCTI. peyenmom nionseae
[oTOBWIA Nnikapcbkumii 3aci6. KoHTponb
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

PYROSOL). fjtoua pepakuisi: He 6onee
0,25 ME/mr (4dY, 2.6.14) NponoHoBaHa
pegakuis: meHwe 0,23 MO/mn (Ph.Eur.
2.6.14, meTog A). 3MiHn | TURY - 3MiHK 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO AiKapCcbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHW y MeTogax
BMNpoGyBaHb (BK/OYatoum 3amiHy abo
[0NoBHEHHS)) CynyTHSA 3MiHa - 3MiHK 3
sKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO MiKapcbKoro 3acoby.
3miHa napameTpiB cneuudikayin Ta/abo
[OMYyCTUMUX MEX rOTOBOTrO NiKapCbKoro
3aco6y (iHLWi 3MiHK) 3MiHa B MeTOoAj
KOHTPOJIIO Ta CynyTHA 3MiHa B
cneumadikauii 3a NokasHNMKOM «KinbkicHe
BU3HAYEHHS». 3MiHa NOCU/AaHHA Ha
Ph.Eur. 2.2.25. B meTogi KOHTpO/I0
ONTMMI30BaHO NPO6ONIAroTOBKY PO3UUHY
NOPIBHAHHA 6€3 3MiHN KiHLLeBOT
KOHLLeHTpaLii pO34MHIB, B SIKOCTI
KOMMNeHcaLiiHOro po3unHy
BUKOPVCTOBYETLCA BOAA, 3MiHU B
po3paxyHKoBii chopmyni. [itoya pefakuis:
B 1,0 M npenapaTta J0/MKHO 6bITb OT
2,375 mr fo 2,625 wmr MNponoHosaHa
pegpakuis: Big 2,375 0o 2,625 mr
6yniBakaiHy rigpoxnopuay B M. 3MiHu |
™My - 3MiHW 3 SIKOCTi. FTOTOBWIA Nikapcbkuii
3aci6. KoHTposb roToBOro NMikapcbkoro
3acoby. 3miHa y meTofax BUNpobyBaHHS
rOTOBOrO /iKapCcbKoro 3acoby (iHLi 3MiHW Y
MeToAax BUMPOoGyBaHb (BK/IKYaKUM
3amiHy abo fonoBHEHHS)) CynyTHS 3MiHa -
3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOro Nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[0MYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco06y (iHWi 3MiHK) 3MiHa B MeTopj
KOHTPO/II0 Ta CynyTHA 3MiHa B
cneundikauii B po3gini "CynposigHi
AOMiLKM". 3MiHK | TURY - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa y
MeTogax BUNpobyBaHHA rOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHW y MeTogax

BMNpo6yBaHb (BK/OYaym 3amiHy abo
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

[0NoBHEHHS)) CynyTHSA 3MiHa - 3MiHK 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO AiKapcbKoro 3acoby.
3miHa napameTpiB cneuudikayin Ta/abo
[OMYyCTUMUX MEX rOTOBOTrO NiKapCbKoro
3aco6y (iHLWWi 3MiHK) 3MiHa B MeTOAj
KOHTPOJIIO Ta CynyTHA 3MiHa B
cneumaikaii B po3gini "MexaHiuHi
BK/IIOYEHHSA". MeToAMKYy aKTyasli3oBaHo i
npuBeaeHo y BignosigHiCTb Bumor Ph.Eur.
2.9.19 Metog 1 ta Ph.Eur. 2.9.20. 3MiHu |
™My - 3MiHW 3 IKOCTi. TOTOBWIA NikapcbKuii
3aci6. KoHTposb roToBOro NMikapcbkoro
3aco0by. 3miHa y meTofax BUNpobyBaHHS
rOTOBOrO /iKapCcbKoro 3acoby (iHLi 3MiHW Y
MeToAax BUMPOo6yBaHb (BK/IKYakUM
3amiHy abo fonoBHEHHS)) CynyTHS 3MiHa -
3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpOsb roTOBOrO Nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco06y (iHWi 3MiHK) 3MiHa B MeTopj
KOHTPO/II0 Ta CynyTHA 3MiHa B
cneumdikauii B po3aini «OCMONANbHICTb»,
a came BUMNpaB/IEHHA TEXHIYHOI MOMUIIKN B
OAMHNLAX BUMIPIOBAHHS OCMONSANbHOCTI
Ta 3MiHa nocunaHHs Ha metof 3 APy
2.2.35 Ha Ph.Eur.2.2.35. fiitoua pefakuis:
oT 250 o 320 MOcMonb/Kr
MponoHoBaHa pegakuis: Big 250
MocMOosb/Kr Ao 320 MOCMOAL/KF. 3MiHK |
TUMy - 3MiHK 3 AIKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KoHTposib roToBOro nikapcbkoro
3aco6y. 3miHa y meTodax BUNPOGyBaHHS
roTOBOro Nikapcbkoro 3acoby (iHLi 3MiHN Y
MeToAax BUNpPo6yBaHb (BK/IKOHAKOUM
3amMiHy abo gonoBHeHHs)) CynyTHS 3MiHa -
3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO AiKapcbKoro 3acoby.
3miHa napameTpiB cneuudikayin Ta/abo
[OMYyCTUMUX MEX rOTOBOTrO NiKapCbKoro
3aco6y (iHLWi 3MiHK) 3MiHa B MeTOoAj
KOHTPOJIIO Ta CynyTHA 3MiHa B
cneuudikayii B po3gini "O6’em, wWo
BUTAraeTbCA'", a caMe 3MiHa NoCuNaHHA Ha
meTog 3 AdY 2.9.17 Ha Ph.Eur.2.9.17.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
nikapcbKoro 3acoby. 3MiHa y meTogax

BUMPOBYBaHHA rOTOBOTO NiKapCbKOro
3aco6y (iHwWi 3MiHK y meTogax
BMMNpoO6yBaHb (BK/OYaUM 3amiHy abo
[0noBHEHHS)) CynyTHS 3MiHa
- 3MiHK 3 siKOCTi. FOTOBMIA Nikapcbkuii
3aci6. KoHTposb roToBOro NMikapcbKoro
3aco6y. 3miHa napameTpiB cneyudikadlii
Ta/abo fonyCTUMUX MEX roTOBOro
nNikapcbKoro 3acoby (iHLWi 3MiHN) 3MiHa B
MeTOAji KOHTPO/0 Ta CynyTHA 3MiHa B
cneumdikauii B po3gini "pH", a came 3miHa
nocunaHHa Ha metog 3 AdY 2.2.3 Ha
Ph.Eur.2.2.3. 3MiHu | Tuny - 3miHn 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpOsb roTOBOrO Nikapcbkoro 3acoby.
3MiHa y MeTogax BUNpobyBaHHA rOTOBOr0
nikapcbKoro 3acoby (iHLWi 3MiHM y meTogax
BMMNpoGYBaHb (BK/OYaKUM 3amiHy abo
[0MoBHEHHS)) CyrnyTHS 3MiHa - 3MiHU 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOro Nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco06y (iHWi 3MiHK) 3MiHa B MeTopj
KOHTPO/II0 Ta CynyTHA 3MiHa B
cneumdikauii B po3gini "CtyniHb
3abapeneHHs". [itoua pegakuis: Okpacka
npenapara fJo/mkHa 6bITb He MHTEHCHBHEE
aTanoHa Y7 MponoHoBaHa pefakuis:
Mpenapat mae 6yTn 6e36apBHUM abo
3abapBfieHHs npenapaty Mae 6yTn He
IHTEHCMBHILLUUM 3a eTaoH Y7. 3MiHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa y MeTofax BUNPo6yBaHHS
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW y
MeToAax BUNpobyBaHb (BKIYaUm
3amiHy abo JONOBHEHHS))
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. F0TOBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonycTMMNX Mex
roTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHK)
3MiHa B METO/i KOHTPO/II0 Ta CynyTHS
3MiHa B cneuuvdikadii B po3gini
«[Mpo3opicTb», a caMme 3MiHa Ha3Bu
nokasHuka (B 3aTBEpKEHIV pefakLii:
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
Mpo3payHoCcTb pacTBopa) Ta 3MiHa
nocunaHHa Ha metog 3 AdY 2.2.1 Ha

Ph.Eur.2.2.1. 3MiHu | TUNY - 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbkoro 3acoby.
3MiHa y MeTofax BMNpo6yBaHHsS rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHM y meTodax
BUNPO6YBaHb (BKOYalouM 3aMiHy abo
[0N0BHEHHS)) CynyTHSA 3MiHa - 3MiHM 3
AKocTi. [oTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro Nikapcbkoro 3acoby.
3miHa napameTpiB cneyudikayii Ta/abo
[OMYyCTUMUX MEX rOTOBOrO NiKapCbKOro
3aco06y (iHLWi 3MiHK) 3MiHa B MeTOoSj
KOHTPO/IO Ta CynyTHSA 3MiHa B
cneundikauii B po3gini «lgeHTndpikauis», a
came: nepedopmMy oBaHHA BUMOT 6e3
3MiHU KpUTEPITB NPUAHATHOCTI ANs
ineHTndikauii A (Ph.Eur.2.2.5) Ta
laenTudpikavii B (Ph.Eur.2.2.5).
BunyueHHs igeHTudikauii HaTpito,
OCKINIbKW HATPIt0 X/10pUA € OCMOTUYHUM
areHToM i lioro igeHTudikauis He
BMMaraeTbCs BifNOBIAHO HACTAHOBYU
75/318/EEC. MeTop «laeHTudikauis C» -
3amiHa MeToAMKY iaeHTUiKaLii xnopuais
3 METOH NPUBELEHHS [0 YNHHUX BUMOT
Ph.Eur. 2.3.1. 3miHu | TUny - 3miHn 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO AiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHW y MeTogax
BMNpoGyBaHb (BK/OYaoum 3amiHy abo
[OMNOBHEHHS)) 3MiHN BHECEHO B
iHCTPYKLiO AN5 MeANYHOro 3aCTOCyBaHHS
(po3gin "OCHOBHI i3VKO-XiMIYHI
B/1ACTMBOCTI") Ta B KOPOTKY
XapakTepucTyKy nikapcbKoro 3acoby
(po3ain 3. Nikapcbka dopma). CynyTHs
3MiHa - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonycTMMNX Mex
rOTOBOrO JIiKApCbKOro 3acoby (iHLUi 3MiHK)
3MiHa B METO/i KOHTPO/II0 Ta CynyTHS
3MiHa B cnevuymdikadii B po3gini "Onmc".
[litoua pepakuia MNMpo3spayHasn 6ecuBeTHas

NN CNerka Xxenrtosatas XnUaKoCTb
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
MponoHoBaHa pepakuisi: Mpo3opwuii

6e36apBHMIi abo 3nerka XXoBTyBaTuii
pO34nH. 3MiHK | TNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikaLii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco06y (BWyYEeHHS HE3HAYHOrO
nokasHuka (Hanpuknag 3actapifioro
MoKa3HMKa, Takoro K 3anax Ta cmak, abo
iieHTUdiKauis 6apBHUKIB UM CMaKOBUX

[oTOBWIA Nnikapcbkumii 3aci6. KoHTponb
roToOBOro Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6YyBaHHA rOTOBOTO
niKapcbKoro 3acoby (iHLwi 3MiHW)
BWUTyYEHHS NokasHuka "KinbkicHe
BM3HAYEHHS Hatpito", OCKiNbkM JONOMDKHA
pPeYOBUHA HATPI0 X/TIOPUS, € I30TOHIYHUM
areHToM i 10ro KOHTPO/b HE BUMAraeTbecs
B cneuudikauii M13. 3MiHn | Tuny - 3MiHn
3 AKOCTi. F0TOBUIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneyudikayii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco06y (BWyYEeHHS HE3HAYHOrO
nokasHuka (Hanpuknag 3actapinioro
MoKa3HMKa, Takoro K 3anax Ta cmak, abo
ieHTUdiKauis 6apBHUKIB UM CMaKOBUX
[06aB0kK)) CynyTHSI 3MiHa - 3MiHN 3 SKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. KoHTponb
roTOBOro Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6YyBaHHA rOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHN)
BWU/TyYEHHS NOKasHUKa "laeHTudikauis
Hatpito", ocKifibkn AONOMIKHA pevOBUHA
HaTpilo X/I0pUA, € i30TOHIYHMM areHToM i
KOHTPO/b @HOT0 NOoKasHvKa B
cneumndikauyii N3 He BUMaraeTbes. 3MiHU
| Tuny - AAMIHICTPaTVBHI 3MiHW.
BunyyeHHs BUPOOGHMYOT AinbHULL
(Brntovaroun ginbHuui ansa Adl,
NPOMDKHOrO NPoAyKTy abo roToBoro
nNiKapcbkoro 3acoby, AinbHULI 4Ns
NpoBefEHHs NakyBaHHS, BUPOGHUKA,
BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MicLe
npoBefileHHA KOHTPOSo cepil) abo

[06aB0kK)) CynyTHS 3MiHa - 3MiHN 3 SKOCTI.

noctavajibHUKa BMXigHOro martepiany,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
peareHTy abo [OMOMiXHOI pe4YOBUHU

(AKLLLO 3a3HAYEHO Y AOCHE) BUTYUYEHHS
BMpo6Huka A®| - Dishman Carbogen
Amcis Limited, IHgjs (3aTBepmXeHWIA
BMpOoGHMK: Exella GmbH&Co.KG,
HimeuunHa) 3miHu | Tuny - 3mMiHM 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHK y npoveci
BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro
3ac006y, BK/I0HAKUMN NPOMDKHUIA NPOAYKT,
LLI0 3aCTOCOBYETHCS MPW BUPOOHULTBI
roToOBOro MikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HMLTBa) 3MiHa Y
npoueci BUPOGHULITBA, & CaMe BBeAEeHHS
chapmakoneliHoro pexumy crepunisadii.
[itoua pepakuis: (101-104)° C He MeHLwe
30 xBunuH MponoHoBaHa pefakLis: He
MeHLwe 121° C npoTtArom 15 xB. 3MiHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa
po3mipy cepii (Bknoyaroun gianasoH
pO3Mmipy cepii) roTOBOro NikapcbKoro
3aco06y (iHLi 3MiHK) 3MiHa 06'eMy cepii, a
came Buy4YeHHs 06'emy 8000 n.
[itoua pepaxuis: 900 n, 4000 n, 8000 n.
MponoHoBaHa pegakuis: 900 n, 4000 n.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHuii 3aci6.
3MiHa y NepBUHHIlA ynakoBLji roTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHN)
BHECEHHS 3MiH [0 po34iny «YnakoBka» 3
METO NPUBEAEHHS HAa3B NakyBaHHA [0
TepmiHonorii Standard Terms EDQM, a
came 3MiHa Ha3BW KONa4okK
«IIOMVHNEBO-N/TACTUKOBbIN» Ha «KPULLKA
a/IlOMiHIEBO-NOMIMEPHa», NPY LbOMY 3MiH
y CKafi NepBUHHOTO NakyBaHHA He
Bif6ynocs. Konnayok aitoMMHUEBbIi
BUAA/IEHNIA 3 ONMNCKY NaKyBaHHSA, Tak sk €
HeakTya/lbHUM 4151 AaHOro NPOAYKTY.
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW.
3MmiHa Ha3Bu APl abo AONOMIKHOT
PEYOBWHM - NPUBEAEHHSA HA3BW AitoYoi
peyoBuHM ByniBakaiHy rigpoxnopus,
6€e3BOAHWI A0 HA3BW BigMNoOBIAHOI
MoHorpadii €Bponeiicbkoi Papmakonei.

[itoya pefakuis: GynisakaiHy rigpoxnopug
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

6e3BOAHUIA
MponoHoBaHa pepfakuis: byniBakaiHy
rigpoxnopug (y Burnsagi 6ynisaxkainy
rigpoxnopuay MoHorigpaty) 3miHu
BHECEHO B iHCTPYKL,it0 419 MEANYHOIO
3acTocyBaHHsA (po3ain "Cknaa') TaB
KOPOTKY XapaKTepuCTUKy MikapCbKoro
3aco6y. (po3ain 2. FAKiCHWIA | KinbKicHWIA
cknag); SK Hacnifok - BiANoBigHI 3MiHU
BHECEHO Y TEKCT MapKyBaHHS yNakoBK/
nikapcbkoro 3acoby. 3MiHu | Tuny - 3MiHK
3 AkoCTi. FOTOBUMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHM BUNpO6yBaHb abo
[OMYyCTUMUX MEX, BCTAHOBNEHWX Y
cneuudikauisix, nig yac BUpooHULTBA
rOTOBOrO /iKapCbKOro 3aco6y (iHLUi 3MiHW)
3MiHa B po3gini B 3.2.P.3.4. KoHTponb
KPUTUYHMX TOYOK Ta MPOMIXKHOT NPOAYKL;i,
a came BHECEHHS 3HaYeHb MakCYMasibHO
[0NyCTUMUX TePMiHIB 36epiraHHA po34nHYy
[0 chinbTpauii Ta NPoMKHOI NpoAayKuii (He
GinbLie 24 roa), Wo niaTBEpAKEHO
pesynbTatamy BasligaLii TEXHONOrN4YHOro

npouecy.

167.

nonrPIaAM

Tabnetku 4 mr/1,25
mr/5 mr; no 15
TabneTtok y 6nictepi,
no 2 abo 4 6nictepn
Y KapTOHHIll kopobLi

3eHTiBa, K.C.

Yecbka
Pecny6nika

3eHTiBa, K.C.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3miHu | TUny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
NiKapCbKOro 3acoby, BKIHOYAKUN [i/TbHAL
BUNyCcKy cepii abo MicLie NpoBefeHHs
KOHTPO/IO AKOCTI. (ZisANbHICTb, 3a Ky
BiANoBigae BUpo6HuK/iMnopTep,
BK/10HAK0UM BUMYCK Cepiid) 3MiHa agpecu
MiCLA NMPOBAKEHHS AiS/IbHOCTI
BMpOoGHMKa 13 3eHTiBa, K.C., Yecbka
Pecny6nika. 3miHV BHeceHi B po3gin
"Micue3HaxomkeHHs BUPO6HMKa Ta
ajpeca MicLs NpoBaXeHHs Moro
LiSiNbHOCTI" B IHCTPYKLiO 418 MeauyHoro
3aCTOCYBaHHSA Ta K HACMgOoK - Y TEKCT
MapKyBaHHS YNakoBKW NiKapCbkoro
3acoby. BBefieHHs 3MiH NpoTArom 6-tu
MiCALIB MiC/1A 3aTBEPKEHHS

3a
peyenmom

He
nionsieae

UA/19970/01/01

168.

nonpPIaAM

Tabnetku 8 mr/2,5
mr/5 mr; no 15
TabneTok y bnictepi,

3eHTiBa, K.C.

Yecbka
Pecny6nika

3eHTiBa, K.C.

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaviiiHnX
martepianis: 3miHu | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa

3a
peyenmom

He
nionsieae

UA/19970/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

no 2 abo 4 6nictepn
Y KapTOHHii1 kopobui

HalilmeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHS Ai/IbHOCTI
BMPOGHMKa/iMnopTepa rotToBoro
NiKapCbKOro 3acoby, BKIHOYAKYN [iNTbHAL
BUNYyCcKy cepii abo MicLe NnpoBefeHHs
KOHTPOO AKOCTI. (ZiANbHICTb, 3a Ky
BiANoOBigae BUpoGHMK/iMnopTep,
BK/10HAK0UM BUMYCK Cepiid) 3MiHa agpecu
MiCLA NPOBaKEHHSA AiSNIbHOCTI
BMpOGHMKa /13 3eHTiBa, K.C., Yecbka
Pecny6nika. 3MiHV BHeCeHi B po3ain
"Micue3HaxomkeHHs BUPO6HMKa Ta
ajpeca MicLs NpoBaKeHHs Moro
LOiSNbHOCTI" B IHCTPYKLiO 418 MeguyHoro
3aCTOCYBaHHSA Ta K HACMifoK - Y TEKCT
MapKyBaHHS YNakoBKW NiKapCbkoro
3aco6y. BBeieHHsA 3MiH NpoTArom 6-tu
MicALIB MicNsA 3aTBEP)KEHHS

169.

nonpPIaAM

Tabnetkun 8 mr/2,5
Mmr/10 mr; no 15
Tabnetok y 6nictepi,
no 2 abo 4 6nictepn
Y KapTOHHIll kopobLi

3eHTiBa, K.C.

Yecbka
Pecny6nika

3eHTiBa, K.C.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3miHu | TUny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS AISNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
NiKapCbKOro 3acoby, BKIHOYAKUN [i/TbHUL
BUNyCcKy cepii abo MicLie NpoBefeHHs
KOHTPO/IO AKOCTI. (ZisANIbHICTb, 3a Ky
BiANoBigae BUpoGHuK/imnopTep,
BK/10HAK0UM BUMYCK Cepiid) 3MiHa agpecu
MiCLA NPOBAKEHHS AiS/IbHOCTI
BMpOGHMKa 13 3eHTiBa, K.C., Yecbka
Pecny6nika. 3miHV BHeceHi B po3gin
"Micue3HaxomkeHHs BUPO6HMKa Ta
ajpeca MicLs NpoBaXeHHs Moro
LiSNbHOCTI" B IHCTPYKLiO 418 MeguyHoro
3aCTOCYBaHHSA Ta K HACMigOoK - Y TEKCT
MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby. BBefieHHs 3MiH NpoTArom 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS

3a
peyenmom

He
nionsieae

UA/19970/01/03

170.

MA3b [P.
TAWNCCA 3
XWUBOKOCTOM

Masb; no 20, 50 r
a60 100 r y 6aHLj;
no 1 6aHui B

KapTOHHI Kopo6Lyi

[Op. Taiicc
HarypsapeH
6X

HimeyunHa

[Op. Taiicc
HatypBapeH N'vbX,
HimeuuunHa (£o3Bin Ha
BUNYCK cepil;
BMPOBHULITBO
Hepo3dacoBaHOl
NpoAYyKLUii, NepBNUHHE
Ta BTOPVHHE

nakyBaHHs)

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis:
3MiHM | Tuny - 3MiHK WoAo
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).. 3MiHN
BHECEHI Yy TEKCT MapKyBaHHS NEPBUHHOI Ta
BTOPWHHOT YNakoBOK /1iKapCbKoro 3acoby
n. 17. "IHWE". TepmiH BBeAEHHSA 3MiH -
npoTArom 6 micsuiB nicns 3aTBEPAKEHHS.

6e3
peyenma

UA/2333/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
171. | ME3UM® Kancynv Teepgi 3 MeHapiHi INokcembypr Brpo6HMUTBO "in ITanis/ BHECEHHS 3MiH 10 peecTpavLiiiHnX 6e3 UA/6763/01/01
KANCynun KMLLKOBOPO3YMHHUM IHTEepHeLLOH bulk", kOHTpoOb cepiii: HimeuunHa mMartepianis: peuyenma
10000 1 MiHi-Tabnetkamu; an Apep ®apmacbloTiknc 3MiHu | TURY - 3MiHK LWoAo

no 20 a6o no 50 OnepewoH CP/, ITanisa 6e3nekn/edeKTMBHOCTI Ta

Kancyn y 6aHui 3 c KiHueBe nakyBaHHS: hapmakoHarnagy (iHwi 3MiHn) 3MiHu

noninponineHy; no 1 | Jlrokcem6ypr ApBaHc dPapma M'm6X, BHECEHO B TEKCT MapKyBaHHS NepBUHHOT

6aHLj B KAPTOHHIl C.A. HimeuyunHa yMakoBKM NikapcbKoro 3acoby y n. 6.

KopooLi ApTtesaH Papma 'M6X «|HLUE» Ta BTOPUHHOI yrnakoBku B n. 17.

& Ko. KI, HimeyunHa «IHLUE».
KoHTposb Ta Bunyck
cepiii:
BEP/IH-XEMI AT,
Himeyynna

172. | MEKIHICT TabneTku, BKPUTI Hosapric LseiiLapis BUPOBHUK ITania/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/16836/01/02

nAiBKOBOIO Papma Al Hepo3chacosaHoi Icnanis marepianis: peyenmom

060/10HKOI0 NO 2 Mr; NpOAYKLii Ta KOHTPO/Tb 3MiHU | Tuny - 3MiHK 3 skocTi. AdI.

no 30 Tabnetok y SAKOCTI: Bupo6bHMLTBO. 3MiHA BUPOGHMKA

dhnakoHi, no 1 nakcoCmiTKnsainH BVIXiZLHOr0/MPOMiXXHOr0

chnakoHy B MaHythakTypyHr npoaykTy/peareHTy, Lo

KapTOHHI Kopo6Lyi

C.n.A., Itanis;
nepBrHHE Ta
BTOPUHHE NaKyBaHHs,
BUNyCK cepil: Mnakco
Bennkom C.A., IcnaHis

BUKOPVCTOBYIOTHCS Y BUPOBGHUYOMY
npoueci Ad®l, abo 3miHa BUpOGHMKa
(Bkntovatoun, ae HeobxigHO, MicLe
nNpoBeAeHHA KOHTPOAo AkocTi) AdI (3a
BiICYTHOCTI cepTudikara BignoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [0CHE)(BBEAEHHS HOBOI
AiNbHWLI, Oe 34iACHI0ETbCS MIKPOHi3aL,is)
BBE[EHHSI HOBOI AiNbHULI, Ae
3[jICHI0ETbCS MiKpOHi3aLis Novartis
Pharma Schweizerhalle AG, Switzerland.
3MiHu | TUny - 3MiHK 3 aKkocTi. AdDI.
Buvpo6HMLTBO. 3MiHa BUPOGHMKA
BVIXiZLHOr0/MPOMiXXHOro
npoayKTy/peareHTy, Wo
BUKOPVCTOBYIOTHCS Y BUPOBGHNYOMY
npoueci Ad®l, abo 3miHa BUpOGHMKa
(Bkntovatoun, ae HeobxigHO, MicLe
nNpoBeAeHHA KOHTPOA AkocTi) AdI (3a
BiICYTHOCTI cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEpKEHOMY [10CbE)(3MiHM [0 3axofiB,
noB'si3aHnx 3 koHTponem A®l, abo
JofaBaHHA AiNbHUL, Ae NPOBOANUTLCS
KOHTPONb/BUNPOGYBAHHSA cepii) BBEAEHHS
[ofatkoBoi ginbHuui Novartis Pharma
Schweizerhalle AG, Switzerland Ha skiit
NPOBOAATLCSA YCi TECTU, KPIM PO3MIpY
YaCTMHOK 3a J0MOMOro0 Na3epHol
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

Avdppaxkuii Ta TBEpAoi dhopmm 3a
ponomorot XRPD. 3MiHu | Tuny - 3MiHun 3
akocTi. A®l. BupobHuuteo. 3miHa
BMPOGHMKA BUXiAHOro/NpOMKHOIO
npoAayKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCSA Y BUPOBHUYOMY
npoueci Adl, abo 3miHa BUpo6HMKa
(BKtOYatoum, e HeobXxigHO, MicLe
npoBefieHHs1 KOHTPO/II0 skocTi) API (3a
BiICYTHOCTI cepTudpikaTta BifgnoBigHOCTI
€Bponeiickkili hapmakonei y
3aTBEPKEHOMY [OCLE)(3MiHM [0 3aX0fiB,
NoB'A3aHuX 3 KOHTponem Adl, abo
[ofaBaHHSA AinbHUL, Ae NPOBOANTLCS
KOHTPO/b/BUNPOGYBaHHSA cepii) BBEAEHHSA
[oaaTtkoBoi ginbHULi Novartis Pharma AG,
Switzerland Ha skili npoBoAnTLCA
KOHTPO/b TBEPA0I hOPMM 3a AONOMOroH
XRPD. 3miHu | Tuny - 3miHu 3 skocTi. AdI.
Buvpo6HMLTBO. 3MiHa BUPOGHMKA
BVIXiZHOr0/NMPOMIXHOr0
npoayKTy/peareHTy, Wwo
BUKOPWCTOBYIOTHCS Yy BUPOBHNYOMY
npoueci A®l, abo 3miHa BUpOBHMKa
(Bkntovatoun, ae HeobxigHO, MicLe
npoBeAeHHA KOHTPOAo AkocTi) AdI (3a
BifICYTHOCTI cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBepXeHOMY [10Cbe)(3MiHM [0 3axofiB,
noB's3aHnx 3 koHTponem A®l, abo
[ofaBaHHA AiNbHUL, Ae NPOBOANTLCS
KOHTPO/b/BUNPOGYBaHHSA cepii) BeAeHHS
[04aTKOBOT AinbHULi Solvias AG,
Switzerland Ha skili n[poBOANTLCSA
KOHTPO/Ib PO3MipYy 4acToK 3a 40MOMOroio
nasepHoi audppakuii. 3miHu | Tuny - 3mMiHn
3 AkocTi. A®l. BupobHuLTBO. 3MiHa
BMPOOHUKA BMXiAHOrO/NMPOMIXXHOro
npoaykTy/peareHty, Lo
BUKOPWCTOBYIOTHCS Yy BUPOOHNUOMY
npoueci A®l, abo 3miHa BUpoOHMKa
(Brntovatoun, ae HeobxigHoO, MicLe
npoBefEeHHs KOHTPOsIo sikocTi) APl (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPAKEHOMY [OCLE)(3MiHN [0 3aX0piB,
NoB'A3aHnX 3 KOHTponem Adl, abo
[oAasaHHA AinbHUL, fie NpoBOAUTLCA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

KOHTPO/b/BMNPOGYBaHHSA cepii) BBEAEHHS
[ofaTtkoBol ginbHULi SGS International
Services Laboratory (ISL) Limited, Ireland
Ha SKili NPOBOAATLCS YCi TECTU, KPiM
BM3HAYEHHS BMICTY izonponinauerary,
meTtogom MX. 3MiHn | TUny - 3MiHn 3
akocTi. A®l. BUpo6bHMLTBO. 3MiHM B
npoteci BUpo6HuuTBa Ad®| (He3HayHa
3MiHa y npoueci BupobHuytea Adl)
He3HayHa 3MiHa y BUPOGHMYOMY NpoLieci
Ha cTagii 2: MpurotyBaHHs NPOMIXHOro
npoaykTy TpameTuHidy N-meTunypauuny,
a came Ha 3aBOfi [0aTKOBOrO BUPOGHUKA
A®I| Novartis Pharma Schweizerhalle AG,
Switzerland cymiw moxe 6yTv LO4ATKOBO
3acisHa o1 iHilitoBaHHS KpucTanisau;i.
3MiHu | TUnNYy - 3MiHK 3 AKOCTI. ADI.
Brpo6HMUTBO. 3MiHM B npoueci
BMpOGHMLTBA AD| (He3HaYHa 3miHa Y
npoteci BUpo6HuuTBa AdDl) He3HauHa
3MiHa y BUPOGHMYOMY MpoLeci, a came
ajanTauis napameTpiB npouecy
MiKpOHi3aLUii 0 MeHLoro 3,2-A10liMoBOro
CnipasibHO-CTPYMWHHOTO M/IVHA NOPIBHAHO
3 4-A10IMOBMM CMipasIbHO-CTPYMUHHUM
M/IHOM, iKW BUKOPUCTOBYETLCA Ha
BMPOGHWYIN fAinbHUL GSK Jurong. 3miHu |
Tuny - 3MiHu 3 skocTi. A®l. BupobHuuTBO.
3MiHa po3mipy cepii (Bkntoyatouu
Aiana3oHu) A®l abo npomMixXHOro
NPOAYKTY, KNI 3aCTOCOBYETLCA Y NPOLECi
BMPOGHMLTBA ADI (36inbLIeHHA Ao 10
pasiB NOPIBHAHO i3 3aTBEPKEHUM
po3mipom) 3miHa po3mipy cepil
NPOMIXHOro NPOAYKTY TpaMeTuHiby
nipuMiguHedioHy npu BUPOOHULITBI Ha
cTtagii 1: MpurotyBaHHa TpaMeTuHIby
amiuHy. 3MiHu | Trny - 3MiHK 3 AKOCTI.
A®I|. BupobHuLTBO. 3MiHa po3mipy cepil
(Brtovaroum gianasoHu) A®l abo
MPOMDKHOTO NPOAYKTY, AKWIA
3aCTOCOBYETLCS Y MPOLECi BUPOBGHULTBA
A®| (36inbLweHHs fo 10 pasiB NOpPIBHAHO i3
3aTBEPAKEHVM PO3MIPOM) 3MiHa PO3Mipy
cepii NPOMDKHOrO NPOAYKTY TpaMeTUHIOy
amigyHy npv BUPO6HMUTBI Ha cTagji 2:
MpuroTyBaHHA NPOMiXXHOrO NPOAYKTY

TpameTuHiby N-meTunypauuay. 3minu |
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
Tmny - 3MiHK 3 akocTi. A®L. KoHTponb AdL.
3MiHa y napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y

cneumdikauisx Ha Adl, abo
BUXiHU/NPOMDKXHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYIOTLCSA Y NPOLLEC
BUPOGHMLTBA AD| (3BY)XXEHHS AONYCTUMUX
MeX, BU3HaYeHnX y cneuundikadir)
3BY)XEHHS AONYCTUMUX MEX 3a
nokasHukom «Purity by GC (% area)» y
cneumaikauii Ha peareHT Acetonitrile
HOBUM BUpPO6HUKOM Novartis Pharma
Schweizerhalle AG, Switzerland
(3aTBepaxeHo: NLT 99; 3anponoHoBaHo:
NLT 99,7). 3MiHu | TURY - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo ooNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYIOTHCS Y NPOLECI
BMPOGHULTBA AD| (3BYXXEHHS JOMYCTUMUX
MeX, BU3HaUYEHVX Yy cneumndikadii)
3BY)KEHHS OMYCTUMMX MEX 3a
nokasHukom «Purity by GC (% area)» y
cneundikauii Ha peareHT N,N-
Dimethylformamide (DMF) HoBuM
BMpo6Hukom Novartis Pharma
Schweizerhalle AG, Switzerland
(3aTBepaxeHo: NLT 99; 3anponoHoBaHo:
NLT 99,5). 3MiHu | TUny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y napameTpax
cneumdikauin Ta/abo ooNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYIOTHCS Y NPOLEC
BMPOGHULTBA AP (3BYXXEHHS JOMYCTUMUX
MeX, BU3HAUYEHVX Yy cneumndikadii)
3BY)KEHHS JOMYCTUMMX MEX 3a
nokasHukom «Water content by Karl
Fischer titration (% w/v)» y cneyudikauii
Ha peareHT N,N- Dimethylformamide
(DMF) HoBvM BMpO6GHUMKOM Novartis
Pharma Schweizerhalle AG, Switzerland
(3aTBEpmxeHo: not greater than 0,5;
3anponoHoBaHo: not greater than 0,1).
3MiHu | TUnYy - 3MiHK 3 aKkocTi. AdI.
KoHTposnb A®I. 3miHa y napameTpax

cneumdikaLin Ta/abo AoNyCTUMUX MEX,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiHU/NPOMDKHUWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYHOTLCSA Y NPOLLECi
BUPOGHMLTBA AD| (3BY)XXEHHS AONYCTUMUX
MeX, BU3HaYeHnX y cneuundikadir)
3BY)XEHHS AONYCTUMUX MEX 3a
nokasHukom «Assay by titration (% w/w)» y
crneundikavii Ha peareHT 2-
Hydroxypropane-1,2,3-tricarboxylic acid
(Citric acid) HoBum Bpo6HMKOM Novartis
Pharma Schweizerhalle AG, Switzerland
(3atBepaxeHo: NLT 95; 3anponoHOBaHo:
NLT 99,0). 3miHu | TURY - 3MiHK 3 SKOCTI.
A®I. KoHTposib A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AonNycTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiHUA/NPOMDKXHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYIOTLCSA Y NPOLLEC
BUPOGHMLTBA AD| (3BY)XXEHHSA AONYCTUMUX
MeX, BU3HaYeHnX y cneuundikadir)
3BY)XEHHS AONYCTUMUX MEX 3a
nokasHukom «Purity by GC (% area)» y
cneumdikauii Ha peareHT Methanol HoBUM
BMpo6Hukom Novartis Pharma
Schweizerhalle AG, Switzerland
(3aTBepaxeHo: NLT 99; 3anponoHoBaHo:
NLT 99,5). 3MiHu | TUny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo AoNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/MPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPOGHULTBA AD| (3BYXXEHHS JOMYCTUMUX
MeX, BU3HAUYEHNX Yy cneumndikadii)
3BY)KEHHS JOMYCTUMMX MEX 3a
nokasHukom «Purity by GC (% area)» y
cneumdikauii Ha peareHT Propan-2-ol (2-
Propanol, Isopropanol) HoBuM
BMpo6Hukom Novartis Pharma
Schweizerhalle AG, Switzerland
(3aTBepmkeHo: NLT 99 3anponoHoBaHo:
NLT 99,3). 3MiHu | TURY - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo ooNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/MPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPO6HULTBA AP (3BYXXEHHS [OMYCTUMUX
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MeX, BU3HAUYEHVX Yy cneumndikadii)

nokasHukom «Purity by titration (% wiw)» y

BVIXiZHWIA/MPOMDKHWIA NpoAyKT/peareHT, Wo

3BYXXEHHSA A0NYyCTUMNX MEX 3a

cneundikauii Ha peareHT Sodium
tetrahydroborate (Sodium borohydride)
HOBMM BUpPO6HUKOM Novartis Pharma
Schweizerhalle AG, Switzerland
(3aTBepaxeHo: NLT 95; 3anponoHoBaHo:
NLT 96,0). 3MiHu | TURY - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y napameTpax
cneumdikauin Ta/abo oONyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo

BUKOPVCTOBYHOTHCS Y NPOLEC
BMPOGHULTBA AD| (3BYXXEHHS JOMYCTUMUX
MeX, BU3HAUYEHVX Yy cneumndikadii)
3BY)KEHHS JOMYCTUMMX MEX 3a
nokasHukom «Purity by GC (% area)» y
cneuudikauii Ha peareHT Tetrahydrofuran
(THF) HoBMM BUpo6HMKOM Novartis
Pharma Schweizerhalle AG, Switzerland
(3atBepmxeHo: NLT 99 3anponoHoBaHo:
NLT 99,5). 3miHu | TMny - 3MiHW 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AONyCTUMUX MEX,
BM3Ha4YeHUX y cneumdpikauisx Ha Adl, abo
BWXiAHUIA/NPOMIXHWIA NPOAYKT/peareHT, Wwo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMPOGHULTBA ADI (3BYXXEHHS JOMYCTUMUX
MeX, BU3HAYEHNX Yy cneumdikadii)
3BY)KEHHS JOMYCTUMMX MeX 3a
nokasHukom «Assay by GC (% area)» y
cneuundikauii Ha peareHT Toluene HOBUM
BMpo6HuKkom Novartis Pharma
Schweizerhalle AG, Switzerland
(3aTBepmxkeHo: NLT 98 3anponoHoBaHo:
NLT 99,0). 3miHu | TURY - 3MiHM 3 SKOCTI.
A®I. KoHTposib A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AoNycTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiHU/NPOMDKXHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYHOTLCS Y NPOLLECi
BUPOGHMLTBA AD| (3BY)XXEHHS AONYCTUMUX
MeX, BU3HaYeHnX y cneuundikadir)
3BY)XEHHS AONYCTUMUX MEX 3a
nokasHukom «Purity by titration (% w/w) or
by validated chromatographic technique» y

cneundikauii Ha peareHT N,N-
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Dimethylpyridin-4-amine (DMAP) HoBUM
BMpo6HMKOM Novartis Pharma
Schweizerhalle AG, Switzerland
(3atBepmxeHo: NLT 98; 3anponoHoBaHo:
NLT 99). 3MiHu | TUny - 3MiHK 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AONyCTUMUX MEX,
BM3Ha4YeHUX y cneumdpikauisx Ha Adl, abo
BWXiAHUIA/NPOMIXHWIA NPOAYKT/pearexT, wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMPOGHULTBA ADI (3BYXXEHHS AOMYCTUMUX
MeX, BU3HAYEHNX Yy cneumdikadii)
3BY)KEHHS JOMYCTUMMX MeX 3a
nokasHukom «Water content by Karl
Fischer titration (% w/v)» y cneundikanii
Ha peareHT Propan-2-ol (2-Propanol,
Isopropanol) HoBuM BMpo6HUKOM Novartis
Pharma Schweizerhalle AG, Switzerland
(3aTBepmxeHo: not greater than 0,2;
3anponoHoBaHo: not greater than 0,15).
3MiHn | TURY - 3MiHK 3 aKocTi. AdDI.
KoHTponb A®l. 3miHa y napameTpax
cneumdikauin Ta/abo ooNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYIOTHCS Y NPOLEC
BMPOGHULTBA AD| (3BYXXEHHS JOMYCTUMUX
MeX, BU3HAUYEHVX Yy cneumndikadii)
3BY)KEHHS JOMYCTUMMX MEX 3a
nokasHukom «Water content by Karl
Fischer titration (% w/v)» y cneyudikauii
Ha peareHT Tetrahydrofuran (THF) HoBUM
BMpo6Hukom Novartis Pharma
Schweizerhalle AG, Switzerland
(3aTBepmkeHo: not greater than 0,05;
3anponoHoBaHo: not greater than 0,02).
3MiHu | TUnYy - 3MiHK 3 aKkocTi. AdI.
KoHTposnb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AoNycTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiHU/NPOMDKXHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYHOTLCS Y NPOLLECi
BUPOGHMLTBA AD| (3BY)XXEHHS AONYCTUMUX
MeX, BU3HaYeHnX y cneuundikadir)
3BY)XEHHS AONYCTUMUX MEX 3a
nokasHukom «Purity by titration (% wiw)» y
crneuundikavii Ha peareHT Acetic acid
HoBMM BUpPo6HUKOM Novartis Pharma
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Schweizerhalle AG, Switzerland
(3aTBepmkeHo: NLT 99 3anponoHoBaHo:
NLT 99,5). 3MiHu | TUny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y napameTpax
cneumdikauin Ta/abo ooNyCTUMUX MEX,

BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYIOTHCS Y NPOLEC
BMPOGHULTBA AD| (3BYXXEHHS JOMYCTUMUX
MeX, BU3HAUYEHVX Yy cneumndikadii)
3BY)KEHHS JOMYCTUMMX MEX 3a
noKasHNKOM «Assay % (V/V)» y
cneundikauii Ha peareHT Ethanol HoBuUM
BMpo6HMKOoM Novartis Pharma

Schweizerhalle AG, Switzerland
(3atBepmxeHo: NLT 99 3anponoHoBaHo:
NLT 99,5). 3miHu | TUny - 3MiHW 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AONyCTUMUX MEX,
BM3Ha4YeHUX y cneumdpikauisx Ha Adl, abo

BWXiAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpPO6HULUTBA AP| (JONOBHEHHSA
cneuudikaLyii HOBUM NOKa3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BMNPOOYBaHHS)
HOBUM BUPO6HMKOM Novartis Pharma
Schweizerhalle AG, Switzerland gogaHo
HOBWI NokasHuk «Water content by Karl
Fischer titration (% w/v)» 3 KpuTepisamu
npuitHATHOCTI 7,5 — 9,0 Ta BigNoBigHWUM
MEeTOA0M BUMPOOGYBaHHA A0 cneundikauii
Ha peareHT 2-Hydroxypropane-1,2,3-
tricarboxylic acid (Citric acid). 3miHu | TURY
- 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiHU/NPOMDKHUWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYHOTLCSA Y NMPOLLECI
BMPOGHMLUTBA ADI (iHLLI 3MiHW)
3MiHa KpUTepIiB NPUIAHATHOCTI 3a
nokasHukom «Assay by titration (% w/w)» y
cneuudikayii Ha peareHT Potassium
hydrogen carbonate (Potassium
bicarbonate) HoB1M BMpo6HMKOM Novartis
Pharma Schweizerhalle AG, Switzerland
(3aTBEpmKeHO: 99 — 101; 3anponoOHOBaHO:
NLT 99,0). 3MiHu Il Tvny - 3MiHK 3 AKOCTI.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

A®|. Bupo6bHuLTBO. 3MiHa BUPOGHMKA
BUXiQHOrO/NPOMIXHOr0
npoaykTy/peareHty, Lo

BUKOPWCTOBYIOTHCS Yy BUPOOHNUOMY

npoueci A®l, abo 3miHa BUpoOHMKa

(Brntovatoun, ae HeobxigHo, Micue
npoBefEeHHs KOHTPOsIo sikocTi) APl (3a

BiCYTHOCTI cepTudikaTa BignoBigHOCTI

€Bponelicbkiii hapmakonei y
3aTBEPAKEHOMY [JOCbE)(BBEAEHHS HOBOIO
BMpOGHUKa A®I, KON He NoaAaeTbCA

MacTtep-chaiin Ha A®I Ta Lo BuMmarae

3HAYHOI 3MiHM [0 Bif4NOBIAHOrO Po3ainy

nocbe Ha Adl)

BBE/lEHHS a/lbTEPHATVBHOIO BUPOOHMKA
[il040i PEYOBVHN TPaMeTHHIOY
anmveTuncynbgokens Novartis Pharma
Schweizerhalle AG, Switzerland.

173.

MEKIHICT

TabneTku, BKpUTI
NnniBKOBOKO
o6osoHkoto o 0,5
mr; no 30 TabneTok
y thnakoHi, no 1
chnakoHy B
KapTOHHI Kopo6Lyi

HoBaprTic
dapma Al

LlBeiiuapis

BMPOGHUK
Hepo3dhacoBaHOl
NpOoAYKLii Ta KOHTPO/Ib
AKOCTI:
nakcoCmiTKnsinH
MaHythakTypuvHr
C.n.A,, Itanis;
nepBuHHe Ta
BTOPUHHE NakyBaHHs,
BUMYCK cepii: [nakco
Bennkom C.A., IcnaHis

ITanis/
IcnaHis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis:
3MiHW | TUny - 3MiHK 3 AkocTi. AdI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BUXiAHOrO/NPOMIXHOr0
npoaykTy/peareHty, Lo
BUKOPUCTOBYIOTHCS Yy BUPOOHNUOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(Brntovaroun, ae HeobxigHo, Micue
npoBefeHHs KOHTposIo sikocTi) APl (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [0CHE)(BBEAEHHS HOBOI
AOiNbHULI, fe 34iACHIETbCS MIKPOHi3aLis)
BBE/EHHS HOBOI Ai/TbHUL, Ae
3[jICHI0ETbCS MiKpOHi3aulis Novartis
Pharma Schweizerhalle AG, Switzerland.
3MiHn | TURY - 3MiHK 3 aKkocTi. AdDI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BUXiAHOrO/NPOMIXHOr0
npoaykTy/peareHty, Lo
BUKOPUCTOBYIOTHCSA Yy BUPOBHNYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(Brntovaroun, ae HeobxigHoO, Micue
npoBefeHHs KOHTposIo sikocTi) APl (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAXEHOMY [OCLE)(3MiHN 0 3aX0piB,
noB'a3aHnx 3 kKoHTponem A®l, abo
[oAaBaHHA dinbHUL, fie NpoBOANTLCA

3a
peyenmom

UA/16836/01/01
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KOHTPO/b/BMNPOGYBaHHSA cepii) BBEAEHHS
popatkoBol ginbHULi Novartis Pharma
Schweizerhalle AG, Switzerland Ha sikiit

NPOBOAATLCA YCi TECTU, KPIM PO3Mipy
4aCTUHOK 3a 0MOMOrot0 Nla3epHoi
Avdopakuii Ta TBEpAol dhopmu 3a
ponomorot XRPD. 3MiHu | Tuny - 3MiHn 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMKHOrO
npoayKTy/pearenTy, Wwo
BUKOPWCTOBYIOTHCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpOBHMKa
(Bkntovatoun, ae HeobxigHO, MicLe
npoBeAeHHA KOHTPOA AkocTi) AdI (3a
BifICYTHOCTI cepTudikara BifAnoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBepXEeHOMY [10CbE)(3MiHM [0 3axofiB,
noB's3aHnx 3 koHTponem A®l, abo
[ofaBaHHA AiNbHUL, Ae NPOBOANTLCS
KOHTPONb/BUNPOGYBAHHSA cepil) BBEAEHHS
Aopatkosoi AinbHuui Novartis Pharma AG,
Switzerland Ha skili n[poBOANTLCSA
KOHTPO/b TBEPAOi hopMy 3a [ONOMOroH0
XRPD. 3miHu | Tuny - 3miHu 3 sikocTi. AdI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BUXiQHOrO/NPOMIXHOr0
npoaykTy/peareHty, Lo
BUKOPWCTOBYIOTHCS Yy BUPOOHNUOMY
npoueci A®l, abo 3miHa BUpoOHMKa
(BrntOvatoun, ae HeobxigHoO, Micue
npoBefEeHHs KOHTPOsIo sikocTi) APl (3a
BiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPAXEHOMY [OCLE)(3MiHW [0 3aX0fiB,
NoB'A3aHuX 3 KOHTponem A®l, abo
[ofasaHHA OinbHULI, Ae NPoBOANTLCA
KOHTPO/b/BMNPOGYBaHHSA cepii) BeAeHHS
[oAaTkoBOT AinbHUL Solvias AG,
Switzerland Ha sikili npoBogUTLCS
KOHTPO/Tb PO3MIipYy 4acTOK 3a 40NMOMOrot0
nasepHoi gndopaxuii. 3miHu | Tuny - 3MiHn
3 AKocTi. A®Pl. BupobHuLTBO. 3MiHA
BMPOGHMKA BUXiAHOro/NPOMKHOIO
npoayKTy/peareHTy, Lo
BUKOPVCTOBYIOTLCS Y BUPOBHUYOMY
npoueci Adl, abo 3miHa BUpobHMKa
(BKtOYatoum, ae HeobXxigHO, MicLe
NpoBefleHHs1 KOHTPO/II0 AkocTi) APl (3a
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BiICYTHOCTI cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPKEHOMY [OCLE)(3MIHM [0 3aX0p;iB,
NoB'A3aHuX 3 KOHTponem Adl, abo
[ofjaBaHHSA AinbHUL, Ae NPOBOANTLCS
KOHTPO/b/BUNPOGYBaHHSA cepii) BBEAEHHSA
[04aTKoBOT ginbHULi SGS International
Services Laboratory (ISL) Limited, Ireland
Ha AKii NPOBOAATLCA YCi TECTU, KPiM
BM3HAYEHHS BMICTY i3omponinauerary,
mMeTogom MX. 3MiHu | Tuny - 3miHK 3
AakocTi. A®l. BUpobHMLTBO. 3MiHM B
npoteci Bupo6HuuTea Ad| (HeaHauHa
3MiHa y npoueci BupobHuuTea A®I)
He3HayHa 3MmiHa y BUpobHMYOMY Npoueci
Ha cTagji 2: MpuroTyBaHHSA NPOMIKHOrO
NpoAyKTy TpaMeTuHidy N-metunypaumny,
a came Ha 3aBo/i [0AaTKOBOro BUPOGHMKa
A®I Novartis Pharma Schweizerhalle AG,
Switzerland cymilw moxe 6yTv f04AaTKOBO
3acisHa gns iHilitoBaHHA KpucTanisauji.
3MiHu | TUnYy - 3MiHK 3 aKkocTi. AdI.
Bupo6bHMLTBO. 3MiHM B npoLeci
BMpOGHMLTBA AD| (He3HauHa 3miHa y
npoeci Bupo6HuuTea Adl) HeHauHa
3MiHa y BUPOGHMYOMY MpoLieci, a came
afiantauis napameTpis npouecy
MiKpOHi3aujii 0 MeHLoro 3,2-A10liMOBOro
cnipasibHO-CTPYMWHHOTO M/IMHA NOPIBHAHO
3 4-[101iIMOBUM CMipaIbHO-CTPYMUHHIM
MJIMHOM, iKW BUKOPUCTOBYETLCA Ha
BMPOGHUMUIl AinbHUL GSK Jurong. 3miHu |
TUny - 3MiHu 3 akocTi. A®l. BupobHuUTBO.
3miHa po3Mipy cepii (Bk/IoYaum
niana3oHn) A®l a6o NPOMiXHOro
NPOAYKTY, SIKNIA 3aCTOCOBYETLCA Y NPOLLEC
BMPOGHMLUTBA ADI| (36inbLweHHA o 10
pasiB MOPIBHAHO i3 3aTBEPAXEHNM
po3mipom) 3miHa po3mipy cepil
NPOMDKHOrO NPOAYKTY TPaMeTUHiby
nipymignHe[ioHy npy BUPOOGHULTBI Ha
cTagii 1: MpurotyBaHHA TpaMeTuHIby
amiguHy. 3miHu | Trny - 3MiHU 3 AKOCTI.
A®I. BupobHMuTBO. 3MiHa po3mipy cepii
(Brtovatoun gianasoHu) APl abo
NPOMDKHOIO NPOAYKTY, AKNIA
3aCTOCOBYETHLCA Y NpoLeci BUPO6HMLTBA
A®I (36inbLieHHs Ao 10 pasiB NOPIBHAHO i3
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3aTBEPKEHNM PO3MipPOM) 3MiHa po3Mipy
cepii NPOMDKHOro NpoAyKTy TpaMeTuHiby
amifivHy Npy BUPOGHMLTBI Ha cTagji 2:

TMny - 3MiHK 3 akocTi. A®Il. KoHTponb AdL.
3miHa y napameTpax cneuudikauin Ta/abo

BVIXiZHWIA/MPOMDKHWIA NpoAyKT/peareHT, Wo

MpuroTyBaHHA NPOMIXXHOrO NPOAYKTY
TpameTuHiby N-meTunypauuny. 3minu |

[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha A®l, abo

BUKOPVCTOBYHOTHCS Y NPOLEC
BMPOGHULTBA AD| (3BYXXEHHS JOMYCTUMUX
MeX, BU3HAUYEHNX Yy cneumndikadii)
3BY)KEHHS JOMYCTUMMX MEX 3a
nokasHukom «Purity by GC (% area)» y
cneumdikauii Ha peareHT Acetonitrile
HOBUM BUPO6HKKOM Novartis Pharma
Schweizerhalle AG, Switzerland
(3atBepmxeHo: NLT 99; 3anponoHoBaHo:
NLT 99,7). 3MiHu | TUny - 3MiHW 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AONyCTUMUX MEX,
BM3Ha4YeHUX y cneumdpikauisx Ha Adl, abo
BWXiAHUIA/NPOMIXHWIA NPOAYKT/pearexT, wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMPOGHULTBA ADI (3BYXXEHHS AOMYCTUMUX
MeX, BU3HAYEHNX Yy cneumdikadii)
3BY)EHHS JOMYCTUMMX MeX 3a
nokasHukom «Purity by GC (% area)» y
cneundikauii Ha peareHT N,N-
Dimethylformamide (DMF) HoBuMm
BMpo6HMKoM Novartis Pharma
Schweizerhalle AG, Switzerland
(3atBepmxeHo: NLT 99; 3anponoHoBaHo:
NLT 99,5). 3miHu | TUny - 3MiHW 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AONyCTUMUX MEX,
BM3Ha4YeHUX y cneumdpikauisx Ha Adl, abo
BWXiAHUIA/NPOMIXHWIA NPOAYKT/peareHT, Wwo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMPOGHULTBA ADI (3BYXXEHHS AOMYCTUMUX
MeX, BU3HAYEHNX Yy cneumdikadii)
3BY)KEHHS OMYCTUMMX MeX 3a
nokasHukom «Water content by Karl
Fischer titration (% w/v)» y cneundikanii
Ha peareHT N,N- Dimethylformamide

(DMF) HoBuM BUpO6HKKOM Novartis

Pharma Schweizerhalle AG, Switzerland
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

(3aTBepmxeHo: not greater than 0,5;
3anponoHoBaHo: not greater than 0,1).
3MiHn | TURY - 3MiHK 3 aKocTi. AdDI.
KoHTponb A®l. 3miHa y napameTpax
cneumdikauin Ta/abo ooNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYIOTHCS Y NPOLEC
BMPOGHULTBA AD| (3BYXXEHHS JOMYCTUMUX
MeX, BU3HAUYEHVX Yy cneumndikadii)
3BY)KEHHS JOMYCTUMMX MEX 3a
nokasHukom «Assay by titration (% w/w)» y
cneuudikaLii Ha peareHT 2-
Hydroxypropane-1,2,3-tricarboxylic acid
(Citric acid) HoBum BMpo6HMKOM Novartis
Pharma Schweizerhalle AG, Switzerland
(3aTBepaxeHo: NLT 95; 3anponoHoBaHo:
NLT 99,0). 3MiHu | TURY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo AoNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/MPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPOGHULTBA AP (3BYXXEHHS JOMYCTUMUX
MeX, BU3HAUYEHNX Yy cneumndikadii)
3BY)KEHHS JOMYCTUMMX MEX 3a
nokasHukom «Purity by GC (% area)» y
cneundikauii Ha peareHT Methanol HoBUM
BMpo6HMKOM Novartis Pharma
Schweizerhalle AG, Switzerland
(3atBepmxeHo: NLT 99; 3anponoHoBaHo:
NLT 99,5). 3miHu | TMny - 3MiHW 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AONyCTUMUX MEX,
BM3Ha4YeHUX y cneumdpikauisx Ha Adl, abo
BWXiAHUIA/NPOMIXHWIA NPOAYKT/pearexT, wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMPOGHULTBA ADI (3BYXXEHHS JOMYCTUMUX
MeX, BU3HAYEHNX Yy cneumdikadii)
3BY)KEHHS JOMYCTUMMX MeX 3a
nokasHukom «Purity by GC (% area)» y
cneundikauii Ha peareHT Propan-2-ol (2-
Propanol, Isopropanol) HoBuMm
BMpo6HMKOM Novartis Pharma
Schweizerhalle AG, Switzerland
(3atBepmxeHo: NLT 99 3anponoHoBaHo:
NLT 99,3). 3MmiHu | TUny - 3MiHW 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y napameTpax
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

cneumdikauin Ta/abo AONyCTUMUX MEX,
BM3Ha4YeHUX y cneumdpikauisx Ha Adl, abo
BWXiAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMPOGHULTBA ADI (3BYXXEHHS AOMYCTUMUX
MeX, BU3HAYEHNX Yy cneumdikadii)
3BY)KEHHS OMYCTUMMX MeX 3a
nokasHukom «Purity by titration (% wiw)» y
cneumdikauii Ha peareHT Sodium
tetrahydroborate (Sodium borohydride)
HOBUM BUPO6HMKOM Novartis Pharma
Schweizerhalle AG, Switzerland
(3atBepmxeHo: NLT 95; 3anponoHoBaHo:
NLT 96,0). 3miHu | TNy - 3MiHW 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AONyCTUMUX MEX,
BM3Ha4YeHUX y cneumdpikauisx Ha Adl, abo
BWXiAHUIA/NPOMIXHWIA NPOAYKT/pearexT, wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMPOGHULTBA ADI (3BYXXEHHS JOMYCTUMUX
MeX, BU3HAYEHNX Yy cneumdikadii)
3BY)EHHS OMYCTUMMX MeX 3a
nokasHukom «Purity by GC (% area)» y
crneundikavii Ha peareHT Tetrahydrofuran
(THF) HoBMM Bupo6Hukom Novartis
Pharma Schweizerhalle AG, Switzerland
(3aTBepmkeHo: NLT 99 3anponoHoBaHo:
NLT 99,5). 3miHu | Tuny - 3MiHK 3 SKOCTI.
A®I. KoHTposib A®I. 3miHa y napameTpax
cneumdikaLin Ta/abo AoNycTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiHU/NPOMDKXHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYHOTLCS Y NPOLLECi
BUPOGHMLTBA AD| (3BY)XXEHHS AONYCTUMUX
MeX, BU3HaYeHnX y cneuundikadir)
3BY)XEHHS AONYCTUMUX MEX 3a
nokasHukom «Assay by GC (% area)» y
cneuunagikauii Ha peareHT Toluene HOBUM
BMpo6Hukom Novartis Pharma
Schweizerhalle AG, Switzerland
(3aTBepmkeHo: NLT 98 3anponoHoBaHo:
NLT 99,0). 3MiHu | TURY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo ooNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/MPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPO6HULTBA AP (3BYXXEHHS [OMYCTUMUX
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

MeX, BU3HAUYEHVX Yy cneumndikadii)
3BY)KEHHS JOMYCTUMMX MEX 3a
nokasHukom «Purity by titration (% w/w) or
by validated chromatographic technique» y
cneumaikauii Ha peareHT N,N-
Dimethylpyridin-4-amine (DMAP) HoBUM
BMpo6HuKkom Novartis Pharma
Schweizerhalle AG, Switzerland
(3aTBepaxeHo: NLT 98; 3anponoHOBaHo:
NLT 99). 3miHu | Tvny - 3MiHKW 3 AKOCTI.
A®I. KoHTposib A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AoNycTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiHU/NPOMDKXHUWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYHOTLCS Y NPOLLECi
BUPOGHMLTBA AD| (3BY)XXEHHSA AONYCTUMUX
MeX, BU3HaYeHnX Yy cnewmndikadir)
3BY)XEHHS AONYCTUMUX MEX 3a
nokasHukom «Water content by Karl
Fischer titration (% w/v)» y cneundikauii
Ha peareHT Propan-2-ol (2-Propanol,
Isopropanol) HoBvM BupobHUkom Novartis
Pharma Schweizerhalle AG, Switzerland
(3aTBepaxeHo: not greater than 0,2;
3anponoHoBaHo: not greater than 0,15).
3MiHu | TUNY - 3MiHK 3 AKOCTI. ADI.
KoHTposnb A®l. 3miHa y napameTpax
cneumdikauin Ta/abo AONyCTUMUX MEX,
BM3Ha4YeHUX y cneumdpikauisx Ha Adl, abo
BWXiAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMPOGHULTBA ADI (3BYXXEHHS AOMYCTUMUX
MeX, BU3HAYEHNX Yy cneumdikadii)
3BY)KEHHS OMYCTUMMX MeX 3a
nokasHukom «Water content by Karl
Fischer titration (% w/v)» y cneundikauii
Ha peareHT Tetrahydrofuran (THF) HoBuM
BMpo6HMKOM Novartis Pharma
Schweizerhalle AG, Switzerland
(3aTBepmxeHo: not greater than 0,05;
3anponoHoBaHo: not greater than 0,02).
3MiHn | TURY - 3MiHK 3 aKocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo ooNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/MPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPO6HULTBA AP (3BYXXEHHS [OMYCTUMUX
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
MeX, BU3HAUYEHVX Yy cneumndikadii)

3BY)KEHHS JOMYCTUMMX MEX 3a
nokasHukom «Purity by titration (% wiw)» y
cneuudikauii Ha peareHT Acetic acid
HOBUM BUPO6HMKOM Novartis Pharma
Schweizerhalle AG, Switzerland
(3atBepmxeHo: NLT 99 3anponoHoBaHo:
NLT 99,5). 3miHu | TUny - 3MiHW 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo AONyCTUMUX MEX,
BM3Ha4YeHUX y cneumdpikauisx Ha Adl, abo
BWXiAHUIA/NPOMIXHWIA NPOAYKT/peareHT, Wwo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMPOGHULTBA ADI (3BYXXEHHS AOMYCTUMUX
MeX, BU3HAYEHNX Yy cneumdikadii)
3BY)KEHHS [JOMYCTUMMX MeX 3a
NoKasHWKOM «Assay % (V/V)» y
cneumdikauii Ha peareHT Ethanol HoBuM
BMpo6HuKkom Novartis Pharma
Schweizerhalle AG, Switzerland
(3aTBepmkeHo: NLT 99 3anponoHoBaHo:
NLT 99,5). 3miHu | Tuny - 3MiHM 3 SKOCTI.
A®I. KoHTposib A®I. 3miHa y napameTpax
cneumdikaLin Ta/abo AoNycTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiHU/NPOMDKXHUIA NpoAYyKT/pearexT, Wo
BMKOPUCTOBYHOTLCSA Y NPOLLECi
BMPOGHMLTBA AD| (4ONOBHEHHS
crneuudikaLii HOBUM MOKa3HWKOM SIKOCTI Ta
BIZANOBIAHUM METOA0M BUNPOBYBaHHS)
HOBUM BUpo6HUKOM Novartis Pharma
Schweizerhalle AG, Switzerland gogaHo
HOBWI1 NokasHuK «Water content by Karl
Fischer titration (% w/v)» 3 Kputepiamn
npuiAHATHOCTI 7,5 — 9,0 Ta BiANOBIAHWUM
MeToA0M BUMNPOBYBaHHA A0 cneumdikauii
Ha peareHT 2-Hydroxypropane-1,2,3-
tricarboxylic acid (Citric acid). 3miHu | Trny
- 3MiHu 3 sKocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha A®l, abo
BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPOGHMLTBA AP (iHLLI 3MiHW)
3MiHa KpUTepIiB NPUIAHATHOCTI 3a
nokasHukom «Assay by titration (% w/w)» y

crneundikauii Ha peareHT Potassium
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

hydrogen carbonate (Potassium
bicarbonate) HoB1M B1po6HMKOM Novartis
Pharma Schweizerhalle AG, Switzerland
(3aTBepaxeHo: 99 — 101; 3anponoHOBaHO:
NLT 99,0). 3miHu Il TUNy - 3MiHN 3 AKOCTI.
A®|. BUpobHMLTBO. 3MiHa BUPOGHMKA
BVIXiZLHOr0/MPOMIXXHOr0
npoayKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCSA Y BUPOBHUYOMY
npoueci Adl, abo 3miHa BUpobHMKa
(BKtOYatoum, e HeobXxigHO, MicLe
npoBefieHHs1 KOHTPO/II0 skocTi) APl (3a
BiICYTHOCTI cepTudikaTta BignoBigHOCTI
€Bponeiickkili hapmakonei y
3aTBEPAKEHOMY [10CbE)(BBEAEHHS HOBOMO
BMpOGHUMKa A®PI, KON He NogaeTbeA
MacTep-chaiin Ha A®I Ta Lo BuMarae
3HAYHOI 3MiHM 40 BiANOBIAHOrO po3ainy
[ocke Ha Adl)

BBEJEHHSA anbTepHaTMBHOrO BUPOGHNMKa
Ait040T PEYOBVHY TPaMETUHIOY
anmeTtuncynbgokeng Novartis Pharma
Schweizerhalle AG, Switzerland.

174.

MEKIHICT

TabneTkn, BKPUTI
NNiBKOBOKO
060n0HKO No 0,5
mr; no 30 TabneTok
y chnakoHi, no 1
hNakoHy B
KapTOHHI Kopo6Lyi

HosaprTic
dapma Al

LLseiuapis,

BMPOGHUK
Hepo3dacoBaHoi
NPOAYKLUIT Ta KOHTPOb
AKOCTI:
nakcoCmiTKnsinH
MaHyhakTypuHr
C.n.A,, lTania
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
BWNYCK Cepil:
nakco Bennkom C.A.,
Icnanis;
BMPOGHMLTBO,
KOHTPO/b SKOCTI:
HosapTic ®apma
LLiTelin AT,
LLiseiiuapis;
4aCTKOBWI KOHTPO/Tb
AKOCTI:
dapmaHanituka CA,
LLiseiiuapis;
nepBrHHE Ta
BTOPWHHE MaKyBaHHS,
BUNYCK cepil:

Hosapric

ITania/
Icnanis/
Lseiiuapis/
CnoBeHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK Yy
BMPO6HMLTBI. 3amiHa abo BBEAEHHSA
[04aTKOBOI [i/TbHNL BUPOGHMLTBA AN
4yacTuHU abo BCbOro BUPOBHNYOro
npoLiecy roToBOro NikapCcbKoro 3acoby
(ainbHUUSA, Ha AKi NPOBOAATLCA GyAb-AKi
BMPOOHUYI CTafil, 3a BUHATKOM BUNYCKY
cepili, KOHTPO/O SKOCTi, MEPBMHHOIO Ta
BTOPVHHOIO NakyBaHHSA, A1
HecTepusIbHUX JliKapCbKMX 3aco6iB) -
[JopasaHHa Novartis Pharma Stein AG,
Switzerland sik anbTepHaTUBHOIO MicLs
BMPOBHULTBA NiKapCbKoro 3acoby.
3anponoHoBaHo: B1po6HuK
Hepo3dhacoBaHOT MPOAYKLii Ta KOHTPO/b
sKocTi: FnakcoCMmiTKnsiiH MaHyhakTypuHr
C.n.A. / Ctpaga NposiHciasib AconaHa 90
(paiioH CaH-Nono) — 43056 Toppine
(Napma), ITanis. GlaxoSmithKline
Manufacturing S.p.A. / Strada Provincia
Asolana, 90 (San Polo) 43056 Torrile
(Parma), Italy/ MepBKHHE Ta BTOPUHHE
nakyBaHHs, BUNyck cepii: Fnakco Bennkom

3a
peyernmom

He
nionsieae

UA/16836/01/01
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Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
$apmacbloTUKan C.A./ ABpa. Ekctpemapypa, 3 Mon. IHa.
MaHydaxTtypiHr JINC, AnneHgenyepo, ApaHga ae [lyepo,
CnoBeHis Byproc, 09400, IcnaHis. Glaxo Wellcome

S.A. / Avda. Extremadura,3, Pol.Ind.
Allendeduero, Aranda de Duero,
Burgos,09400, Spain. Bupo6Hu1uTBO,
KOHTpOb AKocTi: HoBapTic ®apma LUTeiiH
Al/ Wadhchxayceplutpacce, 4332 LUTeliH,
Leliuapis. Novartis Pharma Stein AG/
chaffhauserstrasse, 4332 Stein,
Switzerland. YacTKOBW KOHTPO/Ib AKOCTI:
dapmaHanituka CA / Byn. Banectpa,
6600 JlokapHo, Lseiiyapis.
Pharmanalytica SA / Via Balestra,6600
Locarno, Switzerland. MNepBuHHe Ta
BTOPUWHHE NakyBaHHs, BUNYyCK cepii: Jlek
dapmacbioTukanc g.4. / Beposlkosa 57,
1526 /llobnsHa, CnoseHis.

Lec Pharmaceuticals d.d. / Verovskova 57,
1526 Ljubljana, Slove. BBegeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEpMKEHHSA. 3MiHM | TUny - 3MiHKW 3
AKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYIOTbCSA BUMYCKY Cepii Ta KOHTPO/IIO
SIKOCTi FOTOBOrO NiKapcbKoro 3acoby
(3amiHa abo foAaBaHHsA AiNbHUL, Ha SKiA
3[iICHIOETLCSA KOHTPO/Ib/BUNPOGYBaHHSA
cepii) - JogaBaHHA Novartis Pharma Stein
AG, Switzerland B sikocTi
a/IbTEPHATUBHOIO MICLIi KOHTPOJIIO SIKOCTI
nikapcbKoro 3acoby. BBeaeHHS 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPIKEHHS. 3MmiHu | TMny - 3MiHKM 3
AKocTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa iMNopTepa/3miHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/IIO
SKOCTi FOTOBOr0 NiKapCbKoro 3acoby
(3amiHa abo foAaBaHHsA AiNbHUL, Ha SKilA
3[iICHIOETLCA KOHTPO/Ib/BUNPOGYBaHHS
cepii) - opasaHHA Pharmanalytica S.A.,
Switzerland B SiIKOCTi anbTepHaTUBHOIO
MiCL{Si YaCTKOBOrO KOHTPOJIO SKOCTI
nikapcbkoro 3acoby. BBeeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEpKEHHSA. 3MiHM | TUny - 3MiHKW 3
AKocTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHW y
BMPO6HMLTBI. 3amiHa abo BBEAEHHSA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

[04aTKOBOT AiNbHULI BUPOOHWLTBA A/1A
4acTVHM abo BCbOro BUPOGHNYOrO
npoLiecy roToBoro NikapcbKoro 3acoby
(AiMbHULA ANA NePBUHHOIO NakyBaHHS) -
[opasaHHa Lek Pharmaceuticals d.d.,
CnoBeHis, K a/lbTEPHATUBHOIO MicLA
NMEepBUHHOTO NakKyBaHHS rOTOBOrO
npoaykTy. BBegeHHs1 3MiH npoTsrom 6-tu
MiCALIB MiCNA 3aTBEPHKEHHSA. 3MiHM | Tuny
- 3MiHU 3 SKOCTI. [OTOBUIA NiKAPChKUIA
3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo
BBEAEHHS LOAATKOBOI AiNbHUL
BMPOGHMLITBA A151 HACTWMHM ab0 BCbOro
BMPOBHMYOro NpoLecy rotToBoro
nikapcbKoro 3acoby (ginbHUUA ans
BTOPWHHOTO NakysBaHHs) - lofasaHHs Lek
Pharmaceuticals d.d., CnoseHisi, sk
a/IbTEPHATMBHOIO MiICLSi BTOPUHHOIO
nakyBaHHS rOTOBOrO NPOAYKTY. BBefeHHA
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAKEHHS. 3MiHM | TUny - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHa iMnopTepa/3MiHu, LWo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSIO
SIKOCTi FOTOBOTO NiKapCbKOro 3acoby
(3amiHa abo gofaBaHHA BUPOOHUKA, L0
BiANOBIfAE 3a BBE3EHHSA Ta/abo BUMYyCK
cepii) - He Bk/toyaroun
KOHTPO/Ib/BUNPOBYBaHHSA cepil -
[opasaHHA Lek Pharmaceuticals d.d.,
CnoBeHis, AK aflbTEPHATUBHOMO MiCLs
BUMYCKY Cepili (He BK/IoYatoun KOHTPOb
cepiit) Ans roToBoro npoaykTa. HAk
HacnifloK BBEIEHHA TEKCTY MapKyBaHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3miHn
3 AKOCTi. F0TOBMIA NikapCbknii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3MiHW Y npoueci
BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro
3ac006y, BK/I0HAKUM NPOMDKHUIA NPOAYKT,
LLI0 3aCTOCOBYETHCS NMPW BUPOOHULTBI
rOTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHW)
- fopasaHHs eTany nonepeaHbLoro
3MillyBaHHA nepeg nepLmm 3millyBaHHAM
(npouec cTraHgapTum3auii/onTumisauin).
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepikeHHs. 3MiHu | Tuny - 3MiHK
3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
y BUPOGHMLTBI. 3MiHW y npoLieci

BMPOGHWLITBA FOTOBOTO NiKapPCbKOro
3aco0y, BK/OYakUy NPOMKHUA NPOAYKT,
LLIO0 3aCTOCOBYETLCS MPU BUPOOHULTBI
roTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHW)
- fonaBaHHs eTany npocitoBaHHA nepes
OCTaTOYHUM 3MiLLyBaHHAM (npouec
cTaHfapTu3auii/onTumisauir). BBegeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEpMKEHHS. 3MiHM | Tuny - 3MiHK 3
AKocTi. FO0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHW Y NpoLeci
BMPOBHWLITBA FOTOBOTO liKapPCbKOro
3aco0y, BK/oYatouy NPOMKHUA NPOAYKT,
LLIO 3aCTOCOBYETLCS NP BUPOBHULTBI
rOTOBOrO /iKapCbKOro 3aco6y (iHLUi 3MiHW)
- 3MiHa napameTpiB NpoLecy CTUCHEHHS
(ana agantauii 4O KOMNPECOPHMX MaLLWH
3 pi3HMMU NpUHLMNamy nogadi). BeegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHSA. 3MiHu | TYny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOBHMUTBI. 3MiHK y npoveci
BVMPOGHMLTBA rOTOBOTO JiKapCbKOro
3aco06y, BK/1I0HAKUM NPOMDKHUIA NPOAYKT,
LLI0 3aCTOCOBYETHCS MPW BUPOOHULTBI
rOTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHW)
- 3miHa napameTpiB NPOLEeCy HaHECEHHS
nokpuTT (W06 npuctocysarucs Ao 65%
3MEHLLEHHS po3Mipy dhopmu Ans
HaHeCeHHs NoKpuTTA). BBEAEHHNA 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPAXKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[OMNYCTUMNX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUpobHUUTBa
roTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHW)
- HesHauHi 3MiHM B aHaniTUuHIli npoLeaypi
ons IPC «Mean tablet weight» (cepegHs
Maca Tabnetku): po3mip 3paska ans IPC
«Mean tablet weight » 3miHeHo 3 10 siaep
Tabnetok y GSK Parma Ha 20 sgep
Tabnetok y Novartis Pharma Stein
BiANOBIAHO [0 CTAHAAPTHMX onepauiiHux
npoueayp. BeefeHHs 3MiH npoTarom 6-Tu
MicaLiB nicna 3aTBepmKeHHs. 3MiHu | Tuny

- 3MiHK 3 SIKOCTi. FOTOBMIA Nikapcbkuii
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM

BUNpobyBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHNX Y cneundikauisax, nig vyac
BMPOOHWLITBA FOTOBOTO JliKapPCbKOro
3ac006y (3BY)XEHHS [ONYCTUMUX MEX) -
3BY)XEHHS NOKA3HWUKIB HOPMYBaHHS A1
«CepefHboi Mmacu Tabnetkm» nsa 0,5 mr 3
140-150 mr o 142-148 wmr; Ana 2mr 3 160-
170 vr go 162-168wr. BeefeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBepXeHHS. 3MiHY | TUny - 3MiHKn 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[OMYyCTUMUX MEX, BCTAHOBNEHWX Y
cneuudikauisix, nig yac BUpooHULTBA
rOTOBOrO J1iKapCbKOro 3acoby (3BY)XXEHHS
[OMYCTUMMX MEX) - 3BY)KEHHSI MOKa3HUKIB
HOpMYyBaHHs Ans «PoscmnyacTicTb
TabneTkn». BBeAEHHA 3MiH NPOTAroM 6-Tn
MicaLiB nicna 3aTBepmKeHHs. 3MiHu | Tuny
- 3MiHK 3 siKOCTi. FOTOBMIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHN Y
npoueci BUpOGHULTBA rOTOBOrO
NiKapcbKoro 3acoby, BKIYaum
NPOMDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCSA
npv BUPOGHULITBI FOTOBOTO NiKapPCbKOro
3aco06y (iHwWwi 3MiHN) - BBegeHHs
iHchopmavii Npo nakyBaHHA npoaykuii bulk
Ons npencTasneHoi AinbHuui Novartis
Pharma Stein BignoBigHO 40 HOPMATUBHUX
BMMOT (iHchopMmavis, ekBiBasieHTHa TilA, Lo
cnoyatky 6yna 3apeectpoBaHa GSK),
OHOBJIEHHSA po3ainy 3.2.P.7 cuctema
ynakoBku Ans in bulk. BBefeHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAXKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKocTi. [oTOBWIA Nikapcbkuii 3aci6.
KOHTPO/b AONOMIKHMX PeHOBUH. 3MiHa
napameTpiB cneuudikaLii Ta/abo
[OMNYCTUMMX MEX A/151 LOMOMDKHOT
peyoBUHM (JONOBHEHHA cneuudikauii
HOBMM MOKa3HWKOM 3 BiAMNOBIAHUM
MeToAOM BUNpPobyBaHHs) - [lo
cneumdikaLiii npemikcis A8 NOKpUTTA
Opadry (Opadry Yellow 03B120006)
[04aHOo HOBMIA MapameTp cneuudikauii
«|geHTUYHICTb 3a Bi3yaslbHUM Ornsagom» i3

BiAANOBIAHWM METOA0M TECTYBaHHS.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
BBeaeHHs 3MiH NpoTArom 6-Tn MicAuiB

nicnsa 3aTBepikeHHs. 3MiHu | Tuny - 3MiHK
3 AIKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTPO/b AONOMiIXKHVX PeYOBUH. 3MiHa
napameTpiB cneuudikauili Ta/abo
[ONYCTUMMX MEX A5 AONOMDKHOT
PeYOBUHM (JONOBHEHHS cneuudikauil
HOBWM MOKa3HMKOM 3 BiNOBIAHUM
MeToOM BUNpPobyBaHHs) - [lo
cneumdikaLiin NpemikciB 4515 NOKpUTTA
Opadry - Opadry Pink YS-1-14762-A
[04aH0 HOBWIA NapameTp cneumdikauii
«|JeHTNYHICTb 3a Bi3yaslbHUM OrNI40M» 3
BiANoBigHMM MeTo4OM TecTyBaHHS.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn
3 AKOCTi. F0TOBUIA Nikapcbkuid 3aci6.
KOHTPO/Ib AONOMDKHMX PEYOBUH. 3MiHa
napameTpiB cneuyndikauiii Ta/abo
O0NYCTUMUX MEX A1 LONOMIXHOT
peyoBuHM (iHLUI 3MiHK) - 3aMiHa
napameTpa cneundikauii («Residue on
ignition» (3aNULLOK NiCNsA NPOXapBaHHS))
3aMiHeHO Ha «Total ash» (3aranbHa 30na))
3 Bi4NOBIAHNM METOAOM BUMPOGYBaHHSA
015 npeMmikciB Ans nokpuTTa Opadry -
Opadry Yellow 03B120006. BeeaeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBepXeHHSA. 3MiHW | Tuny - 3MiHKn 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTPO/b AONOMIKHVX PeYOBUH. 3MiHa
napameTpiB cneuudikauili Ta/abo
[ONYCTUMMX MEX A/15 AONOMDKHOT
PeyYoBUHM (iHLLI 3MiHK) - 3aMiHa
napameTpa cneyudikauii («Residue on
ignition» 3amiHeHo Ha «Total ash») Ha
BigMNoBigHWIA MeToA, KNl He €
pe3ynbTaTom npobaemu 6e3nekn AKoCTi
ANAa npemikcis Ans nokpuTTa Opadry -
Opadry Pink YS-1-14762-A. BBefeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAXKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbknii 3aci6.
KOHTPO/b AONOMDKHMX peYOBUH. 3MiHa Y
mMeTofax BUNPO6yBaHHA JOMNOMIKHOI
peyoBuMHM (iHLI 3MiHM y MeToAax
BMNPOBYBaHHSA (BK/IHOYa0UM 3aMiHy abo

fofasaHHs)) - 3amiHa npoueaypu
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
TecTyBaHHS Ha «ldentity by IR» ans

npemikcis nokputTa Opadry - Opadry
Yellow 03B120006 3 meTogy in house go
BumMor EP 2.2.24. BBefeHHs 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPAXKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbknii 3aci6.
KOHTPO/b AONOMDKHMX peYoBUH. 3MiHa Y
mMeTofax BUNPO6yBaHHA JOMNOMIXKHOI
peyoBuMHM (iHLI 3MiHM y MeToAax
BMNPOBYBaHHSA (BK/IHOHa0UM 3aMiHy abo
[ofasaHHs)) - 3amiHa npoueaypu
TecTyBaHHS Ha «ldentity by IR» ans
npemikcis nokputTa Opadry — Pink YC -1-
14762 —A, 3 meTogy in house o sumor EP
2.2.24. BBefeHHS 3MiH MpOTSArom 6-tm
MicaLiB nicna 3aTBepiKeHHs. 3MiHu | Tuny
- 3MiHK 3 siKOCTi. FOTOBMIA Nikapcbkuii
3aci6. KOHTposb JOMOMDKHUX PEYOBUH.
3MmiHa y meTogax BunpobyBaHHs
[OMOMDKHOT peYOBUHM (iHLLT 3MiHW Y
MeToAax BUNpPo6yBaHHS (BK/IHOHYAKUM
3amiHy abo gofaBaHHs)) - 3amMiHa
npoueaypu TecTyBaHHsA Ha «ldentity of
titanium» gns npemikcis nokputTs Opadry
- Opadry Yellow 03B120006 3 meToAy in
house go sumor USP/ NF monograph
«Titaniumdioxide». BBegeHHs1 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPAXKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKocTi. [OoTOBWIA Nikapcbknii 3aci6.
KOHTPO/b AONOMDKHMX peYOBUH. 3MiHa Y
mMeTofax BUNPO6yBaHHA JOMNOMIXKHOI
peyoBUHM (iHLWI 3MiHM y MeToAax
BMNPOBYBaHHSA (BK/IHOYa0UM 3aMiHy abo
[ofasaHHs)) - 3amiHa npoueaypu
TecTyBaHHs Ha «ldentity of titanium» gns
npemikcis nokputTa Opadry Pink YS-1-
14762-A 3 meTogay in house o Bumor
USP/ NF monograph «Titaniumdioxide.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3miHu
3 AKOCTi. F0TOBUIA Nikapcbkuid 3aci6.
KOHTPO/b AONOMDKHMX peYOBUH. 3MiHa Y
mMeTofax BUNPO6yBaHHA JOMNOMIKHOI
peyoBuMHM (iHLI 3MiHM y MeToAax
BMNPOBYBaHHSA (BK/IHOYa0UM 3aMiHy abo

fofasaHHs)) - 3amiHa npoueaypu
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

TecTyBaHHSA Ha «ldentity of iron» gns
npemikcis nokputTa — Opadry Yellow
03B120006, 3 meToay in house go Bumor
USP/ NF monograph «Ferric oxide».
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3miHu
3 AKOCTi. F0TOBUIA Nnikapcbkuii 3aci6.
KOHTPO/b AONOMDKHMX peYoBUH. 3MiHa Y
mMeTofax BUNPO6yBaHHA JOMNOMIXKHOI
peyoBuMHM (iHLI 3MiHM y MeToAax
BMNPOBYBaHHSA (BK/IHOHa0UM 3aMiHy abo
[ofasaHHs)) - 3amiHa npoueaypu
TecTyBaHHSA Ha «ldentity of iron» gns
npemikcis NOKpUTTA - Pink YS-1-14762-A 3
meToay in house o Bumor USP/ NF
monograph «Ferric oxide». BBegeHHs 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPAXKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKocTi. [oToBWIA Nikapcbknii 3aci6.
KOHTpO/b roToBOro Nikapcbkoro 3acoby.
3miHa napameTpiB cneyudikayii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3acoby (foMNoBHEHHS crieundikaLii HoBUM
NMOKa3HNKOM 3 BifNOBiLH/M METOAOM
BUNpobyBaHHs) - [logaBaHHA napameTpa
BUNpo6yBaHHA «CepeaHs Maca» Ao
cneumdikaLii roToBoro NpoAykTy 3 oro
BiANOBIAHUM MEeTOA0M BMNPOOYBaHHSA
BiANOBIAHO 00 YMHHKUX cTaHaapTiB Novartis
(BM3HAYEHHSA METOAOM 3BaXKyBaHHS).
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepkeHHs. 3MiHu | Tuny - 3MiHK
3 AIKOCTi. FOTOBMIA Nnikapcbkuii 3aci6.
KOHTpO/b roTOBOrO Nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3ac00y (iHWi 3MiHK) - 36iNbLIEHHS YAaCTOTK
TeCTyBaHHS NOKa3HUka «BusHaueHHs
yncna MiKpoopraHiamiB», 3aTBepaKeHo:
Br3HaueHHs uncna MikpoopraHiamis- siK
npaBu/o He NepeBIpseTLCA, asnle y pasi
BunNpobyBaHHA Byae BiAnosigatu
BuMoOram. BusHaueHHs uncna
MikpoopraHi3mis Ta E.coli npoBoantbes
MiHIMyM 4719 OAHI€ET cepii Ha piK.
3anponoHoBaHo: BunpobyBaHHsA
npoBOAATbL Ha 5-Tv MOCNIAOBHUX
NPOMWCNIOBKX Cepisix. HKLIO BUMOTH
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

[OTPMMYIOTBCA, YacToTa BUNpobyBaHb
MOXe OyTU 3MeHLUeHa A0 KOXHOT 10-i
cepii. LLloHalimeHLIe ogHa cepist NOBUHHA
6GyTV NepeBipeHa B KOXXHOMY
KaneHgapHoMy poLi, B SKOMY
BUPOGNSETLCA NiKapCbKWii 3aci6.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepkeHHs. 3MiHu | Tuny - 3MiHK
3 AIKOCTi. FOTOBMIA Nnikapcbkuii 3aci6.
KOHTpO/b roTOBOro Nikapcbkoro 3acoby.
3MiHa y MeTogax BUNpobyBaHHA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MmiHa y
3aTBEPMKEHNX MeToAax BUNPOGyBaHHS) -
3MiHa y MeTofax BUNpobyBaHHSA A/1A
TecTy «lgeHTudikauis metogom Yo
CnekTpohOTOMETPI»: 3MiHN Y
npo6oniaroToBLi, a came 06'eM «5 M1»
BiAKMAAETLCA 3aMiCTb «3 M/1». BBeeHHS
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBepXeHHSA. 3MiHW | Tuny - 3MiHKn 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. Onuc
Ta cknag. 3MiHa abo goAaBaHHs LWTamniB,
NOTOBLLEHb a60 iHLWMX MapKyBaHb,
yK/Ilo4aoun 3amiHy abo goaaBaHHs hapb
0719 MapKyBaHHS NiKapcbkoro 3acoby
(3miHa WwTamMnis, NOTOBLYEHb ab0 IHLINX
MapKyBaHb) - 3MiHa TUCHEHHSA TabneTku:
3amiHa nitep GSK Ha norotunu/6yksu
Novartis. Sk Hacnigok BiANOBIAHI 3MiHK
BHECEHO [0 TEKCTY MapKyBaHHS yNakoBOK
nikapcbKoro 3acoby. BBeAeHHs 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS. - 3MiHuM | TUny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbknii 3aci6.
Cuctema KoHTelHep/3aKynoptoBasbHUi
3aci6. 3MiHa y NepBYHHIi ynakoBL,i
roTOBOrO JliKapCbKOro 3acoby (sKicHuiA Ta
KinbKicHWI cknag) - TBepai nikapcbki
chopmm - 3MiHa ck1ady KOHTakTHOro Lapy
BKNaguLwwa 3 iHAYKUinHUM
TepMO3BaploBaHHAM Y KpULLIKaX, AKi
BMKOPUCTOBYIOTbCS Ha Lek
Pharmaceuticals d.d., CnoseHis (3
nonieTuneHy Ha noni (eTunex-
BiHinaueTar)). BBefieHHs1 3MiH NnpoTarom 6-
TV MIiCALIB NiCNA 3aTBEPMKEHHS. 3MiHM |
TUMy - 3MiHK 3 AIKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KoHTposib roToBOro nikapcbkoro
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
3acoby. 3miHa napameTpiB cneyudikawii
Ta/abo fonyCTUMUX MEX rOTOBOrO

nikapcbKoro 3acoby (iHLwi 3MiHK) - 3miHa
cneuudikaLii roToBOro NpoAyKTy ANs
6iNbLL TOYHOTO OMMCY 30BHILLHBLOIO
BUINS4Y NiKapcbKoro 3acoby.
3aTBepAkeHo: 2Mr: POXEBOro KO/bopy,
Kpyrni, 4BOONYK/i TaBNeTKN BKPUTI
MN/1iBKOBOK 060/10HKOI0, 3 TUCHEHHAM GS 3
opHoro 6oky Ta HMJ 3 iHworo 6oky. 0,5
MTr: XXOBTOrO KOJ1IbOpY, Y (hOpMi oBany,
ABOONYKNi TabNeTku BKPUTI NNiBKOBOIO
060/10HKOHD, 3 TUCHEHHAM GS 3 0A4HOr0
60Ky Ta TFS 3 iHLWOro 60Ky.
3anponoHoBaHoO: 2Mr: Kpyr/i, ABOOMNYKi
Tab1eTkN BKPUTI M/1IBKOBOK OGO/IOHKOHO 3i
CKOLUEHVUMM KpasiMi, POXXEBOTO KObOPY,
6e3 pUCKN 3 TUCHEHHSAM « C)» 3 OfHOr0

NiKapCbKOro 3acoby, BKIHYAKUN [iNTbHULL

BK/THOHAIOYMN BUMYCK Cepiid) - 3MiHa Ha3Bwu
OiNbHULI «/lek dapMacbloTUKasc 4.4.» Ha

afpecwu, BignoBiganbHOI 3a NePBUHHE Ta

60Ky Ta «LL» 3 iHWoro 60ky; NpM6AnN3HWIA
giameTp: 7,6 mm. 0,5 mr: y coopmi osany,
ABOONYKNi TabneTku BKPUTI NNiBKOBOIO
000/I0HKOIO 3i CKOLLUEHNMU KpasiMu,
)XOBTOrO KO/bOPY, 6€3 pUCKK, 3 TUCHEHHAM
«» 3 0fJHOr0 60Ky Ta «TT» 3 iHLWIOro 60Ky
npubnnsHuii giavetp: JoBxuHa: 9.0 Mm
LWvpuHa: 5.0 MM 3MiHK BHECEHI B
IHCTPYKUiO AN MeAMYHOT0o 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny “/likapcbka
dhopma. OCHOBHI i3NKO-XiMiYHi
B/1ACTMBOCTI" Y 3B'A3KY 3 YTOUYHEHHAM
chopmun TabneTkn. BBeAeHHs 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBepKeHHs. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHA AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro

BUMNYCKy cepii abo MicLe npoBefeHHs
KOHTPOJO SKOCTI. (ZisNIbHICTb, 3a Ky
Bignosigae BMpOGHuK/iMnopTep,

«HoBapTic ®apmacbloTvkan
MaHyhakTypiHr JIIC» Ta yTOYHEHHS

BTOPVHHE MaKyBaHHs1, BUMYCK cepii.

MicLe3HaxomKeHHs AiNbHULi He
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

3MIHIOETBCS. 3aTBEPAXKEHO - NEPBUHHE Ta
BTOPVHHE NakyBaHHS, BUMNYCK cepil - Jlek
dapmaueBTUYHA KOMNaHIA 4. 4.
BeposuwkoBa 57, /llo6nsHa 1526,
CnoseHis/Lek Pharmaceuticals d. d.
Verovskova 57, Ljubljana, 1526, Slovenia.
3anponoHoOBaHO - NepBYHHE Ta BTOPUHHE
nakyBaHHs1, BUMNycK cepii: HoBapTic
dapmacsioTikan MaHnydaktypidr JI1C. /
By/1. BeposLikoa 57, MliobnsHa, 1000,
Cnosetia/ Novartis Pharmaceutical
Manufacturing LLC / Verovskova Ulica 57,
Ljubljana, 1000, Slovenia. 3MiH1 BHECEHI B
po3ainu "BMpo6HuK" Ta
"Micue3HaxomkeHHs BUPO6HMKa Ta
ajpeca MicLs NpoBaKeHHs Moro
LiSNbHOCTI" B IHCTPYKLiO 418 MeguyHoro
3acTocyBaHHSA NikapcbKoro 3acoby y
3B'A3Ky 3 3MiHOI AiNbHUL| «/lek
dapmMacbloTUKasc 4.4.» Ha «HoBapTic
dapmacbloTvkan ManydakTypiHr JI/1C» Ta
AK HACMIJOK O TEKCTY MapKyBaHHS
yNaKkoBKM NikapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepKEHHs.

175.

MEKIHICT

TabneTku, BKPUTI
nAiBKOBOO
060/I0HKOIO MO 2 MT;
no 30 Tabnetok y
dhnakoHi, no 1
chnakoHy B
KapTOHHI Kopo6Lyi

Hosapric
Papma Al

LseiiLapis

BUPOBHUK
Hepo3dgacoBaHOi
NpOAyKLii Ta KOHTPO/b
SAKOCTI:
nakcoCmiTKnsainH
MaHythakTypyHr
C.n.A., ITanisa
nepBrHHE Ta
BTOPWHHE MaKyBaHHS,
BUNYCK cepil:
nakco Bennkom C.A.,
Icnanis;
BUPOGHMLTBO,
KOHTPO/b SIKOCTI:
HoapTic ®apma
LLTelH AT,
LLiseiuapis;
4aCcTKOBWiI KOHTPO/Tb
SAKOCTI:
dapmaHanituka CA,
LLiseiiuapis;
nepBuHHe Ta
BTOPUHHE NakyBaHHs,

ITania/
Icnanis/
Lseiuapis/
CnoBeHisa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI.
['oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPOBGHUUTBI. 3amiHa abo BBeAeHHS
[0[aTKOBOI [i/TbHUL BUPOGHMLTBA A5
4acTuHK abo BCbOro BUPOGHNYOTO
npoLecy roToBoro Nikapcbkoro 3acoty
(ainbHUUA, Ha AKi NPOBOAATLCA ByAb-AKi
BMPOGHUYI CTagji, 3a BUHATKOM BUMYCKY
Ccepiii, KOHTPO/HO AKOCTi, NEPBUHHOTO Ta
BTOPVHHOTIO NakyBaHHS, A1
HEeCTepPWU/IbHUX NIKapPCbKMX 3acobiB) -
JopasaHHa Novartis Pharma Stein AG,
Switzerland siK anbTepHaTUBHOIO MicLA
BMPOGHMLITBA NiKapCbKOro 3acoby.
3anponoHoBaHo: BUpO6HMK
Hepo3dhacoBaHOT NPOAYKLii Ta KOHTPO/b
skocTi: nakcoCmiTKnaiH MaHydakTypuHr
C.n.A. / Ctpaga MNposiHcianb AconaHa 90
(paioH Can-lMono) — 43056 Toppine
(Mapma), ITania. GlaxoSmithKline
Manufacturing S.p.A. / Strada Provincia
Asolana, 90 (San Polo) 43056 Torrile

3a
peyenmom

He
nionseae

UA/16836/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
BVNYCK Cepil: (Parma), Italy/ NepBuHHE Ta BTOPUHHE
HosapTic nakyBaHHs1, BUNycK cepii: Fnakco Benskom
dapmacbloTuKan C.A./ ABpa. EkcTpemagypa, 3 Mon. IHa.
MaHychakTypiHr JI1C, AnneHgenyepo, ApaHga ge flyepo,
CnoBeHis Byproc, 09400, IcnaHis. Glaxo Wellcome

S.A. / Avda. Extremadura,3, Pol.Ind.
Allendeduero, Aranda de Duero,
Burgos,09400, Spain. Bupo6HULTBO,
KOHTpOnb sikocTi: HoBapTic ®apma LUTelH
AT/ Waddxayceptpacce, 4332 LUTeiiH,
LLiBefiuapisi. Novartis Pharma Stein AG/
chaffhauserstrasse, 4332 Stein,
Switzerland. YacTKoBWI KOHTPO/b SKOCTI:
dapmaHanituka CA / Byn. bBanectpa,
6600 JlokapHo, Lselilapis.
Pharmanalytica SA / Via Balestra,6600
Locarno, Switzerland. MNepBuHHe Ta
BTOPUHHE NakyBaHHA, BUNYCK cepii: Jlek
dapmacbioTrkanc g.4a. / Beposiikosa 57,
1526 J/liobnsHa, CnoseHis.

Lec Pharmaceuticals d.d. / Verovskova 57,
1526 Ljubljana, Slove. BBegeHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHS. 3MiHM | TMny - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOBGHULTBI. 3MiHa iMnopTepa/3MiHu, LWo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPO/I0
SIKOCTi FOTOBOTO NiKapCbKOro 3acoby
(3amiHa abo foaaBaHHA AiNbHULI, Ha SKilA
3AiAiCHIOETLCSA KOHTPO/b/BUNPOBYBaHHS
cepii) - logaeaHHsA Novartis Pharma Stein
AG, Switzerland B sikocTi
aNbTePHATUBHOIO MiCLA KOHTPOSTHO SKOCTI
nikapcbKoro 3acoby. BBegeHHs 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPKEHHSA. 3MiHu | TUNY - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHa iMNopTepa/3MiHu, LWo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSI0
SIKOCTi FOTOBOTO NiKapCbKOro 3acoby
(3amiHa abo foAaBaHHA AiNbHULI, Ha SKilA
3AiAiCHIETLCSA KOHTPO/b/BUNPOBYBaHHS
cepii) - flogasaHHa Pharmanalytica S.A.,
Switzerland B SiIKOCTi anbTepHaTUBHOIO
MiCLi1 YaCTKOBOIO KOHTPOJTHO SIKOCTI
nikapcbkoro 3aco6y. BeegeHHs 3MiH
NpoTArom 6-Tv MicsLiB micns
3aTBEPAKEHHS. 3MiHM | TMny - 3MiHK 3
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOOHUUTBI. 3amiHa abo BBeEHHS
[04aTKOBOT AiNbHULI BUPOOHULTBA A11A
4acTHM abo BCbLOro BUPOOGHNYOTO
npoLecy rotToBoro Nikapcbkoro 3acoby
(AinbHULA ANA NEPBUMHHOIO NaKyBaHHS) -
[opaBaHHsa Lek Pharmaceuticals d.d.,
CnoBeHis, AK anbTepHaTUBHOMO MicLs
NEepPBUHHOTO MakKyBaHHS FOTOBOrO
npoayKkTy. BeefeHHs 3MiH npoTsrom 6-tv
MicALiB nicns 3aTBepKeHHs. 3MiHK | Tuny
- 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3miHM y BUpo6bHMUTBI. 3amiHa abo
BBEEHHS 0AATKOBOI AiNbHULL
BMPOGHMLTBA 151 HACTUHW ab0 BCbOro
BMPOBHNYOro NpoLecy rotosoro
nikapcbKoro 3acoby (AinbHuUUA ons
BTOPUHHOIO NakyBaHHA) - [logasaHHs Lek
Pharmaceuticals d.d., CnoseHis, sk
aIbTEPHATUBHOIO MiICLi BTOPUHHOIO
nakyBaHHS rOTOBOr0O NPoAyKTy. BBefeHHS
3MiH NpOTArom 6-Tn MicauiB nicns
3aTBEPKEHHSA. 3MiHY | TNy - 3MiHK 3
AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYIOTbCA BUNYCKY Cepii Ta KOHTPO/IIO
SIKOCTi FOTOBOrO NiKapcbKoro 3acoby
(3amiHa abo goAaBaHHSA BUPOGHMKA, Lo
BiANOBIAAaE 3a BBE3EHHS Ta/abo BUMYycK
cepii) - He Bkntovaroum
KOHTPO/b/BUNPOBYBaHHSA cepii -
[opasaHHa Lek Pharmaceuticals d.d.,
CnoBeHis, K a/lbTEPHATUBHOIO MicLA
BWMNYCKY Cepiil (He BKIKYaKUM KOHTPOsIb
cepiii) AnsA rotoBoro npoaykTa. Ak
HacNifloK BBEEHHSA TEKCTY MapKyBaHHS.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepikeHHs. 3MiHu | Tuny - 3MiHK
3 AkoCTi. FOTOBUMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHW y npoLieci
BMPOBHWLITBA FOTOBOTO NiKapPCbKOro
3aco0y, BK/OYakUy NPOMKHUA NPOAYKT,
LLIO 3aCTOCOBYETLCS MPU BUPOOHULTBI
roTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHK)
- fopaBaHHs eTany nonepeaHbLOro
3MillyBaHHA nepeg nepmm 3millyBaHHAM
(npouec craHgapTu3auii/onTumisauir).
BBefieHHs 3MiH NpoTArom 6-Tn Micauis
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn

3 AKOCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHULTBI. 3MiHW y NpoLieci
BMPOOHWLITBA FOTOBOTO JliKapPCbKOro
3aco0y, BK/oYatouy NPOMKHUA NPOAYKT,
LLIO 3aCTOCOBYETLCS NP BUPOBHULTBI
rOTOBOrO /1iKapCbKOro 3aco6y (iHLUi 3MiHW)
- JopaBaHHA eTany NpocitoBaHHA nepeg,
OCTaTOYHUM 3MiLLyBaHHAM (npoLec
cTaHgapTm3auji/ontTumisayii). BBegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHK Y npoveci
BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro
3aco06y, BK/I0HAKUMN NPOMDKHUIA NPOAYKT,
LLI0 3aCTOCOBYETHCS MPW BUPOOHULTBI
rOTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHW)
- 3MiHa napameTpiB NPoLecy CTUCHEHHS
(ans aganTauii 4O KOMNPECOPHUX MALLUVH
3 pi3HUMU NpUHLMNamu nogadi). BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS. 3MiHu | TNy - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHN Y NpoLeci
BMPOGHWLITBA FOTOBOTO NliKapPCbKOro
3aco0y, BK/OYakUy NPOMKHUA NPOAYKT,
LLIO 3aCTOCOBYETLCS MPU BUPOOHULTBI
roTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHW)
- 3MiHa napameTpiB NPoLLeCy HaHeCeHHs
nokpuTTSA (W06 npuctocysaTncs Ao 65%
3MeHLUEHHS po3Mipy dhopMu AN
HaHeCceHHs NoKpUTTA). BBeaeHHs 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBepXeHHS. 3MiHY | Tuny - 3MiHKn 3
AKOCTI. FoTOoBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[OMYyCTUMUX MEX, BCTAHOBNEHWX Y
cneuudikauisix, nig yac BUpobHULTBA
rOTOBOrO /iKapCbKOro 3aco6y (iHLUi 3MiHW)
- He3HauHi 3MiHM B aHaniTMYHIi npoueaypi
ansa IPC «Mean tablet weight» (cepegHs
maca TabneTku): po3mip 3paska ans IPC
«Mean tablet weight » 3miHeHo 3 10 sgep
Tabnetok y GSK Parma Ha 20 sgep
Tabnetok y Novartis Pharma Stein
BiANOBIAHO [0 CTaHAAPTHMX onepavyjinHux

npoueayp. BeefieHHsi 3MiH NpoTsArom 6-Tu
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

MiCALIB MiC/1A 3aTBEPKEHHSA. 3MiHu | Trny
- 3MiHU 3 SKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. 3MiHV y BUPOOHULTBI. 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX,
BCTaHOBMEHMX Y cneuudikauisx, nig yac
BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro
3ac06y (3BY)XXEHHS JOMYCTUMUX MEX) -
3BY)XEHHS NOKa3HUKIB HOPMYBaHHS A1
«CepefHboi Macu Tabnetkm» Ansa 0,5 mr 3
140-150 mr o 142-148 wmr; Ana 2mr 3 160-
170 mr oo 162-168wmr. BBefieHHsA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3
AKocTi. FO0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNpOOyBaHb abo
[OMYyCTUMUX MEX, BCTAHOB/IEHVX Y
crneundikalisx, nig yac BUPo6HULTBA
rOTOBOrO /1iKapCbKOro 3acoby (3BY)XXEHHs
[OMYCTUMMX MEeX) - 3BY)KEHHSI MOKa3HWKIB
HOpPMYBaHHS a1 «Po3cunyacTicTb
Tabnetkn». BBeAeHHA 3MiH NpoTsArom 6-Tu
MiCALIB MiC/1A 3aTBEpKEHHSA. 3MiHu | Trny
- 3MiHU 3 SKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. 3MiHV Y BUPOOHULITBI. 3MiHN Y
npoeci BUpo6bHULITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIDKHWI NPOAYKT, LLIO 3aCTOCOBYETHLCS
npy BUPOBGHMLTBI FOTOBOTO NiKapCbKOro
3aco6y (iHLWi 3MiHK) - BBeeHHSA
iHchopmaii Npo nakyBaHHA npoaykuii bulk
Ansa npegcrtasneHoi ginbHuui Novartis
Pharma Stein BignosigHO A0 HOPMAaTUBHUX
BuMor (iHchopmaulis, ekBiBaneHTHa Tii, Lo
cnoyatky 6yna 3apeectpoBaHa GSK),
OHOBJIEHHSA po3gainy 3.2.P.7 cuctema
ynakoeku ans in bulk. BeegeHHs 3miH
npoTArom 6-Tn MicAuiB nicns
3aTBepXeHHSA. 3MiHW | Tuny - 3MiHKn 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTPO/b AONOMIKHVX PeYOBUH. 3MiHa
napameTpiB cneuudikauili Ta/abo
[ONYCTUMMX MEX A/15 AONOMDKHOT
PeYOBUHM (JONOBHEHHS cneuudikauil
HOBWM MOKa3HMKOM 3 BiANOBIAHUM
MeToAOM BUNpPobyBaHHs) - [lo
cneuudikaLiin NpemikciB 4515 NOKpUTTA
Opadry (Opadry Yellow 03B120006)
[04aH0 HOBMWIA NapameTp cneuundikawii
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
«|AeHTUYHICTb 3a Bi3yaslbHUM Or1a40M>» i3

BiiNOBIAHNM METOAOM TECTyBaHHS.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn

3 AKOCTi. F0TOBUIA Nikapcbkuid 3aci6.
KOHTPO/Ib AONOMDKHMX PEYOBUH. 3MiHa
napameTpiB cneuudikauiii Ta/abo
O0NyCTUMUX MEX A1 LONOMIXHOT
PeyoBUHM (AONOBHEHHS cneuudikauii
HOBWUM MOKa3HMKOM 3 BiAMOBiAHUM
MeTOoA0M BUNpPobyBaHHSA) - [lo
cneumdikauiii npemikciB 418 NOKPUTTS
Opadry - Opadry Pink YS-1-14762-A

[0faHo HOBWIA MapameTp cneuudikauii

«|AEHTUYHICTb 3a Bidya/lbHUM OrNsIA0M» 3
BiAMOBIAHWM MeTof0M TecTyBaHHs.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3miHn
3 AKOCTi. F0TOBUIA Nnikapcbkuii 3aci6.
KOHTPO/b AONOMIKHMX PeHOBUH. 3MiHa
napameTpiB cneuudikaLii Ta/abo
[OMNYCTUMMX MEX A/151 LOMOMDKHOT
peyoBUHM (iHLWi 3MiHKM) - 3amiHa
napameTpa cneyndikauii («Residue on
ignition» (3a/1MLLIOK MiC/1A NpoXaproBaHHS))
3amiHeHo Ha «Total ash» (3arasibHa 301a))
3 BiNOBIAHNM METOAOM BUMPOGYBaHHSA
Ansa npemikciB ans nokpuTTa Opadry -
Opadry Yellow 03B120006. BeeaeHHs
3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib AONOMDKHMX PEYOBUH. 3MiHa
napameTpiB cneuudikauiii Ta/abo
O0NyCTUMUX MEX A1 LONOMIXHOT
pPeyoBUHM (iHLLI 3MiHK) - 3aMiHa
napameTpa cneyndikauii («Residue on
ignition» 3aMiHeHo Ha «Total ash») Ha
BiANOBIAHWIA MeTOA, AKWIA He €
pe3ynbTaTom npo6aemmn 6e3nekn SKocTi
015 npeMikciB Ans nokpuTTa Opadry -
Opadry Pink YS-1-14762-A. BBefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepXeHHSA. 3MiHW | Tuny - 3MiHKn 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTPO/Ib AONOMiIKHVX peYOBUH. 3MiHa Y
mMeToAax BUNPOGYBaHHSA [ONOMKHOT

peyoBuHM (iHLLI 3MiHK Y MeToAax
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
BMNpo6yBaHHA (BK/IKOYaOUM 3amiHy abo

[ofasaHHs)) - 3amiHa npoueaypuv
TecTyBaHHs Ha «ldentity by IR» ans
npemikcis nokputTa Opadry - Opadry

Yellow 03B120006 3 meTogay in house no
Bumor EP 2.2.24. BBefieHHS 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBepXeHHS. 3MiHY | Tuny - 3MiHKn 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTPO/Ib AONOMiIKHVX peYOBUH. 3MiHa Y
mMeToAax BUNPOGYBaHHSA [ONOMIKHOT
peyoBuHM (iHLLI 3MiHK y MeToAax
BMNpo6yBaHHA (BK/IKOYaOuM 3amiHy abo
[ofasaHHs)) - 3amiHa npoueaypuv
TecTyBaHHs Ha «ldentity by IR» ans
npemikcis nokputTss Opadry — Pink YC -1-
14762 —A, 3 meTogy in house go sumor EP
2.2.24. BBefeHHs 3MiH NpOTSArom 6-tv
MiCALIB MiC/1A 3aTBEPKEHHSA. 3MiHu | Trny
- 3MiHU 3 SKOCTi. FOTOBUIA NiKapCbKUiA
3aci6. KOHTposib [ONOMDKHUX PEYOBUH.
3MiHa y meTodax BUNpoGyBaHHS

O0NOMDKHOT PeYOBMHM (iHLLI 3MiHU Y

mMeTofax BUNpo6yBaHHSA (BKIHOUYAKOUM
3amiHy abo gogaBaHHs)) - 3amiHa
npoueaypu TectyBaHHs Ha «ldentity of
titanium» gns npemikcis nokputTsa Opadry
- Opadry Yellow 03B120006 3 meToAy in
house go sumor USP/ NF monograph
«Titaniumdioxide». BBefieHHs1 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBepXeHHSA. 3MiHU | TUny - 3MiHKM 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTPO/Ib AONOMIKHMX peYOBUH. 3MiHa Y
mMeToAax BUNPOGYBaHHSA [ONOMKHOT
peyoBuHM (iHLLI 3MiHK y MeToAax
BMNpobyBaHHA (BK/IKOYaOuM 3amiHy abo
[ofasaHHs)) - 3amiHa npoueaypuv
TecTyBaHHA Ha «ldentity of titanium» gns
npemikcis nokputTa Opadry Pink YS-1-

14762-A 3 meTogy in house o BUMor

USP/ NF monograph «Titaniumdioxide».
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepkeHHs. 3MiHv | Tuny - 3MiHK

3 AIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6.

KOHTPO/Ib AONOMiIKHVX peYOBUH. 3MiHa Y
mMeToAax BUNPOGYBaHHSA [ONOMKHOT
peyoBuHM (iHLLI 3MiHK Y MeToAax
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

BMNpo6yBaHHA (BK/IKOYaOUM 3amiHy abo
[ofasaHHs)) - 3amiHa npoueaypuv
TecTyBaHHA Ha «ldentity of iron» ans
npemikcis nokputTs — Opadry Yellow
03B120006, 3 meToay in house o Bumor
USP/ NF monograph «Ferric oxide».
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepkeHHs. 3MiHu | Tuny - 3MiHK
3 AIKOCTi. FOTOBMIA Nnikapcbkuii 3aci6.
KOHTPO/Ib AONOMiIKHVX peYOBUH. 3MiHa Y
mMeToAax BUNPOGYBaHHSA [ONOMIKHOT
peyoBuHM (iHLLI 3MiHK y MeToAax
BMNpo6yBaHHA (BK/IKOYaOuM 3amiHy abo
[ofasaHHs)) - 3amiHa npoueaypuv
TecTyBaHHA Ha «ldentity of iron» ans
npemikcis nokputTA - Pink YS-1-14762-A 3
meToay in house o Bumor USP/ NF
monograph «Ferric oxide». BBeAeHHs 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBepXeHHSA. 3MiHW | Tuny - 3MiHKn 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOro Nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco6y (fONOBHEHHS crneuudikauil HOBUM
NOKa3HMKOM 3 BifjNOBIAHUM METOAO0M
BMNpO6YBaHHS) - [logasaHHA napameTpa
BUNpobyBaHHa «CepeaHsa maca» A0
cneumdikaLlii roToBoro NpoAyKTy 3 oro
BiANOBIAHUM MEeTOA0M BUNPOBYBaHHSA
BiANOBIAHO A0 YMHHMX cTaHdapTiB Novartis
(BU3HAYEHHA METOA0M 3BaxKyBaHHS).
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn
3 AKOCTi. F0TOBUIA Nikapcbkuid 3aci6.
KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3miHa napameTpiB cneuudikayin Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKoro
3ac06y (iHLWWi 3MiHK) - 36iNbLLEHHS YacTOTH
TeCTyBaHHSA NOKa3HUKa «Bu3HaveHHs
yncna MiKpoopraHiamie», 3aTBEPAXKEHO:
Br3HaueHHs uncna MikpoopraHiamis- sk
npaBu/Io He NepeBIpsETLCA, asle y pasi
BUNPO6YBaHHSA Byae BianosigaTu
BMMOram. BusHayeHHs uncna
MikpoopraHi3mis Ta E.coli npoBoguTbes
MiHIMYM O19 OfHI€ET cepii Ha pik.
3anponoHosaHo: BunpobyBaHHs
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NpoBOAATbL Ha 5-Tv MOCNIAOBHNX
NPOMUCNIOBUX CepiaxX. FKLLO BUMOTH
[OTPMMYIOTbCA, YacToTa BUNpobyBaHb
MOXe OyTu 3MeHLUEeHa [0 KOXHOT 10-1
cepii. LLloHaliMeHLLe ofjHa cepis MOBUHHA
6yTV nepesipeHa B KOXHOMY
KasleHgapHoOMy poLi, B SKOMY
BMPOGISETLCA NiKapCbKuid 3aci6.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3miHn
3 AKOCTi. F0TOBUIA Nikapcbkuid 3aci6.
KOHTpO/1b rOTOBOrO MiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) -
3miHa y MeToAax BUNpoGyBaHHSA A/1s
TecTy «laeHTndikauis metogom Yo
CNeKTpohOTOMETPI»: 3MIHN Y
npo6oniaroToBLi, a came 06'eM «5 mM»
BiAKMAAETHCA 3aMiCTb «3 M/1». BBeeHHS
3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEpMKEHHS. 3MiHM | Tuny - 3MiHK 3
AKocTi. FOTOBWIA Nikapcbkuii 3aci6. Onuc
Ta cknag. 3miHa abo fofasaHHsA LWTamMnis,
NOTOBLLEHb ab0 iHLLINX MapKyBaHb,
yK/Ito4arum 3amiHy abo gogasaHHs dapb
[O/19 MapKyBaHHS NikapCbKoro 3acoby
(3MiHa WwTamnis, MOTOBLLEHb ab0 iHLINX
MapKyBaHb) - 3MiHa TUCHEHHS TabneTku:
3amiHa nitep GSK Ha norotunu/6yksu
Novartis. Ak HacnigoK BiANOBIAHI 3MiHK
BHECEHO 10 TEKCTY MapKyBaHHS yNakoBOK
nikapcbKoro 3acoby. BeefeHHs 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHSA. - 3MiHu | TUNYy - 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
CucTtema KoHTelHep/3aKynopoBasibHUI
3aci6. 3MiHa y NepBUHHIli ynakoBLii
rOTOBOrO JliKapcbKoro 3acoby (sikicHuiA Ta
KiNbKiCHWI cknag) - TBepAi Nnikapcbki
hopmu - 3MiHa CKaLy KOHTaKTHOrO Lwapy
BK/1AAMLIA 3 iIHAYKLIAHUM
TEepMO3BaploBaHHAM Y KpULLKaX, SKi
BUKOPVCTOBYIOTbCS Ha Lek
Pharmaceuticals d.d., CnoseHis (3
nonieTuneHy Ha noni (eTunex-
BiHiNaueTar)). BBeieHHA 3MiH NpoTArom 6-
TN MicALiB nicnsa 3aTBEPMKEHHS. 3MiHu |
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TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. KoHTposib roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB cnewumdikauiii
Ta/abo [oNyCTUMUX MEX FOTOBOTO

IHCTPYKUiO AN MeAMYHOT0o 3aCTOCYBaHHS
nikapcbKoro 3acoby o po3sainy "/likapcbka

HalilmeHyBaHHA Ta/abo agpecu Micus

cneuudikaLii roToBOro NpoaykTy ANns
6iflbLL TOYHOTO OMMCY 30BHILLHBOIO
BUrNAAY NikapcbKoro 3acooby.
3arBepaXeHo: 2Mr: POXeBOro Kosbopy,
Kpyrni, 4BOONYK/i Ta6NeTKN BKpUTI
NMiBKOBOK 060M0HKO, 3 TUCHEHHAM GS 3
opHoro 60ky Ta HMJ 3 iHworo 60ky. 0,5
M )XOBTOrO KONbopy, y hopmi oBany,
OBOONYKNi TabNeTK BKPUTI MNIBKOBOK
060/10HKOI0, 3 TUCHEHHAM GS 3 04HOT0
60Ky Ta TFS 3 iHwWoro 60ky.
3anponoHoBaHo: 2Mr: Kpyr/i, ABOONYK
TabneTkn BKPUTI N/1iIBKOBOK 0BOMOHKOHO 3i
CKOLUEHVUMM KpasiMu, POXXEBOTO KO/IbOpY,
6e3 PUCKN 3 TUCHEHHSIM « (D» 3 OHOTO
60Ky Ta «LL» 3 iHWworo 60ky; Npr6anN3HKiA
adiameTp: 7,6 mm. 0,5 mr: y dhopmi oBany,
OBOONYKi TabNeTK BKPUTI MNiBKOBOH
060/10HKOIO 3i CKOLLEHMMU KpasiMu,

XOBTOTO KO/IbOPY, 6€3 PUCKK, 3 TUCHEHHAM
«Gd» 3 0fiHOro 60Ky Ta «TT» 3 iHLWOro 60Ky

npn6nnsnnii giametp: JoBxuHa: 9.0 Mm
LLnpwnHa: 5.0 MM 3MiHM BHECEHI B

chopma. OCHOBHI i3VKO-XIMiYHI
BNacTUBOCTI" Y 3B'A3KY 3 YTOYHEHHAM

hopmu Tabnetkn. BBeaeHHs 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEepMKEHHS. 3MiHU | TUny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa

NPOBaKEHHS Ai/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro

nikapcbKoro 3acoby (iHwi 3MiHW) - 3MiHa

NiKapCbKOro 3acoby, BKIHOYAKUN [i/TbHAL
BUNYyCcKy cepii abo MicLe NnpoBefeHHs
KOHTPOO AKOCTI. (ZiANbHICTb, 3a Ky
BiANoOBigae BUpoGHMK/iMnopTep,
BK/IOUAOUM BUMYCK cepili) - 3mMiHa Ha3Bm

AiNbHULI «/lek dapmMacbioTUKasIC 4.4.» Ha

«HoapTic PapmacbioTnkas
MaHyakTypiHr JIIC» Ta yTOYHEHHS

afpecy, BifnoBifAabHOI 3a NepBMHHE Ta
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

BTOPVIHHE NakKyBaHHSA, BUMYCK Cepii.
Micue3HaxomKeHHs AiNbHULI He
3MIHIOETHCSA. 3aTBEPKEHO - MEPBMHHE Ta
BTOPUHHE MaKyBaHHS, BUNYCK cepii - Jlek
dapmaueBTUYHa KOMNaHia 4. 4.
Beposlkosa 57, /llo6nsHa 1526,
CnoseHisi/lLek Pharmaceuticals d. d.
Verovskova 57, Ljubljana, 1526, Slovenia.
3anponoHoBaHo - NepBrHHE Ta BTOPUHHE
nakyBaHHs, BUNyck cepii: HoBapTic
dapmacbioTikan MaHydakTypiHr JI1C. /
By/. BeposLukosa 57, Mlio6naHa, 1000,
CnoseHia/ Novartis Pharmaceutical
Manufacturing LLC / Verovskova Ulica 57,
Ljubljana, 1000, Slovenia. 3mMiH1 BHECEHI B
po3ainv "BupobHuk" Ta
"Micue3HaxoXeHHA BUPOOHUKa Ta
afpeca MicLsi NPoBapKeHHs oro
AISNBHOCTI" B IHCTPYKUitO AN MeAUYHOT0o
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
3B'A3KY 3 3MIHOK AiNbHUL «Jlek
dapmacbloTukasc 4.4.» Ha «HosapTic
PapmacbloTrkan MaHydakTypiHr JI/IC» Ta
AK HACNIOK A0 TEKCTY MapKyBaHHS
yMakoBKM NiKapCbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepKeHHs.

176.

MEPONEHEM

NopoLUoK AN
PO34nHY Ans

iH ekuii no 1000 wr;
1 a6o 10, a6o 50
(hNakoHiB 3
NMOPOLLKOM Y
KapTOHHI nayui

MpuBatHe
akuioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

Ykpaina

MprBaTHe akuioHepHe
TOBapUCTBO "J1eKXim-
Xapkis", YkpaiHa
(BMpPOGHMLTBO 3
npoaykuii in bulk
ipMn-BUPOGHMKA
ENNCiEc JOB®AP
Ec.Mi.Ei., ITanis)

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis:
3MiHW | Tuny - 3MiHK 3 AKoCTi. FoToBWMI
nikapcbknii 3aci6. KOHTponb roToBoro
niKapcbKoro 3acoby (iHLWi 3MiHW) HEe3HAYHI
3MiHM KOHTponto [N13, a came
BUKOPVCTaHHS pe3ynbTarTiB BXiJHOro
KOHTpot0 dhopMm «in bulk» ans KOHTponto
'N3. 3miHa 06rpyHTOBaHa HAsABHICTIO Y
BMPOGHULTBI cepTudikaTy BignoBigHOCTI
BuMoram GMP, BiACYTHICTIO peknamalviii
wopo skocTi N3, ouiHko aHanisy
PU3MKIB Ta faHNMM BUBYEHHS CTabIiNIbHOCTI

3a
peyenmom

UA/17669/01/02

177.

MEPOMNEHEM

NOpOLLOK ANs
PO34nHy Ans

iH ekuili no 500 mr; 1
a6o 10, abo 50
(pNaKkoHiB 3
MOPOLLKOM Y
KapTOHHIN nauui

MpuBatHe
akuioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis

YkpaiHa

MprBaTHe akuioHepHe
TOBapUCTBO "J1eKXiM-
Xapkis", Ykpaina
(BUPOGHMLTBO 3
npoaykuii in bulk
thipMUn-BMpOGHMKa
ElNCiEc JOB®AP
Ec.Ni.Ein., ITanis)

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:

3MiHM | Tuny - 3MiHK 3 AKocTi. [oToBWMiA

nikapcbkuii 3aci6. KOHTpob roToBOro
nNikapcbKoro 3acoby (iHLWi 3MiHM) He3HaYHi

3MiHM KOHTponto /13, a came

BUKOPWCTaHHS pe3ynbTarTiB BXiHOrO

KOHTponto dhopmu «in bulk» ans koHTponto

3a
peyenmom

UA/17669/01/01
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'N3. 3miHa 06rpyHTOBaHa HasABHICTIO Y
BUPOGHUUTBI cepTudikaTy BiANOBILHOCTI
BuMoram GMP, BifiCYTHICTIO peknamalvii
wopo skocTi N3, ouiHko aHasisy
pPU3MKIB Ta faHVMU BUBYEHHS CTabiNIbHOCTI
178. | MEPOMNEHEM NOPOLLIOK ANA MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/11213/01/01
PO34YmMHY ANS iH'EKU | akuioHepHe TOBapUCTBO "“JIEeKXiM - marepianis: peyenmom
no0,5r; 1 a6o 50 TOBapucTBO Xapkis", YkpaiHa 3MiHu | TUNY - 3MiHK 3 SIKOCTI. FoTOBMIA
hnakoHiB 3 "Nlekxim- (nakyBaHHs i3 dhoopmu nikapcbknii 3aci6. KOHTponb roToBOro
NOPOLLKOM Y mauui 3 Xapkis" in bulk cbipmu- nikapcbKoro 3acoby (iHLi 3MiHN) -
KapTOHY BUPOGHMKA HesHauHi 3miHu koHTponto 13, a came
LLleHbWkeHb XanbuHb BMKOPUCTaHHS pe3y/ibTaTiB BXigHOro
dapmacbtotuken Ko., KOHTposto chopmm «in bulk» Ans koHTponto
NTa., Kntaid) N3. 3miHa 06rpyHTOBaHAa HasBHICTIO Y
BMPOGHULTBI cepTudikaTy BignoBigHOCTI
BvMoram GMP, BiACYTHICTIO peknamav,iii
oo AkocTi 13, ouiHKoK aHanisy
PY3VKIB Ta AA@HMMW BUBYEHHS
CTabifIbHOCTi.
179. | MEPOMNEHEM NOPOLLOK A/1A MpuBaTHe YkpaiHa MpuBaTHE akuioHepHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/11213/01/02
PO34MHY A5 iH'EKLi akuioHepHe TOBapUCTBO "J1eKkXiM - martepianis: peyenmom
no1,0r; 1a6o 50 TOBapuCTBO Xapkis", Ykpaina 3miHu | TMNY - 3MiHK 3 SKoCTi. FoTOBMIA
hNakoHiB 3 "Jlekxim- (nakyBaHHs i3 hopmu nikapcbkuii 3aci6. KOHTpob roToBOro
NOPOLLKOM Y mauui 3 Xapkis" in bulk cbipmu- nikapcbKoro 3acoby (iHLi 3MiHN) -
KapTOHY BUPOGHMKa HesHauHi 3mMiHu koHTponto 13, a came
LleHbYKeHb XalibyHb BUKOPVCTaHHS pe3ynbTarTiB BXiHOrO
dapmacsiotuken Ko., KOHTpOto chopmu «in bulk» ans koHTponto
NTa., Kntaid) 'N3. 3miHa 06rpyHTOBaHa HasABHICTHO Y
BUPOBHMLTBI cepTudikaTy BiANOBILHOCTI
BvMoram GMP, BiACYTHICTIO peknamav,iii
oo Akocti 13, ouiHKo aHanisy
PY3VKIB Ta A@HMMW BUBHEHHS
CTabiIbHOCTi.
180. | METOOXKEKT® | po3uuH A5 iH'eKUiid, Mepak HimeyunHa BMPOGHNK, L0 HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviiiHnX 3a UA/5873/01/02
50 mr/mn, no 0,15 lesenblad Bignosigae 3a marepianis: peyenmom
mn (7,5 mr), abo no T chtop BTOPVHHE NaKyBaHHS, 3MiHK | TUny - 3MiHK 3 skocTi. CepTudikart
0,20 mn (10 mr), abo KNiHiwe MapKyBaHHS, BignosigHocTI/lE-cepTudcpikar
no 0,25 mn (12,5 Lneujansnp KOHTpONb/BUNpO6YBaH BiNOBIAHOCTI E€BpONENChKiit
mr), a6o no 0,30 mn enapare HS1 cepii Ta 3a BUNyCK thapmakonei/MmoHorpadii. NMogaHHs HOBOro
(15 wr), a6o no 0,35 M6X cepii: abo oHOBNEHOrO cepTuddikaTa

mn (17,5 wr), abo no
0,40 mn (20 mr), abo
no 0,45 mn (22,5
mr), a6o no 0,50 mn
(25 wr), abo no 0,55
Mn (27,5 mr), abo no
0,60 mn (30 mr)
PO34uHy y

Mepak esensadt
rop KNiHiwe
Lneuianbnpenapate
M6X, HimeuunHa;
BUPOGHMK, WO
Bignosigae 3a
BMPOGHMLITBO
NiKapcbKoro 3acooby,

BiANOBIAHOCTI 260 BUYYEHHS
cepTudikaTa BignoBigHOCTI €Bponeiicbkili
thapmakonei: ana A®l; ans BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BMPOGHULTBI ADI; Anst 4ONOMIXHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkii hapmakonei) - OHoBIEHNI
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nonepegHLo NepBUHHE MakKyBaHHS, cepTudikar Big, yxe 3aTBepKeHoro
3anoBHeHOMY KOHTpONb/BUNPOGYBaH BMPOO6HMKa. MogaHHA OHOBMEHOro
wnpuui; no 1 HA cepil: OHKOTeK cepTudikaTy BiANOBIAHOCTI E€BPONENChKIt
LINpuly pasom i3 Papma NpogakLuH chapmakonei R1-CEP 2006-271-Rev 01
BOYA0BaHOI0 rm6X, HiMmeuunHa; Bif] BXXe 3aTBEPAXEHOr0 BUPOBGHMKA
iH'EKLiiHOO rOKOO BUPOGHWK, LLO Huzhou Zhanwang Pharmaceutical Co.
B KOHTYpPHOMY BignoBigae 3a Ltd. gitoyoi peyoBMHN MeToTpekcaT
YapyHKOBOMY BTOPWHHE MaKyBaHHA: (3aTBEepaxeHo: R1-CEP 2006-271-Rev 00;
6nicTepi; no 1 LLiteremaHH 3anpornoHosaHo: R1-CEP 2006-271-Rev
6nictepy B JToHhepnakyHr yHA 01).
KapTOHHI Kopo6Lyi NoricTiwep Cepsic
e.K., HimeyunHa
181. | MIAA3O/1AM PO34MH ANS iH'EKU AT Narteis BCi cTagii CnoBavumHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a He UA/18291/01/01
KANUEKC 5 mr/mn; no 1 mn "Kanuekc" BMPOBHNYOrO /NaTBis mMartepianis: peyenmom | niossieae
ab6o 3 mn B amnyni, npovecy, KpiM BUMYCKy 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW.
no 5 amnyny cepii: 3miHa HaliMeHyBaHHS Ta/abo agpecu
KOHTYpHilA XBM ®apma c.p.o., 3asBHKa (BNacHvKa peecTpauiiHoro
YapyHKOBIl ynakoBL,i CnosayyuHa; NOCBIAYEHHS) - 3MiHN BHECEHO B
(nigpoHi); no 1 abo 2 KOHTpO/b IHCTPYKLl0 ANs MeANYHOro 3acTOCyBaHHS
KOHTYPHI YapyHKOBI cepii/BunNpobyBaHHs: niKapcbkoro 3acoby oo
ynakoBku (NigfoHmn) AT "lpiHgekc", Natsis; MiCLLe3HaXOMKEHHS 3asBHMKa. TepMiH
B NauLi 3 KApTOHY BWNYCK Cepil: BBEJEHHS 3MiH NpoTArom 6 micauis nicns
AT "Kanuekc", NlaTBig 3aTBEPKEHHA.
182. | MIAA3ONAM PO34MH ANS iH'EKLi AT NatBis BCi cTagil CnoBayynHa BHECEHHS 3MiH [0 peecTpavuiiiHnX 3a UA/18291/01/01
KANUEKC 5 mr/mn; no 1 mn "Kanuekc" BMPOGHMYOro /Nartsis MaTtepianis: 3MiHn | TUNYy - 3MiHK WoOA0 peyenmom
a6o 3 mn B amnyni, npowecy, KpiMm BUNYCKYy 6e3nekn/edeKkTBHOCTI Ta
no 5 amnyny cepii: thapmakoHarnagy (iHwi 3miHu).
KOHTYpHIli XBM ®apma c.p.o., OHOBJ1EHHA TEKCTY MapKyBaHHs
YapyHKOBIli ynakoBLj CnosayuuHa; NepBUHHOI Ta BTOPUHHOI YNaKoBOK
(niggoHi); no 1 a6o 2 KOHTpONb cepii/ NiKapcbKoro 3acoby, a came: BUIy4YeHo
KOHTYPHI YapyHKOBI BMNPOGYBaHHSA: iHtbopMmaLito, 3a3HaueHy pocilicbKoo
ynakoBku (nigaoHun) AT "I'piHgekc”, NaTB.is; MOBOK. TepMiH BBEEHHS 3MiH MPOTArOM
B NayLi 3 KAPTOHY BMNYCK Cepil: 6 micauiB nicns 3aTBepAKeHHS.
AT "Kanuekc", latsis
183. | MIKOHA3O/1- kpem, 20 mr/r no 15 r MpAT Ykpaina MpAT YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx 6e3 UA/1642/01/01
AAPHULUA a6o no 30 ry Ty6i; "®apmaueBT "®apmaueBTnyHa marepianis: peyenma
no 1 Ty6i y nayui 3 nyHa chipma ipma "AapHuus" 3MiHM | TUny - 3MiHK 3 AkocTi. AdI.
KapToHY "fapHuus” KoHTposib A®I. 3miHa y napameTpax

cneumdikauin Ta/abo ooNyCTUMUX MEX,
BM3HAYeHUX Y cneundikauisx Ha Adl, abo
BUXIQHWIA/MPOMKHWI NpoAyKT/peareHT, Wwo
BUKOPVCTOBYHOTHCS Y NPOLECI
BMPOGHULITBA AP| (BUIYYEHHA HE3HAYHOIO
nokKasHuKa AKOCTi (Hanpuknag BUIyYeHHs
3acTapisioro NokasHuka)) npuBeneHHs
cneuudikalii 4na BXifHOro KOHTPOO
L0401 pevyoBMHM A0 BUMOT Ta
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pekomeHgauin AdY 1.4 «MoHorpadii» Ta
€® 1.5.1.7 «Characters», a came
BUTYYEHO PO3AiN «PO3YNHHICTb»
(nepeHeceHO [0 3arasibHUX
BMacTveocTell). BBefeHHA 3MiH NpoTArom
6-Tv MicALIB NicnsA 3aTBEPAKEHHA. 3MiHN |
Tuny - 3MiHK 3 akocTi. A®I. KoHTponb AdL.
3MiHa y napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiHUA/NPOMDKHUIA NpoAYyKT/pearexT, Wo
BMKOPUCTOBYHOTLCSA Y NMPOLLECI
BUPOGHMLTBA AD| (BUTyYEHHA HE3HAYHOTO
nokasHuKa SKoCTi (Hanpuknag BUIyyYeHHs
3aCTapinoro NokasHykKa)) BHECEHHS 3MiH
[0 BXiIHOrO KOHTPOJIIO Ajil040i PeyoBuHM, a
came i3 po3giny «laeHTuchikauis»
BWy4EHO iHdhopMaLiito Npo apyry
ineHTudbikauilo Ta BignNoBigHI po3ainv
opyroi igeHTudikauii: «lgeHtudikauis C»
Ta «lgeHTngikauis D». BBeAeHHS 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBepXeHHSA. 3MiHU | TUny - 3MiHKM 3
akocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha A®l, abo
BVIXiZHWIA/MPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMpOo6HULTBA API (iHLWI 3MiHK). CynyTHA
3MiHa- 3MiHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BUnpobyBaHHs AD| abo
BMXifHOro martepiany/npomMikHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHLCS
y npoueci Bupo6bHuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPAKEHUX METOAAX
BMNPOGYBaHHS) BHECEHHS 3MiH A0
BXiHOrO KOHTPO/IIO Ait040T pEYOBUHK, &
came npusefeHHs 3.2.S.4.1 Cneuundpikuail
Ta 3.2.S.4.2 AHaniT4Hi METOANKM Y
BiANOBIAHICTb A0 pekoMeHAaaLili Ta
cTunicTukm AdY. Y 38's3Ky 3 LM, BHECEHO
3MiHV Ta pefakuiiHi npaBku f0 po3ainy
«lpeHTudikalis». BBefeHHs 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
3MiHu | TUNy - 3MiHK 3 AKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar




207

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi
3 HeOOXiJHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLLOi
HaujioHasIbHOT dhapmakonei aepxasun €C
(iHLWi 3MiHW) BHECEHHSA 3MiH [0 BXIiQHOr0O
KOHTPOJIIO Aj040i peyoBuHY, a came
npusefeHHs 3.2.S.4.1 Cneuundikuaii Ta
3.2.5.4.2 AHaniTM4Hi METOANKN Y
BiANOBIAHICTb 40 BUMOT Aito4oT
MoHorpadii E® «Miconazole nitrate». Y
3B’A3KY 3 LM, BHECEHO 3MiHV A0 PO3Ainy
«CynpoBifHi fOMILLKW» (3a pe3ynbTatamu
Basligauii MetToavka AONOBHEHA
TepMiHaMu NpUAATHOCTI PO3YMHIB
NOPIBHSAHHSA Ta BUNPO6GOBYBaHOrO
po3unHy). BBefeHHs1 3MiH NpoTArom 6-tu
MiCALIB MiC/1A 3aTBEPKEHHSA. 3MiHu | Trny
- 3MiHM 3 AkocTi. APl KoHTposnb AdPI.
3miHa y meTofax BunpobysaHHsa APl abo
BMXifHOro martepiany/npomMixxHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHCS
y npoueci BupobHuyTBa A®| (iHLWi 3MiHW y
MeToAax BUNpPo6yBaHHS (BK/IHOHYAKOUM
3amiHy abo fonoBHeHHs) ADI| a6o
BWXi4HOrO/MPOMIXHOI0 NPOAYKTY).
CynyTHs 3MiHa - 3MiHK 3 AKoCTi. API.
KoHTposnb A®I. 3miHa y napameTpax
cneumdikaLin Ta/abo AoNycTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiHU/NPOMDKXHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYHOTLCS Y NPOLLECi
BMPO6HMLTBA API (iHLWIi 3MiHWN) BHECEHHS
3MiH [0 BXiZLHOrO KOHTPO/IO Aitoyoil
peyoBuHK, a came npmusefeHHs 3.2.5.4.1
Cneuudpikuaii Ta 3.2.S.4.2 AHaniTnyHi
MeTOAMKM Y BIANOBIAHICTb A0 BUMOT DY
Ta aKTyaslbHUX MaTepianis BUpo6HMKa. Y
3B'A3KY 3 LM, BHECEHO 3MiHN Ta
peakLiiiHi yTOUHEHHS [0 po3ziny
«3a/IMLLKOBI KifIbKOCTI OpraHivyHnx
PO3YMHHVIKIB», @ Came: NPOMOHYETLCA
3MIHUTW OOUHUL BUMIPIOBAHHSA Y
HOpMyBaHHI (3 % Ha ppm), BigkopurosaHa
po3paxyHkoBa hopmyna. 3a
pesynbTatamu BasigaLii MeToguka

[0MNOBHEHA TePMiHaMM NPUAATHOCTI
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

PO34MHY BHYTPILLHBLOIO CTaHAAPTY,
PO34MHY MOPIBHAHHA Ta BUNPO6YBaHOro
po3unHy. BBefeHHs 3MiH NpoTArom 6-tu

MiCALIB MiC/1A 3aTBEpKEHHSA. 3MiHu | Trny
- 3MiHM 3 AkocTi. API. KoHTpornb AdPI.
3miHa y meTofax BunpobysaHHsa APl abo

BMXifHOro martepiany/npomMixxHOro

NPOAYKTYy/peareHTy, Lo BUKOPUCTOBYETHCS
y npoueci BupobHmUTBa A®| (He3HauHI
3MiHW Y 3aTBEPAKEHUX METoAAX
BUNPO6YBaHHS). CynyTHA 3MiHa- 3MiHU 3
akocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha A®l, abo
BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMpo6HULTBa AP (iHLWI 3MiHWN) BHECEHHS
3MiH [0 BXi4HOr0 KOHTPOSIO AjHo4O0i
peyoBuHM, a came npuseneHHs 3.2.5.4.1
Cneuucpikuaii Ta 3.2.S.4.2 AHaniTUYHI
METOAVKM Y BifgNOoBigHICTb A0
pekomeHAauili Ta ctunictukm AdY. Y
3B'A13KY 3 LM, BHECEHO 3MiHU Ta
pefakuiiiHi npaBkn 40 po3ainis «ONTUYHe
obepTaHHs», «KinbKicCHe BU3HAYEHHS».
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3miHn
3 AkocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikalii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauisx Ha A®l, abo
BWXiAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMpobHUUTBa API (iHWi 3MiHK) (B.1.6.1. (X)
1A)

CynyTHS 3MiHa- 3MiHK 3 sikocTi. ADI.
KoHTponb A®L. 3miHa y MeTodax
BunpobyeaHHA APl abo BUXigHOTO
mMarepiany/npoMixXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHCS
y npoueci BupobHmuTBa A®| (He3HauHI
3MiHW Y 3aTBEPAKEHUX METOAAX
BUNPOBYBaHHS)

BHECEHHS 3MiH [0 BXiHOI0 KOHTPO/O
[il040i peyoBVHM Y BiANOBIAHICTL A0
BuMoOr €, 2.6.12, 5.1.4. Y 3B'3Ky 3 LUM,
BHECEHO 3MiHM 10 HOPMYBaHHS Ta
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

MeToAVKM po3ainy «MikpobionoriyHa
yuctoTa». BBefeHHS 3MiH MPOTAroM 6-Tu
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | Tuny
- 3MiHu 3 akocTi. A®l. CTabinbHicTb. 3MiHa
nepiogy NOBTOPHUX BUNPOGYBaHb/nepioay
36epiraHHs abo ymoB 36epiraHHa Ad| (3a
BifJICYTHOCTI Y 3aTBEPAKEHOMY [0CbE
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
hapmakonei, Lo BK/IoYae nepios
NOBTOPHOrO BUNPOBYBaHHS) (iHLUI 3MiHW)
BHECEHHS 3MiH [0 BXifIHOrO KOHTPO/0
Ai04OT PEYOBVHN, a came NpuBeAeHHS
po3ainy «TepMiH NPUAATHOCTI» Y
BiANOBIAHICTb A0 aKTyanbHUX MaTtepiasis
BMPOGHMKa (3aTBEPA)KEHO: CPOK rOAHOCTH
6 neT; 3anpornHoBaHoO: TEPMiH
NepekoHTPO/I0 6 pokiB). BBeAeHHS 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBEPAKEHHS

184.

MINYKAHT

TabneTku XyBaslbHi
no5wmrmno7
Tabnetok y 6nictepi,
no 4 a6o 12
6nicTepis B
KapTOHHI Kopo6Lyi

AT "Apamep,
Papma”

MonbLa

BUPOGHMK "in bulk",
nepBuHHA Ta
BTOPMHHA YNakoBKa,
KOHTPO/b SKOCTi Ta
[03BiNT Ha BUMYCK
cepii: AT «Agamep,
dapmar»

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHY | TUny - 3MiHK WoAao
6e3nekun/edeKkTBHOCTI Ta
hapmakoHarniagy. 3miHa y KopoTkil
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAUYHOro 3aCToCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKoro
3acoby B micnsipeecTpaviiiHiin nepios, abo
K pe3ynbTar OLiHKW 3BITY 3 LOC/NILKEHb,
npoBefeHnX BigNoBIAHO 40 NnaHy
nepiatpuyHux gocnimpkeHb (PIP) (iHwi
3MiHM). 3MiHW BHECEHO A0 IHCTPYKUiT ANns
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby fo po3giny "OcobnmsocTi
3acTocyBaHHA" LWoA0 6e3neku
3aCTOCYBaHHS Ajil040i PeYOBUHM
MOHTe/TyKacT HaTpito BiAMNOBIAHO A0
pekomeHpauili PRAC. BBeAeHHS 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPAXKEHHS

3a
peyenmom

He
nionseae

UA/10397/01/02

185.

MINYKAHT

TabneTkn XyBasibHi
no 4 mrno 7
Tabnetok y 6nictepi,
no 4 a6o 12
6nicTepis B

AT "Apamep,
Papma”

MonbLa

BUPOGHMK "in bulk",
nepBuHHA Ta
BTOPWHHA YNakoBKa,
KOHTPO/Ib SKOCTi Ta
[03BisT Ha BUMYCK

Monblwa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/ed)ekTBHOCTI Ta
hapMakoHarnisgy. 3miHa y KopoTkil

3a
peyenmom

He
nionseae

UA/10397/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

186.

KapTOHHI Kopo6Lyi

cepii: AT «Agamep,
dapma»

XapaKkTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT 4Nns
Me[UYHOro 3aCToCcyBaHHs Ha niacTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo AocniAxeHb 3
6e3nekn 3acTocyBaHHs NiKapCbKoro
3acoby B micnspeecTpaviiiHiin nepios, abo
AK pe3ynbTarT OLiHKV 3BIiTY 3 [OCAIIKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
nepiatpnyHux gocnimpkeHb (PIP) (iHwi
3MiHM). 3MiHW BHECEHO A0 IHCTPYKUiT ANns
MeAMNYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby fo po3giny "OcobnmsocTi
3acTocyBaHHS" o0 6e3neku
3aCTOCYBaHHS Ajil040I PeYOBUHM
MOHTe/TyKacT HaTpito BiAMNOBIAHO A0
pekomeHpauili PRAC. BBefeHHS 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBEPAKEHHS

MINYKAHT

TabneTku, BKPUTI
nAiBKOBOO
o6onoHkoto, no 10
Mr; No 7 TabneTok y
6nictepi, no 4 abo
12 6nicTepis B
KapTOHHI Kopo6Lyi

AT "Apamep,
Papma”

MonbLa

BUPOGHMK "in bulk",
nepBuHHA Ta
BTOPMHHA YNakoBKa,
KOHTPO/b SKOCTi Ta
[03BiNT Ha BUMYCK
cepii:

AT «Apamep dapma»

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHn | TURY - 3MiHK WoAao
6e3nekun/edeKkTBHOCTI Ta
hapmakoHarniagy. 3miHa y KopoTkil
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAUYHOro 3aCToCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKoro
3acoby B micnsipeecTpaviiiHiin nepios, abo
K pe3ynbTar OLiHKW 3BITY 3 LOC/NILKEHb,
npoBefeHnX BigNoBIAHO 40 NnaHy
nepiatpuyHux gocnimpkeHb (PIP) (iHwi
3MiHK) - 3MiHWM BHECEHO A0 IHCTpyKLii ans
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby fo po3giny "OcobnmsocTi
3acTocyBaHHA" LWoA0 6e3neku
3aCTOCYBaHHS Ajil040i PeYOBUHM
MOHTe/TyKacT HaTpito BiAMNOBIAHO A0
pekomeHpauili PRAC. BBeAeHHS 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPAXKEHHS

3a
peyenmom

He
nionseae

UA/10397/02/01

187.

MIPAMEKC®

Tabnetku no 1 wmr;
no 10 Tabnetok y
6nicTepi; no 3
6nictepu B

KapTOHHI Kopo6Lyi

BepiHrep
IHrenbxanm
IHTEpHeLLHN

6X

HimeyunHa

BepiHrep IHrenbxaim
dapma 'm6X i Ko. KI

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHu | TUNy - 3MiHK Wwoa0
6e3nekn/ed)ekTBHOCTI Ta
dhapMakoHarnsay. 3miHa 4yactoTu Ta/abo

3a
peyenmom

UA/3432/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

TEePMiHiB NOAAHHS perynsipHoO
OHOBJ/tOBaHMWX 3BITIB 3 6€3NeKn NikapCbKnx
3ac06iB - 3MiHa YacTOTH Ta TEPMIHIB
nofaHHA perynsapHoO OHOB/OBAHOTO 3BIiTY
3 6e3neku
[Jitova pepakuin: Yactota nogaHHA
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
1 pik KiHueBa garta Ansa BKIYEHHS AaHNX
[0 PO3B - 06.04.2023 p. [lata nofaHHs -
15.06.2023 p. MponoHoBaHa pefakuis:
YacToTa noAaHHs perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn 3 poku
KiHueBa fata g5 BKIOYEHHS faHVX [0
PO3b - 06.04.2026 p. [laTa nogaHHA -
05.07.2026 p. PekomeHnoBaHo [0
3aTBEpMAKEHHS BIANOBIAHO A0
nepiofnYHOCTI MOJaHHA perynspHo
OHOB/IIOBAHUX 3BITiB 3 6e3neKu NiKapCbknx
3acobiBy €C.

188.

MIPAMEKC®

Tabnetku no 0,25
mr; no 10 TabneTok
y 6nictepi; no 3
6nictepu B
KapTOHHI Kopo6Lyi

BepiHrep
IHrenbxanm
IHTEpHELHN

6X

HimeyunHa

BepiHrep IHrenbxainm
®apma 'm6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHn | TURY - 3MiHK WoAao
6e3nekun/edeKkTBHOCTI Ta
hapMakoHarnsgy. 3miHa 4yactoTu Ta/abo
TEepPMiHiB NOAAHHS perynsipHoO
OHOBJ/tOBaHMX 3BITIB 3 6e3NeKn NikapCbKnx
3ac06iB - 3MiHa YacTOTV Ta TEPMIHIB
nofaHHA perynsapHoO OHOBJ/OBAHOTO 3BIiTY
3 6e3neku
[itova pepakuin: Yactota nogaHHs
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
1 pik KiHueBa garta AN BKIYEHHS AaHNX
[0 PO3B - 06.04.2023 p. [lata nofaHHs -
15.06.2023 p. MponoHoBaHa pefakuis:
YacToTa noAaHHs perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn 3 poku
KiHueBa fata g5 BKIOYEHHS faHVX [0
PO3b - 06.04.2026 p. [laTta nogaHHA -
05.07.2026 p. PekomeHgoBaHo [0
3aTBEpMAKEHHS BiANOBIAHO A0
nepiofNYHOCTI NOJaHHA PerynspHo
OHOB/IIOBAHUX 3BITiB 3 6e3neKu NiKapCbknx
3acobiB y EC.

3a
peyenmom

UA/3432/01/01

189.

MIPAMEKC®MNA,

Tabnetku
NPOJIOHrOBaHOI fji
no 0,375 mr, no 10
Tabnetok y 6nictepi,
no 3 6nictepu B

BepiHrep
IHrenbxanm
IHTEpHeLLHN

6X

HimeyunHa

Bupo6bHMuTBO,
nepBrHHEe Ta
BTOPWHHE MaKyBaHHS,
MapKyBaHHS,
KOHTPO/b SKOCTI,

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/ed)ekTBHOCTI Ta
dhapMakoHarnsay. 3miHa 4yactoTu Ta/abo

3a
peyenmom

UA/3432/02/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
KapTOHHI Kopo6Lyi BK/IOYA0UM TEePMiHiB NOAAHHS perynsipHoO
OoCnioKEeHHs OHOBJ/tOBaHMWX 3BITIB 3 6€3NeKn NikapCbKnx
cTabinbHOCTI Ta 3aco6iB. 3MiHa 4acToTK Ta TEPMiHIB
BUMYyCK cepii: nofaHHA perynsapHoO OHOB/OBAHOTO 3BIiTY
BepiHrep IHrenbxainm 3 6e3sneku
dapma 'mbX i Ko. KT, [itoya pepakuis: Yactota nogaHHA
HimeyumnHa; perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
Brpo6HMLUTBO, 1 pik. KiHueBa faTa A1 BKIOUYEHHS faHWX
KOHTPO/b AKOCTI, [0 PO3B - 06.04.2023 p. [lata nofaHHs -
BK/IIOYa0UU 15.06.2023 p. MponoHoBaHa pefakuis:
[OCTiIKEeHHA YacToTa noAaHHs perynsipHo
cTabinbHOCTI Ta OHOB/IHOBAHOrO 3BIiTY 3 6e3neku 3 poku
BUMYCK Cepii roToBOro KiHueBa fata g5 BKIOYEHHS faHVX [0
niKkapcbKoro 3acoby: PO3b - 06.04.2026 p. [laTa nogaHHA -
PotTeHgopc ®apma 05.07.2026 p. PekomeHnoBaHo [0
'M6X, HimeuunHa,; 3aTBEpMAKEHHS BIANOBIAHO A0
MepBuHHE Ta nepiofnYHOCTI MOJaHHA perynspHo
BTOPUHHE MakyBaHHA, OHOB/tOBaHMX 3BITIB 3 6e3NeKN NiKapCbKnx
MapKyBaHHs: 3acob6iB y €C.
PotTeHgopch ®apma
'M6X, HimeyunHa
190. | MIPAMEKC®MNA, | TabneTku BepiHrep HimeuyunHa Brpo6HMLUTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a UA/3432/02/02
NPOJIOHroBaHoI Al IHrenbxaim nepBuUHHE Ta mMartepianis: peyenmom
no 0,75 wmr, no 10 IHTepHeLHN BTOPWHHE NMakyBaHHA, 3MiHW | Tuny - 3MiHK WoAao
Tabnetok y 6nictepi, 6X MapKyBaHHs1, 6e3nekn/edreKTMBHOCTI Ta
no 3 6nictepu B KOHTPO/b SKOCTI, hapmakoHarnsagy. 3miHa 4yactoTu Ta/abo
KapTOHHI KOpOOL BK/IOYA0UMN TEPMIHIB NOAaHHS perynspHo
OOCNiMKEHHS OHOB/IIOBAHUX 3BITiB 3 6e3neKu Nikapcbknx
CTabinbHOCTI Ta 3aco6iB. 3MiHa 4aCTOTU Ta TEPMIHIB
BWNYCK Cepil: NoAaHHA PeryssipHO OHOBJIIOBAHOTO 3BITY
BepiHrep IHrenbxainm 3 6e3neku
dapma 'm6X i Ko. K, [Oitova pepakuin: Yactota nogaHHA
HimeuumnHa; perynsipHo OHOB/IOBAHOIO 3BIiTy 3 6e3nekn
Brpo6HMLUTBO, 1 pik. KiHueBa gaTa /15 BK/IYEHHSA AaHWX
KOHTPO/b SKOCTI, 0o PO3b - 06.04.2023 p. Aarta nogaHHs -
BK/IOYaoUmn 15.06.2023 p. MponoHoBaHa pegakuis:
[OCTiIKEHHSA YacToTa noAaHHs perynsipHo
CTabinbHOCTI Ta OHOBJIHOBAHOrO 3BiTY 3 6e3nekn 3 poku
BUMYCK Cepii roTOBOro KiHueBa gata Ans BKIOYEHHST faHWX 40
nikapcbKoro 3acoby: PO3b - 06.04.2026 p. JaTta nofaHHs -
PotTeHgopch ®apma 05.07.2026 p. PekomeHaoBaHo A0
'm6X, HimeuunHa,; 3aTBEPMAKEHHS BIAMOBIAHO A0
MepBuHHE Ta NepiofNYHOCTI NOJaHHA perynspHo
BTOPUHHE NakyBaHHs, OHOBJIIOBAHUX 3BITiB 3 6e3NeKu NiKapCbKnx
MapKyBaHHs: 3acob6iB y €C.
PotTeHgopd dapma
v6X, HimeuynHa
191. | MIPAMEKC®MNA | Tabnetku BepiHrep HimeuyunHa Brpo6HMUTBO, HimeuunHa BHECEHHS 3MiH [10 peecTpaviiHnX 3a UA/3432/02/03
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
NPOJIOHrOBaHOI fji IHrenbxanm nepBuHHE Ta marepianis: peyenmom
no 1,5 mrno 10 IHTEepHeLwHN BTOPWHHE MakyBaHHA, 3MiHK | TUNY - 3MiHK Woa0
Tabnetok y 6nictepi, m6X MapKyBaHHS, 6e3nekn/edpeKTUBHOCTI Ta
no 3 6nictepu B KOHTPO/1b AKOCTI, thapmakoHarnagy. 3miHa yactoTu Ta/abo
KapTOHHI Kopo6Lyi BK/IOHA0UN TEPMIHIB NOAaHHSA perynspHo
OOCNIoKEHHS OHOB/tOBaHMX 3BITIB 3 6e3NeKN NiKapCbKnx
cTabinbHOCTI Ta 3ac06iB. 3MiHa 4acToTK Ta TEPMiHIB
BUMYCK cepii: nofaHHA perynsapHoO OHOB/IOBAHOTO 3BIiTY
BepiHrep IHrenbxaim 3 6esneku
dapma 'mbX i Ko. KT, [itoua pepakuis: Yactota nogaHHs
HimeyvumnHa; perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
Brpo6HMUTBO, 1 pik. KiHueBa faTa A5 BK/IYEHHA AaHNX
KOHTPO/1b AKOCTI, [0 PO3b - 06.04.2023 p. [laTa nofaHHs -
LGIEETET] 15.06.2023 p. NponoHoBaHa pejakuis:
[ocnipKeHHs YacToTa nogaHHsa perynsipHo
cTabinbHOCTI Ta OHOBJIKOBAHOTO 3BIiTYy 3 6e3neku 3 pokn
BUWMYCK Cepii roToBOro KiHueBa fata Ans BKIOYEHHS faHKX [0
nikapcbKoro 3acoby: PO3b - 06.04.2026 p. lata nogaHHs -
PotTengopd dapma 05.07.2026 p. PekomeHgoBaHo 0
Mm6X, HimeyunHa,; 3aTBEepPKEHHS BIAMNOBIAHO A0
MepBuHHE Ta nepiognyHOCTI NoJaHHSA perynsipHo
BTOPWHHE MaKyBaHHS, OHOB/IIOBAHWX 3BITiB 3 6e3neKkn NikapCbKunx
MapKyBaHHA: 3aco6iB y €EC.
PotTeHgopc ®apma
'm6X, HimeyunHa
192. | MOKCUDJTIOKC | po3uuH ans iHgysil, TOB «TeBa YkpaiHa AT PAPMATEH Mpeuis BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/15803/01/01
AUVNH-TEBA 400 mr/250 mn, no YKpaiHa» martepianis: peyenmom | niosnsieae

250 mn y cpnakoHi;
no 1 a6o no 5, abo
no 12 cpnakoHxis y
KOpoo6Li

3MiHY | Tuny - 3MiHK WoAao
6e3nekun/edekTBHOCTI Ta
hapmakoHarniagy. 3miHa y KopoTkil
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT 4Nns
MeAUYHOro 3aCToCyBaHHS Ha nigcTa.i
perynspHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHs 3
6e3nekn 3acTocyBaHHS NiKapCbKoro
3acoby B micnspeecTpaviiiHiin nepios, abo
K pe3ynbTar OLiHKW 3BITY 3 LOC/ILKEHb,
npoBefeHnX BigNoBIAHO 40 NnaHy
nepiatpuyHux gocnimkeHb (PIP) (iHwi
3MiHW). 3MiHX BHECEHO [0 iHCTPYKUiT Ans
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ainu "OcobnmnBocCTi
3acTocyBaHHs", "lMo6ivHi peakuii”
BiANOBIAHO A0 OHOBNEHOI iHChopMaLi 3
6e3neku Ailo4oi pevoBrHN. BBefeHHS 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
193. | MOHTENYKAC TabneTkn, BKpUTI Akkopg, Monbwa BMPOGHMLTBO IHais/ BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a UA/19125/01/01
T HEKCT®APM | nniskoBowo Xenckea niKkapcbKoro 3acoby, Benuka mMartepianis: peyenmom
060n0Hkot0, No 10 Moncka Cn. nepBuHHe Ta BputaHisa/¥r | 3miHu | Tuny - 3miHu 3 akocTi. CepTuddikat
mr; no 14 TabneTok 3.0.0. BTOPUHHE MakyBaHHs, | opwuHa/Ben BignosigHocTi/l E-cepTudpikar
y 6nictepi; no 2 KOHTPO/b AKOCTI cepii: nKa BiANOBIAHOCTI EBpONeichbkili
6nicTepy y nauui IHTac Bputania/ thapmakonei/moHorpadii. NMogaHHs HOBOTO
dapmacbloTikanc Monbwa abo oHoBNEHOro cepTuddikaTa
Nimiteq, 1HAis; BiANOBIAHOCTI ab0 BUTyYEHHS
BMPOGHMLITBO cepTudikaTa BiANoBigHOCTI €Bponeiickkili
nikapcbKoro 3acooby, thapmakonei: ana A®l; gns BuxigHoro
nepBuHHE Ta MaTepiany/peareHTy/npomiKHOro
BTOPWHHE MaKyBaHHS, NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
KOHTPO/b AKOCTI cepii: BMPO6HMUTBI A®I; NSt 4ONOMIXHOT
IHTac peyoBuHM (cepTudiikat BiAMNOBIAHOCTI
dapmacbloTikanc €Bponeiicbkiii hapmakonei) - OHOBEHNI
Nimitea, IHais; cepTudikat Bif ye 3aTBepKEHOro
fojatkoBa finbHUUA 3 BMPOO6HMKa. MogaHHA OHOBIEHOro
NepBMHHOTO Ta cepTudikata BiANoBigHOCTI €Bponeiickkili
BTOPWHHOIO hapmakonei Ne R1-CEP 2011-245 - Rev
nakysaHHs: AKKOP/, 01 (3atBepoxeHo: R1-CEP 2011-245 -
XENICKEA NIMITEL, Rev 00) gns gitouoi peyosnHn Montelukast
Benwvka BputaHis; sodium Big BXe 3aTBepAKEHOro
[ofaTkoBa AiNibHUUSA 3 BupobHuka MYLAN LABORATORIES
nepBMHHOrO Ta LIMITED, IHgis.
BTOPUHHOTO 3miHu | TUny - 3miHK 3 AkocTi. CepTudikar
nakyBaHHs: AKKOP/- BignosigHocTI/lE-cepTudikat
FOKEN NIMITEA, BiZNOBIAHOCTI €BpONENiChKili
Benwvka BputaHis; thapmakonei/moHorpadii. NogaHHS HOBOTO
KOHTPO/b AKOCTI: ab0o oHOBNEHOTO cepTuddikaTa
SAPMABANIA NTA4. BiANOBIAHOCTI 260 BUYyYEHHSA
Mikpob6ionoriuHa cepTudpikaTa BignoBiAHOCTI EBPONENCHKIi
nabéopaTopis, thapmakonei: ana A®l; ons BUxigHoro
YropLumHa; KOHTposb mMaTepiany/peareHTy/npomMiKHOro
AKOCTI EBPOiHC NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
AHaniTikan Cepsices BUPOGHUUTBI A®DI; Ana AONOMDKHOT
Xanrepi K., peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
YropuHa; €Bponeiicbkii hapmakonei) - OHOBNEHWIA
BiANOBigabHUIA 3a cepTudikaT Bif ye 3aTBepAXeHoro
Bunyck cepii: AKKOPL, BMPOGHMKA. MNogaHHs OHOBIEHOTO
XENCKEA NIMITEL, cepTudpikaTa BignoBiAHOCTI EBPONENCHKIi
Benuka bpuTaHis; chapmakonei Ne R1-CEP 2012-318 - Rev
BiANoBigabHUIA 3a 01 (3atBepgxeHo: R1-CEP 2012-318 -
BMNYCK cepii: AKKopA, Rev 00) ana gitovoi pevosrHn Montelukast
Xenckea Moncka Cn. 3 sodium Bif, BXe 3aTBEepKEHOro
0.0. Cknag, ImnopTepa, Bupo6bHmka HETERO DRUGS LIMITED,
Monbwa IHais.
194. | HAN3NNAT TabneTku, BKPUTI O-p Peppi'c IHais O-p Peppi'c IHAis BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/12159/01/01
n1iBKOBOK Jlabopatopi Jlabopartopic /114, mMarepianis: peyenmom
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
060/10HKO0, N0 600 citg OTO -l

Mr no 10 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

3Mminun |l Tuny: 3miHW 3 AkocTi. FoToBWiA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI.
3MiHu BUNpobyBaHb abo A0NyCTUMMX
MeX, BCTaHOB/IeHMX y creuudikalisx, nig
yac BMPOGHMLTBA rOTOBOTO MiKaPCbKOro
3ac006y (iHLWi 3MiHW) - BUTyYEHHSA
nokasHukie (Description, Water, Assay) 3i
cneuundikavii in-process (blend stage).
Brpo6H1K 3a60B’A3y€ETLCA NPOBOANUTH
[AaHi BUNpobyBaHHs B NpoLeci
BMPOGHULITBA BanigauiiiH1x napTii.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3atBepmkeHHs. 3MiHu | Tuny: 3miHn
3 AKOCTi. F0TOBUIA Nikapcbkuid 3aci6.
KOHTpO/1b rOTOBOrO AiKapcbKoro 3acoby.
3miHa napameTpiB cneuudikayin Ta/abo
[OMYCTUMUX MEX rOTOBOTrO NiKapCbKOro
3aco6y (iHLWi 3MiHN) BBEAEHHSA
NepioANYHOCTI KOHTPOJIO 38 NOKa3HVKOM
"MikpobionoriyHa uncrtora" B
Cneuundpikauii N3, a came: «Ha MOMEHT
Bunycky (release specification):
KOHTPONIOETLCA 3 NepiognyHocCTi 1 cepis
Ha koxHi 10 cepili a6o 1 cepisi Ha pik
3a/1€XHO Bif TOT0, LU0 paHille; NpoTAromM
TepmiHy npugaTtHocTi (shelf-life
specification): BunpobyBaHHA NPOBOAATL B
KiHLj TepMiHy npugaTHocTi abo BignoBigHO
[10 NPOTOKO/Y».BBEIEHHS 3MiH NPOTSATOM
6-Tv MicALIB NicnsA 3aTBEPKEHHSA. 3MiHN |
TUny: 3MiHM 3 AKOCTi. FOTOBUIA NiKapCbKuii
3aci6. KoHTposib roToBOro nikapcbkoro
3aco6y (iHLUi 3MiHN) OHOB/IEHHSA BXE
3aTBEPKEHNX METOZIB KOHTPOJO AKOCTI
['N13, a came BUKNaAEHHA TEKCTY
[epXaBHOK MOBOIO 3riHO CyYacHMX
BUMOT - BBeAeHHA 3MiH NpoTArom 6-tu
MicALiB nicns 3aTBepaKeHHs. 3MiHu |
TMNy: 3MiHW 3 AKOCTi. FOTOBUIA NiKapCbkuii
3aci6. KoHTposb roToBOro NMikapcbkoro
3aco6y. 3miHa napameTpiB cneyudikadii
Ta/abo fonyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (iHwi 3miHn)(B.11.r.1.
(x),1A) CynyTHs 3miHa: 3MiHU 3 AKOCTI.
[oToBWMIA NikapCbknii 3aci6. KOHTponb
rOTOBOrO JlikapCcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOTO
NiKapcbKoro 3acoby (He3HayHa 3MiHa y
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

3aTBepXEHNX MeToAax BUNPOOYBaHHS)
nonoBHeHHA Creuundikauii N3 Ta
mMeTogiB KoHTponto MKA N3 3a
nokasH1MkoM «Boga» BrMoramu npu
BUNYCKY AN51 NPUBELEHHSA Y BigNOBIgHICTb
[0 opuriHasibHUX MaTepiasis
peecTpauiiHoro Jocbe BUPO6HMKA (PO3ain
3.2.P.5.1. CneuudikaLis). BBegeHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEpMKEHHS. 3MiHun | Tuny: 3MiHu 3
sKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO MiKapcbKoro 3acoby.
3miHa napameTpiB cneuudikayin Ta/abo
[OMYyCTUMUX MEX rOTOBOTrO NiKapCbKoro
3aco6y (iHWi 3MiHK) - CynyTHA 3MiHa:
3MiHu 3 SKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro nikapcbkoro 3acoby.
3MiHa y MeTofax BMNpo6yBaHHs rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMXEHNX METOAaX BUNPOOYBaHHS),
AonosHeHHs Cneuundikauii N3 Ta
MeTogiB KoHTponto MKA N13 3a
NnokasHNKom «CynpoBigHi AOMILLKN»
BMMOramu npu BUNycKy ANs NPUBEAEHHSA Y
BiANOBIAHICTb A0 OpUTiHA/IBHUX MaTepiasiB
peecTpaLiiiHoro Aocbe BUPOGHMKa (po3ain
3.2.P.5.1. Cneundikauis). Takox
yTO4YHeHHs1 Bumor Cneuudikauii M3 Ha
TEePMiH NPMAATHOCTI 38 NOKa3HNKOM
«CynpoBigHi AOMiLLKV». BBeAeHHS 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEePMKEHHSA. 3MiHM | TUNy: 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO Nikapcbkoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco6y (iHWi 3MiHK) - CynyTHA 3MiHa:
3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO AiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOTO
niKkapcbKkoro 3acoby (He3HayHa 3MiHa 'y
3aTBEPKEHNX MeToAax BUNPoByBaHHS)
3MiHa )OpMy/IHOBaHHA BUMOT 3a
nokasHukoMm «MikpobiosioriyHa uncrota» B
cneundikavii Ta MmeTogax KoHTpono MKA
N3 pns npuBefeHHs y BiANOBIAHICTb A0
BMMOT YMHHOI peakuii €sp. ®. 5.1.4. Ta

opuriHaslbHUX MaTepiasiB peecTpaLiiitHoro
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
[0Cbe BNpO6HMKa (po3gin 3.2.P.5.1.
Cneuudpikauis). Kputepii npuiAHATHOCTI He
3MiHMNucs. Metog BunpobyBaHHs 3a
nokasHukoM «MikpobiosioriyHa uncrota»
3a/MWAETbCA HEe3MiHHUM. BBeAeHHS 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
195. | HA/IBY®IH- PO3YMH ANS iH'EKLiA, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/19921/01/01
AAPHUNUA 10 mr/mn; no 1 mn "®apmavueBT "®apmMaueBTNYHa marepianis: peyenmom
abono 2 mnB nyHa chipma ipma "dapHuus" 3MiHM | TUNY - AAMIHICTPATUBHI 3MiHW.
amnyni; no 5 amnyn "OapHnus" 3MiHa HalimeHyBaHHs1 Ta/abo agpecu
Y KOHTYpHIli MiCLA NMPOBAKEHHS AiS/IbHOCTI
YapyHKOBIli BMPO6GHMKa (BK/IHOYAKOUM, 38 HEOOXIAHOCTI,
ynakosLi; no 1 a6o MicLLe NPOBefEHHS KOHTPOJIO AKOCTI), abo
N0 2 KOHTYpHI BacHuka mactep-caiina Ha A®l, abo
YapyHKOBI YNaKoBKu noctavansHvika Adl/BuxigHoro
B nauuj MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYHOTbCH Y
BMPOGHMLTBI AP (SKLO 3a3HAYeHo y
[0CbE Ha JlikapCbKuii 3aci6) 3a BigCcyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
dhapmakonei y 3aTBepfkeHoMy A0Cbe, abo
BUPOGHMKA HOBOI JONOMIXXHOT pe4OBUHU
(AKLL0 3a3HAYEHO Y AOCLE). 3MiHa
3asB/ieHa y 3B’s13Ky 3i 3MiHOI Ha3BM
BUpo6HMKa A®I. flitoya pepakuisa: Sanofi
Chimie, France
MponoHoBaHa pepakuis: SANOFI
WINTHROP INDUSTRIE, France. TepMiH
BBEJEHHS 3MiH NpoTArom 6 micauis nicns
3aTBEPAKEHHS.
196. | HAPAIH® PO3YMH ANS iH'eKLit TOB "HOpis- YkpaiHa TOB «lOpis-Papm» YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/19167/01/01
no 100 mr/mn; no 0,2 Papm"” (nakyBaHHs i3 hopmu martepianis: peyenmom

M (20 mr) y
nonepeaHLo
HanoBHEHOMY
wnpwui, no 2
wnpuum y énictepi;
no 1, a6o no 5, a6o
no 25 6nictepis y
KapTOHHII nauui; no
0,4 mn (40 mr) y
nonepegHLo
HanoBHEHOMY
Lwnpuui, no 2
wnpuum y 6nictepi;
no 1, abo no 5, a6o
no 25 6nictepis y

in bulk WeHmpxeH
Tekaoy
dapmacbsroTukan Ko.,
NTa, Kutaid)

3MmiHu | TURY - 3MiHK 3 SKOCTi. FoTOBMIA
nikapcbkunii 3aci6. 3MiHU Yy BUPOGHULTBI.
3MiHM y npoLieci BUPO6HMLITBA FOTOBOMO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIXHWIA NPOAYKT, LLIO 3aCTOCOBYETLCS
npy BUPOBHULTBI FOTOBOTO NiKapCbKOro
3aco6y (iHLi 3MiHK) - BHECEHHSA 3MiHM A0
n.3.2.P.3.3.0nuc BMpoGHMYOro npoLecy Ta
KOHTPOJII0 Npouecy, a came A0AaHo
iHdhopmawito, Lo 3 ofHieil cepii 13 «in-
bulk» moxe 6yTn cchopmoBaHO Aekinbka
cepiii N3 BigNOBIAHO [0 3apeeCcTPOBaHNX
BUIB, PO3MIpY Ta KOMNIEKTHOCTI
ynakoBku. BunyyeHo iHdopmaliito npo
NMPUCBOEHHS HOMEPIB Cepili.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
KapTOHHIN naJui; no
0,6 mn (60 mr) y
nonepegHL0
HanoBHEHOMY
wnpwui, no 2
wnpuum y énictepi;
no1,aéono5
6nicTepiB y
KapTOHHII nayui; no
0,8 mn1 (80 mr) y
nonepeaHLo
HanoBHEHOMY
wnpuui, no 2
wnpuum y 6nictepi;
no 1, aéono5
6nicTtepiB y
KapTOHHIN nauui; no
1,0 mn (100 mr) y
nonepegHLo
HanoBHEHOMY
Lwnpuui, no 2
wnpuum y énictepi;
no 1 6nicrepy y
nauui 3 KapToHy
197. | HATPIO PO34uH NS iHQy3il, MAT YkpaiHa TOB chipma YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a UA/4131/02/01
xnoeupg, 9 mr/mn no 100 mn, "Tanuudap "HoBodhapm- mMartepianis: peuyenmom
no 200 mn a6o no Mm" BiocnHTes", YkpaiHa,; 3MiHW | TUny - 3MiHK 3 AKocTi. FoToBWMi
400 MmN B nnsLWKax MAT "ranuucpapm”, nikapcbknii 3aci6. KOHTponb roToBoro
CKNSAHUX YkpaiHa nikapcbKoro 3acoby. 3miHa napameTpis
crneundikayii Ta/abo JONyCTUMMX MEX
rOTOBOrO /1iKapCbKOro 3acoby (iHLi 3MiHK).
CynyTHs 3MiHa- 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. 3MiHN Yy BUPOGHULTBI.
3MmiHu BUNpobyBaHb abo AoNyCTUMMX
MeX, BCTAHOBJ/IEHUX Y cnevumdikauisx, nig
yac BMPOOGHMLTBA FOTOBOrO NiKapCbKoro
3aco06y (iHwWi 3MiHN). MNpuBeaeHHS Y
BiANOBIAHICTb A0 BUMOr AdY 2.3 po3giny
«MexaHiyHi BK/IloYeHHs. Hesnanmi
yacTkv», a caMe OHOBUTY KpuTepii
NPUAHATHOCTI Y cneuudpikauii Ta y po3gini
«KOHTpO/Ib HaniBNPOAYKTIB Y NMPOLECi
BMPOGHMLTBa» NOKa3HMKa «MexaHiuHi
BK/1HOYEHHS» (4151 HoMiHany 100 m)
198. | HALLUATUPHO- Kpanni opasibHi, TOB Ykpaina TOB "TepHodhapm" Ykpaina BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 UA/8828/01/01
AHICOBI pPO34uH, No 25 My "TepHodhap marepianis: peyenma
KPAN/I thnakoHax abo y Mm" 3MiHM | TUny - 3MiHK 3 AIKOCTi. FOTOBWIA

donakoHax-

nikapcbkuii 3aci6. KOHTpob roToBOro
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
KpanenbHUUAX; Mo nikapcbKoro 3acoby. 3miHa y metoAax
25 mn 'y dhnakoHi; no BUMPOBYBaHHA rOTOBOTO NiKapCbKOro
1 chnakoHy B nauvj 3 3aco6y (He3HayHa 3MiHa y 3aTBepaKeHnX
KapToHy; no 25 mn'y MeTogax BUNpoBYyBaHHS) BHECEHHS
hN1aKoHi- HEe3Ha4YHWX 3MiH y METOAUKY
KpanenbHuui; no 1 BMNpobyBaHHA TLUX 3a nokasHUKoM
chnakoHy- "loeHTUdikauis", 3okpema: 3miHa
KpanesibHWLj B nayui xpomatorpadiyHoi naactuHn Cop6din —
3 KapToHY MTCX-A®-B-Y® po3mipom 10 x 15 cm Ha
Silica gel 60 F2s4 BUpo6HMLTBa hipMK
“Merck” po3mipom 10 x 20 cM.
199. | HEMPAKOP/A PO34MH ANS iH'eKL MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/18087/01/01
no 2 ma1 B amnyni; akuioHepHe TOBapuCTBO "“Jlekxim- marepianis: peyenmom
no 5 amnyny TOBapuCTBO Xapkis" 3MiHu | TUnNy - 3MiHK 3 AKkocTi. CepTudikat
6nicTepi; no 1 "Nekxim- signosigHocTi/lE-cepTudikar
6nicTepy B maui Xapki BiANOBIAHOCTI EBpONechbkili
hapmakonei/MoHorpadii. NMogaHHsA HOBOro
ab0 OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBpoONeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y
BMPO6HULTBI API; NSt 4ONOMIKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - HosuiA
cepTugikaT Bi HOBOrO BUPO6HMKA (3amiHa
ab0 [ONOBHEHHS)
noJaHHsa HOBOro cepTudpikara
BiANOBIAHOCTI EBponelichbkin hapmakonel
Ne R1-CEP 2011-205-Rev 02 gna Adl
LjiaHoKo6anamiHy Bif, HOBOro
anbTepHaTMBHOrO BMPOGHMKa Hebei
Huarong Pharmaceutical Co Ltd, China.
200. | HENPOOAP® PO3unH aNs iH'ekuin, | Amakca ITA Benvka BUPOBHMLTBO, ITania BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/14668/01/02
no 1000 mr/4 mn; no BputaHis KOMMeKTauis, marepianis: peyenmom

4 mn B amnyni; no 5
amnysn y KOHTYPHiiA
YapyHKOBIl
ynakosui; no 1
ynakoBLi B
KapTOHHI Kopo6Lyi

nakyBaHHS1, BUNYCK
cepit:
NabopaTtopio
dapmayeyTiko C.T.
C.p.n., Itanis;
KOHTPO/b
SAKOCTI/KOHTPO/Ib cepil:

NabopaTtopio
dapmayeyTiko C.T.
C.p.n., Itanis

3MiHu | TUNy - 3MiHK Wwoa0
6e3nekn/ed)ekTBHOCTI Ta
thapmakoHarnsgy. BeeaeHHs abo 3miHu
[0 y3arasibHeHVX JaHux npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHunx Npo cuctemy
thapmakoHarnisgy, 3miHa yrnoBHOBaXKeHO|
ocobu, BignoBigasbHOT 3a 3AiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnsagy 3asiBHuKa s
3[jiCHEHHs1 hapMakoHarnaay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

0cobw, BignoBigasibHOI 3a 34jiACHEHHS
hapMakoHarnagy (Bkno4Yatouy KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cnuctemmn chapmakoHarnsgy) 3miHa
YMNOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiAANOBIAaIbHOI 3a thapmakoHarnsg,
[itoua pepakuis: bapaHiBcbkuii Mukona
OnekciiioBuy. MponoHoBaHa pefakuis:
KapayesLeBa Hatanis BonogumumpisHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT
0cobu 3asBHKKA, BiANOBIAAILHOI 3a
hapmakoHarnsg. YTouUHeHHs LWoza0
agpecy Micus 34iACHEHHS OCHOBHOT
LifNbHOCTI 3 hapmakoHarnagy.
YTOUHEHHS LWOoA0 aapecu
MiCLie3HaxX0MKeHHs MacTep-ghainna
cucteMun dhapmakoHarnsgy.

201.

HEWPOAAP®

PO34mnH ANS iH'eKUii,
no 500 mr/4 mn; no 4
M/ B amnyni; no 5
amnyn y KOHTYpPHIi
YapyHKOBIl
ynakosLi; no 1
ynakosLi B
KapTOHHI Kopo6Lyi

Amakca 1T/,

Benuka
BputaHis

BMPOGHMLTBO,
KOMMeKTauis,
nakyBaHHs1, BUNYCK
cepii:
NabopaTtopio
dapmayeyTiko C.T.
C.p.n., Itanis;
KOHTPO/b
SAKOCTI/KOHTPO/Ib cepil:

NabopaTtopio
dapmayeyTiko C.T.
C.p.n., Itanis

ITanis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnx Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
chapmakoHarnsgy; KOHTakTHoi 0cobm 3
chapmakoHarnsgy 3asBHuka ans
3[jiCHEeHHS hapmakoHarnaay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
hapMakoHarnsay (BkIHYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,
[itoua pepakuisi: BapaHiBcbkuii Mukona
Onekcinosuy. MNponoHoBaHa pefakuis:
KapaueBueBa Hatanis BonogumupisHa.
3MiHa KOHTaKTHUX faHuX YNOBHOBaXEHOT
0cobu 3asBHKKA, BiANOBIAAIbHOI 3a
thapmakoHarnsg,. YTO4HEHHS LWoAo
agpecy Micus 34iACHEHHS1 OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
YTOYHEHHS LWOA0 agpecu
MiCLie3HaxX0MKEHHs1 MacTep-ghaiina
cucTemun chapmakoHarnagy.

3a
peyernmom

UA/14668/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

202.

HEPBUNJEKC-
H

PO34MH ANS iH'EKUi,
no 2 mn B amnyni;
no 5 a6o 100 amnyn
y mauui; no 2 mn B
amnyni; no 5 amnyn
B 6nicTepi; no 1
6nicTepy B maui

MpuBartHe
akuioHepHe
TOBapUCTBO

"Nlekxim-
Xapkis"

Ykpaina

MprBaTHe aKujioHepHe

TOBapUCTBO "J1eKXiM-
Xapkis"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis:
3MiHY | Tuny - 3miHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHoBNEHOro cepTuddikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoONeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
BMPO6HMUTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudiikat BiAMNOBIAHOCTI
€sponelicbkili hapmakonei) - HoBwii
cepTudikaT Big HOBOro BUPOGHYMKa (3aMiHa
ab0 [OMNOBHEHHS)
nofaHHsA HOBOro cepTudikara
BiANOBIAHOCTI EBponelichbkin hapmakonei
Ne R1-CEP 2011-205-Rev 02 gna AdI
LliaHoKo6anamiHy Bif HOBOro
anbTepHaTMBHOrO BMPOGHMKa Hebei
Huarong Pharmaceutical Co Ltd, China.

3a
peuyenmom

UA/10373/01/01

203.

HE®POTEKT

PO3unH ANs iHdys3il;
no 250 mn abo no
500 My h1akoHi;
no 10 cpnakoHis y
KapTOHHI Kopo6Lyi

dpeseHiyc
Kabi

Loiunang
m6X

HimeyunHa

®pe3seHiyc Kabi
AscTpia 'M6X

AscTpis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:
3MiHu | TUnNYy - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo 3miHu

[0 y3arasibHeHNX AaHnx Npo cuctemy

thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx Npo cuctemy

chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT

ocobu, BignoBifasibHOI 3a 3MjICHEHHS

chapmakoHarnsgy; KOHTaKTHoi 0cobm 3

chapmakoHarnsgy 3asaBHuka ans

3[jiCHEeHHs hapmakoHarnsgy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT

ocobu, BignoBifasbHOI 3a 3AiACHEHHS
hapMakoHarnsay (BkIHYatoum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa

KOHTaKTHUX JaHNX KOHTaKTHOI 0cobu 3

chapmakoHarnsgy 3assBHuka gns

3[jiCHEHHS1 hapMakoHarsay B YKpaiHi.

3a
peyernmom

UA/10733/01/01

204.

OCTIBAH

TabneTkn, BKPUTI
NNiBKOBOIO
06010HKOH0, N0 10
mr; no 10 TabneTok

TOB
"BOPBAPT
C ®APMA"

Ykpaina

[eHepic ®apmactoTika,

C.A.

MopTyranis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:
3MiHK | TUny - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta

6e3
peyenma

UA/20377/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

y 6nictepi, no 2
6nicTepy y kopobui 3
KapTOHY

thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHEeHNX AaHnx Npo cuctemy
hapmakoHarnagy (BBefeHHs
y3ara/ibHeHNX JaHnx Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT
0co6wu, BiANOBifabHOI 3a 3AiACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asBHuka gns
3pjiicCHeHHs hapmakoHarnagy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBa)XKEHOT
ocobu, BignoBigasnbHOI 3a 34iACHEHHS
hapmakoHarnsay (BkIHYatoum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pPO3MiLLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsay). 3miHa
YMNOBHOBaXeHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,.
[Oitova pepakuin: bagba Onexa
AHartoniiBHa. MpornoHoBaHa pefakuis:
TkaueHko TeTsiHa NeTpiBHa.

205.

OCTIBAH

TabneTku, BKPUTI
nNiBKOBOKO
o6onoHkoto, no 20
mr; no 10 TabneTok
y 6nictepi, no 2
6nicTepy y kopobui 3
KapTOHY

TOB
"BOPBAPT
C PAPMA"

YkpaiHa

[eHepic ®apmactoTika,
C.A.

Moptyranis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHY | TUny - 3MiHK WoAao
6e3nekun/edeKkTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHEHNX AaHnX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx Npo cuctemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHoT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asBHuka gns
3[jiCHEeHHS1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
hapmakoHarnsaay (BkI4YatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6M 3as1BHYMKA,
BiANOBIAa/bHOI 3a thapmakoHarnsg,
[itoua pepakuis: bagbs OneHa
AHaToniiBHa. MponoHoBaHa pefakuis:
TkayeHko TeTsiHa [MeTpiBHa.

6e3
peuyenma

UA/20377/01/02

206.

OTPUBIH

cnpeii HasasbHUiA,
nosoBaHwuii 0,1 %;
nol0mny
nonimepHomy
hNakoHi 3
po3nuaBayem; no

XaneoH KX
CAP/

LBeiiLapis

XaneoH KX C.a.p.n.

LLiBeiuapis

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis:
3MiHM | Tuny - 3miHK 3 skocTi. CepTuddikat
BignosigHocTI/lE-cepTudpikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. NogaHHs HOBOTO

6e3
peyenma

UA/5206/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy

ynakoska)

(nikapcbka chopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

207.

NMAHKPEATUH

1 chnakoHy B
KapTOHHI Kopo6Lyi

abo oHoBNEHOro cepTuddikata
BiANOBIAHOCTI ab60 BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HMUTBI A®I; NS 4ONOMIXHOT
peyoBuHM (cepTudikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNEHNI
cepTudikat Bif ye 3aTBepKEHOro
BMPOO6HMKa. MogaHHA OHOBIEHOro
cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKii
thapmakonei Ne R1-CEP 2017-054 - Rev
00 (3atBepoxeHo: RO-CEP 2017-054 -
Rev 00) 4ns fjto4oio pevyoBuHU
rigpoxnopuay KcunomMmeTasoniHy Bif
3aTBEPAKEHOTO BUPOOHMKA
Przedsiebiorstwo Innowacyjno
Wdrozeniowe «lpochem» Sp. Z.0.0.,
Poland, sikuii 3mMiHMB Ha3By Ha
Warszawskie Zaklady Farmaceutyczne
Polfa S.A. Ipochem Branch, Poland

NOPOLLIOK
(cybeTaHuin) y
noaBiiHNX
NnonieTUIEHOBKX
Millkax gns
thapmaueBTUYHOro
3acTOCyBaHHs

TOB "TK
"ABPOPA"

YkpaiHa

[esanr CiHo3iM
dapmacbtoTikan Ko.,
nra.

Kutaii

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHA AiS/IbHOCTI BUPOOHUKA
(BKItOYatoun, 3a HeobXigHOCTI, Micue
NPOBeEeHHS KOHTPOJIO AKOCTI), abo
BNacHuka mactep-caiina Ha Adl, abo
noctayanbHuka A®l/BuxigHoro
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 3aCTOCOBYHOTbCH Y
BMPOGHMLTBI AP (SKLO 3a3HAYeHO y
[0CbE Ha JlikapCbKuWii 3aci6) 3a BigCcyTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
dhapmaxonei y 3aTBepfKkeHoMy A0Cbe, abo
BUPOGHMKA HOBOI JONOMIXXHOI pe4YOBUHU
(AKLL0 3a3HAYEHO Y J0CbE) 3MiHa agpecu
BMpo6Huka A®| MaHkpeatuH Deyang
Sinozyme Pharmaceutical Co., Ltd.,
China, 6e3 3MiHV MicLsA BUPOGHMLTBA.

UA/16769/01/01

208.

MAPAKO[ IC®

Tabnetku, no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
nauti 3 kKapToHy; no
10 TabneTok y

6nicTepi

ToBapucTeBo
3
[04,aTKOBOO
Bignosiganb
HICTtO

"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAALHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMartepianis:
3MiHM | Tuny - 3miHK 3 skocTi. CepTuddikat
BignosigHocTI/lE-cepTudpikar
BiANOBIAHOCTI EBpONechbkili

hapmakonei/moHorpadii. NogaHHs HOBOTO

3a
peyenmom

UA/12054/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

abo oHoBNEHOro cepTuddikata
BiANOBIAHOCTI ab60 BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HMUTBI A®I; NS 4ONOMIXHOT
peyoBuHM (cepTudikat BiAMNOBIAHOCTI
€sponelicbkili hapmakonei) - HoBwii
cepTudikaT Big HOBOro BUPOGHYMKa (3aMiHa
a60 [ONOBHEHHS)
nofaHHsA HOBOro cepTuddikara
BiANOBIAHOCTI EBponelichbkin hapmakonei
Ne R1-CEP 2007-023 - Rev 05 gna Adl
Kogeiny chocdhar remirigparty Bif HOBOro
anbTepHaTUBHOIO BMPOGHMKa Saneca
Pharmaceuticals a.s., Slovak Republic. fk
HacnifoK 3MiHa HOPMYBaHHS TeCTy
«3a/IMLLKOBI PO3YUHHUKWY»; 3MiHW B
iHbopmaLii WoA0 ynakoBkM Ta TepMiHY
nepeKkoHTposto BignosigHo CEP. 3MiHu |
TNy - 3miHn 3 sikocTi. CepTudikar
BignosigHocTI/lE-cepTudikart
BiNOBIAHOCTI E€BpPONENChKiit
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonel, abo iHLOoi
HauioHanbHOI hapmakonei gepxasu €C
(3miHa y cneumdikauisx, nos'asaHa 3i
3miHamu B 1Y, abo €Bponeiichbkil
hapmakonei, abo iHLUI HaLioHaNbHIl
thapmakonei gepxasu €C) 3MiHU
06yMOB/IEHi HEOOXIAHICTIO NPMBEAEHHS
crneundikavii Ta MeToAiB KOHTpono APl y
BIAMNOBIAHICTb 4,0 BUMOT MOHOrpadii
€sponelicbkoi hapmakonei «Codeine
phosphate hemihydrate», a came:
YTOYHEHHS XiMiYHOT Ha3Bm AP| Ta
[OMILLIOK; 3MiHAa HOPMYBaHHA Ta METOAMK
BMKOHaHHS TeCTiB «laeHTudikavis»
(BunyYeHHs igeHTUdIKaLii MeTogoM
abcopbadiiHoi cnekTpodhoTomeTpii B
ynbTpadioneToBoMy AianasoHi),
«KinbkicHe BU3HaueHHs» Ta «CynpoBifHi
OOMILLKM».

209.

NMEHTA/TTIH
IC®

Tabnetkun no 10
TabneTok y 6nictepi;

ToBapucTeBo
3

YkpaiHa

ToBapucTso 3
[0aTKOBOO

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:

3a
peyenmom

UA/8694/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
no 1 6nictepy B [04,aTKOBO BiANOBIAA/LHICTIO 3miHu | TUny - 3miHm 3 AkocTi. CepTudikar
nauui 3 KapToHy; Nno Bignosiganb "IHTEPXIM" BignosigHocTI/lE-cepTudikart
10 Tabnetok y HiCTI0 BiNOBIAHOCTI E€BpPONENChKiit
6nictepax "IHTEPXIM" thapmakonei/moHorpadii. NogaHHs HOBOTO

abo oHOBNEHOTO cepTuddikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikaTa BignoBiAHOCTI EBPONENCHKIi
hapmakonei: ana A®l; ons BUxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCSA Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei) - Hoswia
cepTuagikaTt Bif HOBOro BUpO6GHUKa (3amiHa
ab0 JONOBHEHHS)
noAaHHsa HOBOro cepTudikata
BiANoBiAHOCTI EBponelicbkiin hapmakonei
Ne R1-CEP 2007-023 - Rev 05 gnsa Ad|
KogeiHy chocdpat remirigpaty Big HOBOro
anbTepHaTUBHOrO BMPO6GHMKa Saneca
Pharmaceuticals a.s., Slovak Republic. Ak
HacnifoKk 3MiHa HOPMYBaHHS TeCcTy
«3a/ILLKOBI PO3UUHHUKM»; 3MiHU B
iHchopMmawii LWoA0 ynakoBK/ Ta TEPMIHY
NepeKkoHTPOsII0 BignoBigHo CEP. 3MiHu |
TUny - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar
BIANOBIAHOCTI EBpONechbkil
thapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi
3 HeOOXiJHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHLOoi
HaujioHasIbHOT dhapmakonei aepxasun €C
(3miHa y cneumdikauisx, nos'asaHa 3i
3miHamu B 1Y, abo €Bponeiichbkili
hapmakonei, abo iHLii HaLioHaNbHIl
thapmakonei gepxasu €C) 3MiHM
06yMOB/IEHi HEOOXIAHICTIO NPMBEAEHHS
cneuudikaLii Ta MeToAiB KOHTposo APl y
BiAMOBIAHICTb A0 BUMOT MOHOrpadii
€sponelicbkoi hapmakonei «Codeine
phosphate hemihydrate», a came:
YTOYHEHHS XiMiyHOT Ha3BM A®| Ta
[OMILLOK; 3MiHAa HOPMYBaHHA Ta METOAMK
BMKOHaHHS TecTiB «laeHTudikauis»
(BunyYeHHs igeHTUdiKaLii MeTogomM
abcopbaLiiHoi cnekTpodhoToMeTpii B
ynbTpadioneTosomMy fianasoHi),
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«KinbkicHe BU3HaueHHs» Ta «CynpoBigHi
OOMILLKM».
210. | NONIQEKCA 3 cnpei HasaslbHUi, Na6opaTtopii ®paHuisa CodpapTekc PpaHuin BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/2831/01/01
DEHINTEPPUH po34uH; no 15 mny Bylwapa marepianis: peyenmom
OoM hNakoHi 3 Pekopparti 3MiHu | TUNYy - 3MiHK 3 AKkocTi. CepTudikat
posnuaosayem; no signosigHocTi/lE-cepTudikar
1 chnakoHy B BiANOBIAHOCTI EBpONechbkili

KapTOHHI Kopo6Lyi

thapmakonei/MmoHorpadii. NMogaHHsA HOBOro
ab0 OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBpoNeiichkii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; N5t 4ONOMIKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBIEHWIA
cepTudikar Bif y)e 3aTBEpL)KEHOr0
BUPOGHMKa - [ofaHHA OHOBIEHOTO
cepTudpikaTa BifnoBiAHOCTI EBpoONeiiChKii
hapmakonei Ne R1-CEP 2009-159-Rev 02
(3aTtBepaxeHo: R1-CEP 2009-159-Rev 01)
ons aioyoi peyosrHn Polymyxin B sulfate
Bifl BXX€ 3aTBEPIXEHOr0 BUPOOHMKA
Hangzhou Zhongmei Huadong
Pharmaceutical Co., Ltd., China. 3minu |
TMny - 3miHK 3 skocTi. CepTudiikat
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeichkili
thapmakonei/moHorpadii. NMogaHHsA HOBOTO
abo oHoBNEHOrO cepTuddikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPO6HUUTBI A®I; NSt 4ONOMIXHOT
peyoBuHM (cepTudikat BiAMNOBIAHOCTI
€Bponeiicbkiin hapmakonei) - OHOBEHWIA
cepTudikar Bif yxe 3aTBepKEHOro
BMPOGHMKA -

MopaHHSA OHOBNEHOTO cepTudiikaTa
BiANOBiAHOCTI EBponelichbkiin hapmakonei
Ne R1-CEP 2011-029-Rev 01
(3atBepmxeHo: R1-CEP 2011-029-Rev 00)
ans givovoi peyosmHM Neomycin sulfate
Bif] BXXe 3aTBEPAKEHOI0 BUPOBGHUKA
Yichang Sanxia Pharmaceutical Co., Ltd.,
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China. 3miHu | Tuny - 3miHu 3 sikocTi. AdI.
(iHWi 3miHM) 3amMiHa HayKoBOi
nokymeHTauii ans API Dexamethasone
Sodium Metasulfobenzoate Big BMpo6HMKa
SANOFI CHIMIE, France Ha ASMF nO
2016-151 (Bepcia AP/01/December 2016
Ta RP/01/December 2016 3 fogaTKOBOIO
iHbopmauieto Big 02/ February 2021).
3MiHKN y 3aKpuTiii yacTuHi ASMF. 3miHu Il
Tuny - 3MiHn 3 AkocTi. ADL. (iHWi 3MiHW)
MopaHHA oHoBNEHOrO po3giny 3.2.S.
AKTUBHWI thapMaLeBTUUWIA iHTpegieHT ans
API Dexamethasone Sodium
Metasulfobenzoate Big BUpobHuKa
SANOFI CHIMIE, France (ASMF n0 2016-
151).

211. | NPAMINEKC Tabnetku no 0,25 TOB YkpaiHa TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/13248/01/01

mr; no 10 TabneTok "ACIHO marepianis: peyenmom
y 6nictepi; no 3 YKPAIHA" 3miHu | TMRY - 3MiHK 3 SKoCTi. FoTOBMIA
6nictepn y nikapcbkuii 3aci6. KOHTpob roToBOro
KapTOHHIN nauui nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonycTUMNX MeX
roTOBOrO NiKapCbKOro 3acoby (3BY)XXeHHS
[onycTUMMX mex) - BpaxoBytoun A0CBig
BMPOGHMLITBA Ta HAKOMWYEHHS JaHNX
o4O CTabinibHOCTI Npenapary 060x
[03yBaHb, OTPMMaHNX NpoTarom 10 pokis,
nepernsHyTi BUMOrM WoA0 BMICTY
[OOMILLOK Ta 3BY)XXeHi AonyCTUMI Mexi
NpOTAroM TePMiHy NPUAATHOCTI 3a
NOKa3HNKOM «CynpoBifHi JOMILLKU».
212. | NPAMINEKC Tabnetku no 1,0 wr; TOB YkpaiHa TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/13248/01/02
no 10 TabneTtok y "ACIHO marepianis: peyenmom
6nicTepi; no 3 YKPAIHA" 3MmiHu | TURY - 3MiHK 3 SKOCTi. FoTOBMIA
6nictepn y nikapcbkuii 3aci6. KOHTpOob roToBOro
KapTOHHIN nauui nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo fonyCTUMUX MEX
roTOBOrO NiKapCbKOro 3acoby (3BY)XXeHHS
[onycTuMmx mex) - BpaxoBytoun A0CBig
BMPOGHMLITBA Ta HAKOMWYEHHS JaHNX
o4O CTabiNbHOCTI Npenapary 060x
[03yBaHb, OTPMMaHNX NpoTarom 10 pokis,
nepernsHyTi BAMOIM LWOAO0 BMICTY
[OOMILLOK Ta 3BY)XXEHi AonyCTUMI Mexi
NpOTAroM TepMiHy NpPUAATHOCTI 3a
NOKa3HWKOM «CyNnpoBifgHi AOMILLIKN».
213. | NPEBMMIC KOHLeHTparT Ans Mepk Wapn i | LWBeiiuapisa BTOPVHHE NaKyBaHHS, Benbria/ BHECEHHS 3MiH 10 peecTpavuiiHnx 3a He UA/19269/01/01
PO34MHY A5 Joym IAEA aHasliTM4He Ipnangis/ MaTepianis: 3miHu |l Tuny - 3MiHK Woa0 peyenmom | nionsieae
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iHdpysiin, 240 wr (20 6X TecTyBaHHS, Higepnangm 6e3nekn/edreKTMBHOCTI Ta
Mr/M); KOHUEHTpAT TecTyBaHHSA chapmakoHarnsgy. 3MiHM y TepaneBTUHHUX
[ON5 PO3UKHY B cTabinbHOCTI Ta nokasaHHsX (4ofaBaHHA HOBOro
CKNsiHOMY DN1aKOHi [03BIi/T Ha BUMYCK TepaneBTUYHOro MokasaHHs abo 3MiHa y
(tuny 1), 1 conakoH y cepil: 3aTBEpAKEHOMY MOKa3aHHi) 3MiHu
KapPTOHHI Kopo6Lyi OpraHoH XelicT 68, BHECEHO A0 IHCTPYKLii 418 MeguyHoro
Benebris; 3aCcTOCyBaHHSA NikapcbKoro 3acoby Ao
BUPOBHMLTBO, po3ziny "MokasaHHA", a TakoX [0 po3ainis
nepBrYHHE NakyBaHHsA "®apmakonorivyHi BnacTmseocTi”,
Ta aHaniTn4He "B3aemogis 3 iHWMMW SliKapCbKUMu
TecTyBaHHS, 3aco6amMu Ta iHWi BUAmM B3aeMogiii",
TecTyBaHHs "Ocob6nmBocTi 3acTocyBaHHs", "Cnoci6
cTabinbHOCTI: 3acTocyBaHHs Ta o3n", "MobiuHi peakwyi
MCJ, IHTepHeLUHN BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
M6X/MCA Ipnangais [0Cbe. BBEAEHHS 3MiH NPOTArom 6-Tu
(Kapnoy), IpnaHgjs; MicALIB Micns 3aTBEpAKEHHS. B mexax
[03BiN Ha BUMNYCK 3MiHN Ha;aHO OHOBMEHWIA NNaH
cepii: ynpasniHHA pu3nkamu, Bepcis 4.1.
Mepk Wapn i Joym Pe3stome nnaHy ynpas/iHHA pu3mkamum
B.B., HigepnaHau pofaetbes. 3Minu Il Tuny - 3MiHW Woao
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y KOpoTKili
XapakTepucTuLi nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLji Ans
MeAMYHOr0o 3aCTOCYBaHHS y 3B'A3KY i3
HOBUMW @aHWMU 3 AKOCTI, JOKNiIHIYHUMU,
KNIHIYHUMW A@HMKU Ta JaHumn 3
thapmakoHarnsgy - 3MiHM BHECEHO [0
IHCTPYKLT AN1A MeAMYHOro 3acTOCyBaHHS
NiKkapcbKoro 3acoby Ao po3ainis
"®apmakonoriyHi BnactmsocTi”, "Cnocio
3acTocyBaHHA Ta o3un", "MobiyHi peakuii”
BiANOBIAHO O MaTepianis peecTpawiiHoro
[OCbE.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkKeHHs.
214. | NPEBUMIC TabneTku, BKpUTI Mepk Wapni | LWseliyapis BMPOGHMLTBO, Ipnangis/ BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a He UA/19168/01/01
NnniBKOBOKO Ooym |[OEA aHaniTM4yHe Benbrisi/Hig, mMaTtepianis: 3miHu Il TMny - 3MiHK WoA0 peyenmom | nidssieae
060/10HKO0, No 240 m6X TEeCTyBaHHS: epnaHgm 6e3nekn/edpeKTNBHOCTI Ta

mr; 4 6nictepu no 7
TabNETOK B KOXHOMY
(28 TabneTok) B
KapTOHHI Kopo6Lyi

MCJ, IHTepHeLwHN
m6eX / MC/A IpnaHgis
(Bennigaiin),
IpnaHgis;
nepBuHHe Ta
BTOPUHHE NakyBaHHs,
[03BiN Ha BUMYCK
cepi:
OpraHoH XeiicT 6B,

chapmakoHarnsgy. 3MiHM y TepaneBTUHHUX
nokasaHHsIX (4oAaBaHHA HOBOTO
TepaneBTUYHOrO NokasaHHs abo 3MiHa y
3aTBEpMKEHOMY MoKa3aHHi) 3MiHu
BHECEHO A0 IHCTpyKLii AN1a MeguyHoro
3acTOCyBaHHS MikapcbKoro 3acoby Ao
po3giny "lMokasaHHS", a TakoX [0 po3A4iiB
"®apmMakonoriyHi BnactnsocTi”,
"B3aemogist 3 iHWMMW SliKapCbKUMu
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Benbris;
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KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Peknam

[03BiN Ha BUMNYCK
cepii:

3acob6amu Ta iHWi BUAN B3aEMOg,il

yBaHHs

Homep
peecmpayjiliHo2o

NPEOHIKAPG-
OAPHMLA

Masb no 15 ry 1y6i;
no 1 Ty6i B nayui

MpAT
"®apmaueBT
nyHa hipma
"AapHnus”

YkpaiHa

"PapmaueBTnyHa
chipma "JapHuus”

Mepk Wapn i Joym
B.B., HigepnaHaun

MpAT

Ykpaina

"Oco61BoCTi 3acTocyBaHHA", "Cnoci6
3acTocyBaHHs Ta Ao3n", "MobiuHi peakwii
BiAMOBIAHO A0 MaTepianiB peecTpauiiHoro
[ocbe. BBeeHHS 3MiH NpOTAroM 6-Tu
MicsLiB MicNsA 3aTBEPA)KEHHA. B mexax

3MiHM Ha4aHO OHOB/IEHWIA NNaH
ynpas/iHHA pusnkamu, sepcisa 4.1.
Pestome nnaHy ynpas/iHHA pusmkamu

6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHW y KOpoTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT 4Nns
MeAMYHOIO 3aCTOCYBaHHS y 3B'A3KY i3
HOBUMW AaHVMMM 3 SIKOCTi, AOKiHIYHUMU,
KNHIYHUMW fJaHUMK Ta JaHuMuy 3
hapmakoHarnsgy - 3miHM BHECEHO A0
IHCTPYKLT 4719 MeANYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby A0 po3gainis
"dapmakosiorivyHi BnactusocTi”, "Cnocio
3acTocyBaHHs Ta ao3n", "MobiuHi peakwyi
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[0CbE.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepKeHHs.
BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:

nopaetbes. 3minm |l Tuny - 3MiHM Wopao

3a

nocsio4YeHHs

3MiHU | TNy - 3MiHK 3 AkocTi. API.
KoHTponb A®I. 3miHa y MeTogax
BMNpobyBaHHA APl abo BuXigHOTO
mMaTtepiany/npombKHOro
NPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHuytBa A®| (iHLWi 3MiHW y
MeToAax BUNpPobyBaHHA (BK/IHOYa0UN
3amiHy abo gonoBHeHHs) Ad| abo
BMXIi4HOro/MpoMiXXHOro npoAaykTy). o
METOAMKN BU3HAYEHHS 3a/IMLLKOBUX
PO34YMHHVMKIB BUPOOHUKa ADI
npegaHi3onoHy BupobHuuTea Henan Lihua
Pharmaceutical Co., Ltd., China BHeceHO
TEPMiHN NPMAATHOCTI PO3YMHY NOPIBHSAHHSA
Ta BUMOTM A0 e(PeKTUBHOCTI
XpomatorpagiyHoi KOSIOHKKM, BiAMNOBIAHO
[0 pe3ynbTaTiB Basigauii aHamiTMYHnX
MEeTOAVK, Ta BHECEHO peAakuiliHi mpaBku

Ta YTOUYHEHHSA. 3MiHW | Tuny - 3MiHK 3

peyernmom

akocTi. A®Il. KoHTponb A®I. 3miHa y

UA/6024/01/01
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napameTpax cneuudikauii Ta/abo
[0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha A®l, abo
BVIXiZHWIA/MPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMpOo6HULTBA AP (iHLWI 3MiHK). CynyTHSA
3MiHa- 3MiHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs AD| abo
BMXifHOro marepiany/npomMikHOro
NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6HuLTBa A®I (HE3HauHI
3MiHW Y 3aTBEPKEHNX MeTofax
BMNpo6yBaHHs) (B.1.6.2. (a) IA)BHeceHHs
3MiH [0 crneundikaLii Ta meToais
KOHTpoNt0 A®I, a came nokKasHuK
«PO34YMHHICTb» NepeHeceHo [0 3aralbHuX
BNaCTUBOCTEN Y 3B'A3KY 3 TUM, LLO
NMOKa3HWK Ma€ pekomeHgauiliHniA xapakrep
BignoBigHo o Bumor 4dY 1.4 Ta €O
1.5.17. 3MiHun | TUNY - 3MiHU 3 AKOCTI. ADI.
KoHTponb A®l. 3miHa y napameTpax
cneumdikauin Ta/abo AONyCTUMUX MEX,
BM3Ha4YeHUX y cneumdpikauisx Ha Adl, abo
BWXiAHUIA/NPOMIXHWIA NPOAYKT/pearexT, wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUPOGHMLTBA AP (HLWi 3MiHK).
CynyTHSA 3MiHa- 3MiHU 3 AKOCTi. ADI.
KoHTponb A®L. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
mMaTtepiany/npombKHOro
NpOAYKTy/peareHTy, Lo BUKOPUCTOBYETHLCS
y npoueci BupobHuytea A®I (iHLWi 3MiHW y
MeTofax BUNpo6yBaHHSA (BKIHOHAKOUM
3amiHy abo gonoBHeHHs) A®| abo
BMXiZAHOro/NPOMiXXHOro npoAaykty). o
cneumdikaLii Ta METOAVK KOHTPOSIIO 3a
MOKa3HWKOM «3a/INLLKOBI PO3UMHHUKM»
BMpo6HMKa Tianjin Tianyao
Pharmaceuticals Co., Ltd., China BHeceHO
PO3UYMHHVKN ANXI0pPMETaH Ta MeTUeH
xnopug Ha 3amiHy aumeTtundopmamigy y
3B'A3KY 3 NPUBELEHHAM [0 MaTepianis
BMPOGHMKA 3 ypaxyBaHHAM Banigauii
aHasliTUYHMX MeTOAMK. TakoX 3MIHIOETLCA
Ha3Ba po3ainy, a came «3asINLLIKOBI
KifIbKOCTi OpraHiyHnX pO34MHHKKIB» Ha
«3aNNLLIKOBI PO3YMHHUKM» Bi4NOBIAHO A0
pekoMeHAaLlin APY/ED.
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216. | NIPOMOLIE®® NOPOLLOK AN1s MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a UA/15379/01/01
po34nHy Ans akuioHepHe TOBapUCTBO "J1eKXiM- mMartepianis: peyenmom
iHekyinno1,0r; 1 TOBapuCTBO Xapkis", YkpaiHa 3MiHK | TUNY - 3MiHK 3 AKoCTi. FoToBWMiA
abo 5 dnakoHiB 3 "Nlekxim- (BMPOGHMLTBO i3 nikapcbknii 3aci6. KOHTponb roToBOro
NopoLLKOM Y nauui; 1 Xapkis" chopmu in bulk dipmu- niKkapcbKoro 3acoby (iHLWi 3MiHW) HEe3HAYHI
abo 5 dnakoHiB 3 BMPOGHUKa KBiny 3MiHM KOHTponto N3, a came
MOPOLLKOM Y dapmaueyTikan Ko., BUKOPVCTaHHS pe3ynbTarTiB BXiJHOro
6nicTepi; no 1 Ntp., Kutaid); TOB KOHTpoto dhopMm «in bulk» ans KOHTponto
6nicTepy y nauyj 3 "Nekxim-Obyxis", 'N3. 3miHa 06rpyHTOBaHa HasABHICTIO Y
KapTOHY YkpaiHa BMPOGHWLTBI cepTudikaTy BignoBigHOCTI
(BMpPOGHMLTBO i3 BuMoram GMP, BiACYTHICTIO peknamalviii
cdopmu in bulk chipmu- wopo sikocTi N3, ouiHKo aHanisy
BMpO6HUKa KBiny pY3VKIB Ta A4AaHUMUN BUBYEHHS CTabiNbHOCTI
dapmaueytikan Ko.,
N14., Kutai)
217. | NPOMAHOPM® | Tabnetku, BKpUTI MPO.MEA.LL Yecbka BMPOGHMLTBO, Yecbka BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a UA/5421/01/01
nniBKOBOKO C MNpara a.c. Pecny6nika nepBuHHE | BTOPUHHE Pecny6nika/ | maTepianis: 3miHu | TMNY - 3MiHW 3 AKOCTI. peyenmom
o060noHkoto, no 150 nakyBaHHs, KOHTPO/1b Cnosaubka [oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
mr; 10 TabneTtok y AKOCTI, BUNYCK cepil: Pecny6nika BMPOGHULTBI. 3amiHa abo BBeAEHHS

6nictepi; no 5
6nictepiB y
KapTOHHI Kopo6Lyi

MPO.MEA.LUC lMpara
a.c., Yecbka
Pecny6nika;

BUPOGHMLTBO,
nepBUHHE | BTOPUHHE

nakyBaHHS, KOHTPO b

SAKOCTI:
CaHeka
dapmacbloTnkan3 a.c.,
Cnosaubka
Pecnyb6nika;
KOHTPO/b SIKOCTI:
AJ1C Yecbka
Pecnyb6nika c.p.o.,
Yecbka Pecnybnika

[0[aTKOBOT AiNbHULL BUPOBHULITBA A5
4YaCTUHM ab0 BCbOr0 BUPOBHMYOTO
npoLecy roToBoro Nikapcbkoro 3acoby
(8iNbHULA 4N NEPBUHHOIO NakKyBaHHS)
BBeneHHs [oaatkoBol AifbHULI
BifjNOBIAa/IbHOT 3@ NEPBUHHE NaKyBaHHSA
roToBOro flikapcbKkoro 3acoby, CaHeka
PapmacbioTukans a.c., Cnosatpbka
Pecny6nika/Saneca Pharmaceuticals a.s.,
Slovac Republic. 3miHu | TUny - 3MiHu 3
AKoCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULITBA A5
YacCTUHM ab0 BCbOr0 BUPOBHMYOTO
npoLecy roToBoro Nikapcbkoro 3acoby
(BiNbHULUA 4N BTOPUHHOTO NakyBaHHS)
BBeneHHs foaatkoBol AinbHUL
BiZJNOBIAA1bHOI 3@ BTOPMHHE NMaKyBaHHS
roToBOro flikapcbKoro 3acoby, CaHeka
PapmacbioTukans a.c., Cnosatpbka
Pecny6nika/

Saneca Pharmaceuticals a.s., Slovac
Republic. 3miln | TUNY - AgmiHiCTpaTuBHI
3MiHW. BunyyeHHs BUPOOHUYOI AinbHUL
(Bkntovatoum ginbHuULi ansa Adl,
NPOMIXXHOro NPOAYKTY abo roToBOro
nikapcbkoro 3acoby, AinbHULI Ans
NpoBefeHHsA NakyBaHHS, BUPOOHUKA,
BiNOBIAA/IbHOIO 3a BUMYCK Cepiid, Micue




232

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

NpoBefeHHs KOHTPOJIKO cepii) abo
noctayasnbHuKa BUXiAHOTO MaTepiany,
peareHTy abo [,ONOMiXHOI pe4OBUHN
(AKLL0 3a3HaYeHO Y A0CbE) BunyyeHHs
BMPOOHUYOT AiNbHULL FOTOBOro
nikapcbkoro 3acoby HBM Pharma s.r.o.,
Slovac Republic. 3miHu | Tvny - 3miHn 3
AKocTi. F0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3amiHa abo BBeAEHHSA
[04aTKOBOI [i/TbHNL BUPOGHMLTBA A5
4yacTuHK abo BCbOro BUPOBHNYOTO
npotiecy roToBoro NikapcbKoro 3acoby
(ainbHUUSA, Ha AKi NPOBOAATLCA GyAb-AKi
BUPOGHMYI CTagii, 38 BUHATKOM BUMYCKY
cepiii, KOHTPOIHO AKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHSA, A1
HecTepusibHUX NiKapCbknx 3aco6iB)
BBeneHHs f[oaaTkoBOl AifbHULL
BiANOBIA&/IbHOI 3@ BUPOGHMLITBO FOTOBOIO
nikapcbKoro 3acoby, CaHeka
dapmacbloTukans a.c., Cnosatbka
Pecny6nika/Saneca Pharmaceuticals a.s.,
Slovac Republic. 3miHn | Tuny - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/II0
SIKOCTi FOTOBOrO NiKapCbKOro 3acoby
(3amiHa abo foAaBaHHSA AiNbHUL, HA SKil
3[iCHIOETLCS KOHTPO/IL/BUNPOBYBAHHS
cepii) BeegeHHa A04aTKOBOT AibHULL
BiANOBIAA/IbLHOI 3@ KOHTPO/b SKOCTI
roToBOro flikapcbKoro 3acoby, CaHeka
dapmacbloTukans a.c., Cnosatpbka
Pecny6nika/

Saneca Pharmaceuticals a.s., Slovac
Republic. 3minu | Tvny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHK y npoveci
BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro
3ac006y, BK/I0HAKUM NPOMDKHUIA NPOAYKT,
LLI0 3aCTOCOBYETHCS NMPW BUPOOHULTBI
rOTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHW)
36ibLUEHHS Ki/TbKOCTi AOMOMDKHUX
peyoBuHM ans nokputTa (Opadry white
02F28310, eMynibCist CMMETUKOHY, BOAA
oumweHa) Ha 5% 3 MeTO HiBENTOBaHHS
TEeXHOJOrMYHUX BTPAT Nifg 4ac BUPOGHNYOro
npouecy Ha eTani NoKpUTTA Tab/eTok.




233

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
218. | NPOMo®»on emynbCis ans ®peseHiyc HimeuyunHa ®peseHiyc Kabi ABcTpis BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a UA/13233/01/02
KABI iH'eKLili abo iHdysilA, Kabi ABCTpisf TM6X mMartepianis: peyenmom
20 mr/mn: no 50 mn Loiunang 3MiHu | TURYy - 3MiHK WoA0
y chnakoHi; no 50 mn 6X 6e3nekn/edeKTMBHOCTI Ta
y thnakoHi, no 1 hapmakoHarnsgy. BeegeHHs abo 3miHu
dhnakoHy y nauui i3 [0 y3araslbHeHuX JaHux npo cuctemy
KapToHy; no 50 mny chapmakoHarnsgy (BBefeHHs
dhnakoHi, no 10 y3arasibHeHUX AaHvx Npo cuctemy
hnakoHiB y thapmakoHarnsgy, 3miHa yrnoBHOBaXeHO|
KapTOHHI Kopo6Lyi 0cobw, BignoBigaibHOI 3a 34jiACHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobm 3
hapMakoHarnagy 3asBHUka ans
3[jiCHEeHHs1 hapmakoHarsay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXXEHOI
0co6wu, BiAnNoBifabHOI 3a 3AiACHEHHS
thapmakoHarnagy (BKIoyakum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
KOHTaKTHUX A@HNX KOHTaKTHOT 0cobu 3
chapmakoHarnsgy 3asBHuka gns
3AjiicCHeHHs hapmakoHarnagy B YkpaiHi.
219. | NPOMO®ON emynbCis ans dpeseHiyc HimeuyunHa ®peseHiyc Kabi ABcTpis BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a UA/13233/01/01
KABI iH'ekLili abo iHdysii, Kabi ABcTpis TM6X mMartepianis: peyenmom
10 mr/mn; no 20 mn Joiiunang, 3MiHu | TMRYy - 3MiHK WoA0
B amny”ni, no 5 6X 6e3nekn/edreKTMBHOCTI Ta
amnyn y nayui 3 thapmakoHarnagy. BeefeHHs abo 3miHu
KapToHy; no 50 mny [0 y3ara/lbHeHuX faHux Npo cuctemy
chnakoHi; no 50 mny hapmakoHarnsgy (BBefeHHs
dhnakoHi, no 1 y3arasibHeHUX AaHvX Npo cucTemy
dhnakoHy y nauui i3 thapmakoHarnsgy, 3miHa yrnoBHOBaXeHO|
KapToHy; no 50 mny ocobu, BignoBigasnbHOI 3a 3MiACHEHHS
thnakoHi, no 10 hapMakoHarnsay; KOHTakTHoOI ocobu 3
hnakoHiB y thapmakoHarnsgy 3asiBHuka s
KapTOHHI Kopo6Lyi 3[jiCHEeHHS hapmakoHarnsay B YKpaiHi,
SKLLO BOHA BigMiHHA Bif, yNIOBHOBaXEHOT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
thapmakoHarnagy (BKIovakum KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
thalina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX A@HNX KOHTaKTHOT 0cobu 3
chapmakoHarnsgy 3asaBHuka ans
3[jiCHEHHS hapMakoHarisay B YKpaiHi.
220. | NPOCTIA Kkancynm m'ski, 0,5 €Bpo IHais Onis Xenckep IHais BHECEHHS 3MiH 10 peecTpaviiiHnX 3a He UA/18090/01/01
mr; no 10 kancyn y Naiidokep MaTepianis: 3MiHu | Tuny - peuyenmom | nidssieae
6nicTepi; no 3 MpaisiT AAMiHICTpaTUBHI 3MiHW. 3MiHa
6nictepu B Niviten HalilMeHyBaHHs Ta/abo agpecu Micus

KapTOHHI Kopo6Lyi

NPOBaPKEHHS AISSIbHOCTI
BMpPO6GHMKa/iMnopTepa rotoBoro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

NiKapCbKOro 3acoby, BKIHOYAKUN [i/TbHUL
BUNYyCKy cepii abo MicLe NnpoBefeHHs
KOHTPOO AKOCTI. (ZiANbHICTb, 3a Ky

BiANoBigae BUpoGHuK/iMnopTep,

BK/IOHAK0UM BUMYCK cepiid). 3MiHa agpecu

BMPOGHUWKa. Ha3Ba BUpPOOHMKa
3aMwaeTbes 6€3 3MiH. 3MiHW BHECEHO B
iHCTPYKLiO AN5 MeANYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby oo
MiCLLe3HaXOKEHHS BUPOOHUKA 3
Bi4NOBIAHVMMN 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBKW NiKapcbkoro
3aco6y. TepmiH BBeZEHHSI 3MiH MPOTArom
6 MicAuiB nicna 3aTBepmAXeHHS. 3MiHn |
MRy - 3MiHK LWoAo 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnagy (iHwi 3MiHn).
3MiHM BHECEHO [0 TEKCTY MapKyBaHHS

NepBNHHOT YNakoBKM MikapcbKoro 3acoby B
n. 3. <HOMEP CEPIi IKAPCbKOIrO

3ACOBY», n. 4. «AATA 3AKIHUEHHA

TEPMIHY MPUOATHOCTI», n. 6. «IHLWE»
Ta [0 TEKCTY MapKyBaHHSA BTOPUHHOT

ynakosku B n. 8. «AATA 3AKIHYEHHA
TEPMIHY MNPUAATHOCTI», n. 12.
«HOMEP PEECTPALINHOIO
MOCBIAYEHHS», n. 13. «<HOMEP CEPIi
NIKAPCbKOIO 3ACOBY», n. 14.
«KATEFOPIA BIANYCKY», n. 17.
«IHLWE». TepMiH BBEEHHS 3MiH MPOTArOM
6 micauis nicns 3aTBepKeHHs.

221.

nynbMO3NM®

PO34MH ANna
iHransuii, 2,5 mr/2,5
M/1; no 2,5 mn B
amnyni; no 6 amnyn
y KOHTelHepi; no 1
KOHTEVHepy y
KapTOHHI ynakoBLi

TOB «Pou
YKpaiHa»

Ykpaina

MepBUHHE NaKyBaHHS,
BMPOBHULITBO
Hepo3dgacoBaHOl
npoaykuii: ByacTok
Crepaiin ContoLuH3
IHK., CLLUA; BTOpuHHE
nakyBaHHS, BUNYCK
cepi:
®.XothbdpmaHH-/15 Powu
NTp, Weeiiuapis;
BunpobysaHHs
KOHTPO/IO AKOCTi: PoLwu
[iarHocTukc M'vbX,
HimeyunHa

CLUA/
Lseiiuapis/
Himeuunna

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis:
3Mminn |l Tuny - 3MiHn 3 akocTi. AdL.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BUNpo6yBaHb/nepiogy 36epiraHHA abo
ymoB 36epiraHHs A®I (3a BigcyTHOCTI Y
3aTBepAXeHOMyY [OCbe cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonel,
L0 BK/IKOYA€E nepios, MOBTOPHOTO
BMNpoGyBaHHS) (Nepiog MOBTOPHOrO
BMNPO6YBaHHs/Nepios, 36epiraHHs) -
36inbLIeHHs nepiogy 36epiraHHs akTUBHOI
peyvoBUHM 6i0I0riYHOr0/iMyHOMOTIYHOTO
NMOXOKEHHA HA OCHOBI pe3ynbTaTiB
LOCAioKEHb, BUKOHAHWX He Y
BiANOBIAHOCTI 40 3aTBEPAKEHOrO
NpoTOKO/Y - 36iNbLUEHHS Nepioay
36epiraHHs fitovoi peyosuHM [lopHasu

3a
peyenmom

UA/12438/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

anbha, Npu Temneparypi 36epiraHHs -
20°C".

[itoua pepakuin: Drug Substance shelf life
is 24 months. NponoHoBaHa peakwis:
Drug Substance shelf life is 36 months.

222.

PAMIPA®
E®EPTAB 600

TabneTku wunydi no
600 wr; no 10
TabneTtok y Ty6i, no
1 1y6i B nauui

AT
"Papmak”

YkpaiHa

E-®apma TpeHTO
C.NA.

ITanis

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny - 3mMiHK Woa0
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
OHOBJIEHHS TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKoBOK
NiKapcbKoro 3acoby, a came: BUIyYeHHs
iHchopmaL,ii, 3a3HaYeHOi POCifiCbKO
MOBOIO; y n.17. "IHLWE" BTOpMHHOI Ta n.6.
"IHLWE" nepBMHHOT yNaKoBOK BHECEHHS
iHchopMmawii LWoao noroTuny 3asiBHMKA Ta
KOHKpeTM3aLisl IHLIOT TEXHIYHOT
iHchopmawii. TepmiH BBEAEHHS 3MiH
NpoTSArom 6 MicsiLiB Nicnsi 3aTBEPAKEHHS.

6e3
peyenma

UA/19359/01/01

223.

PEBMOKCUKA
M®

cynosuTopii
pekTanbHi no 15 wmr;
no 5 cynosutopiis y
6nictepi; no 1
6nictepy y nauui 3
KapToHY

AT
"papmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHu | TUNy - 3MiHK Wwoa0
6e3nekn/ed)ekTBHOCTI Ta
hapmMakoHarnisgy. 3miHa y KopoTkili
XapakTepucTuL,i NnikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT 4ns
Me[UYHOro 3aCToCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHs 3
6e3nekn 3acTocyBaHHs NikapCbKoro
3acoby B micnspeecTpaviiiHiii nepios, abo
AK pe3ynbTaT OLiHKM 3BIiTY 3 [OCAILKEHD,
npoBefeHnX BigNoBIAHO 40 NnaHy
negiatpuyHux gocnimxkeHb (PIP) (3MiHy
Y3rO[XXEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVM OpraHoM)
3MiHV BHeceHi A0 IHCTpyKUji ans
MEJUYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby A0 po3ainis "MpoTunokasaHHs",
"B3aemogis 3 iHWMMU NiKapCbKUMu
3aco6amMu Ta iHWi BUAM B3aeMogiid",
"Oco6nMBOCTI 3acTocyBaHHA" (y TOMY
ymcni "3acTocyBaHHSA y nepiof BariTHOCTI
abo rogyBaHHsa rpyaar”, "3aaTHicTb
BNAVBaTV Ha LWBUAKICTb peakujii npu
KepyBaHHI aBTOTPaHCNOPTOM a60 iHWMMU
mMexaHismamn"), "lMepenosysaHHsA",
"Mo6iuHi peakuii" wogo 6esneku

3a
peyenmom

He
nionseae

UA/8230/01/01




236

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
3acTOCyBaHHS Ail0H0i Pe4YOBUHM.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkKeHHs.
224. | PENBAP NOPOLLOK A5 nakcoCwmitT Benuka nakco OnepeiiLHe Benwuka BHECEHHS 3MiH [0 peecTpaviiiHnX 3a He UA/14564/01/01
ENNINTA iHransuin, KnsinH BpuTaHis HOK NimiTep, BpuTaHis MaTepianis: 3MiHU | TUNY - 3MiHW 3 AKOCTI. peyenmom | nidssieae
[030BaHwuii, no 184 Ekcnopt [oToBWIA Nikapcbkumit 3aci6. KoHTponb
MKr/22 mMKr/go3y; no Niviten roTOBOrO Jlikapcbkoro 3acoby. 3miHa y

14 a60o 30 po3y
NOPOLLUKOBOMY
iHransaTopi; no 1
iHransaTopy y
KapTOHHI Kopo6Lyi

MeToAax BUNPobyBaHHA rOTOBOrO
NiKapcbKoro 3acoby (He3HayHa 3MmiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS).
He3HauHi 3miHM 3a nokasHukom «Maca
Api6HOAMCNEPCHMX YaCTOK h/II0TUKA3OHY
oypoarty Ta BiflaHTepOsly» MeTOA40M
BU3HAYEHHS aepoAnMHaMi4HOro po3noginy
Api6HOAMCNEPCHMX YaCTOK h/II0TUKA3OHY
chypoarty Ta BiflaHTeposy B MOPOLLKY A1
iHransyi 3a 4ONOMOrow iMnakTopa
HOBOrO MOKOJIiHHSA, & came
BNPOBaKYETLCA BUKOPUCTaHHA 6apabaHy
nonepeaHbLOro cenaparopy B AKOCTI
anbTepPHATUBHOIO Niaxoay Ans
BifJHOB/NIEHHSA Npenapary 3 nonepeaHbLoro
cenapaTopy nif, yac NpUroTyBaHHA
[0CNiAKyBaHOro po3ymHy. 3MiHu | Tuny -
3MiHu 3 SKocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOro Nikapcbkoro 3acoby.
3MiHa y MeTofax BMNpoGyBaHHsi rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPMXEHNX METOAaX BUNPOOYBaAHHS).
HesHauHi 3MiHM 3a nokasH1Kom «Maca
Api6HOAMCNEPCHMX YaCTOK (h/II0TUKA30HY
dypoaTy Ta BinaHTepony» MeToaoM
BM3HAYEHHS aepoAMHaMiYHOro po3noginy
Api6HOAMCNEPCHMX YACTOK (h/IH0TUKA30HY
chypoarty Ta BinaHTeposy B MOPOLLKY A1
iHranAuin 3a 4ONOMOroK iMnakTopa
HOBOTO MOKO/TIHHSA, @ caMe BUAa/IeHHS
iHbopmaLii Npo NPUroTyBaHHSA PO3YKHY 3
rpaHNYHYM BMICTOM 4acTokK. 3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHN. 3MiHa Ha3BU
niKkapcbkoro 3acoby. 3MiHa Ha3Bu
niKapcbKoro 3acoby, a came, BUyYeHHs
3Haky TM. 3atBepaxeHo: PE/IBAP™
ENNINTA. 3anponoHosaHo: PE/IBAP
ENNIATA. 3mim | Tuny - 3MiHn woa[0
6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHu
BHECEHO B TEKCT MapKyBaHHA BTOPUHHOT
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
yMakoBKM MikapcbKoro 3acoby B . 8.
«[JATA 3AKIHYEHHA TEPMIHY
NPUOATHOCTI» Ta n. 17. «IHLWE».
225. | PECMUKC® TabneTku, BKpUTI OPrAHOCU OAE EBepTomxeH flaiid IHAjs BHECEHHS 3MiH [0 peecTpaviiiHnX 6e3 UA/15549/01/01
nNiBKOBOKO H CaeHcus Jlimiteq mMartepianis: peuyenma
060n0Hkoto, no 10 NANOCAEH 3MmiHn | TURY - 3MiHK 3 SKoCTi. FoToBMIA
TabneTtok y 6nictepi; Cu3 (E® nikapcbkunii 3aci6. 3MiHU Y BUPOGHULTBI.
no 1 a6o 2, a6o 4 3ETI) 3MiHa po3Mipy cepii (BkIoYatoun fiana3oH
6nicTepu y nauui 3 po3mipy cepii) roToBOro NikapcbKoro
KapToHY 3aco6y (36inbweHHsA go 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM)
BBeneHHs1 gogaTkosoro po3mipy cepii 13
800 000 TabneToK B AOMOBHEHHS A0 BXe
3aTBepAxeHoro po3mipy 400 000
TabNETOK.
226. | PECNUKC® TabneTku, BKpUTI OPIAHOCU OAE EBepTomXeH flaiid IHais BHECEHHS 3MiH 10 peecTpaviiiHnX - UA/15550/01/01
nniBKOBOKO H CaeHcus Jlimiteq mMartepianis:
060n0HKoH0, in bulk: NANOCAEH 3MmiHu | TMRY - 3MiHK 3 SKoCTi. FoToBUIA
Ne10000 y nakeTax Cu3 (E® nikapcbkunii 3aci6. 3MiHU Y BUPOGHULTBI.
3ETI) 3MiHa po3Mipy cepii (BkOuYatoun fiana3oH
po3Mipy cepii) roToBOro nikapcbKoro
3acoby (36inbweHHsA go 10 pasis
NOPIBHSAHO i3 3aTBEP)KEHUM PO3MIPOM)
BBefeHHs1 fogaTkoBoro po3mipy cepii 13
800 000 TabneToK B AONOBHEHHS A0 BXe
3aTBepAxeHoro posmipy 400 000
TabNeToK.
227. | PUHOTAINCC cnpeii HasabHUiA, [Op. Taiicc HimeuyunHa [Op. Taiicc HimeuunHa BHECEHHS 3MiH [10 peecTpaviiiHnX 6e3 UA/17340/01/01
CNPEN po3unH 0,1 %; no 10 | HarypsapeH HatypsapeH M'm6X marepianis: peyenma
HA3A/IbHUIA M1y ch/1akoHi 3 m6X 3MiHK | TUNY - 3MiHK WoA0
posnuaBayem, no 6e3nekn/edeKTBHOCTI Ta
1 chnakoHy y hapmakoHarnagy (iHwi 3miHun). 3miHun
KapPTOHHI KOpooL; BHECEHi Y TEeKCT MapKyBaHHS1 BTOPUHHOI
yMakoBKM NikapcbKoro 3acoby n. 17.
"IHLWE". TepmiH BBEEHHS 3MiH -
NpoTsArom 6 MicsiLiB Micnsi 3aTBEPAKEHHS.
228. | PUCNETPUN PO34unH opasnbHuiA, 1 dapmacaiiH KaHapa dapmacaiiHc IHk. KaHaga BHECEHHS 3MiH [10 peecTpaviiiHnX 3a He UA/3656/02/01
mr/mn no 30 Mny c IHK. mMartepianis: 3MiHu | TMNy - 3MiHK WoA0 peyenmom nionseae

dhnakoHi, no 1
(hNakoHy B
KOMM/IEKTI 3
[,03aTOpOM Y
KapTOHHI Kopo6Lyi

6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KopoTkili
XapaKTepucTULLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 41
MeANYHOr0 3acTOCYBaHHS
reHepuyHuX/ribpuaHNx/6ionogioHmNx
NikapcbKyx 3acobiB Micns BHECEHH: Tiel
camoi 3MiHM Ha pedhepeHTHMI npenapat
(3MiHa He noTpebye HagaHHA XOAHNX
HOBWX A0AATKOBMX AaHWX) 3MiHVM BHECEHI
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1

00 IHCTPYKUiT 418 MeguyHoro
3acTocyBaHHA y po3ainu "®apmMakonorivHi
BnacTusocTi ("PapmakokiHeTuka",
"®apmakogvHamika")", "lMokasaHHs",
"MpoTunokasaHHA", "B3aemogia 3 iHWMK
nikapcbk1Mmn 3acobamu Ta iHWi BUAm
B3aemogiin”, "OcobmMBOCTi 3acToCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogysaHHs rpyagr”, "Cnocié
3acTocyBaHHs Ta go3u", "fitn",
"Mepeno3yBaHHs", "INo6GiuHI peakuii”
BiANOBIAHO A0 iHdopMaLii pechepeHTHOro
NiKapcbKoro 3acoby

229. | PUCNETPUN TabneTku, BKPUTI dapmacaiiH KaHapa dapmacaiiHc IHk. KaHapa BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/3656/01/02
06010HKO0 No 1 Mr C IHK. marepianis: 3miHu | Tuny - 3miHn Woa0 peyenmom | nionsieae
no 60 TabneToky 6e3nekn/edreKTMBHOCTI Ta
hnakoHax hapmakoHarnsgy. 3MiHu y KopoTkili

XapaKTepuCTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMNYHOr0 3aCTOCYBaHHS
reHepnyHuX/ribpuaHNx/6ionogibHmnx
NikapcbKyx 3acobiB Micns BHECEHHSN Tiel
camoi 3MiHWN Ha pedhepeHTHWIA npenapat
(3MmiHa He noTpebye HagaHHA XOAHNX
HOBUWX AOAATKOBUX AaHWX). 3MiH BHECEHI
[0 IHCTPYKLiT Ana MeanyHoro
3aCTOCYyBaHHSA y po34iny "®apmakonoriyHi
BnactvsocTi", "MNokasaHHs",
"MpoTunokasaHHA", "B3aemogia 3 iHWMK
nikapcbknMmn 3acobamu Ta iHWi BUam
B3aemogiin”, "OcobmMBOCTi 3acToCyBaHHS",
"3acTocyBaHHS y nepiof BariTHOCTi abo
rogysaHHs rpyaar”, "Cnocié
3acTocyBaHHs Ta go3u", "fitn",
"MepeposyBaHHsa", "Mo6IYHI peakuir”,
BiANOBIAHO A0 iHopMmaLii pechepeHTHOro
nikapcbkoro 3acoby (Pvucnonenrt,
TabneTkn, BKpUTi 060/10HKOH0)

230. | PUCNETPUN TabneTkn, BKPUTI dapmacaiiH KaHaga dapmacaiiHc IHk. KaHapga BHECEHHS 3MiH 0 peecTpaLiiHnx 3a He UA/3656/01/03
060/10HKOI0 NO 4 M™r; C IHK. MaTtepianis: 3MiHK | TUNy - 3MiHK WOA0 peyenmom | niossieae
no 60 TabneTok y 6e3nekn/ed)ekTBHOCTI Ta
dhnakoHax thapmakoHarnsgy. 3mMiH1 y KOpoTkili

XapakTepucTuL,i NnikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT 4N
MeANYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpuaHNx/6ionodibHmNx
nikapcbknx 3acobiB nicns BHECEHHS Tiel
camoi 3MiHM Ha pedepeHTHWIA npenapar
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

(3MiHa He NoTpebye HagaHHSA XOLHWX
HOBWX [04aTKOBUX AaHnX). 3MiHW BHECEHI
[0 IHCTPYKUIT Ana MeagnyHoro
3acTOCyBaHHS y po34inum "®apmakosnioriyHi
BnactmsocTi”, "MokasaHHs",
"MpoTunoka3saHHs", "B3aeMogis 3 iHLLUMK
nikapcbkMmn 3acobamu Ta iHWi BUuam
B3aemogiit”, "OcobmMBOCTi 3acTocyBaHHS"
"3acTocyBaHHs y nepiof BaritTHOCTi abo
rogyBaHHs rpyaar”, "Cnocié
3acTocyBaHHA Ta gosun”, "Aitn",
"Mepeno3yBaHHs", "M06GIYHI peakui”,
BiANOBIAHO A0 iHopMaLii pechepeHTHOro
nikapcbKoro 3acoby (Pucnonent,
TabneTkn, BKpUTi 060/10HKOH0)

231.

PUCMNETPUN

TabneTku, BKpUTI
060/10HKO0 MO 2 Mr
no 60 TabneTok y
thnakoHax, no 10
Tabnetok y 6nictepi;
no 2 6nictepn y
KapTOHHI Kopo6Lyi

dapmacaiiH
C IHK.

KaHaga

dapmacaiiHc IHk.

KaHaga

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHK | TUNY - 3MiHK WOA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y KOpoTkili
XapaKTepucTuLi Nnikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3acTOCYBaHHS
reHepUYHUX/ribpuaHNX/6ionoaibHMX
nikapcbknx 3acobiB nicns BHECEHHS Tiel
camoi 3MiHU Ha pedhepeHTHWIA Npenapar
(3MiHa He NoTpebye HaAaHHS XOOHUX
HOBWX A0AATKOBUX AaHWX). 3MiHV BHECEHI
00 IHCTPYKLiT 418 MeguyHoro
3acTocyBaHHA y po3ainu "®apmMakonorivHi
BnacTmBocTi", "lMokasaHHs",
"MpoTunokasaHHs", "B3aeMogis 3 iHLIMMK
nikapcbknmu 3acobamu Ta iHLWi BUAW
B3aemMogiin", "OcobaMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BariTHoOcTi abo
rofyBaHHs rpyaato”, "Cnocio
3acTocyBaHHsa Ta gosu", "fitn",
"MepepnosyBaHHs", "IMo6iyHI peakuii”,
BiANOBIAHO [0 iHGhopMaLil pedhepeHTHOro
nikapcbkoro 3acoby (Pucnonenr,
TabneTkn, BKpUTi 060/10HKOHD)

3a
peyenmom

He
nionsieae

UA/3656/01/05

232,

PIEKO

TabneTku, BKPUTI
naiBKOBOIO
o6onoHkoto, 40 mr/l
mr/0,5 mr, no 28
TabneTok y oNakoHi
3 nosietTuneny
BWCOKOI LLiNIbHOCTI 3
BOJIOrONOr/IMHAYEM,

BAT
"TefeoH
PixTep"

YropLmHa

BMPOBHULITBO

Hepo3dhacoBaHoro

NPOAYKTY, KOHTPO/b
AKOCTI:
MarteoH IHK., KaHaga
nepBUHHE NaKyBaHHS,
BTOPUHHE NakyBaHHs,
KOHTPO/b SKOCTI,

KaHnapa/
YropmHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHu 1l TUNYy - 3MiHK Woa0
6e3nekn/ed)ekTBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpoTKili
XapakTepucTuL,i NnikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT 4Nns
MeZMYHOro 3aCTOCYBaHHA y 3B'A3KY i3

3a
peyenmom

He
nionseae

UA/20261/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
3aKpuTOMY BVNYCK Cepil: HOBUMMW JAaHUMU 3 SIKOCTi, AOKIIHIYHUMM,
iHAYKLUiHO BAT "leneoH Pixtep", KNHIYHUMW fJaHUMK Ta JaHMKY 3
repmeTuyYHO YropLmHa thapmakoHarnagy - 3MiHM BHECEHO A0
KPWLLIKOIO 3 IHCTPYKLT 4719 MeANYHOro 3aCTOCYBaHHS
noninponineny i3 niKapcbkoro 3acoby Ao po3ainy
3aXVCTOM Bif "B3aemogis 3 iHWMMU NliKapCbKUMu
BiAKPUTTA AiTbMU; 3acob6amu Ta iHLWi BuAy B3aEMOgiii".
no 1 a6o 3 dnakoHu BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
Y KapTOHHiit kopobu,i nicns 3aTBEpPAKEHHS.
3minu Il Tuny - 3MiHK WoAao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y TepaneBTUYHNX
nokasaHHsIX (f0AaBaHHA HOBOTO
TepaneBTUYHOTO Noka3aHHs abo 3MiHa y
3aTBEPKEHOMY NoKasaHHI) 3MiHn
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA MikapcbKkoro 3acoby Ao
po3giny "MokasaHHA" WoA0 A0faBaHHSA
HOBOrO TepaneBTUYHOrO NoKa3aHHA 3
BigNOBIAHMMUN 3MiHAMWN B 3aTBEPKEHOMY
TEKCTi 3a3Ha4YeHoro po3sginy, Ta sk
HacnifoK 3MiHM BHECEHO [0 PO34inis
"®apmMakonoriyHi BnacTnsocTi”,
"Oco6mBoCTi 3acTocyBaHHA", "Cnoci6
3acTocyBaHHsa Ta gosu", "[itn" (6e3 3miHn
BiKy), "lM06iYHi peakuii". BBegeHHsA 3MiH
npoTArom 6-T1 MicAuis nicns
3arBepmxeHHs. OHoBMeHHA MnaHy
ynpas/iHHA pusnkamu o sepcii 2.1, wo
[0A3€ETbCA
233. | PIHA3AN® cnpeii HasasTbHUIA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 UA/17751/01/01
EKCTPA no3oBaHuii 0,5 "®apmaueBT "®apmaueBTnyHa mMartepianis: peyenma
mr/mna, no 10 mny nyHa chipma dipma "AapHuus" TexHiyHa nomunka (3rigHo Hakasy MO3 Big
chnakoHi 3 "NapHuusa” 23.07.2015 Ne 460).
[,03yBaSIbHUM BunpaBneHHs TeXHIYHOI NOMW/IKM B
Hacocom, no 1 IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHSA
chnakoHy y nauui LLIOAO YCYHEHHS PO36iKHOCTEN B i
€/1eKTPOHHIli Ta APYKOBaHii Bepcisix
BiANOBIAHO [0 3aTBEPMXEHOT peaakwi
IHCTpYKLi Mg yac nepepeecTpavii, Hakas
MO3 Ne 620 Big 12.04.2024.
3asHayeHe BMNpaBeHHN BignoBigae
mMaTepiasiam peecTpauiiHoro Aoche.
234. | POKYPOHII PO34MH ANA iH'EKLiA, PpeseHiyc HimeuyunHa PpeseHiyc Kabi AscTpis BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/15270/01/01
KABI no 10 mr/mn; no 5 Kabi ABCTpif TM6X martepianis: peyenmom
M/1Y CKISSHOMY Loliunang, 3MiHK | TUNY - 3MiHK WoA0
chnakoHi; no 5 abo m6X 6e3nekn/ed)ekTBHOCTI Ta

10 cpnakoHiB y

hapmakoHarnsgy. BeefeHHs abo 3miHu
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
KapTOHHI kopobuy; [0 y3arasibHeHVX AaHuX Npo cuctemy
no 10 mny chapmakoHarnsgy (BBefeHHs
CKNsiHOMY hNaKoHi; y3arasibHeHuUX AaHunx npo cuctemy
no 5 a6o 10 thapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOI
hNakoHiB y ocobu, BignoBifanbHOI 3a 34iACHEHHS
KapTOHHi Kopobuj thapmakoHarnsgy; KOHTakTHoOT ocobm 3
chapmakoHarnsgy 3assBHuka gis
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXXeHOT
0cobw, BignoBigaibHOI 3a 34jiACHEHHS
hapmakoHarnaay (BKNo4YatoUum KOHTaKTHI
[aHi) Ta/abo 3MiHW y po3MiLLLeHHI MacTep-
chaiina cuctemun chapmakoHarnsgy). 3miHa
KOHTaKTHUX A@HNX KOHTaKTHOT 0cobu 3
hapMakoHarnagy 3asBHUka ans
3iicHeHHs1 hapmakoHarisagy B YKpaiHi.
235. | POTAPUKC CycreHsis opa/ibHa nakcoCmit Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/13060/01/01
BAKUUHA Ansa | (1,5 mn/gosy) no 1 KnainH BputaHis Bionogxikans C.A. marepianis: peyenmom | nions2ae
MPO®INTAKTUK | abo no 5 EkcnopT 3MiHn | TURY - 3MiHK WoAao
n nonepegHL0 NimiTen 6e3nekun/edekTBHOCTI Ta
POTABIPYCHO | 3anoBHeHux hapmakoHarnagy (iHwi 3miHu). 3miHn
T IHOEKLLIT opasibHUX BHECEHO 10 IHCTPYKLLT AN MeauuHOro
annikatopis abo Ty6 3acToCyBaHHA NiKapcbkoro 3acoby Ao
B KapTOHHIi kopobu,i po3ginis "IMyHONOriYHi i 6ioNorivHi
BnactueocTi”, "OcobneocTi
3acTocyBaHHSA", "34aTHICTb BN/MBATU Ha
LIBMAKICTb peakuii Npu KepyBaHHi
aBTOTpaHCMoOpPTOM ab0 iHWMMHK
MexaHizmamu”, "Cnoci6 3acTocyBaHHs Ta
no3n", "MobiuHi peakuji”, a came, BHECEHI
He3HayHi yTOYHeHHs iHchopmavii Ta
peakLiiiHi NpaBKn [0 TEKCTY iHCTPYKLiT.
TepmiH BBEAEHHSA 3MiH - NpOTArom 6
MicALiB Mic/1A 3aTBEPAKEHHS.
236. | PO®ITIC® PO34nH ANns iHdysili AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpavuiniHnx 3a He UA/20434/01/01
no 100 mn a6o 200 "Papmak” martepianis: 3miHu | Tuny - peyenmom nionseae
M, abo 400, abo AIMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BK
500 M1y hNakoHi; nikapceKoro 3acoby (A.2. 1B)
no 1 conakoHy y 3MiHa Ha3BK fikapcbKoro 3acoby. [jtova
nayui pepakuisi: ROFITIS/PO®ITIC -
MponoHoBaHa peaakuis:
ROFITIS/PO®ITIC®
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepKeHHs.
237. | CAJTIOPAJNbK cycneHsis Op. ®anbk HimeyuunHa BignosigansHuii 3a HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiHnx 3a He UA/3745/02/01
pekTasibHa, 4 r/60 T; dapma BUNYCK Cepiii LLiBefiuapis marepianis: peyennmom | nidsisieae
no 60 r cycnexsii y 6X KIHLLEBOro NPoAYyKTY: 3MiHu | TURY - 3MiHK LWoAo

KNi3Mmi; N0 7 KNi3m y

Ap. ®anbK Papma

6e3nekn/edpeKTNBHOCTI Ta
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
6nicTepax B KOpoo6Li vM6X, HimeyunHa; thapmakoHarnsgy. 3miHa y KopoTkili
3 KApPTOHY Bnpo6HWK fo30BaHOI XapakTepucTuL,i nikapcbkoro 3acoby,
dhopmMu, nepsrHHE Ta TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
BTOPWHHE MaKyBaHHS, MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
KOHTPO/b SKOCTI: perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
KopzeH ®apma nikapcbkoro 3acoby, abo gocnigpkeHb 3
®pibypr Al 6e3Mnekn 3acTocyBaHHS /likapCbKOro
LiBaliHizepnaccyHr 3acoby B nicnsipeecTpaviliHuii nepios, abo
ETTiHreH, LBeiuapis; AK pe3ynbTaT OLiHKM 3BIiTY 3 [OCAISKEHD,
NozaH ®apma 'v6X, npoBefeHnX BigNOBIAHO A0 NnaHy
HimeuuunHa; negiatpuyHux gocnimxkeHb (PIP) (3MiHy
B1po6HWMKK, Y3rO[XXEHO 3 KOMMNETEHTHUM
BiANOBIAa/bHI 3a YNOBHOB&XEHVM OpPraHoM)
KOHTPO/b AKOCTI: 3MiHV BHECEHO [0 IHCTPYKLUIT Ans
Jlo3aH ®apma M'm6X, MeAUYHOro 3aCToCyBaHHA NiKapcbKoro
HimeuunHa; KopgeH 3acoby Ao posginis "OcobmBoCTi
Papma Ppidypr CA, 3actocyBaHHs" Ta "Mo6iuHi peakuyji"
Lseiiyapis; Bioeksam BiANOBIAHO A0 pekomeHAauin PRAC.
Ar, LLiseliuapis; BBeaeHHs 3MiH NpoTArom 6-Tn MicAuiB
HaykoBo-gocnigHuit nicnsa 3aTBepikeHHs. 3MiHu | Tuny - 3MiHK
iHCTUTYT Xennenep Lofo 6e3nekun/edekTMBHOCTI Ta
v6X, HimeyunHa thapmakoHarnagy (iHwi 3mMiHn) 3MiHK
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby Ao
po3ginis "Oco6aMBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
roAyBaHHs rpyanr” (pefakuiiHi
YTOYHEHHS), "34aTHICTb BNMBATH Ha
LWIBWAKICTb peakuii npu KkepyBaHHi
aBTOTPaHCMNOPTOM ab0 iHWMMK
MexaHismamu, “INo6ivHi peakuii”
BiANOBiAHO 0 OHOB/EHOT iH(hopmaLlii 3
6e3nekn 3acTocyBaHHs NiKapCbKoro
3aco6y. BBegeHHs 3MiH NpoTArom 6-11
MiCALIB NiCcNa 3aTBEPOXKEHHS.
3MiHu | TURY - 3MiHK LWoAo
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHu
BHECEHO 10 IHCTPYKL,i 415 MeANyYHOro
3acToCcyBaHHSA Nikapcbkoro 3acoby Ao
po3ainy "Mo6iyHi peakui’™, a came
BHECEHHS iHdopmaLiii Npo HeobXifgHICTb
noBiAOMASATY NPO YCi BUNaaKm
nifgo3proBaHnX NOGIYHUX peakwiit Ta
BiICYTHOCTI epeKTUBHOCTI NMikapCbKoro
3aco6y. BBegeHHs 3MiH NpoTArom 6-1n
MicALiB Nic/1A 3aTBEPAXKEHHS.
238. | CUNIBOP kancysm no 140 wr; TOBAPUCT YkpaiHa BCi cTagii YKpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 UA/5114/02/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
MAKC no 10 kancyny BO 3 BMPOGHMLTBA, Marepianis: 3miHu | Tuny - 3miHK Woa0 peyenma
6nicTepi; no 2 abo 4 OBMEXEH KOHTPO/b AKOCTI, 6e3nekn/edeKTUBHOCTI Ta
6nictepn y (e]}0] BUNYCK Cepil: thapmakoHarnagy (iHwi 3MiHu).
KapTOHHI KOpo6Lyi BIAMOBIOA ToBapucTBo 3 OHOB/IEHHS TEKCTY MapKyBaHHS
NBbHICTHO 06MeXeHo NepBUHHOI Ta BTOPUHHOI YNaKoBOK
«KOPIMOPA BiANOBIAA/ILHICTIO niKapcbKoro 3acoby, a came: BUIy4YeHo
LA "®apmaneBTuyHa iHchopMmaLito, 3a3HaueHy poCiliCbKoo
«3[0POB’A KoMnaHis "3gopos'a” MoBoto; y Nn. 6. IHWE Ta n. 17. IHWE
» YKpaiHa, YTOYHEHO iHhopMaL,ito LWoAo NoroTuny Ta
BCi cTagil TexHiYHOI iHchopmauii.
BUPOOHMLTBA, TepMmiH BBeEHHS 3MiH NPOTAroM 6 MicALiB
KOHTPO/b AKOCTI: nicns 3aTBepkKeHHs.
ToBapucTso 3
06MeXeHot
BiANOBIAA/LHICTIO
"®APMEKC IrPymn"
YkpaiHa
239. | CMH®DJIOPUKC | cycneHsis gis nakcoCwmit Benvka nakcoCmiTKnsiH Benbris BHECEHHS 3MiH 0 peecTpaLiiHnx 3a UA/15363/01/01
™ BAKLUMHA iH'ekujili; no 1 fosi Knsiin BputaHis Bionogxikans C.A. marepianis: peyenmom
And (0,5 mn) cycneHsii Ekcnopt 3MiHu | TUNYy - 3MiHK 3 AKOCTI. ADL.
MPO®DINIAKTUK | ans iH'ekuin y Niviten Brpo6HMLUTBO. 3MiHM B NpoLeci
n nonepegHL0 BMPOGHMLUTBA ADI (iHWi 3MiHK) - [JaHoto
MHEBMOKOKO | HanoBHeHOMY 3MiHO YCYBalOTbCS PO36IXKHOCTI B ONUCI
BOI IHPEKLI CK/SIHOMY LUNPULL Y TecTiB KOHTPO/I0 SIKOCTi NPy BUMYCKY
(MONICAXAPU KOMMJIEKTi 3 OAHIE0 MOCiBHOroO MaTepiasty Ta pobo4yoro, siki
OHWI ronkoto abo 3 gBoma 6yNn BUSIBNEHI B 3apeeCTPOBaHNX
AHTUTEH) TA ronkamu Ta 6e3 OOKyMeHTax B po3gini S.2.3 «KoHTponb
HETUMOBAHOI | ronok; 1 Marepianis» Ta y BignoBigHin pobovii
FEMO®INIbHOI | nonepeaHso [LOKyMeHTaLl, sika BUKOpUCTOBYBasiacs nif
IHDEKLL, HarnoBHeHWi WnpuLy yac BMNPoGyBaHHs. 3anpornoHoBaHi
KOH’FOTOBAH 3 ro/Iko abo ABoma OHOBJIEHHS B OMKMCax NOKa3HUKIB, He
A, ronkamu, abo 6e3 BM/IMBAIOTb Ha CNOCi6 NpoBeAeHHS
AOLCOPBOBAH | ronoky BMNPOGYBaHb NpY BUNYCKY MNOCIBHOIO
A iHAMBIQYyanLHOMY HaniBnpoaykTy. Lli BunpaBneHHs
repMeTuyHO BHOCSITbCA AN NPUBEAEHHSA Y
3anakosaHomy BiANOBIAHICTb i3 BHYTPILLHIMN
nnacTrkoBoMy [OKyMeHTaMun BUPOOHMKa 6e3 3MiH
KOHTelHepi; no 1 onepavjifiHnx cTaHaapTHUX npoueayp.
n1acTUKOBOMY B1po6HWK BUNpaBnsie AaTy BUPOGHMLITBA

KOHTelWHepy y
KapTOHHI kopobuy;
no 1 posi (0,5 mn)
cycneHsii gns
iH'eKUil y
nonepesHLo
HanoBHEHOMY
CKMISHOMY LLINpWUL;
no 10 wnpwuyis 3 10

cepii po6o4oro nociBHoro marepiany
AO05AWAO001 a5 NPOMIXXHUX NPOAYKTIB
5-v nonicaxapugis. 3asiBneHa 3miHa He
BM/IMBAE Ha SKICTb, €DEKTUBHICTD i
6e3neky BaKLHW.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
ronkamu a6o 6e3
ronokKy
iHAMBIAYabHNX
repMeTnyHO
3anakoBaHux
NIacTUKOBUX
KOHTelHepax y
KapTOHHI kopobuy;
no 1 posi (0,5 mn)
cycneHsii gns
iH'eKUii y
MOHOZ030BOMY
CKNsiHOMY DN1aKoHi;
no 1, 10 a6o 100
hnakoHiB y
KapTOHHI kopobuy;
no 2 gosu (1 mn)
cycnersii gns
iH'eKUin y
My/bTUL030BOMY
chnakoHi; no 100
chnakoHiB y
KapTOHHII KopobLli
240. | cupPon BIAg cupon; no 50 mn, [Op. Taiicc HimeuunHa [Ap. Taiicc Himeuunna BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 UA/2336/01/01
KALUMKO AP. abo no 100 mn, abo HatypBapeH HatypBapeH M'm6X marepianis: peyenma
TANCCA no 250 mny m6X 3MiHK | TUNy - 3MiHK WoA0
chnakoHi; no 1 6e3nekn/edpeKTNBHOCTI Ta
dhnakoHy 3 MipHUM hapmakoHarnsagy (iHwi 3miHu). 3miHun
CTakaH4MKoM 3 BHECEHi Yy TEKCT MapKyBaHHS BTOPUHHOI
noninponineHy B yMakoBKM NikapcbKoro 3acoby n. 17.
KapTOHHI Kopo6Lyi "IHWE". TepmiH BBEEHHS 3MiH -
npoTArom 6 MicauiB nicnsa 3aTBepAkKeHHs
241. | cupPon BIA cupon; no 100 mn [Op. Taiicc HimeuunHa [Ap. Taiicc HimeuunHa BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 UA/15367/01/01
KALL/IHO AP. abo no 250 mny HatypBapeH HatypBapeH 'M6X marepianis: peyenma
TAINCCA 3 thnakoHi; no 1 m6X 3MiHu | TUnNy - 3MiHK WoA0
EKCTPAKTOM dhnakoHy 3 MipHUM 6e3nekn/edeKTMBHOCTI Ta
MAKLWA CTakaH4MKoM y hapmakoHarnagy (iHwi 3MiHn) 3MiHu
KapTOHHI Kopo6Lyi BHECEHi Yy TeKCT MapKyBaHHS BTOPUHHOI
yNaKoBKM NiKapcbKoro 3acoby n. 17.
"IHWE". TepMiH BBEAEHHS 3MiH -
NpoTArom 6 MicsuiB Nicns 3aTBepAKEeHHs
242. | CIHO)XAPOI® TabneTkn, BKPUTI BepiHrep HimeyunHa BUPOBHMLTBO, HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiHnx 3a UA/15724/01/01
nniBKOBOKO IHrenbxainm nepBuHHE Ta peuis/ marepianis: peyenmom
060/10HKOI0, 5 IHTepHeLUHN BTOPVHHE NaKyBaHHS, ®paHuia/ 3MiHu | TUNY - 3MiHK 3 aKocTi. AdDI.
Mr/1000 wr; no 10 m6X KOHTPO/b SIKOCTI, CnonyyeHi KoHTposib A®I. 3miHa y napameTpax
Tabnetok B 6nicTepi; BUMYCK cepii: bepiHrep Wratn cneumdikauin Ta/abo AONyCTUMUX MEX,
no 6 6nictepis y IHrenbxaiim ®apma Amepukun/Hi BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
KapPTOHHI Kopobui 'm6X i Ko. KT, MeyynHa/lp | BMXiAHWIA/NPOMIXHUIA NPOAYKT/pearexT, Lo
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
HimeuunHa; euis BMKOPUCTOBYHOTLCS Y MPOLLEeCi
BMPOGHMLTBO, BMPOGHMLTBA ADI (iHLUI 3MiHW)
BHeceHHs 3MiH B napameTpu crneumdikadii

KOHTPO/b AKOCTI (3a
BUHATKOM TecTy
«Mikpob6ionoriyHa
yncToTa»), NEPBUHHE
Ta BTOPVIHHE
nakyBaHHs1, BUNYCK
cepii: bepiHrep
IHrenbxaiim Xennac
CuHrn Membep C.A.,
['peuis; nepsuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b SKOCTI,
BUNYCK cepil:
MATEOH ®PAHLIA,
PpaHuis;
BMPOGHMLITBO
Tabnetok "in bulk" Ta
KOHTPO/b SKOCTI:
MateoH Myepto Puko.
IHK., CnonyueHi LWTtatn
AMEPVIKN; KOHTPO/b
AKOCTI (38 BUHATKOM
Tecty
"Mikpob6ionoriyHa
yucrora"): A eng Em
LWTABTECT /labop
oyp AHaNITUK yHA,
Crab6initarcnpydyHr
m6X, HimeuunHa;
KOHTPO/b AKOCTi Npu
[OCNigpKeHHi
cTabinbHOCTI (3a
BUHATKOM TecTy
"Mikpob6ionoriuHa
ynctoTa"): EBpochiHC
®ACT M'mbX,
HimeuunHa;
anbTepHaTUBHa
na6opartopisa ans
KOHTPO/IO TecTy
"Mikpob6ionoriyHa
yucrora™ CIrc
IHCTUTYT Ppe3eHiyc
mM6X , HimewunHa;
Na6op N1C CE eHg Ko.
K, HimeyuunHa;

BMXigHVX MaTepianis, Sk
BUKOPVCTOBYIOTbLCS A4/19 BUPOOHMLTBA
aKTUBHOI CybCTaHLii:
- BBE/IEHHS J0AAaTKOBOro napameTpy
cneumdikalii 6eH3eH Ans isonponaHosny
Ta H-renTaHy
- BWIyYEHHS napameTpy cneuudikauii
«lpeHTudikayis» (Metogom 14-
CNeKTPoOMETPIl, MOKa3HWK 3aU/10M/IEHHS Ta
BiIHOCHA ryCTWHa) 4519 abCONOTHOTO
eTaHony (4eHaTypoBaHOro), aLeToHy,
i3onponaHony, MeTaHony,
MeTWUNEHXTOPUAY Ta TONyony.
- BUAAIEHHS NapameTpa TecTy Boau
(6nwxHSA iHhpayepBOHa cnekTpoMeTis)
[N abCONOTHOrO eTaHoNy, aueToHy,
i3onponaHony, MeTaHosny Ta
MeTuneHxnopuay.
- BUAA/IEHHS TECTIB A/15 BU3HAYEHHS
iaeHTHdiKaL,i (NOKa3HUK 3a/1I0M/IEHHA Ta
BiJHOCHA ryCTVHA) 4117 aueToHITpuny,
TeTparigpodypaHy, TpueTuiamiHy
- BUOAsIEHHs NapaMeTpiB BigHOCHA
rycTuHa, MuLW'sK, 3ai30, cynbdaty,
BifIbHUIA X/10p A/151 COMSAHOI KACNOTU
- BUAa/IeHHA napamMeTpiB BaxKi meTanu,
3ani3o, KanbLili, xnopuan, cynbgatn i
napamMeTpy 415 BU3HAYEeHHA BOAU
(6iamnepomeTpuyHe TUTPYBaHHS 3a
Kapnowm ®iwepom) ansa akTmBoBaHoro
BYTiNNA
- BUAasieHHs 3i cneuudikauii 30BHILIHLOIO
BUINAAY ANA METUN-TepT-0yTUNI0BOrO
ecipy.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
K'toERCIEc ENE,
peuis
243. | CIH>KAPAOI® TabneTkun, BKpUTI Bepinrep HimeuunHa BMPOGHMLTBO, Himeuunna/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/15722/01/01
nniBKOBOIO IHrenbxainm nepBrHHE Ta Ipeuis/ marepianis: peyenmom
060/10HKO0, 12,5 IHTepHeLUHN BTOPVHHE NakKyBaHHS, PpaHuis/ 3MiHu | TUNYy - 3MiHK 3 AKOCTI. ADL.
mMr/1000 mr; no 10 m6X KOHTPO/b SIKOCTI, Cnony4eHi KoHTposnib A®I. 3miHa y napameTpax
Tabnetok B 6nicTepi; BMNyCK cepii: bepiHrep LWTatn cneumdikauin Ta/abo AONyCTUMUX MEX,
no 6 6nictepis y IHrenbxaim ®apma Amepuku/Hi BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
KapTOHHI Kopo6Lyi v6X i Ko. KT, MeuunHa/l'p | BMXigHWIA/NPOMDKHWIA NpoAYKT/pearexT, Wwo
HimeuunHa; euis BMKOPUCTOBYOTLCS Y MPOLLECi
BUPOGHMLTBO, BUpO6HMUTBA AP (HLLI 3MiHW)

KOHTPO/Ib SKOCTI (3a
BUHATKOM TecTy
«Mikpob6ionoriyHa
ynCcTOTa»), NEPBUHHE
Ta BTOPVIHHE
nakyBaHHs1, BUNYCK
cepii: BepiHrep
IHrenbxaiim Xennac
CuHrn Membep C.A,,
['peuis; nepeBunHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b SIKOCTI,
BWNYCK Cepil:
MNMATEOH ®PAHLIA,
dpaHuis;
BMPOGHMLITBO
Tabnetok "in bulk" Ta
KOHTPO/b SKOCTI:
MateoH Myepto Puko.
IHK., CnonyueHi LWTtatn
AMEPVIKM; KOHTPO/Ib
AKOCTI (3@ BUHATKOM
Tecty
"Mikpob6ionoriyHa
yucrota"): A eng Em
LWTABTECT /labop
oyp AHaNITUK yHA,
Crab6initarcnpycdyHr
m6X, HiMeuunHa;
KOHTPO/b AKOCTi Npu
[OCNigpKeHHi
cTabinbHOCTI (3a

BUHATKOM TecTy
"Mikpob6ionoriuHa
ynctoTa"): EBpochiHC
®ACT I'mbX,
HimeuunHa;

BHeceHHs 3MiH B napameTpu crneumdikawi
BMXigHVX MaTepianis, Sk
BUKOPVCTOBYIOTbCS A/19 BUPOOHMLTBA
aKTUBHOI cy6CTaHLii.

- BBE/IeHHs J0AAaTKOBOro napameTpy
cneumaikaLii 6eH3eH A5 i3onponaHosny
Ta H-rentaHy
- BUWIyYEHHS napameTpy cneuudikauii
«lpeHTudikayis» (Metogom 14-
CNeKTPOMETPIl, MOKa3HWK 3aU/10M/IEHHS Ta
BiIHOCHA IryCcTWHa) A1 abCONOTHOTO
eTaHony (4eHaTypoBaHOro), aLeToHy,
i3onponaHony, MeTaHony,
MeTWUNEHXTOPUAY Ta TONyony.

- BUAIEHHS NapameTpa TecTy Boau
(6nwxHSA iHhbpayepBOHa CnekTpoMeTIs)
AN abCONOTHOrO eTaHoNy, alueToHy,
i3onponaHony, MeTaHosny Ta
MeTueHXI0puaYy.

- BUAA/IEHHS TECTIB A/15 BU3HAYEHHS
iaeHTudiKaLi (NoKa3HUK 3a/1I0MIEHHA Ta
BiJHOCHA ryCTVHA) 4117 aueToHITpuny,
TeTparigpodypaHy, TpueTuiamiHy
- BUOASIEHHS NapaMeTpiB BigHOCHA
rycTUHa, MULW'SK, 3ai30, cybdaTy,
BifIbHWIA X/10p A4/151 COMSAHOI KACMOTU
- BUAa/IeHHA napamMeTpiB BaxKi meTanu,
3a1i30, KanbLjin, xnopuau, cynbdati i
napameTpy A5 BU3HAYEeHHA BOAU
(6iamnepomeTpuyHe TUTPYBaHHSA 3a
Kapnowm ®iwepom) ansa akTmBosBaHoro
BYTiNNA
- BUgasieHHs 3i cneyudikauii 30BHIiLLHLOIO
BUINSAY ANS METUN-TepT-0yTUI0BOro
ecipy.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
anbTepHaTuBHa
na6opartopisa ans
KOHTPO/IO TecTy
"Mikpob6ionoriyHa
yucrora™ CIrc
IHCTUTYT Ppe3eHiyc
mM6X , HimewunHa;
Na6op N1C CE eHg Ko.
KI, HimeyuunHa;
K'toERCIEc ENE,
peuis
244. | CMO®KABIBE emynbCis ans PpeseHiyc HimeuunHa PpeseHiyc Kabi Ab Lseuis BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/14345/01/01
H iHdpy3iit; no 1206 Kabi marepianis: peyenmom
NEPUPEPNYH Mn, no 1448 mn, no Loiunang 3MiHu | TUNYy - 3MiHK Woa0
nin 1904 mn B m6X 6e3nekn/edpeKTNBHOCTI Ta
TpUKaMepHoMy chapmakoHarnsgy. BeefieHHs abo 3MiHu
nnacTUKoBOMy [0 y3arasibHeHNX AaHnX Npo cuctemy
KOHTEeWHepi thapmakoHarnsgy (BBefeHHs
«biothiH», Akuii y3arasibHeHVX AaHux Npo cuctemy
pasom 3 chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
AHTVMOKNCHWNKOM ocobu, BignoBifasibHOI 3a 3MjACHEHHS
BMIiLLYIOTb Y thapmakoHarnsgy; KOHTakTHoOi 0cobu 3
30BHILLHIl hapMakoHarnagy 3asaBHUka ans
NAacTVKOBUWIA MILLIOK; 3[jiCHEeHHs hapmakoHarnaay B YkpaiHi,
no 1206 mn, no AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT
1448 mn, no 1904 ocobu, BignoBifasbHOI 3a 3AiACHEHHS
M/1 B TPUKaMepHOMY thapmakoHarnagy (BKI4vaym KOHTaKTHi
nnacTrkoBoMy [aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-
KOHTEeWHepi thaiina cuctemm chapmakoHarnsgy) 3miHa
«BiothiH», KM KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu 3
pasom 3 chapmakoHarnsgy 3asBHuka gns
AHTWMOKMCHNKOM 3fjlicCHeHHs thapmakoHarnagy B YkpaiHi.
BMIiLLYIOTb Y
30BHILLHIl
NNaCTUKOBUIA MILLIOK,
no 4 miwkun B
Kopoo6Ui
245. | CMO®NINIA 20 | emynbcia Ans PpeseHiyc HimeyunHa ®pe3seHiyc Kabi ABCTpis BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/13846/01/01
% iHdpy3iin no 100 mn, Kabi AscTpia FTM6X marepianis: peyenmom
a6o no 250 mn, abo Loliunang, 3MiHu | TURY - 3MiHK WoAao
no 500 mny m6X 6e3nekn/ed)ekTBHOCTI Ta
dhnakoHi hapmakoHarnsgy. BeegeHHs abo 3miHu

[0 y3araslbHeHVX JaHux npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHunx Npo cuctemy
thapmakoHarnisgy, 3miHa yrnoBHOBaXKEHO|
ocobu, BignoBigasibHOT 3a 3AiCHEHHS!
hapmakoHarns4y; KOHTakTHOI 0cobm 3
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
chapmakoHarnsgy 3assHuka gis
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
0cobw, BignoBigasibHOI 3a 34jiACHEHHS
hapmMakoHarnagy (BkIYatoUmy KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
KOHTaKTHUX A@HNX KOHTaKTHOT 0cobu 3
hapMakoHarnagy 3asBHUka ans
3fiicHeHHs1 hapmakoHarisgy B YKpaiHi.
246. | COOEPM® PO3YMH HaLLKIpHWI TOB «MIBE YkpaiHa Mi6e Mv6X HimeuuunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/10254/01/01
0,1 %; no 15 mn, 30 YKPATHA» ApuHaimMiTTeNb marepianis: peyenmom
M, 50 mn, 100 mny 3miHu Il TMNYy - 3miHK 3 SKocTi. FoToBMIA
hnakoHax 3 nikapcbkuii 3aci6. KOHTpob roToBOro
KpanesnbHuueto; no 1 nikapcbKoro 3acoby. 3miHa napameTpis
chnakoHy B cneuudikauin Ta/abo fonycTMMNX Mex
KapTOHHIN nauui rOTOBOrO JIiKapCbKOro 3acoby (iHLUi 3MiHK)
3MiHV MEX [OMILLIOK Ha TEPMiH
npuaaTHoOCTI, 3aTBepaxeHo: other
impurities (HPLC) 2- Hydroxy-2-
methylpropiophenone (HMPP) <3.5 pg /ml
- 1- Hydroxycyclohexylphenylketone
(HCPK) <10 pg /ml
3anponoHoBaHo: 2- Hydroxy-2-
methylpropiophenone (HMPP) < 8.0 pg /ml
1- Hydroxycyclohexylphenylketone
(HCPK) < 45 pg/ml
BHeCceHHs! 3HOCKM [0 aHasTiTUYHOI
npoueaypu: Preparation of sample
solution:
Volumetric flask 50 ml *
247. | CONyBITH niodpinizat gns PpeseHiyc HimeyunHa MapKyBaHHS, Lseuis/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/17609/01/01
po3unHy Ans Kabi nakyBaHHS, KOHTPO/b Kutaii marepianis: peyenmom
iHdpysii no 1 [Joiunang SAKOCTI, BUMYCK cepii: 3MiHu | TUNy - 3MiHK Wwoa0
chnakoHy 3 m6X Ppe3seHiyc Kabi AB, 6e3nekn/ed)ekTBHOCTI Ta
niogpinizatom, no 10 Lseuis hapmakoHarnsgy. BeegeHHs abo 3miHu
dhnakoHiB y BUPOGHMLITBO, [0 y3araslbHEHNX AaHnx Npo cuctemy
KapTOHHI Kopo6Lyi MapKyBaHHS, thapmakoHarnagy (BBefeHHs
nakyBaHHS: y3araslbHeHUX AaHunx Npo cuctemy

®peseHiyc Kabi
CCnL, Kntali

chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT
ocobu, BignoBigasibHOT 3a 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asaBHuka gns
3[jiCHEHHSs1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
0co6w, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsay (BkNYatoUm KOHTaKTHI

[aHi) Ta/abo 3MiHW y pO3MiLLleHHI MacTep-
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

thaiina cuctemmn chapmakoHarnsgy) 3miHa
KOHTaKTHUX A@HWNX KOHTaKTHOT 0co6M 3
hapMakoHarnagy 3asBHuka ans
3iicHeHHs1 hapmakoHarisgy B YKpaiHi.

248.

COPBIDEP
AYPYNEC

TabneTku, BKPUTI
0060/10HKOI0, 3
MOANIKOBAHNM
BUBifIbHEHHsIM 320
Mmr/60 mr, no 30 abo
50 TabneTtok y
CKNSAHOMY (p/1aKOoHi;
no 1 conaxkoHy B
KapTOHHI ynakoBLi

3AT
dapmaLesT
NYHWIA 3aBO,

Eric

YropLmHa

3AT dapmaueBTUYHNIA
3asog ErIC

YropLmHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHu | TURY - 3MiHK WoAo
6e3nekun/edekTBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn) - 3MiHn
BHECEHO Y TEKCT MapKyBaHHSA MepBUHHOI
(n. 6. IHLWE) Ta BTOpPWHHOI (M. 17. IHLLIE)
yNakoBKM NiKapCbKoro 3acoby LWoao
YTOYHEHHS noroTuny. BeeAeHHsA 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS

3a
peyenmom

UA/0498/01/01

249.

CNACTIKANM

PO3YMH ANS iH'EKLi,
no 4 mr/2 mn, no 2
M B amnyi; no 6
amnyn B KApTOHHIW
nauuj

Mictpan
Kenitan
MeHepkmeH
T NlimiTeq,

AHrnisA

BEM Inau CaH. Be Tik.
A.C.

TypeyunHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHK | TUNY - 3MiHK WOA0
6e3nekn/edpeKkTBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpoTkili
XapaKTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeJMYHOr0o 3aCTOCYBaHHS
reHepUYHMX/ribpuaHNX/6ionoaibHMX
NiKapcbKnx 3acobiB Nicns BHECEHHS Tiel
camoi 3MiHWN Ha pedhepeHTHWI npenapat
(3miHa He NoTpebye HaAaHHS XOOHUX
HOBUWX A0JATKOBMX AaHNX). 3MiHN BHECEHO
[0 IHCTPYKLiT ANna MeanyHoro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y
po3ginu "MpoTtunokasaHHs", "Oco6/MBOCTI
3acTocyBaHHSA", "3acToCyBaHHSA Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”,
"Mo6iuHi peakuii" 3rigHo 3 iHhopMaLieto
00 MEANYHOTO 3aCTOCYBaHHS
pedyepeHTHOro /likapcbkoro 3acoby
(MuscoRil 4 mg/2 ml soluzione iniettabile
per uso intramuscolare). BBeieHHsA 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBepKEHHS. 3MiHu | TNy -
AMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BK
nikapcbKoro 3acoby. 3MiHY BHECEHO LWoA0
Has3Bu NikapcbKoro 3acoby. 3aTBepakeHo:
TIOBICTA. 3anponoHoBaHo:
CMACTIKANM
BBefeHHs 3MiH NpoTarom 6-T1 Micauis
nicns 3aTBepKeHHs.

3a
peyenmom

He
nionsieae

UA/20123/01/01

250.

CTPENCI/IC® 3
BITAMIHOM C

NbOASAHUKM; Mo 12
NbOASHUKIB Y

PekkiTT
BeHkizep

Benuka
BpuTaHis

PekkiTT BeHkizep
Xenckep IHTepHeLUHN

Benuka
BpuTaHis

BHECEHHS 3MiH 10 peecTpavuiiHnx
mMartepianis:

6e3
peyenma

UA/7436/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
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3acoby yrnakoskKa) nocsi04YeHHs1
31 CMAKOM 6nicTepi; no 2 Xenckep Niviteq 3MiHn | TURY - 3MiHK WoAao
AMNENbCUHA 6nictepu B IHTepHeLHN 6e3nekn/edeKTUBHOCTI Ta
KapTOHHI Kopobuj Niviten thapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHS TEKCTY MapKyBaHHsI
NepBUHHOI Ta BTOPUHHOI YNaKoBOK
nikapcbKoro 3acoby.
251. | CY/IbUE® NOPOLLOK AN1s Megokemi Kinp Brpo6HMLTBO 3a Kinp/ BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a He UA/11158/01/01
PO3UYMHY ANs iH'EKLN nTa NOBHWUM LMK/IOM: B’eTHam MaTepianis: 3MiHu | Tuny - peyenmom | niossieae

no 1r/1r; 1 a6o 10,
abo 50, abo 100
(hNaKkoHiB 3
NMOPOLLKOM B
KapTOHHI Kopo6Lyi

Megpokewmi Jlimiteq,
Kinp;
BupobHuuTBO
roTOBOro NikapCbKoro
3aco0y, nepeuHHe Ta
BTOPWHHE MaKyBaHHS:
Megpokemi (Pa lcT)
Kamnai flimites,
B’eTHam

AfMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS AISSIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
NiKapCbKOro 3acoby, BKIHOYAKUN [i/TbHAL
BUNycKy cepii abo MicLie NpoBefeHHs
KOHTPO/IO AKOCTI. (ZisANbHICTb, 3a Ky
BiANoBigae BUpoGHuK/imnopTep,
BK/THOUAOUM BUMYCK CEPIili) YTOUHEHHS
Ha3BW Ta afpecyt BUPOBHNYOI AiNbHUL Y
BignoBigHoCTI Ao cepTudikaty GMP.
3MiHV BHECEHO B IHCTPYKLiO Ans
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3aco6y y po3ainn "Bupo6HuK",
"Micue3Haxo4KeHH BUPOOHUKaA Ta
ajpeca Micus NpoBaKEHHS 10T
OisNbHOCTI" 3 BigNOBIAHUMY 3MiHAMW B
TEKCTi MapKyBaHHs1 yNakoBOK. BBeieHHs
3MiH NpoTArom 6-Tn MicauiB nicns
3aTBepKeHHs. 3MiHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiANbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIHOYAKUN [iTbHAL
BMMYCKy cepii abo MicLe NnpoBeAeHHs
KOHTPOJO SIKOCTI. (AISSIbHICTb, 3a Ky
BiANOBigae BMPOGHMK/iMNopTep, He
BK/TOYAKOUM BUMYCK CEpIili) YTOUYHEHHS
Ha3BW Ta afpecy BUPOOHUYOT AiNbHULL Y
BIANOBIAHOCTI [0 HOBOro cepTudikaty
GMP. 3minHu | Tuny - 3miHK Woao
6e3nekun/edeKkTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
OHOB/IEHHA TEKCTY MapKyBaHHS yNakoBKW
nikapcbKoro 3acoby, a came: yTOUHEHO
iHchopmauito Woao AaTn BUPOGHMLTBA,
TepMiHy NpUAATHOCTI, HOMepy
peecTpauiiHoro NocBif4YeHHs, Homepy
cepii, yTOYHEHO HAsABHICTb TEXHIYHUX
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
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Kogis, nikTorpam Ta 2-D KogyBaHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkKeHHs
252. | CYMINAP Kancynv Teepgi no 5 CaHpo3 CnoBeHis Bunyck cepiii: Nlek CnoseHis/ BHECEHHS 3MiH [0 peecTpaviiiHnX 3a UA/15320/01/01
mr/10 mr, no 7 dapmacbHoTi $apmaueBTUYHA Monbwa mMartepianis: peyenmom
Kancyn Teepavx y Kans a.a. KoMnaHisa 4.4., 3MiHK | Tuny - 3MiHK 3 skocTi. CepTudikart
6nicTepi; no 4 CnoBeHis; BignosigHocTi/l E-cepTudikar
6nictepu y Bupo6HMLTBO in bulk, BiANOBIAHOCTI EBpONeichbkili
KapTOHHI Kopo6Lyi TeCTyBaHHS, thapmakonei/moHorpadii. NMogaHHsA HOBOTO

nepBuHHe Ta
BTOPUHHE NaKyBaHHS:
Apamvep ®apma C.A.,
Monbla; TecTyBaHHA:
Apawvepg ®apma C.A.,,
MonbLa

abo oHoBNEHOrO cepTuddikaTa
BiANOBIAHOCTI ab0 BUTyUYEHHS
cepTudikaTa BignoBigHOCTI €Bponeiichbkili
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI A®I; NSt 4ONOMIXHOT
peyoBuHu (ME-cepTudikaT BiANOBIAHOCTI
€Bponeiicbkili hapmakonei gns
Adl/BnxigHoro
mMartepiany/peareHTy/npoMibKHOIo NPoAyKTy
abo AoNoMiXHOT peyoBrHY) - HoBwit
cepTudpikat AN BUXigHOTo
mMartepiany/peareHTy/NpoMibKHOIo NPoAyKTY
ab0 [0NOMIXHOI peyoBUHU Big, HOBOro abo
BXe 3aTBepAKeHoro BupobHyika. MogaHHs
HoBoro ME-cepTudikaty BignoBigHOCTI
€poneiicbkili hapmakonei R1-CEP 2000-
045-Rev 04 gns 4ONOMIXHOT pEYOBUHN
Gelatin Bif BXe 3aTBepKEHOro
BMpo6Huka Tessenderlo Group. BeegeHHs
3MiH NPOTAroM 6-TW MicsALiB nicns
3aTBEpPKEHHS. 3MiHY | TUnYy - 3MiHKM 3
skocTi. CepTudikaT BignosigHocTi/lE-
cepTuduikaT BigMNoBigHOCTI EBpoNenchkiii
thapmakonei/MmoHorpadii. NMogaHHsA HOBOro
ab0 OHOBEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTudpikaTa BifnoBiAHOCTI EBpoONeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y
BMPO6HULTBI API; N5t 4ONOMIKHOT
peuoBuHm (FE-cepTudikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei ans
Adl/BnxigHoro
marepiany/peareHTy/npoMiKHOro NpPoAyKTy
ab0 4oNoMiXHOT peyoBrHK) - HoBwid

ceptuduikat AN BUXigHOTO
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marepiany/peareHTy/npoMikHOro NpPoAyKTy
abo 4ONOMDKHOT pevyoBMHU Bif, HOBOro abo
BXe 3aTBEepAXeHOoro BUpobHyka. MogaHHs
HoBoro E-cepTudikaTy BignoBigHOCTI
€Bponeiicbkili hapmakonei R1-CEP 2001-
424 - Rev 03 An1a AONOMDKHOT peYOBUHU
Gelatin Big, BXe 3aTBEpA)KEHOr0
BUpo6HUKa GELITA Group. BeeaeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEpMKEHHS. 3MiHM | Tuny - 3MiHK 3
AKocTi. CepTudikat BignosigHocTI/TE-
cepTudikaT BiAgNoBigHOCTI €EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HOBOTO
abo oHOBNEHOTO cepTuddikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudikaTa BignoBiAHOCTI EBPONENCHKIi
thapmakonei: ana A®l; ons BuxigHoro
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCSA Y
BUPOGHUUTBI A®I; Ana AONOMDKHOT
peuyosuHm (FE-ceptudikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei ans
Adl/BuxigHOro
marepiany/peareHTy/npomMikHOro NpPoayKTy
abo 4onoMiXHOT peyoBrHY) - HoBwid
cepTudikaT 415 BUXiAHOTO
marepiany/peareHTy/npomMikHOro NpPoayKTy
ab0 [ONOMIXXHOI pe4yoBUHU Bif, HOBOrO abo
BXe 3aTBepAeHoro BupobHuka. MogaHHs
Hooro E-CepTudikaty BifnoBigHOCTI
€poneiicbkii hapmakonei Ne R1-CEP
2010-043-Rev 00 ansa [onomikHOT
peyosuHM Gelatin Bif BXe 3aTBEPAKEHOI0
BMpOo6HMKa ROUSSELOT. BBeaeHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAXKEHHSA. 3MiHM | TUNY - 3MiHK 3
akocTi. CepTudpikat BignosigHocTi/lE-
cepTudpikaT BiANoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHoBNEHOro cepTuddikata
BiANOBIAHOCTI ab60 BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpONeiChKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
BMPO6HMUTBI A®I; NSt 4ONOMIXHOT
peyoBuHu (ME-cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei ans
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Adl/BnxigHoro
Martepiany/peareHTy/NpoMiKHOIo NPoAyKTY
abo foNOMIKHOT peyoBuHK) - HoBuii
ceptudoikat Ans BUXigHOTO
Martepiany/peareHTy/NpoMiKHOIo NPOAyKTY
ab0 [ONOMIXHOI pevyoBUHU Bifg, HOBOrO abo
BXe 3aTBepAKeHoro BupobHyika. MogaHHs
HoBoro E- cepTucpikaty BignosigHoCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP
2000-029-Rev 05 ans [onomikHoOI
peyoBuHY Gelatin Big BXe 3aTBepKEHOro
BMpo6HMKa ROUSSELOT. BBefeHHs 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBepXeHHs. 3MiHY | Tuny - 3MiHKn 3
akocTi. CepTudikart BignosigHocTi/lE-
cepTuduikaT BiAMNoBigHOCTI EBpoONenchkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro
ab0 OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y
BMPOGHULTBI API; N5t AONOMIKHOT
peuoBuHm (FE-cepTudikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/npoMikHOro NPoAyKTy
a60 [ONOMiXHOT pevoBUHU) - OHOBNEHUI
cepTudikaT Bif BXe 3aTBEpPIKEHOr0
BMpO6HUKa. MNogaHHa oHoBneHoro ME-
cepTudikaTy BignoBigHOCTI EBponeiichbkiii
apmakonei Ne R1-CEP 2005-217 Rev 02
(3atBepaxeHo: Ne R1-CEP 2005-217 Rev
00) gna ponoMikHOT pevoBrHK Gelatin Big
BXe 3aTBepkeHoro BupobHuka NITTA
GELATIN. BBegeHHs 3MiH MpoTsirom 6-Tu
MicaLiB nicna 3aTBepmKeHHs. 3MiHu | Tuny
- 3MiHK 3 AKocTi. CepTudikart
BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHoBNEHOro cepTuddikaTa
BiANOBIAHOCTI ab60 BUTyYEHHS
cepTudpikaTa BignoBigHOCTI EBpoONeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
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BMPO6HUUTBI A®I; NSt 4ONOMIXHOT
peyoBuHu (ME-cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei ans
Adl/BnxigHoro
Martepiany/peareHTy/NpoMiKHOIo NPOAyKTY
a60 AONOMiXHOT pevyoBUHK) - OHOBNEHUIA
cepTuddikaT Bif BXe 3aTBEpIKEHOr0
BUpo6HUKa. MogaHHsA oHoBneHoro ME-
cepTudikaTy BiANOBIAHOCTI EBPONENChKit
chapmakonei R1-CEP 2000-344-Rev 03
(3aTBEepmxeHo: R1-CEP 2000-344) ans
[0onoMiXHOT pedoBnHM Gelatin
Bmpo6HuuTBa NITTA GELATIN INDIA
LTD.

BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn
3 AkocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiAgnNoBigHOCTI €EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HOBOTO
ab0o oHOBNEHOTO cepTuddikaTa
BiANOBIAHOCTI 260 BUYyYEHHSA
cepTudikaTa BignoBiAHOCTI EBPONENCHKIi
thapmakonei: ana A®l; ons BUxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCSA Y
BUPOGHUUTBI A®DI; Ana AONOMDKHOT
peuyosuHm (FE-ceptudikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei ans
Adl/BuxigHoro
marepiany/peareHTy/npoMikHOro NpPoayKTy
ab0 fONOMiXHOT pevoBUHU) - OHOBNEHUI
cepTugikart Bif BXe 3aTBEP)KEHOr0
BMPO6HUKa. MNogaHHa oHoeneHoro ME-
cepTudikaTy BignoBigHOCTI €EBponeicbkiii
hapmakonei Ne R1-CEP 2001-211 - Rev
01 (3atBepmxeHo: R1-CEP 2001-211 -
Rev 00) o115 AONOMIXHOT pEHOBUHN
Gelatin Bif BXe 3aTBepKEHOro
BUpo6HMKa STERLING BIOTECH
LIMITED. BBeeHHS 3MiH NpOTArom 6-Tu
MicaLiB nicna 3aTBepmKeHHs. 3MiHu | Tuny
- 3MiHK 3 AKocTi. CepTudikart
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHoBNEHOro cepTuddikata
BiANOBIAHOCTI ab60 BUTyYEHHS
cepTudiikaTa BignoBigHOCTI EBponeiichKii
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n/n

JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayjiliHo2o

253.

TEHOXON

TabneTkn, BKPUTI

Makneogc

thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HUUTBI A®I; NSt 4ONOMIXHOT
peyoBuHu (ME-cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei ans
Adl/BnxigHoro
Martepiany/peareHTy/NPoMiKHOIo NPOAyKTY
ab0 AONOMIKXHOT peyoBUHN) - BunyueHHs
cepTudikaTis (y BUNaaky HasiBHOCTI
My/IbTUM/IETHOIO cepTudiikaTta Ha
marepian) BunyyeHHs E-cepTudikartis
BiANOBIAHOCTI EBponelichbkin hapmakonei
ONs [ONOMDKHOT pevoBuHU Gelatin Big,
BMpo6HUKiB: Ne R1-CEP 2000-027
BMpo6HMKa Rousselot; Ne R1-CEP-2002-
110 BupobHuka PB Gelatins;

Ne R1-CEP 2004-022 Bupo6Huka PB
Leiner; Ne R1-CEP 2003-172 B1poGHu1Ka
GELITA Group; Ne R1-CEP 2004-247
BMpo6Huka Nitta Gelatin;

Ne R1-CEP 2004-320 BupobHuka Nitta
Gelatin.

nocsio4YeHHs

254.

TETPACNAH

nniBKOBOIO
060/10HKOt0, No 300
mr; no 30 TabneTok
y chnakoHi; no 1
hNakoHy y
KapTOHHI ynakoBLi

dapmacbioT
nkasnc
Nimiten

IHais

Makneozc

dapmMacbloTUKaC

NimiTen

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:
3MiHu | TUnNYy - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nnikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHoO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHs /liKapCbKoro
3acoby B nicnsipeecTpaviliHuii nepios, abo
AK pe3ynbTaTt OUiHKM 3BIiTy 3 AOCNIAKEHb,
npoBefeHnX BigNoBiAHO A0 NnaHy
negiatpnyHux gocnimxkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHM BHECEHO [0 IHCTPYKLUIT Ansa
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao po3giny "MNo6iyHi peakujii™
BiZANOBIAHO A0 pekomeHaauin PRAC.
TepMmiH BBELEHHS 3MiH NPOTArom 6 micsuis
nicns 3aTBepKeHHs.

3a
peyernmom

He
nionsieae

UA/13279/01/01

6%

PO34uH ANst iHQY3ild;

b. BpayH

no 500 mny

Menb3yHreH

HimeyunHa

MoHWiA uyKN

BMpo6HMUTBa: b.

LLiBeiiuapis

BHECEHHS 3MiH [10 peecTpaviliHnx

marepianis:

3a

UA/9875/01/02

peyenmom
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KOHTelHepi; no 10 Al BpayH Megukan CA 3MiHn | TURY - 3MiHK WoAao
KOHTEWHepIB Yy 6e3nekn/edeKTUBHOCTI Ta
KapTOHHi Kopobuyj; hapmakoHarnsgy. BeegeHHs abo 3miHu
no 250 mn, 500 mny [0 y3ara/lbHeHVX faHuX Npo cuctemy
MiLLKy; no 20 miwwkis thapmakoHarnagy (BBefeHHs
Y KapTOHHii Kopobuj y3arasibHeHVX AaHux npo cuctemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocobm 3
chapmakoHarnsgy 3assHuka gis
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHa Bif, yNOBHOBaXeHOT
0cobw, BignoBigasibHOI 3a 34jiACHEHHS
hapmakoHarnagy (BKIoYatoum KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLLeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiAANOBIAa/IbHOI 3a thapmakoHarnsg,
[itoua pepakuis: Maiikn Mapunep /
Michael Marschler. NMponoHoBaHa
pegakuis: -p MapxaH Ctakep / Dr.
Marjan Staecker.
3MiHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT
0cobu 3asBHKKa, BiANOBIA&ILHOI 3a
dpapMakoHarnsg.
255. | TOHOPMA® TabneTku, BKPUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/0516/01/01
060/10HKO10, Mo 10 "®apmaueBT "PapmaueBTnyHa martepianis: peyenmom
Tabnetoky nyHa chipma ipma "dapHuus" 3MiHM | Tuny - 3miHK 3 skocTi. CepTuddikat
KOHTYpHilA "OapHnus" BignosigHocCTI/IE-cepTudcikat
YapyHKOBIl BIANOBIAHOCTI EBPONENChbkili

ynakoBLi; no 1 abo
no 3 KOHTYpPHi
YapyHKOBI YMaKOBKU
B Mmauuj

thapmakonei/moHorpadii. NogaHHS HOBOTO
ab0 OHOBNEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeiChKii
hapmakonei: ana A®l; ans BuxigHoro
mMaTepiany/peareHTy/npomiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCSA Y
BUPOOHUUTBI ADI; Ana AONOMDKHOT
peyoBuHM (cepTuddikaTt BiAMNOBIAHOCTI
€Bponelicbkiin hapmakonei) - Hoswii
cepTuguikart Bif BXe 3aTBEP)KEHOrO
BMPOGHMKa. MNogaHHSa HOBOrO cepTudikara
BiANOBiAHOCTI EBponelichbkiin hapmakonei
onsa A®l Hicheamnid Big yxe
3aTBEPAKEHOrO BUPOBGHYMKa Ipca
Laboratories Limited, IHgjs, CEP Ne R1-
CEP 2014-102-Rev 01 Ha 3amiHy AM®
Nifedipine EP
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PRMF/NFD/ANK/Ph.Eur/13/00 February
2013. Y 3B8’A3KY 3 LM BHECEHO A04aTKOBY
AinbHULI, 6€3 3MiHW BUPOOHNYOro
npoLecy Ta afpecy MiCLLe3HaXOKeHHS
BUPOGHMLITBA Ta A0 METOZiB KOHTPONA
AKOCTI AN BXIAHOrO KOHTPO/o Ha AdPI
HicheauniH BHECEHO 3MiHW 3@ MOKa3HWKOM
«3aNNLLIKOBI PO3YMHHUKM» (MeTaHoa — He
6onee 0,3 % Ha MeTaHONy — He GiNbLue
3000 ppm) Ta Ao po3ainy «TepmiH
NepeKoHTPOO» (3 POKM Ha 5 pokiB).
3MiHn | TURY - 3MiHK 3 aKocTi. AdDI.
KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo AoNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMpo6HULTBA AP (iHLWI 3MiHK). CynyTHA
3MiHa
- 3MiHM 3 AkocTi. APl KoHTposnb AdPI.
3miHa y meTofax BunpobysaHHsa APl abo
BMXifHOro martepiany/npomMixxHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHCS
y npoueci BupobHmUTBa A®| (He3HauHI
3MiHW Y 3aTBEPAKEHUX METOAAX
BMNpobyBaHHs) (b.1.6.2. (a) 1A)

Lo maTepianis peecTpauiliHoro focbe Ao
po3ginie 3.2.5.4.1 1a 3.2.S.4.2 ansa
BUXiZIHOTO KOHTPOJIIO Ha fiilo4y PeYOBUHY
HicheauniH BHeCEHO HE3HAYHI OHOB/IEHHSA
3a NOKa3HUKOM «PO3UMHHICTb», KW
nepeHeceHo A0 pPo3giny Npo 3arabHi
B/1ACTMBOCTI Ta 3@ NOKa3HUKOM
«MikpobionoriyHa yncToTa» - BHECEHO
NnocuIaHHA Ha fjtove BugaHHsA €, 6e3
3MiHVU HOPMYBaHHA Ta METOAUKN
KOHTPO/O AKOCTI.
3MiHu | TUNYy - 3MiHK 3 AKOCTI. ADI.
KoHTposnb A®l. 3miHa y napameTpax
cneumdikauin Ta/abo AONyCTUMUX MEX,
BM3Ha4YeHUX y cneumdpikauisx Ha Adl, abo
BWXiAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUPOGHMLTBA AP (HLWi 3MiHK).
CynyTHSA 3MiHa- 3MiHU 3 AKOCTi. ADI.
KoHTponb A®L. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOro
mMaTepiany/npomiKHOro
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NpOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6bHuLTBa A®I (HE3HaYHI
3MiHW Y 3aTBEPKEHNX MeTofax
BMNPOOYBaHHS).
He3sHayHe OHOBMEHHSA B po3fdinax
3.2.5.4.1 1a 3.2.S.4.2 ansa BuxigHoro
KOHTPO/IO Ha Ajtouy peyvoBuHy Hidbeaunin
3a NoKa3HWKOM «laeHTudikauis», a came:
3a/mLeHa nepLua igeHTudikauis, ska €
060B’A3K0BVM BUNPOGYBaHHAM 4AHOT0
nokasHuka, BiAnoBigHo fo sumor AdY 1.4
«MoHorpadii» Ta €EP 1.5.1.8
«ldentification». 3miHu | TUNY - 3MiHK 3
AKoCTi. A®I. KoHTponb A®L. 3miHa y
mMeTofax BunpobysaHHs A®| abo
BMXifHOro martepiany/npomMixxHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETHCS
y npoueci BupobHuyTBa A®| (iHLWi 3MiHW y
MeToAax BUNpPo6yBaHHSA (BK/IHOHYAKUM
3amiHy abo fonoBHeHHs) AD| a6o
BWXi4HOr0/MPOMIXXHOI0 NPOAYKTY).
BHeceHHs 3MiH 0 METOANKN KOHTPO/TIO
AKOCTi 4719 BXIAHOrO KOHTPOSIO Ha Ajtouy
peyoBuHy HidheuniH 3a nokasHMKamm «2-
HiTpoGeH3abaeria» Ta «3anLLIKoBi
PO3UYMHHVIKWY, AOMOBHEHO TEepMiHammn
nNpUAATHOCTI PO3YMHIB 3rigHO 3
pe3ynbTatamu Basigauii aHaniTU4HmX
MEeTOAVK Ta BHECEHO pefakLiiliHi npaBku
BiNOBIAHO 0 pekoMeHAaaLil Ta
ctunuctrkn APY, 6e3 3miHn camoi
MeTOANKN. 3MiHK | TUNy - 3MiHW 3 AKOCTI.
A®|. KoHTposnb A®I. 3miHa y meToaax
BMNpobyBaHHA APl abo BuXigHOTO
mMaTtepiany/npomiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA
y npoueci BupobHuytBa A®| (iHWi 3MiHW y
MeToAax BUNpPobyBaHHA (BK/IHOYaUn
3amiHy abo gonoBHeHHs) Ad| abo
BVIXiLHOr0/MPOMDKHOr0 NPOAYKTY). 3MiHW y
mMeTofax BunpobysaHHa A®I BXigHoOro
KOHTPOIO Ha Ajtouy peyoBuHy HidheguniH
3a NokasHkom «CynpoBifHi AOMILLIKM», a
came YTOYHEeHHst BUMOr A0 NpuaaTHOCTI
XpomaTtorpaciyHoi cucremu, 3amiHa
TOpriBeNIbHOT Mapky KOMIOHKW Ta BHECEHHS
TepMiHy NpuAaTHOCTI PO3YKHIB), 3
ypaxyBaHHsM pe3ynbTaTis Banigauii
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aHaTITUYHUX METOANK, 6e3 3MiHM
HOPMyBaHHS1.
256. | TPUHE®PPOH- kancynu; no 10 TOBAPUCT YkpaiHa BCi cTagii YKkpaina BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 UA/11689/02/01
340POB'A Kancyn y énicrepi; BO 3 BMPOGHMLTBA, matepianis: 3miHu | Tuny - 3miHK Woao peyenma
no 3 a6o no 6 OBMEXEH KOHTPO/b SKOCTI, 6e3nekun/edeKkTBHOCTI Ta
6nicTepis y kopoobLi (e]}0] BWNYCK Cepil: thapmakoHarnagy (iHwi 3MiH1) OHOBEHHSA
3 KapToHy (NS BIANOBIOA ToBapucTso 3 TEKCTY MapKyBaHHA NepBUHHOT Ta
BUPOGHMKA NbHICTHO 06MeXeHo BTOPWHHOI YNaKoBOK JTiKaPCbKOro 3acoby,
ToBapucTBo 3 «KOPTOPA BiANOBIAA/TLHICTIO a came: BUy4YeHO iHdhopmaLiiio,
o0bMexeHot LA "PapmaueBTnyHa 3a3HayeHy pocilicbkolo MOBOIO; Y M. 6.
BigNoBigasIbHICTIO «300POB’A KoMnaHis "3gopos'a” IHWE Ta n. 17. IHWE yTo4HeHO
«dapmaLeBThyHa » YKkpaiHa; iHchopmawito Woao norotTuny Ta TEXHIYHOT
KOMMaHis BCi cTagil iHchbopmawii. TepmiH BBEAEHHS 3MiH
«300p0oB’sA»); no 10 BUPOOHMLTBA, npoTArom 6 micsLiB nicns 3aTBepKeHHs.
Kkancyn y 6nictepi; KOHTPO/b SIKOCTI,
no 6 6nictepiB y BWNYCK Cepil:
KOpOOLLi 3 KAPTOHY ToBapucTBo 3
(ans Bupo6HMKa 06MexeHot
ToBapucTBO 3 BiANOBiAA/IbHICTIO
06MexeHot "®APMEKC IpPyr"
BiANOBIAA/TbHICTIO YkpaiHa
«®APMEKC IPYTI»)
257. | TPUNNIKCAM® | Tabnetku, BKPUTI ne PpaHuis BiAnoBiganbHUiA 3a PpaHuis/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/13930/01/01
10 Mr/2,5 Mr/5 nNiBKOBOKO NNABOPATY BMPOBHULTBO, aHanis, Ipnangis martepianis: peyenmom
Mmr o6onoHkoto, no 10 AP CEPB'E€ nakyBaHHs Ta BUNYCK 3MiHu 1l TUNYy - 3MiHK Woa0

mr/2,5 mr/5 mr; no 30
Tabnetok y
KOHTeWHepi ans
Tabnetok; no 1 abo
no 3 KoHTelHepu
Ons Tabnetok y
KOpOO6Li 3 KAPTOHY

cepii: labopaTtopii
Ceps'e IHgacTpi,
®paHuis;
BiANoBiganbHUIA 3a
BMPOGHULITBO, aHanis,
nakyBaHHS Ta BUNYyCK
cepii: Ceps'e
(Ipnangis) IHgacTpic
Nta, IpnaHgis

6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnsgy. BHeceHHs1 a6o 3miHa(u)
[0 3060B'A3aHb Ta YMOB BuAaui
peecTpauiiHoro NoCBifYEHHs, BKIKOYaUM
MnaH ynpaBniHHA pu3vkamu
(3acTocyBaHHSA 3MiH(K), AKi(a)
BMMaratoTb(€) nofasibLIoro
06r'pyHTYBaHHS HOBUMU A04aTKOBUM
[aHvMK, Lo MatoTb HaJasaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKK
BMMaraeTbCs CyTTeBA OLjiHKa
KOMMETEHTHUM OpraHom) - 3asiBHUKOM
Ha/jaHoO OHOBMEHWIA MnNaH ynpaBniHHA
pu3nkamm Bepcia 3.0. 3MiHM BHECEHO A0
YacTuH:
| «3aranbHa iHopmauis» - 11
«Cneuudpikauis 3 6esnekm» - Il «MnaH 3
thapmakoHarnsgy», - V «3axogu 3
MiHimi3aLii pusmkiB», - VI «Pe3tome nnaHy
ynpas/iHHA pusmkamm» - VII «logaTkm» y
3B’A3KY 3 NPUMBEAEHHAM Y BiANOBIAHICTb 40
BumMor GVP Module V Rev.2
Pestome MNnaHy ynpasaiHHA pu3nkamu
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Bepcia 3.0 gogaeTbes.
258. | YNIbTPABICT PO34MH ANS iH'eKLit Baiiep Al HimeyunHa KOHTPO/b cepil, HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a He UA/1986/01/01
300 Ta iHdysiii, 300 BMNYCK Cepil, Icnanis marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI. peyenmom | nions2ae
Mr/mn; no 100 mny BTOPUHHE NaKyBaHHs, [oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
thnakoHi; no 1 BMPOBHULITBO BMPOBHUUTBI. 3amiHa abo BBeAeHHS

hNakoHy y
KapTOHHI nayui

npoaykuii in-bulk,
NepBUHHE MakKyBaHHS:
Baiiep Al, HimeuuuHa;
KOHTPO/b Cepil,
BWNYCK cepil,
BTOPWHHE MaKyBaHHS,
BMPOGHMLITBO
npoaykuii in-bulk,
nepBUHHE MakKyBaHHS:
Bepnimeg, C.A,,
IcnaHis

[0[aTKOBOI fi/TbHUL BUPOGHMLTBA A5
4acTuHK abo BCbOro BUPOOGHNYOTO
npoLecy roToBoro Nikapcbkoro 3acoty
(AiNbHULSA ANA BTOPUHHOIO NakyBaHHS)
[JopnasaHHsA Bepnivesa, C.A., IcnaHis B
SAKOCTi BUPOOHMKaA BignoBigasibHOro 3a
BTOPVHHE nakyBaHHA J13.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB
nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3MiHK
3 AKOCTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULITBA A5
YaCTUHM ab0 BCbOr0 BUPOBHMYOTO
npoLecy roToBoro Nikapcbkoro 3acoby
(ainbHUUSA, Ha sAKi NpoBOASATLCSA ByAb-AKi
BMPOOHUYI CTagji, 3a BUHATKOM BUMYCKY
cepii, KOHTPOJII0 AKOCTi Ta BTOPVHHOIO
nakyBaHHS 4151 CTEPUNbHUX NiKapPCbKMX
3ac06iB (BK/IOHAKOUN BUPOGNEHI
acenTUYHUM METOAOM), KPiM NMiKapCbKmX
3aco6iB 6i0/10r4HOro/iMyHON0rYHOIO
noxomxeHHs1) BeegeHHs JoaatkosBoi
OiNbHWLUI BignoBiganbHOT 3a BUPOOHNLTBO
npoaykuii in-bulk, nepeuHHe nakyBaHHSA —
Bepnivepg, C.A., IcnaHis. BBegeHHS 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEpPKEHHS. 3MiHY | TUnYy - 3MiHKM 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/I0
SIKOCTi FOTOBOrO NiKapCbKOro 3acoby
(3amiHa abo fofaBaHHS BUPOGHMKA, WO
Bignosigae 3a BBe3eHHA Ta/abo BMNycK
cepii) - Bkntovaroum
KOHTPO/Ib/BUNPOBYBaHHSA cepil -
[opasaHHsa BMpobHUka Bepnimepg, C.A.,
Icnanis, BiANOBIAa/ILHOrO 3a KOHTPO/Ib
cepii Ta BUNYCK cepii 4519 roToBOro
nikapcbKoro 3acoby. 3MiHM BHECEHO B
iHCTPYKLit0 4158 MeQUYHOro 3acToCyBaHHS
nikapcbKoro 3acoby y po3ginu
«BUpO6HMK» Ta «MicLe3HaxXoMKeHHs
BMPOGHMKA Ta agpeca Micus
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MPOBaPKEHHS AOTO AiS/IbHOCTI» 3
Bi4NOBIAHVMMN 3MiHAMU Y TEKCTI
MapKyBaHHS yNakoBKMW ikapcbKoro 3acoby
(mopaBaHHsA BUPOGHYVKA). BBEAEHHS 3MiH
NpoTArom 6-Tv MicALiB nicns
3aTBEPAXKEHHS.
3miHu | TMNY - 3MiHK 3 SKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonycTMMNX Mex
roTOBOrO J1iKapCbKOro 3acoby
(mAonoBHeHHSA cnevudikavii HOBUM
NOKa3HMKOM 3 BifjNOBIAHUM METOAO0M
BMNpOoGYBaHHS) [lonoBHEHHS cnevudikaLii
Ha BUNycK J13 NokasHNKOM «CTepUbHICTb:
CTepubHUiA, 3AaTHI A0 PO3MHOXEHHS
MiKpPOOPraHiamy He BU3HaYaloTbLCS» 3
BIANOBIAHUM METOA0M BUNPOBYBaHHS -
mMemb6paHHa doinbTpauis (Esp. ®apm.
2.6.1, USP <71>, JP 4.06) gns
BMPOGHUYOI AinbHULi Bepnimeg, C.A.,
Icnanis. BBegeHHs 3MiH NpOTArom 6-Tu
MicaLiB nicna 3aTBepmKeHHs. 3MiHu | Tuny
- 3MiHK 3 AKocTi. CepTudikart
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
thapmakonei/mMoHorpadii. NMogaHHs HOBOTO
abo oHoBNEHOro cepTuddikata
BiANOBIAHOCTI ab60 BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Y
BMPO6HMUTBI A®I; NS 4ONOMIXHOT
peyoBuHM (cepTudikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBEHNI
cepTudikat Bif ye 3aTBepKEHOro
BUPOGHMKa - MogaHHA OHOBIEHOTO
ceptudikaty CEP (R1-CEP 2015-172-Rev
00) Big, yxe 3aTBepmxeHoro Bayer AG
BMpOGHUKa Ana A®I iionpomigy. BBeaeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3
AKocTi. FOTOBWIA Nikapcbkuii 3aci6. Onuc
Ta cknag,. 3miHa y cknagi (40noMiKHUX
peyoBMHax) roToBOro JlikapcbKoro 3acoby
(iHWi gonomiHi pe4yoBuHN) - Byab-ska
He3HayHa 3MiHa KifibkicHoro ckniagy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

[OMOMIKHUX PEYOBVH Y rOTOBOMY
nikapcbkoMy 3acobi - HesHauHa 3miHa
LWOA0 cKagy AOMOMDKHUX PEYOBUH Y
roTOBOMY NliKapCbKOMY 3ac06i - HaTpito
rigpokcua, skl BUKOPUCTOBYETLCA B

[esKux BunagKax Ans perynoBaHHs
3HaveHHs pH nig yac BupobHuyTBa (M.
3.2.P.3.3), 6yae BKNOYEHO A0 nepeniky

[OMNOMDKHUX peyoBUH. HaTpito rigpokeng
BXE 3raflyETbCs B NOTOYHII BEPCii po3ainy

Cknag Ha cepito P.3.2 Ta B Onuci

BMpo6HMYOro npouecy P.3.3, ane 3

HOPMAaTVBHOT TOYKV 30pY, Oro Takox cif

BK/TOUNTW [0 CAUCKY AOMOMIKHUX
peyoBuH. BignosigHi fokymenTn (P.1.,
P.2.1. Ta P.3.2.) apantoBaHo. Hemae

XXOAHWUX 3MiH Y BUPOOHMYOMY NpoLLeci, Lo

NoB'si3aHi 3 BUKOPUCTAHHSAM PO34UHY

HaTpito rigpokeugy (NaOH). 3miHn
BHECEHO B iHCTPYKL,it0 4159 MEANYHOIO
3acTocyBaHHSA NikapcbKoro 3acoby y

po3ain «Cknagy» (4ONOMKHI pe4yoBUHM) 3
Bi4NOBIAHVMMN 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBKW NiKapcbkoro
3aco6y. BBegeHHs 3MiH NpoTArom 6-11
MicAuiB nicnsa 3aTBepmkeHHs. 3MiHu |l
™My - 3MiHW 3 SIKOCTi. TOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHM
BUNpobyBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHNX Y cneundikauisax, nig vyac
BMPOBHWLITBA FOTOBOTO liKapPCbKOro
3ac006y (PO3LUMPEHHS 3aTBEPMKEHNX
LONyCTUMUX MeX A151 MOKa3HWKIB, K
MOXYTb MaTW iCTOTHWIA BN/IMB Ha 3arasibHy
AKICTb FOTOBOrO JliKapCbKOro 3acoby)

Po3LwmnpeHHs 3aTBEpIXEHNX MEX

cneuudikayii /13, mig yac BUpo6HMULTBA
roToBoro nikapcbkoro 3acoby BIK (IPC): 3
7,3-7,5 no 7,2-7,4.
BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepKeHHs.

259.

YNbTPABICT
370

PO34MH ANS iH'EKU
Ta iHdysiii, 370
mr/mn; no 50 abo
100 mn 'y chnakoHi;
no 1 conakoHy y
KapTOHHII nauui; no
500 My d1akoHi;

Baiiep Al

HimeyunHa

KOHTPO/b Cepil,
BMNYCK cepil,
BTOPWHHE MaKyBaHHS,
BMPOGHMLITBO
npoaykuii in-bulk,
nepBUHHE MakKyBaHHS:
Baviep Al, HimeuumnHa;

Himeuunna/
IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK Yy
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/IIO
AIKOCTi FOTOBOrO NikapCbKOro 3acoby
(3amiHa abo fofaBaHHS BUPOGHMKA, Lo

3a
peyernmom

He
nionsieae

UA/1987/01/01
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no 8 chnakoHiB y KOHTpOsb cepii, BiANOBIAAa€E 3a BBE3EHHS Ta/abo BMMycCK
KapTOHHIN nayui BUNYCK cepil, cepii) - Bkntovaroum
BTOPVHHE NaKyBaHHS, KOHTPO/b/BUNPOBYBaHHA cepii -
BMPOGHMLTBO

npogykuii in-bulk,
nepBUHHE NaKyBaHHS:
Bepnimeg, C.A.,
Icnanisa

[opasaHHsa BupobHuka Bepnimeg, C.A.,
IcnaHis, BigNoBiganbHOro 3a KOHTPOS1b
cepii Ta BUNYCK cepii 4719 roTOBOro
nikapcbKoro 3aco6y. 3MiHM BHECEHO B
iHCTPYKLiO AN5 MeANYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby y po3ainm
«Brpo6HMK» Ta «MicLe3HaxomKeHHS
BMPOOHMKa Ta agpeca Micus
NPOBaKEHHS MOro AiANbHOCTI» 3
BiANOBIAHMMW 3MiHAMMW Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby
(aofaBaHHA BUPOGHUKA).
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB
nicnsa 3aTBepikeHHs. 3MiHu | Tuny - 3MiHK
3 AkoCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3amMiHa abo BBeAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULTBA AN1A
4YacTUHM ab0 BCbOro BUPOBHMYOTO
npoLecy roToBoro Nikapcbkoro 3acoby
(8iNbHUUSA 4N BTOPUHHOTO NakyBaHHSA)
[opasaHnHsa Bepnimes, C.A., IcnaHia B
SKOCTi BUPOOHWMKa BiAMNOBIAA/IbHOIO 3a
BTOPVHHE NakyBaHHsA J/13. BBeAeHHS 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBEpMKEHHS. 3MiHM | Tuny - 3MiHK 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO AiKapcbKoro 3acoby.
3miHa napameTpiB cneuudikayin Ta/abo
[OMYyCTUMUX MEX rOTOBOTrO NiKapCbKoro
3aco6y (AoNOBHEHHS cneuudikauii HoBUM
NOKa3HMKOM 3 BifjNOBIAHUM METOAO0M
BMNpOoGYBaHHS) [lonoBHEHHS cnevudikaLii
Ha BUNycK /13 NokasHNKOM «CTepUbHICTb:
CTepubHUiA, 34aTHI A0 PO3MHOXEHHS
MiKpPOOPraHiamy He BU3HaYaloTbCS» 3
BIANOBIAHUM METOA0M BUNPOBYBaHHS -
mMemb6paHHa doinbTpauis (Esp. ®apm.
2.6.1, USP <71>, JP 4.06) ans
BMPOGHUYOI AinbHULi Bepnimeg, C.A.,
Icnanis.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3miHu
3 AKOCTi. F0TOBMIA NikapCbknii 3aci6. 3MiHK
Yy BUPOGHMLTBI. 3aMiHa abo BBeAEHHS

[04aTKOBOI [li/TbHUL BUPOGHMLUTBA A1
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
4acTUHK abo BCbOro BUPOOHNYOTO

npoLecy roToBoro Nikapcbkoro 3acoby
(BinbHMUA, Ha AKi NpoBOAATLCA ByAb-SAKi
BMPOOHUYI CTagji, 3a BUHATKOM BUMYCKY
cepii, KOHTPO/I0 AKOCTi Ta BTOPUHHOIO
nakyBaHHS 4151 CTEPUBHUX NiKAPCbKUX
3ac06iB (BK/HOHAKOUN BUPOGEHI
acenTUYHUM MEeTOAO0M), KPiM NiKapCbKux
3aco6iB 6i010riYHOro/iMyHO/ONYHOr0
noxoxeHHs1) BBegeHHs JoaaTkoBoi
OinbHUU] BiANOBIA&ILHOI 38 BUPOBGHULITBO
npoaykuii in-bulk, nepBuHHe nNakyBaHHA —
Bepnimeg, C.A., IcnaHisi. BBeieHHS 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAXKEHHSA. 3MiHM | TUNY - 3MiHK 3
akocTi. CepTudpikar BignosigHocTi/lE-
cepTudikaT BiANoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NMogaHHs HOBOTO
abo oHoBNEHOro cepTuddikata
BiANOBIAHOCTI ab60 BUTyYEHHS
cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPO6HMUTBI A®I; NS 4ONOMIXHOT
peyoBuHM (cepTudikat BiAMNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - OHOBEHNI
cepTudikat Bif ye 3aTBepKEHOro
BUPOGHMKa - MogaHHA OHOBIEHOTO
ceptudikaty CEP (R1-CEP 2015-172-Rev
00) Big, yxe 3aTBepAXEHOr0 BUPOOHUKA
ana A®l iionpominy. BBegeHHs 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3
AKocTi. FOTOBWIA Nikapcbkuii 3aci6. Onuc
Ta cknag,. 3miHa y cknagi (40noMiKHUX
peyoBMHax) roToBOro JlikapcbKoro 3acoby
(iHWi gonomiHi pe4yoBuHN) - Byab-ska
He3HauHa 3MiHa KifibkicHoro ckniagy
[OMOMIKHUX PEYOBVH Y rOTOBOMY
nikapcbkoMy 3acobi - HesHauHa 3miHa
o4O cKagy AOMOMDKHUX PEYOBUH Y
roTOBOMY /liKapCbKOMY 3ac06i - HaTpito
rigpokcua, skl BUKOPUCTOBYETLCA B
[esKnx BUnagKkax Ans perynoBaHHs
3HaveHHs pH nig yac BupobHuyTBa (M.
3.2.P.3.3), 6yae BKNOYEHO A0 nepeniky

[OMNOMDKHMX peYoBUH. HaTpito rigpokeuna
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

BXE 3raflyETbCs B NOTOYHII BEpPCii po3ainy
Cknag Ha cepito P.3.2 Ta B Onuci
BMpo6HMYOro npouecy P.3.3, ane 3
HOPMAaTVBHOT TOYKV 30pY, Oro Takox ciif
BK/TOUNTW [0 CAUCKY AOMOMIKHUX
peyoBuH. BignosigHi gokymenTn (P.1.,
P.2.1. Ta P.3.2.) agantoBaHo. Hemae
XXOAHWUX 3MiH Y BUPOOHMYOMY NpoLLeci, Lo
NoB'si3aHi 3 BUKOPUCTAHHSAM PO34UHY
HaTpito rigpokeugy (NaOH). 3miHn
BHECEHO B iHCTPYKL,it0 419 MEANYHOIO
3acTocyBaHHSA NikapcbKoro 3acoby y
po3ain «Cknagy (4ONOMKHI pe4yoBUHW) 3
Bi4NOBIAHVMMN 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBKW NiKapcbkoro
3aco6y. BBegeHHs 3MiH NpoTArom 6-1m
MicAuiB nicnsa 3aTBepmkeHHs. 3MiHu |l
™My - 3MiHW 3 IKOCTi. TOTOBMIA Nikapcbkuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM
BUNpobyBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHNX Y cneundikauisax, nig vyac
BMPOBHWLITBA FOTOBOTO JliKapPCbKOro
3ac006y (PO3LUMPEHHS 3aTBEPMKEHNX
LONyCTUMUX MEX AJ151 MOKa3HWKIB, K
MOXYTb MaTW iCTOTHWIA BN/IMB Ha 3arasibHy
AKICTb FOTOBOrO JliKapCbKOro 3acoby)
Po3LwmnpeHHs 3aTBEpXEHNX MEX
cneuudikayii /13, mig yac BUpo6HMULTBA
roToBoro nikapcbkoro 3acoby BIK (IPC): 3
7,3-7,5 po 7,2-7,4.

BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepKeHHs.

260.

DAPUCIN

Tabnetkv gns
PO3CMOKTYBaHHS 3i
CMakoM SIMMOHY Mo
10 TabneTok y
6nicTepi; no 2
6nictepu B nauui 3
KapTOHY

CninbHe
YKpPaiHCbKO-
icnaHcbke
nignpvemMcTs
0 "Cnepko
YKpaiHa"

Ykpaina

NABOPATOPIOC
AJTKATIA DAPMA,
C.N., IcnaHis;
CaHeka

dapmacbioTikans a.

c., Cnosaubka
Pecny6nika

Icnanis/
Cnosabka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3miHu | TUNy - 3MiHW 3 AKOCTI.
[oTOBWMIA Nnikapcbkumii 3aci6. CTabiNbHICTb.

3MiHa y TepmiHax npugatHocTi abo
ymoBax 36epiraHHsi roTOBOr0 /iKapCbKOro
3aco06y (36i1blUeHHA TEPMiHY NPUAATHOCTI
roToBOro MikapcbKoro 3acoby) - Ans
TOProBoOi YNakoBKW (NiATBEPMKYETLCA
OaHuMK peasibHOro yacy) - 36inbLlUeHHs
TEepMiHy NpUAATHOCTI Y 3B'A3KY i3
OTPVMAHHAM MO3UTUBHMX AaHNX LLIOAO
LocnimkeHHs cTabinbHOCTI y peasibHOMY
yaci. [livoya pegakuis: TepmiH
NpVAATHOCTI. 2 poku. MNponoHoBaHa
pefakuis: TepmiH NpuaaTHOCTI. 3 POKK.
3MiHU BHECEHI B po3ain "TepmiH

6e3
peyenma

nionsieae

UA/12844/01/01




266

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
npugaTHoOCTI" B IHCTPYKLO 4519 MEANYHOTO
3acTocyBaHHSA NikapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tn Micauis
nicnsa 3aTBepkeHHs
261. | DAPUCIN Tabnetkn Ans CninbHe YkpaiHa NNTABOPATOPIOC Icnanis/ BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 nionsieae UA/12843/01/01
PO3CMOKTYBaHHS 3i YKparHCbKO- AJTKAJIA PAPMA, CnoBabka marepianis: 3miHu | TNy - 3MiHK 3 AKOCTI. peyenma
CMakKoM anesibCuHy icnaHcbke C.J1., IcnaHis; Pecny6nika [oTOBWIA Nikapcbkmii 3aci6. CTabiNbHICTb.
no 10 Tabnetok y nigNpuUeEMCTB CaHeka 3MiHa y TepMiHax npuaaTHocTi abo
6nictepi; no 2 0 "Cnepko dapmacbioTikans a. yMoBax 36epiraHHsi roTOBOrO MikapCbKoro
6nicTepy B navu,j 3 YkpaiHa" c.,CrnoBaubka 3ac00y (36i/1bLUeHHs TePMiIHY NPUAATHOCTI
KapTOHY Pecny6nika roToBOro fikapcbkoro 3acoby) - Ans
TOProBoi ynakoBku (NiATBEPMAXYETbCA
[aHVMU peanbHoro vacy) - 36inbLIeHHS
TEPMiHY NpUAATHOCTI Y 3B'A3KY i3
OTPVMAaHHSIM MO3UTUBHKX AaHWX LLLOAO
[ocnigpKeHHs cTabinbHOCTI y peasibHOMY
yaci. ivoya pegakuis: TepmiH
npugaTHocTi. 2 poku. MponoHoBaHa
pepakuisi: TepMiH NpUAATHOCTI. 3 poku.
3MiHV BHeceHi B po3ain "TepMiH
npugaTHoCTI" B IHCTPYKLO 4719 MEANYHOrO
3acTOCyBaHHSA NikapcbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepKeHHs
262. | PEMAPA® TabneTku, BKpUTI Hosapric LBeiiLapis Brpo6HMUTBO LBeiiuapis/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a UA/2721/01/01
nniBKOBOKO dapmva Al Hepo3dhacoBaHOl ITania mMartepianis: peyenmom

060/10HKO10, No 2,5
Mr; no 10 TabneTok
y 6nictepi; no 3
6nictepn y
KapTOHHI Kopo6Li

NpoAyKLii, NnepBUHHa
Ta BTOPVHHA
ynakoBka, KOHTPO b
skocTi: HoBapTic
dapma LUTelH AT,
LLiseiiuapis;
Brpo6HMLUTBO 3a
MOBHUM LVIK/TOM:
HosaprTic ®apma
C.n.A,, lTania

3MiHn | TURY - 3MiHK LWoAo
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHu
[0 y3aranibHeHVX AaHux Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX fiaHnx npo cuctemy
hapMakoHarnagy, 3amMiHa yrnoBHOBaXEHOT
0co6w, BignoBiganbHOI 3a 34iACHEHHS
thapmakoHarnsgy; KOHTakTHoOT 0coou 3
hapMakoHarnsgy 3asBHUka ans
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXEHOI
ocobu, BignoBifanbHOI 3a 3MjACHEHHS
hapmakoHarnagy (BKNHoYatoUy KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
YMOBHOBaXXEHOT 0CO6M 3as1BHMKaA,
BiANOBiAabLHOT 32 hapmakoHarnsg.
[Litova pepakuisa: David J Lewis, B. Sc
(Hons), Ph.D. NponoHoBaHa pegaxuis: Dr.
Justin Daniels, Ph.D. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0CO6U 3asBHNKA,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

BiANOBIAa/IbHOI 3a hapmakoHarnisg. 3miHa
MiCLie3HaxX0MKeHHs1 MacTep-ghaiina
cuctemn chapmakoHarnagy. 3miHa micus
3/iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.

263.

®NEBOTOH

Kancysv TBepai no
300 wr, o 10
Kancyny énictepi,
no 5 6nictepis y
KapTOHHI nayui

AT
"Cocpapma"

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:
3MiHu | TUnNYy - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx Npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT
ocobu, BignoBifasibHOI 3a 3MjICHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobm 3
chapmakoHarnsgy 3asBHuka ans
3[jiCHEeHHs hapmakoHarnsgy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
hapMakoHarnsay (BkIHYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHM y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YMNOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,
Litova pepakuisn: CeetnaHa Cnacosa /
Svetlana Spasova. [MponoHoBaHa
pepakuisi: Anren Anekcies / Angel
Aleksiev. 3MiHa KOHTaKTHUX AaHWX
YMOBHOBaXEHOT 0COOM 3as1BHMKA,
BiANOBiAa/IbHOI 32 hapmakoHarnsag.

6e3
peyenma

UA/0747/02/01

264.

®JIEBOTOH

renb2%no40ry
Ty6i; no 1 Ty6i B
KapTOHHIN nayui

AT
"Codhapma”

Bonrapis

BupobHuuTBO
Hepo3dacoBaHOl
NpoAYyKLUii, NepBnUHHa
Ta BTOpPVHHA
ynakoska: AT
"Codpapma”, bonrapis;
[103Bin Ha BMNycK
cepii:

AT "Codhapma”,
Bonrapis

Bonrapis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/ed)ekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHEHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHunx Npo cuctemy
chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT
ocobu, BignoBigasibHOT 3a 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asaBHuka gns
3[jiCHEHHSs1 hapMakoHarnsay B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
0co6w, BignoBiganbHOI 3a 34iACHEHHS
hapmakoHarnsay (BkNYatoUm KOHTaKTHI
[aHi) Ta/abo 3MiHW y pO3MiLLleHHI MacTep-

6e3
peuyenma

UA/0747/01/01
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dopma sunycKy

3asBHUK
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n/n

JliKapcbKo20
3acoby

(nikapcbka chopma,
ynakoska)

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o

265.

®NOPA3I],

NOPOLUOK AnA

AHaHTa

Benvka

AHaHTa Megikeap

chaiina cuctemun chapmakoHarnsgy). 3miHa
YMNOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiAANOBIAa/IbHOI 3a thapmakoHarnsg,
[itoua pepakuin: CeetnaHa Cnacosa /
Svetlana Spasova. NponoHoBaHa
pepaxuis: AHren Anekcies / Angel
Aleksiev. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOBaXXEHOT 0CO6M 3asiBHMKA,
BiANOBiAa/IbHOI 3a hapmakoHarnsg,.

nocsio4YeHHs

266.

®JIOPASI],

PO34nHY Ans

iHekuiinolr, 1
dpnakoH 3 NOPOLUKOM
y KOpoo6u;j

NOpPOLLOK A/1st

Megikeap
nra.

AHaHTa

BpuTaHis

Benvka

NimiTen

IHgis

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis:
3MiHW | Tuny - 3MiHK WoAo
6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KopoTkili
XapaKTepuCcTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMUYHOr0o 3aCTOCYBaHHs
reHepnyHuX/ribpuaHnx/6ionogibHmnx
nNikapcbKyx 3acobiB Micns BHECEHHs Tiel
camoi 3MiHM Ha pedhepeHTHWIA npenapat
(3miHa He noTpebye HagaHHA XOAHNX
HOBUX AOAATKOBUX AaHNX). 3MiHW BHECEHO
[0 IHCTPYKLiT Ana MeanyHoro
3acToCcyBaHHSA NikapCcbKoro 3acoby y
po3gain "Cnoci6 3actocyBaHHs Ta go3un"
3riHO 3 iHhopmaLlieto LWoa0 MeanyHoro
3acTocyBaHHA pechepeHTHOro MikapCbKoro
3aco0y (PopTymM®, NOPOLLIOK A5 PO3UNHY
Ans iH'ekuiii no 500 mr, 11, 2 1). BBEAEHHSA
3MiH NpPOTArom 3-0x MicsAuiB nicns
3aTBEPAKEHHS

3a He
peuyenmom

nionsieae

UA/17125/01/01

PO3UmnHy ans
iH'ekuiino2r, 1
(p/1aKoH 3 NOPOLLKOM
y KOpoou;j

Megikeap
nra.

BputaHis

AHaHTa Mepgikeap
Niviteq

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/ed)ekTBHOCTI Ta
thapmakoHarnsgy. 3mMiH1 y KOpoTKili
XapakTepucTuL,i NnikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT 4Nns
MeANYHOro 3aCTOCYBaHHS
reHepuyYHuX/ribpuaHnx/6ionoibHmNx
nikapcbknx 3acobiB nicns BHECEHHS Tiel
camoi 3MiHU Ha pedhepeHTHWIA npenapar
(3MiHa He NoTpebye HagaHHSA XOOHUX
HOBUX AOAATKOBUX AaHMX). 3MiHW BHECEHO
00 IHCTPYKLiT 4na MegnyHoro
3aCTOCYBaHHSA ikapcbkoro 3acoby y
po3ain "Cnocib 3acTocyBaHHA Ta fo3mn"

3a He
peyenmom | niosnsieae

3ri4HO 3 iHhopMmaLielo Woa0 MegnyHoro

UA/17125/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

3aCcToCyBaHHA pehepeHTHOro MikapCbKoro
3aco6y (PopTymM®, NOPOLLOK A5 PO3UNHY
AN iH’ekuii no 500 mr, 11, 2 ). BBeAeHHN
3MiH NpOTArom 3-0Xx MicsAUiB nicns
3aTBEPAKEHHS

267.

DOPEKOKC
TPEK

TabneTkn, BKPUTI
0060/10HKOI0; NO 6
Tabnertok y ctpuni,
no 10 cTpunis y
KapTOHHI kopobuy;
no 28 t1abnetok y
6nictepi, no 24
6nictepn y
KapTOHHI Kopo6Lyi

Makneogc
dapmacbioT
nkasnc
Nimiten

IHais

Makneozc
dapmMacbloTUKaC
NimiTen

IHgis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
cknagj (4OMOMKHNX peyoBMHAX) rOTOBOro
nikapcbKoro 3acoby (iHLi 3MiHW) BHECEHHS
3MiH 4,0 BUPOGHMYOro npouecy M3,
30Kpema: - BBe[leHHs1 f0AaTKOBOI cTagil
"noApibHeHHS" Nig Yac rpaHysaLil; - Ha
cTagii 3B0/I0KEHHS NpoLiec NPoCitoBaHHA
noAiNeHnin Ha ABi YaCTUHW, 3MIHEHWIA
HOMep cuTa, Po3Mip CuTa, WBUAKICTb
NpoCitoBaHHA Yepes CUTo, 3MIHEHO Yac
3MilYBaHHS KaUlbLiilo cTeapary; - 3MiHN Y
nokpuTTi MN3. 3MiHK | TUNY - 3MiHK 3
AKoCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN Y NpoLeci
BMPOBHWLITBA FOTOBOTO /liKapPCbKOro
3ac006y, BKIIOYAKUM NPOMDKHUIA NPOAYKT,
LL|0 3aCTOCOBYETHCS MPU BUPOOHULTBI
rOTOBOrO JIiKapCbKOro 3acoby (iHLUi 3MiHK)
3MiHa y CK/1agi NOKpUTTS rOTOBOTO
nikapcbKoro 3acoby, 3okpema: 3amiHa
KOMOBiAOHA Ta Ta/lbKy OYULLLEHOrO Ha
riAPOKCMNPONINMETUILENONO03Y
(rinpomenosy) Ta BBeAEHHS 40AaTKOBOI
cymiwi "Opadry AMB 6inuii 80W68912"
3amicTb rinpomenosu, onil pULMHOBOI,
gietundptanary, TUTaHy Aiokcua, MarHito
CTeapaTy, Ta/lbKy OYULLEHOro 3 METO
KpaLoro 3axvcTy Bif, BOIOTM rOTOBOT
npoayKuii, AN onTUMI3aL,ii BUpO6HUYOro
npouecy

3a
peyernmom

UA/7796/01/01

268.

DOPEKOKC
TPEK

TabneTkn, BKPUTI
060/10HKO10, in bulk:
500 TabneTok y
6aHKax

Makneogc
dapmacbsioT
nkasnc
Nimitea,
IHAjA

IHais, IHais,
IHAjA

Makneozc
dapmMacbloTUKaNC
Nimites, IHAiA

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis:

3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. Onuc Ta cknad. 3miHa y
cknagi (4ONOMiIXHUX pevyoBMHax) roTOBOIO
nikapcbKoro 3acoby (iHLi 3MiHW) BHECEHHS

3MiH 4,0 BUPOGHMYOro npouecy M3,

30Kpema: - BBeieHHs 0AAaTKOBOI cTagji

"noApibHeHHS" Nig vac rpaHysaLil; - Ha
cTafjii 380/1I0KEHHS NpoLiec NpocitoBaHHA

UA/7797/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

NoAiNeHniA Ha ABi YaCTUHW, 3MIHEHWIA
HOMep cuTa, Po3Mip CuTa, WBUAKICTb
NpOCitoBaHHS Yyepes cMTo, 3MIHEHO Yac
3MiLLyBaHHS KaubLiito cTeapaTy; - 3MiHW Y
nokpuTTi MN3. 3MiHK | TUNY - 3MiHK 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHN Y NpoLeci
BMPOGHWLITBA FOTOBOTO NliKapPCbKOro
3aco0y, BK/OYakUy NPOMKHUA NPOAYKT,
LLIO 3aCTOCOBYETLCS MPU BUPOOHULTBI
roTOBOrO /iKapCbKOro 3acoby (iHLUi 3MiHW)
3MiHa y Ck1agi NoKpUTTS roTOBOrO
nikapcbKoro 3acoby, 3okpema: 3amiHa
KOMOBiAOHA Ta Ta/lbKy OYULLLEHOrO Ha
riAPOKCMNPONINMETUILENON03Y
(rinpomenosy) Ta BBEAEHHS 404aTKOBOI
cymiwi "Opadry AMB 6inuii 80W68912"
3amicTb rinpomesniosun, onil PULMHOBOI,
gietundptanary, TUTaHy Aiokcug, MarHito
CTeapaTy, Ta/lbKy OYULLLEHOrO 3 METO
KpaLoro 3axvcTy Bif, BOIOTM rOTOBOT
npoaykuii, AN onTUMI3aL,ii BUpO6HUYOro
npouecy

269.

®YPOCEMIJ,
CO®APMA

Tabnetkn no 40 wr,
no 10 TabneTtok y
6nictepi; no 2
6nicTepy B nayu,i

AT
"Cocpapma"

Bonrapis

AT "Codhapma”

Bonrapis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis:
3MiHu | TUnNYy - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnx Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobu, BignoBifasibHOI 3a 3MjICHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobm 3
chapmakoHarnsgy 3asaBHuka ans
3[jiCHEeHHs hapmakoHarnsgy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
hapMakoHarnsay (BkIHYatoum KOHTaKTHI
[aHi) Ta/abo 3MiHV y pO3MiLLLeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YMNOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg,
Litova pepakuisn: CeetnaHa Cnacosa /
Svetlana Spasova. [MponoHoBaHa
pepakuisi: Anren Anekcies / Angel
Aleksiev. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOB&XEHOT 0COOM 3as1BHMKA,

3a
peyernmom

UA/3120/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
BiNOBiAa/IbHOI 32 hapmakoHarnsag.
270. | XYMYNIH M3 cycneHsia ons Ninni ®paHc PpaHuin Ninni ®paHc dpaHuin BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/8567/01/01
iH'ekujn, 100 MO/mn; martepianis: peyenmom
no 3 M/1y CKNSHOMY 3MiHW | Tuny - 3MiHK 3 skocTi. AdI.
KapTpuaxi; no 5 Buvpo6HMLTBO. 3MiHa BUPOGHMKA
KapTpuaXiB y BVIXiZLHOr0/MPOMiXXHOro
KapTOHHIN nayui; no npoaykTy/peareHTy, Lo
3 My cknstHOMY BUKOPVCTOBYIOTHCS Y BUPOBGHNYOMY
KapTpuaxi; no 1 npoueci A®l, abo 3miHa BUpoBHMKa
KapTpuaXy y Wnpuy- (Bkntovatoun, ae HeobxigHO, MicLe
pyuui KiklNeH; no 5 nNpoBeAeHHA KOHTPON AkocTi) AdI (3a
LUNPWL-PYHOK Y BiICYTHOCTI cepTudikarta BignoBigHOCTI
KapTOHHI nayui €Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [0CbE)(3anponoHOBaHWi
BMPOGHUK HANeXuTb [0 Tiei camol
BMPOGHMYOT rpynu NigNpPUEMCTB, WO I
3aTBEPMXEHNIN) @ came - AoAaBaHHsA
anbTepHaTMBHOI AiNbHUL 415 MTPOMIXHOIO
eTany npouecy ouuvlleHHs AD| iHcyniHy
N0ACHKOrO.
271. | XYMYNIH HOX cycneHsis ans Ninni dpaHc ®paHuisa Ninni ®paxc PpaHuin BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/8569/01/01
iH'ekuiii, 100 MO/mn; marepianis: peyenmom
no 3 My CKNsiHOMY 3MiHK | TNy - 3MiHK 3 AkocTi. API.
KapTpuaxi; no 5 Brpo6HMLUTBO. 3MiHa BUPOOHMKa
KapTpuaxis y BUXiAHOTO/NPOMIXHOro
KapTOHHII nauui; no npoAaykTy/peareHTy, Lo
3 My CKIsiHOMY BMKOPUCTOBYHOTbCS Y BUPOOHNYOMY
KapTpuaxi; no 1 npoueci Adl, abo 3miHa BUpoOHMKa
KapTpUAKY Y LINpUL- (BKnoOvatoum, ae HeobXxigHO, MicLe
pyuui KBiklMeH; no 5 npoBefeHHs KOHTPOsI0 sikocTi) APl (3a
LINPUL-PYHOK Y BiJCYTHOCTI cepTudikaTa BignosigHOCTI
KapTOHHIN nauyui €Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)(3anpONOHOBaHNIA
BMPOGHWK HANEXUTb [0 TiEi camol
BMPOGHWYOI rpynu NiANPUEMCTB, LLO i
3aTBEpPAXKEHMIA) a came - AoAaBaHHS
aNbTepHaTUBHOT AiNbHUL 4151 NPOMIKHOIo
eTany npouecy ouneHHss APl iHcyniHy
JIOACLKOTO.
272. | UE®A3O0NH NOPOLLOK A/1A MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHnX 3a UA/15387/01/01
po3unHy ans aKujioHepHe TOBapUCTBO «J1eKxiM- marepianis: peyenmom
iH'ekyiino1,0r1 TOBapuCTBO XapkiB», YkpaiHa 3MiHK | TURYy - 3MiHK 3 AKOCTi. FoTOBWMIA
a6o 5, abo 50 «Jlekxim- (nakyBaHHs i3 oopmu nikapcbkuii 3aci6. KOHTponb roToBoro
hnakoHis 3 XapkiB» in bulk cbipmu- nNikapcbKoro 3acoby (iHLUi 3MiHN) -

MOPOLLKOM Yy mavui 3
KapToHy; no 1 a6o 5
hNakoHiB 3
MOPOLLKOM Y

BMpoGHUKa KBiny
dapmaueytikan Ko.,
N1a., Kutait); TOB
«J1ekxim-O6yXxiB»,

He3HauyHi 3MiHM KOHTposto /13, a came
BUKOPWCTaHHSI pe3ynbTaTiB BXiHOro
KOHTpOoNto chopmu «in bulk» Ana koHTposno
'N13. 3miHa 06r'pyHTOBaHA HAsABHICTHO Y
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
6nicTepi; no 1 YkpaiHa (nakyBaHHs i3 BMPOGHWLTBI cepTudikaTy BignoBigHOCTI
6nicTepy B nauui 3 chopmu in bulk dipmu- BuMoram GMP, BiACYTHICTIO peknamalviii
KapToHy; 1 chniakoH 3 BMpo6HUKa Ksiny oo AkocTi 13, ouiHKo aHanisy
nopotukom Ta 1 dapmaueyTikan Ko., pY3VKIB Ta A4AHUMUN BUBYEHHS CTabiNbHOCTI
amnyna 3 NTa., Kntaid)
PO34MHHMKOM (BOAA
Ons iH’ekuin) no 10
M B 6nictepi; no 1
6nictepy B navui 3
KapTOHY
273. | LE®ENIM NOPOLLOK A5 MpuBaTHe YkpaiHa MpuBaTHEe akuioHepHe Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/13564/01/01
PO34MHY A5 iH'EKLi akuioHepHe TOBapUCTBO "J1eKxim- marepianis: peyenmom
no1l,0r1a6ob5,abo | ToBapucTBO XapkiB", YkpaiHa 3MiHM | TUny - 3MiHK 3 AKocTi. [oToBWMiA
50 chnakoHiB 3 "Jlekxim- (nakyBaHHs i3 hopmu nikapcbkuii 3aci6. KOHTpob roToBOro
NOPOLLKOM Y mauui 3 Xapkis" in bulk cbipmu- NikapcbKoro 3acoby (iHLi 3MiHN) -
KapToHy; 1 abo 5 BMpO6HUKa KBiny He3HauHi 3MiHu koHTponto 13, a came
(hNaKkoHiB 3 dapmaueytikan Ko., BMKOPUCTAHHSA pe3y/bTaTiB BXigHOro
NOPOLLIKOM Y Ntp., Kutaii); TOB KOHTpOnto chopmu «in bulk» ans koHTponto
6nicTepi; no 1 "Nekxim-O6yxis", 'N3. 3miHa 06rpyHTOBaHa HasABHICTIO Y
6nictepy y nauui 3 YKpaiHa (nakyBaHHs i3 BMPOGHULTBI cepTudikaTy BiAnNoOBiLHOCTI
KapToHy; 1 donakoH 3 dopmu in bulk chipmu- Bvmoram GMP, BiACYTHICTIO peknamav,iii
nopotukom Ta 1 BMpO6HUKa KBiny wopo skocTi N3, ouiHko aHanisy
amnyna 3 dapmaueytikan Ko., pU3MKIB Ta AaHVMU BUBYEHHS CTabiNbHOCTI
PO3UYMHHMKOM Mo 10 NTa, Kutaid)
Mn (Boga ans
iH eKUiii) y 6nicTepi;
no 1 6nictepy y
nauuj 3 KApToHy
274. | UE®ENIM NOPOLLOK A/1A TOB "HOpis- YkpaiHa TOB "HOpisa-®apm" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/18092/01/01
OPIA-®APM PO3UUHY ANS iH'EKLi Papm” (nakyBaHHs i3 dhoopmu marepianis: peyenmom
no 1000 mr 1 a6o 10 in bulk HCIC Xeb6ei 3MmiHu | TMNY - 3MiHK 3 SKoCTi. FoToBMIA
hNakoHiB 3 XyamiH nikapcbkunii 3aci6. 3MiHU Y BUPOGHULTBI.
NOPOLLKOM Y KOpobL,i dapmacbioTikan 3MiHM y npoLieci BUPO6HMLITBA FOTOBOMO
Komnasi Mlimites, nNikapcbKoro 3acoby, BKIoYaUn
Kutai) NPOMIXHWIA NPOAYKT, LLIO 3aCTOCOBYETHLCS
npy BUPOBHULTBI FOTOBOTO NiKapCbKOro
3aco6y (iHLWi 3MiHK) - BHECEHHS 3MiHW A0
n.3.2.P.3.3.0nuc BMpOGHMYOro npoLecy Ta
KOHTPOJII0 Npouecy, a came A0AaHo
iHdhopmawito, Lo 3 ofHieil cepii 13 «in-
bulk» moxe 6yTn cchopmoBaHoO Aekinbka
cepiii N3 BigNOBIAHO A0 3apeeCcTPOBaHNX
BUAIB, PO3MIpY Ta KOMMNIEKTHOCTI
ynakoBku. BunyueHo iHdopmaliito npo
NPUCBOEHHSI HOMEPIB Cepiii
275. | ULE®TA3NOUNM | nopoluok ans MpuBatHe YkpaiHa MpuBaTHe akuioHepHe Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHnX 3a UA/13768/01/01
PO3UYNHY A5t iH'EKLi akuioHepHe TOBapuUCTBO «J1EeKXiM- mMartepianis: peyenmom

no1,0r1a6o5, abo

TOBapuUCTBO

XapkiB», YkpaiHa

3MiHu | TMNy - 3MiHK 3 AKOCTI. [0TOBMIA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
50 chrakoHiB 3 «Jlekxim- (nakyBaHHs i3 dhoopmu nikapcbknii 3aci6. KOHTponb roToBOro
NOPOLLKOM Y nauui 3 XapkiB» in bulk cbipmun- NikapcbKoro 3acoby (iHLWi 3MiHW) He3HauHi
KapToHy; 1 a6o 5 BMPOGHUKa KBiny 3MiHM KOHTponto N3, a came
hakoHiB 3 dapmaueyTikan Ko., BMKOPWCTaHHA pe3y/ibTaTiB BXiAHOMo
NOPOLLKOM Y Ntp., Kutaid); TOB KOHTpost0 dhopMu «in bulk» ans KOHTponto
6nicTepi; no 1 "Nekxim-Obyxis", 'N3. 3miHa 06rpyHTOBaHa HasABHICTIO Y
6nicTepy B nauui 3 YkpaiHa (nakyBaHHs i3 BMPOGHWLTBI cepTudikaTy BignoBigHOCTI
KapToHy; 1 chnakoH 3 chopmu in bulk dipmu- BuMoram GMP, BiACYTHICTIO peknamalviii
nopoLukom Ta 1 BMpo6HUKa Ksiny oo AkocTi 13, ouiHKo aHanisy
amnyna 3 dapmaueyTikan Ko., pV3VKIB Ta A4AHUMUN BUBYEHHS CTabiNbHOCTI
PO34MHHMKOM (BOAa NTa., Kntaid)
ONA iH'ekujid no 10
M B amnyni) y
6nicTepi; no 1
6nictepy B navui 3
KapTOHY
276. | LE®TA3VNONM | nopoluok ans TOB "Opis- YkpaiHa TOB "Opisa-®apm"” Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/18147/01/01
OPIA-®APM PO3UMHY ANS iH'EKL Papm” (nakyBaHHs i3 doopmu marepianis: peyenmom
no 1000 mr, no 1 in bulk HCIC Xeb6ei 3miHu | TMRY - 3MiHK 3 SKoCTi. FoTOBMIA
a60 no 10 cpnakoHiB XyaMiH nikapcbkunii 3aci6. 3MiHU Y BUPOGHULTBI.
3 MOPOLLKOM Y dapmachbtoTikan 3MiHM y npoueci BUPOBGHULTBA FOTOBOIO
KOpoo6Li KomnaHi flimites, nNikapcbKoro 3acoby, BKIoYaUn
Kutai) NPOMDKHWIA NPOAYKT, LLIO 3aCTOCOBYETHLCSA
npy BUPOBHULTBI FOTOBOTO NiKapCbKOro
3aco6y (iHLWi 3MiHK) - BHECEHHSA 3MiHW A0
n.3.2.P.3.3.0nu1c BMpOGHMYOro npoLecy Ta
KOHTPOJII0 Npouecy, a came A04aHo
iHchbopmawito, Wwo 3 oaHiel cepii /13 «in-
bulk» moxe 6yTn cchopmoBaHoO Aekinbka
cepili N3 BigNOBIAHO A0 3apeecTPOBaHNX
BWAiB, PO3MIpy Ta KOMM/IEKTHOCTI
ynakoBku. Buny4yeHo iHdopmadito npo
NPUCBOEHHS HOMEPIB CEpili.
277. | ULE®TPUAKCO | nopoluok ans MpuBatHe YkpaiHa MpuBaTHe akuioHepHe Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnX 3a UA/13240/01/01
H PO34YMHY N5t iH'EKUA |  akuioHepHe TOBapUCTBO "J1eKxim- mMartepianis: peyenmom
no1,0r1, a6o5, TOBapuCTBO Xapkis" (MakyBaHHs i3 3MiHW | TUny - 3MiHK 3 AKocTi. FoToBWMi
abo 50 chnakoHiB 3 "Jlekxim- chopmu in bulk dipmu- nikapcbkuii 3aci6. KOHTponb roToBoro
NOPOLLKOM Y nauui 3 Xapkis" BUpo6HMKa Qilu nNiKapcbKoro 3acoby (iHLi 3MiHK) -

KapToHy; 1 a6o 5
(hN1aKoHIB 3
NMOPOLLKOM Yy
6nictepi, no 1
6nicTepy y nauui 3
KapToHy; 1 dhnakoH 3
nopoLukom Ta 1
amnyna 3
PO3YNHHVKOM
(NigokaiH, po3ymH

Pharmaceutical Co.,
Ltd, Kutait); TOB
"Nekxim-Obyxis",

YkpaiHa (nakyBaHHs i3
cdhopmu in bulkdpipmun-
BUpo6HMKa Qilu
Pharmaceutical Co.,
Ltd, Kutaii)

He3HauHi 3MiHM KOHTposto /13, a came
BUKOPVCTaHHS pe3ynbTarTiB BXiHOr0O
KOHTpoNto doopmm «in bulk» ans KOHTponto
'N3. 3miHa 06rpyHTOBaHa HasBHICTIO Y
BMPOGHULTBI cepTudikaTy BignoBigHOCTI
BuMoram GMP, BifCYTHICTIO peknamalviii
woAo skocTi N3, ouiHko aHanisy
pY3KKIB Ta 4aHUMUN BUBYEHHS CTabiNIbHOCTI
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
ONns iH ekyin, 10
mr/mn, no 3,5 mn) y
6nictepi; no 1
6nicTepy y navui 3
KapToHy; 1 dhnakoH 3
nopotLukom Ta 1
avnyna 3
po3unHHKKoM (Boga
ONA iH'ekuild, no 10
M B amnyni) y
6nicTepi; no 1
6nictepy y nauui 3
KapTOHY
278. | LE®@TPUAKCO | nopoluok ans MpuBaTHe YkpaiHa BMPOGHMLTBO Ta Ykpaina/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/17943/01/02
H 1000 PO3UnHY ANS IH'EKUA | akuioHepHe nepBrYHHE NakyBaHHsA Kutalicbka marepianis: peyenmom
nolr, 1a6o05, abo TOBapUCTBO PO3YNHHVIKIB; HapogHa 3miHu | TMRY - 3MiHK 3 SKoCTi. FoTOBMIA
50 chnakoHiB 3 "Jlekxim- BTOPVHHE NakKyBaHHS, Pecny6nika nikapcbkuii 3aci6. KOHTpOb roToBOro
NOPOLLKOM Y nauu; 1 Xapkis" KOHTPO/b Ta BUMYCK nNikapcbKoro 3acoby (iHLi 3MiHN) -
ch1aKoH 3 MOPOLLUKOM cepil rotoBoro He3HauHi 3MiHu koHTponto 13, a came
Ta lawvnyna 3 nikapcbKkoro 3acoby: BUKOPVCTaHHS pe3ynbTarTiB BXiHOrO
PO3UYNHHMKOM MpuBaTHe akuioHepHe KOHTpOnto chopmu «in bulk» ans koHTponto
(nipokaiH, po3yvH TOBapuCTBO "“Jlekxim- 'N3. 3miHa 06rpyHTOBaHa HasABHICTIO Y
ons iH'ekuid, 10 Xapkis", YkpaiHa; BUPOGHULTBI cepTudikaTy BiAnoBiLHOCTI
mr/mn no 3,5 mn B BTOPVHHE NaKyBaHHS, BvMoram GMP, BiACYTHICTIO peknamav,iii
amnyni) y 6nictepi; KOHTPO/b Ta BUMYCK wopo skocTi N3, ouiHko aHanisy
no 1 6nicrepy y cepii rotoBoro pU3MKIB Ta AaHUMU BUBYEHHS
nauui; 1 dpnakoH 3 NiKapcbKoro 3acoby: cTabinbHoCTI.
nopotukom Ta 1 TOB "Nlekxim-O6yxiB",
amnyna 3 YKpaiHa; BUpO6HULTBO
PO34UMHHKKOM (BOAA Ta NnepBuHHe
ONs iH'ekui no 10 nakyBaHHs! MOPOLLKY:
M/ B amnyni) y PetoHr
6nictepi; no 1 dapmacbtotukan Ko.,
6nictepy y navyi; 1 NTa., Kntaiicbka
a60 5 dhnakoHis 3 HapogHa Pecny6nika
NOPOLLKOM Y
6nicTepi; no 1
6nictepy y nayui
279. | LE®TPUAKCO | nopouok gns MpuBaTHe YkpaiHa BMPOGHMLITBO Ta Ykpaina/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/17943/01/01
H 500 PO34YMHY ANS iH'EKUA | akuioHepHe nepBrYHHE NakyBaHHSA KuTalicbka marepianis: peyenmom
noo0,5r, 1a6o 10 TOBapuCcTBO PO3UMHHNKIB; HapogHa 3MiHu | TMNY - 3MiHK 3 siKOCTi. FoTOBUIA
a60 50 chnakoHiB 3 "Jlekxim- BTOPVHHE NaKyBaHHS, Pecny6nika nikapcbknii 3aci6. KOHTpoNb roToBOro
NOpPOLLKOM Y nauu; 1 Xapkis" KOHTPO/b Ta BUMYCK nikapcbKoro 3acoby (iHLi 3MiHN) -

dhnakoH 3 NOPOLUKOM
y 6nictepi, no 1
6nictepy y nauyi; 5
(hNakoHiB 3
NMOPOLLIKOM y

cepii rotoBoro
nikapcbKoro 3acoby:
MpuBaTHe akuioHepHe
TOBapUCTBO "J1eKXim-
Xapkis", YkpaiHa;

He3HauHi 3MiHM KOHTposto /13, a came
BMKOPWCTaHHSA pesy/bTaTiB BXiAHOMoO
KOHTposto dhopMm «in bulk» ons KOHTponto
N3. 3miHa 06rpyHTOBaHAa HasBHICTIO Y
BMPOGHMLTBI cepTudikaTy BignoBigHOCTI
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
6nicTepi; no 2 BTOPUHHE NakyBaHHs, BvMoram GMP, BiACYTHICTIO peknamav,iii
6nictepy y nauuj; 1 KOHTPO/b Ta BUMYCK oo Akocti 13, ouiHKoK aHanisy
h1akoH 3 NOPOLLKOM cepii rotoBoro PU3UKIB Ta JAHUMN BUBYEHHS
Ta 1l amnyna 3 nikapcbKoro 3acoby: cTabiNbHOCTI.
PO34MHHMKOM (BOAA TOB "Nekxim-O6yxis",
ONS iH'eKuili no 5 mn YkpaiHa; BUpo6HULTBO
B amnyni) y 6nictepi; Ta nepBuHHE
no 1 6nictepy B nakyBaHHs NMOPOLLKY:
nauuj PetoHr
$apmacsiotukan Ko.,
NTa., Kntalicbka
HapogHa Pecny6nika
280. | LE®PTPUAKCO | nopowlok gns TOB "tOpis- YkpaiHa TOB "tOpis-®apm" YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a UA/18131/01/01
H IOPIA-®APM | npurotyBaHHs dapm” (nakyBaHHs i3 hopmu mMartepianis: peyenmom
PO34MHY A5 iH'EKLi in bulk HCIMNC Xe6ei 3MiHn | TUNy - 3MiHK 3 AKOCTI. FoTOBMIA
no 1000 mr 1 a6o no XyamiH nikapcbknii 3aci6. 3MiHU Y BUPOGHULTBI.
10 chnakoHis 3 dapmacbioTikan 3MiHM y npoueci BUPOBHULITBA FOTOBOIO
NOPOLLKOM Y KOpobLi KomnaHi flimites, NikapcbKoro 3acoby, BkIoUaun
KnTaii) MPOMiXXHWIA MPOAYKT, L0 3aCTOCOBYETHLCSA
npu BUPOBHULITBI FOTOBOTO J1iKAPCLKOro
3ac06y (iHLWi 3MiHW) - BHECEHHS 3MiHW A0
n.3.2.P.3.3.0nuc Bupo6H1yoro npotecy Ta
KOHTPOJII0 NpoLecy, a came A0AaHo
iHdhopmalito, Lo 3 ogHiei cepii /13 «in-
bulk» moxe 6yTv chopMoBaHO Aekinibka
cepili N3 BigNOBIAHO A0 3apEECTPOBAHNX
BWAiB, PO3MIpY Ta KOMM/IEKTHOCTI
ynakoBku. BunyyeHo iHchopmavito npo
NPUCBOEHHSI HOMEPIB Cepili.
281. | LE®YPOKCUM | nopoluok ans MpusatHe Ykpaina MpuBaTHe akuioHepHe Ykpaina/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a UA/17287/01/02
PO34nHyY Ans aKLjioHepHe TOBapUCTBO “JIeKXim — KnTaiicbka maTepianis: peyernmom
iH ekuii no 1,5 r; no TOBapuCcTBO XapkiB”, YkpaiHa HapogHa 3MiHu | TMNY - 3MiHK 3 siKOCTi. FoTOBUIA
1 a6o 5 a6o 50 “NekxiMm — (BUPOGHMLTBO 3 nikapcbknii 3aci6. KOHTpoNb roToBOro
(hNakoHIB y naul; Xapkis” nakyBaHHs in bulk nikapcbkoro 3acoby (iHLi 3MiHW)

no 1 a6o 5 chnakoHis
y 6nicTepi y nauui

ipMU-BUPOGHMKA
PetoHr
dapmacsroTukan Ko.,
NTa., Kntalicbka
HapogHa Pecnyb6nika);
TOB "Nlekxim-O6yxiB",
YkpaiHa
(BMPOGHMLTBO 3
nakyBaHHs in bulk
ipMU-BUPOGHMKA
PetoHr
dapmacsroTukan Ko.,
NTa., Kntalicbka
HapogHa Pecny6nika)

He3HauHi 3MiHM KOHTposto /13, a came
BMKOPWCTaHHSA pes3y/bTaTiB BXiAHOMo
KOHTposto dhopMm «in bulk» ons KOHTponto
N3. 3miHa 06rpyHTOBaHAa HasBHICTIO Y
BMPOGHMLTBI cepTudpikaTy BignoBigHOCTI
BvMoram GMP, BiACYTHICTIO peknamaviii
oo AkocTi 13, ouiHKoK aHanisy
PU3UKIB Ta JAHUMN BUBYEHHS
CTabiNIbHOCTI.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky yBaHHs | peecmpayiliHo2o
3acoby yrnakoskKa) nocsi04YeHHs1
282. | LE®PYPOKCUM | nopouok gns MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe Ykpaina/ BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a UA/17287/01/01
pO34nHyY Ans akLjioHepHe TOBapUCTBO “JIeKXim — KnTaiicbka maTepianis: peyenmom
iH exujii no 0,75 T; TOBapuCTBO Xapkis”, YkpaiHa HapogHa 3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
no 1 a6o 5 a6o 50 “NekxiMm — (BMPOGHMLTBO 3 nikapcbknii 3aci6. KOHTponb roToBOro
(hNakoHiB y naul; Xapkis” nakyBaHHs in bulk nikapcbkoro 3acoby (iHwWi 3MiHu)
no 1 a6o 5 conakoHis ipMn-BUPOGHMKA He3HauHi 3MiHW koHTponto N3, a cave
y 6nicTepi y navui PetoHr BMKOPWCTaHHS pe3y/ibTaTiB BXiAHOMo
$apmacbiotukan Ko., KOHTpoto dhopMm «in bulk» ans KOHTponto
N1p4., Kutalicbka 'N3. 3miHa 06rpyHTOBaHa HasABHICTIO Y
HapogHa Pecny6nika); BMPOGHWLTBI cepTudikaTy BignoBigHOCTI
TOB "Nlekxim-O6yxis", BuMoram GMP, BiACYTHICTIO peknamalviii
YkpaiHa oo AkocTi 13, ouiHKo aHanisy
(BMPOGHMLTBO 3 PU3UKIB Ta JAHUMN BUBYEHHS
nakyBaHHs in bulk cTabinbHOCTI.
ipMun-BUPOGHMKA
PetoHr
dapmacsroTukan Ko.,
NTa., Kntalicbka
HapogHa Pecny6nika)
283. | UWANNEH NOPOLLOK A5 MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe Ykpaina BHECEHHS 3MiH [10 peecTpaviliHnx 3a UA/17717/01/01
PO34mHy ans akuioHepHe TOBapuUCTBO «J1EeKXiM- martepianis: peyenmom
iHdpysiin, 500 mr/500 TOBapUCTBO XapkiB» 3MiHM | TUny - 3MiHK 3 AKocTi. [oToBWMiA
mr; no 1 a6o 10 abo «J1ekxim- (BUPOGHMLTBO 3 nikapcbkuii 3aci6. KOHTponb rotToBoro
50 chnakoHis 3 Xapki» npoaykuii in bulk NikapcbKoro 3acoby (iHLWi 3MiHM) He3HauHi
NOPOLLKOM Y Mayi thipMun-BMpOGHMKa 3MiHM KoHTponto [N13, a came
ACS DOBFAR S.p.A., BUKOPUCTAHHSA pe3y/bTaTiB BXigHOro
Italy) KOHTpONto chopmu «in bulk» ans koHTponto
'N3. 3miHa 06rpyHTOBaHa HasABHICTIO Y
BMPOGHULTBI cepTudikaTy BiAnNoOBiLHOCTI
Bvmoram GMP, BiACYTHICTIO peknamav,iii
wopo skocTi N3, ouiHko aHanisy
pPU3MKIB Ta flaHVMU BUBYEHHS CTabiNIbHOCTI
284. | UNTPIK® NOPOLLIOK ANs AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 UA/15885/01/01
OpasIbHOro PO3YNHY, "Papmak” marepianis: peyenma

no 13,60 r B cawe;
no 10 cawe B navuj
3 KapToHYy

3MiHK | TUNy - 3MiHK 3 AkocTi. API.
KoHTponb A®l. 3miHa y napameTpax
cneumdikauin Ta/abo AONyCTUMUX MEX,
BM3Ha4YeHux y cneuudpikauisx Ha Adl, abo
BVXiZHWIA/NPOMDKHWIA NpoAyKT/pearexT, Wo
BUKOPVCTOBYIOTBCS Y NPOLEC
BUpo6HMLTBa AP (iHLWi 3MiHK). B
cneumdikauito BXiGHOTO KOHTPO0 Ha ADI|
ackop6iHOBOI KMCOTK Bif, BUPOOHMKaA
DSM Northeast Pharmaceutical Group Co.
Ltd., Kutaii gogaHo npumiTky, Lo
BM3HAYEHHS ifeHTudikawii npoBoanTbLCA
Ha cepepHiit npo6i. 3miHu Il TUNy - 3MiHK 3
skocTi. A®Il. BupobHuuTteo. 3miHa
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n/n

Hassa dopma sunycKy 3assBHUK Kpaina
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa
3acoby yrnakoskKa)

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayjiliHo2o
nocsio4eHHs

BMPOGHMKA BUXiAHOro/NpOMKHOrO
npoayKTy/peareHTy, Lo
BUKOPWCTOBYHOTLCS Y BUPOBHUYOMY
npoueci Adl, abo 3miHa BUpobHMKa
(BKOYatoum, ae HeobXxigHO, MicLe
npoBefieHHs1 KOHTPO/II0 skocTi) API (3a
BiICYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [10CbE)(BBEAEHHS HOBOMO
BMpOGHMKa AP| 3 HafaHHAM MacTep-
thaiina Ha Ad®I)

BBE[EHHS1 HOBOTO BMPO6HUMKa API
ackopb6iHoBa kucnoTta — Northeast
Pharmaceutical Group Co. Ltd., KnuTaii 3
HafiaHHAM MacTep-gaiina Ha Adl.

*y pa3i BHeCeHHs1 3MiH 00 iIHCMPYKYii Npo meduYyHe 3acmocyBaHHs

B.o. Haua/IbLHUKAa
dapmMaleBTUYHOI0 YNpaB/IiHHSA
I'PINEHKO

Onekcanjp




IIEPEJIIK
JIIKAPCBKIX 3ACORIB, AKVM BIJIMOBJIEHO B JIEP)KABHIV PEECTPAIILL, IIEPEPEECTPAIIIL TA
BHECEHHI 3MIH /IO PEECTPAIJIMHNX MATEPIAJIIB

AopaTtok 4

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

Big 03 >xeBTHs 2024 poky Ne 1683

a6o no 5 mn (100
Mr), abo no 15 mn
(300 mr) y
CKNSIHOMY
thnakoHi; no 1
onakoHy B mauuj

Bignosigae 3a
MapKyBaHHS
nepBUHHOT
yMakoBKM1, BTOPUHHE
nakyBaHHs,
HaHeCeHHA 3axmncHol
nnisku
(onuioHansHo),
KOHTPONb/BUNPOGYB
aHHsA cepii Ta 3a
BUMNYCK cepil);
OHkoTek Papma
MpogakwH MéX,
HimeuunHa
(BMPOBGHUK, L0

Ne Ha3ssa Popma sunycky 3asaBHUK KpaiHa Bupo6HuK KpaiHa rMiocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
1. AOP3AME/ Kpanni oyHi, TOB "YOPNA4 YkpaiHa K.O. "POM®APM . 3acifgaHHs i i ) .
pO3umH 2 %; 1o 5 MELNLAH" KOMMAHI C.P.J1." PymyHis HTP Ne 34 | BiamoButn 'y 3aTBEePAKEHHI -  3MiHN I tvny - 3MiHM - WoAo
MA Y pnakoHi- BiA 6e3nekn/edeKTUBHOCTI Ta q)_apmaKOHarnvs:l,qy. BHece_HHﬂ abo 3miHa(un) o
KpanenbHuui; no 1 12.09.202 | 3000B'si3aHb Ta YMOB BuAaui peecTpaLliiiHoro nocaigueHHs, BKoyaoyun
praKoHy- 4 MnaH ynpasniHHA pusmkamy (3aCTOCYBaHHS TEKCTY, SKUA NOTOMXEHWUA 3
KpanenbHuL B KOMNeTeHTHUM opraHom) (B.I1.11. (a) |AHM), y 3B'A3Ky i3 HEBIAMNOBIAHICTIO
KAPTOHHIli KOPOBLj 3a4B/1IEHOr0 TUMY 3MiH BuMoram [lopsaky MPOBEAEHHS eKcnepTusn
peecTpavuiiiHiXx MaTepianiB Ha sikapcbki 3acobu, WO noAalTbCa Ha
LepxaBHYy peecTpauito  (NepepeecTpauilo), a TakoX ekcnepTusu
Marepianis Npo BHECEHHSI 3MiH 10 peecTpaLiiiHuX MaTepiasiB NpoTArom
Al peecTpauiiHoro noceifgyYeHHs, 3aTBepaKeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (3i 3miHamu)
2. IPUHOTEKAH | KoHueHTpaT ans Mepgak HimeuunHa Mepak lesenbwadpT . 3acifaHHs . . . .

MEJAK APUrOTYBaHHS Fesenbladt chiop KniHiLe HimeuunHa HTP No 34 | BiamMoBUTU 'y 3aTBep/KeHHi - 3miHM | Tuny - 3MiHM  wWoAo0
pO3UMHY AN crop KnikiLue LWineujanbnpenapat Big 6e3n(_aK_V|/ecbeKTV|BHOCT| Ta cbapmaKOHarnﬂ,u,y.' _3M|Ha 4acToTH Ta/abo
iHcpysiid, 20 Mr/mA; LWineujanbnpe e M6X, HiMeuunHa 12.09.202 | TEPMiHiB NOAAHHS PerynApPHO OHOB/IIOBAHNX 3BITIB 3 6e3nekn nikapcbknux
no 2 mn (40 mr), napate M6X (BUPOBHK, WO 4 3aco6is (B..10. IAHM), y 3B'A3KYy i3 HEBIAMNOBIAHICTIO 3asBNEHOro TUMY

3MiH Bumoram [lopsigky MpPOBEAEHHS eKCnepTu3n  peecTpauiiHuX
Martepianis Ha fikapcbki 3acobu, L0 MoJalTbCA Ha AepXaBHY
peecTpauitio (NepepeecTpauiio), a TakoX ekcnepTnsm mMaTepianis npo
BHECEHHS 3MiH [0 peecTpauiiHux martepiasliB  npoTarom  Aii
peecTpauiiiHoro NocBigYEHHSsl, 3aTBeppKeHoro Hakazom MO3  Big,
26.08.2005 Ne 426 (3i 3MiHamu)
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Ne Hassa dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina riocmasa lpoyedypa
n/n JliKapcbKo20
3acoby
BignoBsigae 3a
BVMPOGHMLTBO
nikapcbKoro 3acoby,
nepBuHHE
nakyBaHHs,
MapKyBaHHS
nepBUHHOT
ynakoBKM1, BTOPUHHE
nakyBaHHs,
KOHTPO/b/BMNPOGYB
aHHa cepil)
3. HOPMAIYT kancynu no 10 Mera ABcTpanis Apgeindapm Mm6X ) 3acigaHHs . . . . . .
kancyn y 6nictepi; | Naidpcaiiencis HimeyunHa HTP Ne 34 B‘I,qMOBI/I'I:’I/I Y S3aTBEPKeHHI - 3MiHN | Tuny - 3MIHM 3 AKOCTI. rOTOBVIVI
no 1 a6o no 3 (ABcTpanis) Big nikapcbkuit 3'aC|6. CTaﬁU‘IbHICT'b. 3miHa y TepMiHax npuaaTHoCTi a_6o
Gnictepu B i N 12.09.202 | ymoBax 36e_p|raHH;| roTOBOrO NikapCbKoro 3aco06y (36inbLUEHHA TepMiHY
KapTOHHilA 4 NPNAAaTHOCT FOTOBOTO NiKapCBKOro 3acoby) - AN TOPro.oi yNnakoBKu
yMaKoBL (nigTBEPOKYETLCA paHumu peanbHoro uvacy) (B.1l.a.1. (6)-1. 16),

36iMbLUEHHS TEepMiHY npuAaaTHOCTi 13, Wo NiATBEPLKYETLCA AaHUMU
OOCNifpKeHHA cTabinbHOCTI B peasibHOMY yaci. [litoua pegakuis: TepmiH
npugaTHocTi 2 poku. [MponoHoBaHa pepakuis: TepmiH npugaTtHocTi 3
pokn. BBeAeHHs 3MiH NpoTAroM 6-TM MICAUB MiCNs 3aTBEpPKEHHS.
3MiHU [0 peecTpavuiiiHOro f0CbE HE PEKOMEHAYIOTLCSA A0 3aTBEPKEHHS.
Y nepBuHHMx Matepianax P, s€ki HagaBanucA B MiATPUMKY
3anpornoHOBaHOI 3MiHM LWOA0 36i/blEeHHA TepMiHy npuaatHocTi 3 2
pokiB go 3 pokiB /13 HopmaryT, kancynm no 10 kancyn y 6nictepi; no 1
abo no 3 6nicTepy B KapTOHHI/ ynakoBLi HajaHi gaHi Npo cTabifbHICTb
N3 3 nokasHMkamy $KOCTI Ta iX Mexamu, fKi He BignosifatoTb
cneuudikauii Ha 13 3aTBepaxeHnin B Ykpaini ("Bmict Saccharomyces
cerevisiae" Ta "MikpobionorivHa uucTOoTa', Ta HasBHWIA [0AATKOBUIA
nokasHuk "Residual moisture"). Ha HeoAHOKpaTHI 3ayBaXeHHs1 ekcnepTa
LLIOAO HEeBIANOBIAHOCTI NOKa3HUKiB skocTi Cneuudikauii /13 Hagasanucs
[O[ATKOBI  MaTepiasiv, SKi TakoX He BiAMOBIfa/M  3aTBEPAKEHIN
cneundpikauii /I3 B YkpaiHi, a came MOKasHWUKM SKOCTi "BMicT
Saccharomyces cerevisiae" Ta "MikpobionoriyHa umctoTa'. Takox
nokasHuk skocti "BMmicT Saccharomyces cerevisiae" B HagaHWX
OHOB/IEHMX [AaHUX MO CTabifIbHOCTI BUXOAUTb 3a [0MYCTUMI MeXi
cneuyudpikauii 13 3aTBepMKeHOro B YKpaiHi. TakMM  4YMHOM,
3anponoHoBaHi 3MiHM LWOAO 36iMblUEHHS TepMiHy npugatHocTi /13 3 2
POKiB 0 3 POKIB HE PEKOMEHA0BAHO A0 3aTBEPKEHHS

B.o. Haua/IbLHUKAa
dapManeBTUYHOT0 yIIpPaB/IiHHA

Ounekcanap I'PIHEHKO
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