MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKA3
02.01.2019 No
Kuis

N

[Ipo mep>kaBHY peecTpariito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTTUHMX
ripernapariB) Ta BHECEHHS 3MiH /10
peecTpaljiiHiX MaTepia’iiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHKTIB 5, 7, 9, 10 Ilopsaky [epskaBHOI peecTpallii (mepepeecTpaiiii) JliKapCbKHUX
3acobiB, 3aTBepykeHOro moctaHoBoro Kabinety MiHicTpiB YKpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepgkenHs Ilopsaky Jep)kaBHOI peecTpaLil
(riepepeecTpaiiii) MiKapcbKUX 3aco0iB i po3MipiB 300py 3a iX JepkaBHY peecTpailito
(mepepeecTpatiito)», ab3auy TpualsToro mianyHkTy 10 nyHKTY 4 IToso)eHHs TIpO
MiHicTepcTBO OXOPOHM 3/]0POB’sl YKpaiHH, 3aTBep/KeHOoro moctaHoBor KabiHety
Minictpie Ykpainu Big 25 6epesnsi 2015 poky Ne 267, Ha mifcTaBi pe3y/bTaTiB
eKCITIepTHU3U  PeEeCTpalliiHuX  MaTepialiB  JHiKapCbKUX  3aco0iB  (MeAUUHUX
iMyHOGionoriyHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, IT0 TO/laHi Ha JeprKaBHY
peecTpaijito  (TlepepeecTpaiiito), MpoBeJeHUX  Jlep>)KaBHUM  TIiJINIPUEMCTBOM
«/lep>kKaBHUM eKCIepTHUM LieHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHUCHOBKIiB I[0fI0 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKOro 3aco0y
(MeguuHOrO iMyHOOiO/IOTiUYHOrO IIperapary), pPeKOMeHAarii Horo [0 aeprkKaBHOI
peecTpaliii (TlepepeecTpallii) Ta BHeCEeHHs 3MiH [0 peeCTpaL[iiHUX MaTepialiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCTH /0 Jlep>KaBHOTO DPeECTPY JiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOriuHi TpermapaTH) 3rifHO 3
riepesikoM (JoAaTok 1).

2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatv) 3rigHO 3
riepesikoM (JoAaTokK 2).

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).



4. BimzMOBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpaljii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiaiiB Ta [lep)kaBHOTO PeeCTPYy JIiKapChbKUX 3aco0iB YKpaiHu
JiKapcbKUX 3aco0iB 3rifiHO 3 epetikoM (fogaTok 4).

5. KOHTpO/1b 38 BUKOHAaHHSAM LIbOT'O HaKa3y IMOKJ/IaCTH Ha 3acTynmHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



NMEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIYHUX NPEMNAPATIB), SKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Jopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
02.01.2019 Ne 7

Ne
n/n

Ha3zsa sikapcbko20
3aco6y

dopma surnycky
(nikapcbka cpopma,
ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocBi0O4Y€eHHs1

AKTPANIA® HM
®NEKCIMNEH®

pO34uH ANa iH'ekuiid, 100
MO/mn, no 3 mny
KapTpuaxi; no 1
KapTpuaxy y
6araTof030Biii
0HOPAa30Bili LWNpuL-
pyuyui Nel, Ne5

A/T HoBo
Hopgick

[JaHis

Bupo6Huk
Hepo3dacoBaHo
ro NpoaykTy,
nepBuHHE
nakyBaHHS;
KOHTPO/b AKOCTI
NpOAYKTY B
nepBUHHOMY
nakyBaHHi
(kapTpuoxi
MeHin®) Ta
BignoBiganbHM
3a BuUnNyck cepii
roToBOro
NpoAyKTY
(PnekcleH®):
AT Hoso
Hopgaick, faHis;
Bupo6Huk
Hepo3dacoBaHo
ro NpoAaykTy,
nepBuHHE
nakyBaHHS;
KOHTPO/b AKOCTI
NpOAYKTY B
nepBUHHOMY
nakyBaHHi
(kapTpuoxi
MeHpin®);
36MpaHHs,
MapKyBaHHs Ta
BTOPWHHE
nakyBaHHS
roToBOro
NpoAykTy
(PnekcleH®);
KOHTPO/Ib AKOCTI

[Lanisa/
PpaHuis/
Bpasunis

peecTpauis Ha 5 pokis

MepiognyHICTb NOAAHHSA PerynspHO
OHOB/IOBAHOrO 3BiTY 3 6e3nekun BiANoBiAHO
[0 MNopaaky 3ailicHeHHs hapMakoHarnsgy,

3aTBEPMAKEHOro Haka3oM MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB’A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW, 3a3Ha4YeHMU
y NepioANYHOCTI NOAAHHA PEryNIAPHMX 3BITIB
3 6esnekn

3a
peyenmom

He
nionsieae

UA/17171/01/01
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Homep

n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

peecmpayiliHo2o
nocsio4eHHs1

ynakoska)

roToBOro
NpoAyKTy
(PnekclNeH®):
AT Hoso
Hopgaick, JaHis;
Brpo6HMK
Hepo3dacoBaHo
ro NpoaykTy,
nepBuHHe
nakyBaHHS
(kapTpuaxi
MeHpin®);
36MpaHHs,
MapKyBaHHs Ta
BTOPWHHE
nakyBaHHS
roToBOro
NpoAykTy
(PnekcleH®):
A/T Hoso
Hopgaick, OaHis;
Brpo6HMK
npoaykuii 3a
NOBHUM LIIK/TOM:
Hoso Hopgick
MpoAtoKCLOoH
CAC, ®paHujis;
Brpo6HMK
Hepo3acoBaHo
ro npoaykty,
nepBrHHe
nakyBaHHS;
KOHTPOb AKOCTI
NpoAYyKTY B
nepBMHHOMY
nakyBaHHi
(kapTpuaxi
MeHpin®);
36MpaHHs,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHs
roToBOro
NpoAyKTy
(dPnekcleH®);
KOHTPO/b AKOCTI
roToBOro
NpoAykTy
(PnekcleH®):

HoBo Hopgaick
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA BionycKy aHHs1 peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
MNpoaykao
dapmaceyTika
0o bpasinb
Nitga., Bpasunia
2. BOPHOI KUC/TOTU po34uH ans TOB "®apma Ykpaina TOB "dapma Ykpaina peecTpaduis Ha 5 pokis 6e3 niosnsieae UA/17147/01/01
PO34YUMH 30BHiLLIHBbOIO Yepkac" Yepkac" peyenma
CNUPTOBUIN 3% 3acTocyBaHHs, MepioguyHiCTb NOAAHHA PerynsipHo
cnupToBuii 3 %, no 20 OHOBJIIOBAHOrO 3BiTY 3 6€3nekun BiANoBiAHO
mn abo 25 mny 0o Mopaaky 34iicHeHHs dhapmakoHarnagy,
chiakoHax, 3aKyrnopeHi 3aTBEpAXEHOro Hakasom MiHicTepcTBa
npobkamu i Kpukamu B OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
KapTOHHMX KOpOob6Kkax 3 2006 poky Ne 898, 3apeecTpoBaHuii B
KapTOHHWM MigL0HOM MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
a60 6e3 HbOro 2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMM, 3a3Ha4YEHNMU
y NEPIOANYHOCTI NOAAHHSA PETrYNISAPHMX 3BITIB
3 6esnekw.
3. rPUMNMNOCTAL® C rpaHynun ans opasbHoro CTALOA HimeuyunHa BUMYyCK Cepili: HimeuunHa peecTpaujist Ha 5 pokis 6e3 nionsicae UA/17148/01/01
BAiL po3uunHy, no 2,02 ry ApuHaiimitte CTALA peyenma
CTiK-NakeTuky; no 12 nb Al ApuHaiimiTTens MepiognyHiCTb NOAAHHA perynspHo
CTiK-NakeTuKiB y Al', HimeuunHa; OHOB/IOBAHOrO 3BiTY 3 6e3nekun BiANOBIAHO
KapTOHHI KopoobLi BMPOGHMLITBO Ao Mopaaky 34iicHeHHs dhapmakoHarnagy,
Hepo3acosBaHo 3aTBEPAKEHOro Haka3oM MiHicTepcTea
ro NPOAYKTY, OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
nepBuHHE Ta 2006 poky Ne 898, 3apeecTpoBaHuWii B
BTOPVHHE MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHsa
nakyBaHHs, 2016 poky 3a Ne 1649/29779 (y penakuii
KOHTPO/b Cepii: Hakasy MiHicTepcTBa OXOPOHW 340P0B's
No3aH ®apma Ykpainu Big 26 BepecHs 2016 poky Ne 996),
M6X, CTaHOBUTbL: 3rigHO 3i CTPOKaMu, 3a3HaYeHnMu
HimeuunHa y NepioANYHOCTI NOAAHHSA PEryNIspHMX 3BITIB
3 6esneku
4. | AAPYHABIP KPKA TabneTkun, BKpUTI KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHis peecTpaujis Ha 5 pokis 3a He UA/17159/01/02
NAiBKOBOK 060/TIOHKOIO, HoBo mecTo bulk", nepsrHHe MepiognyHICTb NOAAHHS PerynsipHo peuyenmom niosisieae

no 600 mr, no 30
TabneTok y chnakoHi, no
2 thnakoHn B KOPOOLL

Ta BTOpUHHE
nakyBaHHs,
KOHTPO/Ib Ta
BUNYCK cepil:
KPKA, a.4.,
HoBso mecTo,
CnoBeHis;
KOHTpO/b cepii
(TiNbKM hiznyHi
Ta XiMiyHi
MeToamn
KOHTPO/H0):
KPKA, a.4.,

OHOBJ/IKOBAHOrO 3BiTY 3 6e3neky BiANOBIAHO
[0 Mopaaky 3ailicHeHHs hapMakoHarnsgy,
3aTBEPAXEHOro HakasoM MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 3[,0pOB’A
Ykpainu Bif 26 BepecHs1 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW, 3a3Ha4YeHNMU
y NePioANYHOCTI NOAAHHA PEryNApHUX 3BITIB
3 Gesneku.
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA BionycKy aHHs1 peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
HoBo mecTo,
CrnoBeHist
5. | AAPYHABIP KPKA TabneTkun, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoseHis peecTpauif Ha 5 pokis 3a He UA/17159/01/01
N/1iBKOBOK 06G0/IOHKOMO, HoBso mecTo bulk", nepBuHHe MepioguyHiCTb NOAAHHA PerynsipHo peyenmom nionsi2ae
no 400 wmr, no 30 Ta BTOPUHHE OHOBJIIOBAHOrO 3BiTY 3 6€3nekun BiANoBiAHO
Tabnetok y prakoni, no nakyBaHHs, 0o Mopaaky 34iicHeHHs dhapmakoHarnagy,
2 chnakoHu B KOpOO6L KOHTPO/Ib Ta 3aTBEpAXEHOro Hakasom MiHicTepcTBa
BUNYCK cepil: OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
KPKA, a.4., 2006 poky Ne 898, 3apeecTpoBaHuWii B
HoBso mecTo, MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
CnoBeHis; 2016 poky 3a Ne 1649/29779 (y penakuii
KOHTPO/Ib cepii Haka3y MiHicTepcTBa OXOPOHMW 340P0B's
(TinbKM hiznyHi YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
Ta XiMiyHi CTaHOBUTb: 3rigHO 3i CTPOKaMu, 3a3HaYeHnMu
MeToamn y NEPiIOANYHOCTI NOAAHHSA PETrYNISAPHMX 3BITIB
KOHTPO/0): 3 6e3neku.
KPKA, a.4.,
HoBo mecTo,
CnoseHis
6. | OAPYHABIP KPKA TabneTtku, BKPUTI KPKA, a.4., CnoseHisa BUPOGHMUTBO "in CnoBeHis peecTpauist Ha 5 pokis 3a He UA/17159/01/03
NAiBKOBOK 060/TIOHKOHO, HoBo mecTo bulk", nepsrHHe MepiognyHICTb NOAAHHS PErynsipHo peyenmom niosnsiecae
no 800 wmr, no 30 Ta BTOPUHHE OHOBJ/IKOBAHOrO 3BiTYy 3 6e3neky BiANOBIAHO
TabneTok y chnakoHi, no nakyBaHHs, 0o Mopsaaky 34iicHeHHs1 chapmakoHarnagy,
1 dhnakoHy B KOpOOGL KOHTPO/b Ta 3aTBep)KeHoro Hakasom MiHicTepcTBa
BUNYCK cepil: OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
KPKA, a.4., 2006 poky Ne 898, 3apeecTpoBaHuii B
HoBo mecTo, MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
CnoBeHis; 2016 poky 3a Ne 1649/29779 (y pepakuji
KOHTPO/b cepii Haka3y MiHicTepcTBa OXOPOHW 3[0P0B’s
(TinbKM hiznyHi YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
Ta XiMiuHi CTaHOBUTbL: 3riHO 3i CTPOKaMU, 3a3HaueHUMn
MeToamn y NepioAnYHOCTI NOAAaHHA perynsipHuX 3BiTiB
KOHTPOH0): 3 6esneku.
KPKA, 4.4.,
HoBo mecTo,
CnoBeHis
EBEPO/IIMYC-BICTA | Tabnetkm no 5 mrno 5 TOB Ykpaina nepBuHHeE, Icnanis/ peecTpauis Ha 5 pokiB 3a He UA/17149/01/02
Tabnetok y 6nictepi, no "®apmaueBT BTOPUHHE Unni peyenmom nionsiecae
6 6nicTepiB B KAPTOHHIN NyHa nakyBaHHs, MepioAnyHICTb NOAAHHS PerynsipHo
KopoobLi KOMNaHis KOHTPO/b SIKOCTI, OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neky BiANOBIAHO
Bicta" BUMYCK Cepii: [0 MNopaaky 3ailicHeHHs hapMakoHarnsgay,
CiHTOH XicnaHis, 3aTBEpAKEeHOro Hakasom MiHicTepcTBa
C. N1, IcnaHis; OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
BUPOBHULTBO, 2006 poky Ne 898, 3apeecTpoBaHuii B
nepBuHHE, MiHicTepcTBi tocTuuii Ykpainm 19 rpyaHs
BTOPVHHE 2016 poky 3a Ne 1649/29779 (y pepakuii
nakyBaHHs: Haka3y MiHicTepcTBa OXOPOHU 3[,0pOB’A
CiHTOH Ynni Ykpainu Bif 26 BepecHs1 2016 poky Ne 996),
Nr1ga., Ywnni CTaHOBUTb: 3riAHO 3i CTPOKaMW, 3a3Ha4YEHNMU
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA BionycKy aHHs1 peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
y NePioANYHOCTI NMOAAHHS PEry/IAPHMX 3BITIB
3 6esneku
8. EBEPO/IIMYC-BICTA | Tabnetkn no 10 mr no 5 TOB YkpaiHa nepBuHHE, Icnanis/ peecTpauist Ha 5 pokis 3a He UA/17149/01/03
Tabnetok y 6nictepi, no "®apmaueBT BTOpPUHHE Yuni peyenmom nionsi2ae
6 6nicTepiB B KAPTOHHIi n4Ha nakyBaHHs, MepiognyHiCTb NOAAHHA perynsipHo
KopoobLi KOMMaHis KOHTPO/b AKOCTI, OHOB/IKOBAHOrO 3BiTY 3 6e3neky BiANOBIAHO
Bicta" BUWMYCK Cepii: 0o Mopaaky 34iicHeHHs dhapmakoHarnagy,
CiHTOH XicnaHis, 3aTBepXeHoro Hakasom MiHicTepcTBa
C. /1., IcnaHis; OXOPOHU 370POB’A YKpaiHu Bif 27 rpyaHs
BMPOGHMLTBO, 2006 poky Ne 898, 3apeecTpoBaHuWii B
nepBuHHeE, MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHsa
BTOPUHHE 2016 poky 3a Ne 1649/29779 (y pegakuii
nakyBaHHs: Hakasy MiHicTepcTBa OXOPOHU 30POB’A
CiHTOH Ywnni Ykpainu Big 26 BepecHs 2016 poky Ne 996),
Nrpa., Yuni CTaHOBUTb: 3riHO 3i CTPOKaMU, 3a3Ha4eHUMn
y NepioAVNYHOCTI NOAAHHS PEry/IAPHMX 3BITIB
3 6e3sneku
9. EBEPO/IIMYC-BICTA | Tabnetku no 2,5 mr no 5 TOB Ykpaina nepBuHHE, Icnanis/ peecTpauist Ha 5 pokis 3a He UA/17149/01/01
Tabnetok y 6nictepi, no "®PapmaueBT BTOPVHHE Ynni peyenmom niossieae
6 6nicTepiB B KAPTOHHIi n4Ha nakyBaHHs, MepiognyHiCTb NOAAHHA perynsipHo
KopoobLi KOMMaHis KOHTPOb AKOCTI, OHOB/IKOBAHOrO 3BiTY 3 6e3neky BiANOBIAHO
Bicta" BUNYCK cepil: 0o Mopaaky 34iicHeHHs chapmakoHarnaay,
CiHTOH XicnaHis, 3aTBEepKEeHOro Hakasom MiHicTepcTBa
C. /1., IcnaHis; OXOPOHU 370POB’A YKpaiHu Bif 27 rpyaHs
BMPOGHMLITBO, 2006 poky Ne 898, 3apeecTpoBaHuWii B
nepBuHHE, MiHicTepcTsi tocTuuii Ykpainm 19 rpyaHs
BTOPUHHE 2016 poky 3a Ne 1649/29779 (y pegakuii
nakyBaHHs: Haka3y MiHicTepcTBa OXOPOHU 30POB’A
CiHTOH Ynni Ykpainu Big 26 BepecHs 2016 poky Ne 996),
Nraa., Yuni CTaHOBUTb: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMn
y NepioANYHOCTI NoOAaHHA perynsipHuX 3BiTiB
3 6e3sneku
10. | NEBOUETUPU3UNHY nopoLloK (cybcTaHuis) y TOB Ykpaina MPABIH IHgis peecTpauist Ha 5 pokiB - He UA/17152/01/01
aurigpoxnopru noaBiiHMX "KYCYM NABOPATOPI3 niossieae
nonieTneHoBmx PAPM" MNBT. NTA.
nakeTtax Ans
dhapmaL,eBTU4YHOro
3acTocyBaHHsA
11. MIKCTAPA® 30 HM CycneHsis 4Nns iH'ekuii, A/T Hoeo [Oanis Brpo6HMK [Lanis/ peecTpauis Ha 5 pokis 3a He UA/17173/01/01
®JIEKCMNEH® 100 MO/mn no 3 mny Hopgaick Hepo3acoBaHo PpaHuia/ peuyenmom niosnsieae
KapTpuaxi; no 1 ro NPOAYKTY, Bpasinia MepiognyHICTb NOAAHHA PerynspHoO
KapTpuaxy y nepBUHHE OHOBJ/IKOBAHOrO 3BiTY 3 6e3neku BiANOBIAHO
6araTto030Biii nakyBaHHS; 0o Mopsaaky 34iicHeHHs chapmakoHarnagy,
0/IHOPa30Biit LWNpuL- KOHTPO/Ib SKOCTI 3aTBEPAKEHOr0 Haka3om MiHicTepcTea
pyuui; no 1 abo 5 NpoAyKTy B O0XOPOHU 3[0POB’A YKpaiHu Bif 27 rpyaHs
LLUNPUL-PYHOK Y nepBUHHOMY 2006 poky Ne 898, 3apeecTpoBaHuii B
KapTOHHI KOpO6L nakyBaHHi MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
(kapTpuaxi 2016 poky 3a Ne 1649/29779 (y pegakuii
MeHin®) Ta Haka3y MiHicTepcTBa OXOPOHU 340P0B’s
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Homep
peecmpayiliHo2o
nocsio4eHHs1

BignoBiganbHMI
3a BuUnyck cepii
roToBOro
NpoAYyKTY
(PnekcleH®):
AIT Hoso
Hopgick, OaHis;
Bupo6Huk
Hepo3dacoBaHo
ro NpoAyKTy,
nepBuHHE
nakyBaHHS;
KOHTPO/b AKOCTI
NpOAYKTY B
nepBUHHOMY
nakyBaHHi
(kapTpuoxi
MeHpin®);
36MpaHHs,
MapKyBaHHs Ta
BTOPWHHE
nakyBaHHS
roToBOro
NpoAykTy
(PnekcleH®);
KOHTPO/b AKOCTI
roToBOro
NpoAyKTY
(PnekcleH®):
AIT Hoso
Hopgick, faHis;
Bupo6Huk
Hepo3dacoBaHo
ro NpoAaykTy,
nepBuHHE
nakyBaHHs
(kapTpuaxi
MeHpin®);
36MpaHHs,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHs
roToBOro
NpoAyKTy
(PnekclNeH®):
AT Hoso
Hopgaick, JaHis;
Brpo6HMK
npoaykuii 3a
MOBHUM LIVK/TOM:

Ykpainu Bif 26 BepecHs 2016 poky Ne 996),

CTaHOBUTb: 3riAHO 3i CTPOKaMW, 3a3Ha4YeHMU

y NepioANYHOCTI NOAAHHA PEryNIAPHUX 3BITIB
3 6esnekn
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA BionycKy aHHs1 peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
Hoso Hopgick
MpoAtoKCLOoH
CAC, ®paHujis;
Brpo6HMK
Hepo3acoBaHo
ro npoAykty,
nepBuHHe
nakyBaHHS;
KOHTPOb AKOCTI
NpoAYyKTY B
nepBMHHOMY
nakyBaHHi
(kapTpuaxi
MeHpin®);
36MpaHHs,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHs
roToBOro
NpoAyKTy
(dPnekcheH®);
KOHTPO/Ib AKOCTI
roToBOro
NpoAykTy
(PnekcleH®):
Hoso Hopgick
MNpoaykao
dapmaceyTika
0o bpasinb
Ntaa., bpasunia
12. NAPALIETAMON KpyCTanivyHWin NOpOLLIOK MpAT YkpaiHa dapmcoH IHAjs peecTpauist Ha 5 pokis - He UA/17153/01/01
(cyb6eTaHuifn) y naketax "®apmaueBT dapmac'toTikan niosnsieae
nonieTuneHoBnx ans nyHa dhipma l'ypxapar lBT.
thapmaueBTUYHOro "fapHuua” nro.
3aCTOCYBaHHSA
13. | NPUIOKAIH KpUCTaiuHMIA NOPOLLIOK TOB "lOpisi- YkpaiHa rYoIK IHgjis peecTpaujs Ha 5 pokis - He UA/17154/01/01
(cybeTaHuis) y Papm” BIOCAEHCE3 niossieae
noaBiliHMX nTa
nonieTneHoBmx
nakeTtax Ans
dhapmaL,eBTUYHOro
3acTOCyBaHHs
14. MPOTA®AH® HM CycneHsis 4ns iH'ekuii, A/T Hoso [Janis Brpo6HMK [Oanisa/ peecTpauis Ha 5 pokis 3a He UA/17174/01/01
DNEKCMNEH® 100 MO/mn, no 3 Mny Hopgick Hepo3sdacoBaHo PpaHuis/ peyenmom nions2ae
KapTpuaxi; no 1 ro NPoAyKTy, Bpaswnis MepiofnyHICTb NOAAHHS PerynsipHoO
KapTpuaXy y nepBuHHE OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku BiAnoBigHO
6araTof030Bili nakyBaHHs; [0 Mopaaky 3ailicHeHHs hapMakoHarnsgy,
04HOPA30BIN WNpuL- KOHTPO/Ib SKOCTi 3aTBEepAKeHOro Hakasom MiHicTepcTBa
py4ui Ne 1, Ne 5 NPOAYKTY B OXOPOHU 340pOB’A YKpaiHu Bifg 27 rpyaHs
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA BionycKy aHHs1 peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1

nepBvHHOMY 2006 poky Ne 898, 3apeecTpoBaHuWii B
nakyBaHHi MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHs
(kapTpuaxi 2016 poky 3a Ne 1649/29779 (y pepakuii

MeHdin®) Ta Haka3y MiHicTepcTBa OXOPOHM 3[10pOB’A

BiANOBIgaIbHUIA YKkpaiHu Big 26 BepecHs 2016 poky Ne 996),
3a BUnyck cepii CTaHOBUTb: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMM
roTOBOro y NEPIOAVNYHOCTI NMOAAHHS PEry/IAPHMX 3BITIB
NpoAyKTy 3 6esneku
(PnekcNeH®):
AT Hoso
Hopgaick, JaHis;
Brpo6HMK
Hepo3dacoBaHo
ro NpoaykTy,
nepBuHHe
nakyBaHHS;
KOHTPO/b AKOCTI
NpoAYKTY B
nepBMHHOMY
nakyBaHHi
(kapTpuaxi
MeHdin®);
36MpaHHs,
MapKyBaHHs Ta
BTOPWHHE
nakyBaHHs
roToBOro
NpoAyKTY
(PnekcleH®);
KOHTPOb SAKOCTI
roToBOro
NpoAyKTy
(PnekclNeH®):
AT Hoso
Hopgaick, JaHis;
Brpo6HMK
Hepo3dacoBaHo
ro NpoaykTy,
nepBuHHe
nakyBaHHS;
36MpaHHs,
MapKyBaHHs Ta
BTOPWHHE
nakyBaHHs
roToBOro
NpoAyKTY
(PnekcleH®):
A/T Hoso
Hopgick, OaHis;
Brpo6bHuK




3asBHUK

Kpaina
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Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Peknamys

Ymosu
aHHs

BionycKy

Homep
peecmpayiliHo2o
nocsio4eHHs1

n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

npoaykuii 3a
MOBHVM LKNOM:

CeHc

IHais

Hoso Hopgick
MpoAtoKCboH
CAC, ®paHuis;

Brpo6HMK
Hepo3dacoBaHo
ro NpoaykTy,

nepBuHHe
nakyBaHHS;
KOHTPO/b AKOCTI
NpoAYyKTY B
nepBMHHOMY
nakyBaHHi
(kapTpuaxi
MeHdin®);
36MpaHHs,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHs
roToBOro
NpoAyKTY
(PnekcleH®);
KOHTPOb AKOCTI
roToBOro
NpoAyKTy
(PnekclNeH®):
Hoso Hopgick
MNpoaykao
dapmaceyTika
o Bpasinb
Ntpa., bpasunia
CeHc
Na6opatopic

IHgis

peecTpauist Ha 5 pokis

MepioAnYHICTb NofAHHS PerynsipHo

3a
peyerimom

He
niosisieae

UA/17158/01/01

15.

CAH®YP - 750

MOPOLLIOK A1 PO3UMHY
ONs1 iH ekuiin no 750 wr,
no 1 chnakony y

KapTOHHI/ ynakosL,i

Na6opaTopic
MeT. NiTA4.

TOB

Ykpaina

Mert. N114.

AMI

IHgis

NAVNOCANEHC

OHOB/IKOBAHOrO 3BiTY 3 6e3neku BiANOBIAHO

0o Mopagky 34iicHeHHs chapmakoHarnsgy
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuWii B
MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHsa

2016 poky 3a Ne 1649/29779 (y pegakuii

Hakasy MiHiCTepcTBa OXOPOHM 3[,0POB’Sl

Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTPOKaMm, 3a3HaYeHnMn

y NepioAVNYHOCTI NOAAHHS PEryIApHUX 3Bi
3 6esneku

peecTpauist Ha 5 poki

TiB

He UA/17155/01/01

nionsizae

16. CEBE/TAMEPY

noslieTUIEHOBUX

MOPOLLIOK (Cy6CcTaHLis) B

"APTEPIYM

rAPOXNOPUL,
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKA BionycKy aHHs1 peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
naketax gns nTa" E3 MNBT. NTA.
dhapmaL,eBTUYHOro
3acToCcyBaHHSA
17. | UE®PTPUAKCOH MOPOLLIOK A1 PO3YMHY AHaHTa Benuka Csicc IHAjs peecTpauist Ha 5 pokis 3a He UA/17157/01/02
AHAHTA ans iH'ekuii no 2 ry Megikeap BpuTaHis MepeHTepanc peuyenmom niosnsieae
thnakoHax Nel nra. Nra. MepiognyHICTb NOAAHHA PerynsipHO
OHOBJ/IKOBAHOrO 3BiTY 3 6e3neky BiANOBIAHO
[0 MNopaaky 34ilicHeHHa hapMakoHarnsgy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa
O0XOPOHU 3[,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Hakasy MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW, 3a3Ha4YeHMU
y NepioANYHOCTI NOAAaHHA perynsipHuX 3BiTiB
3 Gesneku.
18. LE®PTPUAKCOH NMOPOLLOK A/19 PO3UYUHY AHaHTa Benvka Csicc IHais peecTpauis Ha 5 pokis 3a He UA/17157/01/01
AHAHTA ans iH'ekuii no 1 ry Megikeap BpuTaHis MepeHTepanc peuenmom nionsicae
thnakoHax Nel nra. nra. MepiognyHICTb NOAAHHA perynspHo

OHOBJ/IKOBAHOrO 3BiTYy 3 6e3neky BiANOBIAHO
[0 MNopsaaky 3ailicHeHHs hapMakoHarnsgy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuji
Haka3y MiHicTepcTBa OXOPOHU 3[10pOB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3riHO 3i CTPOKaMU, 3a3HaueHUMn
y NepioAnYHOCTI NOAAaHHA perynsipHuX 3BiTiB
3 Gesneku.

HauanbHuK YnpaBniHHA dphapMmaleBTUYHOI

DIANBbHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. IacKkoBCbKun




NMEPENIK

Jopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

02.01.2019 Ne 7

NMEPEPEECTPOBAHUX NIKAPCbKX 3ACOBIB (MEAUNYHUX IMYHOBIONOTTYHUX MPEMAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Ha3ssa snikapcbko20 dopma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayitiHo20
ynakoska) nocBi04Y€eHHs1
1. ABAMIC™ cnpeii HazaslbHUIA, nakcoCmiTKnsiiH Benuvka [nakco Benvka MepepeecTpauia Ha 3a He UA/9306/01/01
CyCMeH3isi, 4030BaHWiA, EkcnopT NlimiTeq BputaHis OnepeiiwHc OK BpuTaHis HEOOMEXEHU TEPMIH. peuyenmom nionsieae
27,5 mkr/po3y no 30 abo Nimiten 3MiHV Wwoao

no 120 o3y chnakoHi 3
[03y04MM MPUCTPOEM
Ta po3Nu/ItoBaYeM i
KoBnaykom; no 1
(pNakoHy B KAPTOHHIl
KopoobLi

6e3nekun/edekTBHOCTI Ta
hapmakoHarnsgy. 3miHm y
KOPOTKIili XapakTepucTuLi
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iIHCTPYKUIT Ans
MEZMYHOr0o 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMU JaHUMU 3
SIKOCTi, AOK/TiIHIYHUMMU,
KNiHIYHUMY flaHMK Ta
JaHumMm 3 hapMakoHarnsgy -
3MiHV BHECEHO A0 IHCTpyKui
Ans MeanyHoro
3aCTOCYBaHHSA NikapCbKoro
3acoby 4o po3ginis
"B3aemopis 3 iHWMMK
nikapcbkMmn 3acobamu Ta
iHWi BUAW B3aemMogii”,

"Oco61BOCTI 3aCTOCyBaHHA",

"3acTocyBaHHA y nepiof
BariTHOCTi ab0 rogyBaHHsi
rpyaar”, "Mo6ivHi peakuii”,
"3paTHiCTb BNANBATK Ha
LWBUAKICTb peakLuii npu
KepyBaHHi aBTOTPaHCNOPTOM
ab0 iHW1MK MexaHismammn™
BiAgMNoBiAHO A0 MaTepiasiB
peecTpaLiiHoro AoCbE.
MepioAnyHICTL NoAaHHSA
perynsipHoO OHOBJIOBAHOIO
3BiTYy 3 6e3neku BiANOBIAHO
o MNopaaky 3aiicHeHH:
dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0XOpOHU
34,0p0oB’s1 YKpaiHu Big 27
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Hakasy MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3HauyeHnMn y
nepioguYHoOCTi NoAaHHSA
perynspHux 3siTiB 3 6e3neku.
2. | AOPEHANIH KpyCTanivyHWin NOpOLLIOK ToBapucTBO 3 YkpaiHa YxaHb Y510 Kutai nepepeecTtpawis Ha - He UA/9999/01/01
(cyb6eTaHuifn) y naketax 06MEXEHO dapmacbioTikan HeobMeXeHui TepMiH. niosnsieae
nonieTuneHoBnx ans BiANOBIAA/LHICTIO Ko., NTa,.
thapmaueBTUYHOro "®GapmaueBTnyHa
3aCTOCYyBaHHSA KOMnNaHis
"3p0pos'a"
3. AAPEHANIHY KpMcTanivyHWin NOpOLLIOK ToBapucTBo 3 Ykpaina YxaHb Y50 Kutai MepepeecTpauia Ha - He UA/10092/01/01
TAPTPAT (cyb6eTaHuifn) y naketax 06MEXEHO dapmacbioTikan HeobMeXeHuit TepMiH. nionsieae
nonieTuneHoBnx ans BiANOBIAALHICTIO Ko., NTa.
hapmaueBTUYHOTO "GapmaueBTnyHa
3aCTOCYyBaHHSA KOMnNaHis
"3p0pos'a"
4, ANEPCIC TabneTku, BKpUTI MPO®PAPMA ManbTa Na6opaTopioc IcnaHis nepepeectpauis Ha 6e3 niosnsieae UA/13643/02/01
NAiBKOBOK 060/IOHKOHO, IHTEepHeLLHN HopmoH C.A. HeoBbMeXeHWI TepMiH peuenma
no 5 mr no 10 TabneTok TpeiguHr Nimiteq
y 6nicTepi; no 1 MepioAnyHICTb NOAAHHSA
6nicTepy y KapTOHHiii perynsapHo OHOB/1HOBAHOro
nauui 3BiTYy 3 6€3Mneku BigNOBIgHO
o MNopaaky 34iiCHEeHH:
hapMakoHarnsagy,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
300poB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 3[0,0POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3HauyeHnMn y
nepioguYHOCTI NoAaHHSA
perynspHux 3siTiB 3 6e3neku.
5. | ANTEMIKC BPOHXO | cupon, no 50 mn a6o no ToBapucTBO 3 YkpaiHa ToBapuncTBO 3 YkpaiHa MepepeecTpauis Ha 6e3 nionsizae UA/13552/01/01
100 mn y dprakoHi; no 1 06MeXeHo 06MeXeHo HE0OMEXEHUI TepMiH. 3MiHK peuyenma
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1

chnakoHy pasom 3
JIOXKOI MipHOI0 Y
KOpo6Li 3 KapTOHY

BiANOBiAA/IbHICTIO
"®GapmaueBTuyHa
KOMMaHis
"3p0pos'a”

BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KOMNaHis
"3p0pos'a”

| Tuny - 3miHn Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMNYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
a6o pocnigxeHb 3 6e3nekn
3aCcTOCyBaHHS NMikapCbKOro
3acoby B nic/isipeecTpavyinHuii
nepiog, abo K pesynbrat
OLLiHKM 3BITYy 3 AOC/iKEHD,
npoBefeHnX BigNOBIAHO A0
nnaHy negiatpuuHnux
pocnigxens (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&)XXEHNM OpraHom) -
3MiHW BHECEHO A0 IHCTPYKL,i
AN MegnyHoro
3acToCyBaHHS Nikapcbkoro
3acoby [0 po3giny
"Oco6nMBOCTI 3aCTOCYBaHHA"
BiANOBIAHO 0 OHOBNEHOT
iHchopmawii 3 6e3neku
[OMOMIDKHUX PEYOBWH.

MepioAnyHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO

o MNopaaky 3aiiCHEHHS:

dhapmakoHarnsgy,
3aTBEPAKEHOrO HakasoMm

MiHicTepcTBa 0XOpOHU

340pOoB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxui
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3HauyeHnMn y
nepiognMYHOCTi NoAaHHSA
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
perynsipHux 3BiTiB 3 6e3neku.
6. AMBPOCAH® Tabnetku no 30 mr no 10 MPO.MEA.LIC Yecbka MPO.MEA.LC Yecbka MepepeecTpauin Ha 6e3 niosnsieae UA/8271/01/01
TabneTtok y 6nictepi; no Mpara a.c. Pecny6nika Mpara a.c. Pecny6nika HEOBMEXEHU TEPMIH. peuyenma

2 6nicTepu y KapTOHHIi
Kopobui

3MiHM Wwoao
6e3nekun/edekTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs
ab0 3MiHN [0 y3araslbHEHNX
[aHux nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3ara/ibHeHUX JaHnx npo
cuctemy chapmakoHarnagy,
3MiHa YNOBHOB&XEHOI 0CO6M,
BignoBigabHOI 3a
3[iACHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asBHUKa 419 34IACHEHHA
thapmakoHarnagy B YkpaiHi,
SKLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0CcobY,
BiANOBIA&/IbHOI 3a
3pjicHeHHs hapmakoHarnsgy
(BK/KOHAKOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cucremu
thapmakoHarnagy) - 3miHa
KOHTaKTHOI 0co6u 3
dhapmakoHarnsgy 3asaBHUKa
[ONA 3[iCHEHHS
thapmakoHarnsgy B Ykpaii.
[itoua pepakuis — AHTYHeBUY
Hapis OnekcaHapiBHa.
MponoHoBaHa pegakLisi-
CaBueHko IMUTpO
CeprilioBuu.
3MiHa KOHTaKTHUX AaHux
KOHTaKTHOI 0cobu. 3miHa
MiCLIe3HaXOMKeHHs Ta
agpecu 34iCHEHHs
LisiNIbHOCTI 3
thapmMakoHarnsagy B YkpaiHi.

MepiognyHICTb MOAaHHSA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6e3neku BiANOBILHO

0o Mopaaky 34iCHeHHS

chapmakoHarnsay,

3aTBEPAKEHOTO HAKA30M
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
MiHicTepcTBa 0XOpOHHU
3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 3[4,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHumun y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.
7. | AMITPUNTUNIHY MOPOLLIOK KPUCTaUTIYHWIA MpAT "TexHonor" YkpaiHa [Licbapma dpaHcic ITanisa nepepeectpawis Ha - He UA/13964/01/01
riaPOXOPUA, (cybcTaHuis) B C.p.n. HeoOMeXeHW TepMiH nionsizae
noABiliHMX nakeTax 3
NAiBKX NOMieTUNEHOBOI
ans hapmauesTnuHoro
3aCTOCYyBaHHSA
8. | AYTMEHTUH™ MOPOLLIOK A1 PO3UMHY "nakcoCmiTKnsiiH Benuka CMmiTKnsliH Bivem Benuka MepepeecTpauis Ha 3a He UA/0987/01/01
Ans iv'exuiidi, 1000 Ekcnopt JlimiTep, BpuTaHis dPapmacbloTukanc BpuTaHis HeobMeXeHW TEPMIH. peyenmom niossieae

Mr/200 wr; 10 donakoHiB
3 MOPOLUKOM B KapTOHHIi
ynaxoBLi

3MiHM Wwoao
6e3nekn/edeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLUIT Ansa
MeIMYHOrO 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMW JAHUMK 3
SAKOCTI, AOKNIHIYHUMN,
KNIHIYHUMY flaHMK Ta
AaHvMu 3 chapmakoHarnsgy -
3MiHV BHECEHO [0 IHCTPYKLUIT
Ana MeAnyHoro
3acTOCYyBaHHS NikapCbKoro
3acoby [0 posginy
"Moka3aHHA" (yTOUYHEHO
iHcpopmauito 3 6esnekn), a
TakoX [0 po3finis
"PapmakoTepanesTnyHa
rpyna", "®apmakonoriyHi
BnactusocTi", "Croci6
3acTocyBaHHs Ta fo3n”,
"B3aemogis 3 iHWmMun
nikapcbknMu 3acobamu Ta
iHWIi BMAW B3aemopiin”,
"Oco6/MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHS y nepiog
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

BariTHocTi abo rogyBaHHs
rpygaro”, "MepenosysaHHs",
"Mo6iuHi peakuyii”, "3aaTHICTb
BNIMBATY Ha LUBUAKICTb
peaxuii npy kepyBaHHi
aBTOTpaHcnopTom abo
HWMMK MexaHismamn'
BiANoBIAHO A0 iHdopMaL;i
CTOCOBHO 6e3neku, sika
3a3HaveHa B KOpOTKiii
XapakTepucTuui nikapcbkoro
3acoby

MepioAnyHICTb NOAAHHSA
perynspHo OHOB/IOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO

o MNopagky 34iiCHEeHH:

hapmakoHarnsagy,
3aTBEPKEHOro Hakasom

MiHicTepcTBa OXOpPOHU

370pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 310POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHuMu y
nepioguYHoOCTi NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku

BI®OH® CKIH

PO34MH HaLLKipHWA 1 %
no 15 a6o 35 mn
pO3unHy y don1akoHi-
KpanenbHuuj; no 1
(h/1aKOHY Y KapTOHHilA
nauuj; no 25 mny
chnakoHi-crpei 3
fosaropom; no 1
pNakoHy y KapTOHHIN
nauui

[Jepmacapm Al

HimeuunHa

mibe MTm6X
ApuHaiimiTTens

HimeuunHa

MepepeecTpadis Ha
HeobMeXeHui TepMiH.
MepioAnyHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO
0o MNopsaky 34iCHEHHs
dhapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHYU
300pOoB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi oCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu

6e3
peyenma

nionsieae

UA/13616/01/01
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AnTtekapb Mown
'm6X, HimeuunHa

niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUii ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHux/ribpuaHmnx/éionos
iBHNX NiKapcbknx 3acobis
nicns BHeCeHHs Tiei camoi
3MiHW Ha pethepeHTHui
npenapar (3miHa He noTpebye
HafaHHA XOAHNX HOBUX
[04aTKOBUX flaHnX) 3MiHN
BHECEHO [0 iHCTPYKLii Ans
MeAMYHOro 3acTOoCyBaHHSA
niKapcbKoro 3acoby A0
po3gainis "®apMakonoriyHi
BnacTusocTi", "MokasaHHA",
"TpoTunokasaHHsa",
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaat”, "3aaTtHictb
BNMBATY Ha LUBUAKICTb
peaxuii npy kepyBaHHi
aBTOTPaHCNOPTOM abo poboTi
3 iHLWIKMKU MexaHi3mamm®,
"Cnocib 3acTocyBaHHs Ta
posn", "[iTn" (3aTBEpPAKEHO:
labaneHTuH He
pekoMeHAyeTbCS AN
nikyBaHHSA eninencii y giten
BikOM [0 12 pokiB, & Takox
ONs NikyBaHHA AiabeTnyHol
Heiponarii Ta
nocTrepneTnyHoi HeBpaJIrii,
AKi CyNPOBOKYOTbCA
60n1aMu, y NigNiTKiB BIkOM 4O
18 pokiB, OCKiIbkM JOCBIf,
3aCToCyBaHHA npenapary Ljii
rpyni 06mexeHui;
3anponoHoBaHo: MabaneHTuH

nokasaHuii Ans nikyBaHHs

Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.
10. FTABATAMA® 100 kancynu no 100 wmr, no BbopBar ®apma HimeuyunHa KataneHt HimeuunHa MepepeecTpavis Ha 5 poki.. 3a He UA/3989/01/01
10 kancyn y 6nictepi, no v6X i Ko. KI xemeHi 3MiHu | TMRNY - 3MiHK Woao peyenmom nionsizae
2 abo no 5 6nictepis y LWopHaopd MvbX, 6e3nekun/edekTBHOCTI Ta
KapTOHHI Kopobui HimeuumnHa,; thapmakoHarnagy. 3MiHn y
[OpareHocapm KOPOTKili XapakTepucTuui
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
LiTeli 3 eninencieto: Ak
[opaTtkoBa Tepanis Ans airei

BIKOM Bif} 6 pOKiB, AIK
MoHOTepanis 4as aitei Bikom
Bif, 12 pokiB),
"Mepeno3yBaHHA", "M06IYHI
peakuii" BiANOBIAHO A0
iHbopmawii pechepeHTHOro
nikapcbKoro 3acoby
Neurontin®, hard capsule,
100 mg, 300 mg, 400 mg.
3MiHu | TURY - 3MiHK Wwoao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHN [0 y3arasibHeHNX
[JaHux npo cuctemy
thapmakoHarnsagy (BBefeHHs
y3aranibHeHVX gaHnx npo
cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAa/IbHOI 3a
34iiCHEeHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnsgy
3as1BHMKa A1 34iACHEHHS
hapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3AilicHeHHs hapMakoHarnagy
(BK/THOYAKOUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEHHI
macTep-alina cucremm
thapmakoHarnagy) - firoua
pefakuis: KoHTakTHa ocoba
yNOBHOBaXeHOT 0cobu 3
chapmakoHarnsgy -
Tapa6aHosa B. IA.
MponoHoBaHa pegakuis:
KOHTaKkTHa ocoba
YMOBHOBaXEHOT 0co6Y 3
thapmakoHarnagy -
CrtpenkoBsa €. O.

MepioAnYHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO

o MNopaaky 3aiiCHEHHS:

dhapmakoHarnsgy,

3aTBEpPAXXEHOro Hakasom
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

MiHicTepcTBa 0XOpOHHU
3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 3[4,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHumun y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.

11.

FABATAMA® 300

kancynu no 300 wmr, no
10 kancyn y 6nictepi, no
2 abo no 5 6nictepis y
KapTOHHI Kopobui

BbopBar ®apma
v6X i Ko. KI

HimeyunHa

KatasnieHt
[bxemeHi
LWopHaopd MvbX,
HimeuumnHa;
[OpareHocapm
AnTtekapb Mown
'm6X, HimeuunHa

HimeuunHa

MepepeecTpavis Ha 5 poki..
3MiHu | TMRY - 3MiHK Woao
6e3nekun/edhekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y

KOPOTKili XapakTepucTuui
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT ans
MeAMYHOro 3acTOoCyBaHHSA
reHepuyHux/ribpuaHunx/éionos
iBHNX NiKapcbknx 3acobis
nicns BHeCeHHs Tiei camoi
3MiHU Ha pedhepeHTHu
npenapar (3miHa He noTpebye
HafaHHA XOAHNX HOBUX
[04aTKOBUX flaHnX) 3MiHN
BHECEHO [0 iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHSA
niKapcbKoro 3acoby A0
po3gainis "®apMakonoriyHi
BnacTusocTi", "MokasaHHA",
"TpoTunokasaHHsa",
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaat”, "3aaTtHictb
BNMBATY Ha LUBUAKICTb
peaxuii npy kepyBaHHi
aBTOTPaHCNOPTOM abo poboTi
3 iHLWIKMKU MexaHi3mamm®,
"Cnocib 3acTocyBaHHsA Ta
posn", "[iTn" (3aTBEPAKEHO:

labaneHTuH He
pekoMeHAyeTbCS AN
nikyBaHHSA eninencii y giten
BikOM A0 12 pokiB, & Takox

ANs NikyBaHHA AiabeTnyHol

3a
peyerimom

He
nionsieae

UA/3989/01/02
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
nocsioYeHHs

ynakoska)

Helponarii Ta
nocTrepneTUYHol HeBparii,
AKI CYNnPOBOMAXYIOTbCSA
60n1aMu, y NigNiTKiB BIKOM 40
18 pokiB, OCKifbKN AOCBIA,
3aCTOCyBaHHA npenapary Ljii
rpyni 06MexeHui;
3anponoHoBaHo: MabaneHTuH
nokasaHwin ons nikyBaHHS
LiTeli 3 eninencieto: Ak
[opaTtkoBa Tepanis Ans aitei
BIKOM Bif} 6 pOKiB, AK
MoHOTepanis 41s Aitei Bikom
Bif, 12 pokiB),
"Mepeno3yBaHHA", "M06IYHI
peakuii" BiANOBIAHO A0
iHbopmawii pechepeHTHOro
nikapcbKoro 3acoby
Neurontin®, hard capsule,
100 mg, 300 mg, 400 mg.
3MiHu | TURY - 3MiHK Wwoao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3arasibHeHNX
[JaHux npo cuctemy
thapmakoHarnsagy (BBefeHHs
y3aranibHeHVX gaHnx npo
cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAa/IbHOI 3a
34iiCHEeHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnsgy
3as1BHMKa A1 34iACHEHHS
hapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3ailicHeHHs hapMakoHarnagy
(BK/THOYAKOUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEHHI
macTep-alina cucremm
thapmakoHarnagy) - firoua
pefakuis: KoHTakTHa ocoba
yNOBHOBaXeHOT 0cobu 3
chapmakoHarnsgy -
Tapa6aHosa B. IA.
MponoHoBaHa pegakuis:
KOHTaKkTHa ocoba
YNOBHOBaXEHOT 0co6Y 3
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Homep

n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

peecmpayitiHo2o
nocsioYeHHs

chapmakoHarnsgy -
CTtpenkosa €. O.

MepiognyHICTb NOAaHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6€3neku BiANOBILHO

0o Mopaaky 34iCHeHHS

chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHU

3[0pOB’A YKpaiHu Big 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 3[4,0POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne

996), CTaHOBUTbL: 3rigHO 3i

CTpoKamu, 3a3HavyeHumun y

nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.

He

UA/3989/01/03

12.

FABATAMA® 400

kancynu no 400 wmr, no
10 kancyn y 6nictepi, no
2 abo no 5 6nictepis y
KapTOHHIV Kopoobui

BbopBar ®apma
v6X i Ko. KI

HimeyunHa

KatasnieHt
[bxemeHi
LWopHaopd MvbX,
HimeuumnHa,;
[OpareHocapm
AnTtekapb Mown
'm6X, HimeuunHa

HimeuunHa

MepepeecTpavis Ha 5 poki..
3MiHu | TMRNY - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y

KOPOTKili XapakTepucTuui
niKkapcbKoro 3acoby, TekcTi

MapKyBaHHS Ta iHCTPYKUiT ans
MeAMYHOro 3acTOCyBaHHSA

reHepuyHux/ribpuaHunx/éionos

iBHNX NiKapcbknx 3acobis
nicns BHeCeHHs Tiel camoi
3MiHU Ha pedhepeHTHu
npenapar (3miHa He noTpebye
HafaHHA XOAHNX HOBUX
[04aTKOBUX flaHnX) 3MiHN
BHECEHO [0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHSA
niKapcbKoro 3acoby A0
po3gainis "®apMakonoriyHi
BnacTusocTi", "MokasaHHA",
"TpoTunokasaHHsa",
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaat”, "3aaTtHictb
BNIMBATY Ha LUBUAKICTb

peaxuii npy kepyBaHHi

3a
peyerimom

nionsieae
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"Cnoci6 3acTocyBaHHs Ta
posn", "[iTn" (3aTBEpPAKEHO:
labaneHTUH He
pekoMeHAYETbCS AN
nikyBaHHS eninencii y gitein
BiKOM [0 12 pokiB, a Takox
415 NikyBaHHA AiabeTUyHol
Helponarii Ta
nocTrepneTuYHol HeBparii,
AKI CYNnPOBOMAXYIOTbCSA
60n1aMu, y NigNITKIB BIKOM JO
18 pokiB, OCKifbKN AOCBIA,
3aCTOCyBaHHA npenapary Ljii
rpyni 06MexeHui;
3anponoHoBaHo: MabaneHTuH
nokasaHwin ans nikyBaHHS
LiTeli 3 eninencieto: Ak
[opaTtkoBa Tepanis Ans airei
BIKOM Bif} 6 pOKiB, AIK
MoHOTepania 4ns Aitei Bikom
Bif, 12 pokiB),
"Mepeno3yBaHHA", "M06IYHI
peakuii" BiANOBIAHO A0
iHbopmawii pechepeHTHOro
nikapcbKoro 3acoby
Neurontin®, hard capsule,
100 mg, 300 mg, 400 mg.
3MiHu | TURY - 3MiHK Wwoao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHN [0 y3arasibHeHNX
[JaHux npo cuctemy
thapmakoHarnsagy (BBefeHHs
y3arasibHeHUX JaHux npo
cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAa/IbHOI 3a
34iiCHEeHHS

ocobu 3 chapmakoHarnsgy
3as1BHMKa A1 34iACHEHHS
hapmakoHarnsagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a

thapmakoHarnagy; KOHTakTHoOl

3ailicHeHHs hapMakoHarnagy
(BK/THOYAKOYUM KOHTaKTHI AaHi)

Ta/abo 3MiHW Y pPO3MiLLEHHI

Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
aBToTpaHcnopToM abo poboTi
3 iHWKMKU MexaHizmamn®,
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

macTep-aiina cucremu
hapmakoHarnsgy) - Aivoya
pefakuis: KoHTakTHa ocoba
YMOBHOB&XeHOT 0cobu 3
chapmakoHarnsgy -
Tapa6aHosa B. .
MponoHoBaHa pegakuis:
KOHTaKkTHa ocoba
YNOBHOBaXeHOT 0cobu 3
chapmakoHarnsgy -
CTtpenkosa €. O.

MepiognyHICTb NOAaHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6€3neKku BiANOBILHO

0o Mopagky 34iCHeHHS

chapmakoHarnsgy,
3aTBEPKEHOr0 HaKka3om

MiHicTepcTBa 0XOpOHHU

3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHumun y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.

13.

FABICKOH® M'ATHI
TABNETKA

TabneTkv XysasibHi No 8
Tabnetok y 6nictepi; no
2 abo no 3 6nictepn B
KapTOHHI KopobLi, no
16 TabneTok y
KOHTeliHepax

PekkiTT BeHkizep
Xenckep (HOKeid)
Nimitepn

Benvka
BpuTaHis

PekkiTT BeHkizep
Xenckep (FOKei)
NimiTen

Benvka
BputaHis

MepepeecTpauia Ha
HEeobMeXeHW TepMiH.
3MiHM Wwoao
6e3nekn/edekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[JaHnx npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX faHux npo
cuctemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0co6H,
BignoBiganbHOI 3a
34iiCHEeHHS
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHVKa AN 34iCHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHA Bif

6e3
peyenma

nionsieae

UA/6865/02/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3AilicHeHHs hapMakoHarnagy

(BK/THOYAOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEHHI
macTep-aiina cucremm
thapmakoHarnagy) -
MponoHoBaHa pefakuis:
yrnoBHOBaXKeHa ocoba
3as1BHMKA, BignoBigasibHa 3a
thapmakoHarnsag - Tpeiici
Kpykc (Tracy Crooks).
KoHTakTHa ocoba,
BignoBigasibHa 3a
hapmakoHarnsga:
aitoya pegakuis: OneHa
Boesopaa,
NpOoNoHOBaHa pefakLis:
Haranis LWaTposa.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0cobu,
BigNoBiAa/IbHOI 3a
thapmakoHarnsag.
3MiHM Wwoao
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTui
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUIT Ansa
MeAMYHOr0 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMW JaHMW 3
AKOCTI, JOKMIHIYHUMMU,
KMIHIYHUMW AaHMu Ta
JaHumMm 3 hapmakoHarnsgy -
3MiHM BHECEHO [0 IHCTPYKLUIT
AN MeguyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby 4o posainis
"®apMaKonorivHi

3acTocyBaHHs", "Cnoci6
3acTocyBaHHsA Ta fo3n”,
"Oitn" (3aTBepmxeHo: Aitam
[0 6 pokiB npenapat
npoTunokasaHuii. Aitam Bikom
[0 12 pokis npenapar MoXxHa
3aCTOCOBYBATY TiflbKM 3a
NpU3Ha4YeHHsAM Ta Harns4oM
nikaps; 3anponoHoOBaHo:

BnactmeocTi", "Oco6nnBOCTI

KniHivHi aaHi wono
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

3aCTOCyBaHHS AiTAM BiKOM A0

12 pokiB BigcyTHI. He
pekomMeHA0BaHO
3aCTOCOBYBATU AiTAM BIKOM
00 12 pokiB),
"Mepeno3yBaHHA", "M06IYHI
peakuii" BiANOBIAHO A0
marepianiB peecTpauiiHoro
[OCbE.
MepiognyHICTb NOAaHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6€3neKku BiANOBILHO
0o Mopagky 34iCHeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHHU
3[0pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHuMun y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.

14.

FACTPO-TEBA

Tabnetkn gns
CMOKTaHHS no 6
Tabnetok y 6nictepi; no
5 ab6o no 10 6nictepiB y
Kopobui

TeBa
dapmaueBTikas
IHoacTpi3 114,

13painb

TOB TeBa
OnepeiiwH3
MonaHg

Monbwa

MepepeecTpauia Ha
HeoOMeXeHW TepMiH. 3MiHK
| TMny - 3MiHK Woao
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTuLi
NikapcbKoro 3acoby, TeKCTi

MapKyBaHHS Ta iHCTPyKUii ans

MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJ/IOBAHOrO 3BITY 3

6e3nekun nikapcbkoro 3acoby,

abo JocnigxeHb 3 6e3nekn
3aCcTOCyBaHHS NiKapcbKOro

3aco6y B nic/sipeecTpavyinHunii

nepiog, abo sk pesynbrart
OLLiHKVM 3BITY 3 AOC/iKEHb,
npoBeAeHuX BignoBigHO A0
nnaHy negjiatpuyuHnx
nocnigmkeHs (PIP) (iHwi
3MiHK) - 3MiHW BHECEHO [0

6e3
peyenma

nionsieae

UA/0432/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

IHCTPYKLUii ANs MeguyHoro
3acToCyBaHHS Nikapcbkoro
3acoby fo posginis:
"Moka3aHHA" (YTOUYHEHHS -
6yno: giadparmasibHa rpuxa,
CTas10: rpwKa CTPaBOXiAHOrO
oTBOpY Aiacdparmu),
"B3aemopis 3 iHLWMMK
nikapcbkMmn 3acobamu Ta
iHWi BUAW B3aemogii”,
"Cnocib 3acTocyBaHHs Ta
[031" (YTOYHEHHS) LWOoA0
6e3nekv 3acToCyBaHHsA
nikapcbKoro 3acoby
BiANOBIAHO A0 MaTepianis
peecTpavuiiHoro JocChbeE.

MepiognyHICTb NOAaHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6€3neku BiANOBILHO

0o Mopagky 34iCHeHHS

chapmakoHarnsgy,
3aTBEPKEHOr0 HaKka3om

MiHicTepcTBa 0XOpOHU

3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHumun y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.

15.

MIOKO30-
TONEPAHTHWIA
TECT

NMOPOLLOK A,030BaHNiA, 75
r/naket, no 75,75 r
MOPOLLKY B nakeTi, no 1
nakeTy B nayui

MAT "®apmak”

Ykpaina

MAT "dapmak”

YkpaiHa

MepepeecTpauia Ha
HEobMeXeHW TepPMiH.

MepioAnyHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO

0o MNopsaky 34iCHEHHs

dhapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm

MiHicTepcTBa 0XOpOHYU

300pOoB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

6e3
peyenma

nionsieae

UA/0758/01/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKkamu, 3a3HavyeHuMun y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.
16. FPU3EO®Y/bBIH NopoLUoK (cybeTaHuis) y My6niuHe Ykpaina YicheHr Kutaii nepepeecTtpauisi Ha - He UA/13544/01/01
noABiHNX akujioHepHe dapmac'toTikan HeobMeXeHW TepMiH nionsizae
nonieTnIeHoBuUx TOBapuCTBO Ko., g,
nakeTtax s "HaykoBo-
thapmaueBTUYHOro BMPOGHNYNIA
3aCTOCYyBaHHSA LieHTp
"BopLyariscbkuii
XiMiKO-
hapmaLeBTUYHNMIA
3asof”
17. IHOAN® TabneTtky no 2,5 Mr no MPO.MEL.LIC Yecbka MPO.MEA.LIC Yecbka MepepeecTpauia Ha 3a He UA/4237/02/03
10 TabneTok y 6nicTepi; Mpara a.c. Pecny6nika Mpara a.c. Pecny6nika HEOOMEXEHWI TepMiH. 3MiHK peuyenmom nionsieae

no 3 abo 6 6nicTepiB y
KapTOHHIlA KopoobLi

| TMny - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKil XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIT Ansa
MeJMYHOro 3aCTOCyBaHHS
reHepunyHuX/ribpuaHmx/6ionog,
i6HMX NiKapcbKnx 3acobis
nicns BHeCeHHs Tiel camol
3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HaZiaHHS XXOAHNX HOBUX
[04aTKOBUX faHuX) 3MiHN
BHECEHI A0 IHCTPYKLT y
po3sainu: "®apmakonoriyHi
B/1acTMBOCTI",
"TpoTunokasaHHsa",
"Oco6/MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHsA y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaat”, "Cnocié
3acTocyBaHHs Ta o3u”,
"Mo6ivHi peakui™ BigNoOBIgHO
[0 iHdopmaji woao
MeAMYHOro 3acTOCYBaHHS




30

Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
nocsioYeHHs

ynakoska)

pedhepeHTHOro /likapCbKoro
3acoby (APVPOH®,
TabneTku, BKpUTI N/1IBKOBOKO
060/10HKOI0, 2,5 Mr). 3MiHN |
MYy - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeefeHHs
a60 3MiHM [0 y3ara/ibHeHUX
[JaHnx npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHux npo
cuctemy hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0co6H,
BignoBiganbHOI 3a
3[iACHEeHHS
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0CcobY,
BigNoBiAa/IbHOI 3a
3pificHeHHst hapmakoHarnsgy
(BK/IHOYAOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-haiina cuctemu
thapmakoHarnagy) 3miHa
KOHTaKTHOI 0cobwm,
BignoBiganbHOI 3a
hapmakoHarnsg;: girova
pepakuis: AHTyHeBuY Hagis,
NpONoHOBaHa pefakLis:
CaByeHKo AMuTpo
CeprilioBny. 3MiHa
KOHTaKTHUX AaHNUX KOHTaKTHOT
ocobwu, BiAnoBigasIbHOI 3a
thapmakoHarnag. 3MiHa
MiCLIe3HaXOMKeHHs Ta
agpecy 3aiiCHEHHSs!
LisiNIbHOCTI 3
thapmakoHarnagy B YkpaiHi
MepioAnYHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO
o MNopaaky 3aiiCHEHHS:
dhapmakoHarnsgy,
3aTBEPAKEHOrO HakasoMm
MiHicTepcTBa 0XOpOHU
340pOoB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKkamu, 3a3HavyeHuMun y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.

18.

IHAAMN®

Tabnetkv no 1,25 mr no
10 TabneTok y 6nicTepi;
no 3 abo 6 6nictepis y
KapTOHHI Kopobui

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

MepepeecTpauia Ha
HeoOMeXeHW TepMiH. 3MiHK
| TMny - 3MiHK Woao
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTuLi
NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPyKUii Ans
MeAMYHOro 3acToCyBaHHA
reHepunyHux/ribpuaHyx/6ionog,
iBHMX NiKapcbKnx 3acobis
nicns BHeceHHs Tiel camol
3MiHV Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HafaHHA XOAHWNX HOBUX
[04AaTKOBUX AaHnX) 3MiHu
BHECEHI [0 iHCTPYKLiTy
po3ainu: "dapmakosnorivHi
BNacTuBOCTI",
"MpoTunokasaHHsa",
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHoCTi abo rogyBaHHs
rpygato”, "Cnocié
3acTocyBaHHsA Ta go3n",
"Mo6iyHi peakuii" BigNoBigHO
00 iHdopmauii woao
MeJMNYHOro 3aCTOCyBaHHS
pedhepeHTHOro slikapCbKoro
3acoby (APNOOH®,
TabneTkun, BKpUTI N/1IBKOBOKO
060/10HKOI0, 2,5 Mr). 3MiHN |
TMny - 3MiHK WoA0
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[aHux nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX faHux npo

3a
peyerimom

He
nionsieae

UA/4237/02/02
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
nocsioYeHHs

ynakoska)

cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAa/IbHOI 3a
34iiCHEeHHs
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnsgy
3as1BHMKa A1 34iACHEHHS
hapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3ailicHeHHs hapMakoHarnagy
(BK/THOYAKOUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-alina cucremm
thapmakoHarnagy) 3miHa
KOHTaKTHOI 0cobwm,
BiANOBIAa/IbHOI 3a
hapmakoHarnsg; giroua
pefakuis: AHTYHeBuY Hagis,
NpOoNoHOBaHa pefakLis:
CaBueHko IMnTpO
CeprilioBny. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
ocobw, BignoBigabHOI 3a
hapmMakoHarnag. 3miHa
MiCLie3HaXOKEHHS Ta
agpecw 34iiCHEHHS
LiSNbHOCTI 3
hapmakoHarnsagy B Ykpaini
MepiognyHICTb NOAaHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6€3neKku BiANOBILHO
0o Mopaaky 34iCHeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 HaKka3om
MiHicTepcTBa 0XOpOHU
3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHumun y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
19. | KANIO Xnoeunay pO34nH ANns iHdysii 4 % MpvBaTHe YkpaiHa MpuBaTtHe YkpaiHa MepepeecTpauis Ha 3a He UA/9407/01/01
PO34UH 4% no 50 mn, a6o no 100 akuioHepHe akuioHepHe HE0OMEXEHU TepMiH. 3MiHK peuyenmom nionsieae
MY NASLIKaX TOBapUCTBO TOBap1CTBO | TNy - 3miHK Woao
"lHdpy3ia” "Indpy3ia” 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLUIT Ansa
Me[IMYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
abo JocnigxeHb 3 6e3nekn
3acTOCyBaHHS NikapcbKoro
3acoby B nicnsapeecTpauiiHnii
nepiog, abo sk pesynbtart
OL|iHKM 3BITY 3 AOC/iXEHb,
npoBefeHnxX BifnoBiAHO A0
nnaxy negiatpuuHnux
pocnipkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpPraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT
Ana MeanyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby 4o posainis
"MpoTunokasaHHsa",
"B3aemogis 3 iHLWMMK
nikapcbkMun 3acobamu Ta
iHWi BUAW B3aemogiin"”,
"Cnoci6 3acTocyBaHHS Ta
003U (YTOYHEHHS)",
"Mepeno3yBaHHA", "M06IYHI
peakuii" BiANOBIAHO A0
3aK/II0YEHHS
KOHCY/IbTaTVBHO-EKCNEPTHOT
rpynu T1a OHOB/IEHOT
iHchopmalii 3 6e3neku
3aCcTOCyBaHHS NMikapCbKOro
3acoby.

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJIIOBAHOTO
3BiTy 3 6e3neku BiAMNoBIAHO

o MNopaaky 3aiiCHEHHS:

dhapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om

MiHicTepcTBa 0XOpOHU

340pOoB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
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Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu

Peknamys
aHHA

Homep
peecmpayitiHo2o

n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

BUPOGHUKa

3apeecTpoBaHuii B

BionyckKy

nocsio4YeHHs

IHais

MiHicTepcTBi tocTULi YKpaiHu

19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKkamu, 3a3HavyeHuMun y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.
MepepeecTpauia Ha

3a

He

UA/1678/02/01

20.

NAMIAEPM

Tabnetkv no 250 mr, no
7 Tabnetok y 6nictepi,
no 1 abo no 2 6nictepu
B KapTOHHIi kopo6Lyi

€Bpo Jlaidkep
n1g,

Benvka
BpuTaHis

®AC Nimiten

HeobMeXeHW TepMiH
3MiHM Wwoao
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTuLi
NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPyKUii Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHo
OHOBJ/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
ab0o JocnigxeHb 3 6e3nekn
3aCTOCyBaHHSA NiKapCbKOro
3aco6y B nic/sipeecTpavyinHuii
nepiog, abo sk pesynbrart
OLLiHKVM 3BITY 3 AOC/iKEHb,
npoBeAeHuX BignoBigHO A0
nnaHy negjiatpuyHnx
npocnigxeHs (PIP) (3MiHy
Y3rO[KEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVNM OpraHom) -
3MiHM BHECEHO [0 IHCTPYKLUl
y po3ginu "dapmakonorivHi
BNacTuBOCTI",
"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMK
nikapcbkMmn 3acobamu Ta

iHWi BUAW B3aemMogii”,

"3acTocyBaHHA y nepiog
BariTHoCTi abo rogyBaHHs
rpygato”, "Cnocié
3acTocyBaHHsa Ta go3n"
(wopno 6e3nekn), "MobiyHI
peakuii" BignosigHoO A0
OHOB/IEHOI iHdopmaLiii 3
6e3neku Ajtoyoi peHOBUHN.

"Oco61BOCTI 3aCTOCyBaHHA",

peyerimom

MepioAnYHICTb NOAAHHS

nionsieae
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO
[0 MNopaaky 3aiCHEHHS:
dhapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa 0XOpOHU
340pOoB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3HauyeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

21.

NEBOMEKO/1b

Ma3b, N0 251y
KOHTelHepax; no 30T,
abo no 40 r y Tybax; no
30r, abo no 40 r y Ty6i;
no 1 Ty6i y KapTOHHiIl
nauuj; no 20 r y Ty6ax;
no 20 ry Ty6i; no 1 Ty6i
Y KapTOHHIi nauui

MpAT
PapmaneBTUYHa
thabpvka "Biona"

YKpaiHa

MpAT
PapmaueBTNYHa
habpvka "Biona"

YKpaiHa

MepepeecTpalis Ha
HEoOMEeXeHNN TepMiH. 3MiHK
| Tuny - 3miHn Wwoao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTuui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BiTY 3
6e3nekun nikapcbkoro 3acooy,
a6o pocnigxeHb 3 6e3nekn
3aCTOCYBaHHS NMikapCbKOro
3acoby B nic/isipeecTpavyinHnii
nepiog, abo sk pesynbrat
OLLiHKVM 3BIiTYy 3 AOC/iKEHD,
npoBefeHnX BigNOBIAHO A0
nnaHy negiatpuuHnux
pocnigxeHs (PIP) (3Miny
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHV BHECEHO A0 IHCTPYKL,i
ANS MegnyHoro
3aCTOCyBaHHS NiKapcbKoro
3acoby [0 po3ginis
"B3aemogijs 3 iHWMMK
nikapcbkMmn 3acobamu Ta
iHLWI BMAW B3aemogiin”,
"Mo6iyHi peakuyii" BigNoBIgHO
[0 OHOBJ1EHOI iHdhopMaLii 3

6e3
peuyenma

nionsieae

UA/0867/01/01
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n/n

3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o

22.

NENEXU

KopeHesuwa no 30,

MAT

6e3neku Ajtoyoi peHOBUHH.

MepioAnyHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO

o MNopaaky 3aiiCHEHHS:

dhapmakoHarnsgy,
3aTBEPAKEHOrO HakasoMm

MiHicTepcTBa 0XOpOHU

340pOoB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxui
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3HauyeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

nocsio4YeHHs

23.

KOPEHEBULUA

MAA/TOKC®

ab6o no 50 r y naykax 3
BHYTPILLHIM NaKkeToM

cycneHsis opasibHa Ne

"Ny6Hnchapm”

YKpaiHa

MAT
"Ny6Hnchapm"

YKpaiHa

MepepeecTpalis Ha
HeobMeXeHW TepPMiH.
MepiognyHICTb MOAaHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6e3neku BiANOBIgHO
0o Mopaaky 34iCHeHHS
chapmakoHarnsgy,
3aTBEPIKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHU
3[,0pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 3[4,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpokamu, 3a3HavyeHuMn y
nepiogMYHOCTI NoAaHHSA
perynspHux 3siTiB 3 6e3neku.

6e3
peuyenma

nionsieae

UA/9367/01/01

30: no 15 mn y nakeri;
no 30 nakeTiB y
KapTOHHIl Kopobui

TOB "CaHodi-
ABeHTIC YKpaiHna"

Ykpaina

dapwmartic

®paHujis

MepepeecTpauia Ha
HeobMeXeHW TEPMIH.

MepioAnYHICTb NOAAHHS

PerynsapHo oHoB/1l0BaHOIo

6e3
peyenma

nionsieae

UA/9219/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

3BiTy 3 6e3neku BiANOBIAHO
fo MNopagky 34iiCHEeHH:
hapmakoHarnsagy,
3aTBEPKEHOro Hakasom
MiHicTepcTBa OXOpPOHU
300pOoB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnuMu y
nepioguYHOCTi NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku

24.

MAA/TOKC®

Tabnetku Ne 40 (10x4):
no 10 TabneTtok y
6nictepi; no 4 6nictepn
B KapTOHHIi kKopo6ui

TOB "CaHodi-
ABeHTIC YKpaiHa"

YkpaiHa

CaHodpi C.n.A.,
ITanis;
CAHO®I C.I.A.,
ITanis

ITanis

MepepeecTpadis Ha
HEeobMeXeHuit TEPMIH.
MepioAnyHICTb NOAAHHS

perynsipHo OHOBJIOBAHOIO
3BiTy 3 6e3neku BiANOBIAHO
0o MNopsaaky 34iCHEHHsA
dhapmakoHarnsgy,
3aTBEPAKEHOrO HakasoMm
MiHicTepcTBa 0XOpOHU
300pOoB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi oCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioguYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/9220/02/01

25.

MENAKT

MOPOLLOK ANs
KOHLEHTpaTy Ansi

avcnepcii aAns iHdysii

no 4,0 mr; 1 donakoH 3
nopoLuLKom 3 1 dhinbTpom

Y KapTOHHIli kopobui

Takena PpaHuin
CAC

PpaHuis

Bupo6bHMuTBO
Hepo3dgacoBaHol
NPOAYKLUiT,
nepBuHHA
ynakoBka,
KOHTPO/b AKOCTI
cepi:

BCN
dapmacbioTikan3

ITanis/
AscTpis/
LLiBeiiuapis/
PpaHuis

MepepeecTpalis TepmiHOM Ha
5 pokiB. 3MiHu Il Tuny - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsgy. 3MiHm y
KOPOTKili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIT Ansa
MeJMNYHOrO 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMM JaHUMU 3

3a
peyenmom

He
nionseae

UA/13171/01/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
C.N.A., ITanis; SIKOCTi, AOK/iIHIYHUMMU,
BTopuHHa

ynakoBka, [j03BiN
Ha BUMYCK cepii:
Takena ABCTpis
'M6X, ABCTpISt;
KoHTponb skocTi
cepi:
Consiac Arl,
LLiefiuapis;
KOHTpOsb IKOCTI
cepii
("CtepwnbHicTb"
Ta "P0o3Mip 4yacTok
B CyCneHsii.
HeBugunmi
yacTtku'):
KoHchbapma
®paHuis CAP/I,
PpaHuis

KNIHIYHUMY flaHMK Ta
AaHvMu 3 chapmakoHarnsgy -
3MiHM BHECEHO [0 IHCTPYKLUl

AN MegnyHoro
3aCTOCYyBaHHS NMikapCbKoro
3acoby 4o posainis
"®apMaKonorivHi
B/1ACTMBOCTI"(YTOYHEHHS
iHchbopMmawii, pegaryBaHHs

TekcTty ), "lMokasaHHA"

(yTouHeHHs iHdhopmauii ),
"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMK
nikapcbkMmn 3acobamu Ta
iHWi BUAW B3aemogii”,
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiof
BariTHOCTi Ta roflyBaHHs
rpyaao"(yToYHeHHs
iHdhopmawii ), "3gaTHicTb
BNIMBATY Ha LUBUAKICTb
peaxuii npy kepyBaHHi
aBTOTpaHcnopTom abo
iHWMMK
MexaHi3MamMu" (yTOYHEHHS
iHchopmawii ), "Cnoci6
3aCTOCyBaHHA Ta
[031"(YTOYHEHHS
iHbopmawii ), "MoGiyHi
peakuii , "Mepeno3yBaHHA"
BiANoBigHO A0 maTepianis
peecTpauiiHoro focheE.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO

fo MNopagky 34iiCHEeHH:

hapmakoHarnsagy,
3aTBEPAKEHOIO HakasoMm

MiHicTepcTBa OXOpPOHU

300pOoB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu

Bif, 26 BepecHs 2016 poky Ne
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
996), CTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3HauyeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
26. METPOHIAA3O0I/1- necapii no 500 mr, no 5 TOB "®APMEKC Ykpaina TOB "®APMEKC YkpaiHa MepepeecTpauin Ha 3a He UA/13537/01/01
DPAPMEKC necapiis y 6nictepi, no 2 reyn reyn HeobMeXeHW TepPMiH. peyenmom nionsizae

6nictepy B navi

3MiHM Wwozao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTuui
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUii ans
MeAMYHOro 3acTOCyBaHHSA
reHepuyHux/ribpuaHmnx/éionos
iBHNX NiKapcbknx 3acobis
nicns BHeCeHHs Tiei camoi
3MiHW Ha pethepeHTHui
npenapar (3miHa He noTpebye
HafaHHA XOAHNX HOBUX
[0[aTKOBUX AaHuX) - 3MiHK
BHECEHI [0 iHCTPYKLiTy
po3ginu “lNpoTunokasaHHsA",
"B3aemopis 3 iHLWMMK
nikapcbkMmn 3acobamu Ta
iHWi BUAW B3aemMogii”,
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHoCTi abo rogyBaHHs
rpyaar”, "3aaTtHictb
BN/IMBATW Ha LUBUAKICTb
peakLjii npu KepyBaHHi
aBTOTpaHcnopToM abo
IHLWUMKX MeXaHi3mammn”,
"MepepnosyBaHHa", "Mo6iyHi
peakuii" BignosigHoO A0
iHhopmalii pechepeHTHOro
nikapcbKoro 3acoby
(Pnarin®, cynosuTopii
BariHanbHi no 500 mr).
MepiognyHICTb NOAaHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6e3neku BiANOBILHO
0o Mopaaky 34iCHeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHU
3[0pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKkamu, 3a3HavyeHuMun y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.
27. | HICTATUH MOPOLLIOK (Cy6CcTaHLis) y [NCM CiHouem Higepnangu Kanya Biocepsices ITanisa nepepeectpawis Ha - He UA/8399/01/01
noABiHNX dapmacbloTikans C.n.A. HeobMeXeHW TepMiH nionsizae
nonieTuIeHoBux HesepnaHpac b.B.
naketax Aans
BMPOGHULITBA
HecTepuIbHNUX
nikapcbknx gopm
28. ONTAP® 4 MI' Tabnetkun no 4 mr no 30 BEPNIH-XEMI Al HimeuunHa Brpo6HMLUTBO «in ITanis MepepeecTpauia Ha 3a He UA/6108/01/04
Tabnetok y 6nictepi; no bulk» , nakyBaHHs, HEO0OMEXEHWI TePMiH. 3MiHK peyenmom nionsi2ae

1 6nicTepy B KapTOHHIl
Kopobui

BWMNYCK cepil:
A. MeHapiHi
MaHyakTypiHr
NoricTikc eHp,
Cepsicec C.p.J1,,
ITanis;
KoHTponb cepii:
A. MeHapiHi
MaHyakTypiHr
NoricTikc eHp,
Cepsicec C.p.J1,,
ITanis;
Jomne
PapmaueyTiui
C.n.A,, ltanis

| TMny - 3MiHK Woao
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKil XapakTepucTuui
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUIT Ansa
Me[MYHOro 3aCTOCyBaHHS
reHepunyHuX/ribpuaHmx/6ionog,
i6HMX NiKapcbKnx 3acobis
nicns BHeCeHHs Tiel camol
3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HaZiaHHS XXOAHNX HOBUX
[04aTKOBUX faHuX) 3MiHN
BHECEHO [0 IHCTPYKLUIT Ans
MeJMYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby [0
po3ainis "lMNoka3aHHA"
(YTOYHEHHS hOopMy/THOBaHHS),
"®apMaKonorivHi
B/1acTmMBoCTi",
"MpoTunokasaHHsa",
"B3aemMogis 3 iHWMMK
nikapcbkMmn 3acobamu Ta
iHLWI BMAW B3aemogiin”,
"Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog
BariTHocTi abo rogyBaHHs

rpyaar”, "3aaTHicTb
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

BNIMBATY Ha LUBUAKICTb
peaxuii npy kepyBaHHi
aBTOTPaHCMOPTOM abo
IHWVMK MexaHi3mamn',
"Cnocib 3acTocyBaHHs Ta
fosn", "Oitn" (YyTOYHEeHHA
iHchopmauii),
"MepeposyBaHHA", "M0GIYHI
peakui" BianoBigHO A0
iHchopmawii pedrepeHTHOro
nikapcbKoro 3acoby (Amapwun,
Tabnetkn).

MepioAnyHICTb NOAAHHSA
perynspHo OHOB/IOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO

o MNopagky 34iiCHEeHH:

hapmakoHarnsagy,
3aTBEPKEHOro Hakasom

MiHicTepcTBa OXOpPOHU

370pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 310POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHuMu y
nepioguYHoOCTi NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

29.

ONTAP® 6 MI'

TabneTkn no 6 mr no 30
Tabnetok y 6nictepi; no
1 6nicTepy B KApTOHHIN
Kopobui

BEP/NIIH-XEMI Al

HimeuunHa

Brpo6HMLUTBO «in
bulk» , nakyBaHHs,
BWMNYCK cepil:

A. MeHapiHi
MaHydakTypiHr
NoricTikc eHp,
Cepsicec C.p.J1,,
ITanis;
KoHTponb cepii:
A. MeHapiHi
MaHydakTypiHr
NoricTikc eHp,
Cepsicec C.p.J1,,
ITanis;
Jomne
dapmaueyTiyi
C.n.A., ltanis

ITanis

MepepeecTpadis Ha
HEOOMEXEHMUI TepMiH. 3MiHK
| TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKLUIT Ansa
MeJMNYHOro 3aCTOCyBaHHS
reHepunyHux/ribpuagHux/6ionog,
i6HMX NiKkapcbknx 3acobis
nicns BHeCeHHs Tiel camoi
3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HaaHHA XOAHWUX HOBUX
[0[AaTKOBUX AaHnX) 3MiHU
BHECEHO A0 IHCTPYKUIT Ans

3a
peyenmom

He
nionsieae

UA/6108/01/05
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n/n

3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o

30.

NAKNITAKCEN

MOPOLLIOK (Cy6CcTaHLis) y

TOB "®APMEKC

Ykpaina

Mak Kem

MeAMYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby [0
posginis "lMNoka3aHHA"
(YTOYHEHHS hopMy/THOBaHHS),
"®apMaKonorivHi
BNacTUBOCTI",
"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMK
nikapcbkMmn 3acobamu Ta
iHWi BUAW B3aemogii”,
"Oco611BOCTI 3acTOCyBaHHA",
"3acTocyBaHHA y nepiof
BariTHoCTi abo rogyBaHHs
rpyaar”, "3aaTtHictb
BN/IMBATY Ha LUBUAKICTb
peakLjii Npn KepyBaHHi
aBTOTpaHcnopToM abo
IHWXMKX MeXaHi3mammn”,
"Cnoci6 3acTocyBaHHS Ta
nosun", "Oitn" (yToYHEHHS
iHchopmauii),
"MepepnosyBaHHa", "MoGiyHI
peakuii" BignosigHo A0
iHdhopmalii pechepeHTHOro
nikapcbKoro 3acoby (Amapw,
Tabnetkn).

MepiognyHICTb NOAaHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6€3neku BiANOBILHO

0o Mopagky 34iCHeHHS

chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm

MiHicTepcTBa 0XOpOHU

3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne

996), CTaHOBUTbL: 3rigHO 3i

CTpoKkamu, 3a3HavyeHumun y
nepiogMYHOCTI NoAaHHSA

perynsipHux 3BiTiB 3 6e3MneKu.

nocsio4YeHHs

NoABINHMX

nosieTuIeHoBUX

reyn"

MpopakTc (IHAisa)

rer. /l14.

IHais

nepepeectpawis Ha
HEeobMeXeHW TepMiH.

He
nionsieae

UA/13803/01/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
nakeTtax Ans
dhapmaL,eBTUYHOro
3aCTOCYyBaHHSA
31. | PIHFEPA NAKTAT pO34uH A1 iHdysil, no MpvBaTHe YkpaiHa MpuBaTtHe YkpaiHa MepepeecTpauis Ha 3a He UA/1152/01/01
PO34NH 200 mn a6o 250 mn abo akuioHepHe akuioHepHe HeobMeXeHui TepMiH. peuyenmom nionsieae
400 mn a6o 500 mny TOBapUCTBO TOBapUCTBO
nAswKax "IHdpy3ia” "Indpy3ia” MepiognyHICTb MOAaHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6e3neku BiANOBILHO
0o Mopaaky 34iCHeHHS
chapmakoHarnsgy,
3aTBEPIKEHOIO Haka3oM
MiHicTepcTBa 0XOpoHU
370pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHY 3[4,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHnMU y
nepiogMYHOCTI NoAaHHSA
perynspHux 3siTiB 3 6e3neku.
32. PO34UH PIHTEP- PO34uMH N8 iHdysii no TOB "tOpis-dapm” Ykpaina TOB "HOpis-dapm” YkpaiHa MepepeecTpauia Ha 3a He UA/0872/01/01
NAKTATHWIA 200 mn a6o no 400 mny HeobMeXeHW TepMiH. peyenmom nionsizae

nnswkax; no 100 mn,
a6o no 200 mn, abo no
500 mn, a6o no 1000 mn
Y KOHTelHepax

MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO

0o MNopsaky 34iCHEHHs

thapmakoHarnagy,
3aTBEPKEHOr0 HaKka3oMm

MiHicTepcTBa 0XOpOHU

3[,0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHunii B
MiHiCcTepcCTBI toCTULT YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i
CTpoKkamu, 3a3Ha4yeHUMn y
nepioguYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
33. | CY/Ib®ACANA3VH TabneTku, BKpUTI KPKA, a.4., HoBo CnoBeHis BMPOGHMLTBO CnoBeHis MepepeecTpauis Ha 3a He UA/0420/01/01
NAiBKOBOK 060/TIOHKOHO, MecTo roToBOro HEeobMeXeHW TEPMIH. peuyenmom nionsieae
no 500 wmr, no 10 niKapcbKoro
Tabnetok y 6nictepi, no 3acoby, nepBMHHA MepiognyHICTb NOAaHHSA
5 6nicTepiB y KapTOHHIl Ta BTOPUHHA perynsipHo OHOB/IOBAHOIO
KopoobLi ynakoBka, 3BITY 3 6e3neku BifNoOBIAHO
KOHTpO/b Ta 0o Mopaaky 34iCHeHHS
BUNYCK cepil: thapmakoHarnsagy,
KPKA, a.4., Hoso 3aTBEP)KEHOro Hakasom
mecTo, CroBeHis; MiHicTepcTBa 0XOpOHU
nepBuHHa Ta 3[0pOB’A YKpaiHu Big 27
BTOPUHHA rpyaHa 2006 poky Ne 898,
yrnakoBka: 3apeecTpoBaHuii B
KPKA, a.4., Hoso MiHicTepcTBi tocTuLi YKpaiHu
mecTo, CnoBeHis 19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 3[4,0POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepiogMYHOCTI NoAaHHSA
perynspHux 3siTiB 3 6e3neku.
34. | TUSEPUMH® PO34MH AN1 iH'eKUin, 25 3AT YropumHa 3AT YropuwuHa MepepeecTpauis Ha 3a He UA/0175/02/01
Mr/Ma no 1 mn B amnyrii; dapmaneBTUYHNMI dapmaleBTUYHNI HeobMeXeHWi TepMiH peyenmom nionsizae
no 5 amnyn y KOHTYpHIiA 3asopg ElC 3aBog ElC 3MiHM Wwoao

YapyHKOBIli ynakoBLyj; no
2 KOHTYpPHI YapyHKOBI
YNakoBKM Y KapTOHHIlA
Kopobu,i

6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTuLi
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPyKUii ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJ/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
ab0o JocnigxeHb 3 6e3nekn
3aCTOCyBaHHSA NiKapCbKOro
3aco6y B nic/sipeecTpavyinHunii
nepiog, abo sk pesynbrart
OLLiHKVM 3BITY 3 AOC/iKEHb,
npoBeeHuX BifgnoBigHO A0
nnaHy negjiatpuyuHnx
nocnigmkeHs (PIP) (iHwi
3MiHK) - 3MiHW BHECEHO [0
IHCTPYKUiT ANA MeguyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby a0 posgainis
"MpoTmnokasaHHsa", "Cnocib
3acTocyBaHHA Ta f03n”
(YTOYHEHHs iHdhopMaLii),
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

"Mepepo3yBaHHA",
"HecyMicHicTb" BigNOBIgHO A0
maTepianiB peecTpauiiiHoro
[0CbE NiKapCcbKoro 3acoby

MepioAnYHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO

[0 MNopaaky 3aiiCHEHHS:

dhapmakoHarnsgy,
3aTBEPAKEHOrO HakasoMm

MiHicTepcTBa 0XOpOHU

340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxui
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

35.

TIAMPOCAH®

Tabnetku no 100 Mr no
10 TabneTok y 6nictepi;
no 3 a6o 6, abo 9
6nicTepiB y KApTOHHIl
Kopobu,i

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

MPO.MEA.LC
Mpara a.c.

Yecbka
Pecny6nika

MepepeecTpalis Ha
HeobMeXeHW TEPMIH.
3MiHM Wwozao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuui
niKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUii ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
a60o pocnigxeHb 3 6e3nekn
3aCTOCYBaHHS NMikapCbKOro
3acoby B nic/isipeecTpavyinHuii
nepiog, abo sk pesynbrat
OLLiHKVM 3BIiTYy 3 AOC/iKEHD,
npoBefeHNX BigNOBIAHO A0
nnaaHy negiatpuuHnux
pocnigxens (PIP) (3Miny
Y3rO[KEHO 3 KOMMETEHTHUM
YNOBHOB&)XXEHNM OpraHom) -
3MiHU BHECEHI A0 iHCTPYKLiT
ANS MegnyHoro
3aCTOCyBaHHS NiKapcbkoro

3a
peyenmom

He
nionseae

UA/12821/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

3acoby y po3ginu:
"®apMaKonorivHi
BnacTmsocTi" (iHhopmauis 3
6e3nekn), "MpoTunokasaHHs",
"B3aemopis 3 iHLWMMK
nikapcbkMmn 3acobamu Ta
iHWi BUAW B3aemogiin”,
"Oco611BOCTI 3acTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHoCTi abo rogyBaHHs
rpyaar”, "3aaTHictb
BN/IMBATY Ha LUBUAKICTb
peakLjii Npn KepyBaHHi
aBTOTpaHcnopToM abo
IHWXMKX MeXaHi3mammn”,
"Cnoci6 3acTocyBaHHS Ta
no3n" (iHchopmauis 3
6e3neku), "MobivHi peakuii”
BiANOBIAHO A0 OHOBMEHOT
iHbopmauii 3 6e3neku gjroyoi
PEYOBWHM.

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO

fo MNopagky 34iiCHEHH:

hapmakoHarnsagy,
3aTBEPKEHOro Hakas3om

MiHicTepcTBa OXOpPOHU

370pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 310POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHuMu y
nepioguYHoOCTi NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

36.

TIOMEHTAN HATPIO

MOPOLLIOK (Cy6CcTaHLis) y
naketax noAginHux
nonieTuneHoBnx ans
BMPOGHULITBA
CTEPUNBHUX NiKAPCHKMX

thopm

MAT
"Knismegnpenapa
™

YkpaiHa

"HOP3EPH
CUHTE3NC"

NatBis

MepepeecTpadis Ha
HeoOMeXeHW TepMiH

He
nionsieae

UA/0504/01/01

37.

TYCABIT

cupon no 125 r a6o no

dapmaueyTiwe

ABCTpis

dapmaueyTiwe

ABCTpIs

[NepepeecTpalis TEPMIHOM Ha

6e3

niosnsicae

UA/7788/01/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
250 r y nAswui CKAsHIn habpik MoHTaBIT habpik MoHTaBIT 5 pokiB. peyenma
abo nnacTukosiii; no 1 6X M6X MepiognyHICTL NOAaHHSA
NAAWLi 3 MipHOO perynspHo OHOB/1HOBAHOro
yaileukoto, 3 3BiTy 3 6e3neku BiANOBIAHO
KPWLLIEYKOIO B KAPTOHHIl fo MNopagky 34iiCHEeHH:
KopoobLi thapmakoHarnagy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
300pOoB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHW 3[10P0B’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3HauyeHMn y
nepioguYHOCTi NoAAaHHSA
perynspHux 3BiTiB 3 6e3neku.
38. | ®EHTAHIN MOPOLLIOK (Cy6CTaHLis) y ToBapucTBO 3 YkpaiHa "HOPBEPH Natsis nepepeecTtpawis Ha - He UA/0573/01/01
6aHkax TEMHOro ckna 06MEXEHO CIHTECIC" HeoOMeXeHW TepMiH niosnsieae
ansa dhapmaleBTUYHOro BiANOBIAA/LHICTIO
3acTocyBaHHA "XapkiBcbke
hapmaueBTNYHE
nignpMeMCTBO
"3p0poB'a
Hapoay"
39. ®EPPYM NNIEK PO34uMH N8 iH'ekuin, 100 CaHpos CnoseHis Nex CnoBeHis MepepeecTpavis Ha 5 poki.. 3a He UA/9347/01/01
Mr/2 M1 N0 2 MN B PapmacbioTikan3 $bapmaueBTUYHA 3MiHK Wwopao peyenmom nionsiecae
amnyni; no 5 amnyn y o.4. KOMnNaHia 4.4. 6e3nekun/edekTBHOCTI Ta

6nictepi; no 1 6nictepy
Y KapTOHHiIi1 kopobL,; no
2 mn B amnyni; no 10
amnyn y 6nictepi; no 5
6nicTepiB y KApTOHHIl
Kopobui

hapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHeHNX
[aHux npo cuctemy
thapmakoHarnagy (BBefeHHs
y3ara/ibHeHUX JaHnx npo
cuctemy chapmakoHarnagy,
3MiHa YNOBHOBaXEHOI 0Co6M,
BignoBiganbHoI 3a
3[iACHEeHHS
hapmakoHarnsgy; KOHTakTHol
0cobu 3 chapmakoHarnagy
3asBHUKa 419 34ICHEHHA
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHA BiAMiHHA Bif
YNOBHOBaXEHOI 0Ccoby,
BiANOBIAa/IbHOI 3a
3AiiCHEHHs1 papMakoHarnsay
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

(BK/THOYAOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-alina cucremm
hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXeEHOT 0co6u
3as1BHMKa A1 34iACHEHHS
thapmakoHarnagy. 3miHa
Micus 3AiACHEHHSI OCHOBHOT
LisiNIbHOCTI 3
thapmakoHarnagy. 3miHa
aapecu mactep-gpaiina.
MepiognyHICTb NOAaHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6€3neKku BiANOBILHO
0o Mopagky 34iCHeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 HaKka3om
MiHicTepcTBa 0XOpOHHU
3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.

40.

®NYAAPABIH
"EBEBE"

KOHLleHTparT Ans
po34nHy Ans iHdysin 25
mr/mn, no 2 mn (50 mr) y
chnakoHi; no 1 dpnakoHy
B KapTOHHIi Kopo6ui

EBEBE ®apma
lec.m.6.X. Hor.
K

ABCTpIs

EBEBE ®apma
ec.m.6.X. Hdor.
Kl

AscTpist

MepepeecTpauia Ha
HeobMeXeHW TepMiH
3MiHM Wwoao
6e3nekn/edekTNBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTuLi
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPyKUii ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJ/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
abo JocnigxeHb 3 6e3nekn
3aCTOCyBaHHSA NiKapCbKOro
3aco6y B nic/sipeecTpavyinHunii
nepiog, abo sk pesynbrart
OLLiHKVM 3BITYy 3 AOC/iKEHb,
npoBeAeHnX BignoBigHO A0

3a
peyerimom

He
nionsieae

UA/9416/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

nnaxy negiatpuuHnux
pocnipkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMNETEHTHUM
YMOBHOB&XXEHUM OpPraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT
Ana MeanyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby y po3gin: "MokaszaHHA"
(peparyBaHHs TekCTy),
"Mo6iyHi peakwyii" BigNOBIgHO
[,0 OHOBJIEHOI iHGhopMaLii 3
6e3nekun 4ito4oi peYOBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo OHOB/IOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO

o MNopagky 34iiCHEeHH:

hapmakoHarnsagy,
3aTBEPKEHOro Hakasom

MiHicTepcTBa OXOpPOHU

370pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 310POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHuMu y
nepioguYHoOCTi NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku

41.

XBOLLA
NofLOBOro
TPABA

Tpasa no 50 r abo no
100 r y naykax 3
BHYTPILLHIM NaKkeToM

NAT
"ly6HUhapm"

YkpaiHa

NAT
"ly6HUhbapm"

YkpaiHa

MepepeecTpadis Ha
He0OMeXeHW TepMiH
3MiHM Wwozo
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKLUIT Ansa
MeAMYHOr0 3aCTOCYBaHHS Ha
nigcTaBi perynspHo
OHOBJ/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
abo JocnigxeHb 3 6e3nekn
3acTOCyBaHHS NikapcbKoro
3acoby B nicrsipeecTpayinHuia

nepiog, abo sk pesynbTart

OLLiHKM 3BITY 3 AOC/IAXEHb,

6e3
peyenma

nionsieae

UA/9374/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

npoBefeHnX BigNOBIAHO A0
nnaHy negiatpuyHnux
pocnigxens (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHUM
YNOBHOB&)XXEHNM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKLiT
AN MegnyHoro
3acToCyBaHHS Nikapcbkoro
3acoby A0 posainis
"B3aemogis 3 iHLWMMK
nikapcbkMun 3acobamu Ta
iHWi B1AW B3aemogiin",
"Mo6iyHi peakwyii" BigNOBIgHO
[,0 OHOBJIEHOI iHGhopMaLii 3
6e3nekun Aito4oi pevoBUHN
nikapcbKoro 3acooy.
MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO
fo MNopagky 34iiCHEeHH:
hapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
300pOoB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpyaHa 2016 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu
Bif, 26 BepecHsa 2016 poky
Ne996), cTaHOBUTH : 3riAHO 3i
CTpOKamu, 3a3HauyeHnMn y
nepioguYHOCTi NoAAaHHSA
perynspHux 3BiTiB 3 6e3neku.

42,

XOHAPOITUHY
HATPIIO CYNTIb®AT

MOPOLLIOK (Cy6CTaHLis) B
MilLIKax noABiAHMX
nonieTuneHoBnx ans
BMPOGHULITBA
HecTepuIbHNUX
nikapcbknx gopm

MAT "dapmak”

YkpaiHa

L3ACIH XEHL3E
BIO®APMACHIOT
IKAN KO., T4,

KuTtaii

nepepeecTpauis Ha
He0OMEeXeHW TepMiH

He
nionsieae

UA/13531/01/01

43.

UMACNNATUH
"EBEBE"

KOHLleHTparT Ans
pO34nHy Ans iHgysil, 1
mr/mn no 100 mn (100
Mr) y doniakoHi; no 1
(h/1aKOHY B KapTOHHii
Kopobu,i

EBEBE ®apma
ec.m.6.X. Hdpr.
Kr

ABCTpis

NOBHWIA LMK
BMpOGHMLTBA:
EBEBE ®apma
lec.m.6.X. Hdor.

KI, ABCTpis;

TECTyBaHHS:
Na6op 1+C Al

AscTpis/
HimeuunHa

MepepeecTpadis Ha
HEO0OMEXEHWI TePMiH. 3MiHK
| TMny - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuui
NiKapcbKoro 3acoby, TeKCTi

3a
peyenmom

He
nionsieae

UA/0032/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

HimeyunHa;
TecTyBaHHS:
MmN
Mikpob6ionoriwec
Mptochnabop
'M6X, ABCTpis

MapKyBaHHS Ta iHCTPyKUii Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJ/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
a6o pocnigxeHb 3 6e3nekn
3aCTOCyBaHHS NiKapCbKOro
3acoby B nic/isipeecTpavinHunii
nepiog, abo sk pesynbrart
OLLiHKVM 3BITYy 3 AOC/iKEHDb,
npoBeeHuX BignoBigHO A0
nnaHy negjiatpuyHnx
pocnigpkeHb (PIP) (3MiHy
Y3rO[KEHO 3 KOMNETEHTHUM
YMNOBHOB&XEHNM OpraHom)
3MiHM BHECEHO [0 IHCTPYKLUil
AN MegnyHoro
3aCcTOCyBaHHS NMikapCbKoro
3acoby 4o posainis
"Oco6nmBOCTi 3acTOCYyBaHHA"
Ta "Mob6iuHi peaxuii"
BiANOBIAHO A0 OHOB/MEHOT
iHchopmawii 3 6e3neku
3aCTOCyBaHHA AjtounX
PEYOBUH.

MepioAnYHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO

[0 MNopaaky 3aiCHEHHS:

dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0XOpOHU
300pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

UA/0032/01/02

LUMCNNATUH
"EBEBE"

KOHLleHTparT Ans
pO3unHy A5 iHdysil,
0,5 mr/mn no 20 mn (10
Mmr) a6o no 50 mn (25

EBEBE ®apma
lec.m.6.X. Hopr.
KIr

ABCTpist

NOBHUIA LMK
BMPOGHMLTBA:
EBEBE ®apma
Fec.m.6.X. Hdr.

ABcTpisi/
HimeuunHa

MepepeecTpalis Ha
HeoOMEeXeHU TepMiH. 3MiHK
| Tuny - 3miHn Wwoao

6e3nekn/edekTUBHOCTI Ta

3a
peyenmom

He
nionseae
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'M6X, ABCTpis

a6o pocnigxeHb 3 6e3nekn
3aCTOCyBaHHSA NiKapCbKOro
3acoby B nic/isipeecTpavyinHunii
nepiog, abo sk pesynbrat
OLLiHKVM 3BITY 3 AOC/iKEHb,
npoBeeHnX BifgnoBigHO A0
nnaHy negjiatpuyHnx
nocnigkeHb (PIP) (3MiHy
Y3rO[KEHO 3 KOMNETEHTHUM
YMNOBHOBaXEHNM OpraHom)
3MiHM BHECEHO [0 IHCTPYKLUl
AN MegnyHoro
3acTOCyBaHHS NMikapCbKOro
3acoby 4o posainis
"Oco61MBOCTI 3aCTOCYBaHHS
Ta "Mob6iuHi peaxuii"
BiNOBIAHO A0 OHOB/MEHOT
iHchopmalii 3 6e3neku
3aCTOCyBaHHA Ajitounx
PEYOBUH.

"

MepioAnyHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO

o MNopaaky 3aiiCHEHHS:

dhapmakoHarnsgy,
3aTBEPAKEHOrO HakasoMm
MiHicTepcTBa 0XOpOHU
340pOoB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxui
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne

996), CTaHOBUTL: 3riAHO 3i

CTpoKamu, 3a3HauyeHnMn y

nepiogMYHOCTI NoAaHHSA

perynsipHux 3BiTiB 3 6e3neku.

Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
Mr), a6o no 100 mn (50 K, ABCTpisi; thapmakoHarnagy. 3miHa y
Mr) y donakoHi; no 1 TEeCTyBaHHS: KOPOTKIili XapakTepucTuLi
dhnakoHy B KapTOHHiiA Na6op 1+C AT, NiKapcbKoro 3acoby, TeKCTi
Kopobui HimeuumnHa; MapKyBaHHS Ta iHCTPYKUii Ans
TecTyBaHHS: MeAMYHOro 3acTOCYBaHHA Ha
Mnn nigcrTasi perynspHo
Mikpob6ionoriwec OHOBJ/IOBAHOTO 3BITY 3
Mptochnabop 6e3nekun nikapcbkoro 3acoby,
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HayanbHuK YnpasniHHA (papmaueBTUYHOT AiANBbHOCTI Ta .
sIKkocTi chapmauieBTUYHOT NPOAYKLiT T.M. JlackoBCbKUA



AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

02.01.2019 Ne 7

MEPENIK

NIKAPCbKUNX 3ACOBIB (MEANYHUX IMYHOBIONONYHUX NMPEMAPATIB), LLLOAO AKNX BY/IN BHECEHI 3MIHU A0 PEECTPALINHNX MATEPIANIB, AKI
BHOCATbLCA A0 AEP)XABHOI'O PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHA

Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsi04YeHHs1
1. DL-METIOHIH NOPOLLIOK AT Ykpaina UkaHrusmaraHr KnTaii BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3MiHu | Tuny - - UA/15154/01/01
KpucTanivyHmi "KNIBCbKWI XyauaHr AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
(cybeTaHuin) y BITAMIHHUA $apmacbloTukan 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
MilLKax NoABiiHMX 3ABOA" Ko., T4 HaliMeHyBaHHS 3asiBHVKa (BBeAeHHS 3MiH NpoTsArom 6-Tv
nonieTuIeHoBNX MiCALIB MiCNA 3aTBEPLKEHHS)
ans
thapmavueBTUYHOro
3aCTOCYyBaHHSA
2. | AEPTAN® Kkpem, 15 mr/1r, no BAT "T'efeoH YroplmHa BAT "T'eneoH YropwmHa BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 6e3 UA/13910/01/01
60 ry Ty6i, no 1 Ty6i PixTep" PixTep" AAMiHICTpaTUBHI 3MiHW. 3miHa kogy ATX - 3MiH/ BHECEHO A0 peyenma
B KapTOHHiiA [HCTPYKUIii A8 MEeAUYHOro 3acTOCyBaHHS npenapary Ao
ynakoBLi po3ainy "®apmakoTepanesTuyHa rpyna'. [1o 3aTBepaKeHHs
pekoMeHAY€ETbCA IHCTPYKUIS A1 MEAUYHOTO 3aCTOCYBaHHS
nikapcbKkoro 3acoby i3 kogom ATX, sikuid Bignosigae
MiXXHapogHoMy knacudikatopy BOO3
(http://www.whocc.no/atc_ddd_index/) 3aTBepgxeHo — MO1A
B16, 3anponoHoBaHo — MO2A A25 (BBefeHHS 3MiH MPoTSArom
3-x MicAUIB Nicns 3aTBEPKEHHS); 3MiHW | TUNY - 3MiHK WOoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
3MiHW BHECEHO A0 IHCTPYKLiT 415 MEANYHOro 3aCTOCyBaHHS
niKkapcbKoro 3acoby A0 po3ainis "®apmMakonorivHi
BracTmeocTi", "Oco6/MBOCTi 3aCTOCyBaHHA", "3acTocyBaHHA Y
nepiog, BariTHocTi abo rogyBaHHs rpyaato”, "Cnocié
3acTocyBaHHA Ta gosun”, "Aitn", "Mo6iuHi peakwii" BeegeHHs
3MiH NpoTarom 3-X MicsiliB nicns 3aTBepikeHHs
3. | AEPTAN® Kpem, 15 mr/1r, no BAT "T'efeoH YropwmHa BAT "T'eneoH YropwmHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny - 6e3 UA/13910/01/01
60 ry Ty6i, no 1 Ty6i PixTep" PixTep" 3MiHa HaliMeHyBaHHs1 BUPo6HUKa A®| 6e3 3MiHM MicLs peuenma
B KQpPTOHHIl BMPOGHULITBA
ynakoBLij
4. | AKTPANIA® HM PO34MH ANA iH'EKUiA, A/T Hoso [JaHis BMPOGHUK [Nanis/ BHECEHHS 3MiH 10 peecTpavLiiiHuX MaTtepianis: 3MiHu | Tuny - 3a UA/12611/01/01
MNEHDIN® 100 MO/mn no 3 mn Hopgaick Hepo3g)acoBaHOro ®paHuisn/ 3MiHM Wwoao 6e3nekn/eddeKkTMBHOCTI Ta hapmakoHarisgy. peyenmom
y KapTpuaxi; no 5 NPOAYKTY, Bpaswnis BBegeHHs1 abo 3MiHM A0 y3araslbHeHVX AaHuX Npo cuctemy
KaTpuaxis y HanoBHEHHS B hapmakoHarnagy (BBefeHHs y3arasibHeHUX gaHnx npo
KapPTOHHI KOpooL;i MeHin®, cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHoi 0cobu,
nepBuHHA BiZJNOBIAANbHOI 3a 3iICHEHHS dhapMakoHarnsaay; KOHTaKTHOT
ynakoBka, 0co6u 3 hapmakoHarnsgy 3asaBHUKa AN 3MiACHEHHS
KOHTPO/b SKOCTI chapMakoHarnisgy B YKpaiHi, SKLL0 BOHa BigMiHHA Bif
Ta BignoBiganbHui YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
3a BUMYyCK cepil hapmakoHarnsgy (Bkayarouy KOHTaKTHI faHi) Ta/abo 3miHn y
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
KIHL,EBOro pO3MilLEeHHI MacTep-ghaiina cuctemmn hapmakoHarnsgy) -
npopykty: AIT 3MiHa KOHTaKTHOT 0co6Y B YKpaiHi yNoBHOBaXXeHOT 0co6m
HoBo Hopgaick, 3asBHMKA 151 34iicCHEHH:A papmakoHarnsgy. NponoHoBaHa
[aHis;; BUpo6HUK pepakuisi: JlactoBeHko AHHa CepriiBHa. 3MiHa KOHTaKTHUX
npoaykuii 3a [aHnX KOHTaKTHOI 0cO6M B YKpaiHi yNnoBHOBaXKEHOT 0cobm
MOBHVM LMK/IOM: 3aABHUKA 419 34ICHEHHA hapMakoHarisay
Hoso Hopgaick
IMpoAtoKCLOH
CAC, ®paHuis;
BMPOGHWK ANs
MapKyBaHHA Ta
ynakoBKu
MeHdin®,
BTOPWHHOTO
nakyBaHHs: A/T
Hoso Hopagaick,
[aHisi; BUpo6HUK
Hepo3dacoBaHOl
npoaykKuii,
nepBuHHA Ta
BTOPUHHA
ynakoska: HoBo
Hopgaick Mpoaykao
dapmaceyTika fo
Bpasinb /lITaa.,
Bpasunis
5. AMINIAP IC Tabnetkn ans ToBapucTBO 3 YkpaiHa ToBapucTeo 3 YKpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiiB: 3MiHM | TNy - 6e3 UA/14891/01/01
PO3CMOKTYBaHHS Mo [04aTKOBOIO [04aTKOBOKO AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHNYOT AinbHUL peyenma
8 Tabnetok y BiANOBIAA/IbHICT Bi4NoBiAA/IbHICTIO (BKNtOYAOUM AinbHULI ana APl NPOMKHOIO NPOAyKTY abo
6nicTepi; no 1 a6o 2 0 "IHTEPXIM" "IHTEPXIM" roTOBOrO /iKAPCbKOro 3acoby, AiNbHULi 415 MPOBEAEHHS
6nicTepy B navu,j 3 nakyBaHHs, BUPOOHWKa, BigNoBifanibHOro 3a BUMYCK Cepi,
KapTOHY MicLle NpoBeEeHHS KOHTPOIO cepil) abo noctavyanbHUKa
BMXifHOro martepiany, peareHTy abo A0NOMiKHOT peYOBUHN
(SKLLLO 3a3HAYEHO Y J0ChE)- BUMTYYEHHS AiNbHULI YKpaiHa,
65080, Ofecbka 06:1., M.Ofeca, JllocTaopdcbka fopora, bya.
86, Ae 34iliCHI0ETLCA 36epiraHHs roToBOi NPOAYKLT, Ta
BW/TyYEHHS iHGhopMaLii WoA0 MiCLLe3HaX0MKEHHS IOPUANYHOT
0co6u; 3MiHM | TUNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOJIO SAKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fAoAaBaHHA AiNbHULL, Ha SKiiA
3[iICHIOETLCA KOHTPO/L/BUNPOBOYBaHHA cepil) - 3aMiHa
AiNbHYLG , Aie MPOBOAUTLCSA BUNPOOYBaHHA KOHTPOSIIO cepii : 3
LinbHULL 3a agpecamn YkpaiHa, 65080, Ogecbka 061., M.
Opeca, ioctaopdhcbka gopora, 6ya. 86 Ta YkpaiHa, 65025, m.
Opeca, 21-i km. CTapokuiBCbKOI f0poru, 23 Ha Ai/TbHULIO 3a
aapecoro YkpaiHa, 65025, M. Ogeca, 21-ii kM. CTapoKMiBCbKOT
goporu, 40-A
6. AMIJIAP IC TabneTkn ans ToBapucTBO 3 YKpaiHa ToBapucTBO 3 YKpaiHa BHECEHHS 3MiH 40 pPeeECTpaLiiHNX MaTepiasiB: 3MiHM | TNy - 6e3 UA/14892/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

PO3CMOKTYBaHHS 3i
CMaKoM anesibCuHy
no 8 Tabnetok y
6nicTepi; no 1 abo 2
6nicTepy B navuj 3
KapTOHY

[04aTKOBOIO
BiANOBiAa/IbHICT
0 "IHTEPXIM"

[0AaTKOBOO
BiANoBiAa/IbHICTIO
"IHTEPXIM"

AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHNYOT AinbHUL
(Bovaroumn ginbHuUUi ans A®Il, NpoMixXHOro NpoaykTy abo
roTOBOrO /IIKAPCbKOro 3acoby, AiNbHUL 415 NPOBEAEHHS
nakyBaHHs, BUPOGHWKa, BigNoBifaibHOTO 3a BUMYCK Cepil,
MicLe NpoBefeHHSA KOHTPOIO cepil) abo noctavyanbHUKa
BMXifHOro martepiany, peareHTty abo A0NOMiIKHOT peYOBUHN
(AKLLLO 3a3HAYEHO Y AOChE)- BUMTYYEHHS AiNbHULI YKpaiHa,
65080, Opecbka 06n., M.Ogeca, /llocTaopdicbka gopora, 6ya.
86, fie 34ilicHI0eTLCA 36epiraHHs roToBOI NPOAYKLi, Ta
BW/TyYEHHS iHhopMaLi WoA0 MiCLLe3HaXOMKEHHS OPUANYHOT
0co6u; 3MiHM | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NiKapcbKuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO SAKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo foAaBaHHA AiNbHUL, Ha SKiiA
3[iACHIOETLCA KOHTPO/L/BMNPOBYBaHHA cepii) - 3amiHa
AiNbHYLB , ie MPOBOAUTLCA BUNPOOYBaHHA KOHTPOSIIO cepii : 3
OinbHUUBL 3a agpecamn YkpaiHa, 65080, Ogecbka 061., M.
Opeca, lioctaopdhcbka gopora, 6ya. 86 Ta YkpaiHa, 65025, m.
Opeca, 21-i km. CTapokuiBCbKOI f0pOru, 23 Ha Ai/TbHULIO 3a
aapecoto YkpaiHa, 65025, M. Ofeca, 21-i kM. CTapoKUiBCbKOT
goporu, 40-A

peyernma

AMINAP IC

TabneTtkn ans
PO3CMOKTYBaHHS 3i
CMaKOM BWLLHi 1Mo 8
Tabnetok y 6nictepi;
no 1 a6o 2 6nictepu
B NayLi 3 KAPTOHY

ToBapucTBO 3
[0aTKOBOO
BiANOBIAAIbHICT
0 "IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/BHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiiHux MmaTepiasis: 3MiHu | Tuny -
AQMiHICTPaTUBHI 3MiHW. BunyyeHHs1 BUPOOHUYOT AiNbHUL
(Bkntovaroun ginbHuLi Ans APl NPOMXKHOTO NpoaykTy abo
roTOBOrO JIiKapCbKOro 3acoby, AiNbHULi 415 MPOBEAEHHS
nakyBaHHS, BUPOGHWMKa, BigNoBifaIbHOTO 3a BUMYCK Cepil,

MiCLie NpoBEeAEHHSA KOHTPO/IIO cepii) abo noctayasibHyKa

BMXifHOro Martepiany, peareHTy abo AONOMiXHOT pe4OBUHU

(AKLLO 3a3HAYEHO Y I0CbE)- BUTYYEHHS AiNbHULI YKpaiHa,
65080, Ogecbka 06s1., M.Ogeca, JllocTaopdcbka gopora, oya.
86, Ae 34iliCHI0ETLCA 36epiraHHs roToBOI NPOAYKLT, Ta

BUIYYEHHS IHopMaLil WoA0 MiCLLe3HaxX0MKEHHS PUANYHOT
0co6u; 3MiHW | TUNy - 3MiHK 3 AKOCTI. OTOBWIA NikapCbknit
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa iMnopTepa/3MiHu, Lo

CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOI0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo goAaBaHHA AiTbHUL, Ha SKiiA
3[iICHIOETLCS KOHTPOL/BUMPOGYBaHHS cepii) - 3aMiHa
OiNbHWLG , Ae MPOBOAUTLCSA BUNPOOYBaHHA KOHTPOSIIO cepii : 3
LinbHULBL 3a agpecamn YkpaiHa, 65080, Ogecbka 061., M.
Opeca, lloctpopdhebka gopora, 6ya. 86 Ta Ykpaiva, 65025, m.

Opeca, 21-i kM. CTapokuiBCbKOI foporu, 23 Ha Ai/IbHULO 3a

agpecoro YkpaiHa, 65025, m. Ogeca, 21-i kM. CTapOKMIBCbKOT
poporu, 40-A

6e3
peyenma

UA/14893/01/01

AMICIIPOH® IC

TabneTkn
NPOSIOHrOBaHOI A,
BKPUTI N/iBKOBOKO
060/10HKO10, No 0,08
rno 10 TabneTok y
6nictepi, no 1 abo

ToBapucTBo 3
[04aTKOBOIO
BignoBsiganbHicT
0 "IHTEPXIM"

YkpaiHa

ToBapucTso 3
[0[aTKOBOK
Bi4nNoBIgANbLHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHu 3 sKocTi. FoTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOJII0 AKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo gofaBaHHA AiNbHUL, Ha AKIA 34JiACHIOETECS
KOHTPO/L/BUNPOOYBaAHHS cepii) - 3aMiHa BUPOGHWYOT AifbHUL,

3a
peyenmom

UA/13800/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
no 2 6nictepn y Ha SIKii 34jICHI0ETbCA KOHTPONb cepii MM13 (3 ginbHWUj 3a
nauui 3 KapToHy

appecoto: YkpaiHa, 65025, M. Ofeca, 21-ii kM. CTapoKWiBCbKOT
noporu, 23 Ta YkpaiHa, 65080, Ogecbka 0611., M. Ofeca,
NMocTtpopdicbka fopora, 6ya. 86, Ha AibHNLIO 3a aApecor
YkpaiHa, 65025, m. Opneca, 21-i km. CTapoKUiBCLKOI fOporK,
40 — A); 3MiHK | TUNY - AOMIHICTPaTMBHI 3MiHU. BunyyeHHs
BMPOGHMYOT AinbHNL (BKIHOYatoum AinbHuui ans Adl,
NPOMIXXHOro NPoAyKTy abo rotoBoro fikapcbkoro 3acoby,
AiNbHULI ANA NPOBeAEHHS NakyBaHHS, BUPOOHMKa,
BiANOBIAA/IbHOrO 3a BUMYCK CEPIil, MiCLie NPOBeAEeHHS
KOHTPO/IO cepii) abo nocTavasibHUKa BUXIGHOTO marepiany,
peareHTy ab0o LONOMIKHOI PEYOBMHY (SIKLLO 3a3Ha4YeHOo Y
[OCbE) - BUTYYEHHS AiNTbHUL, Ha SKii 34iCHIOETLCA
36epiraHHa rotoBoT Npoaykuii (agpeca Ykpaina, 65080,
Opecbka 06., M. Ogeca, JliocTaopdcbka gopora, 6ya. 86) Ta
BWJ/TyYEHHS iHhopMaLi WoA0 MiCLLe3HaXOMKEHHS OPUANYHOT
0co6u; 3MiHM | TUny - 3MiHK 3 AKOCTi. OTOBWIA NiKapcbKuii
3aci6. 3MiHV Yy BUPO6HULTBI. 3MiHW BUNPO6yBaHb abo
[ONyCTUMMX MEX, BCTAHOB/IEHUX y cneuuddikalisx, nig yac
BMPOOHULTBA rOTOBOrO NiKapCbKoro 3acoby (iHLi 3MiHKW) - 3MiHU
[0 cneumndikayii Ta MeTofiB KOHTPO/IIO Ha MPOMDKHY
NPOAYKLIO: - YTOUHEHHA (DOPMY/IOBAHHA HOPMYBaHHS TECTIB
3a NoKasHUKOM «Onuc» (3a3HayeHHs NiBKOBOT 0600HKN B
onwvci TabneTku BigNOBIAHO A0 NiKapcbkoi hopmu) Ta
«lgeHTudikayis» y cneumdikayii Ta metTogax KOHTPOSIO
NPOMIXHOro NpoAaykTy «Hepo3sdacosaHi TabneTkun, BKPUTI
NNiBKOBOK 060/IOHKO»; - peflakLiiiHe YTOYHEHHS onucy
npoeaypu BUKOHaHHA TeCTy 3a NokasHnKom «KinbkicHe
BU3HAYEHHSA» NPOMIKHWUX NPOAYKTIB «[paHynAaT HeonyapeHuii»,
«Hepo3sdacoBaHi TabneTkn, BKpUTi 060/I0HKOK» Ta «TabneTkm
— fiApa»; - 3a NOKa3HMKOM «OAHOPIAHICTb BMICTY Aito4oi
peyoBUHM» pesynbTart (BMicT A®I) B NPOMIXXHOMY MPOAYKTI
«TabneTkn — agpa» NpUBEAEHO Yy BigcoTkax «%» 3amicTb
«rpam» Ta yTOYHEHHSI ONWC NpoLiefypy NPOBEAEHHS
TeCcTyBaHHs BignoBigHo Ao AdY 2.9.6. Kputepii npuiAHATHOCTI
3a/IMLLNANCS HE3MIHHUMU; 3MiHW | TURY - 3MiHW 3 AKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. KOHTPOIb JOMOMDKHUX PEYOBUWH
(iHWi 3miHW) - NpuBeAEeHHS cneumqikaLii Ta MeToAiB KOHTPO/IO
[0MNOMDKHMX PEYOBUH, Y BiANOBIAHICTb A0 BUMOr EP Ta Y
Aitoye BuaaHHs: - linpomenosa
(rigpokcunponinmeTuLentonosa) (3a nokasHukamm
Po3unHHicTb, pH, B'a3kicTb, KinbkicHe BU3HaYeHHS
METOKCUIpyn i TiAPOKCK — NPONOKCUrpyn, 'paHyTIoMeTpUYHWNIA
cknap); - MosigoH (3a nokasHukamu laeHTudikadis, B’askicTb,
BupaxeHna sennunHa K, CynposigHi fomiluku, KinbkicHe
BM3HAY€EHHS); - MarHito cTeapaT (3a NokasHvKamMy PO3UMHHICTb,
KinbkicHe BU3HaYeHHS MarHito); 3miHu | Tuny - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I (iHWi 3MiHK) - 3MiHK f0 cneyudikauii Ta
MeToZiB BXifHOro KoHTposito A®I: - 3a nokasHukom «MBUY»

YTOUYHEHHs1 (DOPMY/I0BaHHS HOPMYBaHHS!, Y 3B's13Ky 3
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

NpUBELEHHAM Y BigNOBIAHICTb A0 BUMOr A®Y fjtoyoi pegakuii;
- 3@ NOKa3HNKOM «CynpoBifHi [OMILLKN» BHECEHHS YTOUHEHHS
00 po3sainy MpuaaTHicTe XpomaTorpadiyHoi cuctemu; - 3a
MOKa3HNKOM «KinibKiCHe BU3HAYEHHS» YTOUYHEHHS Onucy
BUKOHaHHSI METOAMKMN TECTY; - 38 NOKA3HNKOM «3auINLLKOBI
KiNIbKOCTi OpraHiYHnX po34MHHKKIB» 3MiHA YMOB
XpomatorpadyBaHHs Ta MeTOANKN NPOBEAEHHS TeCTYBaHHA Y
Bi4NOBIAHOCTI A0 AOKYMeHTaUiT BUPO6HUKa. Kputepil
NPUAHATHOCTI 3aUTMLINANCS HE3MIHHUMWU; 3MiHW | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsagy (iHwi 3mMiHn)
- po3gin «IpaciyHe 306paKeHHs» 3aMiHEHO Ha PO34in
«MapKyBaHHs1»

APTPULA®

PO3UUH ANS iH EKLN,
100 mr/mn; no 2 mn
B amnynax; no 5
amnyn y noTky; no 2
NOTKW Y navui 3
KapTOHY

3AT "dapmnira”

JInToBCbKa
Pecny6nik
a

XAYNT ®APMA
NIBPOH

®paHuisa

BHECEHHS 3MiH [0 peecTpaviiiHuX maTepianis: 3MiHa 3asBHVKa
(BNacHvKa peecTpauiiHoro nocBig4eHHs1). BBeieHHS 3MiH
NpPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHu | TNy -
3MiHuM Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHWX AaHUX Npo cuctemy
chapmakoHarnsgy (BBeEHHS y3araslbHEHUX AaHMX Npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoT ocobu,
BiANOBIAA/ILHOI 3a 34iicCHEHHSA dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asiBHvKa Ans 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOI 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsgy (Bkaoyatoum KOHTakTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-ghaiina cuctemun hapmakoHarnsagy). 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0CO6U, BiANOBiAaNbHOI 3a
dhapmakoHarnag. 3mMiHa Homepa macTep-gaina.

3a
peyenmom

UA/15442/01/01

10.

ACKOPBIHKA®-
KB

TabneTtku no 25 mr,
no 10 TabneTok B
eTukeTui

AT

"KUIBCbKWI

BITAMIHHUI
3ABOJ"

YKpaiHa

AT "KUIBCbKUN
BITAMIHH
3ABOA"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHA Ha3BW NikapcbKoro 3acoby -
3aTBepxeHo: Kucnota ackopbiHosa (BiTamiH C) 3 LlyKpOM,

3anponoHoBaHo: AckopbiHka®-KB BBeAeHHS 3MiH NpoTarom 6-

TW MiCALIB Nicnsa 3aTBepMXEHHS. 3MiHK | Tuny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHu) -
3MiHW y TEKCTi MapKyBaHHA NEPBUHHOI YNakoBKW, a came A0

po3ainy “Ans nikapcbkmx 3aco6iB, ki Npu3HaveHi Ans

CaMOCTINHOro NikyBaHHSA — iH(hopMaLlis LLOAO 3aCTOCYBaHHA".

BBeAeHHA 3MiH NPOTAroM 6-TU MicaLiB NicAs 3aTBEPAKEHHS.

6e3
peyenma

UA/4570/01/01

11.

ACKOPBIHKA®-
KB

Tabnetku no 25 wr,
no 10 TabneTok B
eTukeTLi

AT

"KNIBCbKIN

BITAMIHHUI
3ABOA"

Ykpaina

AT "KUTBCbKMIA
BITAMIHHUIA
3ABO["

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny -
BU/TyYEeHHs1 BUpoBOHUKa A®| Kucnota ackopbiHoBa (BiTamiH C);
CynyTHs1 3MiHa: 3MiHa y napameTpax cneuudikauiin Ta/abo
[ONyCTUMMX MEX, BU3HaUeHuX y cneuudikalisx Ha A®l, abo
BUXIAHWIA/MPOMIKHWIA MPOAYKT/peareHT, W0 BUKOPUCTOBYHTLCS
y npoteci BUpo6HMLUTBa ADI - y 3B’A3KY 3 BUSTYUEHHSIM
Bupo6Huka APl Kncnota ackop6iHosa (BitamiH C), BHeCeHi
Bi4MOBIAHI 3MiHM 4O NOKA3HUKIB: “3a/IMLLKOBI KifIbKOCTI
OpraHiYHMX pPo34MHHKKIB” i “TepMiH npuagaTHocTi”

6e3
peyenma

UA/4570/01/01

12.

ACKOPBIHKA®-
KB 31 CMAKOM
AMEJ/IbCHA

Tabnetkn no 25 mr
no 10 TabneTtok B
eTukeTLi

AT
"KI/III'BCbKI/II/Iv
BITAMIHHUIN

Ykpaina

AT "KUTBCbKUIA
BITAMIHHUIA
3ABOJ"

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny -
BUyYeHHs BUpobHuka A®| Knucnota ackopbiHoBa (BiTamiH C);
CynyTHs 3MiHa: 3MiHa y napameTpax cneuudikauiin Ta/abo

6e3
peyenma

UA/4571/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

3ABOL"

[OMNYCTUMMX MEX, BU3HaUeHux y cneuudikalisx Ha Ad®l, abo
BWXiAHWIA/NPOMIKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYHOTHLCSA
y npoueci Bupo6HuuTea A®I - y 38’A3Ky 3 BUSTyUYEHHAM
BMpo6HuKa APl Kncnota ackop6iHosa (BiTamiH C), BHeCeHi
Bi4MNOBIAHI 3MiHW 40 NOKA3HUKIB: “3a/IMLLKOBI KifIbKOCTI
OpraHiyHMX po34YMHHUKIB” i “TepMiH npugaTHocTi”

13.

ACKOPBIHKA®-
KB 31 CMAKOM
NIMMOHA

Tabnetkn no 25 mr
no 10 TabneTok B
eTukeTLi

AT

"KUIBCbKWI

BITAMIHHUI
3ABOJ"

YkpaiHa

AT "KWTBCBKIAI
BITAMIHHU
3ABOJ"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny -
BU/TyYeHHs BUpobHuka APl Kucnota ackopbiHosa (BiTamiH C);
CynyTHsl 3MiHa: 3MiHa y napameTpax cneuudikauiin Ta/abo
[OMNYyCTUMMX MEX, BU3HaueHux y cneuudikalisx Ha Ad®l, abo
BUXiAHWIA/NPOMIKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYHOTHLCS
y npoueci Bupo6HuuTea A®I - y 38’A3Ky 3 BUTYUYEHHAM
BMpo6HuKa A®| KncnoTa ackop6iHoBa (BiTamiH C), BHeCeHi
BiAMNOBIAHI 3MIHW 4,0 NOKA3HUKIB: “3a/IMLLKOBI KifIbKOCTI
OpraHiyHMX po34MHHKUKIB” i “TepMiH npugaTHocTi”

6e3
peyenma

UA/1529/01/01

14.

ACKOPBIHKA®-
KB 31 CMAKOM
M'ATUN

TabneTtkn no 25 mr
no 10 TabneTok B
eTukeTui

AT

"KUIBCbKWI

BITAMIHHUI
3ABOJ"

YKpaiHa

AT "KUIBCbKIN
BITAMIHH
3ABOA"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHMX maTepiasiB: 3MiHu | Tuny -
BU/yYeHHs BUpobHuka APl Kucnota ackopbiHosa (BiTamiH C);
CynyTHsl 3MiHa: 3MiHa y napameTpax cneuudikauiin Ta/abo
[OMyCTUMUX MeX, BU3HaUYeHUX y crneuudikadisx Ha Ad®l, abo
BUXiAHWIA/NPOMIDKHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYHOTHLCS
y npoveci BupobHmuTBa Ad| - y 3B'A3KY 3 BUSTYUEHHAM
BMpo6HuKa APl Kncnora ackop6iHoBa (BitamiH C), BHeCeHi
Bi4NOBIAHI 3MiHW 4,0 NOKA3HUKIB: “3a/INLLKOBI KifIbKOCTI
OpraHiYHMX po34MHHUKIB” i “TepMiH npugaTHocTi”

6e3
peyenma

UA/1527/01/01

15.

ACKOPBIHKA®-
KB 31 CMAKOM
nonyHuul

TabneTtky no 25 mr
no 10 TabneTok B
eTunkeTL,i

AT

"KUIBCbKWI

BITAMIHHUA
3ABO["

YkpaiHa

AT "KUIBCbKUN
BITAMIHH
3ABOA"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny -
BUyYeHHs BUPoOHMKa A®| Knucnota ackopbiHosa (BiTamiH C);
CYMyTHS 3MiHa: 3MiHa y napameTpax cneuudikauin Ta/abo
JOMyCTUMUX MEeX, BU3HaUYeHUX y cneumdikayisx Ha Ad®l, abo
BUXiZAHWIA/NPOMiXHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA
y npoveci BupobHmuTBa Ad| - y 3B'3KY 3 BUSTYUEHHAM
BMpo6HMKa A®| KncnoTa ackop6iHoBa (BitamiH C), BHeCeHi
BIANOBIAHI 3MiHM A0 NOKA3HWKIB: “3a/INLLIKOBI Ki/IbKOCTI
OpraHiYHMX PO3YMHHMKIB" i “TepMiH NpnaaTHOCTI”

6e3
peyenma

UA/1528/01/01

16.

AYTMEHTUH™

NnopoLUoK AN
pO3unHy Ans
iH'ekujin, 1000
mr/200 mr, 10
hNakoHiB 3
MOPOLLKOM B
KapTOHHI ynakoBLi

nakcoCmiTKns
H EkcnopT
Nimiteq

Benvka
BpuTtaHis

CMITKNsiliH Bivem
dapmMacboTUKaC

Benvka
BputaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
nogaHHA Hosoro CEP Ne R1-CEP 1998-142-Rev 07 gns Adl
CTepW/IbHOrO Kaulito KnaBynaHaTy Bify HOBOro BUPOGHMKa [0
BX€e 3aTBEPKEHOro BUpobHUKa; 3MiHM | TUNy - 3mMiHa nepiogy
NOBTOPHMX BMNPOGyBaHb/nepiody 36epiraHHa abo yMoB
36epiraHHa A®| - 36inblUEeHHS ab0 BBeAEHHS nepioay
NOBTOPHOro BUNpobyBaHHsA/Nepioy 36epiraHHA Ha OCHOBI
pe3ynbTaTiB AOCiMKEHb Y peasibHOMY Yaci - CEP Ne R1-CEP
1998-142-Rev 07 He nepegbayae nepiog NOBTOPHOrO
BUNpobyBaHHA A®I, kOMNaHis NPONOHYE 3apeecTpyBaTu
nepiog, NOBTOPHOIO BUNPOGYBaHHS A1 CTEPU/IBHOIO Kaulito
KBaBynaHaTy — 24 Micsiusi Ha OCHOBI pe3y/ibTaTiB AOCAIMKEHHS
cTabinbHOCTI y peasnibHOMY Yaci. BBeeHHs1 3MiH NpOTArom 6-
TWU MicsILiB nicnsa 3aTBeppKeHHs

3a
peyenmom

UA/0987/01/01

17.

AYPOMOJOKC

TabneTku, BKpUTI
N1iBKOBOKO

Aypo6iHao
Papma /114

IHais

Aypo6iHgo ®apma
Nita. FOHIT VI,

IHais

BHECEHHS 3MiH [0 peecTpavliiiHiX MmaTepianiB: TeXHIiYHa
nomMmusika (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/13403/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
obonoHkoto, no 100 Bnokn D Ta E BMMNpaB/eHHs TexHiuHOi nomunkn y MKA N3, ska byna
Mr no 10 TabneTok y ponyuleHa npu peectpaduii /13 (Haka3 Ne 88 Big 30.01.2014 p.),
6nicTepi; no 1 npv nepeHeceHHi iHhopmalii 3 maTepianis peecTpauiiiHoro
6nictepy B nocbe (po3gin 3.2.P.3.2), a came y po3gini «Ckiag , [ONOMiXHI
KapTOHHI KopooLyi pevoBUHM» BY/10 BUNAAKOBO 3a3HAYEHO B AKOCTi AOMNOMiKHOI
PEYOBUHM «TiNPOMeno3a», 3amicTb
«TiJPOKCMNPONINLLE/0103a»
18. | AYPOMNOAOKC TabneTku, BKPUTI Aypob6iHa0 IHais Aypob6iHao dapma IHais BHECEHHS 3MiH [10 peecTpaLiliHiX MaTepianiB: TEXHIYHA 3a UA/13403/01/02
nNiBKOBOKO Papma /114 Nt4. FOHIT VI, nomusika (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460) peyernmom
o6onoHkoto, no 200 Bnokn D Ta E BMMNpaB/eHHs TexHiYHOI nomunkn y MKA N3, ska 6yna
mr, no 10 TabneTok nonyuleHa npu peectpaduii /13 (Haka3 Ne 88 Big 30.01.2014 p.),
y 6nicTepi; no 1 npu NnepeHeceHHi iHchopmau,ii 3 MaTepianis peecTpauinHoro
6nictepy B nocbe (po3gin 3.2.P.3.2), a came y po3gini «Ckiag , [ONOMiXHI
KapTOHHI Kopo6Lyi peYoBUHM» BYN0 BUNAAKOBO 3a3HAYEHO B SAKOCTI AOMOMDKHOT
PEYOBUHM «TiNPOMeno3a», 3amicTb
«rigpoKcunponinuentoosa»
19. | AUEPBIH Masb no 30 r abo dapmaueyTiwe ABCTpist dapmaLeyTiie ABCTpist BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 UA/15260/01/01
100 r masi B Ty6i; no habpik habpik MoHTaBIT 3MiHW Yy TEKCTi MapKyBaHHs NEePBUHHOT Ta BTOPVHHOT YNakoBKM, peyenma
1 Ty6i B KAPTOHHIl MoHTaBiT TM6X 6X a came [0 po3ginis “fata 3akiH4eHHA TepMiHy nNpuaaTHoCT” Ta
ynakoBLi “Homep cepii nikapcbkoro 3acoby”
20. | ALIECTAL TabneTky Wwunyyi no CTALA HimeuumnH BMNYCK Cepi: HimeuumnH BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiiB: 3MiHM | TNy - 6e3 UA/1659/02/01
200 mr no 20 ApuHaiimiTTens a CTALA a 3MiHu 3 siKoCTi. FOoTOBWMIA Nikapcbkuid 3aci6. 3MiHN y peuyenma
Tabnetok y Ty6i; no Al ApuHaiimMiTTeNb BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, LLLO CTOCYHOTLCA BUMYCKY
1 Ty6i y KapTOHHIM Al', HimeuunHa; cepii Ta KOHTPOJII0 SIKOCTi TOTOBOTO /ikapCcbKoro 3acoby (3amiHa
ynakosLi; no 25 BMPOGHMLTBO abo gofaBaHHA AiNbHUL, Ha SKI 34JiACHI0ETLCS
TabneTtok y Ty6i, no Hepo3g)acoBaHOro KOHTPONb/BUNPOGYBaHHSA cepil) - BBEAEHHSA A0AATKOBOT
2 Ty6u y KapTOHHiIl NpOAYKTY, LiNbHUL ANS1 KOHTPOSIO Cepii rOTOBOTO J1iKapCbKoro 3acoby
ynakoBLUi NnepBuHHE Ta Mepkne 'm6X, L0 po3TalloBaHa 3a agpecoto [pad-Apko-
BTOPUHHE Ltpacce 3, Ynbm, BageH-Bioptem6epr, 89079, HimeuunHa
nakyBaHHS,
KOHTPO/b cepiii:
Mepkne 'm6X,
HimeyuunHa;
KOHTPO/b Cepil:
Mepkne 'm6X,
HimeyunHa
21. | ALECTA[ TabneTku wunydi no CTAOA HimeuumnH BUNYCK cepili: HimeuunH BHECEHHS 3MiH O peeCcTpaLiiiHnx maTepianis: 3MiHu | Tuny - 6e3 UA/1659/02/02
600 mr no 10 a6o 20 | ApuHaimiTTeNb a CTAOA a 3MiHu 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHM y peyenma
TabneTtok y Ty6i; no Al ApuHaiimiTTens BUPOGHMLTBI. 3MiHa iMNopTepa/3aMiHK, LLLO CTOCYIOTbCS BUMYCKY

1 Ty6i y KapTOHHilA
ynakosuj; no 25
TabneTtok y Ty6i; no
2 Ty6un y KapTOHHilA
ynaKkoBLi

AT, HimeuyunHa;
BMPOGHMLTBO
Hepo3dacoBaHoro
NPOAYyKTY,
nepBuHHe Ta
BTOPWHHE
nakyBaHHSl,
KOHTPO/b Cepiit:
Mepkne 'm6X,

cepii Ta KOHTPOJII0 SKOCTi FOTOBOrO NikapCbKoro 3acoby (3amiHa
ab0 foaaBaHHA AiNbHULI, Ha SIKIA 34iACHIOETLCS
KOHTPONb/BUNPOBYBaHHSA cepil) - BBEAEHHSA A04aTKOBOT
AiNbHUL ANA KOHTPO/IO Cepil FOTOBOrO NikapCbKoro 3acoby
Mepkne N'm6X, Lo po3TawoBaHa 3a agpecoto pad-Apko-
LWtpacce 3, Ynbm, bageH-Bioptemb6epr, 89079, HimeuunHa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
HimeyuunHa;
KOHTPO/b Ccepil:
Mepkne I'm6X,
HimeyunHa
22. | ALUK® Kpem 5% no2ry CaHpos CnoBeHis Cantotac Papma HimeuumnH BHECEHHS 3MiH 40 peecTpaviiHNX MaTepiasis: 3miHu | Tuny - 6e3 UA/9433/02/01
Ty6i; no 1 Ty6i B dapmacbloTikan 6X a 3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peyenma
KapTOHHI Kopo6Lyi 34.4. BBefeHHA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHVX AaHnX npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoT ocobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHvKa ANns 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsgy (Bkoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MmilLeHHi MacTep-ghaiina cuctemun hapmakoHarnsgy) -
3MiHa KOHTaKTHMX JaHUX YNOBHOBAXEHOT 0CO6Y 3asiBHMKA ANS
3[jiCHeHHs dhapmakoHarnagy. 3MiHa Micus 34iiCHEHHS
OCHOBHOI Aisi/IbHOCTI 3 hapmakoHarnagy. 3MmiHa agpecu
mMacTep-gaiina
23. | AULU® PO34YUH OpasIbHUIA, CaHpo3 CnoseHis BMPOGHMLITBO HimeuunH BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/8272/02/01
no 20 mr/mn no 100 PapmacboTiKas "bulk”, nepBnHHe a 3MiHM Wopo 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsgy. peyenma
mn a6o no 200 mn 'y 34.4. Ta BTOPUHHE BBeaeHHs abo 3MiHM [0 y3arasibHeHWX AaHUX Npo cucTemy
dhnakoHi; no 1 nakyBaHHs, thapmakoHarnagy (BBeAeHHs y3arasibHeHVUX AaHnX npo
donakoHy y TeCTyBaHHS: cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoT ocobu,
KOMMNEKTi 3 MipHUM dapma BiANOBIAA/IbHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
KoBnaykom Ta/abo BepHirepoge ocobu 3 hapmakoHarniagy 3asBHvKa ANs 34IMCHEHHSA
MipHUM M6X, HimeuunHa; chapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHA Bif,
annnikatopom BUNYCK cepii: YNOBHOBaXEHOI 0CO6W, BiANOBIAAILHOI 32 3iiCHEHHS
(wnpuuem) y Cantotac ®apma hapmakoHarnsay (Bka4atoum KOHTakTHI AaHi) Ta/abo 3MiHn y
KapTOHHI Kopo6Lyi vm6X, HimeuunHa po3MmilLieHHi MacTep-chaiina cuctemun hapmakoHarnsgy) -
3MiHa KOHTaKTHMX JaHUX YNOBHOBAXEHOT 0CO6Y 3asiBHMKA ANS
3[jicHeHHs dhapmakoHarnagy. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa agpecu
macTep-gaiina
24. | AULU® 100 TabneTky Wwunyyi no CaHpos CnoBeHis BUMYCK cepil: HimeuumnH BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3MiHu | Tuny - 6e3 UA/8272/01/01
100 mr no 20 PapmacboTikas Cantotac Papma a/ ABcTpis 3MmiHu Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsgy. peuenma
Tabnetok y Ty6i; no 34.4. M6X, HimeyuunHa; BeefieHHs1 ab0 3MiHU [0 y3araslbHEHNX faHnX Npo cuctemy

1 Ty6i B KApTOHHIl
KOpoo6Li

BMPOGHUK in bulk,
nakyBaHHs:
Xepmec dapma
lec.m.6.X.,
ABCTpis;
aNbTepHaTUBHWIA
BMPOGHUK in bulk,
nakyBaHHs:
Xepmec
ApuHaiimiTTens
'm6X, HimeuyrHa

thapmakoHarnagy (BBeAeHHS y3arasibHeHNX AaHnX Npo
cuctemy chapmakoHarnsgy, 3MiHa ynoBHoOBaXkeHoi ocobu,
BiZiNOBIAANbHOI 3a 3iICHEHHS hapMakoHarnsay; KOHTaKTHOT
0co6u 3 chapmakoHarnsay 3asiBHuUKa 4151 34iNCHEHHs
thapmMakoHarnagy B YkpaiHi, AKLL0 BOHa BiAMiHHA Bif
YNOBHOBaXXeHOi 0cobK, BiANOBIfa/IbHOT 3a 3AiiCHEHHS
hapMakoHarniagy (BKIYaKUM KOHTaKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm hapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXXEHOI 0COOU 3asiBHUKA [/15
3iicHeHHs hapmakoHarisgy. 3MiHa micus 34iACHEHHS
OCHOBHOI AisiNbHOCTI 3 ddapmakoHarasgy. 3MiHa agpecu
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
mMacTep-goaiina
25. | AUU® 200 TabneTky Wwunyyi no CaHpo3 CnoBeHis BUMYCK cepil: HimeuuunH BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 3miHu | Tuny - 6e3 UA/8272/01/02
200 mr no 20 dapmacbroTikas Cantotac Papma a/ ABcTpist 3MiHM Wwoao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarisgy. peuyenma
Tabnetok y Ty6i; no 3 4.4 M6X, HimeuunHa; BBefeHHs1 ab0 3MiHU [0 y3arasibHeHVX AaHNX Npo CUCTeEMy
1 Ty6i B KAPTOHHIl BMPOOGHUK in bulk, hapmakoHarnsgy (BBefeHHs y3araslbHeHUX JaHuX Npo
KopoobUi nakyBaHHs: cuctemy hapmakoHarnsgy, 3miHa ynoBHOBaXKeHOI 0cobu,
Xepmec ®apma BiANOBIAANbLHOI 3a 34iicCHEHHSA hapMakoHarnsay; KOHTaKTHOI
fec.m.6.X., ocobu 3 hapmMakoHarsay 3asBHUKa A1 34iCHEHHS
ABCTpis; hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMIHHA Bif
anbTepHaTUBHWIA YMOBHOBaXEHOT 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
BMPOOGHUK in bulk, hapmMakoHarnagy (BKIYarun KOHTaKTHI gaHi) Ta/abo 3MmiHn y
nakyBaHHs: pO3MilLEeHHI macTep-ghaiina cuctemmn chapmakoHarnsagy) -
Xepwmec 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXKEHOT 0CO6U 3asBHUKa A1
ApuHaiimiTTens 3[iiCHEeHHs1 hapMakoHaraay. 3MiHa Micusa 34iCHEHHSI
'M6X, HimeyunHa OCHOBHOI Aisi/IbHOCTI 3 papMakoHarnsay. 3miHa agpecu
mMacTep-goaiina
26. BEH3O0HA/ IC® Tabnetku no 100 mr ToBapucTBo 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/9793/01/01
no 10 Tabnetok y [04aTKOBOKO [,00,aTKOBOKO 3MiHM 3 SIKOCTi. [0TOBMIA Nikapcbkuii 3aci6. 3MiHK y peyernmom
6nicTepi; no 5 BiANOBiAa/IbHICT BiANoBiAa/IbHICTIO BMPOGHMLTBI. 3MiHa iMNnopTepa/3MiHu, L0 CTOCYHTLCS BUMYCKY
6nicTepiB y nauui 0 "IHTEPXIM" "IHTEPXIM" cepii Ta KOHTPOJII0 AKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo gofgaBaHHA AiNbHUL, Ha AKIA 34JiACHIOETECS
KOHTPO/b/BMNPOGYBaHHS cepii) - 3amiHa AinbHUUb , e
NPOBOAMTLCA BUNPOBYBaHHS KOHTPOJIKO Cepil : 3 AiNbHULG 3a
agpecamm Ykpaina, 65080, Ogecbka 06/1., M. Ogeca,
NMocTtpopdhebka gopora, 6ya. 86 Ta YkpaiHa, 65025, M. Ogeca,
21-i4 kM. CTapoKWIBCbKOI foporu, 23 Ha AiNbHNLE0 3a afpecor
YkpaiHa, 65025, m. Ogeca, 21-i1 km. CTapokUiBCbKOI J0pOrK,
40-A; 3MiHW | TUNY - AOMIHICTPaTUBHI 3MiHW. Buny4yeHHs
BUPOGHMYOT AiNbHUL (BKIHOYaOUN AinbHULI Ana Adl,
MPOMIXHOro NPoAYKTYy abo roToBOro slikapcbKoro 3acoby,
AiNbHUL AN NPOBEEHHA NakyBaHHS, BUPOOHUKA,
BiANOBIAa/IbHOrO 3a BUNYCK CEpiii, MicLie NPOBeAEHHS
KOHTPO/I0 cepii) abo nocTayasnbHyKa BUXIAHOTO Matepiasny,
peareHTy abo AONOMIXHOT PeYOBMHY (SIKLLO 3a3HAYeHO y
[0CbE) - BUNYyYeHHs AinbHuui Ykpaina, 65080, Ogecbka 061.,
M.Opeca, Jlloctaopdebka gopora, 6ya. 86, Ae 34iCHI0ETbCA
36epiraHHsA roTOBOI NPOAYKLT, Ta BUyYEHHS iHdhopmaL,i Lwoao
MiCLIe3HaXO/KEeHHS lopnAMYHOT 0cobu
27. BEH30HA/ IC® Tabnetkn no 50 mr ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHM | TNy - 3a UA/9793/01/02
no 10 Tabnetok y [08aTKOBOIO [0AaTKOBOIO 3MiHKM 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y peyenmom
6nicTepi; no 3 BiANOBIAa/LHICT BiANOBIAA/ILHICTIO BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, LLLO CTOCYHOTLCA BUMYCKY
6nictepn y nauui 0 "IHTEPXIM" "IHTEPXIM" cepii Ta KOHTPOJII0 SIKOCTi TOTOBOTO /ikapCcbKoro 3acoby (3amiHa

abo gofaBaHHA AiNbHUL, Ha SKI 34JiACHI0ETLCS
KOHTPONb/BMNPOGYBaHHSA cepii) - 3amiHa AifbHUUb , Ae
NPOBOANTLCA BUNPOOYBaHHA KOHTPOJIIO Cepii : 3 AiNbHULb 3a
agpecamu YkpaiHa, 65080, Opecbka 061., M. Opeca,
NMocthopdebka gopora, 6yf. 86 Ta YkpaiHa, 65025, m. Ogeca,
21-in kM. CTapoKMiBCLKOI fOpOry, 23 Ha GiNbHULIKO 3a aapecoro
YkpaiHa, 65025, m. Oaeca, 21-i km. CTapoKMiBCbKOI A0porK,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

40-A; 3miHW | TUNY - AAMIHICTPaTVBHI 3MiHU. BunyyeHHs
BMPOGHMYOT AinbHUL (BKIHOYAOUM AinbHUL ans Adl,
NPOMIXHOro NPoAYKTYy abo roToBOro JlikapcbKoro 3acoby,
AiNbHULI A58 NPOBeAEHHS NakyBaHHS, BUPOOHMKa,
BiANOBIAa/IbHOrO 3a BUNYCK CEpiii, MicLie NpoBeAEeHHS
KOHTPO/IO cepii) abo noctayasibHVKa BUXIAHOTO Matepiasny,
peareHTy abo AONOMIXHOT PEYOBMHY (SIKLLO 3a3HaYeHO y
[0CbE) - BUNy4YeHHs AinbHuui Ykpaina, 65080, Ogecbka 0611.,
M.Ogfeca, /llocTaopdicbka gopora, 6ya. 86, Ae 34iiCHI0ETLCSA
36epiraHHsA roTOBOI NPOAYKLT, Ta BUYYEHHS iHhopmaL,i Woao
MiCLIe3HaXOKEeHHS lopnAMYHOT 0cobu

28.

BEPNINPUN® 20

Tabnetkv no 20 mr
no 10 TabneTtok y
6nictepi, no 3
6nictepn y
KapTOHHI Kopo6Lyi

BEPJIIH-XEMI
Al

HimeyunH
a

[NakyBaHHs:
MeHapiHi-®oH
XeligeH TM6X,

HimeuuunHa;

Brpo6HMUTBO "in
bulk" Ta kOHTpO/Ib
cepii:
BEPNIH-XEMI AT,

HimeuuunHa,;

MakyBaHHA,

KOHTPO/Ib Ta
BUMYCK Cepiii:

BEP/IH-XEMI AT,

HimeyunHa

HimeyunH
a

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3miHa
y TepMiHax npuaaTHOCTi abo ymMmoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby (3miHa B ymoBax 36epiraHHs roToBoro
nikapcbKoro 3acoby abo nicnst PO3YNHEHHA/BILHOBNEHHS) -
3MiHa B yMOBax 36epiraHHs r0TOBOr0 /NiKapcbKoro 3acoby
(3aTBEpAXEHO: «36epiraT npu Temneparypi He BuLye 30° C»,
3anponoHoBaHo: «36epirati Npu TemnepaTypi He BuLle 25°
C»). BBeieHHs 3MiH NpoTArom 6-Tm micsliB nicns
3aTBEPMKEHHS; 3MiHN | TUNY - AAMIHICTPATUBHI 3MiHW.
BunyueHHst BUPO6HMYOI AinbHUL (BKOYAOUN AiNbHULI ANs
A®I, npomixXHOro NpoAykTy abo rotoBoro sikapcbkoro 3acoby,
AiNbHULI ANA NPOBEAEHHS NakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUMYCK CEPIi, MicLie NpoBeAEeHHS
KOHTPO/IO cepii) abo nocTavasibHYKa BUXIAHOTO matepiany,
peareHTy abo AONOMIKHOI PEYOBMHY (SIKLLO 3a3Ha4YeHO Y
[OCbE) - BUTYYeHHS doyHKLii1 "Bnpo6HuuTBO "in bulk”,
KOHTPO/b Ta BUNYCK Cepiit”" A8 O4HOTO i3 3aTBepAKEHNX
BMPOGHWKIB rOTOBOTO NikapCbkoro 3acoby MeHapiHi-PoH
XeligeH Mv6X, HimeuunHa, npy uboMy oyHKLjs "MakyBaHHS"
3a1MWaeTbCs. BBeAeHHS 3MiH NPoTAroM 6-Tu MicALiB nicns
3aTBEPLAKEHHS; 3MiHU | TRy - 3MiHM 3 AKOCTi. FOTOBWMIA
nikapcbknii 3aci6. KOHTPOb AOMNOMIXHMX PeYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYyCTUMUX MEX ANs
[L0MNOMDKHOT PEYOBVHY (3BY)XXEHHS AONYCTUMUX MEX) -
3BY)XEHHS AOMYCTUMMX MEX crieumdpikay,ii 415 LoNOMDKHOT
peyoBuHM 3ani3a okeug (E 172) yepBOHUIA NpU BU3HAYEHHI
YNCTOTU Ha apceH; 3MiHu | Tuny - 3MiHK 3 aKocTi. FoTOBWMiA
nikapcbknii 3aci6. KOHTPOb AOMNOMIXHMX PeYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYyCTUMUX MEX ANs
[OMNOMDKHOT PEYOBUHY (3BYXXEHHS AONYCTUMMX MEX) -
3BY)XEHHS AOMNYCTUMMX MEX crieumdpikay,ii 415 SoNOMDKHOT
peyoBuHM 3ani3a okeug (E 172) yepBOHUIA NpU BU3HAYEHHI
YNCTOTU Ha KagMiid; 3miHu | Trny - 3MiHn 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb AOMOMIXHMX PeYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMUX MeX ANs
[OMNOMDKHOT PEYOBUHY (3BYXXEHHS AOMYCTUMMX MEX) -
3BY)EHHS AOMNYCTUMMX MEX crieumdpikalii 415 SoNOMDKHOT
peyoBuHM 3ani3a okeug (E 172) YepBOHUIA NP BU3HAYEHHI

3a
peyerimom

UA/7553/01/02
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YMNCTOTW Ha CBUHELb; 3MiHM | TURy - 3MiHK 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX PeYOBUH. 3MiHa
napameTpiB cneuyudikaLiii Ta/abo AonycTUMMMX MeX Ans
[OMOMDKHOT peyoBMHY (BUTyYeHHS 3i cnevumdikalii He3HayHoro
nokKasHuka (Hanpvknag 3acTapisioro NokasHUKa)) - BUSTyYEHHs
3i cneuymdikauii 4ns 4ONOMiIXHOT pevyoBuHU 3aii3a okeng, (E
172) yepBOHWIT HE3HAYHOrO NoKa3Huka barium (6apiii); 3miHu |
TUny - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTponb
[0NOMDKHMX PeqyoBUH. 3MiHa y MeToaax BUNpobyBaHHS
[OMOMDKHOT peyoBMHY (iHLWI 3MiHM Y MeToAax BUNpoByBaHHS
(BKNOYatoum 3aMiHy abo fofaBaHHsA)) - 3aMiHa MeToay
ineHTUIKaLii Ta KiflbKiCHOro BU3HaYeHHs 415 A0NOMDKHOT
peyoBuHM 3anisa okcug (E 172) yepBoHUiA

29.

BETATIC

Tabnetku no 16 mr
no 10 Tabnetok y
6nicTepi; no 3
6nictepn y
KapTOHHIN nayui; no
18 TabneTok y
6nictepi; no 5
6nictepiB y
KapTOHHI nayui

TOB "dapma
Crapt"

YKpaiHa

TOB "®apma
Crapt"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny -
3MiHM Wopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy.
BBeaeHHs abo 3MiHU [0 y3arasibHeHMX AaHWX Npo cucTemy
thapmakoHarnaay (BBeAEHHS y3arasibHeHNX AaHNX Npo
cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOi 0cobu,
BiANOBIAA/ILHOI 32 34iiCHEHHA ddapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapmakoHarnsay 3asBHuUKa AN 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MiLLEeHHI MacTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YyNnoBHOBaXXeHOI 0cobu, BiAnoBiganbHOI 3a 34iiCHEHHS
hapmakoHarnsgy. NponoHoBaHa peaakuis: CopokoneToBa
Anna bopuciBHa. 3MiHa KOHTaKTHNX JaHMX YNOBHOBaXKEHOT
0co6u, BignoBiganbHOI 3a 34iCHEHHST ddapMakoHarnsay

3a
peyenmom

UA/5027/01/01

30.

BETA30H
YNbTPA

Kpem ans
30BHILLHbOrO

3acTocyBaHHA no 15
ra6o no 30 ry Ty6i;

no 1 Ty6i y kopobui 3

KapToHy

ToBapucTso 3
obmexeHoro
BignoBsiganbHicT
10
"®apmaueBTUyH
a KoMnaHis
"3popos'a”

YkpaiHa

BCi cTagii
BMPOGHMLTBA,
KOHTPO/1b AKOCTI,
BUNYCK cepil:
ToBapucTBO 3
06MeXeHOI0
BiANOBiAA/IbHICTIO
"papmMaLeBTUYHa
KoMMaHis
"3p0pos'a”,
YkpaiHa; BCi cTag,i
BUPOBHMLITBA, BUM
YCK cepil:
ToBapucTBO 3
06MeXeHOI0
BiANOBIAA/IbHICTIO
"papmMaLeBTUYHa
KoMmMaHis
"3p0pos'a”,
YKpaiHa; KOHTPOs1b
AKOCTI:

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu | TUny -
3MiHa napameTpiB cneumdikauiii Ta/abo fonyCTUMUX MeX
NepBUHHOT YNakoBKM rOTOBOrO JliKapCbKOro 3acoby; CynyTHs
3MiHa: 3MiHa y MeTofax BUNpobyBaHHSA NEPBUHHOT yNakoBKM
roTOBOro NikapcbKoro 3acoby - 3aMiHM o cneundikauii Ta
MeTOZiB KOHTPOJI0 NEPBUHHOT yNakoBKM (Tybu asltoMiHieBi Ta
6yLLIOHM (kOBNAYkM 3 NOAINPONINEHY)), y 3B'A3KY 3
npuBeLEeHHSAM A0 BUMOT HOPMAaTMBHOI AOKYMeHTaLii
BUPOGHMKa NaKkyBasIbHUX MaTepiasis; 3MiHU | TUNY - BUNYYEHHS
nokasHuka «Baxki MeTanu» 3i cneyndikauii Ta meToais
KOHTPO/I0 JOMOMDKHOI peyoBuHn Hatpito gurigpodpoccpar
6€e3BOAHWIA, Y 3B'A3KY 3 NpMBEAEHHAM 0 MoHorpadii USP
Aitoye BUAAHHS; 3MiHW | TUNY - 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeaeHHs y BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponelicbkoi thapmakonel, abo iHWOoi HaLioHa/IbHOI
hapmakonei gepxasu EC (3miHa y cneumdikauisx, nos'a3aHa
3i 3miHamu B 1dY, abo E€Bponelicbkin hapmakonei, abo iHLwii
HaujioHanbHili hapmakonei gepxasu €C); cynyTHS 3MiHa:
3MiHa y MeTogax BUnNpobyBaHHA AONOMDKHOI peYOBUHU
(He3HayHi 3MiHN y 3aTBEPKEHNX MeToAax BUNpobyBaHb) -
3MiHM [0 cneumdiikauii Ta MeToAiB KOHTPOI AONOMIKHUX

3a
peyenmom

UA/12841/01/01
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31

ToBapucTso 3
06MeXeHot0
BiANOBIAA/LHICTIO
"®APMEKC
FPYI", Ykpaina

peyvoBUH; 3MiHKM | TMNY - 3MiHKM A0 cneuudikavii JONOMKHUX
PEYOBUH, Y 3B’A3KY 3 NPYBEAEHHAM [0 BUMOT [il0HOr0 BUAAHHS
EP: - Onis miHepasibHa (BUy4YeHHS nokasHukiB «Cynbgign»,
«BigHOBNIOIOYI peyoBUHUY» Ta «3arasibHa 30/1a»);
- CnupT 6eH31N0BUiA (BUTyUYEHHS NOKA3HUKIB «["anoreH noxigHi
Ta rafioreHigun», «3asuLLIoK Nicas NPOKatoBaHHS); 3MiHW |
™Mny - 3MiHM Y MeTofax KoHTposnto A®| BetasoHy gunponioHaT
MiKPOHi30BaHUiA 3a NOKa3HNKOM «MBUY»; 3MiHM | TUny - 3MiHK,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii JPY abo Esponeiicbkoi thapmakonei, abo iHwoi
HauioHanbHOT hapmakonel gepxasu €C (3MmiHa y
cneuudikavisix, nos'asaHa 3i 3miHamu B 4dY, abo
€Bponelicbkiin hapmakonei, abo iHLLUIA HaLioHaNbHIl
hapmakonei gepxasu €C); cynyTHA 3MiHa: 3MiHa y MeTogax
BunpobysaHHA APl abo BMXigHOTO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLECi
BUPOGHMLTBA AD| - NpuBeaeHHs cneuudikauil Ta meToais
KOHTpoNo A®| Knotpnmason 3a nokasHukom «MbY», y
BIANOBIAHICTb 4O BMMOTr fjt040ro BUaaHHa AdY; amiHu | Tuny -
3MiHa HaliMeHyBaHHS Ta YTOYHEHHS MiCLLe3HaXOKEHHS
BMPO6HMKa AP| MeHTamiuuHy cynbdar y BignosigHOCTI 40
[OKyMeHTauii BUpo6HuKa. BupobHuya finbHnus, yci BUPO6HuUi
onepauii Ta cxema cuHTesy A®I 3anuwnanca He3amiHHUMU;
3MiHK | TUNY - NOAAaHHS HOBOrO cepTudikaTa Bif BXe
3aTBEPAKEHOI0 BUPOBHMKA; CyryTHSA 3MiHa: 3MiHa Y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BWXiAHWIA/NPOMDKHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTHCS
y npoueci BUpobHuLUTBa A®| - 3MiHa y MeTogax BunpobyBaHHs
A®| abo BMXigHOrO MaTepiany/npPOMiIXXHOIO NPOAYKTY/peareHTy,
LLI0 BUKOPNCTOBYETLCA y Npoueci BUpobHMLUTBa AD| - nogaHHA
HOBOro cepTudikaTty BiANoOBiAHOCTI EBponeiicbkoi hapmakonel
Ne R1-CEP 2004-102-Rev 03 Big 3aTBEpAXEHOr0 BUPOGHMKA
A®| KnobeTasony. Ak HacnigoK, 3MiHa Ha3BU Ta YTOYHEHHS
aapecu BupobHuKa A®I, a Takox 3MiHM J0 cneuudpikauil Ta
METOZAiB KOHTPO/t0 A®I 3a NOKA3HWMKOM «3aINLLIKOBA KiNIbKICTb
OpraHiYHUX PO3YMHHUKIBY»; 3MiHW | TUMY - NPUBEAEHHS METOAIB
KOHTPO/110 FOTOBOrO /liKapCbKoro 3acoby Ao Ailo4oro BUAaHHS
AdDY; 3miHun | Tvny - 3MiHK Y cknagi roToBOro Nikapcbkoro
3aco6y, YTOUHEHHS KifIbKOCTi OMOMDKHOI pe4yoBMHM «HaTpito
rigpokcuna»

BETA3OH
YNbTPA

Masb no 15 ry 1y6i;
no 1 Ty6i y kopobui 3
KapTOHY

ToBapucTBo 3
o6MexeHo
BiANOBIAA/IbHICT
10
"®apmaueBTUyH
a KoMnaHis
"3p0pos'a”

Ykpaina

BCi cTagil
BVMPOGHMLTBA,
KOHTPO/1b AKOCTI,
BMNYCK Cepil:
ToBapucTso 3
06MeXeHoto
BiANOBIAA/BHICTIO
"PapmaueBTuyHa
KOMMaHis

Ykpaina

BHECEHHS 3MiH [0 peecTpavliiiHMx maTepiasis: 3MiHu | Tuny -
3MiHW, MOB'A3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y BiAMNOBIAHICTb
[0 MoHorpadpii A®Y abo €Bponelicbkoi hapmakonei, abo
iHLWOT HauioHaIbHOT thapmakonel aepxasn €C (3MiHa y
cneuudikayisix, NnoB'A3aHa 3i 3miHamu B 4dY, abo
€Bponelicbkiin hapmakonei, abo iHLUIA HaLioHaNbHIl
thapmakonei gepxasu €C); cynyTHA 3MiHa: 3MiHa Yy MeTofax
BunNpobyBaHHA APl abo BMXigHOrO MaTepiany/npomMiKHOro
NpoAYyKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLEC

3a
peyerimom

UA/14023/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
"3popos's”, BMpOGHMLUTBA ADI| - NprBeLeHHs cneundikadii Ta meToais
YKkpaiHa; Bci cTagji KOHTponto APl 3a nokaszHnkom «MBY» y BiANOBIAHOCTI A0
BMPOGHMLTBA, Aito4oro BugaHHa APY; 3MiHu | TUny - nogaHHs OHOBIEHOTO
BMNYCK Cepil: cepTudpikaTa Bif y)Ke 3aTBEp)KEHOro BUPOOHNMKA; CyMyTHS
ToBapucTBO 3 3MiHa: 3MiHa y napameTpax cneuudikauii Ta/abo AonycTummx
06MeXeHot0 MeX, BU3HaYeHWX y crneumndikauisax Ha A®l, abo
BiANOBIAA/TLHICTIO BVXiAHWIA/NPOMDKHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTHCS
"@apmavueBTuyHa y npoueci BupobHuuTBa A®I| - 3mMiHa y MeToAax BUNpobyBaHHS
KOMMaHis A®| abo BMXigHOrO MaTepiany/nPOMiIXHOIO NPOAyKTYy/peareHTy,
"3p0pos'a", LLI0O BUKOPUCTOBYETLCSA Y Npoueci BUpobHuutea A®I - nogaHHs
YKpaiHa; KOHTPO/b OHOBJIEHOrO cepTudikaTy BignoBiAHOCTI EBponeicbKol
AKOCTI: hapmakonei Ne R1-CEP 2004-102 Rev 03 Big 3aTBEpAXEHOr0
ToBapucTso 3 BMpOGHMKa A®I. Ak Hacnigok, 3MiHa HaliMeHyBaHHS Ta
06MeXeHo MiCLIe3HaXOMKEeHHS BUPOOHUKA, a TakoX NpMBEAEHHSs
BiANOBIAA/LHICTIO cneuudikaLii Ta MeToAiB KOHTPOsIl0 AP| 3a NOKa3HUKOM
"®APMEKC «3a/TMLLKOBI KifIbKOCTi OpraHiyHnX po34nHHKKIB». BupobHnya
FPYM", YkpaiHa AOinbHUUSA, BUPOGHMYI onepaL,ii Ta cxema CUHTe3y
3a/IMWATHCA HE3MIHHUMU
32. | BMIMON PO34unH NS iHQy3il, "HOHiK IHAis "HOHiK IHAaia BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3MiHu Il Tumny - 3a UA/11931/01/01
10 mr/mn no 50 mn dapmacboTukan $apmacbloTukan 3MiHuM Woao 6e3nekn/ehpekTMBHOCTI Ta hapmakoHarnsamy. peuyenmom
a6o 100 mny Na6opaTopiz" Na6opaTtopiz" BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB BuAA
thnakoHi; no 1 (BipgineHHs (BipgineHHs dipmm peecTpauiiHoro NOCBigYeHHs, BKIoYatoum MnaH ynpasniHHA
hNakoHy B dipmn "Ox. B. "x. B. Kemikan3s pusmKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€)
KapTOHHI ynakoBLi Kemikans eHg, eHf NoAasIbLIOro 06r'pyHTYBaHHSA HOBMMW [0AaTKOBUM AAaHUMMU, LLO
dapmacbloTUKas dapmMacboTUKaI3 MaloTb HaJaBaTUCA KOMMNETEHTHUM OpraHoM, OCKi/TbKM
3/114.") ntp.") B/MaraeTbCsl CyTTEBA OLliHKA KOMMNETEHTHUM OpraHom).
BuriKkoHaHHA 3060B'A3aHb BIANOBIAHO A0 NignyHKTY 1.13 nyHKTY
1, nignyHkTy 2.3 NyHKTY 2 gogatky 15 fo MNopsaky npoBedeHHs
eKCcnepTu3n peecTpauiiHnx Martepianis Ha nikapchbki 3acoou,
LLIO MOAATLCA Ha AepXaBHY peecTpauiio (nepepeecTtpadiio), a
TaKoX eKcnepTV3n maTepiasliB NPO BHECEHHS 3MiH A0
peecTpauiiHux MaTepiasniB NPOTAroM fji peecTpawyiiiHoro
NoCBIgYEHHS], 3aTBEpAKeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460). 3miHu
BHeceHi A0 po3ziny "OcobnmBocCTi 3aCTOCyBaHHA" 3rigHO 3
iHhopmauieto LWoao 6e3nekn Ailo4oi PpEYOBUHW.
33. BPOHXOBAN® cupon, 15 mr/5 mn CaHpo3 CnoBeHis BTOPVHHE HimeuuunH BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 6e3 UA/9256/01/01
no 100 mny dapmacbloTikan nakyBaHHs1, BUMYCK a 3MiHuM Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy. peuenma
dhnakoHi, no 1 34.4. cepii: CantoTac BeeaeHHs abo 3MiHU [0 y3arasibHeHNX AaHuX Npo cucTemy

(hN1akoHy 3 MipHOH
JIOXKOIO B KAPTOHHIl
KopoobUi

dapma 'vbX,
HimeuuunHa,;
BMPOGHMLTBO in
bulk, nakyBaHHs:
NixtenxenbaT
mM6X,
dapmauoiiTile
Pabpik,
HimeuunHa

dhapmakoHarnsgy (BBefieHHs y3araslbHEHUX AaHnX Npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHol ocobu,
BIANOBIAA/bHOI 3a 34iiCHEHHA ddapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy 3asaBHUka AN 34IMCHEHHN
hapmakoHarnagy B YkpaiHi, SKLL0 BOHa BifgMiHHA Bif,
YMOBHOBaXEHOT 0c06y, BiANOBIAaIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/4akum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-haiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHMX AaHnX YNOBHOBAXEHOI 0COOU 3asBHMKa A5
3fliicHeHHs1 hapmakoHariagy. 3mMiHa Micusi 3giNCHEHHs!
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
OCHOBHOI Aisi/IbHOCTI 3 (hapmakoHarnagy. 3MiHa agpecu
macTep-gaiina
34. BPOHXOBA/® Tabnetkn no 30 mr CaHpo3 CnoBeHis BUPOOBHMLTBO in HimeuumnH BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3mMiHu | Tuny - 6e3 UA/9256/02/01
no 10 TabneTtok 'y dapmacbloTikan bulk, nakyBaHHs, a/ 3miHu Wwoao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsgy. peyenma
6nictepi, no 2 34.4. BUNYCK cepil: Monbwa BBeneHHs abo 3MiHM [0 y3ara/ibHeHUX AaHunX Npo cucTemy
6nictepu B Canotac ®apma thapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx npo
KapTOHHI Kopo6Lyi M6X, HimeuunHa; cuctemy capmakoHarnsgy, 3MiHa ynoBHOBakeHoi ocobw,
nakyBaHHs1, BUNYCK BiZJNOBIAANbHOI 3a 34iICHEHHS dhapMakoHarnsaay; KOHTaKTHOT
cepii: lek C.A., ocobu 3 hapmakoHarsay 3asBHUKa 415 34ICHEHHSA
Monbla hapmakoHarnsgy B YkpaiHi, SKWwo BOHa BiAMIHHA Bif
YMNOBHOBaXEHOT 0CO6W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapMakoHarnagy (BKIYaKUM KOHTaKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOT 0CO6U 3asBHUKA 419
3[jiCHeHHs hapmakoHariagy. 3MiHa Micusa 34iCHEHHS
OCHOBHOI AisiNIbHOCTi 3 chapmakoHarnsgy. 3miHa agpecu
mMacTep-gpaiina
35. BPY®EH® CyCneHsis opasibHa, ABGOTT HimeuumnH BMPOBHULITBO in- Icnanis BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/14371/01/01
POPTE 200 mr/5 mn no 150 NabopaTtopis a bulk, nepsuHHe Ta 3MiHW [0 IHCTPYKLUIT 4719 MeAMYHOr0 3aCTOCYBaHHSA Y PO3AiSn: peyenma
My dhnakoHi; no 1 6X BTOPVHHE "MepeposyBaHHA", "M06GIYHI peakuii™ 3rigHO 3 faHUMK LWoA0
dhnakoHy 3 MipHUM nakyBaHHs, BUMYCK 6e3nekun fjtoyoi pevoBmnHN
wnpuuem y cepii:
KapTOHHI Kopo6Lyi dapmacieppa
MaHyhakTypiHr,
C.J1., IcnaHis;
KOHTPO/b cepil:
Papmanigep,
C.A., IcnaHis
36. BYCMNIPOH Tabnetky no 5 mr no CaHpo3 CnoBeHis Cantotac ®apma HimeuuunH BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/9598/01/01
CAHAO3® 10 TabneTok y dapmacboTikas m6X a 3MiHM 3 ikocTi. A®I. (iHWi 3MiHK) - OHOB/IEHHST MacTep-haiina peuyenmom
6nicTepi; no 2 34.4. ans A®I Big 3aTBEpAXEHOro BUPOOHMKa
6nictepu B
KapTOHHI KOpO6Lyj;
no 20 TabneTok y
6nictepi; no 1
6nictepy B
KapPTOHHI Kopobui
37. BYCMNIPOH Tabnetkn no 10 mr CaHpo3 CnoBeHis Cantotac ®apma HimeyuunH BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | TUny - 3a UA/9598/01/02
CAHAO3® no 10 TabneTtok y dapmacbloTikan 6X a 3MiHu 3 aKocTi. A®I. (iHLWi 3MiHW) - OHOBMIEHHA MacTep-chaina peyenmom
6nicTepi; no 2 34.4. ons A®l Big 3aTBepaKeHoro BupobHuka
6nictepu B
KapPTOHHI Kopobui
38. BA3ABITAN® kancynu no 10 TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux matepiasis: 3MiHu Il Tuny - 6e3 UA/6628/01/01
Kkancyny 6nictepi, "YKpaiHcbka "ACTPA®APM" 3MiHM Wopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy. peyenma
no 3 6nictepu B thapmaueBTUYHa YkpaiHa; BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB BuAAv
KOpOOLLi 3 KAPTOHY KomMnaHisn" MAT "BitamiHun", peecTpauiiHoro NoCBigYEHHs1, BKIHOUYakum MnaH ynpaeniHHA
Ykpaina pu3nkamm (3acTocyBaHHS 3MiH(M), siki(a) BUMaratoTb(€)

nofabLoro 06rpyHTYBaHHS HOBUMUW AOAATKOBUM AAHWUMMU, WO
MatoTb Ha/lABATUCS KOMMETEHTHUM OPraHoM, OCKiNbKM
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
BMMaraeTbCs CyTTEBA OLLIHKA KOMMETEHTHUM OpraHom)
BriKkoHaHHSA 3060B'A3aHb BiANOBIAHO A0 NignyHKTY 1.13 nyHKTY
1, nignyHKTy 2.3 NyHKTY 2 gogatky 15 fo MNopsgky nposefeHHs
€KCnepTu3mn peecTpauiiHnx Martepianis Ha nikapcbki 3acobwu,
LLIO NOAATLCA Ha fiepXaBHY peecTpalito (nepepeecTtpadiio), a
TakoX eKkcnepTu3n matepiaslis NPo BHECEHHSA 3MiH 0
peecTpauiiHux MaTepiasiiB NPOTArOM fji peecTpayjiiiHoro
NnocBifYeHHs, 3aTBepapKeHoro Hakazom MO3 Big, 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
39. | BASBAMNPOCTAH NOPOLLOK AN1s HOCB ®apma HimeuumnH Eicika HimeuuunH BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/4517/01/02
® pPO34nHy Ans 6X a dapmacboTUkan3 a 3MiHuM Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy. peuyenmom
iHdpy3iin no 60 mkr; vm6X, HimeyunHa 3MiHM Yy TepaneBTUYHNX NoKa3aHHAX (BUTyYEHHS
no 10 amnyn 3 (KOHTPO/b AKOCTI TepaneBTUYHOTO NoKa3aHHA) - 3MiHW BHECEHO A0 IHCTPYKL,T
NMOPOLLKOM Yy Hepo3dacoBaHoi AN MeAMYHOro 3acToCyBaHHA NiKapCbKoro 3acoby Ao po3giny
KapTOHHI Kopo6Lyi NpPoOAYKUii, "MokasaHHsa", Ta, AK Hacnigok, Ao po3giny "Cnocié
BignoBiaabHWi1 3a 3acTocyBaHHs Ta fo3u", "Mob6iuHi peakyii”; 3miHu Il TMny -
BUNYCK cepil; 3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy.
BTOPUHHE 3MiHU Y KOPOTKili XapakTepucTuL NiKapCbKoro 3acoby, TeKCTi
nakyBaHHS) MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHA Y
BUPOBHULTBO 3B'A3KY i3 HOBUMUW AA@HUMW 3 SAKOCTI, AOKNIHIYHUMU, KIHIYHUMUN
Hepo3dacoBaHol LaHUMK Ta aHuMK 3 hapmakoHarnsgy - 3MiHM BHECEHO 40
npoAyKuUii, IHCTPYKUIT AN MeAVYHOro 3aCTOCYBaHHS MiKkapcbKoro 3acoby
nepBuHHe [0 po3zinis "®apmakosioriyHi BNacTuBocCTi",
nakyBaHHs, "MpoTunokasaHHa", "B3aeMogis 3 iHWMMK NiKapCbKUMu
Bi3yasibHWiA 3acob6amu Ta iHWi B1uan B3aemogiit, "OcobamBocTi
KOHTPONb, 3acTocyBaHHA", "3acTocyBaHHS Y nepiog, BaritHoCTi abo
KOHTPO/1b rogyBaHHs rpyaar”, "34atHicTb BNMBATY Ha LUBUAKICTb
CTepWIbHOCTI/6aKT peakLii Npu KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLUMK
epianbHNX MexaHismamu”, "Cnocib 3acTocyBaHHA Ta 4o3un",
€HJOTOKCUHIB "MepeposyBaHHsa", "Mob6ivHi peakuii”, "HecyMmicHicTb".
Hepo3dacoBaHoi BBefeHHS 3MiH NpOTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS
npoayKuii:
IAT Bionorika
'v6X, HimeyunHa
40. BEPMOKC® Tabnetku no 100 mr, | TOB "[XXOHCOH i Ykpaina BMPOBHULTBO KuTalicbka | BHECEHHSsI 3MiH A0 peecTpaviiiHux MaTepiasiiB: 3MiHa 3asBHUKaA 3a UA/4226/01/01
no 6 TabneTok y [DKOHCOH Hepo3g)acoBaHoOro HapogHa (BnacHWKa peecTpauiinHoro noceigveHHs) (3rigHo Hakasy MO3 peuyenmom
6nicTepi; no 1 YkpaiHa" NpPOAYKTY, Pecny6nik Bi 23.07.2015 Ne 460). 3miHu | TUny - 3MiHK Woao 6e3nekun/
6nictepy y nepBuHHa a/ eeKTMBHOCTI Ta chapmakoHarnsgy. BeegeHHs abo 3miHu fo
KapTOHHIN navuj ynakoBKa: ITanis y3araJlbHeHUX gaHnx Npo cuctemy dpapmakoHarnsay
CsHb-AHCcCeH (BBEAEHHSA Yy3araslbHEHNX AaHUX NPo cucTemy
dapmacbloTukan chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobu,
Nta., Kntalicbka BIANOBIAA/bHOI 3a 34iiCHEHHA ddapmakoHarnsgy; KOHTakTHoT
HapogHa ocobu 3 hapmakoHarnsgy 3asaBHUka AN 34IMCHEHHN
Pecnyb6nika; hapmakoHarnagy B YkpaiHi, SKLL0 BOHa BifgMiHHA Bif,
BTOPVHHA YMOBHOBaXEHOT 0c06y, BiANOBIAaIbHOI 3a 34iiCHEHHS
ynakoBka, BUMyCK thapmakoHarnagy (BK/4akum KOHTaKTHi AaHi) Ta/abo 3MiHn y
cepii: po3MiLLeHHi MacTep-thaiina cuctemmn hapmakoHarnsgy). 3miHa

Anccen-Cinar
C.n.A, ITania

YNOBHOBAXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnsag: gitoda pegakuis - Dr. Logesvaran Yogendran,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

nponoHosaHa pegakuis - Dr. Laurence Oster-Gozet.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXXEHOT 0CO6Y 3asBHYKA,
BiANOBIAa/IbHOI 3a (hapmakoHarnsg.

41.

BECCEN AYE &

PO34MH ANS iH'EKU
no 600 N10/2 mn; no
2 mn B amnyni; no 5
amnyn y KOHTYpPHIiA
YapyHKOBIl
ynakosLi; no 2
KOHTYPHi YapyHKOBI
yNakoBKW Yy
KapTOHHI Kopo6Lyi

Anbchacirma
C.n.A.

ITanis

Anbhacirma
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpauiiiHMX maTepiasnis: 3MiHa 3asiBHVKa
(BnacHvka peecTpaLiiHoro nocsigyeHHs1) (BBegeHHs 3MiH
NpOTArom 6-T1 MiCALIB MiCNA 3aTBEPMXKEHHS); 3MiHW | TNy -
3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BBegeHHs abo 3MiHM A0 y3arasibHeHWX AaHUX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHVX AaHnX npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoT ocobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHvKa ANns 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsgy (Bkoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MmilLeHHi MacTep-ghaiina cuctemun hapmakoHarnsgy) -
3MiHa MiCLLe3HaXOKEHHS1 MacTep-gpaiina cuctemu
thapmakoHarnagy (BeegeHHs 3MiH NpoTArom 6-T1 micsauis
nicns 3aTBepmKeHHs); 3MiHW | Tuny - AAMIHICTPaTVBHI 3MiHW.
3MiHa HaliMeHyBaHHs1 Ta/abo afgpecu MicLs NPoBaKeHHS
AiSNbHOCTI BUPOOHMKa/iMnopTepa roToBOro NikapCbKoro
3ac00y, BKIOYAKUN [iTbHUL BUNYCKY cepii abo micue
NpoBeAeHHS KOHTPOSIIO AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BVMPOGHMK/IMNOPTEpP, BK/OYAOYM BUMYCK CEpili) - 3MiHa Ha3Bu
BMpo6HUKa Anbghacirma C.n.A., Itanis, 6e3 3miHu micus
BUPOGHMLTBA (BBEAEHHS 3MiH NPOTATOM 6-TW MicALiB nics
3aTBEPLKEHHS)

3a
peyenmom

UA/8123/01/01

42,

BECCEN AYE &

Kancysm m'ski no
250 NO; no 25
Kkancyn y 6nictepi;
no 2 6nictepu B
KapTOHHI Kopo6Lyi

Anbpacirma
C.n.A.

ITanisa

Anbpacirma
C.n.A., Itanis;
KaTaneHT ITania
C.n.A, ITania

ITania

BHECEHHS 3MiH [0 peecTpaLjiiiHMX MmaTepianis: 3MiHa 3asiBHMKa
(BnacHvika peecTpauiiHoro nocBigyeHHs1) BBeeHHS 3MiH
NPOTAroM 6-T MICALIB MICNSA 3aTBEPLKEHHS; 3MiHM | TUny -
3MiHM Wopao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsgy.
BBeaeHHs abo 3MiHM [0 y3arasibHeHWX AaHUX Npo cucTemy
thapmakoHarnagy (BBeAeHHs y3arasibHeHUX AaHnX npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHVKa Ans 34iNCHEeHHS
chapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBIAAILHOI 32 3iiCHEHHS
hapmakoHarnsgy (Bkiyatoun KOHTakTHI AaHi) Ta/abo 3MiHW y
po3MmilLieHHi MacTep-chaiina cuctemun hapmakoHarnsgy) -
3MiHa MiCLLe3HaX0KEHHs1 MacTep-goaiina cuctemu
thapmakoHarnagy (BBefeHHs 3MiH NpoTArom 6-T1 micauis
nicnsa 3aTBepKeHHs); 3MiHW | TUny - AQMIHICTPATUBHI 3MiHN.
3MiHa HaliMeHyBaHHs1 Ta/abo agpecu MicLs NPoBaKEeHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBOro NikapCbKoro
3aco0y, BKIOYAKUN AiNTbHUL BUNYCKY cepii abo Micue
NpoBeAeHHS KOHTPOSIO AKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BVMPOGHMK/iIMNOpPTEpP, BK/OYAUM BUMYCK Cepili) - 3MiHa Ha3Bu
BMpo6HMKa Anbdhacirma C.n.A., ITanisi, 6e3 3amiH1 Micusi

3a
peyenmom

UA/8123/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
BMPOGHMLTBA (BBEAEHHS 3MiH NPOTAroM 6-TW MicALiB nicns
3aTBEPKEHHSA)
43. BECTIBO Tabnetkv no 8 wmr, TOB "TeBa Ykpaina MOBHWI LIWKN: HimeuunH BHECEHHS 3MiH 0 peecTpauiliHix martepianis: 3miHu | Tuny - 3a UA/4059/01/01
no 10 TabneTtok 'y YkpaiHa" KataneHt a/ noAaHHA OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI peyenmom
6nictepi; no 3 xepmaHi Bonrapis €Bponeiicbkiit hapmakonei Ne R1-CEP 2006-316-Rev 02 gns
6nictepu y Kopobui LWopHaopd MvbX, L0401 PEYOBUHY Bif, BXXE 3aTBEPAKEHOr0 BUPOOHMKA; 3MiHW |
HimeuuunHa; TUMY - NOAAHHA OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI
nepBuHHe, €Bponeiicbkiit hapmakonei Ne R1-CEP 2006-316-Rev 03 gns
BTOPVHHE Ait040T PevoBMHN Bif, BXE 3aTBEPKEHOIO BUPOGHMKA, SK
nakyBaHHS1, BUMYCK Hacnifok 3MiHa Ha3Bu Ta agpecy BnacHuka CEP Ta 3miHa
cepi: Ha3BW BUPOBHUYMX AiNbHULbL
BankaHthapwva-
AynHuua AT,
Bonrapis
44. BECTIBO Tabnetkv no 16 wr, TOB "TeBa Ykpaina MOBHWIA LIKN: HimeuunH BHECEHHS 3MiH [0 peecTpauiliHix martepianis: 3miHu | Tuny - 3a UA/4059/01/02
no 10 TabneTtok y YkpaiHa" KataneHt a/ noJaHHA OHOBJ/IEHOro cepTuddikara BianoBiAHOCTI peyenmom
6nictepi; no 3 xepmaHi Bonrapis €Bponeiicbkiit hapmakonei Ne R1-CEP 2006-316-Rev 02 gns
6nictepu y Kopobui LWopHaopd MvbX, L0401 PEYOBUHY Bif, BXXE 3aTBEPAKEHOr0 BUPOOHMKA; 3MiHN |
HimeuuunHa; TUNYy - NOAAaHHA OHOBJ/IEHOIO cepTudlikaTa BiANoOBIAHOCTI
nepBuHHe, €Bponeiicbkiit hapmakonei Ne R1-CEP 2006-316-Rev 03 gns
BTOPVHHE Ait040T peyvoBMHN Bif, BXe 3aTBEPKEHOTO BUPOBHMKA, K
nakyBaHHS1, BUMYCK Hacnifok 3MiHa Ha3Bu Ta agpecy BnacHuka CEP Ta 3miHa
cepii: Ha3BW BUPOOHMYMX AiNbHULb
BankaHtapwva-
AynHnua AT,
Bonrapis
45, BECTIBO TabneTtkn no 24 mr TOB "TeBa Ykpaina MOBHWI LWKN: HimeuumnH BHECEHHS 3MiH 40 peecTpauiiHux martepiais: 3MiHu | Tuny - 3a UA/4059/01/03
no 10 TabneTtok y YkpaiHa" KaTaneHt a/ noJaHHA OHOBJ/IEHOro cepTuddikara BiAnoBiAHOCTI peyenmom
6nicTepi; no 2 abo xepmari Bonrapis €sponeiicbkiii hapmakonei Ne R1-CEP 2006-316-Rev 02 ans
no 6 6nictepis y LWopHaopt MvbX, L0401 PEYOBUHY Bif, BXXe 3aTBEPA)KEHOr0 BUPOOHMKA; 3MiHN |
Kopo6ui; no 15 HimeuuunHa; TUNYy - NOAAHHA OHOBJ/IEHOIO cepTudlikaTa BiANOBILHOCTI
Tabnetok y 6nictepi; nepBuHHe, €sponeiicbkiii hapmakonei Ne R1-CEP 2006-316-Rev 03 ans
no 4 6nictepn y BTOPVHHE L0401 peyoBMHN Bif, BXXe 3aTBEPA)KEHOTO BUPOOHMKA, 5K
Kopo6Li nakyBaHHs1, BUMYCK Hacnifok 3MiHa Ha3Bu Ta agpecy BnacHuka CEP Ta 3miHa
cepii: Ha3BW BUPOOHNUMX AiNbHULL
BankaHdapma-
AdynHunua AT,
Bonrapis
46. | BIHNOLUETWH NOPOLLIOK BE3 ®apmaxem Xopsartis NinHea CA LLiBeruapi BHECEHHS 3MiH [0 peecTpavliiiHux MmaTepiastis: 3MiHu | Tuny - - UA/6409/01/01
KpucTanivyHmi 4.0.0. A 3MiHu 3 sKocTi. CepTudikat BignosigHocTI/lE-cepTudikar

(cybeTaHuis) y
noaBiiHNX
nonieTuNeHoBMxX
naketax gns
chapmaueBTUYHOTO
3aCTOCyBaHHS

BiNOBIAHOCTI €Bponelicbkiit hapmakonei/MoHorpadii.
MopaHHsA HoBOro abo oHOB/EHOrO cepTuddikaTa BiANOBIAHOCTI
abo BuyyeHHs cepTtudpikaTta BiANOBIAHOCTI €BpONechbkili
thapmakonei: gna A®l; ans suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVKOPVCTOBYOTLCA Y BUPOOHULTBI ADI; A5t 4ONOMIXHOT
peyoBUHM (CepTuUdikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuii cepTudikat Bif BXe 3aTBEpIXEHOro
BUPOGHMKE, NogaHHsA HoBoro CepTudcpikaty RO-CEP 2016-251-
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
Rev 00 Big, BXe 3aTBEpAXEHOro BUpo6HMKa JliHHea CA,
LiBeiiLapia 3 BiANOBIAHUMYK 3MiHaMK: 3MiHa agpecu
BMPOGHMKA; 3MiHa "TepMiHy npugaTHocTi" Ha "pe-TecT";
npusegeHHs p.Cknag, Cneundikauii Ta MeTogis
BMNPO6YBaHHSA roTOBOrO J1ikapCbKoro 3acoby BifnoBigHO BUMOT
MoHorpadii EP.
47. | BIPTAH renb o4Huin 1,5 mr/r Na6opatopis ®paHuis ®dapwmina - 3ea ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny - 3a UA/9379/01/01
no5ryTy6i3 3ea dapmaceyTnui 3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy. peuyenmom
HaKOHEYHWUKOM, LLIO C.n.a. BeeaeHHsA ab0 3MiHU [0 y3araslbHEHNX AaHuX Npo cucTemy
3arBUMHYYETLCA dhapmakoHarnsgy (BBefileHHs y3araslbHEHUX AaHnX Npo
KoBMnaykom, rno 1 cuctemMy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
Ty6i B KQPTOHHIl BIANOBIAA/LHOI 3a 34iiCHEHHA dapmakoHarnsagy; KOHTakTHOT
KOpoo6Li ocobu 3 dhapmakoHarnagy 3asBHVKa ANs 34iICHEHHS
hapmMakoHarnagy B YkpaiHi, K0 BOHa BifAMiHHA Bif,
YMOBHOBaXEHOT 0C06U, BiANOBIAAIbHOI 38 34iCHEHHS
thapmakoHarnagy (BK/4yak4um KOHTaKkTHi AaHi) Ta/abo 3MiHn y
pO3MilLeHHi MacTep-chaiina cuctemun hapmakoHarnsgy) -
3MiHa yNnoBHOBaXKEHOI 0CO6M 3asiBHMKA, BiANOBIAA/ILHOT 32
3[jiicHeHHs hapmakoHaragy: MponoHoBaHa pegakuis — Dr
Eric Caugant, MD. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT
ocobm
48. ranonpun PO3YMH ANS iH'EKi, ToBapucTBO 3 Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3mMiHu Il Tumny - 3a UA/6576/01/01
5mr/Mnno 1 mns 06MEXEHO BUPOGHMLTBA, 3MiHuM Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy. peuyenmom
amnyni; no 10 BiANOBIAa/bHICT KOHTPO/1b SKOCTI, BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB BUAA
amnyn y kopo6uji 3 10 "XapkiBCcbke BUNYCK cepil: peecTpauiiHoro NOCBigYeHHs, BKIOYakum MNnaH ynpasniHHA
KapToHy; No 1 mn B hapmaueBTUyHe ToBapucTBo 3 pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€)
amnyni; no 5 amnyn nignpMeMCTBO obmexeHor NoAa/IbLIOr0 06r'pyHTYBaHHSA HOBMMW [04aTKOBUM AAaHUMMU, LLO
y 6nictepi; no 2 "3p0poB's BiANoBiAa/IbHICTIO MatoTb HaaBaTUCA KOMMETEHTHUM OpraHoM, OCKi/IbKN
6nictepu B KOPO6L Hapoay" "XapkiBcbke B/MaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OPraHom) -
3 KapToHy; no 1 mn B hapmaueBTUyHe BriKkoHaHHA 3060B'A3aHb BiANOBIAHO A0 NignyHKTY 1.13 nyHKTY
amnyni; no 10 nignNpUeEMCTBO 1, nignyHKTy 2.3 NyHKTY 2 gogatky 15 ao MNopsaky npoBeneHHs
amnyn y énictepi; no "3p0poB'a eKCcnepTu3n peecTpauiiHnx Matepianis Ha nikapcbki 3acoou,
1 6nicTepy B Hapogy", LLIO MO4AKTLCA Ha AepXaBHY peecTpauiio (nepepeecTtpadiio), a
KOpo6Lj 3 KapTOHY YkpaiHa; TakKoX ekcnepTV3n mMaTepiasiB NPo BHECEHHS 3MiH A0
BCi cTagii peecTpavuiiHux MaTepiasniB NPOTAroM fji peecTpauiiiHoro
BMPOGHMLTBA, noceigyeHHs, 3aTBepaxeHoro Hakasom MO3 Big 26.08.2005 Ne
KOHTPO/1b AKOCTI: 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
ToBapucTso 3
06MeXeHOI0
Bi4NOBIgANbLHICTIO
"@apmaueBTuyHa
KOMMaHis
"3p0pos'a”,
Ykpaina
49. ranonpun Tabnetkn no 5 mr, ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHnx martepianis: 3miHu Il Tuny - 3a UA/12338/01/02
DOPTE no 10 TabneTtok y 06MexeHo 06MEeXeHoH 3MiHM Wopao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
6nicTepi; no 5 abo BiANOBIAAILHICT BiANOBIAA/ILHICTIO BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB BUAAM
10 6nicTepiB y 10 "XapkiBCcbke "XapkiBcbke peecTpaLiiHOro NocBiAYEHHS, BKIKOYatoun MNnaH ynpas/iHHSA
KapPTOHHI Kopobui (hapmaueBTUyHe hapmaueBTMYHE pu3nkamm (3acTocyBaHHs 3MiH(1), siki(a) BuMararoTb(€)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
nignpreMcTeo nignpuemMcTeo noAasIbLLIOro 06I'PYHTYBaHHS HOBMMU JO4ATKOBUM AaHUMMK, LLO
"340poB'a "340poB's MatoTb HaAaBaTUCA KOMMETEHTHUM OpraHoOM, OCKi/IbKN
Hapogay" Hapogay" BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHNM OpPraHoMm).
BurikoHaHHA 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
1, nignyHkTy 2.3 NYHKTY 2 gofdatky 15 ao MNopsaky npoBeneHHs
eKCrepTM3mn peecTpavyiiiHux maTepianis Ha nikapcbki 3acobu,
LLIO NOJAal0ThCA Ha AepXaBHY peecTpaLito (nepepeectpauiio), a
TaKoX eKcnepTW3n mMaTepianiB NPo BHECEHHS 3MiH A0
peecTpauiiiHix MaTepiasiB NpoTsArom Aii peectpauiiioro
nocBiAYeHHs, 3aTBepkeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pegakuii Hakasy MO3 Big 23.07.2015 Ne 460).
50. FTACTPOKIHA, Tabnetkn no 150 [Joiue HimeuwunH | [Ooitye XomeonaTi- | HimeuunH BHECEHHS 3MiH 40 peecTpaviiHNX MaTepiasis: 3miHu | Tuny - 6e3 UA/4947/01/01
Tabnetok y cpriakoHi; Xomeonari- a YHioH OXY- a 3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peyenma
no 1 dpnakony y YHioH OXY- ApuHaiimiTTens BBefeHHA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cuctemy
KapTOHHI Kopo6Lyi ApuHarimitTTens M6X & Ko. KI thapmakoHarnagy (BBefeHHs y3arasibHeHVX AaHnX npo
v6X & Ko. KI cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHVKa ANns 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKLW0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsgy (Bkoyatouy KOHTakTHI AaHi) Ta/abo 3MiHM y
po3MilLeHHi MacTep-ghaiina cuctemun hapmakoHarnsgy) -
3MiHa ynoBHOBaxeHOi ocobu, BiANOBiAa/IbHOI 3a
hapMakoHarnag:
nponoHoBaHa pegakuis - Dr.Anja Hofner/ Op. AHsa FochHep.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0cobH,
BiANOBIAa/IbHOI 3a thapmakoHar/isa. 3MiHa KOHTaKTHOI 0ocobu,
BiANOBIAa/IbHOI 3a hapMakoHar/Is4: NponoHoBaHa pefakuis -
BoiiTeHko AHTOH eoprilioBuY. 3MiHa KOHTAKTHUX AaHKX
KOHTaKTHOI 0co6W, BiANOBIAaUIbHOI 3a dhapmakoHariag
51. FEKCABIT npaxe, no 50 gpaxe AT Ykpaina AT "KUIBCbKUI Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 6e3 UA/4914/01/01
Y KOHTelHepax "KNIBCbKWN BITAMIHHUIA BU/TyYeHHs BUpobHuka APl Kucnota ackopbiHosa (BiTamiH C); peuenma
(6aHoukax); no 50 BITAMIHHW 3ABOA" CYNyTHS 3MiHa: 3MiHa y napameTpax cneuudikauin Ta/abo
Opaxe B KOHTeliHepi 3ABOA" [ONYCTUMMX MEX, BU3HaUeHuX y cneyudikalisx Ha Adl, abo
(6aHouui), no 1 BUXiAHWIA/NPOMIDKHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYHOTHLCS
KOHTeWHepy y npoueci BUpo6HuuTBa AdI - y 3B’A3Ky 3 BUSTYUYEHHAM
(6aHouuj) y navuj; BMpo6HuKa APl Kncnora ackop6iHoBa (BiTamiH C), BHeCeHi
no 1 kr gpaxe B BiANOBIAHI 3MiHW 4,0 NOKA3HUKIB: “3a/INLLKOBI KifIbKOCTI
nakeri OopraHiYHUX Po34MHHUKIB" | “TepMiHu npugaTHocTi”
nonieTIeHoBoMy
noagiiHomy
52. FEKCABIT npaxe, no 50 gpaxe AT Ykpaina AT "KUIBCbKUN YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3miHu | Tuny - 6e3 UA/4914/01/01
Y KOHTelHepax "KNIBCbKWN BITAMIHHMIA 3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsgy - peuyenma
(6aHoukax); no 50 BITAMIHHW 3ABOA" OHOBJIEHHSA BXe 3aTBEPA)KEHOro TEKCTY MapKyBaHHS
Lpaxe B KOHTenHepi 3ABOA4" NepBMHHOT Ta BTOPMHHOI YNaKoBKM JliKapCbKOro 3acoby, 3

(6aHouuj), no 1
KOHTelHepy
(6aHouuj) y nauui;
no 1 kr gpaxe B

BHECEHHSAM HE3HaYHUX 3MiH [0 TEKCTY MapKyBaHHS.
BBefeHHA 3MiH npoTsarom 3-x MicAuiB nicns
3aTBEPAKEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
nakeTi
nonieTneHoBoMy
noaginHomy
53. | FTEKCAKCUM | cycneHsis ans CaHodpi MacTep ®paHuis 3AT "CaHodi- YropuHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu |l Tuny - 3a UA/13080/01/01
HEXAXIM iH'ekuili no 0,5 mn (1 C.A. ABeHTIC", | ®dpaHuis 3MiHa y MmeTogax BunpobysaHHa APl abo BuxigHoro peuyenmom
BAKUUHA ONA [,03a) B nonepeHbo YroplmHa martepiany/npomMiKHOro NpoAayKTy/peareHTy, LWo
MPO®PINAKTUKN 3anoBHEHNX (BTOPUHHE BMKOPUCTOBYETLCS Y NpoOLieCi BUPO6HMUTBA AD| - BBEAEHHS
LNOTEPII, wnpuuax 3 1-eto nakyBaHHs); HOBOI cepil KBasithikoBaHOro etTasioHHoro ctaHgapTy (Batch
NMPABLA, (a6o 2-ma) CaHodpi Mactep 032M4023V) BucokononimepusoBaHoi AHK 3 Micrococcus
KALUMOKY OKpPEMUMU rosikamu C.A., ®paHuis lysodeikticus ans BunpobysaHHs Molecular size distribution
(ALEENMONAPHN Ne 1 a6o Ne 10 Ta 'y (NOBHWIA LUKN test Ha cTagii akTusauii nonicaxapuay (PRP-AH); 3miHu Il Tuny
N KOMIMOHEHT), thnakoHax Ne 10 BUPOGHMLTBA, - 3MiHa y MeTogax BunpobysaHHa A®l abo BUXigHoro
FENATUTY B BWMYCK cepiT) marepiany/npoMiKHOr0 NPoAyKTy/peareHTy, Lo
PEKOMBIHAHTH BMKOPUCTOBYETLCA Y NpoLeci BUpo6HuLTBa ADI - BBEAeHHS
A, HOBOrO KBasnichikoBaHOro eTaslIoHHOro ctaHgapTy (Batch
noniomMienitTy FA494773 Ta Batch FA501137) ansa BunpobyBaHHs Free
IHAKTUBOBAHA tetanus protein content test Ha cTagii Hepo3gacoBaHOro
TA KOH'toroBaHoro nonicaxapuay (PRP-T)
3AXBOPHOBAHD,
CMPUYNHEHUX
HAEMOPHILUS
TNy B
KOH''OFOBAHA,
ACOPBEOBAHA,
PIOKA
54. FEMUUTABIH- niodpinizat gns TOB Ykpaina TOB "dAPMEKC YkpaiHa BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/14104/01/01
DPAPMEKC po3unHy Ans "®APMEKC reyn AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
iHdpysii no 200 mr 1 reyn 3asBHUKa (BNacHVKa peecTpaLliiHoro nocBig4YeHHs) 3miHa
hnakoH 3 aapecy 3asBHYKa (BlacHMKa peecTpauiliHoro nocsigYeHHs);
niogpinizatom y 3MiHY | TURY - AAMIHICTPaTWBHI 3MiHW. 3MiHA HallMeHyBaHHSA
KOHTYpHIli Ta/abo agpecy MicLs NPOBaXEHHS Ais/IbHOCTI
YapyHKoBIl BMpOBHUKa/iMNopTepa roToBOro JlikapcbKoro 3acoby,
ynakosui; no 1 BK/IOYAKOUY AiNbHULj BUNYCKY cepil abo Mmicue npoBefeHHs
KOHTYpHIli KOHTPOJIO AKOCTI. (isS/IbHICTb, 3a SKy BignoBsigae
YapyHKOBIli ynakoBLj BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepili) 3MiHa agpecu
y naui 3 KapToHy; BMPOGHMKa 6€3 3MiHW MicLs BUPO6HMLITBA
1 chnakoH 3
niocpinizatom y
KOHTYPHIli
YapyHKOBIl
ynakosui; no 30
KOHTYPHUX
YapyHKOBUX
yNakoBOK Y
KapTOHHI kopobuy;
30 chnakoHiB 3
niocpinizatom y
KapTOHHI KopobLii
55. FTEMUUTABIH- niogoinizar gns TOB YkpaiHa TOB "®APMEKC YKpaiHa BHECEHHS 3MiH 0 peeECTpaLiiHNX MaTepiasiB: 3MiHu | Tuny - 3a UA/14104/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
PAPMEKC PO34mnHy Ans "®APMEKC reyn" AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
iHdpy3iin no 1000 mr reyn 3asBHUKA (BNacHMKa peecTpaLliiHoro nNocBig4YeHHs1) 3MiHa
1 chnakoH 3 afipecy 3asBHUKA (B/laCHMKa pPeECTpaLiiHOro NOCBigYEHHS);
niodpinizatom y 3MiHM | TUny - AAMIHICTPaTWBHI 3MiHW. 3MiHA HaliMEeHyBaHHS
KOHTYpHil Ta/abo agpecy MicLA NPOBaKEHHS Ais/IbHOCTI
YapyHKoBIli BMpPOBHUKa/iMNopTepa roToBOro JliKapcbKoro 3acoby,
ynakosuj; no 1 BK/IOUAI0UM AiNbHULj BUMYCKY cepil abo micue npoBeaeHHSs
KOHTYpHilA KOHTPOJO AKOCTI. (Qis/IbHICTb, 3a SIKy BiAnosigae
YapyHKOBIll ynakoBLi BMPOGHWK/IMNOPTEp, BKIOYAOUM BUMYCK Cepiii) 3MiHa agpecu
y mauui 3 kapToHy; 1 BMPOGHMKa 6e3 3MiHV Micus BUPO6HMLITBA
hNakoH 3
niodpinizatom y
KOHTYPHIl
YapyHKOBIl
ynakosLij; no 30
KOHTYPHUX
YapyHKOBUX
ynakoBOK y
KapTOHHI kopobuy;
30 chnakoHis 3
niogpinizaTom y
KapPTOHHI Kopobui
56. MNAA3ENAM NOPOLLIOK ToBapucTBo 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - - UA/7762/01/01
(cybeTaHuin) y [04aTKOBOI [,04aTKOBOK AZMIHICTpaTVBHI 3MiHW. BrydeHHs BUPOBHUYOT AiNbHALI
naketax noABinHMX BiANOBiAA/IbHICT BiANOBiAA/IbHICTIO (Bkntovaroun ginbHuLi ans Adl, NpoMiXXKHOTO NpoaykTy abo
i3 nniBkn 0 "IHTEPXIM" "IHTEPXIM" roTOBOrO NiKapCcbKoro 3acoby, AiNbHULI 4718 NPOBEAEHHS
nonieTuneHoBoi Ans nakyBaHHs, BUPO6HWKa, BigNOBifaibHOT0O 3a BUMYCK Cepild,
BMPOGHMLTBA MicLe NpoBeeHHS KOHTPOJIO cepii) abo nocTayasibHrKa
HeCTepUIbHUX BUXiZIHOTO MaTepiany, peareHTy abo AOMOMiXHOI PeHOBWHM
nikapcbkux chopm (SKLLO 3a3HAYEHO Y A0CbE) - BunyyeHHs AinbHuLI 3a agpecoro
YkpaiHa, 65080, Ogecbka 0671., M. Ofeca, Jlloctgopdcbka
nopora, 6ya. 86, ae 34ilicHIETLCA 36epiraHHs roToBOI
NPOAYKUIT Ta BUNYyYeHHS iHchopmMaLii LoAo MiCLe3HaX0MKEHHS
IopUAnYHOI 0co6u; 3MiHu | TUNY - 3MiHK 3 SKoCTi. AdI.
Bupo6bHMLTBO. 3MiHa BUPOGHMKA BUXIAHOTO/NPOMIXXHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTHCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUpo6HYKKa (BKIOYaun, ae
Heob6XiAHO, Micue NPOBeAEHHSI KOHTPOIO AKOCTI) AdI (3a
BifICYTHOCTI cepTudpikaTta BignosigHOCTI €Bponencobkili
hapmakonei y 3aTBepAXeHOMY [OChE)(3MiHN [0 3aX0p4iB,
noB'A3aHnX 3 KOHTponeM A®l, abo fAofaBaHHA AiNbHULI, ae
NPOBOAMUTLCS KOHTPOb/BUNPOGYBaHHSA cepii) - 3amiHa
AiNbHWLb, Ae NPOBOANTLCA BUNPOOYBAHHS KOHTPO/IO Cepil : 3
LinbHULL 3a agpecamn YkpaiHa, 65080, Ogecbka 061., M.
Opeca, ioctaopdhcbka gopora, 6ya. 86 Ta YkpaiHa, 65025, m.
Opeca, 21-i km. CTapokuiBCbKOI f0poru, 23 Ha Ai/TbHULIO 3a
aapecoro YkpaiHa, 65025, M. Ogeca, 21-ii kM. CTapoKMiBCbKOT
goporu, 40-A
57. rHO®/10P TabneTkn MegiHoBa Al LLiBeliuapi BUPOBHMLUTBO, HimeyynH BHECEHHS 3MiH 40 pPeeECTpaLiiHNX MaTepiasiB: 3MiHM | TNy - 6e3 UA/1851/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
BariHasbHi, No 2 A nepBuHHE Ta a/ AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHNYOT AinbHUL peyenma
Tabnetku y 6nicrepi; BTOPVHHE LBeiiuapi (Bovaroumn ginbHuUUi ans A®Il, NpoMixXHOro NpoaykTy abo
no 1 6nictepy B nakyBaHHs: A roTOBOrO /IIKAPCbKOro 3acoby, AiNbHUL 415 NPOBEAEHHS

KapTOHHI kopobuy;
no 6 TabneTok y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHI Kopo6Lyi

Xaynt ®apma
Awmaper M'm6X,
HimeuuunHa;
KOHTPO/b SIKOCTI
Ta BMNyCK cepil:
MepgiHoBa AT,
LLiBeiuapis

nakyBaHHs, BUPOGHWKa, BigNoBifaibHOTO 3a BUMYCK Cepil,
MicLe NpoBefeHHSA KOHTPOIO cepil) abo noctavyanbHUKa
BMXifHOro martepiany, peareHTty abo A0NOMiIKHOT peYOBUHN
(AKLL0 3a3HaYeHO Y A0CbE) - BUTyYeHHS BUPOOHYKa /13 Isepc-
Ni AT, WBeiiuapis (BiANoBiga/IbHOro 3a NEPBUHHE Ta BTOPUHHE
nakyBaHHs); 3MiHW | TUNY - AAMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOGHMYOT AinbHNL (BKIHOYatoum AinbHuui ans Adl,
NPOMIXXHOro NPoAyKTy abo rotToBoro fikapcbkoro 3acoby,
AiNbHULI ANA NPOBeAEHHSA NakyBaHHS, BUPOOHMKa,
BiANOBIAA/IbHOrO 3a BUMYCK CEPIi, MiCLie NPOBeAEeHHS
KOHTPO/HO cepii) abo nocTavasibHUKa BUXIGHOTO marepiany,
peareHTy ab0o LONOMIXKHOI PEYOBMHY (SIKLLO 3a3Ha4YeHO Y
[OCbE) - BUTYYEeHHS (DYHKLT «KOHTPOsb cepii» BupobHuka M3
Xaynt ®apma Amaper Mv6X, HimeuunHa (pyHKUIT nepBuHHe Ta
BTOPWHHE NaKyBaHHSA 3a/IMLLATbCSA); 3MiHW | Tuny -
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHNYOT AinbHUL
(Bovaroumn ginbHuUUi ans A®Il, NpoMixXHOro NpoaykTy abo
roTOBOrO /IIKAPCbKOro 3acoby, AiNbHULi 415 NPOBEAEHHS
nakyBaHHs, BUPOOHWKa, BigNoBifasibHOr0O 3a BUMYCK Cepil,
MicLe NpoBefeHHSA KOHTPOI0 cepil) abo noctavyanbHUKa
BMXifHOro martepiany, peareHTty abo A0NOMiIKHOT peYOBUHN
(AKLLLO 3a3HAYEHO Y A0CbE) - BUNyYeHHs dinbHuui A®l (BBT
Biotech GmbH, Germany); 3MiHu | Tuny - AaMiHiCTpaTuBHI
3MiHW. 3MiHa HallMeHyBaHHA Ta/abo agpecu Micus
NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIKYAKUN AiNTbHUL BUNYCKY cepii abo
MicLie NpOBEAEHHSA KOHTPO/IO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAaE BMPOGHMK/IMNOPTEpP, HE BK/IKOYAKOUM BUMYCK Cepiit) -
3MiHa HalilMeHyBaHHs BUPOOHUKA, BiANOBIAA/IbHOIO 3a
MiIKpPOBIONOriuHWA KOHTPONb SKOCTI [N13; 3MiHK | TUNY -
AaMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLil NPOBaXEHHS AisS/IbHOCTI BUPOOHMKA (BK/IHOYatoum, 3a
HeoOXifHOCTI, MicLie NPOBEAEHHS KOHTPOO AKOCTI), abo
BflacHVKa macTtep-gaiina Ha A®l, abo noctavyasnbHUKa
Adl/BnxigHOro matepiasny/peareHTy/npoMiXXHOro NPoAyKTY, L0
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO Y OCbE
Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOBHKKa HOBOT AONOMDKHOI PEYOBUHM (SIKLLLO
3a3HayeHo y A0CbE) - 3MiHa HallMeHyBaHHSA Micus
NPoBaPKEeHHS AiS/IbHOCTI, a caMe Ai/bHULL, WO € MicLeMm
NpoBefeHHS KOHTPO/TIO AKocTi A®I; 3miHu | Tuny - 3MiHK 3
akocTi. A®l. BupobH1UTBO. 3MiHa BUPOGHUKa
BUXIAHOrO/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
BVKOPUCTOBYIOTLCA Y BUPOOHUYOMY npoLeci APl abo 3miHa
BMPOGHMKa (BK/IKOYauM, e HeobXigHo, MicLie MPoBeAEeHHS
KOHTPO/It0 siKOCTi) ADI (3a BiACyTHOCTI cepTudpikara
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy
[ocbe)(3MiHM 0 3aX0fiB, NOB'A3aHMX 3 KOHTposiem Adl, abo
[ofasaHHA AiNbHULI, Ae NPoBOANTLCA
KOHTPO/Ib/BMNPOGYBaHHSA cepii) - 3amiHa AiNnbHULI, ae
NPOBOAMNTLCA KOHTPOSb cepii A®I; 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu
MiCLil NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/IHOYatoum, 3a
HeoObXiAHOCTI, MicLle NPOBEeAEHHSI KOHTPOSIO AKOCTI), abo
B/lacHMKa MacTep-haiina Ha A®l, abo noctavyasibHUKa
Adl/BuxigHoro matepiasy/peareHTy/MPOMiXXHOIO NPOAYKTY, LLO
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLO 3a3HAYEHO Y AOChE
Ha nikapcbkuii 3acib) 3a BiAcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHKKA HOBOT JONOMIDKHOI PEUOBUHM (SIKLLO
3a3HayeHo y A0CLE) - 3MiHA aapecn MiCUs NPOBaKEHHS
B1pobHmka APl Medinova AG, Switzerland
58. TNEHUET TabneTku, BKPUTI FneHmapk IHais neHmapk IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu |l Tuny - 6e3 UA/11243/01/01
060/10HKO0, N0 5 Mr | ®apmMacbloTukan PapmacbloTukan3 noAaHHA OHOB/IEHOr0 MacTep-haiina Ha APl nesoLeTVpUsnHy peyenma
no 10 TabneTtok 'y 3 /114, nra. ovrigpoxnopugy GIL-11/LCZ/AP/04/002/November 2017, wo
6nictepi; no 1 a6o 06YMOB/IEHO 3MIHOK KOHTPaKTHOro BUpoOHUka A®| 6e3 3MiHK
no 3, aéo no 10 BnacHuka macTtep-gainina Ha A®| i3 3a3HaYEHHAM 5K BlacHuka
6nicTepis B macTep-haiina Ha Ad| Tak i Bupo6Huka A®l B MKA 13
KapTOHHI ynakoBLi
59. rnisoO®»OP® Tabnetkun, BKpUTI MAT "®apmak” Ykpaina MAT "®apmak”, Ykpaina BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/12062/01/01
nNiBKOBOKO Ykpaina 3miHM go Cneuudikauii/MeToziB BUNPo6yBaHHA roTOBOr0 peyenmom
060/510HKO10, 500 (nakyBaHHs i3 nikapcbKoro 3acoby
mr/5 mr no 10 dopmu in bulk
Tabnetok y 6nictepi; thipMmn-BMpOGHMKa
no 3, 6, a6o 10 "USV Private
6nicTepiB y nayui Limited", IHgjs)
60. rniso»oOP® TabneTku, BKpUTI MAT "®apmak” Ykpaina KOCB lMpaiiBiT IHais BHECEHHS 3MiH [j0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny - - UA/12061/01/01
nniBKOBOO Nimiten 3MiHM o Cneuudikauii/MeTogis BUNPO6yBaHHA roTOBOrO
060/10HKO10, 500 nikapcbKoro 3acoby
mr/5 mr in bulk: Ne
1000 (10x100) y
6ricTepax
61. FNIKNA3NA NOPOLLIOK MAT "®apmak” Ykpaina LWaHaoHr KeisiH KuTai BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - - UA/10173/01/01
(cybeTaHuis) B dapmacbloTrKan 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA Y BIANOBIAHICTb
MiLLKax NoABiliHMX Ko., NiTa,. [0 moHorpadii ®Y abo E€Bponelicbkoi hapmakonei, abo
nonieTuneHoBmx iHLWOT HauioHanbHOT thapmakonei aepxasn €C (3MiHa y
0151 BUPO6HMLTBA crneundikalisx, nos'asaHa 3i 3amiHamu B AdY, abo
HEeCTepPUIbHUX €Bponelicbkiin hapmakonei, abo iHLUIA HaLioHaNbHIl
NiKapcbkux popm hapmakonei gepxasu €C)
62. TNYTAPTIH PO34MH ANS iH'EKUi, TosapucTso 3 Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpavliiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/4022/01/02
200 mr/mnno 5 mn B o6MexeHo obmexeHor 3MiHa po3Mmipy cepii (BkoYaroum AgianasoH po3mipy cepii) peyenmom
amnyni; no 10 BiANOBIAA/IbHICT BigNoBiAa/IbHICTIO roTOBOro NikapcbKoro 3acoby - BBEAEHHS [0AATKOBOro po3mipy
amnyn y KapToHHil 10 "papmMaLeBTUYHa cepii nikapcbkoro 3acoby (i3 3a3HaYeHHAM B fiTpax Ta TuC.
Kopobuj; no 5 mn B "dapmaLeBTUYH KOMnaHis yNakoBOK y TEOPETUYHOMY PO3PaxyHKy) A1 [iloHoro
amnyni; no 5 amnyn a KoMnaHis "3p0poB’sa" AMNybHOTO Lexy. 3anponoHoBaHo: AMNY/IbHUIA Liex Po3mip
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
y 6nictepi; no 1 a6o "3popos A" cepii cknagae: 20,000 Tuc. amnyn (100 n1); 23,000 Tuc. amnyn
2 6nictepuy (115 n); 50,000 Trc. amnyn (250 n). JogatkoBumii po3mip cepii
KaPTOHHI Kopo6Lyi cknagae: 98,000 tuc. amnyn (490 n)
63. | FPAHOUVUT® 34 niodpinizat ana TOB "CaHodi- YkpaiHa BTOPUHHE ®paHuis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu |l Tuny - 3a UA/5627/01/01
PO3UMHY ANS iH'EKLi ABeHTiC nakyBaHHs, AnoHis 3MiHW [0 IHCTPYKLii ANS MeAMYHOro 3aCTOCyBaHHSA [0 po3ainis peuyenmom
no 33,6 msiH. MO YkpaiHa" KOHTPO/b AKOCTI "Oco6nmBocCTi 3acTocyBaHHA", "Mo6iuHI peakuii”.
(263 mkr) Ne 5: o 5 Ta BUMYCK cepiit BBegeHHA 3MiH NpoTAromM 6-Tm MicsiliB nicns
hNakoHiB 3i ckia niocpinizaty Ta 3aTBepAKeHHs
TMnalc PO3UYNHHUKA:
niodpinizaTom, CaHodi BiHTpon
YKynopeHux IHaacTpia,
npobkamu ryMoBumm PpaHuis;
6yTVI0BUMM Ta BMPOGHMLTBO
o6xaTmx niocpinizary,
KoBnaykamm nepBuHHE
anoMiHieBMMHA B nakyBaHHs,
KOMMNNEKTi 3 5 KOHTPO/1b SAKOCTI:
amnynamu no 1 mn Lyrai ®apma
3icknaTuny | 3 MaHyheKTypuHr
PO34MHHMKOM (BOAA Ko. NTa, AnoHis;
LN H exuin) B BMPOBHULTBO
KapTOHHI Kopo6Lyi PO34YMHHMKA,
nepBrHHE
nakyBaHHs,
KOHTPO/b SKOCTI:
laynt ®apma
JliBpoH, ®paHuis
64. | AAPCIN® TabneTku, BKpUTI MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 6e3 UA/2473/01/01
060/10HKOI0, M0 22,5 "®apmaueBTUYH "@apmaueBTuyHa 3MiHa y MeTogax BunpobyBaHHSA rOTOBOrO NiKapcbKoro 3acoby; peyenma
mr no 10 TabneTok y a thipma ipma "JapHuus” CynyTHS 3MiHa: 3MiHa napameTpiB cneumndikauilii Ta/abo
KOHTYpHIli "OapHuua” L0NyCTUMKX MEX FOTOBOrO JliKapCbKOro 3acoby; 3MiHu | Tuny -
YapyHKoBIl 3MiHa y MeToaax BunpobyBaHHsA APl abo BMUXiAHOTO
ynakoBLi; no 5 abo martepiany/npomikHOro NPoAayKTy/peareHTy, Wwo
10 KOHTYPHMUX BMKOPUCTOBYETbLCA Y NpoLieci BUpo6HuLUTBa ADI (iHLWi 3MiHK Y
YapyHKOBMX MeToAax BUNpPobyBaHHA (BK/IHOYaOUM 3aMiHy abo AOMNOBHEHHS)
ynakoBOK y naui; no A®| abo BMXifHOro/NPOMKHOrO MPOAYKTY); CYNyTHA 3MiHa:
10 TabneTok y 3MiHa y napameTpax cneuundikauiii Ta/abo fonycTVMUX Mex,
KOHTYpHilA BM3Ha4YeHux y cneuudpikauisx Ha Adl, abo
YapyHKOBIl BWXiAHWA/NPOMDKHUIA NpOAYKT/peareHT, L0 BUKOPUCTOBYIOTHCS
ynakosLi; no 3 y npoueci BUpo6HMUTBa A®I; 3MiHK | TUNY - 3MiHa NapameTpiB
KOHTYPHI YapyHKOBI cneyudikaLiin Ta/abo fonycTUMMNX MeX A/1s1 ONOMIXHOT
ynakoBKW y nauuj PeyoBUHM; CYNyTHA 3MiHA: 3MiHa Y MeTogax BUNpobyBaHHsA
[0MOMDKHOT PEYOBUHU (HE3HAYHI 3MiHW Y 3aTBepKEHNX
MeTofax BUNpobyBaHb)
65. | AEKA30/1b aepo30/1b, 52 mr/60 AT "CTOMA" Ykpaina AT "CTOMA" YkpaiHa BHECEHHS 3MiH 40 peecTpaujiiHnX MaTepiasiiB: 3miHu | Tuny - 6e3 UA/1260/01/01
r no 60 ry 6anoHi 3MiHM Woao 6e3nekn/edpeKTBHOCTI Ta (hapmakoHarnsgy - peuenma

aepo30/1IbHOMY
atoMiHieBOMY 3
K/1anaHom

BHECEHHS 3MiH [0 BXe 3aTBEPKEHOro TeKCTY MapKyBaHHS
NEepPBMHHOI Ta BTOPUHHOI YNaKOBOK; 3MiHW | Tuny - 3MiHa B
yMoBax 36epiraHHs roToBOro fikapcbkoro 3acoby. BBeeHHs
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
6e3nepepBHOT aii y 3MiH NPOTArom 6-Tm micsALiB nicns saTBepKeHHs
KOMM/IEKTi 3
Hacafkow Ta
3ano6ikKHNM
KOBMayvkom; no 1
6a0Hy B nauuj 3
KapTOHY
66. | AEKAMEBIT® TabneTku, BKPUTI AT Ykpaina AT "KNIBCbKUI YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 UA/4850/01/01
nNiBKOBOKO "KNIBCbKWN BITAMIHHUIA BW/TyYEeHHs1 BUpobHuka A®| Kucnota ackopbiHosa (BiTamiH C); peyenma
o6onoHkoto, no 10 BITAMIHHWIA 3ABOA" CynyTHS 3MiHa: 3MiHa y napameTpax cneuudikauiin Ta/abo
Tabnetok y 6nictepi; 3ABOA" LONyCTUMUX MEX, BU3HAYeHUX Y cneumdikauisx Ha A®l, abo
no 2 6nictepu B BWXiAHWIA/NPOMDKHWIA NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS
navi y npoteci BUpo6HMuTBa ADI - y 3B’A3KY 3 BUTYUEHHSAM
BUpo6HMKa APl Kucnota ackopbiHoBa (BiTamiH C), BHeCeHi
BIANOBIAHI 3MiHW A0 NOKa3HWKIB: “3aMLLKOBI Ki/IbKOCTI
OpraHiYHMX PO3YMHHKMKIB" i “TepMiH1 NpuaaTHOCTI”
67. | AEHTOKIHA Tabnetkn no 150 [Loiiue HimeuunH | [oiiue Xomeonarti- | HimeuyunH BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 UA/5193/01/01
Tabnetok y chnakoHi; Xomeonari- a YHioH OXY- a 3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenma
no 1 dpnakoHy B YHioH OXY- ApuHaiimiTTens BBeaeHHs abo 3MiHU [0 y3araslbHeHVX AaHKX Npo cucTemy
KapTOHHI Kopo6Lyi ApuHaiimiTTens v6X & Ko. KI hapmakoHarnsgy (BBeAeHHs y3araslbHeHUX faHuX npo
'm6X & Ko. KI cucTemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsay; KOHTakTHoT
0ocobu 3 dhapmakoHarnsay 3asBHuKa AN 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAAILHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-haiina cuctemn dhapmakoHarnsgy) -
3MiHa yNnoBHOBaXKeHOT 0cobw, BignoBigansHoi 3a
chapmakoHarnsag;:
nponoHoBaHa pegakuis - Dr.Anja Hofner/ Ap. AHsa FodbHep.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0CO6M,
BignoBiga/IbHOI 3a hapmakoHarnsg. 3MiHa KOHTakTHOI 0cobu,
BiANOBIAa/IbHOI 3a hapMakoHars4: NponoHoBaHa pefakuis -
BoiTeHko AHTOH eoprilioBuy. 3MiHa KOHTAKTHUX AaHKX
KOHTaKTHOT 0c0o6M, BifNoBigaNbHOI 3a hapmakoHarnag
68. | AUBYKAIHY NOPOLLIOK ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - - UA/14898/01/01
rigpoxnorup (cybeTaHuis) y [0[aTKOBOIO [04aTKOBOKO 3MiHu 3 siKocTi. A®I. Bupo6HMLTBO. 3MiHa BUPOGHUKaA
nakeTax nopgiiHMx BiANOBIAA/IbHICT BiANOBIAA/IbHICTIO BUXIAHOrO/NPOMIXXHOTO NPOAYKTY/peareHTy, Lo
i3 nniBkN 0 "IHTEPXIM" "IHTEPXIM" BMKOPUCTOBYHOTLCS Yy BUPO6HMYOMY npoueci A®l, a6o 3MiHa

nonieTuneHoBol ANns
hapmaveBTU4HOro
3acTocyBaHHsA

BMPOGHMKa (BK/TKOYaUK, e HeobXigHo, MicLie MpOBeAEeHHS
KOHTpO/to skocTi) AP (3a BifCyTHOCTI cepTudpikata
BiANOBIAHOCTI €EBpONENiChKili hapmakonei y 3aTBepaKeHoOMy
[ocbe)(3MiHM [0 3ax0fiB, NOB'A3aHMX 3 KOHTposiem Adl, abo
[ofasaHHA AiNbHULI, Ae NpoBOAUTLCA
KOHTPO/b/BUNPOGYBaHHSA cepii) 3amiHa AinbHULUb, Ae
NPOBOAMUTLCS BUMPOGYBaHHS KOHTPOSIO cepii : 3 AiNbHULpG 3a
afpecamu YkpaiHa, 65080, Ogecbka 06/1., M. Ofeca,
NocTaopdicbka gopora, 6ya. 86 Ta YkpaiHa, 65025, M. Ogeca,
21-i1 kM. CTapokMiBCbKOI Aopory, 23 Ha AiNbHULIKO 3a aapecor
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

YkpaiHa, 65025, m. Ogeca, 21-i1 km. CTapoKuUiBCbKOI JOpOrK,
40-A. 3MiHu | TNy - AAMIHICTpaTMBHI 3MiHW. BUnyyeHHs
BVMPOGHWYOI finbHNL (BKIHOYaoun AinbHuui na Adl,
MPOMKHOro NPoAyKTy abo roToBOro Jlikapcbkoro 3acoby,
AiNbHULI AN NpOBeEHHA NakyBaHHS, BUPOOHUKA,
BifiNOBIAaIbHOTO 3a BUMYCK Cepild, MicLie NpoBefeHHs
KOHTPO/II0 cepil) abo nocTayasnbHrKa BUXIGHOTO Matepiany,
peareHTy abo AONOMiXHOT PEYOBMHY (SIKLLO 3a3HAYeHO y
[0Cbe) BunyyeHHs ginbHULI 3a agpecoto YkpaiHa, 65080,
Opecbka 0611., M. Ogeca, Jlloctgopdebka gopora, 6ya. 86, ae
3[iICHIOETbCS 36epiraHHsi rOTOBOT NPOAYKLi Ta BUyYEHHS
iHchopmaii LWoA0 MicLe3HaXOKEHHS IopUANYHOI 0CobK.

69.

OVKNAK®

Tabnetku
KMLLKOBOPO34MHHI NO
50 mr no 10
TabneTok y 6nictepi;
no 2 6nictepun y
KapTOHHI Kopo6Lyi

CaHpo3
dapmacbloTikas

34.4.

CnoBeHis

Canotac dPapma
6X

HimeuumnH
a

BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiastis: 3MiHu | Tuny -
3MiHuM Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy.
BeeaeHHsA ab0 3MiHU [0 y3araslbHEHNX AaHuX Npo cucTemy

dhapmakoHarnsgy (BBefieHHs y3araslbHEHUX AaHnX Npo
cuctemMy hapmakoHarnagy, 3miHa ynoBHoBaxeHol ocobu,

BIANOBIAA/LHOI 3a 34iiCHEHHA dapmakoHarnsagy; KOHTakTHOT

ocobu 3 dhapmakoHarnagy 3asBHVKa ANs 34iIACHEHHS
thapmMakoHarnagy B YkpaiHi, K0 BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0CO6U, BiANOBIAAIbHOI 38 34iCHEHHS
thapmakoHarnagy (BK/4yak4um KOHTaKTHi AaHi) Ta/abo 3MiHu y
pO3MilLeHHi MacTep-chaiina cuctemun hapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0C06M 3asBHMKa 415
3[jiCHeHHs hapmakoHarnagy. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa agpecu
mMacTep-goaiina

3a
peyenmom

UA/9808/02/01

70.

ANKNAK® ID

TabneTku 3
MoaucpikoBaHUM
BUBI/IbHEHHAM MO 75
Mr no 10 TabneTok y
6nicTepi; no 2 abo
no 10 6nicTepiB y
KapTOHHI Kopo6Lyi

CaHpo3
dapmacbloTikan

34.4.

CnoBeHis

Cantotac Papma
6X

HimeyunH
a

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny -
3MiHuM Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy.
BeeaeHHs abo 3MiHU [0 y3araslbHeHNX AaHuX Npo cucTemy
dhapmakoHarnsgy (BBefieHHs y3araslbHEHUX AaHnX Npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHol ocobu,
BIANOBIAA/bHOI 3a 34iiCHEHHA ddapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy 3asaBHUka AN 34IMCHEHHN
hapmakoHarnagy B YkpaiHi, K0 BOHa BifgMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/4akum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-haiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHMX AaHnX YNOBHOBAXEHOI 0COOU 3asBHMKa A5
3[jiCHeHHSs1 dhapmakoHarnagy. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsgy. 3MmiHa agpecu
MacTep-goaiina

3a
peyenmom

UA/9808/01/01

71.

ANKNAK® ID

Tabnetku 3
MoaucpikoBaHUM
BVBI/IbHEHHSIM MO
150 mr no 10
Tabnetok y 6nictepi;
no 2 a6o no 10
6nictepiB y

CaHpo3
PapmacbloTikan
3 4.4

CnoseHis

BMPOGHMLTBO in
bulk, nakysaHHs,
BUMYCK cepil:
Cantortac dapma
M6X, HimeyuunHa;
nakyBaHHS1, BUMYCK
cepii: lexk C.A,,

HimeyunH
a/
MonbLa

BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis: 3miHu | Tuny -
3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapMakoHarnsgy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHeHVX AaHux Npo cuctemy

dhapmakoHarnsgy (BBefeHHs y3arasibHeHUX AaHux npo
cucTemy hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,

BiANOBIAA/IbHOT 32 3AjICHEHHS hapMakoHarns4y; KOHTaKkTHOT

0cobu 3 hapmakoHarnsgy 3asaBHUKa AN 34ilCHEHHS

3a
peuyenmom

UA/9808/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
KapTOHHI KOpo6Lyi Monbwa hapmakoHarnsgy B YkpaiHi, SKWwo BOHa BiAMIHHA Bif
YNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 3a 3AiiCHEHHS
hapMakoHarnagy (BKIYaKUM KOHTaKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOT 0CO6U 3asBHUKA 419
3piiicCHeHHs hapmakoHarnagy. 3mMiHa Micus 34iiCHEHHS
OCHOBHOI AjsifIbHOCTi 3 chapmakoHarnsagy. 3miHa agpecu
mMacTep-gpaiina
72. | ANDPNO30N® PO3unH ANs iHdys3il, MAT Ykpaina MAT "rannuchapm" Ykpaina BHECEHHS 3MiH [0 peecTpaLliinHMx maTepiasis: 3MiHu | Tuny - 3a UA/11674/01/01
2 mr/mn no 100 mny "ranuudapm” BHECEeHHS 3MiH o po3giny 3.2.P.3. MNMpouec BUpo6HMLTBA peyenmom
NAALWL§ CKNAHI; no nikapcbKoro 3acoby, 30kpema: BUKIafeHHs TEKCTY KOPOTKOro
1 nnawui B nayui OnMcy TEXHOONYHOro MPOLLECY Ta TEXHO/OTYHOT CXemu
BMPOGHULITBA FOTOBOrO NiKAPCbKOro 3acoby B HOBIli peaakLii
73. | AOLETAKCEN- KOHLeHTparT ans TOB YKkpaina TOB "®APMEKC YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/13875/01/01
DPAPMEKC po3unHy Ans "®APMEKC reyn AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
iHdpy3iin 40 mr/mn, no reyn 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa

0,5 mn (20 mr)
KOHLeHTpaTy y
hnakoHi; no 1
hnakoHy
KOHUeHTpaTy (20
mr/0,5 mn) Ta 1l
hnakoHy
PO34MHHMKA (ETAHON
96 %, BoAa ang
iH'ekuiil) no 1,5 mny
KOHTYPHIli
YapyHKOBIli
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLj
B KapPTOHHIi nauui;
no 2 mn (80 mr)
KOHLEHTpaTy y
thnakoHi; no 1
hnakoHy
KOHUeHTpaTy (80
mMr/2 mn) Ta l
hnakoHy
PO34MHHYKa (eTaHoN
96 %, Bofa ans
iH’eKuUilii) no 6 mn y
KOHTYpHIli
YapyHKoBIl
ynakosui; no 1
KOHTYpHIli
YapyHKOBIli ynakoBLj
B KQPTOHHIl nayui;
no 3 mn (120 mr)

agpecu 3asa8HuKa TOB "®APMEKC I'PYT1", YkpaiHa
(BBegeHHs 3MiH MPOTAroM 3-X MicsiLiB nicns 3aTBepKEHHS);
3MiHY | TURy - AAMIHICTPaTWBHI 3MiHW. 3MiHA HaliMEeHyBaHHS
Ta/abo agpecun micua NpoBaKEHHS AiNbHOCTI
BMpPO6HMKa/iMNopTepa roToBOrO JliKapCbKoro 3acoby,
BK/IOUAKUY AiNbHULj BUNYCKY cepil abo MicLe npoBeeHHS
KOHTPOJO SIKOCTI. (QisS/IbHICTb, 3a 5Ky BignoBsifae
BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepili) - 3MiHa agpecu
BMpo6HUuKa 113 TOB "®APMEKC I'PYT1", YkpaiHa, 6e3 3MiHu
MicLs BUPO6HMLTBA (BBEAEHHS 3MiH NPOTAroM 3-X MiCALiB
nicns 3aTBepApKeHHs); 3MiHW | Tuny - 3MiHK Wwoao
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsagy (iHwi 3miHu) -
3aMiHa rpadiyHOro 0hoOpMIEHHS NEPBUHHOT Ta BTOPUHHOIT
yMakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3 BiAMOBigHMMM
3MiHamu fo po3ainis MKA N13 (po3gin «IpadiyHe
0hopMNEHHSI» 3aMiHEHO po3AinoM «MapkyBaHHS»). BBeeHHs
3MiH NPOTAroM 3-X MicALiB Nicns 3aTBepAKeHHS
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
KOHLEHTpaTy y
thnakoHi; no 1
hnakoHy
KOHUeHTpaTy (120
Mr/3mn) Tal
hnakoHy
PO34MHHYKa (eTaHoN
96 %, BoAa Aans
iH'eKUjil) no 9 mn y
KOHTYPHIl
YapyHKOBIl
ynakosui; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLj
B KAPTOHHIiA nayui
74. ENIFAPA, 22,5 MI' | nopoLlok Ans AcTtennac Higepnan | BignosiganbHuii 3a | HigepnaH BHECEHHS 3MiH [0 peecTpauiliHix martepianis: 3miHu | Tuny - 3a UA/5758/01/02
NpUroTyBaHHs dapwma HOpon an BTOPUHHY an/ CLWA 3MiHa chopmu abo po3Mipy KOHTeliHepa UM 3aKynopBasIbHOro peyenmom
po3unHy AnA B.B yrnaxkoBKy Ta 3aco6y (NepBMHHOI yNakoBKW) - OHOBMEHHA p. 3.2.P.7.
NiALWKIPHUX iH'EKLIA BMNYCK Cepil: CucTema KoHTeliHep/3aKynopioBasibHUIA 3aci6: BBeAEHHS
no 22,5 wr,; AcTennac ®apma a/lbTepHaTUBHUX BUPOOHMKIB KOMMNOHEHTIB A/19 YNaKkoBKU
KOMMIEKT MICTUTb 2 HOpon b. B., KOBNaukis LINpULIB A Ta WNpULIB 415 3abe3neveHHs
notku: 1 noTok HigepnaHgy; noctavaHHs Eligard®. Bci maTtepianv BukopucTaHi ans
MICTUTb nonepeaHbLo BiANoOBiAabHMI 3a KOBMAYKiB LUNPULIB A Ta LWNPpUL, 3a/IMLWLAITLCSA HE3MIHHUMMU.
HanoOBHEHWIA LLINPULL BMPOGHMLITBO Bigbynacb He3HauyHa MoaudikaLis KOHCTPYKUIT NOPLUHSA:
A 3 PO34YMHHUKOM wnpuua A: HeBevKi PO3MipHI 3MiHU GYNN BHECEHI A0 BHYTPILLUHBLOTO
(noni(DL-naktug-ko- Tonmap IHK., OiameTpa Ta reomeTpii 6i/10r0 NOpLUHSA; hopMa MOPLUHA
rnikonig) nonimep, CLUA; 3MIHIETLCA Bif LWAIHAPWYHOT (DOPMU [0 KOHCTPYKLi
N-meTnn-2- BiANOBiAaIbHWI 3a NnonepeyvHoro CTEPXHS; 3MiHM | TMny - 3MiHa NocTaYasibHKKa
niponigox) no 457 BUPOBHULTBO nakyBa/lbHUX martepiasis ab0 KOMNNEKTYIOUUNX - BKIIIOYEHHS
Mr, MopLUeHb wnpuua A, iHchopmauii LWoAo0 nocTavanbHVKIB KOMMOHEHTIB A5 YNakoBKW
wnpuua b Ta wnpuua b, 0o p. 3.2.P.7. Cuctema KoHTeliHep/3aKynoptoBasibHUiA 3aci6.
nakeTuk 3 KiHLLeBY yNaKoBKY Bci maTepianv BukopucTaHi 4719 KOBNaykis WNpuuis A Ta
BOJIOrONOr/IMHaYn Ta KOHTPO/1b LNpUL, 3aNWAITLCA HE3MIHHUMN
M areHToM; 2 10TOK AKOCTI:
MICTUTb nonepeaHbLo Tonmap IHK.,
HanoOBHEHWIA LLINPULL CLUA;
B 3 nopoiukom, BignoBiAabHWi1 3a
CTepusbHY ronky Ta BUPOGHMNLITBO
naxkeTuk 3 wnpuua b:
BOJIOTOMOINIVHAIOYM KaHmpkmH
M areHToMm, 6io®apwma J/1/1C.,
KOMMNNEKT y CWA
KapPTOHHI Kopobui
75. ENIFAPA, 45 MI’ NOPOLLOK A/1A Actennac Higepnax | BignosiganbHuii 3a | HigepnaH BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis: 3mMiHu | Tuny - 3a UA/5758/01/03
NpUroTyBaHHsA ®apma HOpon on BTOPUHHY on/ CLWA 3MiHa chopmuy abo po3Mipy KOHTEHepa Un 3aKynoproBaslbHOro peyernmom
pO3unHy ans B.B. ynakoBKy Ta 3aco6y (NepBYHHOT YNakoBKW) - OHOBMEHHSA p. 3.2.P.7.
NiALWKIPHUX iH KL BUNYCK cepii: CucTeMa KoHTeliHep/3akynoptoBasibHUIA 3aci6: BBEAEHHS

no 45 Mr; KOMNAeKkT
MICTUTb 2 NOTKK: 1

Actennac ®apma
KOpon B. B.,

anbTepHaTUBHNX BUPOGHWKIB KOMMOHEHTIB A1 YNakoBKu
KOBMaukKiB WINPMLIB A Ta LINpULiB Ans 3a6e3neyeHHs
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
NIOTOK MICTUTb HigepnaHngy; noctavaHHs Eligard®. Bci maTtepianv BukopucTaHi ans
nonepegHL0 BiANOBiAabHMI 3a KOBMaYKiB LUNpULIB A Ta LWNPpUL, 3a/IMWLAOTLCSA HE3MIHHUMMU.
HanoBHEHWIA WnpuL, BMPOGHMLITBO Bigbynacb He3HauyHa MoamdikaLis KOHCTPYKLIT NOPLUHA:
A 3 PO34YMHHUKOM wnpuua A: HeBenvKi PO3MipHI 3MiHU GyNN BHECEHI A0 BHYTPILLUHBLOTO
(noni(DL-naktng-ko- Tonmap IHK., OiameTpa Ta reomeTpii 6i/10ro NOpLUHSA; chopMa MOPLUHA
rnikonig) nonimep, CLUA; 3MIHIOETLCA Bif LWAIHAPUYHOT (DOPMU [0 KOHCTPYKLi
N-meTnn-2- BiANOBIAa/IbHMI 3a NoMnepeyHoro CTEPXHS; 3MiHM | TMNy - 3MiHa NoCTaYa/IbHKKa
niponigoH) no 434 BUPOBHULTBO nakyBa/lbHNX MaTepianis abo KOMMIEKTYHUUX - BK/THOYEHHS
Mr, nopLueHb wnpuua A, iHchopmauii LWoAo nocTayanbHUKIB KOMMOHEHTIB 151 YNakoBKW
wnpuua b Ta wnpuua b, 0o p. 3.2.P.7. Cuctema KoHTelHep/3aKynoproBasibHUIA 3aci6.
nakeTuk 3 KiHLleBY ynaKoBKy Bci maTepianv BukopucTaHi 4719 KOBNaykis WNpuuis A Ta
BOJIOrONOr/IMHayu Ta KOHTPO/1b LUNpUL, 3aTULWAI0TLCA HE3MIHHUMM
M areHToMm; 2 10TOK AKOCTI:
MIiCTUTb nonepeaHbLo Tonmap IHK.,
HanoBHEeHWIA WnpuL, CLIA;
B 3 nopowkom, BignoBiAabHWiA 3a
CTepusbHY ronky Ta BMPOGHMNLITBO
naxkeTuk 3 wnpuua b:
BOJIOTOMOIIVHAIOUM KaHmpKmH
M areHToMm, 6io®apwma J/1/1C.,
KOMMNNEKT y CWA
KapPTOHHI Kopobui
76. ENIFAPA, 7,5 MI' NOPOLLIOK A5 Actennac HinepnaH | BignosiganbHuii 3a | HigepnaH BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 3miHu | Tuny - 3a UA/5758/01/01
NPUroTyBaHHsA ®apma HOpon on BTOPUHHY on/ CLWA 3MiHa chopmuy abo po3Mmipy KOHTeHepa Un 3aKynoproBaslbHOrO peyernmom
pO3uunHy ansa B.B. ynakoBKy Ta 3aco6y (NepBYHHOT YNakoBKU) - OHOBMEHHSA p. 3.2.P.7.
NiALWKIPHUX iH'EKLA BUNYCK cepil: CucTeMa KoHTeliHep/3akynoptoBasibHUIA 3aci6: BBEAEHHS
no 7,5 mMr, KOMNAeKT Actennac ®apma anbTepHATUBHNX BUPOGHWKIB KOMMOHEHTIB 41 YNakoBKu
MicTUTb 2 noTku: 1 HOpon B. B., KOBNauKiB LINpULIB A Ta LWINpULIB 415 3a6e3neyeHHs
NOTOK MICTUTb HigepnaHgu; noctavaHHs Eligard®. Bci maTepianv BukopucTaHi ans
nonepegHL0 BiANOBIAaIbHWI 3a KOBMAYKiB LINPULIB A Ta LINPULL, 3a/IMLIAITLCSA HE3MIHHUMU.
HanoOBHEHWIA LLINPULL BMPOGHMLTBO Bigbynacb He3HauyHa MoaudiikaLis KOHCTPYKUIT NOPLUHS:
A 3 PO3UYNHHVKOM wnpuua A: HeBesViKi PO3MipHi 3MiHV 6y BHECEHI A0 BHYTPILUHLOro
(noni(DL-nakTng-Ko- Tonmap IHK., AiameTpa Ta reomeTpii 6i710r0 NOpLUHS; hopma NOpPLUHSA
rnikonig) nonimep, CLUA; 3MIHIOETBCSA Bif, LUAIHAPUYHOI hOPMMN A0 KOHCTPYKLT
N-meTun-2- BiNOBigaNbHWIA 3a nonepeyHoro CTePXHS; 3MiHW | TUNYy - 3MiHa nocTavyasibHMKa
niponigox) no 343 BMPOGHMLITBO nakyBaslbHNX MaTepianis ab0 KOMMNEKTYHOUNX - BK/IHOYEHHS
M, NOpLUEHb wnpuua A, iHhopMawuii LWoAo0 nocTavanbHYKIB KOMMOHEHTIB A1 YNakoBKM
wnpuua b ta wnpuua b, 0o p. 3.2.P.7. CuctemMa KoHTelHep/3aKynoproBasibHUiA 3aci6.
nakeTuk 3 KiHL,EBY YMaKoBKY Bci maTepianu BukopucTaHi AN KoBnaykis LWNpuuis A Ta
BOJIOTOMOINIVHAIOYM Ta KOHTPO/b LUMPWLL, 3a/IMLLAKTLCSA HE3MIHHMM

M areHToM; 2 10TOK
MiCTUTb NonepegHbLO
HanoBHEHWI WnpuL,
B 3 nopotukom,
CTEPWUNBHY FONKY Ta
nakeTuk 3
BOJIOTOMOINIVHAIYM
M areHToMm,
KOMMNEKT y
KapTOHHIN Kopo6Lii

SAKOCTI:
Tonmap IHK.,
CLA;
BiANOBIAabHMI 3a
BMPOGHMLITBO
wnpuua b:
KaHOKu1H
6io®apwma JI/1C.,
CLA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
77. | EHTEPOKIHA, PO34UH OpasibHUIA [Joitue HimeuunH | [doiiye Xomeonarti- | HimeuunH BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHu | Tuny - 6e3 UA/4953/01/01
no 20 M1 po3UnHy y Xomeonari- a YHioH AXY- a 3MiHM Wopao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsgy. peuenma
thnakoHi; no 1 YHioH OXY- ApuHaiimiTTeNb BeefeHHs abo 3MiHU [0 y3araslbHEHNX AaHuX Npo cucTemy
dhnakoHy y ApuHaiimiTTens M6X & Ko. KI thapmakoHarnagy (BBeAeHHS y3arasibHeHVX AaHNX Npo
KapTOHHI KopooLyi v6X & Ko. KI cucTemy hapmakoHarnsgy, 3miHa ynoBHoBaXeHoi ocobu,
BiANOBIAANbLHOI 3a 34jICHEHHS hapMmakoHarnsay; KOHTaKTHOI
ocobu 3 dhapmakoHarniagy 3asBHVKa AN 34iICHEHHS
thapMakoHarnagy B YkpaiHi, KO BOHa BifgMiHHA Bif,
YNOBHOBaXXeHOi 0c0obM, BiANOBIAa/ILHOT 3a 34iCHEHHS
thapmakoHarnagy (BK/4Yakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-chaiina cuctemun hapmakoHarnsgy) -
3MiHa yNnoBHOBaeHOi 0cobu, BiAMNOBIAa/IbHOI 3a
thapmakoHarnag;:
nponoHoBaHa pegakuis - Dr.Anja Hofner/ ip. AHs FochHep.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a hapMakoHar/is4. 3MiHa KOHTaKTHOI 0co6u,
BignoBiga/IbHOI 3a hapmMakoHarnsa: NpornoHoBaHa pefakuis -
BoiiTeHKo AHTOH eopriioBuY. 3MiHa KOHTAKTHUX JaHWNX
KOHTaKTHOI 0c06MU, BignoBiganbHoi 3a hapmakoHariag
78. ETOMNO3UA KOHUEeHTpaT A5 Amakca Papma Benuka KOHTPO/1b SIKOCTI, HimeuuunH BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: 3MiHu | TUny - 3a UA/16825/01/01
AMAKCA po3unHy AnA nTa BpuTtaHis BTOPVHHE a nogaHHa oHosneHoro CepTtudikaTy BiAgnoBigHOCTI peyenmom
iHdpysii, 20 mr/mn no nakyBaHHs, €sponelicbkin hapmakonei R1-CEP 1999-144-Rev 05 Big Bxe
5 Mn y hnakoHi; no MapKyBaHHS, 3aTBEPMAKEHOro BUpo6HUMKa ans A®l etonosnay
10 chnakoHis B BUMYCK CepiiA:
KapTOHHI kopobuy; Cragacapm
no 25 mn 'y goNakoHi; 'M6X, HimeyunHa,;
no 1 conakoHy B BMPOGHMLITBO
KapTOHHI Kopo6Lyi po3uuHy bulk,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SKOCTI:
TumoopraH
dapmauie Mm6X,
HimeyunHa
79. EBPOBICOMNPOJT | TabneTku, BKpUTI TOB "®apma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHNX MaTepiasiB: 3MiHu | Tuny - 3a UA/13786/01/01
on1io nNiBKOBOKO Crapt” CrapT", YKpaiHa 3MiHM Wopo 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay. peyenmom

060/10HKO10, Mo 10
Mmr no 20 TabneTok y
6nicTepi; no 1
6nictepy B navui 3
KapTOHY

(chacyBaHHs Ta
nakyBaHHs 3
chopmum in bulk
ipmn CiHTOH
XicnaHisi, C.J1.,
IcnaHis)

BeefeHHs ab0 3MiHU [10 y3araslbHEHNX AaHnX Npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnX npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA (dapMakoHarnsgy; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHVKa Ans 34iNCHEeHHS
cthapmMakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsgy (BkIyatoum KOHTakTHI AaHi) Ta/abo 3MiHW y
po3MmilLieHHi MacTep-chaiina cucteMmun hapmakoHarnsgy) -
3MiHa YNnoBHOBaXXeHOI 0cobu, BifnoBiganbHOI 3a 3A4iACHEHHS
thapmakoHarnagy: MNponoHoBaHa pegakuis: CopokoneToa
Anna bopuciBHa. 3MiHa KOHTAKTHUX AaHNX YNOBHOBaXEHOT
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
0co6w, BignoBigasbHOI 3a 34iCHEHHsT ddapMakoHarnsay
80. EBPOBICOMNPON | TabneTku, BKPUTI TOB "dapma Ykpaina TOB "®apma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: 3MiHu | TUny - 3a UA/13786/01/02
ons nAiBKOBOO Crapt” Crapt", YkpaiHa 3MiHM Wwopo 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. peyenmom
060/10HKO0, N0 5 Mr (dbacyBaHHA Ta BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
no 20 Tabnetok y nakyBaHHSs 3 thapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHWX Npo
6nicTepi; no 1 dopmu in bulk cuctemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI ocobu,
6nicTepy B nauui 3 chipmu CiHTOH BiANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsay; KOHTakTHOT
KapTOHY XicnaHisi, C.J1., 0ocobu 3 hapmakoHarnsay 3asBHUKa AN 34iCHEHHS
Icnanis) hapmakoHarnsgy B YKpaiHi, SKWo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu y
pO3MiLLEHHI MacTep-haiina cuctemMn hapmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOi 0cobu, BifnoBiganbHOI 3a 34iliCHEHHS
chapmakoHarnsgy: MponoHoBaHa pefakLisi: CopokoneToBa
Anna bopuciBHa. 3MiHa KOHTaKTHNX JaHMX YNOBHOBaXKEHOT
0co6u, BignoBiganbHOI 3a 34iCHEHHSI ddapMakoHarnsay
81. | 3EMATON Tabnetku no 200 Mr CaH IHais CaH IHais BHECEHHS 3MiH [0 peecTpaLiiiHux matepianis: 3MiHu Il Tuny - 3a UA/4870/01/01
no 10 TabneTtok y PapmacboTuKan PapmacboTukan 3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
cTpwuni; no 10 IHoacTpi3 IHgacTpi3 JTg, BHeceHHs abo 3miHa(1) Ao 3060B'13aHb Ta YMOB BuAAv
CTPUNIB Y KAPTOHHIi Nimiteq peecTpauiiHoro NoCBigYEHHS!, BKIKOUYakum MnaH ynpasniHHSA
ynakoBLi pu3nkamm (3acTocyBaHHS 3MiH(M), siki(a) BMMaratoTb(€)
noAasIbLLIOro 06I'pyHTYBaHHS HOBUMU JO4ATKOBUM AaHUMMK, LLO
MaloTb HaaBaTUCH KOMNETEHTHUM OpraHoOM, OCKifTbKn
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHNM OpraHoMm).
BurikoHaHHSA 3060B'A3aHb BiANOBIAHO A0 NignyHKTY 1.13 nyHKTY
1, nignyHkTy 2.3 NyHKTY 2 goaatky 15 ao MNopsaky npoBeneHHs
eKCnepTusn peecTpauiiHnx martepianis Ha nikapcbki 3acoowu,
LLIO MOAATLCA Ha fiepXaBHY peecTpalito (nepepeecTtpadiio), a
TaKoX ekcnepTv3n mMaTepianiB NPo BHECEHHS 3MiH A0
peecTpauiiHnx maTepiasnis NPOTAroM fji peecTpayjiiiHoro
NocBifYeHHs, 3aTBepapKeHoro Hakasom MO3 Big, 26.08.2005 Ne
426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460).
82. | 3UTPOKC TabneTkn, BKPUTI Makneopc IHgis Makneogc IHais BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3miHu | Tuny - 3a UA/3160/01/01
060/10HKOI0, No 250 dapmMacbloTuKas dapmacbloTUKasIC 3MiHa y TepMmiHax npugartHocTi abo ymoBax 36epiraHHs peyenmom
Mr no 6 TabneTok y ¢ Niviteq, NimiTen roTOBOrO JliKapCbKOro 3acoby - 3MiHa B yMoBax 36epiraHHs
cTpwvni; no 1 ctpuny NiKapcbKoro 3acoby. 3anponoHOBaHO: YMOBU 36epiraHHs.
Y KapTOHHiii 36epiratu npu Temnepartypi He BuLe 30° C
ynakoBLi
83. | 3UTPOKC TabneTkn, BKpUTI Makneoac IHais Makneogc IHais BHECEHHS 3MiH [0 peecTpavliiiHMx maTepiasiis: 3MiHu | Tuny - 3a UA/3160/01/02
060/10HKOt0, No 500 dapmMacbloTuKas dapmMacbloTUKasIC 3MiHa y TepMmiHax npugartHocTi abo ymoBax 36epiraHHs peyenmom
Mr no 3 TabneTkn y ¢ Nivitepq, NimiTeq rOTOBOrO JliKapCbKOro 3acoby - 3MiHa B yMOBax 36epiraHHs
cTpuni; no 1 ctpuny nikapcbKoro 3acoby. 3anponoHoBaHo: YMOBU 36epiraHHs.
Y KapTOHHiii 36epirati npu Temneparypi He BuLe 30° C
ynakoBLi
84. | 30NEAPOHOBA KOHLeHTpaT Ans TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu |l Tuny - 3a UA/13545/01/01
KUC/NOTA- pPO34nHy Ans "®APMEKC reyn 3MiHa BUPOOHMKA BMXiZAHOrO/MPOMDKHOIO NPoAyKTy/peareHTy, peuyenmom
DPAPMEKC iHdpysin, 0,8 mr/mn reymn LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npouieci Adl, abo

no 5 mn y donakoHi,
no 1 gpnakoHy y

3MiHa BUPOGHMKa (BK/THOYaoum, e HeobXigHo, micue
npoBeAeHHA KOHTPOoo fkocTi) APl (3a BigcyTHOCTI
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
KOHTYPHIli cepTudpikaTa BignoBiAHOCTI EBpoNeiichkKiin hapmakonei y
YapyHKOBIl 3aTBepKeHOMYy [0Cbe)(BBeAEeHHA HOBOrO BUPOo6HMKa API 3
ynakosui, no 1 HafaHHAM MacTep-thaiina Ha Adl)
KOHTYPHIl
YapyHKOBIli ynakoBLj
B NayLli KAPTOHHIN
85. | 30OMAKTOH NOPOLLOK AN1s ®eppiHr TM6X HimeuumnH BignosigansHuii HimeuuunH BHECEHHS 3MiH 0 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/10477/01/02
PO3UMHY ANst iH'EKLN a 3a BUPOBGHULTBO a/ 3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peuyenmom
no 4 wmr, 1 cpnakoH 3 NMOPOLLIKY, Yecbka BMPOGHMLTBI. 3amiHa abo BBEAEHHS AOAATKOBOI AiNTbHUL,
MOPOLLKOM Yy BTOPWHHE Pecnybnik | BMpOBGHMLTBA 15 YACTUHM ab0 BCbOro BUPOBGHMYOrO npoLecy
KOMMNeKTi 3 1 nakyBaHHs, a roTOBOro Nikapcbkoro 3acoby (4iIbHUUSA 419 BTOPUHHOMO
amnysoto no 3,5 mn KOHTPO/b AKOCTI nakyBaHHs). 3aMiHa BUPOGHYKa BiANOBIAA/IbHOTO 38 BTOPUHHE
PO34UmMHHMKA (HaTpito Ta BUNyCK cepil: nakyBaHHs
xnopug, cnmpt PeppiHr MM6X,
6eH3nnoBuin (9 HimeuunHa;
Mmr/mn), Boga ans BignosigansHuii
iH'EKLil) Y KApPTOHHIl 3a BUPOGHNLTBO
ynakoBLi MOPOLLKY Ta
PO3YMHHMKA:
Baccepbyprep
ApuHalimiTTensee
pk TM6X,
HimeuuunHa,;
BignosigansHuii
3a BTOPUHHE
nakyBaHHS:
®eppiHr-/leunsa,
a.c., Yecbka
Pecny6nika
86. IHAANAMIA NOPOLLIOK AT Ykpaina Cyuxoy JliciHb Kutaii BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - - UA/3900/01/01
(cybcTaHuis) y "KNIBCBbKWN PapmacbloTikau 3MiHa y napameTpax crneuundikauiii Ta/abo fonycTVMUX MexX,
nakeTax nopgiiHMx BITAMIHHUA Ko. N1a4. BM3Ha4YeHuX y cneuudpikauisx Ha Adl, abo
nonieTuIeHoBNX 3ABOA" BWXiAHWA/NPOMDKHWIA NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTHCS
AN BUPOBGHMLTBA y npoueci BupobHuuTBa Adl; cynyTHA 3MiHa: 3MiHa y MeTogax
HeCTepuabHUX BuNpobyBaHHs APl abo BMXiZAHOrO MaTepiany/npomMiKHOro
nikapcbkux chopm NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MPOLECi
BMpo6HULTBa AdI
87. IOHIKA NOPOLLIOK A4/1A €8spo Navidkep Benuka ®AC NimiTeq, IHAain BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |l Tuny - 6e3 UA/12484/01/01
OP&/TbHOIO PO3UUHY, NTp, BpuTaHis 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta papMakoHarnsay. peuyenma

no 4,4 r NopoLuKy B
nakeTuky; no 5 a6o
20 nakeTukiB y

KapTOHHI Kopo6Lyi

BHeceHHs abo 3miHa(1) 40 3060B's13aHb Ta yMOB BuAAv
peecTpauiiHoro NocBifYeHHs, BKIOYaoumn MNnaH ynpasniHHA
pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BMMararoTb(€)
NnoAasIbLIOro 06r'pyHTYBaHHS HOBMMW fOAATKOBUM AAHUMMU, L0
MaloTb HaJaBaTUCA KOMNETEHTHUM OpPraHoM, OCKiNbKN
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHNM OpPraHoM).
BuriKkoHaHHS 3060B'A3aHb BiANOBIAHO A0 NignyHKTY 1.13 nyHKTY
1, nignyHKTYy 2.3 NyHKTY 2 gogatky 15 fo MNopsgky nposefeHHs
eKcrnepTu3n peecTpavuinHnx MaTepianis Ha Nikapcbki 3acobum,
LLIO NOAATHLCSA Ha AepXaBHY peecTpadito (nepepeecTpadito), a
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
TaKoX eKcnepTV3n maTepiasis NPO BHECEHHS 3MiH A0
peecTpaLiiHux MaTepiasniB NPOTArom fji peecTpaviiiHoro
NnocBifYEHHS], 3aTBEpAKeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460).
88. IPUKAP Masb, 0,1 r/1 1 no 50 [Loitue HimeuunH | [oiliue Xomeonarti- | HimeuyunH BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/3766/01/01
r masiy Ty6i; no 1 Xomeonari- a YHioH AXY- a 3MiHM Wopao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy. peyenma
Ty6i Y KapPTOHHIi YHioH OXY- ApuHaiimiTTens BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
KopooLi ApuHaiimiTTens m6X & Ko. KI hapmakoHarnsgy (BBeeHHs y3araslbHeHUX faHux npo
'm6X & Ko. KI cuctemy thapmakoHarisgy, 3miHa ynoBHOBaXKeHOi 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA dapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapmakoHarnsay 3asBHUKa AN 34iCHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAA/ILHOT 3a 34iiCHEHHS
thapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu Yy
pO3MiLLEHHI MacTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa yNnoBHOBaXXEHOT 0Cc06M, BignoBigansHoOT 3a
hapmakoHarnsag: nponoHosaHa pegakuis - Dr.Anja Hofner/ Op.
AHs lTohHep. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobw,
BiANOBIAa/IbHOI 32 hapMakoHar/isa. 3MiHa KOHTaKTHOI 0cobu,
BignoBigasIbHOI 3a hapMakoHarnsa: NponoHoBaHa pefakuis -
BoiTeHko AHTOH "eoprilioBny. 3MiHa KOHTAKTHUX AaHuX
KOHTAKTHOI 0c06M, BignoBiganbHoi 3a hapmakoHariag
89. KAMETOH- cnpeii OpoMyKO3HWA ToBapucTBo 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/2288/01/02
340POB'A no 25 r y 6anoHi 06MEXEHO0 06MEXEHOI AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peuyenma
POPTE 3abe3neyeHomMy BignosiganbHicT Bi4nNoBIfANLHICTIO 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
KnanaHoM-HacoCcoMm, 10 "papmaneBTUYHa anpecu (BBefeHHs 3MiH NPOTArom 6-Tu MicsLiB nicns
HacagKoto- "®apmaueBTuyH KoMnaHis "310pos’ 3aTBEPKEHHS); 3MiHU | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
posnunioBavem Ta a a" HaliMeHyBaHHS Ta/abo agpecu Micua NPOBaMKEHHS AiA/IbHOCTI
3aXUCHUM KoMnaHia "3gop BMpOBHUKa/iMNopTepa roToBOro JliKkapcbKoro 3acoby,
KOBMaykom; no 1 oB's" BK/IOYAKOUY AiNbHULj BUNYCKY cepil abo micue npoBefeHHs
6as10Hy y KopobLi 3 KOHTPOJIO SIKOCTI. (Ais/IbHICTb, 3a SIKy BignoBsigae
KapToHy; no 40 ry BMPOGHUK/iIMNOPTEp, BK/IKOYAKUM BUMYCK CEPIl) - YTOUHEHHS
chnakoHi 3 HalilMeHyBaHHs afpecu BupobHuka 13 ToBapuctseo 3
OopasibHUM 06MeXeHOH0 BignoBiganbHiCcTO "®apmaLleBTUyHa KOMMNaHis
pO3NNABaSIbHUM "3p0poB'a", YkpaiHa (BBefLeHHs 3MiH NpOTArom 6-Tv Micauis
NPUCTPOEM Ta nicns 3aTBepkKeHHs)
3aXUCHUM
KoBnaykom; no 1
hnakoHy y Kopobui 3
KapTOHY
90. KAHAMILUVH NOPOLLOK AN MAT YkpaiHa MAT YKpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/7637/01/01
pPOo3uMHy A5 iH'ekuin | "KniBmegnpenap "KuiBmeanpenapa npuBeAeHHs NokasHmka "POo3umHHICTL" B cneyndikauil BXigHoro |  peyernmom
no 1,0 r; dpnakoHu 3 at" T KoHTponto AP| go moHorpadii EP «Kanamycin acid sulfate»

nopotukom; 10
(hNaKkoHiB 3
NOPOLLKOM Y
KOHTYPHIlA
YapyHKOBIl
ynakosLi; no 1

([ONOBHEHHA PO3UYMHHUKOM aLEeTOoH); 3MiHK | Tuny -
npviBEeleHHA ONUCY METOAMKN KOHTPOJO SKOCTi FOTOBOrO
nikapcbKoro 3acoby 3a n "KisibkicHe BU3Ha4YeHHs" y
BiAANOBIAHICTL 40 METOAMKY BXIIHOrO KOHTPO/IO CybCTaHLji Ta
BMMOT Ait0HOro BMAaHHSA 3arasibHoi ctatTi APY/EP, 2.7.2;
3MiHU | TNy - NpUBEAEHHS ONWCY METOAMK BXiAHOr0 KOHTPOJIHO
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
KOHTYPHIli A®| 3a nokasHuKamy «PO34nHHICTb», «pH», «nTOMe onTuyHe
YapyHKOBIli ynakoBLj o06epTaHHs», «KaHamiumH B» y BignoBigHIiCTb A0 MOHorpadii
B nauuj EP «Kanamycin acid sulfate» Ta macTep-ghaiiny BUpo6HMKa Ha
A®I; yHidikauia meToaukn «KinbKicHe BU3HAYEHHS» -
npueefeHHA Ao APY; 3miHu |l Tuny - BBEAEHHS A04ATKOBOro
BMPOGHMKa AP| kaHaMILMHY CynibdaTy KUCIoro. Sk Hacnifok,
3MiHM B cneuudikauil Ta MeTogax BunpobysaHHs Ad|
(8onoBHeHHS cneumdikauii i MeTOAiB BXiAHOTO KOHTPo0 AdI
HOPMYBaHHSIM | METOAMKOK BU3HAYEHHS 3a/TMLLKOBI KiSIbKOCTI
OpraHiYHUX PO3YMHHUKIB 4718 aflbTEPHATUBHOIO BUPOGHWKA);
3MiHM Il TUNY - BUNYyYEeHHS NokasHuKiB: "[enpecopHi pe4yoBuHN"
Ta "AHOMaU/IbHa TOKCUYHICTL" 3i cneumdikauii BxigHoro
KOHTpo AdI
91. KAPBOMNNATUH KOHUEeHTpaT A5 TOB "TeBa Ykpaina CiHgaH ®apma PymyHis/ BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 3miHu | Tuny - 3a UA/6742/01/01
po3unHy AnA YkpaiHa" CP/, PymyHis; ITanis npuBeeHHs YMOB 36epiraHHs NikapCcbKoro 3acoby y peyenmom
iHdpy3iil, 10 mr/mn no AxTasic ITanis BiAMOBIAHICTb [0 OPUTriHANIbHUX AOKYMEHTIB BUPOOHUKA; 3MiHM |
5 mn (50 mr), a6o no C.n.A., ltanis Tuny - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTponb
15 mn (150 mr), abo roTOBOrO NikapCbKoro 3acoby - NnpuBefeHHs cneumaikalii Ta
no 45 mn (450 wmr), onucy MeTOAUK BUMPOOYBaHHS rOTOBOTO JliKapCbKOro 3acoby y
a6o no 60 mn (600 BiANOBIAHICTb A0 OpUTiHA/IbHOI JOKYMeHTaL,ii BUPOOHUKA.
Mr) y chnakoHi; no 1 BBefeHHs1 3MiH NpoTArom 3-x MICALIB MiCNSA 3aTBEPAKEHHS;
chnakoHy B 3MiHM | TUNY - NogaHHsA oHoBreHoro CepTtudikata R1-CEP
KapTOHHIN nauui 2000-091-Rev 04 ana A®Il KapbonnaTtuH Big, Bxe
3aTBEPKEHOr0 BUPOOHUKA, LLIO 3MiHMB Ha3BY. BunpasneHHs
NMOMW/IKM LLOAO Ha3BU BUpoGHMKa APl y p. «Cknag» MKA
nikapcbKoro 3acoby
92. KAPI3OH XunpHa masb, 0,5 [epmachapm Al HimeuumnH Mi6e MmeX HimeuuunH BHECEHHS 3MiH 40 peeCcTpaviiHNX MaTepiasiB: 3MiHu | TNy - 3a UA/10950/04/01
mr/lrno 15r a6o a ApuHaiimiTTens a noAaHHsa HOBOro abo OHOB/IEHOrO cepTudikaTa BiANOBIAHOCTI peyenmom
30r, abo 50 ry Ty6i; abo Buy4YeHHs cepTucikaTa BiANOBIAHOCTI EBpONenchbkili
no 1 Ty6i B thapmakonei: gna Ad®l; ans BuxigHoro
KapTOHHIN nayui marepiany/peareHTy/NPOMKHOIo NPOAYKTY, WO
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI ADI; 415 LONOMIKHOI
PEeyYOBUHM - OHOBMIEHWI cepTuddikaT Bif yxe 3aTBepaKeHoro
BMpPO6HMKA - 3anponoHoBaHo: R1-CEP 2007-066 Rev.02
93. KBALEBIT® TabneTku, BKpUTI AT Ykpaina AT "KUIBCbKW YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 6e3 UA/8633/01/01
NNiBKOBOKO "KNIBCbKIN BITAMIHHUIA BU/TyYEeHHs1 BUpoBOHUKa A®| Kucnota ackopbiHoBa (BiTamiH C); peuyenma
o6onoHkoto, no 10 BITAMIHHWA 3ABOA" CynyTHsl 3MiHa: 3MiHa y napameTpax cnevudikauiin Ta/abo
Tabnetok y 6nictepi, 3ABOA" [ONyCTUMMX MEX, BU3HaUeHuX y cneuudikalisx Ha A®l, abo
no 3 6nictepn B BUXIAHWIA/MPOMIDKHWIA MPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCS
nauuj; no 15 y npoteci BUpo6HMLUTBa ADI - y 3B’A3KY 3 BUSTYUEHHSIM
Tabnetok y 6nictepi; Bupo6Huka APl Kncnota ackop6iHosa (BitamiH C), BHeCeHi
no 4 a6o no 6 Bi4MOBIAHI 3MiHM 4O MNOKA3HUKIB: “3a/INLLKOBI KifIbKOCTI
6nicTepiB y nayi OpraHiYHMX pPo34MHHKKIB” i “TepMiH npuagaTHocTi”
94, KUC/OTA Tabnetku, no 10 AT Ykpaina AT "KUIBCbKW YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 6e3 UA/4572/01/01
ACKOPBIHOBA 3 | TabneTtoky "KNIBCbKWI BITAMIHHNIA BUyYeHHs BUpo6Huka A®| Knucnota ackopbiHoBa (BiTamiH C); peyenma
rNHOKO30K0 6nictepax; no 10 BITAMIHHUA 3ABOA" CynyTHsl 3MiHa: 3MiHa y napameTpax cneuudikauiin Ta/abo
Tabnetok y 6nictepi, 3ABOS" [ONyCTUMMX MEX, BU3HaUeHuX y cneuudikalisx Ha A®l, abo

no 3 6nictepu B
nasuj; no 10

BVXiAHWIA/NPOMDKHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTHCS
y npoueci BUpo6HMLUTBa ADI - vy 3B'I3KY 3 BUTYYEHHSIM
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
Tabnetok y 6nictepi, BMpo6HuKa APl Kncnora ackop6iHoBa (BiTamiH C), BHEeCeHi
no 5 6nictepis B Bi4MNOBIAHI 3MiHW 40 NOKA3HUKIB: “3a/IMLLKOBI KifIbKOCTI
nayui OpraHiyHMX po34YMHHUKIB” i “TepMiH npugaTHocTi”
95. | KNEPUMEL 500 TabneTku, BKpUTI Megpokemi 1T, Kinp Mepokemi T4 Kinp BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu Il Tumny - 3a UA/7281/01/01
nNiBKOBOKO (UeHTpanbHuii 3MiHuM Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy. peuyenmom
o060noHkoto, no 500 3asopn) BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB BuAAd
Mr Mo 7 TabneTok y peecTpauiiHoro NoCBigYeHHs, BKIoYatoum MNnaH ynpasniHHA
6nictepi; no 2 pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€)
6nictepn y NoAasIbLIOro 06r'pyHTYBaHHSA HOBMMW [04aTKOBUM AAaHUMM, LLO
KapTOHHI Kopobui MaloTb HaJaBaTNCA KOMMNETEHTHUM OpraHoM, OCKi/TbKM
BUMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm) -
BrikoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 2.3 MyHKTY 2
popatky 15 fo MNMopagky NnposBeAeHHA ekcnepTusu
peecTpauiiH1x MaTepianiB Ha flikapcbki 3acobu, Lo
noJalTbCsA Ha AepXaBHY peecTpauiio (nepepeecTpadiio), a
TaKoX eKcnepTV3n mMaTepiasiB NPO BHECEHHS 3MiH A0
peecTpauiiHux MaTepiasniB NPOTAroM fji peecTpawiiiHoro
NoCBIgYEHHS], 3aTBEpAKeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
96. KNOBENT® kpem, 0,5 mr/rno 25 | TOB "BAJIEAHT Ykpaina dapm3asop, Monbwa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu | TUny - 3a UA/3512/01/01
ry Ty6i; no 1 Ty6i B PAPMACBHIOTIK Enbha A.T. 3MiHM A0 IHCTPYKUIT 4719 MEeAMYHOro 3acTOCyBaHHSA A0 po34inis: peyenmom
KapTOHHI Kopo6Lyi AN3" "Oco6nmBOCTI 3acTocyBaHHS", "MobiuHi peakwii” BignoBigHoO A0
marepianis peecTpauiiiHoro focbe. BBefeHHA 3MiH NPOTArom
6-TV micALiB nicnsa 3aTBepaKeHHs
97. KNOBENT® Masb, 0,5 mr/rno 25 | TOB "BAJIEAHT Ykpaina dapm3aBop, Monbwa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny - 3a UA/3512/02/01
r 8 Ty6i; no 1 1y6i B ®APMACBIOTIK Enba A.T. 3MiHM A0 IHCTPYKLUIT 4719 MEeAMYHOro 3acTOCyBaHHA A0 po3ainis: peyenmom
KapPTOHHI KOpooL;i AN3" "Oco6mBoCTi 3acTocyBaHHA", "Mo6iYHI peakuii” BignoBigHO A0
marepianis peecTpadiiiHoro focbe. BBejeHHA 3MiH NPOTArom
6-TV MicALiB nicnsa 3aTBepAKeHHs
98. | KONAPEKC NOPOLLOK A5 nakcoCmiTKns Benuka CmiTKnsiiH Bivem Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiastis: 3MiHu | Tuny - 6e3 UA/9473/01/01
XOTPEM 3l OP&/IbHOIO PO3UNHY H KoHcblomep BpuTaHis C.A. BUJTyYEHHSI BUPOOHUYOT AiNbHULI (BKIOYAKOUN AiNbHUL ANS peuenma
CMAKOM MEAY | | no 5r nopowkay Xenckep (KOK) A®I|, npomiXHOro NpoaykTy abo roToBOro JlikapCbKoro 3acoby,
NNMOHY nakeTuky; no 5 abo TpewngiHr AiNbHULI A58 NPOBeAEHHS NakyBaHHS, BUPOOHMKa,
10 nakeTukiB y Nimitepn BiANOBIAa/IbHOrO 3a BUNYCK CEpiii, MicLie NpoBeAEeHHS
KapPTOHHI Kopo6Lyi KOHTPO/IO cepii) abo nocTavasibHYKa BUXIGHOTO matepiany,
peareHTy abo AONOMIXHOT PEUYOBUHY - BUSTYYEHHS BUPOOHMKA
aKTUBHOT pevyoBrHU dheHinedpuHy rigpoxniopuay Boehringer
Ingelheim Pharma GmbH & Co. KG, Germany
99. | KONAPEKC® NOPOLLOK AN1s nakcoCmiTKns Benuka CmIiTKnsiiH Bivem Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHuX MmaTepiastis: 3MiHu | Tuny - 6e3 UA/13674/01/01
MEHTO/T AKTUB OP&/ILHOIO PO3UUHY, H KoHcblomep BpuTaHis C.A. BUJTyYEHHSI BUPOOHUYOT AiNbHUL (BKIOYAKOUN AiNbHUL ANS peuenma
no 10 nakeTukis 3 Xenckep (KOK) A®I|, NpomiKHOro NPoAyKTy abo roToBOro JlikapCbKOro 3acoby,
NOpPOLLKOM B TpeWngiHr AiNbHULI A8 NpoBeAeHHS NakyBaHHS, BUPOOHMKa,
KapTOHHI Kopo6Lyi Nimitepn BiZANOBIAa/IbLHOrO 3a BUNYCK CEpIid, MiCLie NPOBeAEHHS
KOHTPO/I0 cepii) abo nocTayasnbHyKa BUXIAHOTO matepiasny,
peareHTy abo AONOMIXHOT PEYOBUHY - BUSTYYEHHS BUPOOHMKA
A®I heHinedpuHy rigpoxnopuay Boehringer Ingelheim
Pharma GmbH & Co. KG, Germany
100. KONMIAOH 17 PF NOPOLLIOK TOB "Toprosa Ykpaina BAC® CE HimeuuunH BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - - UA/13258/01/01
(cy6eTaHuin) y KOMnaHis a 3MiHuM 3 aKocTi. A®Il. CTabinibHICTb. 3MiHa nepiogy NOBTOPHMX
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
NOTPIAHNX "ABpopa" BMNpoGyBaHb/nepiody 36epiraHHa abo yMmoB 36epiraHHs Ad|
namiHOBaHUxX (3a BiACyTHOCTI y 3aTBEpIKEHOMY A0ChE cepTudpikata
Millkax gns BiANOBIAHOCTI EBponeiichbkili hapmakonei, LWo BKItoYaE nepiog,
BMPOGHMLTBA NMOBTOPHOrO BMNPO6YBaHHS) (Nepiog NOBTOPHOIO
CTepU/IbHUX BUNPo6yBaHHs/Nepios, 36epiraHHs) - 36iNbLUEHHS a60
nikapcbkux hopm BBE/IEHHS nepioay NOBTOPHOroO BUNPO6yBaHHs/nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOCMIIKEHb Y PeasTbHOMY
yaci; BBeleHHs TepMiHy nepekoHTponto ans A®l; amiHu | Tuny -
3MiHn 3 akocTi. A®I. CTabinbHicTb. 3MiHa nepiofy NOBTOPHMX
BMNpoGyBaHb/nepiody 36epiraHHa abo yMoB 36epiraHHs Ad|
(3a BiACyTHOCTI y 3aTBEpIKEHOMY A0ChE cepTudpikata
BifNOBIgHOCTI €Bponelickkili hapmakonei, Lo BKIKYaE nepios,
NMOBTOPHOrO BMNPOo6YyBaHHS) (Nepiog NOBTOPHOIO
BMNpoGyBaHHs/Nepiof 36epiraHHs) - 3MiHa yMOB 36epiraHHs
A®I; 3miHa TemnepaTypHuX ymoB 36epiraHHs 13 ana APl
101. | NIMEHAA cynosuTopii POTA®APM TypeuuunH 3eHTiBa Carnvk TypeuuunH BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/14636/01/01
BariHasbHi, no 7 INAYNAPI NTA,. a YpyHnepi CaH. Be a 3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3mMiHM y peuyenmom
CynosuTopiiB y LTI, Tigpk. A.LL., BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHOTLCS BUMYCKY
6nicTepi; no 1 TypeuunHa; cepii Ta KOHTPOJIO SIKOCTi FOTOBOTO Jlikapcbkoro 3acoby (3amiHa
6nictepy y yoprna ab60 fofaBaHHA BUPOGHMKA, L0 BiNOBIga€E 3a BBE3EHHS
KOMMIEKTi 3 7 MEAVUWH IN1AY Ta/abo BMnNyckK cepii) - Bknoyaoum KOHTPONb/BUNPOGYBaHHSA
Hanaslb4yHMKammn CAH. BE TIOX. cepil - foAaBaHHA BUpo6HWKa - YOPA MEAVNLIVH ITAY CAH.
0/[HOPa3oBoOro A.W., TypeuunHa BE TIAX. A.LL., TypeyunHa, SK HAcNigoK 3'ABNSAETbLCA ABi
BVIKOPVCTaHHA abo [04aTKOBI BTOPWHHI yNakoBkW. 3MiHuW | Tuny - 3MiHM 3 AKOCTI.
no 2 6nictepn y [oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHNLTBI. 3amMiHa abo
KOMMNekTi 3 14 BBEJEHHS 404AaTKOBOI Ai/IbHULi BUPOOHULUTBA A5 YacTuHU abo
Hanasib4YHUKamu BCbOr0 BMPOBHNYOrO NPOLLECY FOTOBOIO /iKapCbKOro 3acoby
0HOpPa30BOro (@inbHUUSA, Ha AKi NpoBOAATLCA OyAb-AKi BUPOOHUUI cTagji, 3a
BMKOPWUCTaHHS y BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTi, NEPBUHHOIO Ta
KapTOHHI Kopo6Lyi BTOPWHHOIO NakyBaHHS, A/19 HECTEPWU/TbHUX NIKAPCbKMX
3aco6iB)
CynyTHS! 3MiHa - 3MiHM 3 SKOCTi. OTOBWIA NlikapcbKuii 3aci6.
3MiHM y BUpO6HMLTBI. 3amiHa abo BBeAEHHSA 40A4ATKOBOI
OiNbHWLI BUPOGHULTBA 4718 YaCTUHN abo BCbOro BUPOHGHMYOro
npouecy roToBoro /ikapcbkoro 3acoby (AinbHUUS ons
BTOPUHHOIO NakyBaHHS)
- 3MiHK 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3MiHn y
BUPOGHMLTBI. 3amiHa abo BBeAEeHHA A0AATKOBOI AiNbHULL
BMPOBGHMLTBA 4715 YACTMHU abo BCbOro BUPOGHMYOro npoLecy
roTOBOrO JIiKapCbKOro 3acoby (AiNbHMLSA A58 NEPBUHHOIO
nakyBaHHs) - BBEZleHHA AOAATKOBOI AiNbHULL BUPOBGHULITBA
YOPNA MEAVUWH INAY CAH. BE TIIK. A.L., TypeyunHa.
102. NIHANHET 20 TabneTku, BKpUTI BAT "TeneoH YropwmHa BAT "TeneoH YropwmHa BHECEHHS 3MiH 10 peecTpaLiiiHiX MaTepianiB: TeXHIYHa 3a UA/7688/01/01
060/10HKOI0, Mo 21 PixTep" PixTep" NoMuW/IKa B TEKCTi MapKyBaHHS1 BTOPUHHOI YNakoBKW Y po3zini 4. peuyenmom

Tabnetui B 6nictepi,
no 1l a6ono3
6nictepu pasom 3
KapTOHHUM
dyTIApoM ans

NIKAPCbKA ®OPMA TA KIJIbKICTb OAMHNLb B YTTAKOBLII
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
36epiraHHs 6nictepa
B KapTOHHii
ynakoBLi
103. | NIHE3ONIAUNH PO34uH NS iHQy3il, NnAT YkpaiHa MAT "ranuucapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiastis: 3MiHu | Tuny - 3a UA/11948/01/01
2 mr/mn no 300 mny "Tanuucpapm” BHECEHHS 3MiH g0 po3gainy 3.2.P.3. MNMpouec BupobHMLUTBa peuyenmom
nnswui; no 1 NiKapcbKoro 3acoby, 3o0Kkpema: BUKTafeHHS TEKCTY KOPOTKOro
nAAWLi B nayj Onm1cy TEXHOJOTIYHOTO MPOLECy Ta TEXHOMOTYHOT CXeMU
BUPOGHMLTBA FOTOBOIO NiIKAPCbKOro 3acoby
104. MAAJIOKC® Tabnetkn Ne 40 TOB "CaHodpi- YkpaiHa CaHodpi C.n.A., ITanis BHECEHHS 3MiH 4,0 peecTpavyiiHux martepianis: 3miHu Il Tuny - 6e3 UA/9220/02/01
(10x4): no 10 ABeHTIC ITanis; 3MiHM Wopo 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay. peyenma
Tabnetok y 6nictepi; YkpaiHa" CAHO®I C.IN.A., 3MiHUM Y KOPOTKili XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
no 4 6nictepu B ITanis MapKyBaHHS! Ta IHCTPYKUT A1 MeAMYHOr0 3aCTOCYBaHHA Y
KapTOHHI Kopo6Lyi 3B'A3KY i3 HOBUMU AAaHUMW 3 AKOCTI, AOKNIHIYHUMU, KITIHIYHUMUN
[aHUMK Ta faHMy 3 hapmakoHarnsgy - 3MiHUM BHECEHO A0
IHCTPYKL|i 415 MegUyYHOro 3acTocyBaHHS NiKapCbKoro 3acoby
[0 po3gainis "®apmakoTepneBTuyHa rpyna” (yTo4HeHHs
hopMmyitoBaHHs), "®apmakonoriyHi BiactnsocTi”, "MNoka3aHHA"
(yTouHeHHs iHchbopmawii), "B3aemogis 3 iHWMMU fikapCbKuMum
3acob6amu Ta iHwWi Buan B3aemogiit”, "OcobnmBocTi
3acTocyBaHHA", "3acTocyBaHHs y nepiog, BaritHOCTi abo
rogyBaHHs rpyaar”, "Cnocié 3actocyBaHHs Ta 4o3un",
"Mepepo3yBaHHsa", "Mo6iYHI peakuii”, a TaKOX YTOYHEHHS Ha3B
po3AiniB 3rigHO YMHHOIO 3aKOHOAAaBCTBA
105. MAAJTOKC® CyCrneHsisi opasibHa TOB "CaHodi- Ykpaina dapmaric dpaHuis BHECEHHS 3MiH 40 peecTpayiiHnx martepianis: 3miHu Il Tuny - 6e3 UA/9219/01/01
Ne30: no 15 mny ABeHTIC 3MiHM Wopao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsgy. peuyenma
nakeTi; no 30 YkpaiHa" 3MiHU Y KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby, TeKCTi
NakeTiB Y KAPTOHHIN MapKyBaHHS Ta IHCTPYKL,ii A/19 MeAMYHOro 3aCTOCYBaHHS Y
KOpoo6Li 3B'A3KY i3 HOBUMU AAaHUMW 3 AKOCTI, AOKNIHIYHUMU, KTIHIYHUMUN
AaHvMU Ta AaHnMK 3 dhapmakoHarnsagy - 3MiHu BHECEHO [10
IHCTPYKUi AN151 MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby
[0 po3gainis "®apmakoTepneBTuyHa rpyna” (yTo4HeHHs
hopmyrnoBaHHs), "dapmMakonorivyHi BnactusocTi, "MokasaHHa"
(yTOuHeHHs iHgoopMaLii), "B3aemMogis 3 iHLWMMK fikapCbKnmmn
3acobamMu Ta iHWi BUAY B3aemogiii”, "OcobnmBocCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiof BariTHocTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta Ao3un",
"Mepepno3yBaHHsA", "Mo6iYHI peakuii”, a TaKOX YTOYHEHHS Ha3B
po3AiniB 3rigHO YMHHOIO 3aKOHOAABCTBA
106. | MATHIKOP TabneTkn, BKpUTI AT YkpaiHa AT "KMIBCbKM YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHMx maTepiasiis: 3MiHu | Tuny - 6e3 UA/11211/01/02
nniBKOBOKO "KNIBCbKWN BITAMIHHMNIA 3MiHa y MeTofax BUNPOGYBaHHsi FOTOBOTO JliKkapCbKOro 3acoby peyenma —
060n0HKo0, thopTe, BITAMIHHUIA 3ABO" (iHWi 3MmiHW y MeTogax BunpobyBaHb (BkoYaoun 3aMiHy abo Ne 30;
no 150 wr; no 10 3ABO4" [OMOBHEHHS)) 3a
Tabnetok y 6nictepi; peyenmom —
no 3 a6o 10 Ne 100
6nicTepiB y nayui
107. MATHIKOP TabneTku, BKPUTI AT Ykpaina AT "KNIBCbKUI YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/11211/01/01
NAiBKOBOKO "KNIBCbKWN BITAMIHHUIA 3MiHa y MeTofax BMNPoBYBaHHA roTOBOrO MiKapchKoro 3acoby | peyenma —
060n0HKot0, No 75 BITAMIHHUIA 3ABOA" (iHWi 3MiHM y MeTogax BUNpobyBaHb (BKIO4aouy 3aMiHy abo Ne 30;
mr; no 10 TabneTok 3ABOA" [0NOBHEHHS)) 3a
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
y 6nictepi; no 3 abo peyenmom —
10 6nicTepiB y nayui Ne 100
108. MArHIHO NOPOLLIOK AT YkpaiHa Op. Naynb HimeunHH BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - - UA/6018/01/01
NAKTAT KpucTaniyHmi "KNIBCbKWI NoxmaHnH M'meX KI a AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
AUrIaPAT (cy6eTaHuin) y BITAMIHHW 3asBHMKa (BNacHyKa peecTpauiiiHoro nocBigyeHHs) 3MiHa
nakertax 3ABOA" HalilMeHyBaHHS 3asiBHMKa. BBeAeHHS 3MiH NpoTAarom 6-1n
nonieTuIeHoBMX MiCALIB MiCNSA 3aTBEPAXKEHHS.
ONS BUPOBHMLTBA
HeCTepUIbHUX
nikapcbkux chopm
109. MATHIHO NOPOLLIOK AT Ykpaina "Op. MNaynb HimeuuunH BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: BHECEHHS 3MiH - UA/14520/01/01
UNTPAT (cybeTaHuis) y "KNIBCbKWI Noxman Mm6X K a [0 peecTpauiiiHnx martepianis: 3mMiHu | TURYy - AgMiIHICTpaTUBHI
BE3BOAHNIA naketax BITAMIHHU 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
nonieTuneHoBmx 3ABOA" (BNacHuKa peecTpauiiHoro NocBigYeHHs!) - 3MiHa
ans HalilMeHyBaHHS 3asiBHWKa (BBefeHHs 3MiH NpoTArom 6-tm
hapmaueBTUUYHOTO MiCALiB MicNA 3aTBEPIKEHHS)
3aCTOCYyBaHHSA
110. MALOMAP® Tabnetkn, 200 mr/50 & . XodpchmaHH- LLIseliyapi Bupo6bHMLTBO ITania/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny: 3a UA/11355/01/01
Mr no 100 TabneTok Na Pow N1pg, a Hepo3chacoBaHol LLBeiuapi AnMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenmom
y naswuj; no 1 NpPoOAYKUii, A MiCLiA NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
NNSAWLUi Y KAPTOHHINM BMNPOOYBaHHS rOTOBOrO NiKapCbKoro 3acoby, BK/IYAKUUN AiINbHNL BUMYCKY
KOpoo6Li KOHTPOJIHO0 SIKOCTI: cepil abo micue NpoBeAeHHSI KOHTPOSIO SKOCTI. (AisiNbHICTb, 3a
Jensdapm AKY BiANOBIAae BUPOGHMK/IMNOPTEP, HE BKIKOYAOYM BUMYCK
MinaHo, C.P.J1., cepiit) - 3MiHa Ha3BM Ta aApecu AiNbHUL 3 NEPBMHHOIO Ta
ITanis; BTOPWHHOTO MakyBaHHS, BUNPOGYBaHHA KOHTPO/IIO SAKOCTi 3
lMepBuHHe Ta ®.XodhcpmaHH-N5 Pow NiTa, LWseliuapis, Bypmiceer CH-4303
BTOPVHHE KaiicepayrcT, LUBeliyapis Ha ®.XoddmaHH-/15 Pow /1T4,
nakyBaHHs, BypmicBer 4303 KaiicepayrcT, LLBeiiuapisi (BBeAeHHS 3MiH
BUNPOGYBaHHSA NPOTAroM 6-T MICALLB MICNA 3aTBEPLYKEHHS); 3MiHU | TUNY:

KOHTPOJTHO AKOCTI:
®. XohpmaHH-/1a
Pow /ita,
LLIseliyapis;
Bunyck cepii:
®.XothpmaHH-/15
Pow NTa,
LLiBeiuapis

AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
rOTOBOrO /liKapCbkoro 3acoby, BKIYaoun AiflbHULL BUMYCKY
cepii abo MicLie NpoBefeHHS KOHTPOJIHO SKOCTI. (BiSANbHICTL, 3a
SIKy BiANOBiAa€e BUPOGHMK/IMNopTep, BKIOUaUM BUMYCK Cepiid)
- 3MiHa agpecu BupobHuka ®. XodcpmaHH-/1a Pow N1T4,
LLIseliyapisi, peH3axepwTpacce 124, CH-4070 basersb,
LLIBeiiuapisi (BUNyck cepii), a came, BUTY4YEHHS 3 Ha3BU
BMPOOHMKa 3a3HaYeHHs KpaiHu Ta iHaekcy aapecu nitepis CH,
6e3 3MiHN Micus BUpo6HMLTBaA (BBEAEHHS 3MiH NPOTSroM 6-Tu
MiCALIB MiCNA 3aTBEPMKEHHS); 3MiHU | TUNy: AgMIHICTPaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHA Ta/abo agpecu Micus
NPOBaYKEHHS AiS/IbHOCTI BUPOBHMKa/imnopTepa roToBoro
niKapcbKoro 3acoby, BKIKYAKUN AiNTbHNL BUNYCKY cepii abo
MicLie NpoBeAEHHSA KOHTPOTIO AKOCTI. (AISNbHICTb, 3a AKy
BiANoBiAa€ BUPOOHMK/iIMNOPTEP, HE BK/IOHYAKOUM BUMYCK Cepiit) -
3MiHa Ha3BW | agpecy AiNbHULi 3 BUPOOHMLTBA
Hepo3schacosaHol NPOAYKLi Ta BUNPOGYBaHHSA KOHTPO/IHO AKOCTI
3 Pow C.n.A., ITaniss Bia Mopenni 2, 20090 Cerpate
( mposiHuia MinaH), ITanis Ha Jenbapm MinaHo, C.P.J1., Bia




92

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
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KapHeBane 1, 20090 CerpaTte (nposiHujia Minar), Itanis
(BBEAEHHS 3MiH NPOTAroM 6-T1 MicsLIB NicNs 3aTBEPIKEHHS)
111. MENICUA NOPOLLIOK AT Ykpaina PpyTapom LLsenuapi BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - - UA/4309/01/01
NIKAPCBKOI (cybcTaHuis) y "KNIBCbKWI CsiTuepneHg Ntg, a AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
EKCTPAKT nakeTax nopgiiHMx BITAMIHHW 3asBHMKa (BNacHMKa peecTpaLliiHoro NocBig4eHHs) - 3MiHa
CYXuin nonieTuIeHoBNX 3ABOA" HalilMeHyBaHHS 3asiBHWKa (BBeeHHs 3MiH NpoTArom 6-tu
ons MiCALIB MiCNA 3aTBEPAKEHHS)
chapmav,eBTUYHOro
3aCTOCYBaHHS
112. MENOKCUKAM NOPOLLIOK AT Ykpaina CwnuyaHb KuTai BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - - UA/15117/01/01
(cy6eTaHuin) y "KNIBCbKWN CaHHixoyn AZMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo aapecu
nakeTax noAginHMX BITAMIHHUIA PapmacboTukan 3asBHMKa (BNacHvKa peecTpauiiHoro nocBigveHHs). 3miHa
nonieTuNeHoBnx 3ABOA4" Ko., tqa HalilMeHyBaHHS 3asiBHMKa. BBeeHHS 3MiH NpoTarom 6-1n
ons MiCALIB MiCNA 3aTBEPAXKEHHS.
thapmavLeBTUYHOro
3aCTOCYyBaHHSA
113. MENAKT NOPOLLIOK A4/1A Takepa PpaHuis PpaHuis Brpo6HMuTBO ITanis/ BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/13171/01/01
KOHUEHTpaTy A/ CAC Hepo3dacoBaHol ABcTpisi/ AZMiHICTpaTVBHI 3MiHW. BriydeHHs1 BUPOGHUYOT AiNbHALI peuyenmom
oucnepcii gns npoaykuii, LLBeiuapi (BkNtoYaruM AinbHUL ans AdDl, NPoMiXXHOTO NpoAykTy abo
iHdpy3ili no 4,0 mr; 1 nepsBuHHa al roTOBOrO /iKAPCbKOro 3acoby, AiNbHULi 415 NPOBEAEHHS
(p1aKoH 3 MOPOLLKOM yNakoBKa, dpaHuis nakyBaHHs1, BUPOOHYKA, BifNoBigasibHOro 3a BUNYCK Cepi,
31 chinbTpom y KOHTPO/b AKOCTI MicLie NpoBeEHHS KOHTPOJIH cepii) abo nocTayvasibHuKa
KapTOHHI Kopobuyj cepii: BMXifHOro martepiany, peareHTy abo A0NOMiIKHOT peYOBUHN
BCN (AKW,0 3a3HAYEHO Y JOCLE) - BUTYHYEHHS] BUPOOHMYOT AiNbHNLLI,
dapmacbloTikan3 BiNOBifa/IbHa 38 BTOPMHHE NakyBaHHA Ta A03Bi/1 Ha BUNYCK
C.MN.A., ITanis; cepii, Takega Itania C.MN.A., Itanis; 3aminu | Tuny - 3miHu 3
BTopuHHa SKOCTi. A®I. BUpo6HMLTBO. 3MiHa BUPOGHMKaA

ynakoBka, [103BifN
Ha BUMYCK cepii:
Takega ABCTpis
m6X, ABCTpIS;
KoHTpOsb siKoCTi
cepii:
Consiac AT,
LBeliuapis;
KoHTposb siKocTi
cepii
("CTepunbHicTb"
Ta "P0o3Mmip yacTok
B CyCMeHs3il.
Hesuanmi
yacTtkn'"):
KoHdhapma
®paHuia CAP/I,
dpaHuis

BUXIZAHOrO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
BVKOPUCTOBYIOTLCA Y BUPOOHUYOMY npoLieci APl abo 3miHa
BMpOGHMKa (BK/THOYaKOUK, Ae He0OXigHO, MicLie NPOBeAeHHs

KOHTpOsIt0 siKOCTi) ADI (3a BiACyTHOCTI cepTudpikara
BiNOBIAHOCTI €Bponelickkill hapmakonei y 3aTBepaKeHoMy
[0Cbe)(3MiHM A0 3ax0fiB, NOB'A3aHMX 3 KOHTpoem A®l, abo

[ojaBaHHA AinbHUL, Ae NPOBOANUTLCS
KOHTPONb/BUNPOGYBaHHSA cepii) - AoAaHHA AinbHuui, Corden
Pharma Switzerland LLC, Eichenweg 1, CH 4410 Liestal,
LliBeiiLapis, BignoBifanbHOT 3a NPOBEAEHHS
KOHTponto/BunpobyBaHHA API; 3MiHM | TURY - 3MiHK 3 AKOCTI.
A®l. KoHTposb A®I. 3miHa y MeTodax BunpobyBaHHss APl abo
BUXiQHOrO MaTepiany/npoMixXHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuLTBa AP (iHLWi 3MiHN Y
MeToAax BUNpPoOyBaHHS (BK/IHOYalOUM 3amiHy ab0 AOMOBHEHHS)
A®| abo BKXiAHOrOo/NPOMIKHOr0O NPOAYKTY) - A0AaHHS
aNbTepHATUBHOI aHaIITUYHOT METOANKV 151 BUSHAYEHHS
amMiHokmcioT B A®I. 3aTBepaxeHnii meTog;: cation exchange
column with ninhydrin and protometric detection (method
#A.14.S136), anbTepHaTUBHUIA MeToA;: gas chromatography
with flame ionization detection cation exchange (method
#A.0.4.41); 3miHK | TMNY - 3MiHK 3 AKOCTi. A®I. BUpOGHMLTBO.
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3MiHa BUPOGHYKa BMXigHOTrO/MPOMIKHOTO NpoAyKTy/peareHTy,
LLIO BUKOPUCTOBYHOTLCA Y BUPO6HUYOMY npoLeci APl abo
3MiHa BUPOGHMKa (BK/IHOYatoun, fe HeobxigHo, Micue
NpoBefeHHS KOHTPO/IH0 sKkocTi) AdI (3a BigCyTHOCTI
cepTudikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY A0CbLE)(3MiHM 40 3aX0AiB, NOB'A3aHMX 3
KoHTponem A®I, abo fofasaHHSA AiNbHUL, e NPOBOANTLCA
KOHTPONb/BUNPOBYBaHHSA cepil) - AoAaHHA AinbHUUI, Institut
Heppeler, Marie Curie Str. 7, 79539 Loerrach, HimeuuunHa,
BiANOBIAA/IbHOI 32 NPOBEAEHHS KOHTPO0/BUNPobOyBaHHA AdI
(BU3HAYEHHA BaXXKMX MeTaniB); 3MiHW | TUNY - 3MiHW 3 AKOCTI.
A®I|. BupobHuLTBO. 3MiHa BUPOGHMKa BUXiAHOTO/MPOMIKHOrO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Yy BUPOOHNYOMY
npoueci A®l, abo 3miHa BUPOGHUKa (BK/TKOYatoum, ae
HeobXxifHO, MicLe NPoBeAEHHS KOHTPOIO SKOCTi) Ad| (3a
BiICYTHOCTI cepTudikaTa BignoBigHOCTI €EBponeicbkiii
hapmakonei y 3aTBeppkeHOMY [0CLE)(3MiHN A0 3axofiB,
noB'si3aHnX 3 KOHTposnieM A®I, abo AodaBaHHs AifibHULI, Ae
NPOBOAMUTLCS KOHTPOIb/BUMPOOYBaHHSA cepii) - AoAaHHS
ginbHuui, CAT GmbH, Heerweg 10, 72070 Tuebingen,
HimeuumnHa, BignoBsifanbHOI 3a NpoBeAEHHSA
KOHTpO/0/BNNpobyBaHHa AP| (BU3HAYEHHS CMiBBIAHOLLEHHS
anaHiH/izornTamin); 3amiHu | Tuny - 3MiHn 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y meTofax BunpobysaHHsa APl abo
BMXiAHOrO MaTtepiany/MpoMiXXHOro NpoAayKTy/peareHTy, LWo
BUKOPUCTOBYETbLCA Y npoueci BUpobHULTBa AP| (He3HAUHI
3MiHM Yy 3aTBEPKEHNX METofax BUNPOOYBaHHS) - HE3HAYHI
3MiHM y 3aTBEpOKEHOMY MeToZi BunpobyBaHHa Ad| 3a
nokasHukom «Determination of MTP-PE, NA by HPLC»; 3MiHu |
™My - 3MiHW 3 SIKOCTi. FTOTOBWIA Nikapcbkuii 3aci6. KoHTpob
roTOBOrO NiKapPCbKOro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
rOTOBOrO JliKapcbKOro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeToAax BUNPOOYBaHHSA) - HE3HAYHI 3MIHW Y
3aTBep/AXeHoMy MeTogi BunpobysaHHa /13 3a NOKa3HKOM
«BU3Ha4eHHsA NpoaykTiB po3nagy: Lyso-MTP-PE»; 3amiHn | Tuny
- 3MiHK 3 SIKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iIMNopTepa/3miHK, L0 CTOCYHOTbCS BUMYCKY
cepii Ta KOHTPOJII0 AKOCTi FOTOBOrO NiKapcbKoro 3acoby (3amiHa
abo fofaBaHHA AinbHUL, Ha AKIA 34iCHI0ETLCS
KOHTPO/b/BMNPOGYBaHHSA cepii) - AOAAHHA BUPOOHUYOT oyHKLT
Onsa 3aTBEpAXeHoro BupobHuka 6CIM dapmackioTikans C.M.A.,
ITanis, a came BiANOBIAaNLHOI 3@ KOHTPONL AKOCTI cepii MN3;
3MiHM | TUNy - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHULTBI. 3MiHV BUNPOGYyBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikaLisx, nig yac BUpobHuLTBa
rOTOBOIO J1iKapCbKOro 3acoby (BUyYeHHSI HECYTTEBOTO
BMNPO6YBaHHSA B NPOLLECi BUPOOHULTBA) - BUTyYEHHS
BM3HAYEHHS WiNbHOCTI 70 % po3unHy T-6yTUNOBOrO CNUPTY Y
npoueci Bupo6HuuTea M13; 3miHy | Tuny - 3MiHM 3 SKOCTiI.
OTOBWIA NikapCbkMii 3aci6. KOHTPO/Ib rOTOBOrO NiKapCbKOro




94

n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

3aco6y. 3miHa y MeToAax BMNpobyBaHHSA rOTOBOrO /iKapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBepKeHMX MeToax
BUNPOOBYBaHHSA) - HE3HAYHI 3MiHW Y 3aTBEPAKEHOMY METOSi
BUNpobyBaHHA 13 3a NoOKa3HWKOM «Bu3HaueHHs NnpoaykTiB
po3nagy: Lyso-POPC, Lyso-DOPC, oneiHoBa kucnorta ta
NanbMITVHOBA KAC/0Ta Ta HEBIAOMI JOMILLKW»; 3MiHKM | TUny -
3MiHu 3 SKOCTi. FoTOBMIA NiKapcbkuid 3aci6. KOHTPOsIb roTOBOrO
niKkapcbkoro 3acoby. 3MiHa y meTogax BUNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpAYKEHNX
MeToAax BUNPOGYBaHHS) - HE3HAYHI 3MiHW Y 3aTBEpPAKEHOMY
MeTogi BunpobysaHHsA /13 3a NokazHNKOM «KifnbKicHe
BU3HAYEHHS»; 3MiHU | TUMY - 3MiHK 3 AKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHULTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCA BUMYCKY Cepil Ta KOHTPOSI0
SIKOCTi rOTOBOrO fliKapCbKoro 3acoby (3amiHa abo AofaBaHHS
AiNbHULI, Ha SKI 34iACHIOETBCSA KOHTPO/b/BUNPOGYBaHHS cepii)
- fopasaHHsA ainbHuui, Coneiac Al LLseliuapis,
BiAANOBIA&A/IbHOI 3a KOHTPO/b AKOCTI cepii N3 Ta
BMNpPo6yBaHHA CTabiNbHOCTI; 3MiHW | TUNY - 3MiHM 3 AKOCTI.
['oTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepil Ta KOHTPOsI0
AKOCTi FOTOBOrO NikapCbKoro 3acoby (3aMmiHa abo AofaBaHHsA
AiNbHULI, Ha K 34iACHIOETLCS KOHTPO/L/BUNPOGYBaHHSA cepii)
- fjopasaHHsA AinbHuLi, KoHtbapma ®panuis CAP/, dpaHuis,
BiAMOBIA&/IbHOI 3@ KOHTPO/b AKOCTI cepii [N13 Ta
BMNPOGYBaHHSA cTabisibHOCTi («CTepUnbHICTb» Ta «Po3mip
4acToK B cycrneHsii. HeBnanMi YacTkun»)

114.

MEPKA3O0/IN-
340POB'A

TabneTku no 5 Mr no
50 a6o 100
Tabnetok y
KOHTeWHepi
n1acTMacoBoMmy; Mo
1 KoHTelHepy B
KapTOHHI kopobuy;
no 10 Tabnetok y
6nictepi, no 5 abo
10 6nicTepiB y
KapTOHHI Kopo6Lyi

ToBapucTBO 3
obmexeHoo
BiANOBIAAIbHICT
10
"®apmaueBTUYH
a KomnaHis
"3p0poB'a”

YkpaiHa

ToBapucTso 3
06MeXeHOo

BiANOBIAA/IBHICTIO
"PapmaueBTuyHa

KOMMaHis
"310p0B'S"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHuX MmaTepiastis: 3MiHu | Tuny -
nofaHHs HOBOro cepTudiikaTa Bif, HOBOro BUPOBGHMKA; CynyTHS
3MiHa: 3MiHa y napameTpax cneuudikauiii Ta/abo 4onycTuMmx

MeX, BU3Ha4YeHX y crneumndikayisx Ha A®l, abo
BUXiAHWIA/NPOMIKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYHOTHLCS
y npoueci BupobHuuTea A®| - 3mMiHa y MeToAax BunpobyBaHHS
A®| abo BMXigHOro MaTepiany/MpPOMiXXHOro NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCA Y NpoLeci BUpobHMLTBa AD| - nogaHHSA
HOBOro cepTucpikata BiANOBIAHOCTI EBpoONeNchKin hapmakonei
Ne R1-CEP 2008-293-Rev 00 g/1s Aito4oi peqyoByHU Bif HOBOTO

BMPOGHMKa [04aTKOBO A0 3aTBePAKEeHNX BUPOOHWKIB. | K
Hacnifok 3mMiHn y cneuudikauii A®I 3a nokasHUKoM
«CynpoBigHi AOMILLKM» Ta 3MiHW y crneuudikaLii Ta meTogax
KOHTPOM0 AD| 3a NOKA3HUKOM «3a/IMLLKOBA KiSIbKiCTb
OpraHiyHUX PO34YMHHUKIB»

3a
peyenmom

UA/4882/01/01

115.

MET®OPMIH-
TEBA

TabneTku, BKpUTI
nniBKOBOKO
060s10HKOI0, N0 1000
Mr no 10 TabneTok y
6nictepi; no 3
6nictepu y Kopobui

TeBa
$apmaueBTikas
IHpacTpi3 /T4,

13painb

nepBuHHA Ta
BTOPWHHA
ynakoBka,
KOHTPO/b SIKOCTI
Ta [03BiN Ha
BUMYCK cepiii: AT

dapmaleBTUYHNI

YropumHa
/ 13pains/
Yecbka
Pecny6nik
a

BHECEHHS 3MiH 10 peecTpauiliHix martepianis: 3miHu | Tuny -
3MiHa y MeToAax BUNpobyBaHHS rOTOBOrO J1iKapCbKOro 3acoby
- [Oof@aBaHHsA HOBOro BHYTPIWHLOro MmeTogdy QDP0086947,
anbTepHaTMBHOIO [0 3aTBepakeHoro Metogy QDP0041695,
[ANS aHani3y po3yYvHEeHHs roTOBOro NiKapcbKoro 3acoby numile
Ons BupobHuka Tesa Yex IHgacTpis c.p.o., Yecbka Pecny6nika
(00a€eTbCs oMuia aBTOMaTUYHOrO Bigbopy 3paska (3

3a
peyenmom

UA/12382/01/01
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3aBof TEBA, TOBLLUMHOIO Wwapy kioBeTy 0,1 Mm). ABTOMATUYHWIA BiAbip
YropLuHa,; 3paskiB 34iliCHIOBATUMETHLCS 3 BUKOPUCTAHHAM
BMPOGHULTBO 3a HaniBaBTOMaTUYHOT CUCTEMM PO3UMHEHHA AT7 Smart a6o
NMOBHUM LK/IOM: aBTOMAaTMYHOI CUCTEMM po3UMHEHHS AT70 Smart). Takox
TeBa 3aABHMK NPOMNOHYE OHOBUTU po3ainun gocbe 3.2.P.5.1. i
dapmaueBTikan 3.2.P.5.6. Ta BHECTY AeKiNbka pefakuiliHnX i (hopMasibHUX
IHpacTpi3 N14., 3MiH; foAaBaHHs HOBOTO BHYTpIiLWHBOro Metogy QDP0103640,
13pains; a/IbTEPHATUBHOIO A0 3aTBepaxeHoro metogy QDP0029825,
BMPOGHMLTBO Ans igeHTudikauii, KinbKICHOro BU3HAYEeHHS, BUSHAYEHHS
Hepo3dacoBaHoi OOMILWOK | npoaykTiB po3knagy(YEXX) y rotoBomy
npoaykuii, nikapcbkoMy 3acoby nuile ans BupobHuka Tesa Yex IHaacTpi3
KOHTPO/b AKOCTI c.p.o., Yecbka Pecny6nika. BBegeHHA 3MiH NpOTArom 6-Tu
Ta [03Bin Ha MiICALIB MIiCNSA 3aTBEPLKEHHS; 3MiHM | TUMY - 3MiHa pO3Mipy
BUMYCK Cepiii: cepii (Bk1toYatoun dianaszoH po3mipy cepii) rotoBoro
Tesa nikapcbKoro 3acoby - AofaBaHHsA 36iNbLIEHOro po3mipy cepii
dapmaneBTikan rOTOBOrO Jlikapcbkoro 3acoby ansa Tesa Yex IHgacTpis c.p.o.,
IHpacTpi3 NTa,., Yecbka Pecny6bnika (3anponoHoBaHo: 329,567 TabneTok
I13pains; (350,000 kr) a6o 940,677 Tabnetok (999,000 «r)). Takox
BMPOGHMLTBO 3asBHUK NPOMNOHYE [0AATKOBI peAakLiliHi i hopMasibHi 3MiHW y
Hepo3chacoBaHol po3gini 3.2.P.3.2.: - NogasaHHA Tabnuui 1: KinbkicTb BUXiAHUX
NPOAYKUii, marepianis Ha ogHy Tabnetky. Lia Tabnuua gogaetsca ans
KOHTPO/Ib SKOCTI: rapmoHisauii 4OKyMeHTy 3 wabi1oHom TeBu. KinbkicTb BUXigHMX
TeBa Uex Marepianis Ha oAHy Tab/ieTKy BiANOBiAAITb 3aTBEPLKEHOMY
IHpacTpi3 c.p.o., po3giny 3.2.P.1.; - BunpasneHHs 3arasibHOI Macu NoKpUTmX
Yecbka Tabnetok Ans cepii po3mipom 350 Kr y 3B'A3KY 3 NOMUJIKOKO Y
Pecny6nika po3spaxyHkax; - BunpasneHHs kinbkocTti Opadry ans cepii
po3mipom 350 Kr y 3B'A3Ky 3 APYKAPCbKOK NOMU/KOK. YnMHHA
BMpOGHMYa peLenTypa nepeabavae 60%-i Hagnuwok Opadry.
B npoueci nepernsgy fokyMeHTy 6yno 3HaiifeHo ApyKapcbky
NMOMUJIKY Y po3paxyHkax. 3aTBep/pkeHa peLenTypa 3asHaqana
50%-ii HaO/IMLLOK 3aMiCTb 3aTBepmAxeHnx 60%.
3anponoHoBaHa BYPO6HMYa peLenTypa BKIovae
nepepaxoBaHy KifibkicTb Opadry (3 60%-M Hagmwkom). Liei
HaA/IMLLIOK He BN/IMBAE Ha SKICTb NPOAYKTY | € HEOOXIAHUM Ans
TEXHOOTi4YHOro npoLecy
116. ME®APMINI® TabneTkn, BKpUTI MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [0 peecTpaliinHux maTepiasis: 3MiHu | Tuny - 3a UA/14013/01/01
nniBKOBOIO "KviBmegnpenap "KviBmegnpenapa 3MiHu 3 sKocTi. [oToBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom
060/10HKO10, No 500 at" T KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3Mipy ynakoBKu

mr, no 10 TabneTtok
y 6nictepi, no 3, 5, 6
a6o 12 6nicTepis y
naJui

(BMpPOGHMLTBO 3
nakyBaHHs in bulk
ipMn-BMPOBHUKA

"IHOOKO

PEMELI3 NTA”,

IHAis)

rOTOBOrO /1iKapCbKOro 3acoby (3MiHa Ki/IbKOCTi OANHULb
(Hanpukniag TabneTok, amnyn TOLO) B ynakoBL,i:) - 3MiHa no3a
Jiana3oHoM 3aTBepKeHUX Po3MipiB ynakoBku. BBefeHH:
[o04aTkoBOT ynakoBkm no 10 TabneTok y 6nictepi, no 12
6nictepiB y nayui (Ne 120 (10x12)), 3 BianoBigHUMY 3MiHaMK B
po3aini YnakoBka. BBeeHHs1 3MiH NpoTAroM 6-Tu micsauis nicns
3aTBepKeHHs. 3MiHu | Tvny - 3MiHu Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu)
BHECEHHS He3HAYHMX 3MiH [0 TEKCTY MapKyBaHHS BTOPUHHOT
YNakKoBKMW: BUYYEHHS iHhopmau,ii Lwoao
"Kopnopauisi“ApTepiym” . BBeA€HHS 3MiH NPOTArom 6-Tu
MiCALIB Mic/1A 3aTBEPIAKEHHS.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
117. | ME®APMINI® TabneTkun, BKpUTI NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiastis: 3MiHu | Tuny - 3a UA/14013/01/02
nniBKOBOKO "KuiBmegnpenap "Knismegnpenapa 3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peyernmom
060n0HkKot0, No 850 ar" T KOHTeliHep/3aKynopoBasbHWIA 3aci6. 3miHa po3mipy ynakoBku
mr, no 10 TabneTok (BMpPOGHMLTBO 3 rOTOBOrO J1iKapCbKOro 3acoby (3MiHa Ki/IbKOCTi OAMHULb
y 6nictepi, no 3, 5, 6 nakyBaHHs in bulk (Hanpuknag TabneTok, amnyn TOLLO) B ynakoBLi:) - 3mMiHa nosa
abo 12 6nictepiB y hipMmn-BMpO6GHMKa AianasoHoM 3aTBeppKEHNX PO3MIpiB ynakoBku. BeeageHHs
nauuj "IHAOKO [opartkoBoi ynakoBku no 10 TabneTok y 6nictepi, no 12
PEMEAI3 NTA", 6nictepiB y nayui (Ne 120 (10x12)), 3 BignosigHMMM 3MiHaMu1 B
IHAis) po3aini YnakoBka. BBegeHHs 3MiH NpoTaroM 6-Tu micauis nicns
3aTBep/KeHHs. 3MiHK | Tuny - 3MiHK WoAo
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy (iHwi 3miHu)
BHECEHHS HEe3HaYHVX 3MiH [0 TEKCTY MapKyBaHHA BTOPUHHOI
YMakoBKM: BUTy4YeHHS iHchopmauii Lwoao
"Kopnopaduis“ApTepiym” . BBeeHHS 3MiH NPOTAroM 6-Tu
MicsLiB NiCNsA 3aTBEPAKEHHS.
118. | ME®APMINI® TabneTkun, BKpUTI NnAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiastis: 3MiHu | Tuny - 3a UA/14013/01/03
nniBKOBOKO "Kuismegnpenap "KuiBmeanpenapa 3MiHu 3 sikocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema peuyenmom
06010HKot0, No 1000 at" T KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
mr, no 10 TabneTok (BMpOGHMLTBO 3 roTOBOrO J1iKapCbKOro 3acoby (3MiHa Ki/IbKOCTi OAMHULb
y 6nictepi, no 3, 5, 6 nakyBaHHs in bulk (Hanpuknag TabneTok, amnyn TOLLO) B ynakoBLi:) - 3mMiHa nosa
abo 12 6nictepiB y hipMmn-BMpOGHMKa AianasoHoM 3aTBepKEHNX PO3MIpiB ynakoBku. BeegeHHs
nauuj "IHAOKO [opartkoBoi ynakoBku no 10 TabneTok y 6nictepi, no 12
PEMEAI3 NTA", 6nictepiB y nayui (Ne 120 (10x12)), 3 BignoBigHUMM 3MiHaMU1 B
IHAis) po3aini YnakoBka. BBegeHHs1 3MiH NpoTaroM 6-Tu micsAuis nicns
3aTBep/KeHHS. 3MiHK | Tuny - 3MiHK WoAo
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy (iHwi 3miHu)
BHECEHHS HEe3HaYHVX 3MiH 0 TEKCTY MapKyBaHHS BTOPUHHOI
YMakKoBKM: BUIy4YeHHS iHchopmauii woao
"Kopnopauis“ApTepiym” . BBeeHHS 3MiH NpOTAroM 6-Tu
MicsLiB MiCNSA 3aTBEPAKEHHS.
119. MIKCTAPA® 30 cycneHsia gns A/T HoBo [JaHis BMPOGHUK Janis/ BHECEHHS 3MiH 10 peecTpauiliHix martepianis: 3miHu | Tuny - 3a UA/12612/01/01
HM MEH®INI® iH'ekuii, 100 MO/mn Hopgaick Hepo3g)acoBaHOro ®paHuia/ 3MiHV Wwoao 6e3nekn/edekTVBHOCTI Ta hapmakoHarniagy. peuyenmom
no3mny NPOAYKTY, Bpasunis BBefeHHst ab0 3MiHU [0 y3arasibHeHVX AaHnX Npo cuctemy
KapTpuaxi; no 5 HanoBHEHHS B dhapmakoHarnsgy (BBefeHHs y3arasibHeHUX AaHux npo
KapTpUaXiB B MeHin®, cucTemy hapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
KapTOHHI Kopo6Lyi nepBuHHa BiANOBIAaNbHOI 3a 34iicCHeHHA ddapMakoHarnsay; KOHTakTHOI
ynakoBka, 0ocobu 3 hapmakoHarnsgy 3asaBHUKa A1a 34iACHEHHS

KOHTPONb SIKOCTI
Ta BignosiganbHui
3a BUNYCK cepiit
KiHLLeBOro
npoaykrty: A/IT
Hoso Hopgaick,
[aHis; BUpO6HMK
npoaykuii 3a
MOBHUM LIK/TOM:
Hoso Hopgick
MpoAaoKCboH
CAC, ®paHuis;

hapmakoHarnagy B YkpaiHi, kL0 BOHa BifMiHHA Bif
YMOBHOB&XEHOT 0C06Y, BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmakoHarnsgy (Bkovaruy KOHTaKTHI faHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-haiina cuctemn cpapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0c06M B YKpaiHi yNOBHOBaXKEHOI 0CO6U
3asBHUKa 419 34iICHeHHA hapMakoHarnsgy. NponoHoBaHa
pepakuis: JlactoBeHko AHHa CepriiBHa. 3MiHa KOHTaKTHUX
[JaHnX KOHTaKTHOI 0Co6M B YKpaiHi yNnoBHOBaXKEHOT 0cobm
3aABHUKa AN19 34IMCHEHHA hapMakoHariagy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
BMPOGHWK ANs
MapKyBaHHA Ta
ynakoBKu
MeHdin®,
BTOPWHHOTO
nakyBaHHs: A/T
Hoso Hopagaick,
[aHisi; BUpo6HUK
Hepo3dacoBaHOl
npoaykKuii,
nepBuHHA Ta
BTOPUHHA
ynakoska: HoBo
Hopgaick MNpopaykao
dapmaceyTika [0
Bpasinb /lITaa.,
Bpasunis
120. HATPIIO NOPOLLIOK AT Ykpaina HoprTicT Kutaii BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - - UA/13450/01/01
ACKOPBAT KpucTaniyHuin abo "KNIBCbKWI dapmac toTikan 3miHu 3 skocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
KpucTanu BITAMIHHW Ipyn Ko., /l14. cneyudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
(cybeTaHuin) y 3ABO" cneumngikauisax Ha A®Il, abo BUXiGHWI/MPOMDKHWI
nakertax NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECi
nonieTuNeHoBmX BUPO6HMUTBA AP (IHLWWI 3MiHW) BUTYYEHHS NOKAa3HUKIB
015 BUpObHULTBA «PO3UMHHICTb», «Baxki MeTanun». 3miHun | Tuny - 3miHn 3
HecTepubHNX akocTi. A®l. KoHTposb A®L. 3miHa y MeTogax BUnNpobyBaHHSA
nikapcbkux hopm A®I ab0 BUXigHOIO MaTepiasly/NpoMiXHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y npoLeci BUPo6HuLTBa ADI (HE3HaYHI
3MiHM y 3aTBEpAKEHMX MeToax BUNPObyBaHHS) HEe3HaYHI
3MiHW Y 3aTBEPAXXEHUX METOAAX BUNPOOYBaHHSA: NOKa3HWKN
«[MTOMe onTUYHe 06epTaHHs», «CynpoBigHI AOMILLKM»,
«KinbKicCHe BU3HAUEHHS» - akTyanizoBaHO BUKNAAEHHS
MEeTOAMKM Ha OCHOBI BUMOT hipMU-BUPOBHMKa, LLLO BiAMNOBIAaE
MoHorpadii EP 6e3 3miHM MeTogiB BUNpobyBaHHA Ta
HOPMYBaHHS. MOKa3HWK «3a/TMLLKOBI KifIbKOCTi OpraHiyHnx
PO3YMHHWKIB» - aKTyani3oBaHO BUKNAAEHHS METOAMKN Ha
OCHOBI BUMOT hipMU-BMPOBHUKA, 6€3 3MiHM METOAB
BMNPOOYBaHHA Ta HOPMyBaHHS. 3MiHK | TNy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKA
(BnacHuKa peecTpauiinHOro NocBigYeHHs) 3MiHa HaliMeHyBaHHS
3a8BHUKA.
121. HATYBIOTVH Tabnetku no 5 mr no AnbneH ®apma LWseiuapi | Ap. M'yctas KnsiiH HimeuuunH BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: BUNpaB/IeHHS 6e3 UA/15961/01/01
30 TabneTtok y Al A M6X & Ko. KI a TEXHIYHOT NOMUSIKM Y MeToAax KOHTPOSIO SKOCTI y crneumdikavii peyenma
6nicTepi; no 1 abo Ha BUMYCK Ta Ha TepMiH NPMAATHOCTI 3a NOKa3HNKOM
no 2 6nictepn y «KinbkicHe BU3HaYeHHs. BioTuH»
KapTOHHI Kopo6Lii
122. HEBIBONONY NOPOLLIOK AT Ykpaina XaHnkoy YXoHrmei KuTaii BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - - UA/4432/01/01
rigpoxnopung KPUCTanNiYHWIA "KNIBCbKWI XyapgoHr AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
(cybeTaHuin) B BITAMIHHUA dapmacboTikas 3as1BHMKA (B/1AaCHMKA PEECTPALAHOrO NOCBIAYEHHS) - 3MiHa
naketax nofBinHMX 3ABOAO" Ko., JIta. HaliMeHyBaHHs 3asiBHWKa (BBeAEeHHS1 3MiH MPOTAroM 6-Tu
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1

nonieTuIeHoBNX MiCALIB MiCNA 3aTBEPLKEHHS)
AN BUPO6GHMLUTBA
HeCTepuIbHUX
niKkapcbkux chopm

123. HEYPOBEKC TabneTku, BKPUTI TOB "TeBa Ykpaina TOB AkTasic IHoOHesIA BHECEHHS 3MiH [J0 pEECTpaLjiiiHMX MaTepianis: 3MiHa 3asBHMKA 6e3 UA/7313/01/01

POPTE-TEBA nAiBKOBOO YkpaiHa" IHpaOHESIA (BnacHviKa peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenma

o6onoHkoto no 10 Big 23.07.2015 Ne 460)
Tabnetok y 6nictepi;
no 3 a6o 6 6nictepis
Y KapPTOHHIi KOpoobLii

124. HITPOKCO/IH NOPOLLIOK AT Ykpaina HaxmpxiHr Opiceit KuTai BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | Tuny - - UA/5177/01/01
KpucTanivyHmi "KNIBCbKWI Kewmikan IHgacTpi AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
(cybcTaHuis) y BITAMIHHU Ko., N1A4. 3asBHUKa (BNacHyKa peecTpauiiiHoro nocBig4yeHHs). 3miHa
nakeTax nopgiiHMx 3ABOA" HaliMeHyBaHHs 3asIBHMKa. BBeAEHHS 3MiH NPOTArom 6-Tn
nonieTuIeHoBNX MicALiB MiCNSA 3aTBEPAYKEHHS.
ans
chapmav,eBTUYHOTO
3aCTOCYyBaHHS

125. HOBOMIKC® 30 cycneHsia gns A/T HoBo [JaHis BMPOGHUK [Oania/ BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis: 3miHu | Tuny - 3a UA/4862/01/01

DNIEKCIMEH® iH'ekyiii, 100 O4/mn Hopgaick Hepo3gracoBaHOro dpaHuia/ 3MiHV Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarniagy. peyernmom

no3mny NPOAYKTY, Bpaswnis BBefeHHs1 ab0 3MiHM [0 y3arasibHeHVX AaHuX Npo cuctemy
KapTpuaxi, HanoBHEHHS B dhapmakoHarnsgy (BBefeHHs y3araibHeHUX AaHux npo
BKaeHOMY B MeHin®, cuctemy hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
6araToo30Bili nepBrHHa BiANOBIAA/IbHOT 32 34jICHEHHS hapMakoHarns4y; KOHTaKTHOT
0flHOpPa3oBiii ynakoBka, 0cobu 3 hapmakoHarnsgy 3asaBHUKa A1a 34iCHEHHS

Lwnpuu-pyyui; no 1
a60 5 wWnpuy-pyyok
Y KapTOHHii1 kopobui

KOHTPO/b AKOCTI
Ta BiANOBIAA/IbHWNA
3a BUNYCK cepiit
KiHLeBOro
npoaykty: AIT
Hoso Hopgick,
[JaHisi; BUpOOHUK
Hepo3dhacoBaHoi
npoaykuii,
HanoBHEHHS B
MeHin®,
nepBUHHA
ynakoska: HoBo
Hopgaick
MpoAtoKCLOoH
CAC, ®paHuis;
BMPOGHUKM oNst
36MpaHHs,
MapKyBaHHSA Ta
ynakoBKn
®nekcleH®,
BTOPUHHOIO
nakyBaHHs: A/T
Hoso Hopaick,

hapmakoHarnsagy B YKpaiHi, SKLWwo BOHa BiAMIHHA Bif
YMOBHOB&XXEHOT 0CO6MU, BiANOBIfaIbHOI 3a 34iICHEHHS
thapmakoHarnsgy (Bkovaruy KOHTaKTHI faHi) Ta/abo 3miHu y
PO3MiLLEeHHI MacTep-haiina cuctemm chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0c06M B YKpaiHi yNOBHOBaXKEHOI 0CO6U
3asBHMKa ANs 34ilicHeHH:A dpapmakoHarnsgy. NponoHoBaHa
pefakuis: JlactoBeHko AHHa CepriiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6M B YKpaiHi yNOBHOBaXKEHOI 0Co6U
3a8BHMKa AN 34iiCHEHHA ddapmakoHarnsgy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
[anis; A/T HoBo
Hopgaick, daHis;
BMPOGHUK
Hepo3dacoBaHoi
npoaykuii,
HanoBHEHHS B
MeHdin®,
nepBuHHA
yrnakoeka Ta
36upaHHs,
MapKyBaHHA Ta
ynakoBka
dnexclleH®,
BTOPWHHE
nakysaHHs: HoBo
Hopgaick Mpoaykao
dapmaceyTika [0
Bpasinb NTga.,
Bpasunis
126. HOBOIMY/IbMOH | nopoLuok Ans MEJOA ®apma HimeuuunH BUPOGHMLTBO, HimeuuunH BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: 3MiHu | TUny - 3a UA/4376/02/01
E iHransuin 'm6X eHg Ko. a nakyBaHHs, a 3MiHuM 3 SKOCTi. MenyHi NpUCTPOI - HaAaHHS OHOB/IEHOTO peyernmom
HOBO/AN3EP® [no3oBaHwuii, 200 KIr KOHTpO/b cepii: mMoayns CTD gocbe 3.2.R. CTOCOBHO 3MiHM ckilady matepiany
MKr/gosy, no 2,18 r MEJA YaCcTUHW «[03YBasIbHU BaXelb» MeAN4HOro NPUCTPOI0
(200 po3) y MeHbloghekyepuHr Novolizer; 3miHu | Tvny - 3MiHa Yy NePBUHHI yNakoBLi rOTOBOro
KapTpuaxi; no 1 M6X, HimeuunHa; nNikapcbKoro 3acoby; CynyTHA 3MiHa: 3MiHa y MeTofax
KapTpuaxy B anbTepHaTBHe BMNPO6YBaHHS NEPBUHHOI YNakoBKV rOTOBOrO NiKapCbKoro
KOHTeliHepi; no 1 MiCLie BTOPMHHOIO 3acoby (He3HauHi 3MiHM y 3aTBEPAKEHNX METOAAX
KOHTeWHepy y naKyBaHHs: BMMNpoO6yBaHb) - 3MiHa M1aCTUKOBOro MaTepiasy kopnycy
KOMMNEKTI 3 Pow-AenbTa KapTpuaxa 3 NonicTMposy Ha akpUIoHITPUN-byTasieH-cTuporn
iHranaTopom y M6X, HimeuunHa; (ABS). OHoBneHHSA U- igeHTudikauii BCiX nnacTMacoBux
KapTOHHIN nayui; no BMNYCK Cepil: KOMMOHEHTIB KapTpuaxa BignosigHo go EP 2.2.24
2,18 1 (200 po3) y MEZOA dapma (abcopbuiiHa cnekTpooTOMETPIS, iHhpauepBoHe
KapTpuaxi; no 1 Mv6X eHg Ko.KT, BMNPOMIHIOBaHHS). BiAnoBigHO OHOBAOIOTLCA PO3AiN [OChE,
KapTpuaxy B HimeuunHa BK/IOYAOUM pefakuiiiHi yTOUHEHHS; 3MiHKM | Tuny - 3MiHa

KOHTeliHepi; no 1
KOHTEWHepy y
KapTOHHI nayui

napameTpiB cneuudikauiii Ta/abo 4ONyCTUMUX MEX FOTOBOro
nikapcbKoro 3acoby - aganTauis napameTpa cneuudikadii “fine
particle dose” (FPD), (B 3aTBepmxeHux MKA
«AepoauHamiuHWii po3nogin ApibHOANCMIEPCHUX YACTOK») A0
YXB&JIEHOT0 ANs iHworo go3sysaHHA 400 mkr/go3y. Metogvka
BUMPOOYBaHHA He 3MIHIOETHCS; 3MiHW | TUMY - NOAAHHSA HOBOrO
ab0 OHOB/EHOrO cepTudikaTa BignoBiAHOCTI a60 BUTyYEHHS
cepTudiikaTa BignosigHOCTI EBponelickbkin dhapmakonei: ans
A®I; onqa BUXigHOro Matepiany/peareHTy/npoMiKHOTO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTuddikaTt BifgnoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBNEHUI cepTuddikaT Bif yxe
3aTBepAKeHOro BUpo6HMka. 3anponoHosaHo: R1-CEP 1997-
067-Rev 07. OgHovacHo BiabyBaeTbCca 3miHa FOpuanyHoi
ocobu koMnaHii. BigbyBaeTbcs 3MiHa agpecy NpoBeAeHHS
MikpoHi3auii BignosigHo no CEP




Hassa

100

n/n

127.

JliKapcbKo20
3acoby
HOOBYT® IC

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o

128.

HOOBYT® IC

Tabnetkn no 0,25 r
no 10 Tabnetok y
6nictepi; no 2
6nicTepu y nauui 3
KapTOHY

Tabnetkn no 0,1 r no

ToBapucTBO 3
[0aTKOBOIO
BiANOBIAA/ILHICT
0 "IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04aTKOBO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiastis: 3MiHu | Tuny -
3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, LLLO CTOCYHOTLCA BUMYCKY
cepii Ta KOHTPOJIO SIKOCTi FOTOBOTO Jlikapcbkoro 3acoby (3amiHa
abo gofaBaHHA AiNbHUL, Ha K 34JiACHI0ETbCS
KOHTPONb/BMNPOGYBaHHSA cepii) - 3amiHa AifbHUUb , Ae
NPOBOANTLCA BUNPOOYBaHHS KOHTPOJIO Cepii : 3 AiNbHULb 3a
afpecamun YkpaiHa, 65080, Ogecbka 06:1., M. Ofeca,
NMocTtgopdhebka gopora, 6ys. 86 Ta Ykpaina, 65025, m. Ogeca,
21- kM. CTapoKMiBCbKOI foporu, 23 Ha AiNbHNLE0 3a aApecoio
YkpaiHa, 65025, m. Opneca, 21-i km. CTapokUiBCLKOI fOpory,
40-A; 3MiHK | TNy - AAMIHICTPaTWBHI 3MiHW. BunyyeHHs
BMPOGHMYOT AinbHNL (BKIHOYatoun AinbHuui ans Adl,
NPOMIXXHOro NPoAyKTy abo rotToBoro fikapcbKoro 3acoby,
AiNbHULI ANA NPOBeAEHHSA NakyBaHHS, BUPOOHMKa,
BiANOBIA&/IbHOrO 3a BUMYCK CEPIi, MiCLie NpOBeAEeHHS
KOHTPO/HO cepii) abo nocTavasibHUKa BUXIGHOTO marepiany,
peareHTy ab0 fONOMIXKHOI PEYOBMHY (SIKLLO 3a3Ha4YeHO Y
[OCbE) - BUNYyYeHHs AinbHuLi YkpaiHa, 65080, Ogecbka 0671.,
Mm.Ogfeca, /liocTaopdickka gopora, 6ya. 86, Ae 34iiCHI0ETLCA
36epiraHHA roToBoI NPOAYKLT, Ta BUNYyYeHHs iHchopmaw,i ,
00 MICLLe3HaXOMKEHHS OPUANYHOT 0CO6U

6e3
peyenma

nocsBi04YeHHs
UA/8831/01/01

129.

HOPBIP

10 TabneTok y
6nicTepi; no 2
6nictepy y nauui 3
KapTOHY

ToBapucTBO 3
[04aTKOBOO
BiANOBiAA/IbHICT
0 "IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBiAA/IbHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHu 3 sKocCTi. FoTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPOJIIO AKOCTI FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo gofasaHHA AiNbHUL, Ha AKIA 34JiACHIOETECA
KOHTPO/b/BMNPOGYBaHHS cepii) - 3amiHa AinbHUUb , Ae
NPOBOAMTLCA BUNPOBYBaHHA KOHTPOJIO Cepil : 3 AiNbHULG 3a
agpecamu YkpaiHa, 65080, Ogecbka 06/1., M. Ogeca,
NMocTtpopdebka gopora, 6ya. 86 Ta YkpaiHa, 65025, M. Ogeca,
21-i4 kM. CTapoKWIBCbKOI Aoporu, 23 Ha AiNbHNLE0 3a afpecor
Ykpaina, 65025, m. Ogeca, 21-i km. CTapoKUiBCbKOI J0pOrK,
40-A; 3miHW | TUNY - AAMIHICTPaTVBHI 3MiHU. BunyyeHHs
BUPOGHMYOT AiNbHULI (BKIHOYaOUN AinbHUL Ana Adl,
NPOMIXHOro NPOAYKTYy abo roToBOro JlikapcbKoro 3acoby,
AiNbHULI A8 NpoBeAeHHS NakyBaHHS, BUPOOHMKa,
BiANOBIAa/IbLHOrO 3a BUNYCK CEpIid, MicLie NPOBeAEHHS
KOHTPO/I0 cepii) abo nocTayasibHyKa BUXIGHOTO matepiasny,
peareHTy abo AONOMIXHOT PEYOBMHY (SIKLLO 3a3HAYeHO y
[0CbE) - BUNy4YeHHs AinbHuui Ykpaiva, 65080, Ogecbka 0611.,
M.Opeca, Jlioctaopdebka gopora, 6ya. 86, e 34iCHI0ETLCA
36epiraHHsA roToBOI NPOAYKLT, Ta BUMyYeHHs iHhopmaw,i ,
00 MiCLIe3HaXOMKEHHS IOPUANYHOT 0CO6K

6e3
peuyenma

UA/8831/01/02

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, No 100
mr no 30 abo 60

Tabnetok y

E66BI
BiohapmacbtoTik
an3 M'méexX

LLisefuapi
a

E668i [loinuneHs
v6X i Ko. KI

HimeyunH
a

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu |l Tuny -
3MiHW [0 IHCTPYKLUIT 4719 MeAMYHOr0o 3aCTOCYBaHHSA [0 po34iny
"B3aemogia 3 iHWKMK Nikapcbkumm 3acobamu Ta iHWi B1uav

B3aEMOZji" BIANOBIAHO A0 MaTepianiB peecTpauiiHoro fOChbe.

BBefleHHs 3MiH NPOTArom 6-T1 MicAuiB nicnsa

3a
peyerimom

UA/7004/03/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
n1acTUKOBOMY 3aTBEPAKEHHS
thnakoHi, no 1
hnakoHy B
KapPTOHHI Kopobui
130. OBEPIH® PO3YMH ANS iH'EKLiA, TOB "Teonik Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHiX MmaTepianiB: BUNpaB/IeHHS 3a UA/15657/01/01
250 Mr/2 mn no 2 mn Papm akuioHepHe TEXHIYHOT MOMW/IKM LWOA0 IHCTPYKLIT 415 MeANYHOro peyernmom
po3unHy (250 mr/2 MapkeTuHr TOBapWCTBO 3aCTOCyBaHHSA Nikapcbkoro 3acoby — A0 3aTBepAKEHHS
M/1) B amnyni, no 5 pyn" "Jlekxim-Xapkis" pPEKOMEHAYETLCS IHCTPYKLiS POCIACbKOK MOBOH
amnyn y KOHTYpPHIi
YapyHKOBIli
ynakosLi, no 1
KOHTYPHIl
YapyHKOBIli ynakoBLj
B NauLli 3 KAPTOHY
131. OKCUBYTUHIHY NOPOLLIOK AT Ykpaina MKEC ®inneHg Oy | ®iHnaHgisa BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - - UA/4923/01/01
rigpoxnoprup KpucTaniyHmi "KNIBCBbKWN AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
(cy6eTaHuin) y BITAMIHHUA 3asBHUKA (BNacHMKa peecTpauiiiHoro nocBigyeHHst). 3miHa
nakeTax noAginHMX 3ABOA" HalilMeHyBaHHS 3asBHMKa. BBeAeHHS 3MiH NpoTAarom 6-Tn
nonieTuneHoBnx MiCALB NiC/1A 3aTBEPOXKEHHS.
ans
thapmaueBTUYHOro
3aCTOCYyBaHHSA
132. OKCUTOLMH PO34MH ANA iH'EKUiA, TOB "®3 Ykpaina TOB "®3 YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/1888/01/01
5MO/mn;nolmne "BIO®APMA" "BIODAPMA" 3MiHa y MeToax BUNPoOyBaHHS rOTOBOrO MikapCbKoro 3acoby peuyenmom
amnyni; no 5 amnyn (iHWi 3miHM y MeTogax B1UNpobyBaHb (BKIO4aUM 3aMiHy abo
y 6nicTepi; no 1 abo [OMOBHEHHS))
2 6nicTepu B navui 3
KapTOHY
133. OKCO/IH NOPOLLIOK [epxaBHe Ykpaina [epxaBHe YkpaiHa BHECEHHS 3MiH 10 pEECTpaLiiiHUX MaTepianiB: BUNPaB/EeHHs - UA/2184/01/01
(cybeTaHuis) y nignpMeEMCTBO niaNpMEMCTBO TEXHIYHOT NOMUJIKM Y MeToax KOHTPOJIK0 SKOCTi Mpu
KOHTelHepax «3aBog, XIMIYHNX «3aBog, XiMIYHUX nepeHeceHHi iHhopmaLii 3 peecTpaujiiiHoro gockbe y
nonieTuneHoBnX peakTuBiB» peakTuBiB» CTPYKTYpHIli hopmyni oKConiHy NOMWUIKOBO GYN10 3a3HAYEHO
ons HaykoBo- HaykoBo- OfMHapPHWIA 3B'A30K 3aMiCTb NOABIIHOTO
dhapmavneBT14YHOro TEXHONOriYHOro TEXHONOriYHOro
3aCTOCyBaHHsA KoMMekcy KOMMekcy
«lHCTUTYT «HCTUTYT
MOHOKpUCTanis» MOHOKpUCTaniB»
HauioHanbHoi HauioHanbHoi
akagemii Hayk akagemii Hayk
YKpaiHu» YKpaiHm»
134. OKTAIAM 10% PO3unH ANs iHdys3il OkTtadapma AscTpis BMPOGHMUK, Lseuis/ BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/15583/01/01
10%, no 20 mn, 50 dapmaneBTMKa BignoBiganbHuii 3a |  ABcTpis/ AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
M, 100 mn a6o 200 MpogaykTioHcrec BUPOGHMLTBO 3a dpaHuia/ MiCLSi NPOBaMKEHHS AiiNIbHOCTI BUPOBHMKa/imnopTepa
M/1 PO3UMHY AN M.6.X. NMOBHUM LK/TOM: HimeuunH rOTOBOrO /liKapCbKOro 3acoby, BKIYaoUM AiNlbHUL BUMYCKY
iHdpy3iil y dhnakoHi; OkTadapma AB, a cepil abo micue NpoBeAeHHS KOHTPOSTIO SKOCTI. (AisNbHICTb, 3a
no 1 dpnakoHy B Lseuis; AKY BifnoBifae BUpOGHUK/IMNOPTEP, HE BK/IOYAKOUM BUMYCK
KapTOHHI Kopo6Lyi OkTadapma cepiii). 3MiHa HaliMeHyBaHHS Ta afpecu MicLs NPOBaKEHHS
dapmaveBTrKa LAISNIbHOCTI BUPOOHUKA, BiANOBIAA/IbHOIO 3a BTOPUHHE

MpoAyKTioHcrec

NakKyBaHHA.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
M.6.X., ABCTpIS; TepMmiH BBeZeHHS 3MiH MPOTArom 6 micauis nicns
OkTathapma, 3aTBEPAKEHHS.
PpaHLis;
BVPOGHMUK,
BiANOBiAabHMI 3a
BTOPUHHE
nakyBaHHS:
OkTathapma
[Jeccay M'mb6X,
HimeyunHa
135. OKTEHICENT po3unH no 50 mny LWonbke i Maiip HimeuumnH LWronbke i Maiip HimeuunH BHECEHHS 3MiH 0 peecTpaviiHux matepianis: 3MiHu |l Tuny - 6e3 UA/4056/01/01
chnakoHi 3 M6X a 6X a 3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peyenma
posnuaBayem; no 3MiHM Y KOPOTKili XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
1 chnakoHy B MapKyBaHHS Ta IHCTPYKUiT A1 MeAMYHOr0 3aCTOCYBaHHA Y
KapTOHHI kopobuy; 3B'AA3KY i3 HOBVMM AaHVMU 3 SKOCTi, AOKMIHIYHUMMU, KTIHIYHUMMN
no 50 mn 'y donakoHi LaHuMK Ta AaHumn 3 hapmakoHarnsagy 3mMiHW BHECEHO A0
3 BariHaJlbHUM IHCTPYKUIT ANS MEeANYHOr0 3aCTOCYBaHHS JliKapCbKOro 3acoby
annikatopom; no 1 00 po3gainis "®apmakoTepaneBTuyHa rpyna” (pegarosaHo
hNakoHy B TekcT), "®apmMakonorivyHi BnactusocTi”, "MpoTunokasaHHA",
KapTOHHI kopobuy; "Oco6nMBOCTI 3acTOCyBaHHA", "3acTocyBaHHs y nepiog,
no 250 mn a6o 1000 BariTHocTi abo rogyBaHHs rpyaa”, "Aitn", "MNepenosyBaHHsa".
My dhiakoHax; no 3MinHu 1l TUny - 3MiHK Wono 6esnekn/edekTUBHOCTI Ta
250 y donakoHi 3 thapmakoHarnsgy. 3MiHM y TepaneBTUYHNX NMOoKa3aHHAX
posnunioBavemM (fopaBaHHS HOBOrO TepaneBTUYHOIO NokasaHHA abo 3miHa y
3aTBEpPKEHOMY NnokasaHHI) 3MiHW BHECEHO A0 IHCTPYKUiT ANns
MeAMNYHOro 3aCTOCYBaHHA NikapCbKoro 3acoby A0 po3zinis
"MokasaHHsa", Ta, K HaC/ifOK, 3MiHN BHECEHO [0 po3giny
"Cnocib 3acTocyBaHHA Ta 031"
136. OPHIAA30N NOPOLLIOK AT Ykpaina XyHaH DxunygaiaH Kutaii BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - - UA/14888/01/01
(cybcTaHuis) y "KNIBCBbKWN PapmacbloTikau AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
nakeTax nopgiiHMx BITAMIHHUA Ko., N14. 3asBHMKa (BNacHMKa peecTpaLliiHoro NocBigYeHHs) - 3MiHa
nonieTuIeHoBNX 3ABOA" HalilMeHyBaHHS 3asiBHWKa (BBefeHHs 3MiH NpoTArom 6-tm
ons MiCALiB MicNA 3aTBEPIKEHHS)
chapmaL,eBTUYHOrO
3aCTOCYyBaHHS
137. OPHI30N® PO34uH ANs iHQy3il, MAT Ykpaina MAT "Tannudapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 3a UA/12227/01/01
5 mr/mn no 100 mny "Tanuucapm” BHeCeHHs 3MiH o0 po3giny 3.2.P.3. MNMpouec BupobHULTBA peyenmom
nnaawyj; no 1 NikapcbKoro 3acoby, 30kpema: BUKafeHHs TEKCTY KOPOTKOro
nAAWLi B nayyj 0nu1cy TEXHO/OTIYHOTO NPOLECy Ta TEXHOMOTYHOT CXeMM
BMPOGHMLTBA rOTOBOTO J1iKapPCbKOro 3acoby
138. | OPYHIAN® PO34YUH OpasIbHUIA, TOB "[I>KOHCOH i YkpaiHa AHcceH Benbris BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHa 3asBHMKa 3a UA/2415/01/01
10 mr/mn no 150 mn JDKOHCOH dapmaLeBTUKa (BnacHvika peecTpadiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peuyenmom
y thnakoHi; no 1 YkpaiHa" HB Bif 23.07.2015 Ne 460); 3miHu | Tvny - 3miHn wogo 6esneku/

chnakoHy 3
[103aTOpOM B
KapTOHHI Kopobuyj

ehbekTBHOCTI Ta hapmakoHarnagy. BeegeHHss abo 3miHu o
y3arasibHeHUX JaHnx npo cucTemy dpapmakoHarnsgy
(BBEAEHHS y3arasibHEHMX AaHUX NPO cUcTeMy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA dapMakoHarnsay; KOHTaKTHol
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
ocobu 3 dhapmakoHarnisgy 3asBHuKa ANs 34iIACHEHHS
thapMakoHarnagy B YkpaiHi, KO BOHa BifgMiHHA Bif,
YNOBHOBaXXeHOi 0cobM, BiANOBIfa/ILHOT 3a 34iICHEHHS
thapmakoHarnagy (BK/4yakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-chaiina cuctemun hapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHOI 0CO6U 3asiBHVKA, BifnoBigaibHOI 3a
thapmakoHarnag: giroya pegakuis - Dr. Logesvaran Yogendran,
nponoHoBaHa pepfakuis - Dr. Laurence Oster-Gozet. 3miHa
KOHTaKTHUX SaHMX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BignoBiga/IbHOI 3a dhapmakoHarnsg
139. OCHOBA NOPOLLIOK AT Ykpaina "AnkoH BiocieHces IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - - UA/7776/01/01
®EHITOIHY KpUCTastiuHuit "KNIBCbKWI MpuBarte Jlimites" ALMiHICTPATMBHI 3MiHW. 3MiHA HaliMeHyBaHHA Ta/abo agpecu
(PEHITOIH) (cybeTaHuis) y BITAMIHHWIA 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
nakeTax nopgiiHMx 3ABOA" HalilMeHyBaHHs1 3as1BHMKa (BBefleHHs1 3MiH NpoTArom 6-Tu
nonieTuIeHoBNX MiCALIB MiCNA 3aTBEPLKEHHS)
4N BUPOGHMLTBA
HeCTepUIbHUX
nikapcbkux opm
140. OTUKAIH- Kpanni BYLUHI, ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny - 6e3 UA/13172/01/01
3400POB'A po34nH no 8 r abo 06MEXEHO 06MeXeHo YTOYHEHHS HaliMEHYBaHHS Ta MiCLLe3HaXOKEHHSI BUPOOHUKA peyenma
no 16 r y dpnakoHi 3i BiANOBIAa/bHICT BiANOBIAA/LHICTIO A®| deHa3oH BiAMNOBIAHO A0 AOKYMeHTAaLil BUPOGHMKa.
ckna; no 1 dpiakoHy 10 "@apmaueBTuyHa Brpo6HWya AinbH1US Ta BCi BUPO6HMYI onepauii 3a/miaTbes
pa3oMm 3 KPULLKOO- "dapmaLeBTUYH KOMnNaHis HEe3MiHHUMK; 3MiHW | TUNY - NOAaHHA OHOB/IEHOTO cepTudbikaTa
KpanesibHULEo 3i a KoMnaHis "3popos'a” Bif, y)Ke 3aTBEPA)KEHOIO BUPOOHMKA; CynyTHSA 3MiHA: 3MiHa Y
CK/ISIHOKO NINETKOK Y "3p0poB'a” napameTpax cneuudikauii Ta/abo AONyCTUMMX MEX,

KOpOoO6L 3 KAPTOHY

BM3Ha4YeHuX y cneuudpikauisx Ha Adl, abo
BWXiAHWIA/NPOMDKHWIA NpOAYKT/peareHT, L0 BUKOPUCTOBYIOTHCS
y npoueci BUpobHuLUTBa A®| - 3MiHa y MeTogax BunpobyBaHHA
A®| ab0 BUXigHOrO MaTepiasy/NnpoMiXHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y Npoueci BUpobHuutBa A®l — nogaHHA

OHOBJ/IEHOr0 cepTudikaTy BignoBiAHOCTI EBpONeicbKoi
thapmakonei Ne R1-CEP 2001-014-Rev 03 Bif 3aTBEPAXEHOTO
BMpOGHMKa A®I Jligokainy rigpoxnopugy. Ak Hacnigok,
YTOUYHEHHSI Ha3BW Ta MICLLe3HaXOPKEHHSI BUPOBGHMKA, a Takox
3MiHK [0 crneundikaLii Ta meToaiB KoHTposto APl 3a
NOKa3HUKOM «3asILLKOBI KifIbKOCTi OpraHiYHUX PO3UYMHHUKIB;
3MiHM | TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii 4dPY a6o €BponeicbKol
chapmakonei, abo iHLWOi HaLioHasIbHOI dhapmakonei gepxasn
€C (3miHa y cneuundikauisx, nos'a3aHa 3i 3MiHamu B DY, abo
€Bponelicbkiin hapmakonei, abo iHLUIA HaLioHaNbHIl
thapmakonei gepxasu €C); cynyTHA 3MiHa: 3MiHa Yy MeTofax
BunNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomMiKHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLLEC
BMPOGHMLTBA ADI; 3MiHM | TUMY - 3MiHK, NOB'A3aHi 3
HeOoOXiJHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0 MOHOrpadii
L®Y a6o €sponeiicbkoi hapmakonel, abo iHLWOI HalioHabHOT
thapmakonei gepxasu E€C (3miHa y cneuudikaulisix, nos's3aHa
3i 3mMiHamy B 1®Y, abo €Bponeiicbkili hapmakonei, abo iHLWii
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep

peecmpayiliHo2o

nocsBi04YeHHs

HaujioHasnbHili hapmakonei gepxasu €C); CynyTHS 3MiHa:
3MiHa y MeTogax BunpobysaHHa APl abo BMXigHOTO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWUCTOBYETLCA Y NpoLeCi BUPO6HULTBA ADI - 3MiHM [0
cneumnikauii Ta MeToiB KoHTpoto APl Jligokainy
rigpoxnopua,; 3MiHu | Tuny - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeaeHHs y BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonel, abo iHLWOoT HalioHasIbHOI
thapmakonei gepxasu EC (3miHa y cneuudikauisix, nos'sa3aHa
3i 3miHamy B 1dY, abo €Bponelicbkinn hapmakonei, abo iHLwii
HaujioHanbHili hapmakonei gepxasu €C); cynyTHS 3MiHa:
3MiHa y MeTogax BUnpobyBaHHA AONOMDKHOT PEYOBUHY - 3MiHW
[0 cneumndikauii Ta METOZIB KOHTPO/IHO AOMOMIKHMX PEYOBUH, Y
3B'A3KY 3 NPUBEAEHHAM Y BiAMOBIAHICTb 4O BUMOT Ail0HOro
BuAaHHa EP Tta AdY; 3miHu | Tvny - 3miHa napameTpis
cneundikauii Ta/abo JONYCTUMMX MEX FOTOBOTO NiKapCbKoro
3ac00y (BHECEHHS 3MiH [0 [O0CbE NiC/IA OHOBMIEHHA 3arasibHOl
CTaTTi Ha roToBY Nikapcbky chopmy y AdY/EBponeiicbkiii
thapmakonei); CynyTHS 3MiHa: 3MiHa Y MeToax BUNpPoOyBaHHS
roToOBOro Nikapcbkoro 3acoby — npuBefeHHs crneundikadii Ta
METOZiB KOHTPO/I0 FOTOBOrO NikapCbkoro 3acoby A0 BUMOT
njtoyoro BugaHHsa AdY 3a nokasHMkoM «MBUY», a Takox
BBEJEHHS NoCunaHHA Ha gitouy pefakuio 4Py (4PY*)y
cneumdikaLilo Ta METOAMN KOHTPOSIIO 3a NOKa3HMKaMu
«lgeHTudikayis», «CTyniHb 3a6apBreHHs», «[1po30opicTb»,
«pH», «BigHoCcHa ryctuHa», «KifbkicHe BU3HaYeHHs». KpuTepil
NPUIAHATHOCTI Ta METOAMKA NPOBEAEHHSA aHanisy 3amLwnnncs
6e3 3miH

141.

OTUKC NNroC

Kpanni BYLUHI,
po34nH no 5 r abo
nolsry
nnacTUKoBOMy
dhnakoHi, no 1
chnakoHy B
KapTOHHII Kopo6Lii

M "rNeQeKC”

YKpaiHa

TOB "Apnimepg"

Pecny6nik
a Bipmenis

BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: 3MiHu | TUny -
3MiHa po3mipy cepil (BKtovatoum gianasoH po3mipy cepii)
rOTOBOrO JliKapCbKOro 3acoby - 36ibLIEHHS po3Mipy cepil.
3anponoHoBaHo: 500 kr (100000 ynakoBok) no 5 r; 500 kr

(33333 ynakoBku) no 151

3a
peyenmom

UA/15962/01/01

142.

OTOTOH®

Kpanni ByLUHi no 16 1
y dhnakoHi; no 1
hnakoHy pasom 3
KpanesnbHuLero y
nauui 3 KapToHy

MAT "®apmak”

Ykpaina

MAT "®apmak”

Ykpaina

BHECEHHS 3MiH 0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MicLSi NpOBaMKEHHS AiSiNIbHOCTI BUPOBGHMKa/imnopTepa
rOTOBOrO /liKapCbkoro 3acoby, BKIYaoUn AiNlbHUL BUMYCKY
cepil abo micue NpoBeAeHHS KOHTPOSIO SKOCTI. (AisNbHICTb, 3a
SIKy BiANOBigae BUPOGHMK/iIMNopTep, BKIOYaoUM BUMYCK Cepiid)
- 3MiHa agpecy MicLus NPOBaZ)KEHHS AiS/IbHOCTI BUPOOHUKA
N3 (BBeAeHHS 3MiH NpoTAroM 6 MicAuiB nicns
3aTBEPKEHHS); 3MiHM | TUNY: 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
3MiHU B po34ini «MapkyBaHHS», a came 3MiHW [0 afpecu micud
NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKA 3 BigNOBIigHUMMK 3MiHAMMW
B TEKCTi MapKyBaHHS ynakoBoK. MNpuBeAeHHs TekcTa
MapKyBaHHS yNakoBOK BignoBigHO A0 BuMmor Hakasy MO3

6e3
peyenma

UA/13775/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
Ykpainu Big 23.07.2015 p. Ne 460 (BBeAeHHS 3MiH NpoTarom 6
MiCAILiB Micns 3aTBEPIKEHHS); 3MiHM | TUnNy: 3MiHM 3 SIKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTPO/Ib rOTOBOrO NiKapCbKoro
3aco6y. 3miHa y MeToAax BUNpoGyBaHHS rOTOBOTO JlikapCbKoro
3acoby (ons NpuBELEHHS Y BignoBigHicTs 3 dY abo
€BponeiicbKkoto hapmakoneeto Ta BUTyYEHHS NOCUIaHHA Ha
3acTapifivii BHYTPILLHIA MeToA BUNpo6yBaHHS i ioro Homep) -
3MiHM B MeToZax KoHTponto /13 3a po3ginom
«MikpobionoriyHa uncrotax:
- HOpMaTUBHE MOCWUIaHHS AOMOBHEHO MOCW/IaHHAM Ha AdY* (*
- ditoye BUAaHHA);
- BBEJIEHHSA NepiogMYHOCTI KOHTPOSIO 3a AaHNM NOKa3HUKOM
(MBY KOHTpPONb MPOBOAUTYN BUGIPKOBO: NEPLLY Ta KOXHY
LEeCATY HacTynHy cepii);
- BUTYYEHO METOLMKY BU3HAYEHHS;
3MiHM | TURY: 3MiHW 3 AKOCTI. FOTOBUIA NiKapcbkuii 3acio.
KOHTpO/1b roTOBOro NikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo foNYCTUMUX MEX FOTOBOTO JiKapCbKoro
3aco6y (iHLwWi 3miHK) - 3MiHK fo cneumdikayii 13 3a
nokKasHNkom «MBY», BHACNIAOK 3MiH 4O METOZIB KOHTPO/IO;
3MiHW | TUNY: 3MiHK 3 IKOCTi. TOTOBWMIA Nnikapcbkuii 3acio.
CucTemMa KoHTeliHep/3aKynopioBasibHUIA 3aci6. 3miHa
noctavasibH1Ka nakyBaslbHUX MaTepianis abo KOMMNEKTYUNX
(AKLWL,0 3a3HaYeHO B A0ChE) (3aMiHa ab0 AoAaBaHHS
nocTavyasnbHrKa)
- BBEfIEHHS1 a/lbTePHATUBHOIO BUPOGHMKaA NePBUHHOT YNakoBKM
hiakoHm 3i ckna MNAT «Map’siHiBCbKUiA ckno3aBof», YkpaiHa

143. | NAHKPEATVH NOPOLLIOK TOB "TK YkpaiHa [JesnHr CiHosim KnTaii BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - - UA/16384/01/01
(cy6eTaHuin) y "ABPOPA" dapmacbloTikas 3MiHuM 3 aKocTi. A®Il. CTabinbHICTb. 3MiHa nepiogy NOBTOPHMX
noAgifiHNX Ko. N4, BMNpo6yBaHb/nepiody 36epiraHHa abo ymoB 36epiraHHs Ad|
nonieTuIeHoBKX (3a BigCyTHOCTI y 3aTBEpKEHOMY A0ChE cepTudiikata
Millkax ons BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo BKIoYaE nepiog,
hapmaueBTUYHOro NMOBTOPHOrO BMNPOBYBaHHS) (Nepiog NOBTOPHOTO
3acToCyBaHHS BMNpo6yBaHHA/nepios 36epiraHHs) - 36iNbLLEHHS abo

BBE[EHHS nepiogy NOBTOPHOro BUnpobyBaHHsA/nepiosy
36epiraHHsa Ha OCHOBI pe3ynbTaTiB AOCMIMKEHb Y PeasTbHOMY
yaci. 36ibLIeHHs TepMiHy npuaaTHocTi A®| MNaHkpeaTyH.

144. MEr®EPOH PO3YMH ANS iH'EKLIN, TOB "IOM'EP Ykpaina TOB "IOM'EP YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/14828/01/01
180 mkr/1l mnno 1 PAPMA" PAPMA" 3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
M1y dp1akoHi; no 1 (nakyBaHHSA 3 3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro 3acoby, TeKCTi
hNakoHy y opmum in bulk MapKyBaHHS Ta IHCTPYKLii A1 Me4MYHOro 3aCTOCYBaHHS y
KapTOHHI kopobuy; BMPOGHMLTBA: 3B'AA3KY i3 HOBVMM AaHWMU 3 SKOCTi, AOKNIHIYHUMMU, KIIHIYHUMUN
no 1 mn y dpriakoHi; ®.XohpmaHH-/15 [aHuMK Ta faHuMK 3 papmakoHarnsgy - 3MiHM BHECEHO [0
no 4 pnaxkoHn B Pow Nitp, IHCTPYKLT ANA MeAMYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby
KOHTYPHIli LLiBeiuapis [0 po3ginis "MokasaHHA" (YTOUHEHHS iHdbopmaLi), "Crocib
YapyHKOBIli (baszenb); 3acTocyBaHHs Ta o3n", "MobiuHi peakuii”
ynakosLi; no 1 & . XodhpmaHH-/15
KOHTYPHIli Pow /itg,

YapyHKOBIli ynakoBL,i LLiBelinapis
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Y KapPTOHHI KOpoobLii

(KalicepayrcT))

145.

MIMA®YKOPT®

Masb no 15 ry 1y6i;
no 1 1y6iy
KapTOHHI Kopo6Lyi

NEO dapma A/IC

[JaHis

Temmnep ITania
C.p.n.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: 3MiHu | TUny -
3MiHM Wopao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy.
BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
thapmakoHarnaay (BBeAEHHS y3arasibHeHNX AaHNX Npo
cuctemy thapmakoHarisgy, 3miHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapmakoHarnsay 3asBHUKa AN 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu y
pO3MiLLEHHI MacTep-haiina cuctemMn hapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0c0bM 3asiBHMKA B YKpaiHi 415 34iNCHEHHS
hapmakoHarnsgy: nponoHoBaHa pegakuisi - Haymosa IpuHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX AAaHMX KOHTAKTHOI 0cobu

3a
peyenmom

UA/4476/01/01

146.

NPEAHIKAPG-
JOAPHULA

Masb no 15 r y Ty6ax
Ne 1

MpAT
"®apmaueBTUYH
a thipma
"OapHuua”

YKpaiHa

MpAT
"@apmaueBTuyHa
ipma "JapHuus”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPOIb FOTOBOrO
nikapcbKoro 3acoby. 3miHa napameTpis cneuudikauii Ta/abo

[OMYyCTUMMX MEX rOTOBOTO NKapCbKOro 3acoby (3BY)XXeHHS
LONYCTUMUX MEX) — 3BYXKEHHSI HOPMYBaHHS KifIbKiCHOrO BMICTY
npegHi30M0Hy, CeYOBMHM Ta AVHATPI0 efeTaTy B npenaparTi, Y

creundikavii Ha MOMEHT BUMNYyCKy, 3i 3MiHaMK Yy MeTofax
BUNPOOYBaHHSA, 30KpeMa, pefakLiiiHi BUNpaBneHHs Ta
BBE/lEHHS TEPMiHIB 36epiraHHa po34unHiB. BBeaeHHA 3MiH
NPOTAroM 6 -Tu MicALiB nicna 3aTBepxeHHs. CynyTHA 3MiHa -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPOIb FOTOBOrO
nikapcbKoro 3acoby. 3MiHa y metogax BUNpobyBaHHSA roTOBOro
NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepaKeHNX

MeToaax BUNpobyBaHHSA). BBeeHHA 3MiH NpoTArom 6 -t

MicALIB MicnA 3aTBepKEHHSA. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y MeTogax BunpobyBaHHs A®| abo

BUXiAHOrO MaTepiany/npoMiXXHOro NPoAyKTy/peareHTy, LWo

BMKOPUCTOBYETHLCA Y NpoLieci BUpo6HuuTBa AP (iHLWi 3MiHN Y
mMeToAax BUNpobyBaHHA (BKIOYatoUy 3amiHy abo AONOBHEHHS)

A®l ab0 BUXiAHOro/NPOMIKXHOTO NPOAYKTY) — BHECEHHS
He3HauyHVX 3MiH Ta pedakuiliHix NpaBokK y cneuudikawiio
BXifHOro koHTposto A®| CeyoBuHa 3a po3gifioM «Onue»,

«PO3UMHHICTb», «AMOHItO coni», «laeHTndikauis», «KinsbkicHe

BM3HaYeHHs», «MBUY» 3rigHo Bumor A®Y, aitoyoi moHorpadii
«Urea» EP Ta matepianiB BUpo6HUKa, 6€3 3MiHK
3aTBEPLKEHVX METOAMK BUNPOOYBaHHA Ta KpUTepiii

NPUAHATHOCTI. BBEAEHHA 3MiH NPOTArom 6 -T1 MicAUiB Micas

3aTBepKeHHs. CynyTHA 3MiHa - 3MiHW 3 AKoCTi. AdI.

KoHTponb A®I. 3miHa y napameTpax crneumdikauiii Ta/abo

[OMNyCTUMMX MEX, BU3HaUeHuX y cneuudikalisx Ha Ad®l, abo

BWXi4HWIA/NPOMDDKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTHCSA
y npoueci Bupo6HuLTBa A®I (iHWi 3miHW). BBeAeHHSA 3MiH
npoTArom 6 -T MicALIB NS 3aTBepIKEHHS. 3MiHu | TNy -
3MiHK 3 gKocTi. A®l. KoHTponb AdI. 3miHa y MeTogax

3a
peyenmom

UA/6024/01/01
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Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o

NMPECAPTAH®-50

TabneTku, BKPUTI
NNiBKOBOKO
0060/10HKOI0, M0 50

Inka
Nab6opaTtopis
Nimiteq

IHais

Inka Na6opatopi3

Nimiteq

IHais

BUNpobyBaHHsA APl abo BMXigHOrO MaTepiasay/npomiKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPO6HMLUTBA AP (iHLWI 3MiHM Y MeToAax BUNPOGYyBaHHSA
(BKOUaOUM 3aMiHy abo fonoBHeHHs) APl abo
BUXiAHOrO/NPOMIXHOr0 NPOAYKTY) - BHECEHHS HE3HAYHWUX 3MiH
Ta peAakuifiHnx NpaBok y cneumdikalito Ta METOAW BXigHOMO
KOHTpO/t0 AD| NpefHI30/10H 3a NOKa3HMKaMmn SKOCTi «Onune»,
«P0o3unHeHH», |aeHTHdiKaLis»; 3MiHa KpUTepIi NPUAHATHOCTI
3a n. «Mutome onTnyHe o6epTaHHs», «CynpoBiAHI AOMILLKN»,
«KinbkicHe BM3HaueHHs», «MBUY» 3rigHo BUMOr MoHorpadii
EP/O®Y; npuBefeHHs BUMOT crieundikaLii 3a p. «3a/nLLKOBI
KiNNbKOCTi OpraHiyHnX pO34MHHUKIB» Y BiAMNOBIAHICTb 40
MaTepianis hipmu-BnpobHMKa Ta HagaHoro CEP. BBeaeHHs
3MiH NPOTAroM 6 -TW MicALIB Nicnsa 3aTBepXeHHs. CynyTHA
3MiHa - 3MiHK 3 akocTi. APl KoHTponb A®I. 3miHa 'y
napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BUXiZAHUIA/NPOMiXHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA
y npoueci Bupo6Huytea A®!I (iHwi 3miHW) . BBEAEHHS 3MiH
NPOTArom 6 -TM MicALiB Nicna 3aTBepkKeHHs. 3MiHu | Tuny -
3MiHK 3 iKOCTi. TOTOBWIA Nnikapcbkuii 3aci6. KOHTPOb roToBoro
niKkapcbKoro 3acoby. 3miHa y MeTogax BUNpoOyBaHHSI rTOTOBOIO
nikapcbKoro 3acoby (iHLWi 3MiHW y MeTogax BUnpobyBaHb
(BrNtovaroun 3aMiHy abo [OMOBHEHHS)) - NPUBEAEHHS BUMOT
cneumdikauii /13 3a nokasHMKoM «Mikpob6iosioriyHa uncToTa»
y BignoBigHicTb Ao APY; peaakuiiHi npaBku 3a po3ginamu
«lgeHTudikauis», «pH», 6e3 3MiH KpUTepili NPUAHATHOCTI.
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. [0TOBWIA NikapCbKMii 3aci6.
KOHTpO/1b roTOBOro NikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo foNYCTUMUX MEX FOTOBOTO JiKapCbKoro
3aco6y (iHwWi 3MiHK). 3MiHK | TUNY - 3MiHK 3 SIKOCTI.
CepTudpikat BignosigHocTi/lE-cepTucpikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs HOBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI a60 BUTYUYEHHS
cepTudpikaTa BignoBigHOCTI EBponelickbkiin hapmakonei: aAns
A®I; onqa BuxigHoro matepiany/peareHTy/npoOMiKHOTO
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADI; ans
[0NOMDKHOT peyoBUHU (CepTudikaT BigNoBIgHOCTI
€sponelicbkiii hapmakonei) - HoBuii cepTudikart Big, Bxe
3aTBEPKEHOro BUPOGHUKA - NofaHHA HoBoro Ceptudikary
BignosigHocTi EP Ha A®I npeHi30/10H Bif 3aTBEPKEHOTO
BMpo6HUka Tianjin Tianyao Pharmaceuticals Co., Ltd., China
R1-CEP 2002-018-Rev 03, sk Hacnigok, NpuBeAeHHS TEPMIHY
36epiraHHa A®l y BignosigHicTb fo HagaHoro CEP:
3aTBepaKeHO: TepMiH 36epiraHHa 5 pokiB. 3anponoHOBaHO:
TEPMiH NEPEKOHTPOSIIO 3 POKM.

nocsBi04YeHHs

Mr; no 10 TabneTok

AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny -

roTOBOrO NikapcbKoro 3acoby, BKIKYaUU AiNbHUL BUMYCKY

MiCLAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa

peyenmom

3a

UA/8575/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
y 6nictepi; no 3 cepii abo micue NpoBefeHHs KOHTPOSTIO SKOCTI. (AisifbHICTb, 3a
6nictepu B SIKy BiANOBIAa€e BUPOGHMK/iIMNOpTep, BKIOUaUM BUMYCK Cepiid)
KapTOHHi Kopobuyj; 3MmiHa agpecy BupobHuka 13 Inka Nlabopatopic flimitesa,
no 14 TabneTtok y IHAjsA, 6€3 3MiHM MicLA BUPOGHMLTBA. BBEAEHHS 3MiH NPOTArom
6nicTepi; no 2 6-Tn MicAUIB NicNA 3aTBEPKEHHS.
6nictepu B
KapPTOHHI Kopobui
148. NMPECAPTAH®-50 | TabneTku, BKpUTI Inka IHais Inka Na6opatopi3 IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/8575/01/02
nNiBKOBOKO NabopaTtopis NimiTeq 3MiHa y MeToAax BUNpobyBaHHS rOTOBOrO NiKapCbKoro 3acoby - |  peyenmom
o6onoHkoto, no 50 Nimiten npuBefeHHs onucy MeToankn «KinbkicHe BU3HAYEHHS» Y
mr; no 10 TabneTok BiANOBIAHICTb A0 OpUTiHA/IBHUX MaTepianis
y 6nictepi; no 3
6nictepu B
KapTOHHI kopobuy;
no 14 TabneTok y
6nicTepi; no 2
6nictepu B
KapTOHHI Kopo6Lii
149. NMPUCMACO/ 2 po34nH ans [ambpo flyHaia Lseuis BIE®PE ITanis BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny - 3a UA/13428/01/01
remogpinbTpavii Ta Ab MEZITAN C.MN.A. nofaHHa oHossieHoro CepTudikaty BignoBigHOCTI peuyenmom

remogianisy, no
5000 mny
[BOKOMMOHEHTHOMY
MiLLKY 3
nonisiHixnopuay
(mane BigaineHHs
250 mn i Benuke
BiagineHHs 4750
M), SKi po3ainse
KPUXKWUIA Hinesnb i B
NIOEPIBCLKOMY
3'egHyBadi
NPWCYTHIN KnanaH
abo Kpuxkuii Hinernb;
no 2 miwka y
KapTOHHI kopobuy;
no 5000 mn y
[BOKOMMOHEHTHOMY
MiLLIKY 3
nonionedixy (mane
BigAineHHa 250 mn i
Be/InKe BiaAinieHHs
4750 mn), aki
po3ginsie izonauiiHa
nevatka i B
NIOEPIBCLKOMY
3'egHyBadi
NPUCYTHIIl KnanaH;
no 2 miwka y

€ponelicbkili hapmakonei R1-CEP 2010-380-Rev 00 Big Bxe
3aTBEpIAXEHOro BUpobHUKa ans Ad®| kanito xopuay; 3minu |
TUny - 3MiHa napameTpiB cneyudikaviin Ta/abo gonycTummnx
MeX roTOBOrO /ikapCbkoro 3acoby - 3MiHa napameTpis
cneumaikauii gn1A nokasHUka AKoCTi «bakTepianbHi
€HL0TOKCUHMN»




109

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
KapPTOHHI Kopobui
150. NYNbMOBPI3® TabneTku, BKPUTI Mogi Xenc 'm6X | LUBseliyapi CaBa Xenckea IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: 3MiHu | TUny - 6e3 UA/10212/01/01
060/10HKO0, M0 9 A nTg 3MiHa y MeTogax BunpobyBaHHsA rOTOBOTO NiKapCbKoro 3acoby - peyenma
Tabnetok y 6nictepi; T. KinbkicHe BM3HaYeHHS aMBpPOKCOoy rigpoxiopugy Ta
no 1 6nictepy B aueTuILucTeiHy — 3MiHM Npo6oniaroToBkM poboUmx
KapTOHHI ynakoBL; KOHLIEHTpAaLii pO34uMHIB, 3MiHa YMOB XxpomaTtorpadyBaHH:
no 20 TabneTok y (3a3HayeHHs TUMY KOIOHKK, 3MiHa cknagy pyxoMmoi dhasu,
6nictepi; no 1 a6o Temnepartypu KOMOHKK), 3MiHa BUMOT OO0 e(heKTUBHOCTI
no 2 6nictepu B XpomaTorpadivHoi KO/IOHKV B YMOBaxX NpUAATHOCTI
KapTOHHI ynakoBLi XpomaTorpadiyHoi cuctemu, 3MiHM y po3paxyHKoBiil hopmy ii;
T. PO34UMHEHHS - 3MiHM NPO6OoNiAroTOBKU pO60UNX
KOHLeHTpaL|i/i CTaHAAPTHOro Po34nHy Ta BUNpobyBaHoro
PO34MHy, 3MiHa YMOB XpomaTorpadyBaHHs (3a3HauyeHHs Tuny
KOMOHKM, 3MiHa cKnagy pyxoMmoi hasu, Temnepatypu KOTOHKK),
3MiHa BUMOT LWOA0 epeKTUBHOCTI XpoMaTorpadiiyHoi KONOHKM B
yMoBax MpyAAaTHOCTI XpomaTtorpadivyHoi cucTemMu, 3miHn y
pO3paxyHKOBiIi chopmyni; 3MiHM | TUNy - 3MiHa NapameTpis
cneundikauii Ta/abo JONYCTUMMX MEX FOTOBOTO NiKapCbKoro
3acoby; cynyTHS 3MiHa: 3MiHa Yy MeTodax BUNpobyBaHHs
roTOBOrO NikapcbKoro 3acoby - 3MiHa y cneuudikauii Ta
mMeTofdax BunpobysaHb T. CynpoBigHi 4OMILIKW, 3MIHEHO PO3Mip
KOMIOHKM, BBEAEHO ONWC NpoLiefypy NpUroTyBaHHs nnaue6o,
YTOYHEHO BiJHOCHWIA Yac YTPUMaHHS ifeHTUIKOBaHNX
[OOMILLOK aueTUumcTeiHy Ta HaBeAeHO hopMyn po3paxyHKy
KiNIbKOCTi OMILLOK Ta KoedilieHTy nogi6HocTi. BBegeHHS 3MiH
NPOTArom 6-T1 MicsauiB NicnA 3aTBePAKEHHSA
151. NYNbMOBPI3® TabneTkun, BKpUTI Mosi Xenc 'm6X | LUBseliuapi CaBa Xenckea IHAain BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - - UA/10213/01/01
o060n0oHkoto, in bulk: A nrp, 3MiHa y MeTogax B1UnpobyBaHHs rOTOBOTO MiKapCbKoro 3acoby -

no 10000 TabneTtok
y NoABIliHNX
nonieTuNeHoBmxX
naketax

T. KinbkicHe BU3Ha4YeHHs aMbpokcony rigpoxsiopuay Ta
aueTnnuucTeiny — 3MiHM NPo6oNiAroTOBKM POGOUNX
KOHLIEHTpALiii pOo34uMHIB, 3MiHa YMOB XpomMaTtorpadyBaHHs
(3a3HayeHHs TUMYy KOJTOHKW, 3MiHa cknagy pyxomoi dasu,
Temnepartypu KOMOHKM), 3MiHa BUMOT 040 e(PEeKTUBHOCTI
XpomartorpadiyHol KOSIOHKM B yMOBax NpuaaTHOCTI
XpomaTtorpacdiyHoi cucTemu, 3MiHM y po3paxyHKoBiIil hopmyi;
T. PO34nHEHHS - 3MiHM NPO60NIArOTOBKM POGOUMX
KOHLIeHTpaL,ii cTaHAapPTHOro PO34MHY Ta BUNPoGyBaHOro
pO34MHy, 3MiHa YMOB XpomaTorpachyBaHHs (3a3HauyeHHs Tuny
KOMOHKU, 3MiHa ckiagdy pyxoMoi dhasv, TemnepaTypu KOJTOHKM),
3MiHa BUMOT LWOA0 edEKTUBHOCTI XpomarorpagivuHOi KOJIOHKM B
ymoBax NpuAaTHOCTI XpomatorpagivyHoi cMcTemMu, 3MiHA Y
pO3paxyHKOBii chopmyni; 3MiHW | TURy - 3MiHa napaMeTpis
cneundikauivi Ta/abo JONYCTUMMX MEX FOTOBOTO NiKapCbKoro
3aco0by; cynyTHs 3MiHa: 3MiHa Y MeToAax BUNpobyBaHHS
roTOBOrO NiKapCbKOro 3acoby - 3miHa y cneyudikauii Ta
MeToAax BUNpobyBaHb T. CynpoBiAHI 4OMILIKM, 3MIHEHO PO3Mip
KOMOHKM, BBEAEHO ONWC NpoLieypy NpUroTyBaHHs nnaue6o,
YTOYHEHO BifHOCHWIA Yac YTPUMaHHS ifeHTUIKOBaHNX
[OMILLOK aueTuuMCcTeiHy Ta HaBeAeHO )OpMy/IN PO3paxyHKy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
KiNIbKOCTi OMILLOK Ta koedilieHTy nogi6HocTi. BBegeHHs1 3MiH
NPOTArom 6-T1 MicsauiB NicnA 3aTBepPAKEHHSA
152. nynbMoO/1IOP® Tabnetkn Ne 10 Mosi Xenc 'm6X | Lsenuapi CaBa Xenckea IHgis/ BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3mMiHu | Tuny - 6e3 UA/10378/02/01
(10x1), Ne 20 (10x2) A Nta, IHais; YropuHa 3MiHa napameTpiB cneuyudikauili Ta/abo JoNyCTUMMX MEX peyenma
B bnicTepax Megiton rOTOBOrO NiKapCbKOro 3acoby (3BY)XXEHHS AOMYCTUMMUX MEX) - 3a
dapmacbloTikan nokasH1KkoM «CynpoBifHi AOMILLKW», K HACAIA0K 3MiHa A0
N14., YropwyuHa MeTOAVKN BUNPOGYBaHHSA
153. nynbMo/10P® TabneTku in bulk: no | Mosi Xenc 'm6X | LLBeiiuapi CaBa Xenckea IHpis/ BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis: 3mMiHu | Tuny - - UA/10379/01/01
5000 TabneTtok y A Nta, IHais; YroplmHa 3MiHa napameTpiB cneuudikauiii Ta/abo JONYCTUMUX MeX
nakertax Megiton roTOBOrO /iKapCbKOro 3acoby (3BY)XEHHS JOMyCTUMUX MEX) - 3a
PapmacbloTikas nokasH1KoM «CynpoBifHi AOMILLKW», K HACNIAO0K 3MiHa [0
Jita., YropuwymHa METOAMKN BUNPO6YBaHHS
154. PEBIT npaxe; no 80 gpaxe AT Ykpaina AT "KUIBCbKUI YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 6e3 UA/4680/01/01
B KOHTelHepax "KNIBCbKWN BITAMIHHUIA 3MiHK LWoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy - peyenma
(6aHoukax); no 80 BITAMIHHUA 3ABOA" OHOBJIEHHSA BXe 3aTBEPL)KEHOro TEKCTY MapKyBaHHSA
Opaxe B KOHTeliHepi 3ABOA" NepBUHHOT Ta BTOPMHHOI YNakoBKY NikapCbKoro 3acoby, 3
(6aHouuj); no 1 BHECEHHSAM He3HauHUX 3MiH 0 TEKCTY MapKyBaHHS.
KOHTeliHepy BBeAeHHA 3MiH NPOTArom 3-x MicALiB nicns
(6aHoMUj) y nayLj 3aTBepAXEHHA
155. PENI®® cynosuTopii TOB "Baiiep” Ykpaina IcTityTO [l ITanisa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3MiHu Il TUNY - 6e3 UA/7089/01/01
AABAHC pekTanbHi no 206 Anxeni C.p.n. 3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peyenma
Mr; no 6 BHeceHHs abo 3miHa(1) A0 3060B'si3aHb Ta YMOB BuAAvi
CynosuTopiiB y peecTpauiiHoro NocBigYeHHs, BKIOYaoUmn MNnaH ynpasniHHA
CTpuni; No 2 cTpunm pu3nkamm (3acTocyBaHHS 3MiH(M), siki(a) BMMaratoTb(€)
Y KapTOHHiiA noAasibLLIoro 06rpyHTyBaHHS HOBUMU J0AATKOBUM AaHUMMK, LLO
ynakoBLi MatoTb HaJaBaTUCA KOMNETEHTHUM OpPraHoM, OCKiNbKN
BMMaraeTbCs CyTTEBA OLLIHKA KOMMETEHTHUM OpraHom)
BuriKkoHaHHSA 3060B'A3aHb BiANOBIAHO A0 NignyHKTY 1.13 nyHKTY
1 popatky 15 fo MNopagky NpoBefeHHs ekcnepTnsmn
peecTpauiiHnx MaTepianiB Ha likapcbki 3acobu, Lo
noJaloTbCA Ha AepXaBHy peecTpauiio (nepepeecTpadiio), a
TakoX eKkcnepTu3n matepiaslis NPo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasiiB NPOTArOM fji peecTpayjiiiHoro
NnocBifYeHHs, 3aTBepapKeHoro Hakazom MO3 Big, 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
156. | PECMUKC N® Tabnetkv no 10 OpraHocuH IHAis EBepTOomXeH IHAaia BHECEHHS 3MiH [0 peecTpaviiiHMx MmaTepiastis: 3MiHu | Tuny - 6e3 UA/15503/01/01
Tabnetok y 6nictepi; Naiigp CaeHcnz Naiicp CaeHcnz 3MiHa y MeToAax BUNpobyBaHHSA roTOBOro NiKapCbKoro 3acoby - peuenma
no 1 a6o 2 6nictepn Met. N14. Nimiteq 3MiHM y MeTogax BUNpoOyBaHHSA T. KiflbKiCHE BUSHAYEHHS -
y nauui 3MiHM XpomaTorpadivyHoi KOMIoOHKK, NPo6oMiAroTOBKM Ta
BBEJEHHS po3paxyHKy BMICTY Ail040i peyoBuHM B TabneTui, y
BigcoTkax
157. PECIMNUKC N® Tabnetku in bulk: no OpraHocuH IHais EBepTomxeH IHais BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - - UA/15504/01/01
5000 Tabnetok y Naiigp CaeHcus Naiicp CaeHcns 3MiHa y MeToAax BUnpobyBaHHSA rOTOBOro NiKapCbKoro 3acoby -
repMeTnyHo Met. N14. Nimiteq 3MiHM y MeTogax BUNpoByBaHHSA T. KiflbKiCHe BUSHAYEHHS -
3anasHMX NoAaBiiHNX 3MiHM XpomaTorpadivyHoi KOMIoHKKU, NPoboMiAroToBKM Ta
nonieTuneHoBmX BBEJEHHS po3paxyHKy BMICTY Ail040i peyoBuHM B TabneTui, y
nakertax BigCcoTKax
158. PO3TOPOIMLLUI nnogmno 50r, 100 r MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/13993/01/01
nnoan a6o no 200 r y nayui | dapmaueBTuyHa PapmaueBTUyHa 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta ddapMakoHarnsay (iHwi peyenma
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
3 BHYTPILLHIM thabpuka thabpuka "Biona" 3MiHW) - BHECEHHS 3MiH [0 TEKCTY MapKyBaHHS Ha BTOPWHHIl
naxkeTom "Biona" yNakoBLii: OHOB/IEHHSA 3aTBEPKEHOI0 TEKCTY MapKyBaHHS.
BBefieHHs 3MiH NpoTArom 3-X MiCALIB MiCNsa 3aTBepKEHHS
159. | CAJIMOTEK cupon no 100 mny €Bpo Navichkep Benuka MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu |l Tuny - 3a UA/5989/01/01
thnakoHax; no 1 nrp, BpuTaHis "Ximthapm3asos 3MiHuM Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy. peuyenmom
dhnakoHy 3 MipHUM "UepsoHa 3ipka" BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB BuAAd
KOBMaYKkoM y peecTpauiiHoro NocBifYeHHs, BKIYaoumn MNnaH ynpasniHHA
KapTOHHI Kopo6Lyi pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€)
NoAasIbLIOro 06r'pyHTYBaHHSA HOBMMW [04aTKOBUM AAaHUMM, LLO
MaloTb HaJaBaTNCA KOMMNETEHTHUM OpraHoM, OCKi/TbKM
BUMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm) -
BuriKkoHaHHS 3060B'A3aHb BIANOBIAHO A0 NignyHKTY 1.13 nyHKTY
1, nignyHkTy 2.3 NyHKTY 2 gogatky 15 fo MNopsaky npoBeAeHHs
eKCcnepTu3n peecTpauiiHnx Matepianis Ha nikapcbki 3acoou,
LLIO MO4AKTLCA Ha AepXaBHY peecTpauiio (nepepeecTtpadiio), a
TaKoX eKcnepTV3n mMaTepiasiB NPO BHECEHHS 3MiH A0
peecTpauiiHux MaTepiasniB NPOTAroM fji peecTpawiiiHoro
NoCBIgYEHHS], 3aTBEpAKeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
160. CAHOMEH cnpeii HazabHUiA, CaHpo3 CnoBeHist Nek CnoseHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MmiHu |l Tuny - 3a UA/15870/01/01
[,030BaHni, dapmacbloTikan PapmaLeBTUYHa 3MiHa napameTpiB cneumdikauiii Ta/abo fonyCTUMUX MeX peyenmom
cycrneHsis 50 34.4. KOoMnaHis a.4a. roTOBOrO Jlikapcbkoro 3acoby (3MiHa 3HaxoAUTLCA no3a
MKr/fo3y no 60 abo 3aTBEPKEHUMM AONYCTUMUMU MeXaMu cneuudikawii) -
120, a6o 140 pgo3y PO3LUMPEHHS MeX crneuudikalii roToBOro NpoAaykTy 3a
KOHTeliHepi; no 1 MOKa3HUKOM «Maca HarnoBHEHHS» i, IK HAC/IOK, 3MiHN
KOHTEelWHepy y KpUTEepIiB NPUIAHATHOCTI NPOMIXHOT NPOAYKLi B NpoLeci
KOpoo6Li BMpo6HMLTBA Ha cTagii «Filling of bottles»
161. CEAABIT® Tabnetku, no 10 MAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/7821/01/01
Tabnetok y 6nictepi; | "KvuiBmegnpenap "Kuismegnpenapa 3MiHM Wopo 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. peyenma
no 2 6nictepu B at" T 3MiHM y TepaneBTUYHUX NOKa3aHHSX (BUTyUYEHHSsI
nauui 3 KapToHy TepaneBTUYHOrO MoKa3aHHS) - 3MiHW BHECEHI [0 IHCTPpYKUiT Ans
MeAMUYHOro 3acTOCyBaHHSA NikapCcbKoro 3acoby A0 po3zainy
"MokasaHHsA" (BUlyYEHHS NOKa3aHHs "a/s1 NlikyBaHHS
CMMNTOMIB, L0 BUHUKAOTb NPV 3aXBOPIOBAHHAX LLIMTOBUAHOT
3a/1031 Ta LyKpoBOMY AiabeTi (KpiM feKOMNeHCoBaHoro
LyKpoBOro giabeTy)") BignoBigHO 40 MaTepianis
peecTpaLiiHoro A0CbE Ta SK HACNIAO0K OHOB/IEHHSA TEKCTY
MapKyBaHHS yMakoBKM fiKkapcbKoro 3acoby. BeefeHHs 3MiH
NpOTSArom 6-Tv MicsILiB Mic/si 3aTBEPAKEHHS
162. CHYN® cnpeii HasasbHUiA, CTALOA HimeuuunH (Bunyck cepiit) HimeuuunH BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/16231/01/02
po3unH 0,1% no 15 ApuHaiimiTTeNb a CTAOA a/ 3MmiHn 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikar peyenma
My donakoHi; no 1 Al ApuHaiimiTTens Icnanis/ BiANOBIAHOCTI EBponelichbkin hapmakonei/MoHorpadii.
(hNakoHy B Al', HimeuunHa, YopHoropi MopaaHHA HoBOro abo OHOB/EHOTO cepTudikaTa BiANOBIAHOCTI
KapTOHHI Kopobuyj (BPOGHMLTBO a abo BuNyYeHHs cepTudikaTta BignoBigHOCTI €Bponeichbkiit
Hepo3dacoBaHoro thapmakonei: ana Ad®l; ans BuxigHoro
NpoAyKTY, mMatepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
nepBrHHe Ta BVIKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
BTOPUHHE peyoBuHM (cepTudikaTt BiAMOBIAHOCTI EBpONechbkili

nakyBaHHA,

papmakonei) - OHoB/IEHWIA cepTudikaT Bif yxe
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
KOHTPO/b cepii) 3aTBEPIAXEHOro BMpobHuka - MNogaHHs oHosneHoro CEP
Ypcachapm Xylometazoline hydrochloride SIEGFRIED
ApuHaiimiTTeNb PHARMACHEMIKALIEN MINDEN GMBH DE 32423 Minden
m6X, HimeuunHa,; R1-CEP 2006-286-Rev 01 3i 3miHoto BnacHvka CEP Ta Ha3su
(B1pPOGHNLTBO BMPOGHMKa , 6E3 3MiHN MiCLe3HAXOAKEHHSI BUPOGHMLTBA;
Hepo3acoBaHoro 3MiHM | TUNy - 3MiHK 3 IKOCTI. TOTOBMIA Nikapcbkuii 3aci6. 3MiHK
nNpoaykKTy, y BUpO6GHMLTBI. 3amiHa abo BBeAEHHA [0AATKOBOT AifIbHULL
nepBuHHe Ta BMPOGHMLTBA 151 HACTUHM abo BCbOro BUPOGHMYOro npoLiecy
BTOPUHHE rOTOBOrO JikapCbKOro 3acoby (fiIbHULSA, Ha SKi NPOBOASATLCS
nakyBaHHs, 6yAb-AKi BAPOOHMUYI CTagji, 3a BUHATKOM BUMYCKY cepil,
KOHTPONb Cepiid) KOHTPO/TI0 AKOCTi Ta BTOPMHHOTO NakyBaHHA A5 CTEPUNbHUX
PAMAP XEJIC nNikapcbknx 3acobis (BKNHOHAKOUN BUPOGIEHI aCenTUYHUM
KEP CEPBICEC METOZ0M), KpiM NikapCcbkrx 3acobiB
MAOPWA, C.AY., 6ionoriyHOro/iMyHOs0rN4YHOro NOXOMKEHHS) - BBEAEHHSA
Icnanis; BMPOBHMYOI AiNbHULSA, Ha SAKI NPOBOANTLCA BUPOOHNULTBO
(BMPOGHNLTBO Hepo3hacoBaHOro NPOAYyKTY, NEPBUHHE NaKyBaHHA XeMOMOHT
Hepo3ghacoBaHoro [.0.0. Byn. lnie MnameHua, 6/H, M. Mogropuus, YopHoropis;
NpoAyKTy, 3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. 3MiHK
nepBuHHE Ta y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOT AifIbHULL
BTOPWHHE BMPOGHMLTBA 415 YACTUHM abo BCbOro BUPOBGHMYOro npoLiecy
nakyBaHHs) roTOBOro NikapcbKoro 3acoby (4ibHMUSA 419 BTOPUHHOMO
X€eMOMOHT 4.0.0., nakyBaHHs) - BBE,eHHSI BUPOOHUYOI AiNbHNLSA, Ha SKIiA
YopHoropis NPOBOANTLCA BTOPMHHE NakyBaHHA XEeMOMOHT 4.0.0. BYA. |nie
MnamveHya, 6/H, m. Mogropuus, YopHoropis; 3MiHu | Tuny -
3MiHu 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo A0NYCTUMUX MEX,
BCTAHOB/IEHVX Y crneumdikayisx, nig vyac BMpobHMLTBa
roTOBOIO JiKapCbKOro 3acoby (fofaBaHHs HOBOTO METOAY
BUNPOBYBaHHA Ta AONYCTUMUX MeX) - Y 3B’ A3KY 3 BBEAEHHAM
HOBOro BUPO6HMKA [0A4aBaHHA HOBOroO MeToAy BUNPOOyBaHHSA
nig yac BUpPOGHULTBA FOTOBOrO NiKapCbKOro 3acoby —
nepe.ipka LinlicHOCTI hinbTpa nepes Ta nicna qinbTpauis;
3MiHU | TNy - 3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHoCTi abo ymoBax
36epiraHHsA rOTOBOrO /liKapCbKoro 3acoby (36i/bLIEeHHS TEPMiHY
NpMAAaTHOCTI FOTOBOIO NiKapcbKoro 3acoby) - lMicns nepLuoro
pO3KPUTTA (MiATBEPAXKYETHCA AaHUMMN PEasIbHOIO Yacy) -
36i/bLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO NiKapCbKoro
3acoby - lMicns nepLuoro poskpuTTS, 3aTBEPAKEHO: 6 MicALiB
3anponoHoBaHo:12 MicsiuiB
163. CHYN® cnpeii HazabHUiA, CTALA HimeuuunH (Bunyck cepiit) HimeuuunH BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/16231/01/01
po3unH 0,05% no 15 ApuHarimitTTens a CTAOA a/ 3MmiHn 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikar peyenma
My donakoHi; no 1 Al ApuHaiimiTTens Icnanis/ BiANOBiAHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
hNakoHy B Al', HimeuunHa; YopHoropi MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa Bi4NoOBIAHOCTI
KapTOHHI Kopo6Lyi (BPOGHMLTBO A abo BunyyeHHs cepTtucpikata BiANOBIAHOCTI €BPONENChKili
Hepo3dacoBaHoro thapmakonei: gns Ad®l; ans BuxigHoro
NpOAYKTY, marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
nepBrHHE Ta BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
BTOPUHHE peyoBuMHM (CepTudikaTt BiAMOBIAHOCTI EBpONechbkili

nakyBaHHSA,

papmakonei) - OHoBIEHUIA cepTudiKaT Bif yxe
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
KOHTPO/b cepii) 3aTBEPIAXEHOro BMpobHuka - MNogaHHs oHosneHoro CEP
Ypcachapm Xylometazoline hydrochloride SIEGFRIED
ApuHaiimiTTeNb PHARMACHEMIKALIEN MINDEN GMBH DE 32423 Minden
m6X, HimeuunHa,; R1-CEP 2006-286-Rev 01 3i 3miHoto BnacHvka CEP Ta Ha3su
(B1pPOGHNLTBO BMPOGHMKa , 6E3 3MiHN MiCLe3HAXOAKEHHSI BUPOGHMLTBA;
Hepo3acoBaHoro 3MiHM | TUNy - 3MiHK 3 IKOCTI. TOTOBMIA Nikapcbkuii 3aci6. 3MiHK
nNpoaykKTy, y BUpO6GHMLTBI. 3amiHa abo BBeAEHHA [0AATKOBOT AifIbHULL
nepBuHHe Ta BMPOGHMLTBA 151 HACTUHM abo BCbOro BUPOGHMYOro npoLiecy
BTOPUHHE rOTOBOrO JikapCbKOro 3acoby (fiIbHULSA, Ha SKi NPOBOASATLCS
nakyBaHHs, 6yAb-AKi BAPOOHMUYI CTagji, 3a BUHATKOM BUMYCKY cepil,
KOHTPONb Cepiid) KOHTPO/TI0 AKOCTi Ta BTOPMHHOTO NakyBaHHA A5 CTEPUNbHUX
PAMAP XEJIC nNikapcbknx 3acobis (BKNHOHAKOUN BUPOGIEHI aCenTUYHUM
KEP CEPBICEC METOZ0M), KpiM NikapCcbkrx 3acobiB
MAOPWA, C.AY., 6ionoriyHOro/iMyHOs0rN4YHOro NOXOMKEHHS) - BBEAEHHSA
Icnanis; BMPOBHMYOI AiNbHULSA, Ha SAKI NPOBOANTLCA BUPOOHNULTBO
(BMPOGHNLTBO Hepo3hacoBaHOro NPOAYyKTY, NEPBUHHE NaKyBaHHA XeMOMOHT
Hepo3ghacoBaHoro [.0.0. Byn. lnie MnameHua, 6/H, M. Mogropuus, YopHoropis;
NpoAyKTy, 3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. 3MiHK
nepBuHHE Ta y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOT AifIbHULL
BTOPWHHE BMPOGHMLTBA 415 YACTUHM abo BCbOro BUPOBGHMYOro npoLiecy
nakyBaHHs) roTOBOro NikapcbKoro 3acoby (4ibHMUSA 419 BTOPUHHOMO
X€eMOMOHT 4.0.0., nakyBaHHs) - BBE,eHHSI BUPOOHUYOI AiNbHNLSA, Ha SKIiA
YopHoropis NPOBOANTLCA BTOPMHHE NakyBaHHA XEeMOMOHT 4.0.0. BYA. |nie
MnamveHya, 6/H, m. Mogropuus, YopHoropis; 3MiHu | Tuny -
3MiHu 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo A0NYCTUMUX MEX,
BCTAHOB/IEHVX Y crneumdikayisx, nig vyac BMpobHMLTBa
roTOBOIO JiKapCbKOro 3acoby (fofaBaHHs HOBOTO METOAY
BUNPOBYBaHHA Ta AONYCTUMUX MeX) - Y 3B’ A3KY 3 BBEAEHHAM
HOBOro BUPO6HMKA [0A4aBaHHA HOBOroO MeToAy BUNPOOyBaHHSA
nig yac BUpPOGHULTBA FOTOBOrO NiKapCbKOro 3acoby —
nepe.ipka LinlicHOCTI hinbTpa nepes Ta nicna qinbTpauis;
3MiHU | TNy - 3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHoCTi abo ymoBax
36epiraHHsA rOTOBOrO /liKapCbKoro 3acoby (36i/bLIEeHHS TEPMiHY
NpMAAaTHOCTI FOTOBOIO NiKapcbKoro 3acoby) - lMicns nepLuoro
pO3KPUTTA (MiATBEPAXKYETHCA AaHUMMN PEasIbHOIO Yacy) -
36i/bLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO NiKapCbKoro
3acoby - lMicns nepLuoro poskpuTTS, 3aTBEPAKEHO: 6 MicALiB
3anponoHoBaHo:12 MicsiuiB
164. COAEPM masb 0,1 % no 25, [epmachapm Al HimeuuunH Mi6e Mmb6X HimeuuunH BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/10254/02/01
50 ry Ty6i, no 1 Ty6i a ApuHaiimiTTens a 3MiHM 3 SIKOCTi. [O0TOBMIA Nikapcekuii 3acib. Onuc Ta ckiag, peyernmom

B KapPTOHHI nayui

3miHa y cknagi ([ONOMiXHMX peyoBMHAX) rOTOBOTO JliKapCbKoro
3aco0y (iHLWi 4ONOMIXHI peyoBUHK) - Byib-fika He3HauHa 3MiHa
KifIbKICHOro cknagy AOMNOMiIKHMX PEYOBUH Y FOTOBOMY
nikapcbkoMy 3aco6i - 3a3Ha4YeHHs B CKNagj fONOMiIKHMX
peyoBUH aHTMOKCKAAHTIB (BignoBigHO 0o EP MmoHorpadii
"paraffin, white soft" i "wool fat" Ta iHdbopmauii Big,
nocrayasibHUKIB)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
165. | COPBI®PEP TabneTkun, BKpUTI 3AT YropumHa 3AT YropuwHa BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHu | Tuny - 3a UA/0498/01/01
AYPYNEC 060/10HKOI0, 3 dapmaueBTUYHU dapmaueBTUYHUI noJaHHsA OHOB/IEHOro cepTudpikara BiANoBiAHOCTI peyernmom
MOoAMIKOBaHNM  3aBopg ETIC 3asog ErIC €sponeiicbkiii hapmakonei Ne R1-CEP 2005-282-Rev 03 gns
BUBI/IbHEHHAM, 320 Aitoyoi peyoBrHK Ascorbic acid Bif Bxe 3aTBepAKeHOro
Mr/60 mr no 30 a6o BMPO6HMKa 3i 3MiHOIO BriacHuka CEP; 3MiHu | Tuny - BUNYYeHHS
50 TabneTtok y BVMPOGHWYOI finbHNL (BKIHOYA0UMN AinbHuui ana Adl,
CKNsiHOMY DN1aKoHi; MPOMIKHOro NpoAyKTy abo roToBOro JlikapcbKoro 3acoby,
no 1 conakoHy B AiNbHUL AN NPOBeEHHA NakyBaHHS, BUPOOHUKA,
KapTOHHI ynakoBL,i BifiNOBIAaIbHOTO 3a BUMYCK Cepild, MicLie NpoBefeHHs
KOHTPO/I0 cepil) abo nocTayasnbHKKa BUXIGHOTO Matepiasny,
peareHTy abo AONOMiIXHOT PEYOBWHY - BUSTYYEHHS BUPOOHMKA
Aito4oi peyvoBrHN ackopb6iHoBOT kucnoTtu Hebei Welcome
Pharmaceutical Co., Ltd., Kutaii
166. CTPENTOLUAO Masb 10% no 25ry MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/0385/01/02
BA MA3b 10% Ty6i antomiHieBin; no | ®apmaueBTUyHA PapmaLeBTUYHa AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
1 Ty6i B mauui 3 thabpuka thabpuka "Biona" 3asBHUKa (BNacHyKa peecTpaLiiHoro nocBig4YeHHs) 3miHa
KapToHy; No 25ry "Biona" afpecu 3asaBHUKa. BBeeHHS 3MiH NpOTAromM 3-X MicsuiB nicns
Ty6ax anoMiHiEBUX; 3aTBepMKEHHSA. 3MiHKM | TUny - AgMIHICTPaTUBHI 3MiHW. 3MiHa
no2sry HalilMeHyBaHHA Ta/abo agpecy MicLA NPOBaXEHHS AiS/IbHOCTI
KOHTelHepax BMpOBHUKa/iMNopTepa roToBOro Jlikapcbkoro 3acooy,
BK/IOYAIOUM AiNbHULj BUNYCKY cepii abo micue npoBefeHHs
KOHTPOJIO SIKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepili) 3MiHa agpecu
BMpo6Huka MpAT dapmaueBTnyHa habpurka "Biona", YkpaiHa,
6e3 3MiHN MicuA BUPO6HMUTBA. BBEAEHHS 3MiH NpoTArom 3-x
MiCALIB Mic/1A 3aTBEPAKEHHS.
167. | CTPENTOUMNAO Masb 5% no 25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianiB: 3MiHu | Tuny: 6e3 UA/0385/01/01
BA MA3b 5% Ty6i antomiHieBiin; no | ®apmaueBTUyHA PapmaLeBTUYHA AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
1 1y6i B navyj 3 thabpuka thabpuka "Biona" 3asiBHUKA (BNaCHMKa peeCTpaLliiHoOro nNocBig4YeHHs1) 3mMiHa
KapToHy; No 251y "Biona" agpecy 3asiBHVKa. BBegeHHs 3MiH npoTarom 3-X micauis nicns
Ty6ax anoMiHieBuX; 3aTBEePKEHHS.
no25ry 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
KOHTelHepax Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BK/THOYAKOUN AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
KOHTPO/IO SKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/iMNOpTEp, BK/IOYAKUM BUMYCK cepili). 3MiHa agpecu
BMpo6Huka MpAT dapmauesTnyHa habpurka "Biona", Ykpaina,
6e3 3MiHN MicuA BUPO6GHMLUTBA. BBEAEHHS 3MiH NpoTArom 3-x
MicCSLIB MicNs 3aTBEPKEHHS.
168. | TAHTYM NbOAAHNKN 3 AsieHge Kimike ITanisa BignosiganbHuii Lseliuapi BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 6e3 UA/3920/03/01
BEPOE® M'ATHUM CMaKOM Mo PiyHiTe AHXxeniHi 3a BMPOGHULTBO al AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peuyenma
3 wmr, no 10 $paHyecko Hepo3chacoBaHol ®paHuia/ MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
NbOASAHUKIB Y CTIKY; AK.P.AO®. NpPoOAYKUii, ITanisa rOTOBOrO /liKapCbKOro 3acoby, BKIYaoun AiflbHULL BUMYCKY
no 2 a6o 3 cTikn B C.n.A. nepBrHHE Ta cepii abo MicLie NpoBefeHHS KOHTPOJIHO SKOCTI. (BiSANbHICTL, 3a
KapTOHHIN nayui BTOPVIHHE SIKy BiANOBiAae BUPOGHMK/IMNopTep, BKIOUaoUM BUMYCK Cepiid)
nakyBaHHs: - 3MiHa agpecu BupobHuka M'eP PABP MEJIKAMAH
AIW AT, NMPOAHOKCBOH, ®paHuisi, 6€3 3MiHN Micust BUpOOHMLTBA

LLiBeliLapis;

(BBefeHHst 3MiH NpoTsaAromM 6 MicsUiB Nicnsa 3aTBEPAXKEHHS);
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3aco6y nocsio4YeHHs1
BignosigansHuii 3MiHW | TMNy - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkunii 3aci6. 3miHK
3a NOBHUIA LWKN: y BUPOGHMLTBI. 3aMiHa ab0 BBEAEHHS A0AATKOBOT AifIbHULL
TepP ®ABP BMPOGHMLITBA A4/15 YACTUHU abo BCbOro BUPOBGHMYOTO npouecy
MEAIKAMAH roTOBOrO /IiKapCbKOro 3acoby (AiNbHUUA 4515 NEPBUHHOIO
MPOAKOKCBLOH, nakyBaHHs) - BBEZleHHS a/ibTepHaTUBHOI AinbHuULi M'EP ®ABP
PpaHuis; MEAIKAMAH MPOAMOKCbOH ans nepBMHHOIO nakysaHHs J13
BignosiganbHuii (BBegeHHs! 3MiH NPOTAroM 6-TW MICALB NiCNs 3aTBEPAKEHHS);
3a BTOPUHHE 3MiHM | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK
nakyBaHHs, y BUPO6GHMLTBI. 3amiHa abo BBeAEHHSA AOAATKOBOI Ai/TbHUL
KOHTPO/b SIKOCTI BMPOGHMLTBA [/151 YACTUHM ab0 BCbOro BUPOBGHMYOrO npoLiecy
Ta BMNYCK cepil: roToBOro Nikapcbkoro 3acoby (4iIbHUUA 4719 BTOPUHHOMO
AsieHge Kimike nakyBaHHs) - BBE[lEHHS a/lbTepHATUBHOI finbHuui M'EP ®ABP
PiyHiTe AHxeniHi MEAIKAMAH MPOAKOKCbOH ans BTOpUHHOTO nakyBaHHs /13
dpaHyecko (BBeAEHHS 3MiH NPOTAroM 6-T1 MicALIB NiCNsA 3aTBEP)KEHHS)
AKP.A®. CnA,
ITanis;
BignosigansHuii
3a NepBuHHE Ta
BTOPWHHE
nakyBaHHS:
Nn'eP ®ABP
MEIKAMAH
MNMPOAOKCBOH,
®paHuis
169. | TIANNPOCAH® Tabnetku no 100 mr MPO.MEA.LIC Yecbka MPO.MEQA.LC Yecbka BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/12821/01/01
no 10 TabneTtok y Mpara a.c. Pecny6nik Mpara a.c. Pecny6nik AAMIHICTPaTMBHI 3MiHN. 3MiHa Ha3BU SlikapcbKoro 3acoby - peyenmom
6nicTepi; no 3 a6o 6, a a 3MiHa Ha3BU NikapcbKoro 3acoby BHECEHO OXOPOHHWIA

a6o 9 6nictepiB y
KapTOHHI Kopo6Lyi

TOBapHWiA 3HaK (B YKPAIHCbKIl KUpUAWLi), 3aTBEpAXKEHO:
TIAMPOCAH, 3anponoHosaHo: TIAMTPOCAH®; 3miHn | Tuny -
AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu

MiCLSi NPOBaMKEHHS AiiNIbHOCTI BUPOBGHMKa/imnopTepa
rOTOBOrO /liKapCbKOro 3acoby, BKIYaoUM AiNlbHUL BUMYCKY
cepil abo micue NpoBeAeHHS KOHTPOSTIO SKOCTI. (AisNbHICTb, 3a
SIKy BiANOBiAa€e BUPOGHMK/IMNOpTep, BKIOYaUM BUMYCK Cepiid)

- 3MiHa Ha3BW Ta aApecy MiCLe3HaxX0MKEHHS BUPOOHUKaA

nNikapcbKoro 3acoby; 3MiHu | Tuny - AAMIHICTpPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHs1 Ta/abo agpecu 3asBHMKa (BNacHMKa
peecTpaLinHOro NocBiAYEHHS) - 3MiHA Ha3BW Ta agpecu
3asBHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs); 3MiHu |
TMNy - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPO6HMLTBI. 3MiHN BUNpoOyBaHb abo AONYCTUMUX MEX,
BCTAHOBJIEHVX Y crneumdikalisx, nig vyac BMpo6bHMLUTBa
roTOBOroO NMikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHU AONYCTUMMUX
MeX, BCTAHOB/IEHMX Y crneumdikayisx, nig yac BMpo6HuLTBa
roTOBOrO JlikapCbKOro 3acoby Ha cTagji 3MillyBaHHSA Ta
rpaHynsauii 3a n. BTpata Macu Npu BUCYLLYBaHHi y 3B A3Ky 3
onTUMisaLielo BUPO6bHMLTBA Ta AaHnx Banigaii; 3MiHu | Tuny -
3MiHu 3 SKoCTi. F0TOBMIA Nikapcbkuii 3aci6. 3MiHn y
BUPOGHMUTBI. 3MiHU Y MpoLeci BUPO6HMLTBA rOTOBOr0




116
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3aco6y nocsio4YeHHs1
nikapcbKoro 3acoby, BKIOYaUy NPOMIXKHWIA MPOAYKT, WO
3aCTOCOBYETHCS NPV BUPOGHULTBI FOTOBOrO NiKapCbKOro
3ac06y (He3HayHa 3MiHa y npoLeci BUPOOHULITBA) - 3MiHU Y
npoueci BupobHuuTtea /13 Ha cTagii 3millyBaHHS Ta
rpaHynsaLii Woao0 ofepXaHHs BOSIOroro rpaHynary;
[OTPUMaHHSA YTOYHEHOTO napameTpy nokasHuka "BTpaTa macu
npu BUCYLLIYBaHHI" - He 6inbLue 1,5%, 3MiHM po3MmipiB cuTa Ha
cTajji npocitoBaHHs, 36iMbLLIEHHSA Yacy Npy nepemillyBaHHs
CyMiLLi; 3MiHM | TNy - 3MiHW 3 SIKOCTi. TOTOBWIA Nikapcbkuii
3aci6. 3MiHNM y BUpo6bHULTBI. 3MiHa po3mipy cepii (BktoUYatun
[iana3oH po3Mipy cepii) roToBOro JlikapcbKoro 3acoby
(36inbLueHHs go 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
po3mipom) - 3aTBepmxeHo: 100 000 Ta6n. 350 000 Taba. 1 000
000 Ta6n. 1 200 000 Ta6n., 3anponoHosaHo: 1 00 000 Tab.
350 000 Ta6n. 700 000 Tab6. 1 000 000 Tabn. 1 200 000 Tabn;
3MiHM | TUnYy - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTi abo ymoBax
36epiraHHA roTOBOrO /iKapPCbKOro 3acoby (36i/bLUEHHS TEPMIHY
npuaaTHOCTI TOTOBOrO Jlikapcbkoro 3acoby) - [a Toprosoi
ynakoBku (NiATBEPLKYETLCA AaHUMM peaslbHOro vacy) -
36i/bLUEHHA TEPMiHY NPUAATHOCTI FOTOBOO NiKapCbKOro
3acoby, 3aTBepakKeHo: 3 poku
3anponoHoBaHo: 5 pokiB; 3MiHW Il TUNY - 3MiHU 3 AKOCTI. ADI.
Brpo6HMUTBO (iHLWi 3MiHW) - BBeAeHO oHoBNeHHA ASMF Big
3aTBEPAKEHOro BUpo6HuKa lcrom S.p.A. BifnoBiAHO A0 BUMOT
topmaty CTD, 3aTBepxeHo: rev.01. 2003, 3anponoHoBaHo
rev.02. 2013
170. | TPAUMETAKOP TabneTkun, BKpUTI AngoreH IMNKo NMokcemby C.K. Nabopmega- PymyHis BHECEHHS 3MiH [0 peecTpaLiiiHuX MmaTepiastis: 3MiHu | Tuny - 3a UA/16809/01/01
nniBKOBOKO C.ap.n pr ®apma C.A. [00aBaHHA a/ibTepPHATUBHOT akpu/10BOTi OCHOBW FPYHTYBaHHSA peyernmom
060/10HKOI0, 3 AN ApYKY ANs a1loMiHieBOI honbrn
MOANIKOBAHNM
BUBi/IbHEHHAM M0 35
mr, no 10 TabneTtok
y 6nictepi, no 3 abo
6, ab6o 10 6nicTepis
y nayui 3 KApTOHY
171. | ®EPPYM NIEK PO3YMH ANS iH'EKi, CaHpo3 CnoBeHis Nek CnoseHis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu |l Tuny - 3a UA/9347/01/01
100 mr/2 mnno 2 mn | PapmacbloTikas dapmaLeBTUYHA 3MiHW [0 IHCTPYKLUIT 418 MeANYHOro 3aCTOCYBaHHSA [0 pO34inis peuyenmom
B amnyni; no 5 34.4. KOMMaHis 4.4. "®apmakonoriyHi BnactusocTi”, "MpoTunokasaHHa","B3aemogis
amnyn y 6nictepi; no 3 iHWKMU NikapcbKMMK 3acob6amu Ta iHLWI BUAW B3aeMOgiin",
1 6nictepy y "Oco6nmBOCTI 3acTOCyBaHHA", "3acTocyBaHHS y nepiog,
KapTOHHI kopobuy; BariTHoCTi abo rogyBaHHs rpyaat", "3aaTHicTb BAMBaTV Ha
no 2 Mn B amnyni; LIBMAKICTb peakLii Npu kepyBaHHi aBTOTpPaHCNOPTOM abo
no 10 amnyny iHLWMMKY MexaHismamun", "Cnoci6 3acTocyBaHHS Ta Jo3n",
6nicTepi; no 5 "Mo6iuHi peakwi"
6nicTepiB y
KapTOHHI Kopo6Lyi
172. | ®ONIEBA Tabnetkn no 1 wmr; AT Ykpaina AT "KUIBCbKUN YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3miHu | TNy - 6e3 UA/6692/01/01
KUCNOTA no 10 TabneTtok y "KMIBCbKUN BITAMIHHU 3MiHa y MeToaax BUNpo6yBaHHs! rOTOBOIO NiKAPCbKOro 3acoby; peyenma
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n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
6nicTepi; no 3 BITAMIHHAW 3ABOA" 3MiHM | TURY - 3MiHW BUNPOGYBaHb abo AONYCTUMUX MEX,
6nicTepy B naywj; no 3ABOA" BCTAHOB/IEHUX Y cneuudpikauisx, nig yac BUpobHULTBA
10 TabneTok y roToOBOro NikapCbKoro 3acoby
6ricTepax
173. | ®OCHPOMEL rpaHynu ans yYOopPn4 Ipy3ia yopna TypeyuunH BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/16771/01/01
OP&/TLHOTO PO3YUNHY MEOVUWVH NTA, MEAVUWH IN1AY a AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
no3rycawe, nol CAH. BE TIZX. MiCLAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
a6o 2 cawe B A.LL. roTOBOro Nikapcbkoro 3acoby, BKIYaUK AiNbHUL BUMYCKY
KapTOHHI KOpooL; cepii abo MicLie NpoBeAEeHHS KOHTPOIO AKOCTI. (BiSANbHICTL, 3a
AKy BiANOBIAa€e BUPOGHMK/IMNOpTep, BKIOYaoUM BUMYCK Cepiid)
- 3MiHa agpecu Bupo6Huka M3 YOP14 MEAVLVH INAY
CAH. BE TIK. A.LL. (WORLD MEDICINE ILAC SAN. VE TIC.
A.S.), TypeyurHa , 6e3 3MiH1 Miclsi BUpo6bHMUTBA
174. | XNNOPMNPOMA3UN PO3YMH ANS iH'EKLIN, ToBapucTBo 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/10294/01/01
HY 25 mr/mna, no 2 mn B 06MEXEHO BMPOGHMLTBA, AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyernmom
rigpoxnoprup amnyni; no 10 BiANOBiA&/IbHICT KOHTPOJ1b SIKOCTI, 3asBHUKa (BNacHVKa peecTpaLliiHoro NocBig4YeHHs) 3mMiHa
amnyn B KOpo6Lj; no 10 "XapkiBcbke BUNYCK cepii: HaliMeHyBaHHs Ta afipecu 3asiBHMKa ToBapuCTBO 3
2 mn B amnyni; no 5 hapmaueBTNUHe ToBapucTBO 3 06MEXEHOI0 BifnoBigasibHICTIO "XapkKiBCbke hapmaleBTUYHe
amnyn y 6nictepi; no nigNpPUEMCTBO 06MeXeHoH nignpuemMcTBo “"340p0B'A Hapoay"”, YkpaiHa: 3MiHu | Tuny -
2 6nictepu y "3p0poB's BiANOBiAA/IbHICTIO AZMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
Kopo6Li; Mo 2 Mn B Hapogay" "XapkiBcbke MicLst NPOBaMKEHHS Aisi/IbHOCTI BUPOGHMKa/imnopTepa
amnyni; no 10 thapmaueBThyHe rOTOBOrO JliKkapCcbKoro 3acoby, BK/IYakoum AiNlbHUL BUMYCKY
amnyn y énictepi; no nigNpPUeEMCTBO cepii abo MicLle NpoBefeHHS KOHTPOO AKOCTI. (BiSANbHICTb, 3a
1 6nictepy y "3p0poB'a AKY BiANoOBigae BUPOGHMK/IMNOpTep, BKIOYaOUM BUMYCK Cepiid)
Kopoo6Li Hapoay", 3MiHa HalilMeHyBaHHs Ta agpecu BUpo6bHuka /13 ToBapucTso 3
YkpaiHa 06MeXeHOH0 BifnoBigasibHICTIO "XapkiBCcbke hapmaLleBTUiHe
Ta nignpvemcTBo "340poB's Hapody", YKpaiHa (Bunyck cepii), 6e3
BCi cTagii 3MiHM MicLit BUPOOHMLITBA: BBEAEHHS 3MiH NPOTAroM 3-xX
BUPOGHMLTBA, MicsILiB nicns 3aTBEpPoKEHHS
KOHTPO/1b SKOCTI:
TOB
"@apmaueBTuyHa
KOMMaHis
"3p0pos'a”,
YkpaiHa
175. LEPYTUN® TabneTkn, BKPUTI dapma VopaaHis dapma VopgaaHis BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHW | TNy - 3a UA/8893/01/02
nniBKOBOKO IHTEepHeLweHan IHTepHeLeHan 3MiHM Woao 6e3neku/eheKTBHOCTI Ta chapmakoHarnagy. peyenmom
06010HKO0, No 250 BunyyeHHs (cuna gii) - 3MiHW WoA0 BUYYEHHSA cunu gii 125 mr
mr no 10 TabneTok y BHECEHO [0 IHCTPYKLii /likapcbkoro 3acoby y posain "Ckniag”,
6nicTepi, no 1 AIK HACNiAOK BiANOBIAHI 3MiHM B po3ainax "Cnocib
6nictepy y 3acTocyBaHHA Ta fo3u", "TepMiH npuaartHocTi”, "Ynakoska"
KapPTOHHI Kopobui
176. LEPYTUN® TabneTku, BKPUTI dapma VopaaHis Papma VioppaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/8893/01/03
nniBKOBOKO IHTepHeLweHan IHTepHeLLeHan 3MiHK Woao 6e3nekn/eteKTUBHOCTI Ta hapmakoHarnsay. peyernmom

o6onoHkoto, no 500
Mr no 10 TabneTok y
chnakoHi, no 1

dhnakoHy y
KapTOHHIN KopobLli

BunyueHHs (cuna gii) - 3MiHW WoA0 BUYyYeHHs cunu gii 125 mr
BHECEHO 0 IHCTPYKLIi flikapcbkoro 3acoby y posain "Cknag”,
AK HacNiAoK BiANOBIAHI 3MiHM B po3ginax "Cnoci6
3acTocyBaHHsa Ta fo3u", "TepmiH npuaaTtHocTi”, "YnakoBka"
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n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
177. | UMWAENOH Kpanni o4Hi, no 5 mn ToBapucTBo 3 YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHu | Tuny - 3a UA/4507/01/01
a6o 10 mny 06MeXeHo BMPOGHMLTBA, 3MiHa po3mipy cepil (BKoYatoum Agiana3oH po3Mipy cepir) peuyenmom
dhnakoHi, no 1 BiANOBIAA/ILHICT KOHTPO/1b AKOCTI, roTOBOrO /liKapCbKOro 3acoby - BBEEHHS 404aTKOBOIO po3mipy
dhnakoHy B KOpOO6Li 10 "AocnigHnin BMNYCK Cepil: cepil roToBOro NikapcbKoro 3acoby Ans 3aTBEPKEHOI AiNbHUL
Y KOMM/IeKTi 3 3asog "THU/IC" ToBapucTso 3 BMPO6GHULITBA TOBApUCTBO 3 0OMEXEHOI0 BiAMOBIAA/bHICTHO
KPULLIKOKO- 06MEXEHO "®APMEKC I'PYI". 3anponoHoBaHo: Bupo6Huk: ToBapnCcTBO 3
KpanesbHULLE Bi4NOBiAA/IbHICTIO obmexeHoto BignosiganbHicTio "@APMEKC IMPYT", YkpaiHa.
"[locnigHwii 3aBog Po3mip cepii cknagae: 100 n (20000 dpnakoHis no 5 mn), 300 n
"THUACY, (60000 dhnakoHis no 5 ms1), 100 n1 (10000 chnakoHis no 10 mn),
YkpaiHa; BCi cTagii 300 5 (30000 dhnakoHiB no 10 mn). JogaTkosuii po3mip cepil
BMPOGHMLTBA, cknagae: 10 n (2000 chnakoHis no 5 mn), 10 n1 (1000 dpnakoHis
KOHTPO/1b AKOCTI, no 10 mn)
BMNYCK Cepil:
ToBapucTso 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"®APMEKC
rPYN", YkpaiHa
178. | LMNPO30N PO34unH NS iHQy3il, POTEK NTA AHrnis ANKOH IHAaia BHECEHHS 3MiH [0 peecTpauiiiHux MmaTepiastis: 3MiHu | Tuny - 3a UA/9792/01/01
200 mr/100 mn + NMAPEHTEPANC OHOBJ/IEHHA BXE 3aTBEPA)KEHOro TeKCTY MapKyBaHHS BTOPUHHOI peyernmom
PO3unH ANs iHdys3il, (IHAIA) NTA YMaKoBKN 3 HE3HAYHUMMW 3MIHAMW. YTOYHEHHS 0 PO34iny

500 mr/100 mn
(kombi-ynakoska: 1
hnakoH, LWo MicTUTb
100 mn (200 wmr)
PO3UMHY
uunpodpnokcayuHy
Ta 1 chnakoH, o
MicTuTb 100 mn (500
Mr) pO3UnHy
opHigasony y
KapTOHHI ynakoBLi

“3asBHVK" B TEKCTi MapKyBaHHS Ta BHECEHHS 3MiH [J0 po34iny
“MapkyBaHHs". 3anponoHosaHo: POTEK /1T, AHrnis

HauyanbHUK YnpaBniHHA chapMaleBTUUYHOI AiANbHOCTI Ta

AKOCTI papmMmaLeBTUYHOI NPOAYKLiT

T.M. JIACcKOBCbKUM
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MNEPENIK

Aopartok 4

Ao Hakasy MiHicTepcTBa OXOpPOHU
3040pOB’A YKpaiHu
02.01.2019 Ne 7

NIKAPCbKUNX 3ACOBIB (MEAUYHUX IMYHOBIONOTYHUX MPEMNAPATIB), AKUM BIAMOB/IEHO Y AEP)XABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH 4O PEECTPALUIMHNX MATEPIANIB
TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa Popma sUMycKy 3assBHUK KpaiHa Bupo6HuK Kpaina lliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby
1. FAEHCNIPUA, cupon 2 Mr/mn. no neHmapk IHAjs 'neHmapk IHAis 3acigaHHa HEP BigmoBuUTK y AiepXaBHili peecTpadii - peecTpavis Ha 5 pokiB
150 mn cupony y dapmMacboThKan3 PapmacbioTuKan Ne 16 Big, ) ) L . ) )
chnakoHi, no 1 nra. 3 o, 13.09.2018 BiMOBA Ha eTarni crewjanisoBaHOi eKkcnepTusn BiANOBIAHO [0 BMCHOBKY
cbnakoHy y YnpasniHHA ekcnepTusmn maTepianis _6|oeKB|BaneHTHocn:
KapTOHHIi KOPOBL 3a pesynbTaramn excrnepTusu peecTpauiiiinx marepianis BCTAHOB/NEHO, L0
npeAcTaBfeHi maTepianv peecTpauiiHoro A0Cbe He MOXYTb OYTV MPUAHATI
ana  pokaly  GiOekBiBa/IEHTHOCTI  3asB/IEHOTO  JIiKAPCbKOTO  3acoby
FNEHCMIPUA, cupon 2 mr/mn, no 150 mn cupony y donakoHi, no 1 dpriakony y
KapTOHHIA KOpOOLji, OCKiSIbKM 3asiBHUKOM HajaHO CynepeunuBi faHi oo
npoBefeHnx AOCMifKeHb 6iOEKBIBA/IEHTHOCTI, BPaxXOBYHUM BUMOMM Hakasy
MO3 Big 23.07.2015 poky Ne 460, kepiBHMuTBa CPMP/QWP/EWP/1401/98
Rev. 1/Corr. «Guideline on the Investigation of Bioequivalence» Ta
HactaHoBsK 42-7.1:2016 «Jlikapcbki 3acobwm. [JocnimpkeHHs
6i0eKBIBaIEHTHOCTi»»
2. TAMINYN® Kancynu no 10 NMPO®APMA ManbTa AT "I'piHaekc" NaTtsis 3acifgaHHa HTP BiaMOBUTM Yy 3aTBEPMKEHHI - BUNPABMEHHS TEXHIYHOI MOMWSIKN Y TEKCTi
kancyn y 6nictepi, IHTEepHeLwHN Ne 45 Big, MapKyBaHHS , OCKIIbKM 3a3HayeHa HeBiAMoOBIAHICTb He  Bignosigae
no 1 6nictepy B TpegnHr 29.11.2018 BM3HAUYEHHAM TEeXHi4YHOI MOMWIIKM, WO BKasaHi B MyHKTI 2.4 po3giny VI
KapTOHHI nayw,i Nimitep «Mopsiiky NPOBEAEHHSI EKCNepTU3N PeecTpavliiiHuX MaTepiasiiB Ha nikapcbki
3aco6u, L0 NoJaTbCs Ha AepXaBHY peecTpaLito (nepepeecTpawiio), a Takox
eKcnepTusn MaTepiasliB Npo BHECEHHS 3MiH A0 peecTpauiiHnx marepianis
NpoTSAroM fiii peecTpauiiiHoro NocBigYeHHs»
3. TOC-MAU Tabnetkn Ne 16 CninbHe YKpaina JNabopatopioc IcnaHis 3acigaHHa HTP BigMoBUTM y 3aTBEpAXEHHi - 3MiHM | Tuny - 3miHa napameTpiB
(8x2) B 6bnicTepi YKpaiHCbKO- Ankana dapwma, Ne 45 Big, cneumdikauihn  Ta/abo [ONYCTUMMX MEX [OTOBOrO JiKapCbKoro 3acoby
icnaHcbke C.J. 29.11.2018 (monoBHeHHA cneuudikalii HOBUM MOKA3HUKOM 3 BIiAMOBiAHM METOLOM
nignpueMcTBO BMNpoOyBaHHsA) (2.2.4.1. (B) |A) - BBeAeHHs po3gisly "PO34MHEHHS", SK
"CINEPKO NMOMU/IKOBO 3asiBNeHy, NUCT 3asaBHMka Ne 754/110-06 Big 23.07.2018
YKPAIHA"

HavyanbHuK YnpaBniHHA dpapmMaleBTUYHOI

OIANBHOCTI Ta AKOCTI (papmaueBTUYHOT NPOAYKLiT

T.M. IacKOBCbKUu
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