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[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 (TlepepeecTpaliii) Ta BHeCeHHs 3MiH /10 peeCTpaLjiiHUX MaTepiaJliB,

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 NIKAPCbKUX 3ACOBIB (MEAUNYHUX IMYHOBIO/IOINYHUX NPEMNAPATIB), AKI
BHOCATbLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHI

Jopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
18.12.2018 Ne 2362

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BIiOnycKy aHHs peecmpayjiliHo2
3acooby ynakoska) 0 NOCBIOYEHHs
1. APTOKCAH TabneTku, BKPUTI POTA®APM TypeuunHa | YOPN4 MEANLNH TypeyuunHa peecTpauis Ha 5 pokis 3a He UA/17118/01/01
NNiBKOBOIO INAYUNAPI NITA. INAY CAH. BE MepioAnYHICTb NOAAHHS PErynsapHO peyenmom nionsieae
060/10HKOH 20 Mr, LTI, TIOK. A.LL. OHOBJ1HOBAHOrO 3BiTY 3 6Ge3neKku
Nel10 (10x1) y BiANOBIAHO 0 MopsAaKy 34iACHEHHS
6nictepi hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnuMun y
nepioguYHOCTI MoAaHHS perynsipHux
3BITiB 3 6e3neKu.
2. AYKCUNEH® PO34YUH ANS iH'EKLN, AT "Kanuekc" Narteis BCi cTagii CnoBavunHa/ peecTpauis Ha 5 pokis 3a He UA/17119/01/01
50 mr/2 mn no 2 mn B BUPOBHMYOrO Natsia peuyenmom niosnsieae

amnyni; no 5 amnyn B
KOHTYPHIli YapyHKOBIi
ynakoBui (niggoHi); no
1 KOHTYpHiIli
YapyHKOBIll yrnakoBLi
(nipooHa) B nayui i3
KapToHa

npovecy, Kpim
BWMNYCKY Cepii:
XBM ®apma c.p.o.,
CnoBavunHa;
BMPOGHUK, SKWiA
Bignosigae 3a
KOHTPO/b
cepii/snnpobyBaHH
a:

AT "IpiHaekc",
Nartsis;
BMPOGHUK, SKWiA
Bignosigae 3a
BUMYCK Cepii:
AT "Kanuekc",
Natsis

MepioAnYHICTb NOAaHHSA perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsAAKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpaiin 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
340pOB’A Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHuMun y
NepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neku.




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2
3acoby ynakoska) 0 NOoCBIOYEHHs
3. | BA3OTEH3 H TabneTku, BKpUTI "KCAHTIC Kinp Axtasic NT[, ManbTa peecTpayis Ha 5 pokis 3a He UA/17120/01/02
NNiBKOBOO PAPMA peuyenmom niosnsieae
060/10HKO0, N0 100 NIMITEL" MepioAnYHICTb NOAaHHSA perynsipHo
mr/25 mr Ne 30 OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3nekn
(10x3), Ne 100 BiANOBIAHO A0 MopsAaKy 34iACHEHHS
(10x10) y 6nicTepax hapmMakoHarnagy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainun 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
340pOB’A Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHuMun y
NepioANYHOCTI NOAaHHA PerynsapHUX
3BITIB 3 6e3neKkn
4. | BA3OTEH3 H TabneTku, BKpUTI "KCAHTIC Kinp Axtasic NT[, ManbTa peecTpauis Ha 5 pokis 3a He UA/17120/01/01
NNiBKOBOIO DAPMA peuenmom nionsieae
o60n0HkKoto, no 50 NIMITEL" MepioAnyHICTb NOAaHHA perynsipHo
mr/12,5 mr Ne 30 OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3nekn
(10x3), Ne 100 BiANOBIAHO 0 MopsaKy 34iACHEHHS
(10x10) y 6nicTepax hapMakoHarnagy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa 0XOpPOHU
3/10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
peaakuii Hakasy MiHicTepcTBa OXOPOHU
34,0pOB’A Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHnuMun y
NepioANYHOCTI NOAaHHA PerynsapHUX
3BITIB 3 6e3neKkn
5. BA/IMICAP H TabneTku, BKpUTI Makneogc IHAis Makneogc IHAjA peecTpauis Ha 5 pokis 3a He UA/17127/01/01
NNiBKOBOO dapmacbloTUKan dapmacbloTuKaic peyenmom nionsieae
060/10HKOI0, NO ¢ Nimiteq, Niviten MepioAnyHICTb NOAaHHSA perynsipHo

80/12,5 mr Ne 90
(90x1) y donakoHax Ne
1

OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn
BiANOBiAHO 0 MopsaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiXeHoro

Haka3oM MiHicTepcTBa OXOPOHU

3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm 19

rpyaHsa 2016 poky 3a Ne 1649/29779 (y

pefakuii Hakasy MiHicTepcTBa OXOPOHU




n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Howmep
peecmpayjiliHo2
0 rnocsi04YeHHs1

34,0pOB’A Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHnuMun y
NepioANYHOCTI NOAaHHA PerynsapHUX
3BITIB 3 6e3neKkn

BA/IMICAP H

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOI0, NO
160/12,5 mr Ne 90
(90x1) y donakoHax Ne
1

Makneoac
PapmacboTuKan
¢ Nimiteq,

IHgis

Makneozac
PapmacboTrKanc
Nimiten

IHais

peecTpauis Ha 5 pokis

MepioAnyHICTb NOAaHHA perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn
BiANOBIAHO 0 MopsaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3oM MiHicTepcTBa 0XOpPOHU
3/10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
peaakuii Hakasy MiHicTepcTBa OXOPOHU
30,0pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HauyeHnuMun y
NepioANYHOCTI NOAaHHA PerynsapHuUX
3BITIB 3 6e3nekn

3a
peyenmom

He
nionsiecae

UA/17127/01/02

BAJIMICAP H

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOI0, NO
160/25 mr Ne 90
(90x1) y donakoHax Ne
1

Makneoac
PapmacboTuKan
¢ Nimiteq,

IHAis

Makneogac
PapmacboTrKanc
Nimiten

IHAjA

peecTpauis Ha 5 pokis

MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn
BiANOBiAHO 0 MopsaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiXeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[10pOB’sA YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpaitm 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
peaakuii Hakasy MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 26 BepecHA 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpokamu, 3a3Ha4yeHuMun y
nepiognMUYHOCTi NOAaHHA PerynspHuX
3BITIB 3 6e3nekn

3a
peyenmom

He
nionsieae

UA/17127/01/03

BA/IMICAP H

TabneTku, BKPUTI
NAiBKOBOIO
060/10HKOI0, NO
320/12,5 mr Ne 90
(90x1) y dpnakoHax Ne
1

Makneogc
dapmacbloTUKan
¢ Nlimiteq,

IHais

Makneoac
PapmacboTrKanc
Nimiteq

IHais

peecTpauis Ha 5 pokis

MepiognyHICTb NOAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsAKY 34iACHEHHS
chapmakoHarnsgy, 3aTBepAkeHoro

3a
peyenmom

He
nionsieae

UA/17127/01/04




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2
3acoby ynakoska) 0 NOoCBIOYEHHs
Haka3oM MiHicTepcTBa 0XOpPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
34,0pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHnuMun y
NepioANYHOCTI NOAaHHA PerynsapHUX
3BITIB 3 6e3MneKkun
9. BAJIMICAP H TabneTtkn, BKPUTI Makneogc IHgis Makneopc IHais peecTpavuis Ha 5 pokis 3a He UA/17127/01/05
NMiBKOBOO dapmacbloTUKan dapmacbloTUKasIC peyenmom nionszae
060/10HKOH0, MO ¢ Nlimiteq, NimiTen MepioAnYHICTb NOAAHHS PerynsapHO
320/25 mr Ne 90 OHOB/IOBAHOTO 3BIiTY 3 6e3nekn
(90x1) y dprnakoHax Ne BiANOBIAHO 0 MNopsAaKy 34iCHEHHS
1 chapmakoHarnsgy, 3aTBepAXeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainun 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
300p0B’A YkpaiHu Bif 26 BepecHsa 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHVMn Y
nepiognYHOCTI MoAaHHS perynsipHux
3BITIB 3 6e3nekn
10. | BITANINIA KOHLeHTpaT Ans ®peseHiyc Kabi Himeuunna | ®peseHiyc Kabi Ab. LLiseuis peecTpauisf Ha 5 pokis 3a He UA/16590/01/01
pO34uHy NS iHQy3il Honunang MmeX peyenmom nionsizae
no 10 mn B amnynax
Nel0 y KapTOHHIl
Kopo6ui
11. | BITAOINIA Ans KOHLeHTpaT Ans ®peseHiyc Kabi Himeuunna | ®peseHiyc Kabi Ab. Lsewis peecTpauisf Ha 5 pokis 3a He UA/16591/01/01
DITEA PO34UMHY ANs iHQY3ii [oiiunang Mo X peuyenmom nionsieae
no 10 mn B amnynax
NelO y KapTOHHIl
Kopobui
12. FNHEHOPM PO34uH BariHasIbHWI Eckynaniyc ITanis Mitim C.p.n. ITanis peecTpauis Ha 5 pokis 3a He UA/17121/01/01
0,1 % no 100 mny dapmachbHoTivi peyenmom nions2ae
chnakoHax Ne 5y C.p.n.
KOMMEKTI i3
CTEPUSIBHO
KaHoen
13. IBAKAPA® TabneTku, BKPUTI AT "I'piHaekc" Nartsis X. Ypiau i IcnaHis peecTpavuis Ha 5 pokis 3a He UA/17122/01/01
NNiBKOBOIO KomnaHbs, C.A. peyenmom nionsieae

060/10HKOM, N0 5 Mr;

MepioANYHICTb NOAAHHS PerynspHo




Ymosu

Peknamys

Howmep

n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka chopma,

KpaiHa
3asiBHUKa

3asiBHUK

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Bionycky

aHHsA

peecmpayjiliHo2
0 rnocsi04YeHHs1

3acoby

ynakosKa)
no 14 tabnetok y
6nictepi; no 4
6nictepu y nauui

OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro

Haka3oM MiHicTepcTBa OXOpPOHU

3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19

rpyaHsa 2016 poky 3a Ne 1649/29779 (y

pefakuii Hakasy MiHicTepcTBa OXOpPOHU

340pOB’A Ykpainu Bif 26 BepecHs 2016

poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHnuMun y

NepioANYHOCTI NOAAHHA PerynsapHUX

3BITiB 3 6e3neku.

3a

He

UA/17122/01/02

14.

IBAKAPO®

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO0, M0 7,5
Mr; no 14 tabnetok y
6nictepi; no 4
6nictepn y nauui

AT "I'piHoekc" NaT.is

X. Ypiau i
KomnaHbs, C.A.

IcnaHis

peecTpauis Ha 5 pokis

MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn
BiANOBIAHO 0 MopsaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepixeHoro
Haka3oM MiHicTepcTBa 0XOpPOHU
3/10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
peaakuii Hakasy MiHicTepcTBa OXOpPOHU
34,0pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HauyeHnuMun y
NepioANYHOCTI NOAaHHA PerynsapHuUX
3BITiB 3 6e3neku.

peyenmom

3a

nionsiecae

He

UA/17123/01/01

15.

IMIBALAL,

MOPOLLIOK A/1A
PO34UHY A5t iHQY3il,
500 mr/500 mr, no 1

chnakoHy 3 NOPOLUKOM
y nauuj

My6niuHe YkpaiHa
akuioHepHe
TOBap1CTBO

"HaykoBo-
BMPOGHWYNIA
LleHTp
"BopLuariBcbkuii
Ximiko-
thapmaueBTUYHN
1 3aBOg"

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BUPOGHNUNIA LLEEHTP
"BopLyariBcbkuii
Ximiko-
hapmaLeBTUYHNI
3aBofg"

YKpaiHa

peecTpauis Ha 5 pokis

MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn
BiANOBiAHO 0 MopsaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiXeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[10pOB’sA YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpaitm 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
peaakuii Hakasy MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 26 BepecHA 2016

poky Ne 996), cTaHOBUTb: 3rigHO 3i

CTpOKamMu, 3a3HavyeHnmMn y

peyenmom

nionsieae




Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjiliHo2
3acoby ynakoska) 0 NOoCBIOYEHHs
NepioANYHOCTI NOAaHHA PerynsapHUX
3BITIB 3 6e3neKkn
16. | ME®OEHAMIHOBA | Ta6netkv no 500 wmr, MPAT YkpaiHa MPAT YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/17139/01/01
KUCNOTA no 10 TabneTtok y "PITOPAPM" "PITODAPM" peyenma
6nictepi, no 2 MepioAnYHICTb NOAaHHA perynsipHo
6nictepu B nayui OHOBJ/IKOBAHOTO 3BITYy 3 6e3nekn
BiANOBIAHO 0 MopsaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepixeHoro
Haka3oM MiHicTepcTBa 0XOpPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
peaakuii Hakasy MiHicTepcTBa OXOPOHU
30,0pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHuMun y
NepioANYHOCTI NOAaHHA PerynsapHuUX
3BITIB 3 6e3nekn
17. NEP'ETA® KOHUEHTpaT ans ®.XodhdpmaHH- LLBeiuapis Brpo6HMLTBO HimeuuunHa/ peecTpauis Ha 5 pokis 3a He UA/13062/01/01
PO34UHy ANst iHQy3il Na Pow Ntpg, Hepo3acoBaHol LLiBeiiuapis peuenmom nionsieae
no 420 mr/14 mny NpPoAyKUii, MepioAnyHICTb NOAaHHSA perynsipHo
chnakoHax Ne 1y nepBuHHE OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn
KapTOHHIA KOpooLi nakyBaHHs, BiANOBiAHO 0 MopsaKy 34iACHEHHS
BMNPOGYBaHHSA hapmakoHarnsgy, 3aTBepiXeHoro
KOHTPOJI0 SIKOCTI: Haka3oM MiHicTepcTBa OXOPOHU
Pow fiarHocTumke 3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006
M6X, HimeuunHa,; poky Ne 898, 3apeecTpoBaHuii B
BTopuHHe MiHicTepcTsi tocTuuii Ykpainm 19
nakyBaHHs: rpyaHsa 2016 poky 3a Ne 1649/29779 (y
®.XothpmaHH-/15 pefakuii Hakasy MiHicTepcTBa OXOpPOHU
Pow /Ta, 3[10pOB’A YKpaiHu Big 26 BepecHA 2016
LLiseiiuapis; poky Ne 996), cTaHOBUTb: 3rigHO 3i
Bunyck cepii: CTPOKamu, 3a3Ha4eHuMn y
® . XohpmaHH-/15 nepiogNYHOCTI NOAAHHA PerynsapHuX
Pow NTa, 3BITiB 3 6e3neku
LLiBeiuapis
18. ®DEHTAHIN NOpPOLLOK ToBapucTBO 3 YkpaiHa MakdpapnaH Cmit Benuka peecTpavuis Ha 5 pokis - He UA/17145/01/01
(cybeTaHuis) y 06MeXeHot Nimiten BpuTtaHis nionsi2ae
noslieTUIEeHoBMX BignoBiga/IbHICT
nakeTtax ansa 10 "XapkiBCcbke
hapmaLeBTUYHOro thapmavLeBTuyHe
3acTOCyBaHHSA niANpueMCTBO
"340poB'a
Hapoay"
19. PIOPA3IA, NOPOLIOK ANst AHaHTa Benvka Csicc IHais peecTpauis Ha 5 pokis 3a He UA/17125/01/01




n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

nionsieae

Howmep

peecmpayjiliHo2
0 rnocsi04YeHHs1

3acoby

PO34nHy A1 iH EKLi
no 1 ry dpnakoHax
Nel

Megikeap /T4.

BputaHis

MepeHTepasic fita.

MepiognyHICTb NOAaHHA PerynsipHo
OHOB/IIOBAHOrO 3BiTY 3 6e3neKkn
BiANOBIAHO A0 MOopsAKY 34iACHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuLil Ykpaitm 19
rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
3/10pOB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHMn y
NepioANYHOCTI NOAaHHA perynsapHuMX
3BITiB 3 6e3neku.

peyerimom

UA/17125/01/02

20.

®DJIOPASI],

NOPOLLIOK A/15
PO3unHy A1 iH ek
no 2 r y donakoHax
Nel

AHaHTa

Megikeap /T4.

Benvka
BputaHis

Csicc
MepeHTepasic Nita.

IHais

peecTpavuis Ha 5 pokis
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn
BiANOBIAHO 0 MopsaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepixeHoro
Haka3oM MiHicTepcTBa 0XOpPOHU
3/10pOB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
peaakuii Hakasy MiHicTepcTBa OXOpPOHU
34,0pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HauyeHnuMun y
NepioANYHOCTI NOAaHHA PerynsapHuUX
3BITiB 3 6e3neKu.

3a
peyenmom

He
nionsieae

He

UA/17126/01/01

21.

LIE® 1000 M

MOPOLLIOK ANs
NpUroTyBaHHs
PO3UUHY OJ151 iH'EKLLNA,
no 1000 mry
CKNAHOMY (p/1aKOHi,
no 1 cpnakony y

Oxoa Imnekc

IHgis

HiTiH NalidpcaeHces
nra.

IHais

peecTpauis Ha 5 pokis

3a
peyerimom

nionsieae

HauanbHUK YnpaBniHHA ddbapMmaleBTUUYHOT

KapTOHHI Kopoo6Li

BIANBHOCTI Ta AKOCTI (papmaueBTUYHOT NpoAYyKUiT

T.M. IacKkoBCbKUM




NMEPENIK

Jopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

18.12.2018 Ne 2362

NMEPEPEECTPOBAHUX NIKAPCbKNUX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX MPENAPATIB), AKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne

Hassa nikapcbko2o Popma sunycky 3assHuk KpaiHa Bupo6HuK KpaiHa Peecmpayitina Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyedypa BionyckKy aHHs1 peecmpayiliHo2o
YNaKkoBsKa) nocsi0YeHHs1
1. AMKECO/ Tabnetku no 10 MAT YkpaiHa MNAT Ykpaina MepepeecTpayia Ha 3a He UA/13574/01/01
TabneTok B 6nicTtepi, no "Ximcpapmsasog "Ximchapmsasoz HeoOMeXeHWn TepMiH peyenmom nionsizae

2 6nicTepu B naJui, no
20 Tabnetok B 6icTepi,
no 1 6nictepy B naui

"UepsoHa 3ipka"

"YepBoHa 3ipka”

3MiHV Wwoao
6e3nekn/etPeKTUBHOCTI
Ta thapmakorarnagy.
3MiHa y KopoTkili
XapaktepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta
IHCTPYKUiT gns
MeAnYHOro
3acTocyBaHHS Ha
nigcTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo JocnigxeHb
3 6e3nekn 3aCToCyBaHHS
niKkapcbKoro 3acoby B
nicnapeecTpavyjinHunii
nepiog, abo sk
pes3ynbTarT OLiHK/ 3BITY 3
[OCNioKeHb,
NpoBeAeHNX BiAMNoBigHO
[10 NNaHy negjatpuuHmnx
pocnigpkens (PIP) (3MiHy
Y3rO[pKeHO 3
KOMNETEHTHUM
YMNOBHOBaXEHUM
opraHom) - 3miHu
BHECEHO [0 IHCTPYKLi
AN MegnvHoro
3acTocyBaHHSA
niKkapcbKoro 3acoby Ao
po3ainis "Mo6iuHi
peakuii, "OcobamBoCTi
3aCTOCYBaHHSA",
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

"B3aemogisi 3 iHWnMmn
nikapcbkvmu 3acobamu
abo iHwWwi Buan
B3aemogijin",
"HecymMicHicTb"
(BUNy4eHo posgain)
BigNoBigHO A0
OHOB/EHOT iHhopMaLi 3
6e3nekun Airoymx
PEYOBUH.

MepiognyHiCTb NOfaHHSA
perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBigHO A0
Mopsaky 34iicHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii
Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa OXOPOHYU
340pOB’sA YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTbL: 3riAHO
3i cTpokamu,
3a3HayveHumn y
nepiognYHOCTI NoAAHHS
perynsipHux 3BiTiB 3
6esneku.

AHTUTYCUH

Tabnetku; no 10
TabneTok y 6nictepax

TOB
"TepHodhapm"

Ykpaina

TOB
"TepHodhapm"

YkpaiHa

nepepeecTpauis Ha
HeoOMeXeHWn TepMiH

MepiognyHiCTb NOgAHHSA
perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku BigNoBigHO A0
Mopsaky 34iicHeHHS
chapmakoHarnsgy,
3aTBEPIXEHOrO HakasoMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne

6e3
peyenma

nionsieae

UA/8984/01/01
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsioYeHHs1
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii
Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHU
340pOB’sA YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTbL: 3riAHO
3i cTpokamu,
3a3HayveHumn y
nepiogNYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6e3neku
3. APTULLOKY rycta maca (cybcraHuisi) ToBapucTBO 3 YkpaiHa ToBapucTBo 3 Ykpaina MepepeecTpauia Ha - He UA/9950/01/01
EKCTPAKT rYCTUIA y nakeTax noABiiHNX 3 0bMexeHot obmexeHo HeoOMeXeHWN TepMiH nionsizae
(7,5:1) I3 CBDKOI nNiBk1 NoNieTUNEeHOBOT BiANOBIA&/ILHICTIO BigNoBigaIbHICTIO
TPABU Ans dhapmaleBTUYHOrO "®apmMavleBTnyHa "papmaLeBTUiHa
3acToCyBaHHSA KomnaHis KOMnaHis
"3p0pos'a” "3pa0pos's"”
4. | AUETUNUUCTEIH NOpOLLIOK (CybcTaHuUis) y Mboxc KatanaHa, Icnanis Mboxc KatanaHa, Icnanis MepepeecTpavis Ha - He UA/8805/01/01
nosieTuneHoBmX C.J. C.J. HeoOMeXeHWI TepMiH niossieae
nakeTtax gns
BMPOGHMLTBA
HecTepuIbHNX
NiKapcbknx hopm
5. BOPHA MA3b 5% Masb 5% no25ry TOB YkpaiHa TOB Ykpaina MepepeecTpauia Ha 6e3 niossieae UA/8718/01/01
Ty6ax; no 25 r y Ty6i; no "TepHodhapm" "TepHodhapm" HeoOMeXeHWI TepMiH peuyenma

1 Ty6i B nauLj 3 KapToOHY

3MiHV Wwoao
6e3nekn/eteKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KopoTkili
XapaKTepucTuLli
nikapcbKkoro 3aco6y,
TEKCTi MapKyBaHHs Ta
iHCTPYKUiT Ans
Mean4Horo
3acTocyBaHHS Ha
nigcTasi perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo JocigxeHb
3 6esnekun 3acTocyBaHHs
nikapcbkoro 3acoby B
nicnapeecTpayiiHnii
nepiog, abo sk
pesynbTaT OLiHKK 3BITY 3
AOC/iAKEHb,
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o

BYMNPEHOP®IHY

NpoBeAeHNX BiAMNoBigHO
[0 NNaHy negjatpuuHmnx
pocnigpkens (PIP) (3MiHy
Y3rO[pKeHO 3
KOMNETEHTHUM
YNOBHOBaXEHUM
OpraHom) - 3miHu
BHECEHO [0 IHCTPYKLi
ANa MeAnyHoro
3acTocyBaHHSA
nikapcbkoro 3acoby [0
po3ginis
"lMpoTunokasaHHa" Ta
"Ocob6nmBOCTi
3acTocyBaHHA"
BignoBigHO Ao
martepianis
peecTpavuiiHoro Aockbe
Ta OHOBJ/IEHOI
iHchopmawii 3 6e3nekn
3acToCyBaHHsA
nikapcbKoro 3acoby
MepiognyHiCTb NOfaHHSA
perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaaky 34iCHEeHH:
dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0XOPOHYU
340pOB’sA YKpaiHu Big, 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpainu 19 rpygHa 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHuu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HaveHuMn y
nepioguYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3
6e3neku.

nocsi0O4YeHHs

rAPOXIOPUS,

NOPOLLIOK KPUCTaTYHNI

(cybeTaHuis) y

ToBapucTBo 3
06MEXEHO0

YkpaiHa

MakdpapnaH Cmit

Nimiten

Benvka
BpuTtaHis

MepepeecTpallis Ha

HEOOMEXEHWI TEPMIH

He
nidssieae

UA/10135/01/01
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsioYeHHs1
noABIHNX BiANOBIAA/IbHICTIO
nonieTuneHoBmX "XapkiBCcbke
nakeTtax gns chapmaLeBTUYHe
hapmaLeBTUYHOIO nignpyeMCcTBO
3aCTOoCyBaHHSA "340poB'a
Hapoay"
7. BISAPCUH® Q-TAB® | Tabnetku, Wwo KPKA, a.a4., HoBo CnoBeHisi KPKA, a.4a., Hoso CnoBeHis MepepeecTpavis Ha 3a He UA/13484/01/02

ANCnepryoTbes B MecTo MecTo HeobMeXeHuii TepMiH. peyenmom nionsieae

POTOBI NOPOXHWHI, MO
50 mr no 1 tabnetui y
6nictepi; no 1 abo no 2
6nicTepu B KapTOHHI
Kopo6Li; no 4 Tabnetkn
y 6nictepi; no 1, abo no
2, abo no 3 6nictepn B
KapTOHHIA KOpooLi

3MiHM Wwoao
6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHN Y KOPOTKili
XapakTepucTumui
nNiKapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta
iHCTpYKLUii gns
MeAn4HOro
3acToCyBaHHs
reHepuyYHUX/riopuaHX/6
ionofibHMX Nnikapcbknx
3ac06iB Nic/1A BHECEHHS
TiET camoi 3MiHN Ha
pedepeHTHUIA Npenapar
(3miHa He noTpebye
HafaHHA XOAHVX HOBUX
[0AaTKOBUX AaHNX) -
3MiHV BHeCeHi o
IHCTpyKLUii y po3ain
"TMpoTunokasaHHA"
3rigHO 3 iHhopmavieo
Npo 3aCTOCYyBaHHSA
pedepeHTHOro
nikapcbKoro 3acoby
BIArPA®.

MepiognyHiCTb NOgAHHSA
perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku BigNoBigHO A0
Mopsaky 34iicHeHHS
dhapmakoHarnsgy,
3aTBEPIKEHOrO Haka3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii
Ykpaiuu 19 rpyaHs 2016
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa 0XOPOHYU
340pOB’sA YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTbL: 3riAHO
3i cTpokamu,
3a3HayveHumn y
nepiognYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6esneku.

BIBAPCUH® Q-TAB®

TabneTku, Wo
ANCnepryoTbes B
POTOBI NOPOXHWHI, MO
100 mr, no 1 Tabnetyiy
6nictepi; no 1 a6o no 2
6nicTepy B KapTOHHIiA
Kopobui; no 4 TabneTkn
y 6nicTepi; no 1, abo no
2, abo no 3 6nictepu B
KapTOHHI Kopoo6Li

KPKA, 4.4., Hoso
MecCTo

CnoBeHis

KPKA, a.4., Hoso
MEeCTO

CnoBeHisa

MepepeecTpauia Ha
HeobMeXeHW TepMiH.
3MiHV Wwoao
6e3nekn/etPeKTUBHOCTI
Ta hapmakoHarnsagy.
3MiHU Y KOPOTKili
XapaktepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta
IHCTpYKUii gns
MeAn4yHOro
3aCTOCYyBaHHSA
reHepuyYHUX/ri6pnaHX/6
ionoAibHMX NikapcbKmx
3aco06iB NicNs BHECEHHSA
Tiei camoi 3MiHM Ha
pedhepeHTHW npenapat
(3miHa He noTpebye
HaaHHSA XOLHWX HOBUX
[0AaTKOBUX faHNX) -
3MiHM BHECeHi f0
IHCTPYKLUIi y po3ain
"MMpoTunokasaHHA"
3riHO 3 iHhopmaLieto
NpO 3aCTOCYBaHHA
pedhepeHTHOro
nikapcbKoro 3acoby
BIAFPA®.

MepiognyHiCTb NOAAHHSA
perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34incHeHHS
dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0XOPOHU

3a
peyerimom

He
niossieae

UA/13484/01/03
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

340pOB’sA YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpainu 19 rpygHa 2016
poky 3a Ne 1649/29779
(y pepakujii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHuu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMN y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

BISAPCUH® Q-TAB®

TabneTtku, Wo
[AMCNepryoThes B
POTOBI NOPOXHWHI, MO
25 wr, no 1 tabnetui y
6nictepi; no 1 abo no 2
6nicTepy B KapTOHHIiA
Kopobui; no 4 TabneTkn
y 6nicTepi; no 1, abo no
2, abo no 3 6nictepu B
KapTOHHIA Kopoo6Li

KPKA, a.4., Hoso
MEeCTO

CnoseHisi

KPKA, a.4., Hoso
MECTO

CnoBeHisa

MepepeecTpadis Ha
HeoOMeXeHWn TEPMIH.
3MiHM Wwoao
6e3nekn/etdeKTUBHOCTI
Ta thapmakoHarnsgy.
3MiHU Y KOpOTKili
Xapakrepuctui
NiKapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta
IHCTpYKLUiT Ana
MeanYHOro
3aCTOCYyBaHHSA
reHepuUHNX/riopuaHnX/6
ionoAibHMX NikapcbKmx
3aco6iB Nic/1A BHECEHHSA
Tiel camoi 3MiHM Ha
pedhepeHTHW npenapat
(3miHa He noTpebye
HafaHHA XOAHWX HOBUX
[0[ATKOBUX AaHuX) -
3MiHV BHeceHi o
IHCTPYKLiT y po3ain
"MpoTunokasaHHA"
3rigHO 3 iHchopMmavieto
Npo 3acTOCyBaHHSA
pedepeHTHOro
nikapcbKoro 3acoby
BIAFPA®.

MepiognyHicTb NogaHHA
perynsipHo
OHOB/IOBAHOIO 3BITY 3

3a
peyenmom

He
nionsieae

UA/13484/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

6e3neku BigNoOBigHO A0
Mopaaky 3AiACHEeHH:
thapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTbL: 3riAHO
3i cTpokamu,
3a3HavYeHUMn y
nepiognMYHOCTI NOAAaHHS
perynsipHux 3BiTiB 3
6e3neku.

10.

BIPEAJ®

TabneTkun, BKPUTI
NAiBKOBOK 06010HKOIO,
no 300 mr, no 30
TabneTok y psiakoHax;
no 1 cpnakoHy B
KapTOHHI Kopoo6Li

lneag CaiteHcus
IHK.

CLIA

nepBuHHA Ta
BTOPVHHA
ynakoBka,
KOHTPO/b Cepii,
BUWMYCK Cepiii:
lneap CaiteHcus
AlieneHg HOC
IpnaHgis

BVMPOGHMLTBO,
nepBuHHA Ta
BTOPVHHA
ynakoska:
Takena M'm6X,
HimeuunHa

NnepBUHHa Ta

Ipnangis/
HimeyunHa

MepepeecTpadis Ha
HeobMeXeHW TepPMIH.
3MiHn | TURY - 3MiHK
oo
6e3nekn/etdeKTUBHOCTI
Ta chapmakoHarnsgy.
BBegeHHs1 abo 3MiHU A0
y3arasibHeHNX JaHnx
npo cuctemy
chapmakoHarnsgy
(BBELEHHA
y3araslbHeHVX gaHnx
npo cuctemy
thapmakoHarnsgy, smiHa
yMOBHOBaXXEHOI 0Cco6u,
BignoBiga/IbHOI 3a
3[iACHEHHS

BTOPUHHA thapmakoHarnagy;
ynakoBKa: KOHTaKTHOI 0co6u 3
KaTtaneHT hapmakoHarnagy
xepmaHi 3aaBHMKa ANA

LLlopHaopd M6X, 3A4iACHEeHHS
HimeuuunHa hapmakoHarnsgy B

YkpaiHi, SKLO0 BOHA
BTOPUHHA BigMiHHa Bif
ynakoBka: yMNOBHOBaXeEHOI 0cobu,
MinmayHT BignoBiga/IbHOI 3a

3a
peyenmom

He
nionsieae

UA/8274/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

Xenckea N1TA4.,
IpnaHgis

3[jACHEHHS
chapmakoHarnsgy
(BKNHOYAKOUM KOHTaKTHI
OaHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-
thaiina cuctemm
thapmakoHarnagy)
3MiHa ynoBHOBaXeHO|
ocob6u, BiAnNoBIgasIbHOT
3a thapmakoHarnag:
nponoHoBaHa pejakLis -
Anne-Ruth van
Troostenburg de Bruyn
Ta Tl KOHTaKTHUX JaHWX.

MepiognyHicTb NoAaHHSA
perynsipHo
OHOB/IOBAHOIO 3BITY 3
6e3neku BigNoOBigHO A0
Mopaaky 3AiACHEeHH:
thapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHUMn y
nepiognMYHOCTI NOAAaHHS
perynsipHux 3BiTiB 3
6e3neku.

11.

BOAAHOI O NMEPLIO
EKCTPAKT PIAKUIA

eKCTpaKT pigkuii no 25
MY hakoHax

MPAT
"®ITOPAPM"

Ykpaina

MPAT
"®ITOPAPM"

YkpaiHa

MepepeecTpadis Ha
HeobMeXeHW TepPMIH.

MepiognyHicTb NogaHHA
perynsipHo
OHOB/OBAHOIO 3BITY 3
6e3neku BiANoBigHO A0
Mopsaky 34iicHEeHHs
hapmakoHarnsay,

6e3
peyenma

niossieae

UA/1093/01/01




19

n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHUMn y
nepiognMYHOCTI NOAAaHHS
perynsipHux 3BiTiB 3
6e3neku.

12.

AENO-NMPOBEPA®

CycneHsist ans iH'exujn,
150 mr/mn, no 3,3 Mny
thnakoHi; no 1 chnakoHy
B KQpPTOHHI kopobui

Mdpaiizep IHK.

CLIA

Mdpaiizep
MeHtohekuypuHr
Benbria HB

Benbris

MepepeecTpauis
TepMiHOM Ha 5 pokiB.

MepiognyHicTb NogaHHA
perynsipHo
OHOB/OBAHOIO 3BITY 3
6e3nekun BiANoOBigHO A0
Mopaaky 3AiACHEeHH:
thapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuLi
Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pepakujii Hakasy
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMN y
nepiognMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/0499/01/01

13.

ECUUATANONPAMY
OKCANAT

MOPOLLOK KpUCTaiuHuUiA
(cybeTaHuin) y
nonieTMaeHoBMX

TOB "XapkiBcbke
hapmaLeBTuyHE
nignpYeMCTBO

Ykpaina

XeTepo Nlabc
NimiTen

IHAjA

nepepeecTpauis Ha
HEoOMEXEHMI TePMiH

He
nionsieae

UA/13626/01/01
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asaBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsioYeHHs1

naketax ans "30poB's
hapmMaueBTUYHOTO Hapoay"
3acTOCyBaHHSA

14. | KAPBALMUA TabneTku XyBasbHi, No MpAT "TexHonor" YkpaiHa MpAT "TexHonor" YkpaiHa MepepeecTpavis Ha 6e3 nionsizae UA/13520/01/01

MEYAEBCBKUI 10 Tabnetok y 6nictepi, HeobMeXeHW TepPMIH. peyenma

no 2 6nictepun y nauu,i 3
KapToHy, no 10
TabneToK y KOHTEeHepi,
no 2 KOHTeWHepn y navu,i
3 KapTOHY

3MiHn | TURY - 3MiHK
oo
6e3nekn/etdeKTUBHOCTI
Ta chapmakoHarnsgy.
3MiHa y KopoTkili
XapaKkTepucTuLli
NiKapcbKoro 3acooy,
TEKCTi MapKyBaHHA Ta
IHCTpYKLUiT Ana
MefNYHOro
3acToCcyBaHHA Ha
nigcTasi perynsipHo
OHOB/IOBAHOTO 3BITY 3
6e3nekun Nikapcbkoro
3acoby, abo gocnigxeHb
3 6e3nekun 3acTocyBaHHsA
nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHKK 3BITY 3
[oCNioKeHb,
npoBefeHnX BifnoBigHO
[0 NnaHy negjiatpuuHnx
pocnipkeHb (PIP) (3miHy
Y3roKeHO 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
OopraHom) - 3miHu
BHECEHO [0 iHCTPYKL,i
AN MegnvHoro
3acToCyBaHHs
nikapcbkoro 3acoby Ao
po3ainis "B3aemogis 3
IHLUMMK NiKapPCbKUMM
3aco6amu Ta iHWi Buan
B3aemopiin",
"Ocob6nvmBoCTi
3aCTOCyBaHHSA",
"3acTocyBaHHSA y nepioz
BariTHOCTi abo
rogysaHHa rpyaaro”,
"Mo6ivHi peaxuii”
BiANOBIAHO A0
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

iHchopmawii Wwopao
6e3nekun Aitounx
PEYOBYH.

MepiognyHiCTb NOfaHHSA
perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaaky 34iACHEeHH:
dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOPOHU
340pOB’sA YKpaiHu Big, 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpainu 19 rpygHa 2016
poky 3a Ne 1649/29779
(y pepakujii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaveHuMn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

15.

NAMIKTAO™

TabneTtku, Wo
ancnepryoTtecs, no 100
Mr no 14 TabneTtok y
6nictepi; no 2 6nictepu
B KApPTOHHIli Kopobu,i

nakcoCmiTKnsiiH
Ekcnopt flimiteq

Benuka
BputaHis

FnakcoCmiTKNsiiH
dapmacboTVKan3
C.A.

MonbLa

MepepeecTpalis Ha
HeoOMeXeHWn TEPMIH.
3MiHu |l Tuny: 3miHn
wozno
6e3nekn/etPeKTUBHOCTI
Ta hapmakoHarnsagy.
3MiHU Y KOPOTKili
XapaktepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta
IHCTpYKUii gns
MeAn4yHOro
3aCTOCYBaHHSA Y 3B'A3KY
i3 HOBMMY JaHUMK 3
SIKOCTi, AOK/IHIYHMMM,
KNiHIYHUMY faHMK Ta
OaHumK 3
chapmakoHarnsgy -
3MiHV BHECeHo A0
iHCTpYKUii ans

3a
peyenmom

He
nionsieae

UA/0452/01/04
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

MeAnYHOro
3aCTOCYyBaHHSA
niKkapcbKoro 3acoby Ao
po3gainis "OcobnmsocTi
3aCTOCyBaHHSA",
"3acTocyBaHHA y nepiof
BariTHOCTi Ta roflyBaHHs
rpyaato” (yToYHeHHs
iHdpopmawuii),"Mepenosys
aHHs", "MobiuHi peakwi
BiANoBigHO A0
marepianis
peecTpauiiHoro JochbeE.

MepiognyHiCTb NOfaHHSA
perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBigHO A0
Mopsaky 34iicHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii
Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa 0XOPOHYU
340pOB’sA YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), cTaHOBUTbL: 3riAHO
3i cTpokamu,
3a3HayveHumn y
nepiognYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6esneku.

16.

NAMIKTAT™

TabneTku, Wo
AncnepryroTbes, no 5 mr
no 14 tabneTtok y
6nicTepi; no 2 6nictepn
B KQpPTOHHI kopobuj

nakcoCmiTKnaiiH
Ekcnopt flimiteq

Benvka
BputaHis

nakcoCmiTKnsaiiH
dapmMacbioTUKan3
CA.

Monbla

MepepeecTpayia Ha
HeobMeXeHW TepMiH.
3MiHu 1l TUny: 3miHn
oo
6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHN Y KOPOTKili
XapakTepucTumui
nNiKapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta

3a
peyerimom

He
niossieae

UA/0452/01/01
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asaBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsioYeHHs1
iHCTpYKLUii gns

MeAn4HOro
3aCTOCYBaHHA Yy 3B’A3KY
i3 HOBUMY A@aHUMK 3
AKOCTI, AOKMIHIYHUMMU,
KNIHIYHUMK AaHMun Ta
AaHumm 3
chapmakoHarnsgy -
3MiHV BHECEHO A0
iHCTpYKLUii gns
MeAn4HOro
3acToCcyBaHHs
nikapcbkoro 3acoby Ao
po3gainis "OcobnmBocTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog
BariTHOCTi Ta rogyBaHHs
rpyaar0" (YyTouHeHHs
iHdhopmawuii),"Mepeno3ys
aHHsa", "Mo6iuHi peakuii "
BIANOBIAHO A0
marepianis
peecTpaLiiHoro AocbeE.

MepiognyHicTb NogaHHA
perynsipHo
OHOB/IOBAHOIO 3BITY 3
6e3neku BiANoOBigHO A0
Mopaaky 3AiACHEeHH:
thapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO

3i cTpokamu,
3a3HavYeHUMn y
nepiognMYHOCTI NOAAaHHS
perynsipHux 3BiTiB 3

6e3neku.
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsioYeHHs1
17. | NAMIKTAO™ TabneTku, LWo nakcoCmiTKnsiiH Benuka "nakcoCmiTKnsiiH Monbwa MepepeecTpavis Ha 3a He UA/0452/01/02
aucnepryoTbes, no 25 Ekcnopt NimiTeq, BpuTaHis dapmacboTUkan3 HeobMeXeHW TepPMIH. peuyenmom niosnsieae
Mr no 14 TabneTtok y C.A.

6nicTepi; no 2 6nictepn
B KapPTOHHI kopobLi

3MiHn Il Tuny: 3miHn
oo
6e3nekn/etheKkTUBHOCTI
Ta thapmakoHarnsgy.
3MiHU Y KOpOTKili
XapaKkTepucTuLli
NiKapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta
IHCTpYKLUiT Ana
MefWYHOro
3aCTOCyBaHHSA Y 3B'A3KY
i3 HOBMMY A@HUMK 3
SAKOCTI, AOK/TIHIYHUMM,
KNiHIYHUMW faHMK Ta
OaHumm 3
hapmakoHarnagy -
3MiHV BHECEeHOo Ao
IHCTpYKLUiT Ana
MefWYHOro
3acTocyBaHHSA
nikapcbkoro 3acoby [0
po3ainis "OcobamBoCTi
3aCTOCyBaHHA",
"3acTocyBaHHSA y nepios
BariTHOCTi Ta roflyBaHHs
rpyAA0" (YTOUHEHHS
iHchopmawii),"Mepeno3sys
aHHA", "Mob6iuHi peakwii
BigNoBigHO A0
martepianis
peecTpaviiHoro A0cChLE.

MepiognyHiCTb NOfaHHSA
perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaaky 34iCHEeHH:
dhapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0OXOPOHYU
340pOB’sA YKpaiHu Big 27

rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpainu 19 rpygHa 2016

poky 3a Ne 1649/29779
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

(y pepakujii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHuu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rifHO
3i cTpokamu,
3a3HaveHuMn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

18.

NAMIKTAO™

TabneTtku, Wo
oucnepryoTtbes, no 50
Mr no 14 TabneTtok y
6nictepi; no 2 6nictepu
B KApPTOHHIli Kopobu,i

nakcoCmiTKnsiiH
Ekcnopt flimiteq

Benuka
BputaHis

FnakcoCmiTKNnsiiH
dapmMacbioTVKan3
C.A.

MonbLa

MepepeecTpalis Ha
HeoOMeXeHWn TEPMIH.
3MiHu |l Tuny: 3miHn
wozno
6e3nekn/etPeKTUBHOCTI
Ta hapmakoHarnsagy.
3MiHU Y KOPOTKili
XapaktepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta
IHCTpYKUii gns
MeAn4yHOro
3aCTOCYBaHHSA Y 3B'A3KY
i3 HOBMMY JaHUMK 3
SIKOCTi, AOK/IHIYHMMM,
KNHIYHUMY flaHMK Ta
OaHumK 3
chapmakoHarnsgy -
3MiHV BHECeHo A0
IHCTpYKUii gns
MeAn4yHOro
3aCTOCYyBaHHSA
niKkapcbKoro 3acoby Ao
po3gainis "OcobnmBocCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiof
BariTHOCTi Ta roflyBaHHs
rpyaato”(yTouHeHHs
iHdhopmawuii),"Mepenosys
aHHs", "TMobiuHi peakwi
BiANoBigHO A0
marepianis
peecTpauiiHoro AocChbeE.

MepiognyHiCTb NOgAHHSA
perynspHo
OHOBJ/IOBAHOTO 3BITY 3
6e3neku BignoBigHO A0

3a
peyenmom

He
nionsieae

UA/0452/01/03
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

Mopsaky 34iicHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOIO HakasoM
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa OXOPOHU
340pOB’sA YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), cTaHOBUTbL: 3riAHO
3i cTpokamu,
3a3HayveHumn y
nepiognYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6esneku.

19.

MIP3ATEH Q-TAB®

TabneTku, Wwo
ANCnepryoTbes y
POTOBI NOPOXHWHI, MO
30 wmr, no 10 TabneTok y
6nictepi, no 3 abo 6,
abo no 9 6nictepiB y
KapTOHHI Kopoo6Li

KPKA, 4.4., Hoso
MeCTO

CnoBeHis

BignosiganbHuii
3a BUPOGHNLTBO
«in bulk»,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPO/b Ta
BMNYCK cepil:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
BignosigansHuii
3a BUPOOHULITBO
«in bulk»,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
KPKA, a.4., HoBo
mecTo, CrioBeHis;
BignosiganbHuii
3a KOHTPO/b cepil
(hiznyHi Ta XimiyHi
mMeToam
KOHTPO/I0):
KPKA, a.4., Hoso
mecTo, CnoBeHis;
BignosigansHuii
3a KOHTpO/1b cepil
(hi3nyHi Ta XiMiyHi

CnoBeHisa

MepepeecTpauia Ha
HeobMeXeHW TepMiH.

MepiognyHiCTb NOgAHHSA
perynsipHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BigNoBigHO A0
Mopsaky 34iicHeHHS
chapmakoHarnsgy,
3aTBEPIKEHOr0 Hakas3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil
Ykpainu 19 rpyaHs 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa 0XOPOHYU
340pOB’sA YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTBL: 3riAHO
3i cTpokamu,
3a3HayveHuMn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6esneku.

3a
peyerimom

He
niossieae

UA/3009/02/02
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsioYeHHs1
meToau
KOHTPO/I0):
HN30X
(HaujoHanbHi
naboparopis 3a
34paB’e, OKOME iH
XpaHo), CnoBeHisi
20. MIP3ATEH Q-TAB® TabneTtku, Wo KPKA, a.4., Hoso CnoBeHis BignosigansHuii CnoseHisa MepepeecTpauia Ha 3a He UA/3009/02/03
AncnepryoTsesa y MecTo 3a BUPOGHMLTBO HeoOMeXeHWn TEPMIH. peyenmom nionsi2ae
POTOBI NOPOXHWHI, MO «in bulk»,
45 wmr, no 10 TabneTok y nepBuHHE Ta MepiognyHiCTb NOAAHHSA
6nictepi, no 3 abo 6, BTOPUHHE perynspHo
abo no 9 6nictepiB y nakyBaHHs, OHOBJ/IHOBAHOTO 3BITY 3
KapTOHHIA Kopoo6Li KOHTPONb Ta 6e3neku BiANOBIAHO A0
BMNYCK cepil: Mopsaky 34incHeHHS
KPKA, a.4a., Hoso thapmakoHarnagy,
mecTo, CroBeHis; 3aTBEPAKEHOIO HakasoMm
BignosiganbHuii MiHicTepcTBa 0XOPOHYU
3a BUPOGHNLTBO 340pOB’sA YKpaiHu Big, 27
«in bulk», rpyaHs 2006 poky Ne
nepBuHHe Ta 898, 3apeecTpoBaHuii B
BTOPUHHE MiHicTepcTBi tocTULi
nakyBaHHs: Ykpainu 19 rpygHa 2016
KPKA, a.4., Hoso poky 3a Ne 1649/29779
MecTo, CroBeHis; (y pepakuii Hakasy
BignosigansHuii MiHicTepcTBa OXOpOHU
3a KOHTPO/b cepil 340pOB’A YKpaiHu Big 26
(chi3nyHi Ta XimiyHi BepecHs 2016 poky Ne
MeToau 996), CTaHOBUTbL: 3rigHO
KOHTPOI0): 3i cTpokamu,
KPKA, a.4., HoBo 3a3HavYeHnMn y
mecTo, CroBeHis; nepioguYHOCTI NoAaHHSA
BignosiganbHuii perynspHux 3BiTiB 3
3a KOHTPO/b cepil 6e3neku.
(hiznuHi Ta XimiyHi
mMeToam
KOHTPO/I0):
HN30X
(HauioHanbHi
naboparopis 3a
34paB’e, OKOME iH
XpaHo), CnoBeHis
21. MIP3ATEH Q-TAB® TabneTku, Wo KPKA, a.4., HoBo CrnoseHis BignosiganbHuii CnoseHis MepepeecTpauia Ha 3a He UA/3009/02/01
OMCnepryTbes y MecTo 3a BMPOOHULITBO HeobMeXeHW TepPMIH. peuenmom nionsieae
POTOBI NOPOXHWHI, NO «in bulk»,
15 mr, no 10 TabneTok y nepBuHHE Ta MepiognyHiCTb NogaHHA
6nictepi, no 3 abo 6, BTOPVHHE perynsipHo
abo no 9 6nicTepiB y nakyBaHHs, OHOB/IIOBAHOIO 3BITY 3
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsioYeHHs1
KapTOHHI KOpoo6Li KOHTPO/b Ta 6e3neku BigNoOBigHO A0
BUMYCK cepil: Mopsaky 34iACHEeHHS
KPKA, a.4., Hoso thapmakoHarnagy,
mecTo, CroBeHis; 3aTBEPAKEHOIO Haka3oM
BignoBigansHuii MiHicTepcTBa OXOpPOHU
3a BUPOBHNLTBO 370pOB’A YKpaiHuu Big 27
«in bulk», rpyaHs 2006 poky Ne
nepBuHHE Ta 898, 3apeecTpoBaHuii B
BTOPVHHE MiHicTepcTBi tocTuLi
nakyBaHHs: Ykpainu 19 rpyaHsa 2016
KPKA, a.4a., Hoso poky 3a Ne 1649/29779
mecto, CroBseHis; (y pepakuii Hakasy
BignosigansHuii MiHicTepcTBa 0XOpOHU
3a KOHTpO/1b cepil 3[10pOB’A YKpaiHu Big 26
(chi3nyHi Ta XimiyHi BepecHsa 2016 poky Ne
MeToau 996), CTaHOBUTbL: 3riAHO
KOHTPO/I0): 3i cTpokamu,
KPKA, a.4., Hoso 3a3HavYeHnmn y
mecTo, CroBeHis; nepiognMYHOCTI NOAAaHHS
BignoBigansHuii perynsipHux 3BiTiB 3
3a KOHTpO/1b cepil 6e3neku.
(hi3nyHi Ta XimiyHi
meToAu
KOHTPOI0):
HN30X
(HauioHanbHi
na6oparopis 3a
34paB’e, OKOSIE iH
XpaHo), CnoBeHis
22. | HI®YPOKCA3ULA nopoLLOoK (cybcTaHuis) y NAT YkpaiHa Konpima, C./1. Icnanis MepepeecTpauis Ha - He UA/1317/01/01
naketax noABinHWX "KniBmegnpenapa HeoOMeXeHWn TepMiH nionsizae
nonieTuneHoBux s T
hapmaLeBTUYHOrO
3aCTOCyBaHHSA
23. HYTPU®DJIEKC emynbCia ans iHdysil B. bpayH HimeuunHa Brpo6HMLTBO, HimeuunHa MepepeecTpayia Ha 3a He UA/13231/01/01
OMETA no 1250 mn, 1875 mny Menb3yHreH Al nepBMHHa Ta HEOOMEXEHN TEPMIH. peyenmom niossieae
CMEUIANTbHUNA MiLLKY Na1acTUKOBOMY BTOPVHHA 3MiHu 1l TUny - 3MiHn
TprkamepHomy; no 1 ynakoBKa, BUMYCK wozno
MiLLIKy NAacTyKoBOMY cepii: 6e3nekn/edheKTUBHOCTI
TprKamepHomy B B. BpayH Ta hapmakoHarnsgy.
3aXMCHOMY MiLLKy; N0 5 Menb3yHreH Al 3MiHU Y KOPOTKili
Himeuunna XapaxkTepucTui

3aXMCHUX MILLIKIB Y
KapTOHHI Kopoo6Li

KoHTpornb cepii:
B. bpayH
Menb3yHreH Al

HimeuyunHa

nikapcbKkoro 3acoby,
TEKCTi MapKyBaHHS Ta
IHCTpYKUii gns
MeAn4yHOro
3aCTOCYBaHHSA Y 3B'A3Ky
i3 HOBMMW JAaHUMK 3
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

SIKOCTi, AOK/IHIYHMMM,
KNiHIYHUMY faHMK Ta
AaHvmMu 3
chapmakoHarnsagy -
3MiHV BHeceHo A0
IHCTPYKUiT gns
MeAn4yHOro
3aCTOCYyBaHHSA
niKkapcbKoro 3acoby Ao
po3ginis "Cnoci6
3acTocyBaHHA Ta f03n”
(yTouYHeHHs iHchopmawii),
"MpoTunokasaHHa",
"Oco6mBoCTI
3aCTOCyBaHHSA",
"B3aemogisi 3 iHWnMmn
nikapcbkvmu 3acobamu
abo iHwWwi Buan
B3aeMOSji" BignoBigHO
[0 MaTepianis
peecTpauiiHoro focbe.

MepiognyHiCTb NOfaHHSA
perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaaky 34iCHEeHH:
dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0XOPOHYU
340pOB’sA YKpaiHu Big, 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpainu 19 rpygHa 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHuu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HaveHuMn y
nepioguYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3
6e3neku.

24,

OMENPASO/1-
ACTPAD®APM

kancynu no 20 mr, no 10

Kancyn y 6nictepi; no 1

TOB
"ACTPA®APM"

YkpaiHa

TOB
"ACTPA®APM"

YKpaiHa

MepepeecTpavis Ha
HEobMeXeHWn TEPMIH.

3a
peyenmom

He

nidssieae

UA/9067/01/01
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asaBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsioYeHHs1
abo 3 6nictepn B 3MmiHu | TUny - 3MiHK
KOpOOGLj 3 KAPTOHY woao
6e3nekn/etPeKTUBHOCTI

Ta dhapmakoHarnsagy.
3MiHa y KopoTkili
XapaktepucTuui

nikapcbKoro 3acooby,

TEKCTi MapKyBaHHS Ta

IHCTPYKUiT gns
MeAn4yHOro
3aCTOCYBaHHA Ha
nigctasi perynspHo

OHOBJ/IIOBAHOTO 3BITY 3

6e3nekun nikapcbkoro

3acoby, abo gocnigxeHb
3 6e3nekn 3acCToCyBaHHS
nikapcbkoro 3acoby B
nicnapeecTpavyjinHuii
nepiog, abo sk
pes3ynbTarT OLiHK/ 3BITY 3
[OCNioKeHb,
npoBeAeHNX BifMNoBigHO
[10 NNaHy negjatpuuHmnx
pocnigpkens (PIP) (3MiHy
Y3rO[pKeHO 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
0OpraHom) - 3miHu
BHECEHi [0 IHCTPYKLi y
po3ginu:
"®apmakonoriyHi
B/1acTMBOCTI",
"B3aemogis 3 iHWyMK
nikapcbkvMu 3acobamm
Ta iHWi BUAn
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHA" (y T. 4.
"3acTocyBaHHA y nepiof
BariTHOCTi abo
roflysaHHs rpyaar™),
"MNepepo3yBaHHA",
"Mo6iyHi peakujii™ 3rigHO
3 JaHuMK Wwoao 6esneku
Lir040l PeYOBUHN.

MepiognyHiCTb NOfaHHSA
perynsipHo
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaaky 34iACHEeHH:
dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0OXOPOHU
340pOB’sA YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpainu 19 rpygHa 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

25.

MAHTEHO/

Masb, 50 mr/r,no 30 ry
Ty6i; no 1 Ty6i B
KapTOHHI ynakoBL,i

“Xemothapm” ALl

Pecny6nika
Cepbis

Bupo6bHuk
roToBOro
nikapcbKoro
3acoby, NepBrHHe,
BTOPVHHE
nakyBaHHs,
KOHTPO/b cepii:
"Xemochapm" All,
Bpwau, Biagin
BUPOGHMYA
AinbHnus Wabau,
Pecny6nika Cep6i
a,
Brnpo6HmK,
BignoBiganbHWi 3a
BUMYCK cepil:
«Xemodhapm» All,
Pecny6nika Cep6i
a

Pecny6nika C
epb6is

MepepeecTpalis Ha
HeoOMeXeHWn TEPMIH.
3MiHu | TUnYy - 3MiHK
wozno
6e3nekn/etPeKTUBHOCTI
Ta hapmakoHarnsagy.
3MiHa y KopoTkili
XapaktepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta
IHCTpYKUii gns
MeAn4yHOro
3aCTOCYBaHHA Ha
nigcrtasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo JocnigxeHb
3 6e3nekn 3acTocyBaHHS
niKapcbKoro 3acoby B
nicnapeecTpauiiinii
nepiog, abo sk
pes3ynbTaT OLiHK/ 3BITY 3
LOCNIAKEHD,
npoBeAeHNX BifMNoBigHO
[10 NNaHy negjatpuuHnx
pocnigpkeHs (PIP) (3MiHy

6e3
peyenma

nionsieae

UA/7848/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

Y3rO[pKeHO 3
KOMNETEHTHUM
YNOBHOBaXEHUM
opraHom) 3MmiHu
BHECEHO A0 IHCTpyKU;i
AN MegnvHoro
3acTocyBaHHSA
nikapcbkoro 3acoby [0
po3giny "MokasaHHsA"
(pefakTopcbki npasku),
a Takox [0 po3ainis
"MpoTmnokasaHHsA",
"B3aemogisi 3 iHWnMmn
nikapcbkvmu 3acobamu
Ta iHWi BUAK
B3aemogijin",
"Oco6mBoCTi
3aCcToCyBaHHSA",
"3acTocyBaHHs y nepiog
BariTHoCTi abo
rogyBaHHA rpyaar’,
"Mo6iuHi peakwyii
BiANoBigHO A0
OHOB/IEHOI iHdhopmaLii 3
6e3nekun gjroyoi Ta
[OMOMiXXKHUX PEYOBUH
nikapcbKoro 3acooby.

MepiognyHiCTb NOfaHHSA
perynspHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaaky 34iCHEeHH:
dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0OXOPOHYU
340pOB’sA YKpaiHu Big, 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpainu 19 rpygHa 2016
poky 3a Ne 1649/29779
(y pepakujii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjiliHo2o

yrnakoska) nocsioYeHHs1

3a3HavYeHUMn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
26. MYCTUPHUKA Tpasa, no 50 r y naykax MpAT "Niktpasn" YkpaiHa MpAT "“Miktpasn" Ykpaina nepepeecTpawis Ha 6e3 niosnsieae UA/7005/01/01
TPABA 3 BHYTPILLHIM NakeToM; HeobMeXeHui TepMIH peyenma

nol5rabono20ry
inbTp-nakeTi, no 20
iNbTp-NakeTiB y navuj 3
BHYTPILLHIM MakeToMm; no
15rabono20ry
inbTp-nakeTi, no 20
iNbTp-NakeTiB y navwi

3MiHM Wwoao
6e3nekn/etdeKTUBHOCTI
Ta chapmakoHarnsgy.
3MiHa y KopoTkili
Xapakrepuctui
NiKapcbKoro 3acooy,
TEKCTi MapKyBaHHA Ta
IHCTpYKLUiT Ana
MeAnYHOro
3acToCcyBaHHA Ha
nigcTasi perynsipHo
OHOB/IOBAHOTO 3BITY 3
6e3nekun Nikapcbkoro
3acoby, abo gocnigxeHb
3 6e3nekun 3acTocyBaHHsA
nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHKK 3BITY 3
[oCNioKeHb,
npoBefeHnX BifnoBigHO
[0 NnaHy negjiatpuuHnx
pocnipkeHb (PIP) (3miHy
Y3ro[KEHO 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
OpraHom) - 3miHu
BHECEHO [0 iHCTPYKL,i
AN MegnvHoro
3acTocyBaHHS
nikapcbkoro 3acoby Ao
po3ainy "Mo6iyHi
peakuji" BignosigHo Ao
OHOBJIEHOT iHhopMmaLii 3
6e3nekn 3acTocyBaHHS
0040l PEYOBUHN.
MepiognyHicTb NogaHHA
perynsipHo
OHOB/OBAHOIO 3BITY 3
6e3neku BiANoBigHO A0
Mopsaaky 34iACHEeHH:
hapmakoHarnsay,
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHUMn y
nepiognMYHOCTI NOAAaHHS
perynsipHux 3BiTiB 3
6e3neku.

27.

PU3OCTUH

TabneTkn, BKpUTI
060/10HKOI0, N0 35 M,
no 4 Tabnetkny
6nictepi, no 1 6nictepy
Y KapTOHHiIli KopoobLi

dapmacaiiHc IHK.

KaHaga

dapmacaiiHc IHk.

KaHaga

MepepeecTpadis Ha
HeobMeXeHW TepPMIH.
3MiHn | TURY - 3MiHK
om0
6e3nekn/etdeKTUBHOCTI
Ta thapmakoHarnsgy.
3MiHa y KopoTkili
XapaKTepucTuLli
NiKapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta
IHCTpYKLUiT Ana
MefNYHOro
3acTocyBaHHA Ha
nigcTasi perynsipHo
OHOB/IOBAHOTO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, abo gocnigxeHb
3 6e3nekun 3acTocyBaHHs
nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHKK 3BITY 3
[OCNiMKeHb,
npoBefeHnX BifnoBigHO
[0 NnaHy negjatpuuHnx
pocnipkeHb (PIP) (3miHy
Y3roKeHO 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) 3miHu

3a
peyenmom

He
nionsieae

UA/13396/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

BHECEHO [0 iHCTPYKLi y
po3ainu "B3aemogis 3
HLUIMMK NiKapCbKUMM

3acob6amu Ta iHWi Buan

B3aemogiin",
"Ocob6nuBoCTi
3acTocyBaHHs", "Cnocio
3acTocyBaHHA Ta f03n”
(wopo 6esnekn),
"Mo6iuHi peakwyji"
BiANoBigHO A0
OHOB/IEHOI iHdhopmaLii 3
6e3nekun gjtoyoi
PeyoBUHN.
MepiognyHiCTb NOfaHHSA
perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BigNoBigHO A0
Mopsaky 34iicHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3oMm

MiHicTepcTBa 0XOpOHU

3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne

898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii

Ykpainu 19 rpyaHa 2016

poky 3a Ne 1649/29779

(y pepakuii Hakasy
MiHicTepcTBa 0XOPOHYU
340pOB’sA YKpaiHu Big, 26
BepecHsa 2016 poky Ne

996), cTaHOBUTbL: 3riAHO

3i cTpokamu,
3a3HayveHumn y
nepiognYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6esneku.

28.

POTAPUKC™/
ROTARIX™
BAKUVIHA 4151
NPO®DINAKTUKN
POTABIPYCHOI
IHOEKLLIT

cycnensis opasibHa (1,5
mn/po3y) no 1 abo no 5
nonepeaHLo
3anoBHEHNX OpasIbHUX
ansikatopis abo Ty6 B
KapTOHHIA Kopoo6Li

nakcoCmiTKnaiiH
Ekcnopt flimiteq

Benvka
BputaHis

nakcoCmiTKnsiiH
Bionogxikans C.A.

Benbris

MepepeecTpayia Ha
HeobMeXeHWi TepMiH.
3MiHV Wwoao
6e3nekn/etPeKTUBHOCTI
Ta hapmakoHarnsagy.
3MiHU Y KOPOTKili
XapaktepucTuui
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta
iHCTpYKUii ans

3a
peyerimom

He
niossieae

UA/13060/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

MeAnYHOro
3aCTOCYBaHHSA Yy 3B'A3KY
i3 HOBUMY JaHUMK 3
SIKOCTi, AOK/IHIYHMMM,
KNiHIYHUMY flaHMK Ta
AaHvmMu 3
chapmakoHarnsgy -
3MiHV BHEeceHo 0
IHCTPYKUiT gns
MeAn4yHOro
3aCTOCYyBaHHSA
niKkapcbKoro 3acoby Ao
po3ginis: "lNoka3aHHA"
(yTouHeHHs iHchopmauii),
"3acTocyBaHHA y nepiof
BariTHoOCTi abo
rogysaHHs rpyaaro”
(aopaHo po3sgin),
"Mo6iuHi peakwyji"
BiANoBigHO A0
marepianis
peecTpavuiiHoro AocChbeE.
MepiognyHiCTb NOfaHHSA
perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaaky 34iCHEeHH:
dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0XOPOHYU
340pOB’sA YKpaiHu Big, 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpainu 19 rpygHa 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHuu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HaveHuMn y
nepioguYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3
6e3neku.

29.

CYNMb®ACANA3UNH-

EH

TabneTku
KMLLKOBOPO34MHHI MO

KPKA, a.4., Hoso
MECTO

CnoseHisi

BUPOBHULTBO
roTOBOro

CnoBeHisa

MepepeecTpavis Ha
HEobMeXeHWn TEPMIH.

3a
peyenmom

He
nidssieae

UA/0420/02/01
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asaBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsioYeHHs1
500 wmr, no 10 TabneTok nikapcbKoro MepiognyHicTb NogaHHsA
y 6nictepi; no 5 3acoby, nepBMHHa perynsipHo
6nicTepIB y KAPTOHHIi Ta BTOPUHHA OHOB/IHOBAHOrO 3BITY 3
Kopoo6Li yrakoBKa, 6e3nekun BiANOBIAHO A0
KOHTpO/b Ta Mopaaky 3AiACHEeHH:
BUNYCK cepil: thapmakoHarnagy,
KPKA, a.4., HoBo 3aTBEPXEHOro HakasoM
mMecTo, CnoBeHis; MiHicTepcTBa OXOpPOHU
nepBuHHa Ta 370pOB’A YKpaiHuu Big 27
BTOPVHHA rpyaHa 2006 poky Ne
ynakoBka: 898, 3apeecTpoBaHuii B
KPKA, a.4., Hoso MiHicTepcTBi tocTuLi
mecTo, C/oBeHis Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTbL: 3riAHO
3i cTpokamu,
3a3HavYeHUMn y
nepiognMYHOCTI NOAAaHHS
perynsipHux 3BiTiB 3
6e3neku.
30. | WMNWWHW Nnoan nnogmno 100r, 150 ry NnAT YkpaiHa MAT YkpaiHa nepepeecTpauis Ha 6e3 nionsizae UA/9376/01/01
naykax 3 BHYTpILLHIM "Nly6Hucbapm" "Jly6Hupapm” HeobMeXeHW TepPMIH. peyenma

naketTom

MepiognyHiCTb NOAAHHSA
perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku BigNoBigHO A0
Mopsaky 34iicHeHHS
dhapmakoHarnsgy,
3aTBEPIXEHOrO Hakas3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii
Ykpainu 19 rpyaHs 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHU
340pOB’sA YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTbL: 3riAHO
3i cTpokamu,
3a3HayveHuMn y
nepiognYHOCTI NoAAHHS
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Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsioYeHHs1
perynsipHux 3BiTiB 3
6esneku.

HauyanbHuK YnpaBniHHA hapmaleBTUYHOI AiANBHOCTI Ta .
sikocTi hapmauieBTUYHOT NPOAYKLiT T.M. JlackoBCbKUA



MEPENIK

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

18.12.2018 Ne 2362

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. | AKNACTA po3ynH ana iHdpysii, | HosapTic ®apma | LUBeliuapi BMPOGHULTBO 3a Lseliuapi BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/4099/01/01
5 mr/100 mn no 100 Al A MOBHVM LMK/IOM: A/ ABCTpis | 3MiHa y MeToAax BMNpobyBaHHS roTOBOro /ikapcbKoro 3acoby - |  peyenmom
My p1akoHi; no 1 HosapTic ®apma T. "laeHTudiKauis, KisibkicHe BU3HAYeHHS Ta CynpoBigHi
hnakoHy B KOPOOL LLTeliH AT, nomiwkn" (Metog BEPX) - i3okpuTuyHa 3BopoTHa hasa LC 3
3 KapToOHY LLiBeiuapis; YO - geTekujeto npu 215 HM NPOMNOHYETLCA 3aMiHUTK Ha Rapid
BVMPOGHMLTBO, LC 3 Y® - peTtekuieto npu 215 HM; 3MiHM | TUNY - 3MiHa
nepBuHHe napameTpiB cneuyudikaLii Ta/abo AOMyCTUMNX MEX rOTOBOrO
naKyBaHHs: nNiKapcbKoro 3acoby - AONOBHEHHSA crneumdikav,ii roToBoro
®peseHiyc Kabi niKkapcbKoro 3acoby A04aTKOBUMU NMOKA3HUKOMU T.
AscTpis [M6X, "TepMeTnYHICTb (h1akoHy 3a A0NOMOrol 6apBHUKA", AaHWIA
ABCTpISl; KOHTPO/Tb napameTp TECTYETbCSA OAMH pa3 Ha PiK; [ONOBHEHHS
AKOCTi 3a creuudikaLii rotoBoro sikapcbKoro 3acoby Ao4aTKoOBUM
NOKa3HNKOM NOKa3HUKOM "OCMONANBHICTD" LLNSAXOM 3HKEHHS
"BakTepianbHi Temnepartypv 3aMep3aHHsi; 3MiHu | Tuny - 3MiHa napameTpis
€HOO0TOKCUHN": cneundikauii Ta/abo AONYCTUMMX MEX FOTOBOTO NiKapCbKoro
®peseHiyc Kabi 3ac00y - 3BY)XXEHHS fONyCTUMUX MeX napameTpiB cneuudikawlii
AscTpisa T'm6X, T. "BakTepiasibHi eHAOTOKCUHN"; 3MiHM | TURY - 3MiHa y MeToaax
ABCTpIsi; KOHTPONb BUNPOBYBaHHS rOTOBOrO NiKApCbKOro 3acoby - 3MiHW y
AKOCTI 3a 3aTBEPKEHUX MeToAax BunpobyBaHHs 3a T. "pH" - 3miHa
NOKa3HUKOM npo6oniarotToBkn 6€3 3MiHW KpUTepIiiB cneyudikauii; HeaHavyHa
"CTepubHICTb": 3MiHa y 3aTBEpAKEHMX MeTofax BUNPobyBaHHs T. "O6 eM, L0
ATEC 'm6X IMEZ, BUTAraeTbCA'"- 3MiHa KiNlbKOCTi 3paska 3 "1 dpnakoHy "o "3
ABcTpist hN1aKoHIB", 3MiHa MOCW/IaHHS; HE3HAYHI 3MiHN Y 3aTBEPKEHUX
MeToAax BUNPoOyBaHHA 3a NnokasHukamy "Buaumi yactku',
"HeBugumi yactkn"; 3mMiHa y 3aTBepKeHUX MeTogax
BMNPOGYBaHHSA "CTepu/bHICTb (EKCpec aHani3)" BBEAEHHS
NPVMITKV L0 KOHTPO/II0 NapameTpa Ha KiHeLlb TepMiHy
NpUAATHOCTI, HE3HAYHI 3MiHW - 3MiHa NPOGONIArOTOBKMU,
pefakuiiiHi npaBku (3MiHa Ha3BW «LUBWUAKWIA TECT» Ha «eKCcrnpec
aHani3»); 3MiHu | Tuny - 3MiHa napameTpiB cneuudikauii
Ta/abo fonyCTMMUX MEX FOTOBOrO NiKapCbKOro 3acoby -
[OMNOBHEHHS crevmdikaLii roToBOro NikapcbKoro 3acoty
[04aTKOBMM NOKa3HUKOM “BakTepiasibHi eHO0TOKCUHN" Ha
TEPMiH NpuaaTHocTi. BBefaeHHA 3MiH npoTarom 3-x micauis
nicnsa saTBepKeHHs
2. | AMIHA3VH PO3YMH ANS iH'EKLiA, ToBapucTBo 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/3562/01/01
25 mr/mna; no 2 mn B 06MEXEHO0 BUPOGHMLTBA, AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyernmom
amnyni, o 10 BiANOBIAAbHICT KOHTPO/Ib SKOCTI, 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
amnyn y kopobui 3 10 "XapkiBcbke BUNYCK cepil: HallMeHyBaHHs Ta afipecu 3asiBHUKa; 3MiHu | Tuny -




40

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
KapTOHY; N0 2 M/ B thapmaueBTUYHe ToBapucTso 3 AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
amnyni, no 5 amnyn nignNpPUEMCTBO 06MeXeHo MiCLiAl NPOBaXEHHS AiS/IbHOCTI BUPOGHMKa/iMnopTepa
B 6nicTepi, no 2 "340poB'a Bi4NOBiAA/IbHICTIO roTOBOro NikapCbKoro 3acoby, BKIYAUN AINbHAL BUMYCKY
6nicTepu y kopobui 3 Hapoay" "XapkiBcbke cepii abo micue NpoBeAeHHS KOHTPOSTIO SKOCTI. (AisifbHICTb, 3a
KapToOHY; N0 2 MN B hapmaueBTUyHe SIKy BiANOBiAa€e BUPOGHMK/IMNopTep, BKIOUaUM BUMYCK Cepiid)
amnyni; no 10 nignNpMeEMCTBO - 3MiHa agpecun BMpo6Huka MNN3 ToBapncTBO 3 06MEXEHO
amnyn y 6nictepi; no "3[0poB's BiANOBIAA/IbHICTIO "XapkiBCbke hapMaueBTUYHE MignpueMCTBO
1 6nicTepy y Hapogay", "300poB'sa Hapody", YkpaiHa, 6e3 3MiHV MicLs BUPOBHULITBA
Kopoo6Li YKpaiHa; (BBEAeHHA 3MiH NPOTAroM 3-X MicsiLiB Nicns 3aTBepKeHHS);
BCi cTagil 3MiHM | TUny - AAMIHICTPaTWBHI 3MiHW. 3MiHA HaliMEeHyBaHHS
BMPOGHMLTBA, Ta/abo agpecy MicLA NPOBaXEHHS Ais/IbHOCTI
KOHTPO/Ib SIKOCTI: BMpPOBHMKa/iMNopTepa roToBOro JliKapcbKoro 3acoby,
ToBapucTso 3 BK/IHOUAI0UM AiNbHULj BUMYCKY cepil abo micue npoBeeHHS
06MeXeHo KOHTPOJO SIKOCTI. (Ais/IbHICTb, 3a SKy BiAnoBsigae
BiANOBIAA/LHICTIO BMPOGHWK/IMNOPTEpP, HE BK/IKOYAOUM BUNYCK CEPIil) - YTOUHEHHS
"papmMmaueBTUYHa agpecy Bupo6Huka 13 ToBapnCTBO 3 0OGMEXEHOID
KOMNaHis BiANoBiAa/IbHICTIO "®apmaleBTUyHa KoMnaHisa "340poB's”,
"3p0pos'a"’, Ykpaina, 6e3 3miHu micus BupobHuLTBa (BBEAEHHS 3MiH
YKpaina npoTsrom 3-x MicsiLiB Nicnsl 3aTBEPAKEHHS)
3. | AMOKCUN® Tabnetku no 250 mr MAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: 3MiHu | TUny - 3a UA/1081/01/01
no 10 TabneTok B "Kuismegnpenap "Kuismegnpenapa 3MiHa yMoB 36epiraHHa A®| AMokecuLmniHy Tpurigpary: peyenmom
6nicTepi; no 2 at" T 3anponoHoBaHo: «B cyxomy 3axuLLeHoMy Bif, CBiTNa MicLj, npn
6nicTepu B nayuj Temneparypi He Buuie 30°C.»
4. AMOKCUN® Tabnetku no 500 mr MAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 40 peeCcTpaviiHnX MaTepiasiiB: 3MiHu | TNy - 3a UA/1081/01/02
no 10 TabneTok B "KuiBmegnpenap "Knismegnpenapa 3MiHa yMOB 36epiraHHa A®| AMokcuLmniHy Tpurigpary: peyenmom
6nictepi; no 2 at" T 3anponoHoBaHo: «B cyxoMy 3axuLLeHoMy Bif, CBIT/1a MicLy, Npn
6nictepy B nayi TeMnepaTtypi He Buuie 30°C.»
5. | ACNAPKAM- Tabnetku, no 10 ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 6e3 UA/4633/01/01
340POB'A Tabnetok y 6nictepi; obmexeHoro 06MexeHoto 3MiHa HaliMeHyBaHHSA Ta agpecy BUpo6GHMKa AD| kanito peyenma
no 5 6nictepis y BiANOBIAA/IbHICT Bi4NOBiAA/IbHICTIO acnapariHaTy Hanisrigparty; 3MiHu | Tuny - 3MiHa
KapTOHHI kopobuy; 10 "@apmaueBTuyHa HalilMeHyBaHHA Ta agpecu BUpobHunka A®| marHito
no 50 TabneTok y "®apmaLeBTuyH KOMMaHis acnapariHaty TeTparigparty; 3mMiHu |l Tuny - 3mMiHW B npoueci
6nictepi; no 1 a KoMnaHis "3popoB's” BMpO6HMUTBa ADI; cynyTHS 3MiHa: 3MiHa y NapameTpax
6nictepy B "3p0poB'a” cneuudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
KapTOHHi KopobLyj; cneumdikauisx Ha A®l, abo BUXiAHUA/NPOMIXKHWI
no 50 Tabnetok y NPoAyKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECi
6nicTepax BMPOGHMLTBA ADI - 3MiHM B NpoLeci BUpOGHMLTBA AjiHo4Ooi
peyvyoBMHM MarHito acnapariHarty TeTparigpaty (BU1y4YeHHs 3
CVHTE3y eTaHo/y) i K HacNiAoK 3MiHM Yy cneyudikauii Ta
MeTodax KoHTpono AdI
6. ADPANA Tabnetku no 20 TOB "Martepia YkpaiHa 3AT CaHToHika Nntea BHECEHHS 3MiH [0 peEECTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny - 6e3 UA/6887/01/01
Tabnetok y 6nictepi; Mepuka- 3MiHM 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. Cuctema peyenma
no 5 6nictepis y YkpaiHa" KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBKu

KapTOHHI Kopobuyj

roTOBOrO MiKapCbKOro 3acoby (BW/yYEHHs1 yNnakoBK/ NEBHOIO
pO3Mipy) - BUTy4YEHHS! YNakoBKW NEBHOr0 po3Mipy - TabneTku
Ne40 (20x2) y 6nictepax; 3miHu | Tuny - 3MiHW 3 SKOCTI.
[oToBMIA Nikapcbkuii 3aci6. Onuc Ta cknag,. 3miHa abo
JofaBaHHsA LWTamnis, NOTOBLEHb ab0 iHLWKX MapKyBaHb,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

YK/0HaUn 3aMiHy abo fogasaHHs dapb AN MapKyBaHHS
nikapcbKoro 3acoby (3miHa Wwramnis, NOTOBLLEHb ab0 iHLIMX
MapKyBaHb) - BUganeHHs Hanucy "MATERIA MEDICA" 3
MapKyBaHHS TabnieTku, K Hac/ifoK 3MiHa onucy TabneTku - Ta
K HACNiAoK 3MiHU B po34in "OCHOBHI (Di3UKO-XiMiYHi
BMACTUBOCTI" A0 IHCTPYKLIi 418 MeAUYHOro 3actocyBaHHs J13;
3MiHW | TMny - 3MiHK 3 AKOCTi. [OTOBMIA Nikapcbkunii 3aci6. 3miHK
y BUPOGHULTBI. 3MiHa iMNnopTepa/3miHu, L0 CTOCYTbCA
BUNYCKY Cepii Ta KOHTPOJIH0 SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo fofaBaHHA BUPOOHMKA, LU0 BigrnoBigae 3a
BBE3€eHHA Ta/abo Bunyck cepii) - Bkirovatoun
KOHTPONb/BUNPOGYBaHHSA cepii - 3amiHa BUPOOHKKa roToBOro
nikapcbKoro 3acoby; 3miHu | Tuny - 3miHW 3 AKOCTi. F0TOoBMIA
nikapcbkuii 3aci6. 3MiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
[0AAaTKOBOI [i/TbHUL BUPOOHMLTBA A1 YACTUHU abo BCbOro
BMPOGHNYOro NpoLLeCcy roTOBOrO NiKapCbKOro 3acoby
(minbHUUSA, Ha AKi NpoBOASATLCSA ByAb-AKi BUPOGHUUI CcTagjl, 3a
BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTi, NEPBUHHOIO Ta
BTOPWHHOTO MaKyBaHHS, [/19 HECTEPUTbHNX NTIKapPCbKUX
3aco6iB) - 3aMiHa 4iNbHUL BUPOBGHULITBA rOTOBOTO J1iKApPCbKOro
3acoby; CynyTHS 3MiHa - 3MiHM 3 IKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpo6bHULTBI. 3amiHa abo BBEAEHHS A0AaTKOBOI
OiNbHULI BUPO6HULTBA AN18 YaCTUHN abo BCbOro BUPOGHMYOro
npouecy roToBOro /ikapcbkoro 3acoby (AinbHUUs ons
NepBMHHOTO NaKyBaHHSA) - 3MiHW 3 SKOCTi. [0TOBWIA Nikapcbkuii
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEEHHS A0AaTKOBOI
AiNbHUL BUPOOHULTBA 4718 YaCTUHN abo BCbOr0 BUPOGHUYOro
npoLiecy roToBOro NikapcbKoro 3aco6y (AinbHNUA ans
BTOPVHHOIO NakyBaHHS); 3MiHW | TUNY - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy - AONOBHEHHS
IHCTPYKUIii 4NnA MeguyHoro 3actocysaHHs J13 posginamu
"3asaBHUK" Ta "Micue3HaxoMKeHHs 3asaBHUKA"; 3MiHu |l Tvny -
3MiHn 3 aKkocTi. A®l. BUpo6bHMLTBO. 3MiHa BUPOGHUKA
BMXiHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTLCA Y BUPOBGHMYOMY npoueci APl, abo 3miHa
BMPOGHUKA (BK/IKOYatOuK, fe HeobXigHo, MicLie NpoBefeHHs
KOHTpOsto sikocTi) A®I (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[ocbe)(iHLWi 3MiHN) - 3MiHa BUPOGHMKA Ajt0H0T pevoBUHN
"AHTWTINA [0 npocTaTocneundiyHOro aHTureHy adiHHO
OYMLLEHI: cyMill romeonaTuyHux po3segeHb C12, C30 Ta
C200" 3 TOB "HB® "MATEPIA MEOVKA XONANHT™,
Pociiicbka ®egepauisi Ha 3AT CaHToHika, JIuTBa

ALEKOP KAPAIO

TabneTku
KMLLKOBOPO3UMHHI MO
100 wr, no 50 a6o
no 100 TabneTok y
6aHuj; no 1 6aHui B

TOB HB®
«MIKPOXIM»

YKpaiHa

TOB HB®
«MIKPOXIM»

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
Ha3BuW Ta agpecu 3asBHKKa (BBeAeHHs 3MiH NpoTArom 3-x
MiCALIB MiC/1A 3aTBEPLKEHHS); 3MiHU | TUNY - AgMIHICTpaTUBHI

6e3
peuyenma

UA/9628/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

nauti 3 kKapToHy; no
10 TabneTok y
6nictepi, no 5
6nicTepiB y navui 3
KapToHy; no 25
Tabnetok y 6nictepi,
no 4 6nictepn y
nauui 3 KapToHy

3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpoBapPKEHHS AiS/IbHOCTI BUPOBHMKa/imnopTepa roToBoro
NiKapcbkoro 3acoby, BKIOUakun AinbHULi BUNYcKy cepii abo
MiCLie NpOBEeAEHHS KOHTPOJTHO SKOCTI. (AISNbHICTb, 3a Ky
BiANOBiAae BMPOGHMK/IMNOpPTEp, BK/IOUAKOUM BUMYCK cepild) -
3MiHa Ha3BW Ta agpecy BUPO6HUKa, 6e3 3MiHN MicuA
BMPOG6HMLTBA (BBEAEHHS 3MiH NpOTArom 3-X MicAuiB nicns
3aTBEPKEHHS); 3MiHU | TUNY - 3MiHK WOoA0
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsagy. BeegernHs abo
3MiHU [0 y3araJlbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXEHOT 0cobu,
BIANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsaay; KOHTakTHOT
ocobu 3 dhapmakoHarnsay 3asBHuKa ANs 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWo BOHa BiAMiHHA Bif,
YMOBHOB&XEHOT 0c06U, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-haiina cuctemun chapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHWX YNOBHOBaXXEHOI 0cobm,
BiANOBIAA/IbHOI 3a 34iicCHEHHA hapmakoHarnsaay; amiHu | Tuny
- 3MiHK Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy
(iHWi 3MiHW) - BHECEHI AaHi 415 NOBIJOM/IEHHS MPO HeGaxkaHi
ABMLLA NPU MEANYHOMY 3aCTOCYBaHHS /liKapCbKoro 3acoby y
3B'A3KY 3i 3MIHOI KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0cobw,
BiANOBIAaNbHOI 3a 34ilicHeHHsAM hapMakoHarnsay (BeegeHHs
3MiH NPOTArom 3-X MicAUB NiC/A 3aTBePMAXKEHHS); 3MiHK | Tuny -
3MiHuM Woao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsmy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMX/6ionoaibHKX NikapCcbkux 3acobis nicns
BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA npenapart (3MiHa
He noTpebye HafaHHA XOAHNUX HOBUX [OAATKOBUX AAHNX) -
3MiHV BHECEHI [10 IHCTPYKUIT 4718 MEANYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu: «dapMakoorivHi
B/1ACTMBOCTI», «[oKa3aHHSA»(YTOYHEHHS iHchopmalii),
"MpoTunokasaHHa", "B3aeMogis 3 iHLWMMU NiKapCbKUMu
3acobamu Ta iHWi B1uan B3aemogiit”, "OcobamBocTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog, BaritHoCTi abo
rogyBaHHs rpyaar”, "34atHiCTb BNIMBATU Ha LUBUAKICTb
peakuii Npn kepyBaHHi aBTOTPaHCNOPTOM a60 iHLMK
MexaHismamu”, "Cnoci6 3acTocyBaHHA Ta 4o3un",
"MepepnosysaHHsa", "Mob6iyHi peakuii” BiANOBIAHO A0 iHchopmavii
LLOZI0 MEANYHOTO 3aCTOCYBaHHS pethepeHTHOro JliKapCbKoro
3acoby (ACMIPVH KAPLIO , TabneTtkun, BKpUTI
KMLLKOBOPO34MHHOI 060/10HKO0, 100 Mr) BBeAeHHS 3MiH
npoTsirom 3-X MicsLiB nic/is 3aTBepMKEHHS

BArHA
3BNYANHOIO

naroHm no 50 ry
naykax 3 BHYTPILLHIM

MpAT
PapmaLeBTUYHa

YKpaiHa

MpAT
PapmaLeBTUiHa

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: 3MiHu | TUny -
3MiHM WoAo 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsgy -

6e3
peyenma

UA/2118/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
MAroHu1 nakeTom thabpuka thabpuka "Biona" OHOBJ/IEHO TEKCT MapKyBaHHS YNakoBKM NikapCbKoro 3acoby.
"Biona" BBeAeHHA 3MiH NpoTArom 3-x MicAuis nicns
3aTBepKEHHSA
9. | BEKOHA3E cnpeii HasasTbHUIA, TOB "OMETA YkpaiHa BMPOGHMLTBO 3a Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiastis: 3MiHu | Tuny - 6e3 UA/3140/01/01
cycneHsis, 50 SAPMA NOBHWUM LK/IOM: ABCTpIst 3MiHW [0 IHCTPYKLUIT 418 MeAWYHOro 3aCTOCYBaHHSA [0 pO34inis peuenma
MKr/f03y, no 100 YKPAIHA" Inakco Bennkom "Oco6/1Bi 3axoau 6e3neku”, "MobiuHi peakuii". BBegeHHS
no3 abo 180 go3y C.A., IcnaHisi; 3MiH NPOTArom 6 MicALiB Nicnsa 3aTBepPAKEHHSA
hNakoHi BMPOGHMLTBO 3a
noninponisieHoBomy NOBHUM LK/IOM:
abo Pixapg BitTHep
nonieTuneHoBoMy, Al', ABcTpis
3’egHaHoMy 3
[03YH0UMM
NPUCTPOEM,
HOCOBUM aganTepom
Ta KpuLeykoto; no 1
h1aKkoHy B KOPO6L
10. | BETAAVH® Masb 10% no 20 ry 3AT YropumHa 3AT YropuHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu Il Tuny - 6e3 UA/6807/01/01
Ty6i; no 1 Ty6i B PapmaLeBTUYHN dapmaveBTUYHUIA 3MiHM Wopo 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsgy. peyenma
KapTOHHI Kopo6Lyi 1 3aBog ElC 3aBog ErIC BHeceHHs abo 3miHa(v1) 4o 3060B'A3aHb Ta yMOB Buaadi
peecTpaLinHOro NocBiAYeHHs, BKIOYatoun MNnaH ynpasiHHA
pusmKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€)
nojasibLLIoro 06I'pyHTYBaHHS HOBUMU A0ATKOBUM AaHUMMK, L0
MaloTb HaJaBaTUCsA KOMNETEHTHUM OpPraHOM, OCKiNbKN
BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm).
BukoHaHHs 30608B'A3aHb BigNOBIAHO A0 NiANYHKTY 2.3 NYHKTY 2
pofatky 15 ao Mopsagky NnpoBefeHHs ekcrnepTunsn
peecTpauiiHnx MaTepianiB Ha flikapcbki 3acobu, Lo
noJaloTbCs Ha AepXaBHy peecTpauiio (nepepeectpadiio), a
TakoX eKcnepTu3n matepiaslis NPo BHECEHHS 3MiH 40
peecTpauiiHuX MaTepiasiB NPOTAroM fji peecTpawiiiHoro
NnocBifYeHHs, 3aTBepapKeHoro Hakazom MO3 Big, 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne 460)
11. BETAOVH® po34nH ons 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 6e3 UA/6807/03/01
30BHILLHLOrO Ta PapmaueBTUYHU dapmauleBTUYHUI 3MiHuM Woao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay. peyenma
MicL.eBoro i 3aBog ElC 3aBog ErIC BHeceHHs abo 3miHa(u1) 4o 3060B'si3aHb Ta YMOB Buaadi
3acTocyBaHHsA 10%; peecTpauiiHoro NocBigYeHHs, BKIYaoum MNnaH ynpasniHHA
no 1000 mny pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€)
dhnakoHax 3 noAasIbLLIOro 06I'pPYHTYBaHHS HOBUMM JO4ATKOBUM AaHUMK, LLO

KpanenbHULEo; No
30 mn abo 120 mny
hNakoHi 3
KpanenbHuueto; no 1
hNakoHy y
KapPTOHHIN navuy,j

MalTb HaaBaTUCs KOMNETEHTHUM OpPraHOM, OCKINIbKN
BMMAaraeTbCs CyTTEBA OLjiHKA KOMMNETEHTHUM OpPraHoMm).
BUKOHaHHs 3060B'A3aHb BigNOBIAHO A0 MiANYHKTY 2.3 NyHKTY 2
popartky 15 o MNMopagky NpoBefeHHsA ekcnepTusn
peecTpauiiHnx MaTepianiB Ha flikapcbki 3aco6bu, Lo
noJarTbCs Ha AepXaBHY peecTpauiio (nepepeecTpadiio), a
TaKoX eKCnepTu3n maTepianis Npo BHECEHHS 3MiH 0
peecTpauiiiHix MaTepiasniB NpoTsArom fAii peectpauiiioro
NoCBigYeHHs], 3aTBepApkeHoro Hakasom MO3 Big, 26.08.2005 Ne
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
12. BETA3O0H MN/IKIOC | kpeMm ans ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUny — 3a UA/12948/01/01
30BHILUHLOTO 06MEXEHO BUPOGHMLTBA, 3MiHa HaliMEHYBaHHS Ta YTOYHEHHST MiCLLE3HAXOMKEHHS peyernmom
3actocyBaHHs Mo 15 | BignoBiganbHicT KOHTPO/Ib AKOCTI, BMpOGHMKa A®| MeHTaMiuuHy cynbgaTty BiANOBIAHO A0
ra6o 30 ry Ty6i; no 10 BUNYCK cepil: HaJaHVX JOKYMEHTIB BUPO6HUKa APl. BupobHuya ainbHnus Ta
1 1y6i y Kopo6ui 3 "®apmaLeBTUyH ToBapucTso 3 yCi BUpOGHWYi onepawjii 3anvLwaloTbCs HE3MIHHUMU; 3MiHN |
KapToHY a KoMnaHis 06MexeHot TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
"3p0poB'a” BigNoBiAa/IbHICTIO BiANOBIAHICTb A0 MoHOorpadii APY abo €BponeicbKol
"papmMmaueBTUYHa thapmakonei, abo iHLWOi HaLioHasIbHOI dhapmakonei gepxasn
KOMMaHis €C (3miHa y cneuundikauisx, nos'asaHa 3i 3MiHamun B AdY, abo
"3popos's”, €Bponelicbkiin hapmakonei, abo iHLUIA HaLioHaNbHIl
YKkpaiHa; Bci cTagji hapmakonei gepxasu €C); cynyTHS 3MiHa: 3MiHa y MeTogax
BVMPOGHMLTBA, BunNpobyBaHHA A®l abo BMXigHOrO MaTepiany/npomMiKHOro
BUMYyCK cepii: NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
ToBapucTso 3 BMpO6HUMLTBA AP| — NpuBEaEHHS cneundikalii Ta MeToais
06MexeHot KOHTponto A®| BeTa3oHy BasiepaT MiKPOHI30BaHWiA 3a
BiANoBiAa/IbHICTIO nokasHnkom «MBU», y BIANOBIAHICTb 4O BUMOT Ait0HOro
"papmMaLeBTUYHa BUAAHHA ADY; 3miHu | Tvny - 3MiHK, NOB'A3aHI 3 HEOOXIAHICTIO
KOMNaHis npuBeAeHHs Yy BiANOBIAHICTb A0 MoHorpadii APY abo
"3p0pos'a", €Bponeiicbkoi thapmakonel, abo iHLWOT HalioHasIbHOI
YKpaiHa; KOHTPOsIb thapmakonei gepxasu E€C (3miHa y cneuudikaulisix, nos's3aHa
AKOCTI: 3i 3miHamy B 1®Y, abo €Bponelicbkiin hapmakonei, abo iHLuii
ToBapucTBo 3 HaljioHasnbHIli hapmakonei gepxasu €C); cynyTHsS 3MiHa:
06MEXEHO0 3MiHa y MeToAax BunpobyBaHHs APl abo BMXiZHOTO
BiANOBIAA/LHICTIO marepiany/npomMiKHOro NpoAyKTy/peareHTy, Lo
"®APMEKC BMKOPUCTOBYETLCA Y npoLieci BUpobHuuTBa A®I (He3HauHi

FPYT", YkpaiHa

3MiHW Yy 3aTBEPMKEHUX MeTofax BUNPoObyBaHHS); 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, NoB'A3aHa 3i 3miHamu B 4dY, abo
€Bponelicbkii hapmakonei, abo iHLUIA HaLioHaNbHIl
thapmakonei gepxasu €C); cynyTHA 3MiHa: 3MiHa y MeTofax
BMNPO6YBaHHA JOMOMDKHOI PEYOBMHM — 3MiHM A0 cneundikadii
Ta METOAiB KOHTPOIO AOMOMDKHUX PEHOBUH; 3MiHW | TUMy -
3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA Y BIANOBIAHICTb
[0 moHorpadii ®Y abo €Bponelicbkoi hapmakonei, abo
iHLWOT HauioHanbHOT thapmakonei aepxasn €C (3MiHa y
cneumdikauisix, Nos'A3aHa 3i 3amiHoto BUMOr MoHorpadii 4Py
abo iHWOi HauioHasIbHOI dhapmakonei gepxasn E€C Ha BUMOrK
MoHorpadii €Bponeiicbkoi hapmakonei) — 3mMiHu [0
cneumdikaLii JONOMKHOT peyoBuHM Onist MiHEpPaUibHa, Y
3B'A3Ky 3 NPUBELEHHSAM [0 BMMOT Ajlo4oro BugaHHa EP; 3MiHu |
TUNy - 3MiHa y MeTofax BUNpo6yBaHHSA roTOBOrO /iKapCbKoro
3aco6y (OHOBNEHHS NpoLeaypy BUNPoGYyBaHHA 415
npuBeAeHHs Y BiANOBIAHICTb 3i 3MIHEHOO 3ara/ibHO CTaTTero
L®Y a6o Esponelicbkoi hapmakonei) — NpUBeAEHHS METOAIB
KOHTPOJ1H0 FOTOBOrO NiKapCbKOro 3acoby y BiANOBIAHICTb A0
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
BVIMOT Ajit040ro BugaHHa AdY; 3miHu | Tvny - 3miHa napameTpis
cneumdikauin Ta/abo [ONYCTUMUX MEX NEPBUHHOT YNaKoBKU
roTOBOrO NikapCbKOro 3acoby; CynyTHS 3MiHa: 3MiHa y MeTofax
BUNPOBYBaHHS NEPBUHHOI YNaKOBKV FOTOBOTO /iKapCbKOro
3acoby — 3MiHM J0 cneuudikauii Ta MeTOAiB KOHTPOSTO
NepBUHHOT YNAKoBKK, Y 3B’A3KY 3 NPUBEAEHHAM 40 BUMOr
[OOKYMeHTaLii BUPOGHUKa
13. BIOBEH PO34unH ANs iHgysil TOB Ykpaina BTOPVHHE YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/14526/01/02
10 %, no 10 mn, 25 "BIO®APMA nakyBaHHs, BUMYCK 3MiHM Y MeToAuLi BUNPOOYBaHHA 3a MokasHWKoM "I AiunH" — peyenmom
M, 50 mn a6o 100 MNA3SMA" cepiii: TOB 3MiHV Y MPUroTyBaHHI PO34MHY MOPIBHSAHHSA, Ta, K HaCMifoK,
My naswLi abo "BIO®APMA 3MiHM y pOo3paxyHKoBili chopmyni
hnakoHi; no 1 MAOA3MA",
nnawui abo YkpaiHa;
hnakoHy B nauui 3 BUPOGHMLTBO,
KapTOHY nepBuHHE Ta
BTOPWHHE
nakyBaHHs1, BUNYCK
cepinn: TOB
"BIO®PAPMA
MIA3SMA",
Ykpaina
14. BIPOK® IC Tabnetku, no 10 ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14315/01/01
Tabnetok y 6nictepi; [0[aTKOBOIO [04aTKOBOKO AOMiHICTPaTUBHI 3MiHW. BunyyeHHs1 BUPOOHUYOT AinibHUL peuyenmom
no 1 6nictepy B BiANOBIAA/IbHICT Bi4NOBiAA/IbHICTIO (Bkovaroum ginbHuui ans A®I, NpoMixXHOro NpoaykTy abo
nauui 3 KapToHy 10 "IHTEPXIM" "IHTEPXIM" roTOBOrO JIiKapCbKOro 3acoby, AiNbHULi 4151 TPOBEAEHHS

nakyBaHHs, BUPOGHWMKa, BigNoBifaibHOrO 3a BUMYCK Cepil,
MicLie NpoBeAeHHS KOHTPO/IIO cepii) abo noctayasibHyKa
BUXiZIHOTO MaTepiasy, peareHTy abo JOMOMiXHOI PEeHOBUHM
(SIKLLO 3a3HAYEHO Y AOCbE) - BUNYYEHHS AiNbHULI YKpaiHa,
65080, Ogecbka 06/1., M.Ogeca, /llocTaopdicbka gopora, oya.
86, Ae 34ilicHI0ETLCA 36epiraHHs roToBOI NPOAYKLT, Ta
BUYYEHHS iHpopMaLil WoA0 MiCLLe3HaX0MKEHHS IPUANYHOT
ocobu: 3aTBepakeHo: MicLe3HaxomKeHHs pUuanYHol
0cobu(BMPOGHWK, BiANOBIAaNbHMI 3a BUNYCK cepii) YkpaiHa,
65080, Ogecbka 0611., M. Ofeca, /lloctaopdicbka fgopora, 6ya.
86 Agpecu MicLb NpoBaXeHHs Ais/bHOCTI YKpaiHa, 65080,
Opecbka 061., M. Opeca, flioctaopdhcbka fopora, 6ya. 86-
BUNPOBYBaHHS KOHTPOSIO SIKOCTI, 36epiraHHA M13; YkpaiHa,
65025, m. Ogeca, 21-i kM. CTapokuiBcbkoi goporu, 40-A-
BMPOGHMLTBO, 36epiraHHs; YkpaiHa, 65025, M. Ogeca, 21-i Km.
CTapokuiBcbKoi foporu, 23 — BunpobyBaHHSA KOHTPO/IHO AKOCTI;
3anponoHoBaHo: YkpaiHa, 65025, m. Ogeca, 21-ii kM.
CrapokuiBcbkoi goporu, 40-A . 3MiHu | TUNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCSA BUMYCKY Cepii Ta KOHTPO/IO
SIKOCTi FOTOBOrO NikapcbKoro 3acoby (3amiHa abo fJoAaBaHHSA
AiNbHUL, Ha AKil 34iACHIOETLCS KOHTPOIL/BUNPOGYBaHHS cepii)
- 3aMiHa fiflbH1Lb , e NPOBOANTLCS BUNPOGYBaHHSA KOHTPO/IH0
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

cepil: 3 AinbHUUb 3a agpecamu YkpaiHa, 65080, Opecbka 0611,
M. Ogfeca, MocTaopdhcbka fAopora, 6ya. 86 Ta YkpaiHa, 65025,
M. Ogeca, 21-i km. CTapoKUiBCbKOT A0Oporu, 23 Ha AiNIbHULO
3a agpecoto YkpaiHa, 65025, m. Ogeca, 21-ii Km.
Crapokuiscbkoi goporu, 40-A. 3aTBepaKeHo:
MicLe3HaxoMmKeHHs pUANYHOI 0co6U (BUPOBHNIK,
BiANOBIAaIbHNIA 3a BUMYCK cepii) YkpaiHa, 65080, Opecbka
06n., M. Ogeca, JllocTaopdcbka gopora, 6ya. 86 Agpecu Micub
NpoBaKEHHSA AiSNIbHOCTI YKpaiHa, 65080, Opgecbka 0611., M.
Opeca, lioctaopdocbka gopora, 6ya. 86- BUNpo6yBaHHSA
KOHTpPO/0 sKoCTi, 36epiraHHs N13; YkpaiHa, 65025, M. Ofeca,
21-ii km. CTapokuiBcbKoi foporu, 40-A- BAPOBHNLTBO,
36epiraHHs; YkpaiHa, 65025, m. Opeca, 21-i k.
CTapokuiBCbKOi foporu, 23 — BUNpobyBaHHA KOHTPOIHO AKOCTI;
3anponoHoBaHo: YkpaiHa, 65025, M. Ogeca, 21-i k.
CTrapokuiBcbKoi goporu, 40-A

15.

BPOHXO BEAA
nnoc

cupon no 100 mny
thnakoHax; no 1
dhnakoHy 3 MipHUM
KOBMNAYKkoM y
KapTOHHI Kopo6Lyi

€Bpo Nalichkep
nrp,

Benvka
BpuTtaHis

MAT
"Ximchbapm3sasog
"UepBoHa 3ipka"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu |l Tuny -
3MiHM Wopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB BuAAv
peecTpauiiHoro NocBigYeHHs, BKIYaoum MNnaH ynpasniHHA
pu3nkamm (3acTocyBaHHS 3MiH(M), ski(a) BUMaratoTb(€)
noAasIbLLIOro 06I'pPyHTYBaHHS HOBUMU JO4ATKOBUM AaHUMMU, LLO
MaloTb HaaBaTUCA KOMNETEHTHUM OpraHoM, OCKiNTbKM
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoMm) -
BurikoHaHHA 3060B'A3aHb BiANOBIAHO A0 NignyHKTY 1.13 nyHKTY
1, nignyHKTy 2.3 NyHKTY 2 godatky 15 ao MNopsaky npoBeneHHs
eKCnepTu3n peecTpauiiHnx marepianis Ha nikapcbki 3acoowu,
LLIO NOJAaloThCA Ha AepXaBHy peecTpadito (nepepeecTpadiio), a
TaKoX ekcnepTV3n mMaTepianiB NPo BHECEHHS 3MiH A0
peecTpauiiHnx matepiasnis NPOTAroM fji peecTpayjiiHoro
nocBifYeHHs, 3aTBepxeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepaxuii Hakasy MO3 Big 23.07.2015 Ne 460). BHeceHi
3MiHM A0 HCTPYKLIi 415 MeANYHOro 3acTOCyBaHHS NikapCbKOro
3acoby fo po3sginy "OcobnmBoCTi 3acToCyBaHHS" BigNoBigHO
[0 MaTepianiB peecTpauiiHoro Aocke

6e3
peuyenma

UA/5141/01/01

16.

BPOHXO-
MYHAN®

Kancynwv Teepgi no 7
mr no 10 kancyn y
6nictepi; no 1 a6o 3
6nictepu B
KapTOHHI Kopo6Lyi

CaHpo3
PapmacboTiKau
34.4.

CnoBeHis

nepBrHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOb Cepil,
BUNycK cepii: Jlek
PapmaueBTuyHa
KOMnaHis 4. 4.,
CnoseHis;
BUPOBHMLTBO in
bulk, KoHTpONb
cepii: OM dapma
CA, Useiiyapis

CnoseHis/
LLiBeiuapi
2

BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny -
3MiHM WoAo 6e3nekn/edpeKTBHOCTI Ta chapmakoHarnsgy -
[OMOBHEHHSA TEKCTY MapKyBaHHSA Ha BTOPUHHIl ynakoBLj
iHchbopmavieto: “A1A LOPOCNUX Ta nigniTkis Bikom Big 12
pokis” (N. 9 IHLWIi 0co6nMBI 3aCTEpeXEHHA CTOCOBHO
nikapcbKoro 3acoby), 3rigHo 3aTBepAKeHOI IHCTPYKLUIT Ans
Me[MYHOro 3aCTOCyBaHHs. BBeAeHHs 3MiH npoTArom 6-tm
micsauiB nicnAa 3aTBepAKeHHs

6e3
peyenma

UA/14314/01/01

17.

BPOHXO-

Kancynv Teepgi no

CaHpo3

CnoBeHis

NepBuHHE Ta

CnoseHis/

BHECEHHS 3MiH 40 pPEECTPaLiiHNX MaTepiastiB; 3MiHM | Tvny -

6e3

UA/14268/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
MYHAN® N 3,5 mr no 10 kancyn dapmacbloTikan BTOPUHHE LLiBenuapi [OMNOBHEHHS TEKCTY MapKyBaHHS Ha BTOPUHHIN ynakoBsL,i peyenma
y 6nicTepi; no 1 abo 34.4. nakyBaHHs, A iHchopmauieto: “O/1A JITEN Big 6 micsuis go 12 pokis” (. 9
3 6nictepu y KOHTPO/b cepii, IHLWI 0CO6NMBI 3aCTEPEXEHHA CTOCOBHO /IIKAPCLKOro 3acoby),
KapTOHHI Kopo6Lyi BWMYCK cepil: Jlek 3riAHO 3aTBEPMKEHOT IHCTPYKUIT AN MEAMYHOIO 3aCTOCYBaHHS.
dapmaueBTUyYHa
KomnaHia g.4., BBepfeHHA 3MiH npoTArom 6-tm micauis nicna
CnoseHis; 3aTBEPAKEHHS
BMPOGHMLTBO in
bulk, KoHTpONb
cepii: OM ®apma
CA, Useiiyapis
18. BYMNPEH® IC TabneTtkn ToBapucTBo 3 YkpaiHa ToBapucTeo 3 YKpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHW | Tuny - 3a UA/10202/01/01
cy6niHrBanbHi no [04aTKOBOIO [04aTKOBOK AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHNYOT AinbHUL peyenmom
0,0002 r no 10 BiANOBIAA/IbHICT BigNoBiAa/IbHICTIO (Brovatoum ginbHuUUi ans A®I, NpoMixXHOro NpoaykTy abo
Tabnetok y 6nictepi; 0 "IHTEPXIM" "IHTEPXIM" roTOBOrO /IiKAPCbKOro 3acoby, AiNbHULi 415 NPOBEAEHHS
no 1 6nictepy B nakyBaHHs, BUPOGHWKa, BigNoBifanibHOro 3a BUMYCK Cepil,
nauui 3 KapToHy MicLle NpoBefEeHHSA KOHTPOIO cepil) abo noctavyanbHUKa
BMXi4HOro martepiany, peareHTty abo A0NOMiIKHOT peYOBUHN
(AKLLIO 3a3HAYEHO Y [,OCHE) BUTYYEHHS AinbHULI YkpaiHa,
65080, Ofecbka 06:1., M.Ogeca, /llocTgopdcbka fopora, bya.
86, Ae 34iliCHI0ETLCA 36epiraHHs roToBoi NPOAYKLT, Ta
BW/TyYEHHS iHhopMaLi WoA0 MiCLLe3HaXO0MKEHHS OPUANYHOT
0co6Wu ; 3MiHM | TUNY - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/IO SAKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fAoAaBaHHA AiNbHULL, Ha SKiiA
3[jACHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepil) 3amiHa
AiNbHWLb, Ae NPOBOANTLCA BUNPOOYBAHHS KOHTPO/IO Cepil : 3
LOinbHULL 3a agpecamn YkpaiHa, 65080, Ogecbka 061., M.
Opeca, lioctaopdcbka gopora, 6ya. 86 Ta YkpaiHa, 65025, m.
Opeca, 21-i km. CTapokuiBCbKOI f0poru, 23 Ha Ai/TbHULIO 3a
aapecoto YkpaiHa, 65025, M. Ofeca, 21-ii kM. CTapoKUiBCbKOT
goporu, 40-A
19. BYMNPEH® IC Tabnetkun ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/10202/01/02
cybniHrBaUibHi No [0[aTKOBOIO [04aTKOBOK AOMiHICTPaTUBHI 3MiHW. BunyyeHHs1 BUPOOHUYOT AinibHUL peuyenmom
0,008 r no 10 BiANOBIAabHICT BiANOBIAA/LHICTIO (Bkntovaroun ginbHuLi ns APl NPOMKHOTO NpoaykTy abo
Tabnetok y 6nictepi; 0 "IHTEPXIM" "IHTEPXIM" roTOBOrO JIiKapCbKOro 3acoby, AiNbHULi 415 TPOBEAEHHS

no 1 6nictepy B
nauui 3 KapToHy

nakyBaHHs, BUPOOHMKa, BigNoBifasibHOr0O 3a BUMYCK Cepil,
MicLie NpoBeAeHHS KOHTPO/IIO cepii) abo noctadasibHyKa
BUXiZHOTO MaTepiasy, peareHTy abo JOMOMiIXHOI PEeHOBUHM
(AKLWO0 3a3HAYEHO Y JIOCbE) BUNYUEHHS AiNbHULL YKpaTHa,
65080, Ogecbka 06s1., m.Ogeca, JllocTaopdicbka gopora, oya.
86, Ae 34ilicHI0ETLCA 36epiraHHs roToBOi NPOAYKLT, Ta
BUYYEHHS iHpopMaLil WoA0 MiCLLe3HaX0MKEHHS IPUANYHOT
0co6Wu ; 3MiHW | TMNY - 3MiHW 3 AKOCTI. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIO AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo AoAaBaHHA AibHUL, Ha ki
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

30iICHIOETLCA KOHTPO/Ib/BUNPOBYBaHHSA cepii) 3aMiHa AiNbHNLb
, e NpoBOANTLCA BUNPOBYBAHHA KOHTPOSIIO cepii & 3 AiNIbHULb
3a agpecamu YkpaiHa, 65080, Ogecbka 0611., M. Opeca,
NMocTtpopdhebka gopora, 6ya. 86 Ta YkpaiHa, 65025, m. Ogeca,
21-i4 kM. CTapoKWIBCbKOI Aoporu, 23 Ha AiNbHNL0 3a afpecor
YkpaiHa, 65025, m. Ogeca, 21-/ km. CTapok1iBCbKOT foporu,
40-A

20.

BYMNPEH® IC

Tabnetku
cybniHrBaUibHI NO
0,002 r no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
nauwi 3 KapToHy

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

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBiAA/IbHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOHNYOT AinbHUL
(Bkntovaroun ginbHuLi ans Adl, NpoMiXXKHOTO NpoaykTy abo
roTOBOrO NiKapcbKoro 3acoby, AiNbHULI 4715 NPOBEAEHHS
nakyBaHHs, BUPO6HWKa, BigNoBifaibHOT0O 3a BUMYCK Cepild,

MicLie NpoBeeHHS KOHTPOJIO cepii) abo nocTayasibHuKa

BUXIAHOIO MaTepiany, peareHTy abo AOMNOMDKHOI pe4oBUHM

(AKLLLO 3a3HAYEHO Y [0ChE) BUTYYEHHS AinbHULI YkpaiHa,
65080, Opecbka 06n., M.Ogeca, /llocTaopdicbka gopora, 6ya.
86, Ae 34iliCHI0ETLCA 36epiraHHs roToBOI NPOAYKLT, Ta

BU/TyYEHHS iHhopMaLii WoA0 MiCLLe3HaXOMKEHHS OPUANYHOT
0co6Wu ; 3MiHW | TUNY - 3MiHW 3 AKOCTI. FTOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa iMnopTepa/3miHu, LWo

CTOCYHTbCS BUMYCKY cepil Ta KOHTPO/IHO SKOCTi FOTOBOr0O
nikapcbKoro 3acoby (3amiHa abo AoAaBaHHA AiNTbHUL, Ha SKiiA
3[iICHIOETLCS KOHTPO/IL/BUNPOGYBaHHS cepii) 3amiHa AiNbHULb
, e NpoBOAMTLCA BUNPOBYBaHHSA KOHTPO/IKO cepil : 3 AiNbHAULb

3a agpecamu YkpaiHa, 65080, Ogecbka 061., M. Ogeca,
NMoctaopdicbka fopora, 6ya. 86 Ta YkpaiHa, 65025, m. Ogeca,
21-in km. CTapoKMiBCLKOT fOpOry, 23 Ha GiNbHULLKO 3a aapecor

YkpaiHa, 65025, m. Opgeca, 21-i km. CTapokUiBCbKOI JOpOrK,

40-A

3a
peyenmom

UA/10202/01/03

21.

BYNPEH® IC

Tabnetkun
cy6niHrBanbHi no
0,0004 no 10
TabneTtok y 6nictepi;
no 1 6nictepy B
nauui 3 KapToHy

ToBapucTBO 3
[0aTKOBOO
BiANOBIAA/IbHICT
10 "IHTEPXIM"

Ykpaina

ToBapucTBO 3
[04aTKOBO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT AinbHUL
(Bxovaroum ginbHui ans A®Il, NpoMixXHOro NpoaykTy abo
roTOBOrO /iKapCbKOro 3acoby, AiNbHULi 415 MPOBEAEHHS
nakyBaHHs, BUPOGHUKA, Bi4NOBIAAIbHOMO 3a BUMYCK Cepil,
MicLile NpoBeAEeHHSA KOHTPOIO cepil) abo noctavyanbHUKa
BMXi4HOro martepiany, peareHTy abo A0NOMiKXHOT peYOBUHN
(AKWO 3a3HaYeHOo Y JO0CbE) BUNYYEHHNA AiNbHUL YKpaiHa,

65080, Ogecbka 0611., M.Ogeca, JllocTaopdcbka fopora, bya.
86, Ae 34ilicHI0ETbCA 36epiraHHs roToBoi NPOAYKLT, Ta

BWU/IyYEHHS iHdhopMauii WoA0 MiCLe3HaxXoMKeHHS IPUANYHOT
0co6U ; 3MiHM | TUNY - 3MiHW 3 AKOCTi. TOTOBMIA NiKapCbKMii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa iMnopTepa/3MiHu, Lo

CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/I0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fAoAaBaHHA AiNbHUL, Ha SIKiiA
3[iCHIOETLCA KOHTPO/Ib/BUNPOBYBaHHSA cepii) 3aMiHa AibHULb
, ie NPOBOANTLCA BUNPOOYBAHHS KOHTPOJIIO Cepil : 3 AiNbHULb

3a agpecamu YkpaiHa, 65080, Ogecbka 0611., M. Ofeca,
Jioctgopdcbka gopora, 6ya. 86 Ta YkpaiHa, 65025, m. Ogeca,

3a
peyerimom

UA/10202/01/04
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
21- kM. CTapoKWiBCbKOI foporu, 23 Ha AiNbHNLEO 3a aApecor
YkpaiHa, 65025, m. Opneca, 21-i1 km. CTapoKUiBCLKOI fOpOrK,
40-A
22. | BANIJON® Tabnetkun MNAT "dapmak” YkpaiHa MAT "®apmaxk” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny — 6e3 UA/2713/02/01
cybniHrBaUibHi No 3MiHM 40 MEeTOAMK 3a nokasHukaMu «KinbkicHe BU3HaYeHHs», peuenma
0,06 r no 10 «CynpoBigHi AoMilLkn», «laeHTudikauis» Ta «MikpobionoriyHa
Tabnetok y 6nictepi; ynctoTa» (MeToAUKY NPUBEAEHO Y BiAMOBIAHICTb 40 BUMOT
no 1 a6o 5 6nictepis 3arajlbHUX cTaTeil no 6GioNoriYHMM BUNPOGyBaHHSAM ADY);
y nadui 3 KapToHy; 3MiHM | TUNy - 3MiHK B Npoueci BUpobHuuTBa A®| (HesHauHa
no 10 TabneTtok y 3MiHa y npoueci Bupo6HuuTea A®l); 3miHM | Tuny - 3miHa y
6nictepax napameTpax cneuugikauii Ta/abo AoNyCTUMMX MEX,
BM3HAYEHUX Y cneundikauisx Ha Adl, abo
BWXiAHWIA/NPOMDKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTHCSA
y npoueci Bupo6HuuTea AdI
23. BEHOCMIN kancynu no 200 mr Paec Papma, IcnaHis Paec Papma, C.A. Icnanis BHECEHHS 3MiH 40 peecTpaviiHnX MaTepiasiis: 3MiHu | TNy - 3a UA/9600/01/01
no 10 kancyny C.A. 3MiHM Wopo 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
6nictepi, no 6 a6o 9 BBefeHHA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cuctemy
6nicTtepiB y thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnX npo
KapTOHHI Kopobui cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA dapMakoHarnsgy; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHVKa ANns 34iNCHEeHHS
chapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHA Bif,
YNOBHOBaXEHOT 0CO6W, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsgy (Bki4atoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3milLieHHi MacTep-chaiina cuctemun hapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0co6WU, BignoBigaIbHOI 3a 3AiACHEHHS
thapmakoHarnagy: MNponoHoBaHa pefakuis: TpeT sk Jlapuca
BanieHTuHiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobwu,
BiANOBIAA/IbHOI 3a 34iicHEHHSA ddapmakoHarnsgy
24, BEPANAMINY Tabnetku, no 40 mr ToBapuncTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpauiliHnX MaTepiasiiB: 3miHu | TNy - 3a UA/5540/01/01
rigpoxnorup no 10 TabneTtok y 06MexeHo BMPOGHMLTBA, 3MiHa po3mipy cepil (BKtoYatoum Aiana3oH po3Mipy cepir) peyenmom
6nicTepi, no 2 BiANOBIAa/LHICT KOHTPO/1b AKOCTI, roTOBOrO /1iKapCbKOro 3acoby - BBELeHHS A0AaTKOBUX PO3MIpIB
6nicTepy y nauui 3 10 “JocnigHunia BUMYCK cepil: cepiil NikapcbKoro 3acoby A5 3aTBEPAKEHOT AiNTbHULL
KapTOHY 3asog "rHUJ/IC", ToBapucTso 3 BMPO6HULITBA TOBApPUCTBO 3 0OMEXEHOI0 BiAMOBIAABHICTHO
obmexeHoto "®APMEKC 'PYI", Ykpaina. MNponoHosaHa pefakuis:

Bi4NOBiAA/IbHICTIO
"[locnigHwii 3aBog
"rHuACY,
YkpaiHa; BCi cTagji
BMPOGHMLTBA,
KOHTPO/b SKOCTI,
BUMYCK cepil:
ToBapucTso 3
obmexeHoto
Bi4NOBIAA/IbHICTIO
"@apmaueBTuyHa
KOMNaHis
"3p0pos'sa"”,

Bunpo6Huk: TOBapUCTBO 3 0OMEXEHOH BiAMOBIAA/TbHICTIO
"®APMEKC I'PYI", ¥Ykpaina, Po3mip cepii cknagae: 31,500 kr
(210,000 Tuc. Tabnetok) - 10,500 Tuc. yn. Ne 20 (10x2) y
6nictepax; 80,000 kr (533,333 Tuc. TabneTok) — 26,666 TuC.
yn. Ne 20 (10x2) y 6nictepax; JoaaTkoBuii po3mip cepii
cknagae: 10,000 kr (66,667 Tuc. TabneTok) — 3,333 TuC. yn. Ne
20 (10x2) y 6nictepax
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
YkpaiHa; BCi cTag,i
BMPOGHMLTBA,
KOHTPO/1b SIKOCTI,
BMNYCK Cepil:
ToBapucTso 3
06MEXEHOI0
Bi4NOBiAA/IbHICTIO
"®APMEKC
FPYI", YkpaiHa
25. BUHAY3A niodpinizat ana [O-p Pegpi'c IHais [-p Pepgaj'c IHais BHECEHHS 3MiH [0 peecTpaLiiiHuX MmaTepiastis: 3MiHu | Tuny - 3a UA/16042/01/01
pPO34nHy Ans Nab6opaTtopic Na6opaTopic /T4, 3MiHa po3mipy cepii (BKoYatoum Aiana3oH po3Mipy cepir) peuyenmom
iH eKuUii no 100 mr; 1 nrp, (Bupo6Hununii rOTOBOrO J1iKapCbKOro 3acoby - BBEEHHS A0AAaTKOBKX PO3MIpIB
dhnakoH 3 Biagin - 7) cepii 87,0 n (3411 donakoHis), 153,0 n (6000 chnakoHis), 174,0
niocpinizatom y N (6822 chnakoHu) [0 BXe 3aTBepKeHOro posmipy 67,0 n
KapTOHHI Kopo6Lii (2627 donakoHiB)
26. BITPYM® TabneTku, BKpUTI tOHichapm, IHK. CLWA tOHichapm, IHK. CWA BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu |l Tuny - 6e3 UA/5749/01/01
MEMORPI 060/10HKO10, Mo 30 3MiHuM Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy. peuenma
Tabnetok y 6nictepi, BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB BuAA
no 1, a6o 2, a6o 3 peecTpauiiHoro NoCBigYeHHs, BKIoYakum MNnaH ynpasniHHA
6nictepi B Kopobui pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€)
NoAasIbLIOr0 06r'pyHTYBaHHSA HOBMMW [04aTKOBUM AAaHUMMU, LLO
MaloTb HaaBaTVCA KOMNETEHTHUM OpraHoM, OCKIfTbKW
BUMaraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM OpraHomMm) -
BriKkoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 2.3 MyHKTY 2
popartky 15 o MNMopagky NpoBefeHHA ekcrnepTusu
peecTpauiiHnx MaTepianiB Ha Jlikapcbki 3acobu, Lo
noJalTbCs Ha AepXaBHY peecTpauiio (nepepeecTpadiio), a
TakKoX ekcnepTv3n maTepiasiB NPo BHECEHHS 3MiH A0
peecTpauiiHux MaTepiasniB NPOTAroM fji peecTpauiiiHoro
NOCBIgYEHHS], 3aTBEpAKeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pefakuji Hakazy MO3 Big 23.07.2015 Ne 460)
27. FANA30/IH® reb HasasbHWiA BapLuaBcbkuii Monbua MEOAHA ®APMA Monblwa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 6e3 UA/0401/01/01
0,05%no10ry hapMaLeBTUYHM AKLjioHepHe 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay. peuyenma
dhnakoHi 3 HacocoMm- 1 3aBOA, ToBapucTso BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy
fosatopom; no 1 Monbcha AT thapmakoHarnagy (BBefeHHs y3arasibHeHVUX AaHnx npo
pNakoHy B nauuj cucTemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHoi 0cobu,
KapTOHHii BiANOBIAA/ILHOI 32 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
0ocobu 3 dpapmakoHarnaay 3asiBHUKa Ans 34iliCHEHHS
chapMakoHarnisgy B YKpaiHi, SKLLO BOHa BigMiHHA Big,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTaKTHI AaHi) Ta/abo 3MiHu y
pPO3MiLLEHHI MacTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNnoBHOBaXeHOi 0cobu, BiAnoBiganbHOI 3a 34iiCHEHHS
hapmakoHarnsgy: MNponoHosaHa pefakuin: Krzysztof
Karpinski. 3MiHa KOHTAKTHUX AaHWNX YNOBHOBaXKEHOI 0Ccobu,
BiNOBiAa/IbHOI 32 3AiICHEHHA hapmakoHarnsay
28. FANA3O0/IH® renb HasanbHWii 0,1 BapLuaBcbkuii Monbua MEOAHA ®APMA Monbwa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 6e3 UA/0401/01/02
% no 10 ry cdonakoHi | chapmaueBTUYHM AKLjOHepHe 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta ddapMakoHarnsay. 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 HAcoOCOM- 1 3aBOA, ToBapucTso BeegeHHs abo 3MiHM [0 y3arasibHeHNX AaHuX Npo cuctemy
fosartopom; no 1 Monbdha AT dhapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHnX Npo
chnakoHy B nayui cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI ocobu,
KapTOHHii BIANOBIAA/IbHOI 32 34iiCHEHHA dapMakoHarnsagy; KOHTakTHOT
ocobu 3 dhapmakoHarnsay 3asBHuUKa ANs 34iNCHEHHS
hapmakoHarnsagy B YKpaiHi, SKWo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAA/IbLHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu Y
po3MiLLEeHHi MacTep-haiina cuctemmn chapmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOI 0co6WU, BiAnoBigabHOI 3a 34iACHEHHS
chapmakoHarnsgy: MponoHoBaHa pegakuis: Krzysztof
Karpinski. 3mMiHa KOHTakTHVUX AaHNX YNOBHOBaXXEHOT 0cobu,
BiANOBiAa/IbHOI 32 3AiICHEHHSA hapmakoHarasay
29. FEKCAKCUM | cycneHsia ans CaHodpi MacTep ®paHLis 3AT "CaHoi- YropLumHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/13080/01/01
HEXAXIM iH'ekuin no 0,5 mn (1 C.A. ABeHTIC", | dpaHuis 3MiHa y MeToAax BunpobyBaHHs APl abo BMXiAHOTO peyernmom
BAKUUHA AnA [03a) B nonepegHL0 YropLumHa marepiany/npomMiKHOro NpoAyKTy/peareHTy, Lo
NMPO®ITAKTUKA 3anoBHEHNX (BTOpPUHHE BMKOPUCTOBYETLCA Y NpoLieci BUpo6bHuLTBa ADI - BBEAEHHSA
BUNOTEPII, wnpuuax 3 1-eto nakyBaHHs); He3HayHVX 3MiH 40 aHaITUYHOT NpoUeaypy BUSHAYEHHS
MPABLS, (abo 2-ma) CaHodpi MacTep BifIbHOTO AWrigpasvay aguniHoBOIT KUCNOTK (3MiHM po3BeaeHb
KALUJTHIOKY OKPEMUMW rosikammn C.A., ®paHuis [ONs NPUroTyBaHHA A0CNIMKYBaHUX 3pas3kiB Ta PO34nHy ANns
(ALENONAPHA Ne 1 a6o Ne 10 Ta 'y (noBHWIA LMKN BHYTPILUHbOrO KOHTPOII0) 4718 MPOMIKHOTO NPOAYKTY
N KOMMOHEHT), | cnakoHax Ne 10 BVMPOGHMLTBA, Haemophilus AH-polysaccharide (PRP-AH)
FENATUTY B BUNYyCK cepii)
PEKOMBIHAHTH
Al
nonioMienity
IHAKTUBOBAHA
TA
3AXBOPIOBAHb,
CMPUYNHEHUNX
HAEMOPHILUS
TNy B
KOH'FOFOBAHA,
AZICOPBOBAHA,
PIOKA
30. FEKCAKCUM | cycneHsis ans CaHodpi MacTep ®paHuis 3AT "CaHodi- YroplmHa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13080/01/01
HEXAXIM iH'ekuii mo 0,5 mn (1 C.A. ABeHTIC", | dpaHuis OHOBNEHHSA po3ainy 3.2.S.2.4 Control of critical steps and peyenmom
BAKUVHA And [03a) B nonepeaHL0 YroplwuHa intermediates BiANOBIAHO 4O BUPOBHUYOT NPaKTUKN 63 3MiH Y
NMPODITAKTUKA 3anoBHEHNX (BTOpUHHE npoueci BUPOGHULTBA; 3MiHW | TUMY - 3aMiHa KislbKiCHOro
OUNOTEPII, wnpuuax 3 1-eto nakyBaHHs); BMU3HA4YeHHs BMICTY cpocdhopy (Phosphorus content) B
NMPABLA, (a6o 2-ma) CaHodpi Nactep Concentrated Tetanus Protein intermediate (CTP) Ha
KALUJTHOKY OKpPEMUMM rosikammn C.A., ®paHuis BM3HAYEHHS rpaHnYHOT Mexi BMicTy (Phosphorus limit test) 6e3
(ALEENONAPHN Ne 1 a6o Ne 10 Ta 'y (NoBHWIA LKKN 3MiHM aKuenToBaHMX KpUTepiiB
N KOMMOHEHT), | chnakonax Ne 10 BUPOGHMLTBA,
FENATUTY B BUMNYCK cepir)

PEKOMBIHAHTH
A,
nonioMienity
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

IHAKTUBOBAHA
TA
3AXBOPIOBAHb,
CMPUUYNHEHUX
HAEMOPHILUS
™Ry B
KOH'IOFOBAHA,
AACOPBGOBAHA,
PIOKA

31.

FEKCAKCUM |
HEXAXIM
BAKUVHA Ansi
MNPO®INAKTUKA
LNOTEPII,
NPABLS,
KALLJ/THOKY
(ALESTIONSIPHN
N KOMIMOHEHT),
FENATUTY B
PEKOMBIHAHTH
A,
nonioMieNITY
IHAKTUBOBAHA
TA
3AXBOPIOBAHD,
CMNPUYNHEHNX
HAEMOPHILUS
7Ny B
KOH'HOrOBAHA,
ALCOPBOBAHA,
PIOKA

cycneHsis ans
iH'ekuili no 0,5 mn (1

[03a) B nonepesHbLo

3arnoBHeHNX
wnpuyax 3 1-eto
(a6o 2-ma)
OKpPEMUMU ronKamu
Ne 1 a6o Ne 10 Ta 'y
thnakoHax Ne 10

CaHodpi MacTep
C.A.

®paHuis

3AT "CaHodi-
AseHTic",
YropwumHa
(BTOPUHHE
nakyBaHHs);
CaHodpi Mactep
C.A., ®paHuis
(NOBHWIA LKA
BMPOGHMLTBA,
BWMYCK cepil)

YropumHa
| dpaHuis

BHECEHHS 3MiH [0 peecTpaLiiiHuX MmaTepiastis: 3MiHu | Tuny -
[oflaBaHHA HOBOro nokasHuka Bacterial endotoxins 3
BiANOBIAHMM METOAOM KOHTPOJIO A0 cneuuddikauii ans
po3uuHy Essential Amino Acids Powder; 3mitu | Tvny -
[ofiaBaHHA HOBOro rnokasHuka Total aerobic microbial count 3
BiANOBIAHMM METOAOM KOHTPOSIO A0 cneuudpikauii ans
po3uuHy Essential Amino Acids Powder. BHeceHHs
pefakTopcbKknx NpaBok Ao po3ainy 3.2.P.4.1

3a
peyenmom

UA/13080/01/01

32.

FEKCAKCUM |
HEXAXIM
BAKLUVHA AN
MPO®INAKTUKN
OAVNODTEPII,
MPABLS,
KALLITHOKY
(ALEENIONAPHU
N KOMIMOHEHT),
rENATUTY B
PEKOMBIHAHTH
Al
nonioMIENITY
IHAKTUBOBAHA
TA
3AXBOPOBAHD,
CNPUYUHEHNX

cycneHsia ons
iH'ekuii mo 0,5 mn (1

[103a) B nonepesHL0

3anoBHEHUX
wnpuuax 3 1-eto
(abo 2-ma)
OKPEMUMU rofikamMu
Ne 1 a6o Ne 10 Ta 'y
hnakoHax Ne 10

CaHocpi Mactep
C.A.

PpaHuis

3AT "CaHodhi-
ABEHTIC",
YropLmHa
(BTOpPUHHE
nakyBaHHs);
CaHodi Nactep
C.A., ®paHuis
(noBHWIA LKKN
BVMPOGHMLTBA,
BUNYCK cepii)

YropLmHa
/ ®paHuis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3miHu |l Tuny -
3MiHM B npoueci BupobHuutea APl - ontumisauis 6ycepHoro
PO3UMHY, AKUIi BUKOPUCTOBYETLCA B NPOLLECi BUPOBHMLTBA
NOBEPXHEBOTO aHTUreHy Bipycy renatuty B (HBsAQ) Ha eTani
necopb6uii

3a
peyenmom

UA/13080/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
HAEMOPHILUS
TNy B
KOH'FOFOBAHA,
AICOPBEOBAHA,
PIOKA
33. FEKCAKCUM | cycneHsis ans CaHodpi MacTep ®paHuis 3AT "CaHodi- YropLmHa BHECEHHS 3MiH [0 peecTpauliiiHux maTtepianis: 3MiHu |l Tuny - 3a UA/13080/01/01
HEXAXIM iH'ekuii mo 0,5 mn (1 C.A. ABeHTIC", / ®paHuis [ofaBaHHsA CUNiKOHOBOT 06P06KM A51A (hTOpPOBaHOrO peyenmom
BAKUUHA ANA [,03a) B nonepeaHbo YropLmHa 6pOMOYTMNOBOrO YLLiNbHIOBAYa, L0 BUKOPUCTOBYOTLCA A5
MPO®DINNAKTUKN | 3anoBHEHMX (BTOPUHHE 3aKynopKy nonepeaHbL0 HANoOBHEHWX LUNPULLB Ha AinbHuLU Val
LOUNOTEPII, wnpuuax 3 1-e1o naKyBaHHs); de Reuil
NMPABLA, (abo 2-ma) CaHodpi Nactep
KALLUJTIOKY OKPEMUMW rosikammn C.A., dpaHuis
(ALENONAPHA Ne 1 a6o Ne 10 Tay (NoBHWMIA LWKN
N KOMMOHEHT), | chnakonax Ne 10 BUPOGHMLTBA,
FENATUTY B BUMYCK Cepir)
PEKOMBIHAHTH
Al
noniomienity
IHAKTUBOBAHA
TA
3AXBOPHOBAHD,
CMPUYNHEHUNX
HAEMOPHILUS
TNy B
KOH''OFOBAHA,
ALLICOPBOBAHA,
PIOKA
34. FECNEPUAVH NOPOLLIOK AT Ykpaina CWYYAHb Ccenl KuTai BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - - UA/3889/01/01
(cy6eTaHuin) y "KNIBCbKWN PAPMACBLIOTUK AZMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
nakeTax noAginHMX BITAMIHHUI ANKO., NT4 3asBHMKa (BNacHvKa peecTpauiiHoro noceigveHHs) - 3MiHa
nonieTuneHoBmX 3ABOA" HalilMeHyBaHHS 3asiBHMKa. BBeeHHS 3MiH NpoTarom 6-1n
ons MiCALIB MiCNA 3aTBEPAXKEHHS.
thapmavLeBTUYHOro
3aCTOCYyBaHHSA
35. raPOKOPTN3O cycneHsia ans MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |l Tuny - 3a UA/5626/01/01
HY ALETAT iH'ekujin, 25 mr/ma no | "®APMCTAHOA "®APMCTAHOAP 3MiHM Wwogo 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay. peuyenmom
2 mn B amnyni 3i PT- BIONIK" T- BIONIK" BHeceHHs abo 3miHa(1) A0 3060B's13aHb Ta yMOB BuAAv

ckna; no 10 amnyny
nauuj

peecTpauiiHoro NocBifYeHHs, BKIOYaoumn MNnaH ynpasniHHA
pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BMMararoTb(€)
noAasibLLIOro 06I'pyHTYBaHHS HOBUMU [04ATKOBUM AaHUMMK, LLO
MaloTb HaaBaTUCsA KOMNETEHTHUM OpraHoOM, OCKifbKM
BUMaraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM OpraHoMm) -
BurikoHaHHSA 3060B'A3aHb BiANOBIAHO A0 NignyHKTY 1.13 nyHKTY
1, nignyHKTYy 2.3 NyHKTY 2 gogatky 15 fo MNopsgky nposefeHHs
eKcrnepTusn peecTpavuinHnx MaTepianis Ha Nikapcbki 3acobum,
LLIO NOAAKTLCA Ha [ilepXaBHY peecTpalito (nepepeecTtpadiio), a
TaKOX eKkcnepTW3n mMaTepianiB NPo BHECEHHS 3MiH A0
peeCTpaLiiiHMX MaTepianiB NPOTAroM Aji peecTpauiinHoro
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
nocBiAYeHHs, 3aTBepkeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
36. FMHOKO3A PO3unH ANs iHdys3il, MAT Ykpaina TOB chipma Ykpaina BHECEHHS 3MiH [0 peecTpauliiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/12539/01/01
50 mr/ma no 200 mn "ranuudapm” "HoBodhapm- 3MiHM y Mpoueci BUpo6GHMLTBa FOTOBOrO /likapcbKoro 3acoby, peyenmom
y nnskax BiocuHTes", BK/THOH@I0UM NPOMIXKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS NPK
Ykpaina; NAT BMPOGHULITBI FOTOBOTO NiKapCbKOro 3acoby (He3HayHa 3MiHa y
"Tannudapm", npoueci BUpo6bHULITBA)
YKpaiHa
37. AEKCKETOMPO® | nopoLuok MpuBatHe YkpaiHa XeliiaHr Peii6os Kutaii BHECEHHS 3MiH 40 PEECTPALiHNX MaTepiasiB: 3MiHM | TNy - - UA/16765/01/01
EHY (cybcTaHuis) y akuioHepHe PapmacbloTikau AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
TPOMETAMON noagiiHmnx TOBapuCTBO Ko., N14. MicLS NPOBaMKEHHS AiANbHOCTI BUPOGHMKA (BKOHAOUM, 3a
nonieTUIeHoBMX "Jlekxim - HeOobXifHOCTI, MicLe NPOBEAEHHS KOHTPOJIIO SIKOCTI), abo
nakertax ans Xapkis" BflacHMKa macTep-gaiina Ha A®l, abo noctavanbHUKa
hapmaLeBTUUYHOTO Adl/BnxigHOro matepiasny/peareHTy/npoMiXXHOro NPoAyKTY, L0
3acTOCyBaHHs 3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLLLO 3a3HAYEHO Y AOCHE
Ha nikapcbkuii 3acib) 3a BiAcyTHOCTI cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHKKaA HOBOT AOMOMDKHOI PEYOBUHM (SIKLLLO
3a3Ha4yeHo y Aocke). 3MiHa Ha3BU BUPOGHKKa ADI
[JekckeTonpodeHy TpoMeTamorn
38. | AEKCTPAH 40 NOPOLLIOK AT Yecbka dapmakocmoc A/C [anis BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiiB: 3MiHM | TNy - - UA/13757/01/01
(cybcTaHuis) y "IMKo®apma" Pecny6nik 3MmiHu 3 sKocTi. CepTudikar BignosigHocTi/l'E-cepTudikar
noaBiNHUX a BiZNOBIAHOCTI €Bponelicbkit hapmakonei/MoHorpadii. 3miHu,
nonieTuIeHoBMX noB'si3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BiANOBIAHICTb A0
Millkax ons MoHorpadii 4dY abo Esponeiicbkoi thapmakonei, abo iHwoi
BUPOGHMLTBA HauioHanbHOI chapmakonel gepxasun €C (3MmiHa y
CTEepPW/IbHMX crneungikauisx, nos'a3aHa 3i 3miHamu B AdY, abo
nikapcbkux hopm €Bponelicbkiin hapmakonei, abo iHLUIA HaLioHaNbHIl
thapmakonei aepxasu €C). 3miHa y cneuudikadii nos‘sasaHa 3i
3MiHamn y E€Bponeiicbkii papmMakonei, 3MiHa BHOCUTbCS
BUK/IOYHO 719 NPUBEAEHHS Y BiANOBIAHICTb 4O OHOBEHOT
MoHorpadii €BponeiicbKoi thapmakonei, BUTyYeHHs TeCTy
«Baxki MeTasn»; 3MiHK | TNy - AMIHICTpaTMBHI 3MiHK. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy 3asiBHMKa (BNacHUKa
peecTpauiiHoro noceifgyYeHHs) 3MiHa agpecu
39. | AENO- cycneHsis ans Mdpaiizep IHk. CLWA Mdpaiizep Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiastis: 3MiHu | Tuny - 3a UA/0499/01/01
NMPOBEPA® iH’ekuiid, 150 mr/mn, MeHtohekyypuHr AnMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peuyenmom
no3,3mMny Benbria HB MiCLA NPOBaKEHHSA Aif/IbHOCTI BUPO6HMKa/iMnopTepa
dhnakoHi; no 1 rOTOBOrO JliKkapCbkoro 3acoby, BK/IoYaoUmn AiNlbHUL BUMYCKY
(hNakoHy B cepii abo MicLe NpoBefeHHSA KOHTPOIO AKOCTI. (BisANbHICTb, 3a
KapTOHHi Kopobuyj AKY BiAnoBiAae BUPOGHUK/IMNOPTEP, BK/IKOYAOUM BUNYCK Cepiit)
- 3MiHa agpecu BupobHuka 13 6e3 3mMiHu (hakTUYHOro Micus
BefleHHs AisNIbHOCTi (BBeAeHHS 3MiH NpoTSArom 6 micsuis nicns
3aTBEPLPKEHHS)
40. | AEPMOBENT™ Masb 0,05 % no 25r nakcoCmiTKns Benuka nakcoCmiTKnsiiH Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny - 3a UA/1600/01/01
y Ty6i, no 1 1y6i B H Ekcnopt BpuTaHis dapmacboTukan3 BHECEHHS [0 cneuudikayii koHTponto A®l Knobetasony peuyenmom
KapTOHHI ynakoBLi Nimiten C.A. MPONIOHITY MOKA3HWKIB «3a/TULLKOBI PO3UYMHHMKN» Ta «Po3mip

YyacToK» Ansi BupobHuka Symbiotec Pharmalab Private Limited,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

IHAjs BignoBigHO oo HoBoro CEP; 3miHm | Tvny - nogaHHsA
HOBOro cepTudikaTy BiANoBiAHOCTI EBponeiicbkoi hapmakonel
Ne R1-CEP 2007-263-Rev 02 Bif HOBOro BUpo6Huka A®I
Kno6eTtasony npomnioHiTy. fK HAacMifoK, yTOYHEHHS nepiogy
36epiraHHa A®| Big faHOro BUPOGHMKA Ta OHOBJIEHHS
iHchopmauii B p. 3.2.S.7.1; 3miHu | TMNy - NnogaHHs OHOBNEHOTO
cepTudikaTy BignoBigHOCTI €EBponeiicbkoi hapmakonei Ne R1-
CEP 2011-034-Rev 01 Big, 3aTBEpAXKEHOr0 BUPOOHUKA AD|
Kno6eTazony nponioHity

41.

HNEPMOBENT™

Kpem 0,05 % no 25

y Ty6i, no 1 1y6i B
KapTOHHI ynakoBLi

nakcoCmiTKns
H Ekcnopt
Nimiten

Benuka
BpuTaHis

nakcoCmiTKnsiiH
dapmMacbioTKan3
C.A.

MonbLa

BHECEHHS 3MiH [0 peecTpaLiiiHuX MmaTepiastis: 3MiHu | Tuny -
BHECEHHS [0 cneuudikauii koHTponto A®l Knobetasony
MPONIOHITY MOKA3HWKIB «3a/TULLKOBI PO3UMHHMKN» Ta «Po3mip
yacTok» Ans BupobHuka Symbiotec Pharmalab Private Limited,
IHais BignosigHO 0o HoBoro CEP; 3MiHM | TUNY - nogaHHsA
OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI EBPONERChKOT
hapmakonei Ne R1-CEP 2011-034-Rev 01 Big, 3aTBEpPAXEHOT0
BUpo6HMKa A®| Knobetasony NponioHiTy; 3MiHu | Tuny -
noAaHHsa HOBOro cepTudikaTy BignoBigHOCTI EBpoNeNcLKOT
dapmakonei Ne R1-CEP 2007-263-Rev 02 Big HoBOro
BUpo6HUKa A®I KnobeTtasony NponioHiTy. Ak Hacnigok,
YTOUHEHHS nepiogy 36epiraHHa A®I Big gaHoro BUpobHMKka Ta
OHOB/IEHHS iHdhopMalii B p. 3.2.S.7.1

3a
peyenmom

UA/1600/02/01

42.

LECKET

PO3YUH NSt iH EKLNA,

25 mr/mn, no 2 Mn B
amnyni, no 5 amnyn
B 6nicTepi, no 1 abo
2 6nicTepu B naui

MpuBatHe
akujioHepHe
TOBapUCTBO

"Nekxim -

Xapkis"

YkpaiHa

MpuBartHe
aKujioHepHe
TOBapuCTBO

"Jlekxim - Xapkis"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | Tuny -
AAMIHICTPaTMBHI 3MiHN. 3MiHa Ha3BU NlikapcbKoro 3acoby -
3arBepakeHo: JekckeTonpodeH; 3anponoHoBaHo: JeckeT

(BBeAEHHS 3MiH MPOTArOoM 3-X MiCAILB MiCNS 3aTBEPIKEHHS);

3MiHM | TURY - AAMIHICTPaTWBHI 3MiHW. 3MiHA HallMeHyBaHHsA

Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA

(BKOUAtOUM, 3a HEO6XiAHOCTI, MicLe NPOBELEHHS KOHTPOSIO

SIKOCTi), @60 BfiacHvKa MacTtep-chaiina Ha A®l, abo
noctavasibHvka A®l/BuxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLLLO 3a3HAYEHO Y AOCHE
Ha nikapcbkuii 3acib) 3a BiAcyTHOCTI cepTudikara

BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHKKaA HOBOT AOMOMDKHOI PEYOBUHM (SIKLLLO
3a3Ha4YeHo y [JOCLE) - 3MiHA HaliMeHyBaHHS BUPO6GHMKa ADI

3a
peyenmom

UA/16764/01/01

43.

ANKNODEHAK-
BIONIK

PO34MH ANA iH'EKUiA,
25 mr/mn no 3 mn B

amnyni; no 5 amnyn

y nauui

MAT
"OAPMCTAHOA
PT-BIOAIK"

Ykpaina

MAT
"OAPMCTAHOAP
T-BIONIK"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |l Tuny -
3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta papMakoHarnsay.
BHeceHHs abo 3miHa(1) 40 3060B's13aHb Ta yMOB BuAAv
peecTpauiiHoro NocBifYeHHs, BKIOYaoumn MNnaH ynpasniHHA
pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BMMararoTb(€)
noAasibLLIOro 06I'pyHTYBaHHS HOBUMU [0ATKOBUM AaHUMMK, LLO
MaloTb HaJaBaTUCA KOMNETEHTHUM OpPraHoM, OCKiNbKN
BUMaraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM OpraHoMm) -
BuriKkoHaHHS 3060B'A3aHb BiANOBIAHO A0 NignyHKTY 1.13 nyHKTY
1, nignyHKTYy 2.3 NyHKTY 2 gogatky 15 fo MNopsgky nposefeHHs
eKCrnepTu3n peecTpauiiniHiX MaTepianiB Ha Nikapcbki 3acobu,

3a
peyenmom

UA/10902/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
LLIO NOJAalThCA Ha AepXaBHy peecTpaLito (nepepeectpauiio), a
TaKoX ekcnepTW3n mMaTepianis NPo BHECEHHS 3MiH A0
peecTpauiiiHix MaTepiasiB NpoTsArom Aii peectpauiiioro
nocBiAYeHHs, 3aTBepkeHoro Hakasom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
44, | BQUUETEN® TabneTkun, BKpUTI ABGOTT HimeuumnH MaiinaH ®paHuisa BHECEHHS 3MiH [0 peecTpaLliiHMx maTepiasis: 3MiHu | Tuny - 3a UA/0007/01/01
nniBKOBOIO NabopaTtopis a NabopaTtopiz CAC 3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peyenmom
060/10HKO10, M0 50 6X BBefeHHA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cuctemy
mr, no 20 TabneTok hapmakoHarnsigy (BBeAeHHs y3arasibHeHUX faHux npo
y 6nictepi; no 1 abo cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
2 6nictepu B BiANOBIAA/ILHOI 3a 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
KapTOHHI Kopo6Lyi ocobu 3 hapmakoHarniagy 3asBHvKa AN 34IMCHEHHSA
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 KOHTaKTHUX faHUX KOHTaKTHOI 0co6u B YKpaiHi
YNOBHOB&XeHOT 0COOM 3asiBHUKA A1 34iACHEHHS
dhapmakoHarnsgy
45. | OIOKCUOVH po3unH, 10 mr/mn no MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu | TUny - 3a UA/6867/01/01
10 mn B amnyni, no 3MiHa po3mipy cepil (Bktoyatoum gianasoH po3Mipy cepii) peuyenmom
10 amnyn y nauuj 3 roTOBOrO JlikapcbKoro 3acoby (36inbLieHHs go 10 pasis
KapToHy; no 10 mn B NOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM) - BHECEHHS
amnyni, no 5 amnyn [04aTKOBOr0O po3Mipy cepii roTOBOro NiKapCbKoro 3acooy.
y 6nictepi, no 2 3anponoHoBaHo: 670 n (64 Tuc. amn.), 870 n (83 Tuc. amn.),
6nicTepu B nauui 3 1060 n (101 Tnc. amn.)
KapToHY
46. | OOKCOPYBIUWH | nopotluok ans TOB "TeBa Ykpaina CiHgaH ®apma PymyHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepianis: 3MiHa 3asiBHMKa 3a UA/10273/01/02
po3unHy Ans YkpaiHa" CP/1, PymyHis; ITanisa (BnacHvKa peecTpauiiiHoro noceig4eHHs) (3rigHo Hakasy MO3 peyenmom
IHOPY3iN Ta iH'eKLili AkTasic ITanis Big 23.07.2015 Ne460)
no 50 mr 1 cpnakoH 3 C.n.A., ltanisa
MOPOLLKOM Y
KapPTOHHI Kopobui
47. | BOKCOPYBIUVH | nopotuok ans TOB "TeBa Ykpaina CiHgaH ®apma PymyHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHMX maTepianis: 3MiHa 3asiBHMKa 3a UA/10273/01/01
po3unHy AnA YkpaiHa" CP/1, PymyHis; ITanisa (BnacHuKa peecTpauiiiHoro noceig4eHHs) (3rigHo Hakasy MO3 peyenmom
iHdpy3ii Ta iH'ekyjn AxTasic ITanis Bif 23.07.2015 Ne460)
no 10 mr 1 cpnakoH 3 C.n.A., Itanisa
MOPOLLKOM Y
KapPTOHHI Kopobui
48. | OOKCOPYBIUVH | nopotuok ans TOB "TeBa Ykpaina CiHgaH ®apma PymyHis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/10273/01/01
po3unHy AnA YkpaiHa" CP/1, PymyHis; ITanis 3MiHM Wwopo 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. peyenmom

iHdpy3ii Ta iH'ekyjn
no 10 wr, 1 chnakoH
3 MOPOLLKOM Y
KapTOHHI Kopo6Lyi

AkTaBic ITanis
C.n.A,, ITania

BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
thapmakoHarnaay (BBeAeHHs y3arasibHeHNX AaHNX Npo
cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAA/ILHOI 32 34iiCHEHHA dapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapmakoHarnsay 3asBHuKa AN 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWo BOHa BiAMiHHA Bif,
YNOBHOBaXXEHOI 0C06MU, BigNoBigaNbHOI 3a 34iiCHEHHS
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thapmakoHarnagy (BK/4yakum KOHTaKkTHi AaHi) Ta/abo 3MiHn y
po3MilLieHHi MacTep-chaiina cuctemun hapmakoHarnsgy) -
3MiHa yNnoBHOBaXKeHOI 0COo6Y 3asiBHMKA, BIAMNOBIAA/ILHOT 38
chapmakoHarnsg Ha LeHTpasibHOMY piBHi: MNponoHoBaHa
pepakuis: Dr. Hedva Voliovitch MD, PhD, MBA. 3miHa
KOHTaKTHOI 0c06M Ans 3jicHeHHs hapmakoHarnagy B YKpaiHi.
MponoHoBaHa pepakuis: buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOi 0CO6M. 3MiHa KOHTaKTHMUX
[aHVX KOHTaKTHOI 0Cco6W. 3MiHa MicLA NPOBaL)KEHHS OCHOBHOI
[iSNbHOCTI 3 hapMakoHarnisgy Ta Micus 36epiraHHs MacTep-
doaiiny

49,

AOKCOPYBIUNH

NopOLLOK AN
PO34MHyY Ans
iHdpy3ii Ta iH'ekwyjii
no 50 wr, 1 conakoH
3 MOPOLLKOM Y
KapTOHHI Kopo6Lyi

TOB "TeBa
YkpaiHa"

Ykpaina

CiHpgaH ®apma
CP/1, PymyHis;
AkTasic ITanis
C.n.A,, lTania

PymyHis/
ITanisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BBegeHHs abo 3MiHM A0 y3arasibHeHWX AaHUX Npo cucTemy

thapmakoHarnagy (BBefeHHs y3arasibHeHVX AaHnX npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoi 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 YNoBHOBaXXeHOT 0CObM 3asBHUKA, BiANOBiAaIbHOI 3a
hapmakoHarnsg, Ha LeHTpasibHOMY piBHi: MponoHoBaHa
pepakuis: Dr. Hedva Voliovitch MD, PhD, MBA. 3miHa
KOHTaKTHOI 0CO6U AnA 3AiiCHEHHS hapMakoHarnsay B YKpaiHi.
MponoHoBaHa pepakuis: buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOi 0COOM. 3MiHa KOHTaKTHMUX
[aHUX KOHTaKTHOI ocobu. 3MiHa MicLA NPOBaXeHHS1 OCHOBHOI

AiSNbHOCTI 3 hapmakoHarnsgy Ta Micus 36epiraHHs macTep-

chaiiny

3a
peyerimom

UA/10273/01/02

50.

AONrT® renb

renb, 50 mr/rno 20 r
abo no 50, a6o no
100 r B Ty6i, no 1
Ty6i B KQPTOHHIlA
KopoobUi

Lonoprit TM6X i
Ko. KI

HimeuunH
a

Lonoprit TmM6X i
Ko. KI

HimeyunH
a

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny -
3MiHa po3mipy cepil (Bktoyatoum gianasoH po3Mipy cepii)
roTOBOrO J1iKapCbKOro 3acoby - 3anponoHOBaHO: Ajiana3oH

po3mipy cepii 400-1200 kr, 3 TUNOBMM po3Mipom cepii 1200 kr

6e3
peuyenma

UA/4117/02/01

51.

LIIOP3AME],

Kpansni O4Hi, po34nH
2%no5mny
pN1aKoHi-
KpanenbHuu; no 1
hNakoHy-
KpanesibHWLji B
KapTOHHI Kopo6Lyi

YOPN[,
MEAMLVH NTS,

py3ia

K.O. "POM®APM
KOMMAHI C.P.J1."

PymyHis

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny -
3MiHuM Woao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay.
BHeceHHs abo 3miHa(n1) 4o 3060B'si3aHb Ta YMOB BuAadi
peecTpauiiHoro NocBigYeHHs, BKIoYakum MnaH ynpaeniHHA
pu3nKamm (3acTocyBaHHs 3MiH(M), siki(a) BUMaratoTb(€)
NoAasIbLIOr0 06r'pyHTYBaHHSA HOBMMW [0AaTKOBUM AAHUMMU, L0
MalTb HaaBaTUCs KOMNETEHTHUM OpPraHOM, OCKINIbKN
BMMAaraeTbCa CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoMm) -
BukoHaHHS 3060B'A3aHb BIAMOBIAHO A0 NigNyHKTY 1.13 NyHKTY
1 popatky 15 fo MNMopAagky NpoBeAEHHA eKCcrnepTusmn
peecTpauiiHnx MaTepianiB Ha flikapcbki 3aco6bu, Lo
noJarTbCs Ha AepXaBHY peecTpauiio (nepepeecTpadiio), a

3a
peuyenmom

UA/12079/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
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)
52. ENICIHAAH niodpinizat gns TOB "TeBa Ykpaina Bupo6HMLTBO 3a ITania/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHa 3asiBHUKa 3a UA/6969/01/01
po3unHy AnA YkpaiHa" NMOBHUM LK/TOM: PymyHis/ (BnacHviKa peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
iHdpysii no 10 mr, 1 AxTasic ITanis HimeuuunH Big 23.07.2015 Ne 460)
hNakoH 3 C.n.A., Itanis; a
niogpinizatom y Bupo6HuyTBO 3a
KapTOHHI nayui NOBHVM LMK/TOM:
CiHgaH ®apma
CP/, PymyHis;
Brpo6HMLUTBO
Hepo3chacoBaHol
NPOAYKLi;
KOHTpO/b cepii:
TromypraH
dapmauji M'véX,
HimeyunHa
53. ENICIHAAH niogpinizat gna TOB "TeBa Ykpaina Brpo6HuuTBO 3a ITanis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHa 3asiBHUKa 3a UA/6969/01/02
po3unHy Ans YkpaiHa" NMOBHUM LK/TOM: PymyHis/ (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
iHdpysii no 50 wmr, 1 AkTasic ITanis HimeuuunH Big, 23.07.2015 Ne 460)
hnakoH 3 C.n.A., Itanis; a
niogpinizatom y Bupo6HuuTBO 3a
KapTOHHIN nayui NOBHUM LMK/IOM:
CingaH ®apma
CP/, PymyHis;
Brpo6HMLUTBO
Hepo3dhacoBaHol
NPOAYKUIT;
KOHTPO/b Cepil:
TromypraH
dapmauji M'véX,
HimeyunHa
54. ECNOTUH TabneTku, BKpUTI YOPAA TypeyuunH YOPNA TypeyunH BHECEHHSA 3MiH 0 peecTpavuiitHux maTtepianis: 3MiHu | Tuny - 6e3 UA/16357/01/01
NNiBKOBOKO MEANLUNH a MEANLUWH INAY a AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peuyenma
060n0HkKot0, 5 Mr no INAY CAH. BE CAH. BE TIAX. MiCLiAl MPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa
10 TabneTok y TIOK. A.LL. ALl rOTOBOrO /iKapCbkoro 3acoby, BKIYaoun AiflbHULL BUMYCKY
6nictepi; no 1, 2 abo cepii abo MicLie NpoBefeHHS KOHTPOJTHO SKOCTI. (BiSANbHICTL, 3a
3 6nictepu B SIKy BiANOBiAa€e BUPOGHMK/IMNopTep, BKOUaoUM BUMYCK Cepiid)
KapTOHHI Kopobuyj 3MiHa agpecu BupobHuka YOP/14 MEOVLIVH INAY CAH. BE
TIAXK. A.LL., 6e3 3MiHK Micusl BUpObHMLTBA
55. E®EPA/NTAH TabneTky Wwunyyi no YIMNCA CAC PpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/5237/01/01
500 wmr, no 4 nogaHHa oHosneHoro CEP (R1-CEP 2000-124-Rev 07) ans peyenma
Tabnetku y cTpuni, A®| MapaueTamon Big, BXe 3aTBEPAKEHOTO BUPOGHMKa
no 4 ctpunu y
KapPTOHHI Kopobuji
56. E®EPA/TAH PO34MH opasibHUiA 3 YIMNCA CAC PpaHujs YIMNCA CAC PpaHujs BHECEHHS 3MiH 40 peeCTpaliiHNX MaTepiasiB: 3MiHM | TNy - 6e3 UA/5237/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
% no 90 mn y nopaHHs oHoeneHoro CEP (R1-CEP 2000-124-Rev 07) ans peyenma
thnakoHi, no 1 A®I MapaueTamon Big BXxe 3aTBepAXeHOro BUPOGHMKa
hNakoHy y
KOMMJ/IEKTI 3 MipHOHO
JIOXKOIO Y KapTOHHIl
KopoobLi
57. | E®QOE3EN rerbno5r,15r, 30 Fangepma CA LLiBefiuapi NABOPATOPIT ®paHuisa BHECEHHS 3MiH 10 pEeECTpaLiliHiX MaTepianiB: BUNpaB/ieHHS 3a UA/15311/01/01
rrenoy Ty6i; no 1 a FTANOEPMA TeXHIYHMX NoMunoK y MKA: y cneuudikauii ynpofosx TepMiHy peuyenmom
Ty6i B KQPTOHHIV npuaaTHOCTI NPU BU3HAYeHHi 6eH30in nepokcmay
Kopo6ui; no 15, 30
[ resno y KOHTeliHepi;
no 1 KoHTeiHepy B
KapPTOHHI Kopobui
58. E®DE3EN renbno5r, 15, 30 Fanpepma CA LLBeiiuapi NABOPATOPIT PpaHuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianiB: BUNpaB/IeHHS 3a UA/15311/01/01
rrentoy Ty6i; mo 1 A FTANJEPMA TEXHIYHWUX MOMW/IOK Y METOAAxX KOHTPOI0 SKOCTI: peyenmom
Ty6i B KQPTOHHIlA "lgeHTudpikauisa”, "Mpogyktn posnagy”, "MbY"
Kopo6ui; no 15 r, 30
T reil0 y KOHTenHepi;
no 1 KoHTeliHepy B
KapTOHHI Kopo6Lyi
59. IMOBAKC MOJIO | cycneHsia gns CaHochi MNactep dpaHuin NOBHWIA LMK dpaHuin/ BHECEHHS 3MiH 40 peecTpauiliHnX MaTepiasiiB: 3miHu | TNy - 3a UA/14266/01/01
BAKUUHA ANnd iH’ekuiii no 0,5 mn (1 C.A. BMPOGHMLTBA, YropwmHa 3MiHa y napameTpax crneuundikauiii Ta/abo fonycTUMUX Mex, peyenmom
MPO®DINTAKTUKN | aosa) y nonepegHbo BUNYCK cepil: BM3HAYEHUX Y cneundikauisx Ha AdPl, abo
noniomMienitTy 3arnoBHeHOMY CaHocpi MNacTep, BUXIAHWIA/MPOMKHWIA MPOAYKT/peareHT, W0 BUKOPUCTOBYHTLCS
IHAKTUBOBAHA | wnpuui 3 PpaHuis; y npoueci BupobHuyTBa A®| - BUNyYeHHst BUNPOGYBaHHS Ha
PIAKA NPUKPINIEHO BTOPUHHE PO34YMHHICTB 3i cneuudikauii BUXigHoT pevosnHn L-glutamine.

ronkoto (a6o 2-ma
OKPEMMUMM rofiKamu)
B KapTOHHiA

Kopo6ui; no 5 mn (10
[03) y donakoHi 3
3aXMCHUM
KoBnaykom; no 1 abo
10 chnakoHis B
KapTOHHI Kopobuyj

nakyBaHHs: 3AT
"CaHogi-ABeHTIC",
YropLmHa;
3aMoBHEHHS
Lnpuw,is,
KOHTPO/b AKOCTI
(CTepunbHICTb):
CAHO®I
BIHTPOM
IHOACTPIA,
PpaHuis

TepMiH BBeA€eHHS 3MiH - 01 )XOBTHS 2019 poKy; 3MiHu | Tuny
- 3MiHa y napameTpax cneumdikaliii Ta/abo fonyCTUMNX MEX,
BM3HAYEHUX Y cneundikauisx Ha Adl, abo
BUXIAHWIA/MPOMKHWI MPOAYKT/peareHT, W0 BUKOPUCTOBYHTLCS
y npoueci BUpobHMLTBa AD| - BUTyYEHHS BUNPOOYBaHHS 3
BM3HAYEHHS BMICTY BaXKNUX METauliB 3 BHYTPILLHLOT
cneumdikauii BuxigHoi pevoBmHn Medium 199 Hanks without
phenol red; 3miHu | TUNY - 3MiHa NnapameTpiB cneuundikawiii
Ta/abo fonycTUMUX MEX N5 AONOMIKHOT PeHOBUHY -
BUJTyYEHHS BUNPOGYBaHHA 3 BU3HAYEHHS BMICTY BaXKKMX
MeTasliB 3 BHYTPILLIHbOT cneuudikauii JONOMKHOT pevyoBUHN
Medium 199 Hanks without Phenol red; 3miHu | Tuny - 3miHu,
noB'si3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo Esponeiicbkoi thapmakonei, abo iHwoi
HaLjoHas1bHOI thapmakonei aepxasu €C - 3MiHN Y
cneungikauii Ethanol, anhydrous, gnis npyBegeHHs y
BiANOBIAHICTb A0 MOHOrpadii 1318 €Bponeiicbkoi Papmakonei;
3MiHM | TUNY - 3MiHa y napameTpax cneuudikadin Ta/abo
LONYCTUMMX MEX, BU3HAUYEHMX Y cneundiikalisx Ha A®l, abo
BWXi4HWA/NPOMIKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTHLCSA
y npoueci BUpo6HuLTBa AD| - BUYYEHHS BUNPOOYBaHHS 3
BM3HAYEHHS1 BMICTY BaXKKMX METaiB 3 BHYTPILLUHbOT
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cneuudikauii BuxigHoi peyoBmHM Medium Hepes; Buny4YeHHs
BUNPOOYBAHHSA 3 BU3HAYEHHSI BMICTY BXKKMX METaNIB 3
BHYTPILLHLOI cneuyudikauii BuxigHoi peyosuHn Medium 199
Hanks (Special); BunyueHHs BUNPOGYyBaHHS 3 BU3HAYEHHS
BMICTY B&XKMUX MeTasliB 3 BHYTPILLUHbOT cneuudikauii BUXigHoT
peuyoBvHM MEM Earle Salt. PepakuiiiHi npaBku onncy BUXigHoOT
PEYOBWHW; BUNYYEHHSI BUNPOOYBAHHSA 3 BU3HAYEHHSI BMICTY
BaXKNX MeTasiB 3 BHYTPILWHbLOI cnevumdikawii BUXigHoi
peuoBuHM Iscove medium (without hepes). PeaakuiiiHi npasku
Onuncy BUXIAHOT PEYOBUHW; BUTyYEHHS BUNPODOYBaHHSA 3
BM3HAUYEHHS BMICTY BaXXKUX MeTaNiB 3 BHYTPILLHLOT
cneuudikauii BuxigHoi peyosmHyn Medium 199 Earle.
PepakuiiiHi npaBkn onvcy BUXigHOT PEYOBVHN; BUTYYEHHS
BUNPOOYBaHHSA 3 BU3HAYEHHSI BMICTY BXKKMX METaNIB 3
BHYTPILWHbOI cneundikauii BUxigHoi peyosuHu L-glutamine

60.

IHAAMEH

TabneTkun, BKpUTI
060/10HKOI0, M0 2,5
mr no 10 TabneTok y
6nicTepi; no 2 abo 3
abo 6 6nictepiB y
KapTOHHI Kopo6Lyi

dapmaueBTUYHU
1 3aBopg,
“Monbgapma”
CA.

MonbLwa

dapmaveBTUYHUIA
3aBop,
“Monbapma”
C.A.

MonbLa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiastis: 3MiHu | Tuny -
3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy.
BeeaeHHsA ab0 3MiHU [0 y3araslbHEHNX AaHuX Npo cucTemy
dhapmakoHarnsgy (BBefileHHs y3araslbHEHUX AaHnX Npo
cuctemy hapMakoHarnagy, 3miHa ynoBHoBaxeHoi ocobu,
BIANOBIAANLHOI 3a 34iiCHEHHA hapmakoHarnsagy; KOHTakTHoT
ocobu 3 dhapmakoHarnagy 3asBHVKa ANs 34iICHEHHS
thapmMakoHarnagy B YkpaiHi, kL0 BOHa BifMiHHA Bif,
YMOBHOBaXEHOT 0C06U, BiANOBIAaIbHOI 38 34iCHEHHSA
thapmakoHarnagy (BK/4ak4um KOHTaKkTHi AaHi) Ta/abo 3MiHn y
pO3MilLieHHi MacTep-chaiina cucteMmun hapmakoHarnsgy) -
3MiHa yNnoBHOBaXXEHOI 0co6WU, BiAMNoBigasIbHOI 3a 3AiACHEHHS
chapmakoHarnsgy: MponoHosaHa pefakuis: Krzysztof
Karpinski. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 32 34iICHEHHA hapmakoHarasay

3a
peyenmom

UA/0877/01/01

61.

1PY3U[,

Tabnetku, 20 mr/25
mr no 30 TabneTok y
6nictepi, no 1
6nicTepy B nauui

Benyno, niku Ta
kocmeTuka 4.4,

Xopsaris

Benyno, niku Ta
KocmeTuka A.4.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny -
3MiHuM Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy.
BeeaeHHs abo 3MiHU [0 y3arasibHeHNX AaHuX Npo cucTemy
thapmakoHarnagy (BBeeHHs y3arasibHeHNX AaHnX npo
cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHoi ocobu,
BIANOBIAANLHOI 3a 34iiCHEHHA dapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy 3asaBHUka AN 34ICHEHHN
hapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BK/4akum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MiLLeHHi MacTep-haiina cuctemmn hapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0cobu 3 dhapmakoHarnagy 3asBHUKa Ans
3[jicHeHHs1 hapMakoHarnsay B YkpaiHi. [ponoHoBaHa
pepaxuis: lwyk Hatanka MNeTpiBHa. 3MiHA KOHTAKTHUX AaHWX
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHvKa 4ns
3iicHeHHs1 hapMakoHarasgy B YkpaiHi

3a
peyenmom

UA/10368/01/01

62.

1PY3U,

Tabnetku no 20
mr/12,5 mr no 30

Benyno, nikn Ta
KOCMeTuka, A.4.

Xopsaris

Benyno, nikn Ta
KoCcMeTuka, 4.4.

Xopsaris

BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny -
3MiHM Wwoao 6esnekn/edekTMBHOCTI Ta ddapMakoHarnsay.

3a
peyenmom

UA/10368/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
Tabnetok y 6nictepi, BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
no 1 6nictepy B hapmakoHarnsgy (BBeeHHs y3araslbHeHUX faHux npo
KapTOHHII nayui cuctemy hapmakoHarnisgy, 3miHa ynoBHoBaXKeHoi 0cobu,
BIANOBIAA/IbHOI 32 34iiCHEHHA dapMakoHarnsagy; KOHTakTHOT
ocobu 3 dhapmakoHarnsay 3asBHuUKa ANs 34iNCHEHHS
hapmakoHarnsagy B YKpaiHi, SKWo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAA/IbLHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu Y
po3MiLLEeHHi MacTep-haiina cuctemmn chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0Co6Y 3 hapmakoHarnsgy 3asBHuKa Ans
3[jicHeHHs1 hapMakoHarnsay B YkpaiHi. [ponoHoBaHa
pefakuis: lwyk Hatanka MNeTpiBHa. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOI 0c06u 3 thapMakoHarnagy 3asBHvKa Ans
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi
63. KAPBOMNNATUH KOHUeHTpaT Aans Megak HimeuumnH BTOPVHHE HimeuunH BHECEHHS 3MiH [0 peecTpavliiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/10829/01/01
MEJAK pO3uunHy ans Iesenblwadt a nakyBaHHs, a 3MiHW 40 IHCTPYKLii 415 MeAUYHOT0o 3aCTOCYBaHHS Y po3ainu: peyenmom
iHdpy3ii, 10 mr/mn no dotop KNiHiwe MapKyBaHHS, "Oco6nmBocTi 3acTocyBaHHA", "MobiuHi peakuii” BignosigHO A0
5 mn a6o 15 mn, a6o | LWneujanbnpena KOHTPO/b Ta OHOB/IEHOI iH(hopMmaLii 3 6e3nekn Ajtoyoi pevyoBUHN
45 mn, abo 60 mn, pate M6X BMNYCK Cepil:
a6o0 100 mny Mepak
hnakoHi; no 1 IesenbwadT drop
chnakoHy B K/iHiLe
KapTOHHI KopooLyi Lneuiansnpenapa
Te M6X,
HimeyuunHa;
BUPOGHMLTBO "in
bulk", nepsnHHe
nakyBaHHS Ta
KOHTPO/b Cepiit:
OHkoTek ®apma
MpopakwH MbX,
HimeyunHa
64. KAPI3OH PO3YUH HALLKIPHWIA, [Nepmadpapm Al HimeuumnH Mi6e Mm6X HimeuunH BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/10950/01/01
0,5 mr/1 1 no 15 mn a ApuHaiimitTTens a 3MiHM Wopo 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay. peyenmom

a6o 30 mn abo 50
My doNakoHi 3
KpanenbHuLeto Ta
KoBnaykom; no 1
chnakoHy B
KapTOHHIN nayui

BBegeHHs abo 3MiHM [0 y3arasibHEeHWX AaHUX Npo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnX npo
cuctemy hapmakoHarnagy, 3miHa ynoBHoBaxeHoi ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA dapMakoHarnsgy; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHVKa ANns 34iNCHEeHHS
chapmMakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHA Bif,
YNOBHOBaXEHOT 0CO6W, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsay (BkIyatoum KOHTakTHI AaHi) Ta/abo 3MiHW y
po3milLieHHi MacTep-chaiina cuctemun hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6U 3asiBHUKA A5 3AIAICHEHHS
thapmakoHarniagy B YkpaiHi. MponoHoBaHa pegakuisi —
Banabauw Bitaniii MukonaiioBuy. 3MiHa KOHTAKTHUX AaHNX
KOHTaKTHOI 0C06M 3asBHUKA AN 3AiiCHeHHA hapMakoHarnaay
B YKpaiHi
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
65. | KNAPUTPOMIUWN | Ttabnetku, BKpUTI NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHu | Tuny - 3a UA/2547/01/01
H nniBKOBOKO "KuiBmegnpenap "Knismegnpenapa BUJTyYEHHS1 BUpoOHMKa ADI (KnapuTpOMILUHY) peyernmom
0060/10HKOI0, N0 250 ar" T
Mr no 10 TabneTok y
6nicTepi; no 1
6nicTepy B nayui
66. | KNAPUTPOMIUWN | Ttabnetku, BKpUTI NnAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny - 3a UA/2547/01/02
H nniBKOBOKO "KuiBmegnpenap "Knismegnpenapa BUJTyYEHHS1 BUpOOHUMKa ADI (KnapuTpOMILUHY) peyernmom
060/10HKOI0, No 500 ar" T
Mmr no 10 TabneTok y
6nictepi; no 1
6nicTepy B mauui
67. KNIMAKCAH Tabnetku, no 20 TOB "Martepia Ykpaina 3AT CaHToHika NnTBa BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/12815/01/01
FTOMEONMATUYH Tabnetok y 6nictepi; Meguka- AOMiHICTPaTUBHI 3MiHW. BunyyeHHs1 BUPOOHWYOT AinibHUL peuenma
nin no 1 6nictepy y YkpaiHa" (Bkntovaroun ainbHuLi Ans APl NPOMKHOrO NpoaykTy abo
KapTOHHI Kopo6Lyi roTOBOrO JIiKapCbKOro 3acoby, AiNbHULi 4151 TPOBEAEHHS
nakyBaHHs, BUPOGHWMKa, BigNoBifasibHOr0O 3a BUMYCK Cepil,
MicLie NpoBeAeHHS KOHTPO/IIO cepii) abo noctayasibHyKa
BUXiZHOTO MaTepiasy, peareHTy abo JOMOMiXHOI PeHOBUHM
(AKLLO 3a3HAYEHO Y A0CbE) - BUTYYEHHS BUPOOHMYOT AiNbHULL
ADI; 3miHM | TMNY - 3MiHW 3 AKOCTI. [OTOBWIA Nikapcbknii 3acib.
3MiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEHHSA 40AATKOBOI
LiNbHULI BUPOBGHULITBA A/18 YACTMHN ab0 BCbOro BUPOOGHMYOro
npoLecy roToBOro Nikapcbkoro 3acoby (AiNbHULUSA, Ha SKi
npoBOAATLCA GyAb-Ki BUPOOHWYI CTagii, 38 BUHATKOM BUMYCKY
cepiil, KOHTPOIO AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHs, A5 HECTEPUIBHUX NIKAPCbKMX 3aco6iB) - 3aMiHa
AiNbHULI BUPOBHMLTBA , Ha SiKili NPOBOAATLCA By Ab-SKi
BMPOGHMYI CTagii, 3a BUHATKOM BUMYCKY cepili, NEpPBMHHOIO Ta
BTOPWHHOIO NakyBaHHS, AN HECTEPUTbHUX NMiKaPCbKMX
3ac06iB; 3miHu Il TUNY - 3MiHK 3 siKoCTi. A®I. BUpo6HMLTBO.
3MiHa BMPOOHUKA BUXiZHOrO/MPOMDKHOIO NPoAyKTy/peareHTy,
LLIO BMKOPUCTOBYIOTLCS Y BUpO6HMYOMY npoueci Adl, abo
3MiHa BUPOGHMKa (BK/THOYaoum, e HeobXigHo, micue
NpoBeAeHHS KOHTPOA AkocTi) APl (3a BigcyTHOCTI
cepTudiikaTa BignoBigHOCTI EBpoNeiichbkiin hapmakonei y
3aTBEePAKEHOMY 0CbE) - 3MiHa BUPOGHMKa ADI
68. KNO®AH® KpeM BariHanbHUiA KYCYM IHAi KYCYM IHAain BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu Il Tuny - 6e3 UA/14084/01/01
10% no 7 ry Ty6i; XENTXKEP MNBT XENTXKEP NBT 3MiHa BMPOOHMKA BMXiZHOrO/MPOMIDKHOTO MPOAYKTy/peareHTy, peuyenma
no 1 Ty6i pasom 3 nTAa nTa LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npolieci Adl, abo
annikatopom y 3MiHa BUPOGHMKa (BK/THOYaoum, fie HeobXigHo, micue
KapPTOHHI ynakoBLii NpoBeAEeHHS KOHTPO/O AKOCTi) AP - BBEAEHHSA 40AATKOBOrO
BMPOGHUKa AdI
69. KNO®E/IH-3H PO34MH ANA iH'EKLiA ToBapucTso 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/7640/01/01
0,01% nolmns o6MexeHo obmexeHor 3MiHa 6yab-AKOi YaCTUHW MaTepiasly NePBUHHOT YNakoBKM, Lo peyenmom
amnyni; no 10 BiANOBiAa/IbHICT BiANoBiAa/IbHICTIO He KOHTaKTYy€e 3 FOTOBMM NliKapCbKM 3ac060M - A0AATKOBO A0
amnyn B kopobu,i 3 10 "XapkiBCbke "Xapkiscbke 3aTBEpPAKEHNX amnyn (BUpo6HMK MAT “Montascbkuii 3aBop,
KapTOHY; Mo 1 MmN B hapmaueBTNYHe dhapMaueBTNYHE MeaM4yHoro ckia”, YkpaiHa) BBoastbes amnyau: IMN K3 - 3
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
amnyni; no 5 amnyn nignpreMcTeo nignpuemMcTeo KOMIbOPOBKM KinbLiem 3namy; IM T3 - 3 Hagpizom Ta
y 6nictepi; no 2 "340poB'a "340poB's KO/IbOPOBOI TOUKO 3namy; 1M KK2 - 3 aABoma Kinbuamu
6nicTepy B KOPOOL Hapoay" Hapoay" KoayBaHHs: 1M KK2/03 - 3 gBoMa KinbLAMM KOAYBaHHSA
3 KapToHY 4YepBOHOrO KO/bOpy. [JONOBHEHHS p."YnakoBka" iHhopmaLjieto:
«JlonyckaeTbCs MpW NakyBaHHS NikapcbKoro 3acoby B amnynu 3
KifbLiem 3/1amMy abo TOUKOK 311aMy i Haciykoro He BkiadaTu
ckapudiikaTop amnybHUA»
70. KONEAAH Kpanni opasbHi, yopPna TypeuunH yoprna TypeyuunH BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/16448/01/01
po3unH, no 10 mny MEAOVLUWNH a MEAVLUWH INAY a AaMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
dhnakoHi IAY CAH. BE CAH. BE TIIX. MiCLAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
KpanesbHuui; no 1 TIOK. A.LL. A.LL. roTOBOro NMikapcbkoro 3acoby, BKIYaUK AiNbHUL BUMYCKY
chnakoHy B cepii abo micue NpoBefeHHs KOHTPOSIO AKOCTI. (AisfbHICTb, 3a
KapTOHHI Kopo6Lyi 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.), TypeyunHa, 6e3 3MiHM MicLs BUPOGHMLTBA
71. KOMBIHUN® Kpansi O4Hi/BYLLHI CEHTICC IHais CEHTICC ®APMA IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/11313/01/01
aAyo nos5wvny ®APMA MBT. NBT. NTA. 3MiHa y MeToAax BUNPOOyBaHHS rOTOBOrO NiKapCbKoro 3acoby peyernmom
dhnakoHax- nTA. — BHECEHHSI He3HaUHMX 3MiH [0 3aTBEPAKEHNX METOAIB
KpanenbHULAX 3 KOHTPO/I0 SKOCTi FOTOBOTO JliKapCbKoro 3acoby 3a
KPULLIKOKO- nokasHukamu; - «Onunc», «Mpo3opicTb», «KONbOPOBICTb»,
ckapudpikaTtopom Ne «pH», «MexaHi4Hi BKNoUYeHHs», «O6’eM, L0 BUTATAETLCS»,
1; y donakoHax 3 «OcMoNsNbHICTb» «laeHTUdikauis A, B, C» — 3a3HaueHwit
npo6koto- JeTanbHWil oNuC NPOBEAEHHS NpoLedypu BUNPObyBaHHS; -
KpanesibHULENo i «KinbkicHe BU3HaYeHHs. BeH3ankoHito xnopug» - MeToaunky
KpuLkoto Ne 1 [IOMOBHEHO 3aCTEPEXEHHAM Ta NPUroTyBaHHAM CTaHAapPTHOro
pO34nHy B ABOX 3paskax; - «CTOPOHHI AOMiLLkn» Ta «KinbkicHe
BU3HauYeHHA. LinnpodinokcauuH. ekcameTasoH» - METOAUKN
[LOMOBHEHO iH(hopMaLieto LWoA0 NOCAiA0BHOCTI BBEAEHHS
PO3uuHiB;Ta 3 BiANOBIAHMMM 3MiHAMM A0 crneumdikauii 3a
nokasHukamm «lgeHtudikauis» Ta «O6’eM, LLIO BUTAraeTbCA»
72. KOHLUEPTA® TabneTtku TOB "[)KOHCOH Pocilicbka BMPOBHULTBO cuwaA/ BHECEHHS 3MiH [J0 peecTpavjiiiHux maTepianis: 3miHu |l Tuny - 3a UA/14199/01/01
NPOJIOHrOBaHOI il & JHKOHCOH" depepaui | HeposdgacoBaHOro Benbris 3MiHM [0 IHCTPYKUiT 4719 MeAMYHOr0 3aCTOCYBaHHS [0 PO3A4iniB peyenmom
no 18 wmr, no 28 a6o A npoaykrty: ANI3A "®apmMakonorivyHi BnactusocTi”, "lMpoTunokasaHHA",
30 TabneTtoK y KopnopeiiLuH, "B3aemogis 3 iHWMMK ikapCbKMMK 3acob6amu Ta iHLWi BUAn
donakoHi; no 1 CLUA; B3aemMogiin", "Ocob/MBOCTi 3aCTOCyBaHHSA", "3acTOCyBaHHS y
hNakoHy y BMPOGHMLTBO nepiog, BaritHocTi abo rogyBaHHs rpyaato”, "Cnocié
KapTOHHI navui Hepo3acoBaHoro 3acTocyBaHHs Ta go3n”, "Oitn" (YTOYHEHHS hopMyioBaHHS),
NpPOAYKTY, "Mepeno3yBaHHa", "M06IYHI peakuji™
nepBuHHA Ta
BTOPUHHA
ynaKkoBku: AHCCeH-
Cinar
MaHydekuypuHr
NNC, CUWA,
BUMYCK cepil:
AxcceH

dapmaueBTmKa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
HB, Benbris
73. KOHLUEPTA® TabneTtku TOB "[J)KOHCOH Pocilicbka BUPOBHULTBO cuwA/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |l Tuny - 3a UA/14199/01/02
NPOJIOHrOBaHoI Al & [I)XOHCOH" depepaui Hepo3g)acoBaHOro Benbris 3MiHM [0 IHCTPYKLUiT A1 MeAMYHOr0 3aCTOCYBaHHS 40 pO34inis peyernmom
no 36 mr, no 28 a6o A npoaykty: A1I3A "®apmakonorivHi BractmsocTi”, "MpoTunokasaHHs",
30 Tabnetok y KopnopeiiH, "B3aemogia 3 iHWKMMKU NiKapcbkumy 3acobamu Ta iHLWi B1uau
hnakoHi; no 1 CLUA; B3aemMogiin", "OcobMBOCTi 3aCTOCyBaHHSA", "3aCcTOCyBaHHS Y
dhnakoHy y BMPOGHMLTBO nepiog, BariTHocTi abo rogyBaHHs rpyaato”, "Cnocié
KapTOHHIN nauui Hepo3ghacoBaHOro 3acTocyBaHHA Ta no3un”, "Oitn" (yTOUHEeHHS DOPMY/TIHOBaHHS),
NPOAYKTY, "MepeposysaHHs", "MNo6iyHI peakuii”
nepBuHHA Ta
BTOPWHHA
YyNaKoBKN: AHCCeH-
Cinar
MaHyekuypuHr
NNC, CWA;
BMNYCK Cepil:
AHcceH
PapmaLeBTuka
HB, Benbris
74. KOHLUEPTA® Tabnetku TOB "[J)KOHCOH Pocilicbka BMPOBHULTBO cuwA/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MmiHu |l Tuny - 3a UA/14199/01/03
NPOJIOHrOBaHoI Al & [)KOHCOH" depepaui Hepo3gracoBaHOro Benbris 3MiHM [0 IHCTPYKLUiT A1 MeAMYHOro 3aCTOCYBaHHS [0 pO34inis peyernmom
no 54 wmr, no 28 a6o A npoaykty: A1I3A "MapmMakonorivyHi BnactmsocTi”, "MpoTunokasaHHA",
30 TabneTtok y KopnopeiiwH, "B3aemogia 3 iHWKMMK Nikapcbkumm 3acobamu Ta iHWi B1uan
donakoHi; no 1 CLUA; B3aemMogiin", "OcobMBOCTi 3aCTOCyBaHHSA", "3aCcTOCyBaHHS y
hNakoHy y BMPOGHMLTBO nepiog, BaritHocTi abo rogyBaHHs rpyaato”, "Cnocié
KapTOHHIN nauui Hepo3g)acoBaHOro 3acTocyBaHHA Ta go3un”, "Oitn" (yToUHEeHHS DOPMY/THOBaHHS),
NPOAYKTY, "MepepnosyBaHHs", "MNo6iyHI peakuii”
nepBuHHA Ta
BTOPWHHA
yNaKoBKuW: AHCCeH-
Cinar
ManydekuypuHr
NNC, CWA;
BUNYCK cepil:
AHcceH
PapmaLeBTUka
HB, benbris
75. KOPOHAN® 10 TabneTku, BKPUTI TOB "CaHodpi- YkpaiHa AT "CaHeka Cnosaubk BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/3117/01/01
NNiBKOBOKO ABEHTIC dapmacbtoTikans", a nofaHHs oHoBsieHoro CepTudikarty BignoBigHOCTI peuyenmom
o6onoHkoto, no 10 YkpaiHa" Cnosaubka Pecny6nik | €sponeiicbkilii hapmakonei R1-CEP 2009-044-Rev 01 Big Bxe
mr no 10 TabneTok y Pecny6nika; C.C. a/ PymyHis 3aTBEpPKEHOro BUpO6HUKa ana Adl 6iconponosny cymapary;
6nicTepi; no 3 abo "3eHTiBa C.A.", 3MiHK | TNy - NoAaHHs oHoBAeHoro CepTudiikaty
no 6 6nictepiB y PymyHis BiANOBIgHOCTI E€Bponeiickkili hapmakonei R1-CEP 2009-044-

KapTOHHI Kopobuyj;
no 15 tabneTtok y
6nicTepi; no 2 abo
no 4 6nictepu B
KapPTOHHI Kopobui

Rev 00 Big BXe 3aTBepAXEHOro BUpo6HuKa ansa APl
6iconponony chymapary
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
76. | KOPOHAN® 5 TabneTkun, BKpUTI TOB "CaHodi- YkpaiHa AT "CaHeka CnoBaubk BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHu | Tuny - 3a UA/3117/01/02
nniBKOBOKO ABeHTIC dapmacbioTikans", a nofaHHa oHoBsieHoro CepTudikarty BignoBigHOCTI peuyenmom
060/10HKO0, N0 5 Mr YkpaiHa" Cnosaupbka Pecnybnik | €sponelicbkili hapmakonei R1-CEP 2009-044-Rev 01 Bif BXe
no 10 TabneTtok y Pecny6nika; C.C. | a/ PymyHia | 3aTBepgeHoro Bupo6Huka gns A®l 6iconponony dymapary;
6nicTepi; no 3 abo "3eHTiBa C.A.", 3MiHu | TUNY - NogaHHA oHoBNeHoro CepTudikary
no 6 6nictepis y PymyHis BignoBigHoCTI €Bponelickkili hapmakonei R1-CEP 2009-044-
KapTOHHiI kopobuy; Rev 00 Big BXe 3aTBepAXEHOro BUpo6HMKa s Ad|
no 15 tabnetok y 6iconponony chymapary
6nictepi; no 2 abo
no 4 6nictepu B
KapTOHHIN Kopo6Lli
717. KCTAHAI Kancysim no 40 wmr, Actennac Higepnax BMPOGHMLITBO CLUA/ BHECEHHS 3MiH [0 peecTpavliiiHux maTtepianis: 3miHn |l Tuny - 3a UA/14503/01/01
no 28 kancyny dapma tHOpon an bulk: KataneHt Hinepnax 3MiHW Y KOPOTKIll XapaKTepuCTuLi NikapcbKoro 3acoby, TeKCTi peyenmom
6nictepi; no 1 B.B. ®apma ContoLLHC, on MapKyBaHHSA Ta IHCTPYKLii A/19 Me4UYHOro 3aCTOCYBaHHA y
6nictepy B NNC, CUWA; 3B'A3KY i3 HOBMMU AA@HUMW 3 SKOCTI, AOKAIHIYHUMM, KIHIYHMMN
KapTOHHOMY nepBuHHe JaHuMKn Ta gaHvmu 3 hapmakoHarnsgy - 3MiHU 4o iHCTPYKLU,T
dyTnapi; no 4 nakyBaHHs: 0151 MeANYHOro 3acTocyBaHHA A0 po3ainis "Ocob/mMBoCTi
KapTOHHUX oy TNISpU MexkemKnH 3acTocyBaHHs", "lNo6iYHI peakuii" LWoA0 pe3ynbTaTtiB KNiHIYHOro
Y KapTOHHIlA navui KoopauHeiitopc, pocnipxeHHs 9785-CL-0403 11040 BUHVMKHEHHS CYyA0M; 3MiHN
NNC, CWA; [0 IHCTPYKLUiT A8 MeAMYHOro 3aCTOCYBaHHSA 10 pPO34inis
AHfepcoHBbpekoH "®apmMakooriyHi B/1laCTUBOCTI" LWOA0 pe3y/bTarTiB KNiHIYHOTo
IHK., CLLA,; pocnipkeHHs PREVAIL Ta TERRAIN wogo 3HmkeHHs MCA Ta
BTOPVHHE KniHiYHoro gocnimkeHHs 9785-CL-0410 3a yyacTio nauieHTiB,
nakyBaHHs, BUMYCK AKi OTPUMYBaUIM abipaTepoH; 3MiHW A0 IHCTPYKLi ANs
cepii: Actennac MeZMYHOro 3aCTOCyBaHHSA A0 po34iny "3acTocyBaHHs y nepiof
$apma HOpon BariTHOCTi abo rofyBaHHA rpyaato». BBegeHHs 3MiH
B.B., Hinepnanan NpoTArom 6-TM MicsiLiB Nicns 3aTBepAKeHHSA
78. | NAMIBYAVH, TabneTku, BKpUTI Aypo6iHao IHais Aypo6iHgo ®apma IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 3a UA/6091/01/01
31a40BYAVH, nniBKOBOKO dapwma Jlimiteq Nimiten (FOHIT 1) 3MiHuM Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy. peuyenmom
HEBIPAMMIH 150 060/10HKO0, Ne 60 y BBefeHHS abo 3MiHM [0 y3arasibHeHUX JaHNUX NPo CUcTeMy
Mr/300 Mr/200 KOHTeWHepi (hapmakoHarnsgy (BBeeHHs y3arasibHeHUX JaHux npo
Mr cucTemy hapmakoHarnsgy, 3miHa ynoBHoBaXKeHoi 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) -
MponoHoBaHa pefakuis: YNoBHOBaXXeHa ocoba 3asBHUKA,
BignosigasibHa 3a hapmakoHarnsag - NaH XaHymaHTy
MeHuyanasnx. KoHTakTHa ocoba B YkpaiHi yNnoBHOBaXXeHOI 0cobu
3asBHVKa AN 34iicHeHH:A dhapmakoHarnsgy - CamoinnieHko
ApTem MNaBnoBuy. 3MiHa KOHTaKTHUX AaHuX. 3MiHa
MicLie3HaxoMKeHHs1 MacTep-daliny. 3MiHa Micusa 34iCHEHHS
OCHOBHOI AisifIbHOCTi 3 hapmakoHarnsgy
79. | NAHTYC® PO3YMH ANS iH'EKLi, TOB "CaHodi- Ykpaina CaHodhi-ABeHTIC HimeuuunH BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 3a UA/6531/01/01
100 Og./mn, Ne 5 ABeHTIC [Loiunang MrmeX a 3MiHW y NpoLeci BUPO6HMLTBA FOTOBOIO JiKapPCLKOro 3acoby, peuenmom
(no3mMmny YkpaiHa" BK/THOYAK0UM NPOMiXKHUIA MPOAYKT, WO 3aCTOCOBYETLCA Npun
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
KapTpuaxi; no 5 BVMPOGHMWLTBI FOTOBOrO NiKapCbKOro 3acoby - BNPOBaKEHHS
KapTpuaxis y anbTepHaTMBHOT NiHil hacyBaHHSA 3a METOAMKOLO i30N14L;i 3
6nicTepi; no 1 [INAHKOIO 3MiLlLlyBaHHS KOMMOHEHTIB, 3 BigNOBIAHUMMN 3MiHAMWN Y
6nictepy B BMPOGHMYOMY NPOLIECi, TakKMMK SIK HOBa TPMBaiCTb 36epiraHHs
KapTOHHI KopobLi); npoaykTy y Hepo3schacoBaHoMy Burnagi (11 aHis),
Ne 1 (no 10 mny BMNPOBaKEHHA CTEPUAI3YIoYOi thinbTpayii y Touui dhacyBaHHs;
dhnakoHi; no 1 3MiHM I Tuny - 3mMiHa po3mipy cepii (BkIKOYatoumn dianasoH
(hNakoHy B po3Mipy cepil) roToBOro sikapcbkoro 3acoby - BBeeHHS
KapTOHHI Kopobu;) [04aTkoBOro po3Mipy cepii (6000 1) 4o BXe 3aTBEPAXEHOT0
200 n Ta 1900 n gns conakoHis no 10 mn 3 40AATKOBUM
BHECEHHAM pefakTopcbLKoi nonpasku B p. 3.2.P.3.2. Cknag Ha
cepito
80. | NAP®IKC TabneTku, BKpUTI KYCYM IHAis Kycym Xentxkep IHAaia BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu |l Tuny - 3a UA/12330/01/02
060/10HKO0, N0 8 Mr | XENTXKEP MNBT Met N4 3MiHa BUPOOHMKA BMXiZAHOrO/MPOMKHOIO NPOAYyKTy/peareHTy, peuyenmom
no 10 TabneTtok y nTa LLIO BUKOPUCTOBYIOTLCA Y BUPOGHMYOMY npouieci Adl, abo
6nicTepi, no 3 abo 3MiHa BUpPOGHMKa (BK/THOYaoum, e HeobXxigHo, micue
10 6nicTepiB y NpoBeAEeHHS KOHTPO/IO AKOCTi) AP - BBEIEHHA 40AaTKOBOIO
KapTOHHI Kopo6Lii BMpo6HMKa AP (JTopHOKCHKaM)
81. | NNEBOKIN3 TabneTku, BKpUTI Aypo6iHao IHais Aypo6iHgo ®apma IHais BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianiB: BUNpaB/ieHHS 3a UA/13743/01/01
nniBKOBOKO Papma /114, Nimiteq — FOHIT TexHiYHnx nomunnok y MKA M13; apykapcbka nomuska y peyernmom
060n0HKot0, Nno 250 Wil cneuudikauii y Hassi po3giny «Cneyudikaums»; 3a n.
Mr, no 5 TabneTok y «BHeLHWIi BUA»; TEXHIYHA MOMUIIKA B IHCTPYKLT AN
6nictepi; no 1 MeAMUYHOro 3acTocyBaHHA y p. "flikapcbka dopma”
6nictepy B
KapPTOHHI Kopobui
82. | NEBOKIN3 TabneTku, BKpUTI Aypo6iHao IHAi AypobiHao ®apma IHAain BHECEHHS 3MiH 10 peECTpaLiiiHUX MaTepianiB: BUNPaB/EeHHs 3a UA/13743/01/02
NNiBKOBOKO dapma /114 Nimiteg — FOHIT TeXHiYHnX nomunok y MKA M13; apykapcbka nomusaka y peyenmom
o6onoHkoto, no 500 VIl cneundikauii y Ha3Bi po3giny «Cnevuundikauns»; 3a .
mr, no 5 TabneTtok y «BHewwHuii BUA», 3a N. «CoaepxaHne BoAbl»; TEXHIYHA
6nictepi; no 1 noMusIKa B iHCTPYKUIT 4151 MEAWYHOIO 3aCTOCYBaHHS Y p.
6nictepy B "Nikapcbka thopma”
KapTOHHI Kopobuji
83. | NEMKO®O3NH PO3YMH ANS iH'EKUi, TOB "TeBa YkpaiHa CiHpgaH ®apma PymyHisa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3MiHa 3asBHUKa 3a UA/6749/01/01
10 mr/mn no 3 mn YkpaiHa" CP/1, PymyHis; ITanis (BnacHvika peecTpadiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peuyenmom
(30 mr) a6o 10 mn AxTasic ITanis Bif 23.07.2015 Ne 460)
(100 wmr) y donakoHi; C.n.A, Itanis
no 1 dpnakoHy B
KaPTOHHI nayui
84. | NIBA3O TabneTku, BKpUTI Pekopgari IpnaHgis Brpo6HMK ®paHuis/ BHECEHHS 3MiH A0 peecTpauiiiHux matepiasis: 3MiHu |l Tuny - 3a UA/11963/01/03
nniBKOBOKO Ainenp Ntp Hepo3gacoBaHOro ITanis 3MiHuM Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy. peuyenmom
060/10HKOI0, MO 4 MF; NPOAYKTY: 3MiHM y TepaneBTUYHMX NOKa3aHHsX (404aBaHHA HOBOroO
no 7 tabnetok y M'ep ®abpe TepaneBTUYHOTrO MoKa3aHHs abo 3MiHa y 3aTBEPAKEHOMY
6nictepi; no 1 MegikamaH nokasaHHi) 3MiHM BHECEHO [0 iIHCTPYKLIi ANs MeguyHoro
6nictepy B [MpOoAOKCOH, 3aCTOCyBaHHSA NikapcbKoro 3acoby 4o po3ainis
KapTOHHI kopobuy; dpaHuis; "®apmakonoriyHi BnactmsocTi”, "lMokasaHHs", "B3aemogis 3
no 14 tabnetok y Brpo6HWK, AKnii IHLWIMMK NiKapCcbKUMK 3acobamu Ta iHLWi BUAM B3aeMoSiid",
6nictepi; no 2 3[iliCHI0E "Oco6nmBoCTI 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta fo3mn",

6nictepn B

NepBuUHHE Ta

"0iTn", "Mo6ivHi peakuii" y 3B'A3Ky 3 HASIBHICTIO HOBUX KMiHIYHMX
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
KapTOHHI kopobuy; BTOPUHHE [aHyX LWOA0 3aCTOCYBaHHS JlikapCbKoro 3acoby AiTaM BikOM
no 15 tabnetok y nakyBaHHs, BiZl 6 POKIB BiAMOBIAHO A0 MaTepianiB peecTpauiiHoro foChe.
6nicTepi; no 2 BiAnosigae 3a BBefeHHs 3MiH NpoTArom 6-Tu MICALB NiCNA 3aTBEPAKEHHS.
6nictepu B KOHTPO/b SKOCTI
KapTOHHI KopooLyi Ta BUNyCK cepil:
Pekoppaari
IHpacTpia Ximika e
dapmacesTika
C.n.A,, lTania
85. | NNIBA3O TabneTku, BKPUTI Pekoppaarti IpnaHgis BupobHuk dpaHuia/ BHECEHHS 3MiH [j0 peecTpaLiiiHux matepiasis: 3MiHu Il Tuny - 3a UA/11963/01/02
nNiBKOBOKO Ainenp Ntg Hepo3g)acoBaHOro ITanis 3MiHM Wopao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy. peyernmom
0060/10HKOI0, N0 2 MT; NPOAYKTY: 3MiHM y TepaneBTUYHUX NOKa3aHHAX (fofaBaHHSA HOBOTO
no 7 tabnetok y M'ep ®abpe TepaneBTUYHOrO NokKa3aHHs abo 3MiHa y 3aTBEPAXXEHOMY
6nicTepi; no 1 MegikamaH nokasaHHi) 3MiHM BHECEHO [0 IHCTPYKLIT 4719 MeANYHOro
6nictepy B PO/ OKCOH, 3acToCyBaHHS NiKapcbKoro 3acoby A0 po3ginis
KapTOHHI kopobuy; dpaHuis; "®apmakonoriyHi BnactmsocTi”, "lMoka3aHHs", "B3aemogis 3
no 14 tabneTtok y Brpo6HWK, Aknii IHLIMMKM Nikapcbk1MK 3acobamu Ta iHWi B1uan B3aemogii',
6nicTepi; no 2 3[jicHI0E "Oco6nMBOCTI 3acTocyBaHHSA", "Cnocib 3acTocyBaHHs Ta fo3un”,
6nictepu B nepBrHHE Ta "OiT", "Mo6ivHi peakuii" y 3B'A3Ky 3 HASABHICTIO HOBUX KNiHIYHUX
KapTOHHI kopobuy; BTOPVHHE [AaHVX LWOA0 3aCTOCYBaHHS JlikapCbkoro 3acoby AiTaM BiKOM
no 15 TabneTtok y nakyBaHHs, BiZ 6 POKiB BiAMOBIAHO A0 MaTepianiB peecTpauiiHoro fOChe.
6nictepi; no 2 Bignosigae 3a BBefieHHA 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAXKEHHS.
6nictepu B KOHTPO/b AKOCTI
KapTOHHI kopobuy; Ta BUNyCK cepil:
no 20 Tabnetok y Pekoppari
6nictepi; no 5 IHoacTpia Ximika e
6nicTepis B dapmaceBTika
KapTOHHI Kopo6Lyi C.n.A., ltanis
86. | NIBA3O TabneTku, BKpUTI Pekoppaarti IpnaHgis Brpo6HMK ®paHuia/ BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu |l Tuny - 3a UA/11963/01/01
nniBKOBOKO Ainenp Ntp Hepo3g)acoBaHOro ITanis 3MiHuM Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy. peuyenmom
060/10HKO0, MO 1 Mr; NPOAYKTY: 3MiHM Yy TepaneBTUYHMX NOKa3aHHSX (404aBaHHS HOBOro
no 7 tabnetok y M'ep ®abpe TepaneBTUYHOrO NokKa3aHHS abo 3MiHa y 3aTBEPAKEHOMY
6nictepi; no 1 MegikamaH nokasaHHi) 3MiHM BHECEHO [0 iIHCTPYKLIi AN MeguyHoro
6nictepy B [MpOAOKCOH, 3aCTOCyBaHHS NikapcbKoro 3acoby 40 po3ainis
KapTOHHI kopobuy; PpaHuis; "®apmakonoriyHi BnactmsocTi”, "lMoka3aHHs", "B3aemogis 3
no 14 tabnetok y B1pOGHWK, AKnii iHLWXMK NikapcbKMMK 3acobamu Ta iHWi BUAM B3aeMogiid",
6nictepi; no 2 3[iliCHI0E "Oco6nmBoCTI 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta fo3mn",
6nictepu B nepBrHHE Ta "0iTn", "Mo6GiyHI peakuii" y 3B'A3Ky 3 HAABHICTIO HOBUX KMIHIYHUX
KapTOHHI kopobuy; BTOPVHHE [aHuX LLoA0 3aCTOCyBaHHSA NikapcbKoro 3acoby AiTAM BikOM
no 15 tTabneTtok y nakyBaHHs, Bif 6 pOKiB BiAMOBIAHO A0 MaTepianiB peecTpauiliHoro fOCbe.

6nicTepi; no 2
6nictepu B
KapTOHHI Kopo6Lyi

Bignosigae 3a
KOHTPONb SIKOCTI
Ta BUNycK cepii:

Pekopaari
IHoacTpia Ximika e
dapmacesTika

BBefeHHSA 3MiH NPOTAToM 6-TW MICALIB NIC/1A 3aTBEPAXEHHS.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
C.n.A,, Itanis
87. | MIAOKAIH PO34MH ANS iH'EKU 3AT YropmHa 3AT YropLmHa BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/0655/01/01
2%, n02wmMnB dapmaleBTUYHN dapmaueBTUYHUI 3MiHu 3 sKocTi. [oToBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom
amnyni; no 5 amnyn i 3aBog ETIC 3aBog ErIC KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3Mipy ynakoBKu
y 6nicTepi; no 2 rOTOBOrO /1iKapCbKOro 3acoby (3MiHa Ki/IbKOCTi OANHULb
6nictepu abo no 20 (Hanpviknag TabneTok, amnyn TOL0) B yNakoBLi:) - 3miHa y
6nictepiB y [iana3oHi 3aTBepKeHNX PO3MIpiB YNakoBKUN - BBEAEHHS
KapTOHHI ynakoBLi [04aTKOBOI yNakoBku No 2 M1 B amnyni; no 5 amnyn y 6nictepi;
no 2 6nicTepu y KapTOHHI/ ynakoBL,, 3 BiAMOBIAHUMN 3MiHaAMM
y p. «YnakoBka». MNepBrHHUIA NakyBasibHUIA MaTepian He
3MiHMBCS.
3MiHU BHECeHI B po3in "YnakoBka" (BBeAEHHS 4OAATKOBOIO
PO3Mipy YNakoBKW) B IHCTPYKLiO 411 MEANYHOIO 3aCTOCYBaHHSA
NiKapcbKoro 3acoby, K HaC/MifoK - 3aTBEPAKEHHS TEKCTY
MapKyBaHHS 40AATKOBOT yNakoBKM /iKapCbKOro 3acoby
88. | NnI3nHoOMNPWUn- Tabnetku no 5 mr no patiochapm HimeuuunH BMPOBHULTBO HimeuuunH BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/1572/01/01
TEBA 10 TabneTok y 6X a Hepo3dacoBaHol a noJaHHs OHOB/IEHOro cepTucpikata BignosigHocTi EP Big, peyernmom
6nicTepi; no 3 abo 6 npoayKuii, 403BiN 3aTBEPAKEHOr0 BUPOBHUKA MI3UHONPUAY AWUFiAPaT, Y 3B A3KY 3
6nictepis y Kopobui Ha BUMYCK cepii: OHOBNEHHSIM aapecy BnacHuka CEP, 3anponoHosaHo: R1-CEP
Mepkne 'm6X, 2001-311-Rev 03; 3MiHu | TNy - NOAAHHSI OHOB/IEHOTO
HimeuuunHa; cepTudpikaTa BignosigHocTi EP Big 3aTBEpAXeHOro BUPO6HUKa
nepBrHHa Ta nisuHonpuny gurigpat 3 BigNOBIAHUMU 3MiHaAMK Y
BTOPVHHA cneumdikauii, 3anponoHoaHo: R1-CEP 2001-311-Rev 02;
ynakoBka, 3MiHK | TUNY - 3MiHa Y MeToAax BUNpo6yBaHHSA roTOBOrO
KOHTPO/b SKOCTI: NikapcbKoro 3acoby - He3HayHa 3MiHa Yy 3aTBEpPAKEHUX
Mepkne 'm6X, mMeTofax BUNpobyBaHHs (Npu BUMYCKY) AnA T. igeHTudikavis i
HimeyunHa BM3HAYEHHs BMICTY Ni3vHONpWUIy avrigpary, 3MiHa kogy
meToay 3 S-01138502 Ha D-01138503, 3miHa Nnpo6onigroToBku
[ANs BU3HAYEHHS BMICTY NisvHonpuny. PegakuiiHi npasku: B
cneumqikaLito Ha BUNYCK A0A4aHO Ha3BY BifOMUX AOMILLOK
3rigHo EP; oHOBeHO iHdhopMaLlito LWoAo cTaHAapTiB, SKi
BMKOPUCTOBYIOTLCA /18 aHasi3y BMICTY AOMILLOK: Y po3gini
3.2.P.6 gogaHo iHdopmadito npo gomiwku A,C, D Ta H;
3MiHEHO KOA, cneuudikallii; He3HayHa 3MiHa y 3aTBEepAKEHNX
MeTofax BUNPO6yBaHHS (Ha TEPMIH NpuAAaTHOCTI) AN T.
iAeHTdikalis | BUSHAYeHHSA BMICTY Jli3UHONPpUY aurigpary,
3MiHa kogy metoay S-00675504 Ha D-02913502, 3miHa
npo6oniAroToBKM A5 BUSHAYEHHS BMICTY Ni3uHONpuy.
PepakuiiiHi npaBku: B cneyudikaliio A8 TepMiHY NpuAaTHOCTI
[0[aHo Ha3By BiAOMUX AOMILLOK 3rigHO EP; oHoBNneHO
iHchopmawuito Woao cTaHaapTiB, SKi BAKOPUCTOBYHOTLCA 415
aHasizy BMICTy AOMILLOK: Y po3gini 3.2.P.6 gogaHo
iHdbopmauito npo gomiwkun A,C, D Ta H; 3miHeHo kof,
cneuudikawii
89. | NI3nHOMNPWUN- Tabnetku no 20 mr patiohapm HimeuuunH BMPOGHMLTBO HimeuuunH BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 3a UA/1572/01/02
TEBA no 10 TabneTok y 6X a Hepo3dacoBaHol a noJaHHsa OHOBJIEHOro cepTudpikarta BignosigHocTi EP Big, peyernmom

6nicTepi; no 3 abo 6

npoAaykuii, A03BiN

3aTBEpAKEHOro BUPOGHMKA Ni3vHONpUAY AWrigpar, Y 3B 53Ky 3
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

6nicTepiB y kopobLi

Ha BUMYCK cepii:
Mepkne 'm6X,
HimeuuunHa;
nepBuHHA Ta
BTOPUHHA
ynakoBka,
KOHTPO/b SKOCTI:
Mepkne 'm6X,
HimeuunHa

OHOBNEHHAM agpecy BnacHuka CEP, 3anponoHosaHo: R1-CEP
2001-311-Rev 03; 3MiHu | TUMY - NOAAHHA OHOB/IEHOTO
cepTucbikaTa BignosigHocTi EP Bif 3aTBEpAXEHOr0 BUPOOHUKA
nisvHONpuUAy Aurigpar 3 BiAMOBIAHUMN 3MiHAMW Y
cneuundikauii, 3anponoHoBaHo: R1-CEP 2001-311-Rev 02;
3MiHY | TUNy - 3MiHa y MeToAax BUunNpobyBaHHSA roToBoro
NikapcbKOro 3acoby - He3HayHa 3MiHa Yy 3aTBEpPAKEHNX
MeToJax BUNPoGyBaHHs (Npu BUNYCKY) AnA T. iaeHTudikauis i
BWU3HAYEHHS BMICTY Mi3UHONPUAY AurigpaTty, 3miHa kogy
mMeToay 3 S-01138502 Ha D-01138503, 3miHa npo6onigroToBKu
NS BU3HAYEHHS1 BMiCTY NisvHonpuny. PepakuiiiHi npaBku: B
cneumdikaLito Ha BUNYCK [0A4aH0 Ha3By BifOMUX AOMILLOK
3rigHo EP; oHoBneHo iHdhopMmaLiio Woao cTaHaapTiB, Ak
BMKOPUCTOBYIOTLCA [/19 aHani3y BMICTY JOMILLOK: Y po3gini
3.2.P.6 gopaHo iHdopmadito npo gomiwwkm A,C, D Ta H;
3MiHeHo ko, cneuudikallii; He3HauyHa 3MiHa y 3aTBePIKEHUX
MeToAax BUNPobyBaHHA (Ha TepMiH NpuaaTHOCTI) ANnA T.
ineHTuUbikaLis | BUSHAYEHHS BMICTY NisuHoNpuay gurigpary,
3MmiHa kogy meTogy S-00675504 Ha D-02913502, 3miHa
npo6oniAroToBKM A1 BU3HAYEHHS BMICTY NisnHONpUY.
PepakuiiiHi npaBku: B cneuudikaliio ans TepmiHy npuaaTHOCTI
[04aHO Ha3By BiAOMMX AOMILWOK 3rigHo EP; oHoBneHo
iHbopMmaLito Woao cTaHaapTiB, sSiKi BAKOPUCTOBYOTLCA A5
aHanizy BMICTy foMmilwok: y po3gini 3.2.P.6 gofaHo
iHchopmavito npo gomiwkmn A,C, D Ta H; 3miHeHo kog,
crneundikauii

90.

nismHonpPun-
TEBA

Tabnetkun 10 Mr no
10 TabneTok y
6nictepi; no 3 abo 6
6nicTepis y kopoobLi

patiochapm
meX

HimeyunH
a

BMPOGHMLITBO
Hepo3dacoBaHoi
npoaykuii, 103BiN
Ha BUMYCK Cepii:

Mepkne 'm6X,

HimeuuunHa,;
nepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTPO/1b AKOCTI:
Mepkne 'm6X,
HimeuyunHa

HimeyunH
a

BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasis: 3MiHu | Tuny -
noAaHHs OHOBMIEHOro cepTudiikaTa BignosigHocTi EP Big
3aTBEPAKEHOTO BUPOGHMKA Ni3VHONPUAY AUrigpart, y 3B A3Ky 3
OHOBJIEHHAM agpecu BnacHuka CEP, 3anponoHosaHo: R1-CEP
2001-311-Rev 03; 3miHu | TNy - nogaHHsA OHOB/IEHOTO
cepTudpikata BignosigHocTi EP Bifg 3aTBEpAXeHOro BUPO6HUKa
nisvHoNpuny gurigpar 3 BiAMOBIAHUMW 3MiHAMK Y
cneuudikauii, 3anponoHoBaHo: R1-CEP 2001-311-Rev 02;
3MiHK | TUNY - 3MiHa Y MeToAax B1UNpo6yBaHHSA rOTOBOrO
NiKapcbKOro 3acoby - He3HayHa 3MiHa Y 3aTBEPAYKEHNX
MeToZax BUNpobyBaHHS (Npu BUMYCKY) AnA T. iaeHTudikauis i
BM3HAYEHHs BMICTY Ni3vHONpUIy avrigpaty, 3MiHa kogy
meTogy 3 S-01138502 Ha D-01138503, 3miHa npo6onifroToBku
NS BU3HAYEHHS1 BMiCTY NisvHonpuny. PepakuiiiHi npaBku: B
crneumgikaLito Ha BUNYCK A0A4AHO Ha3BY BiOMUX AOMILLOK
3rigHo EP; oHoBneHo iHdhopmaLiio Wwoao ctaHaapTis, Sk
BVMKOPVCTOBYIOTbCS A1 aHaUTi3y BMICTY AOMILLIOK: y po34ini
3.2.P.6 gogaHo iHdopmadito npo gomiwku A,C, D Ta H;
3MiHEHO KOZ, cneuudikallii; He3HayHa 3MiHa y 3aTBEepAKEHNX
MeToJax BUNPOOyBaHHS (Ha TEPMIH NpuAATHOCTI) 4N T.
iAeHTUdIKaLis | BUSHAYEHHS BMICTY Jli3UHONpUY aurigpaTy,
3MiHa kogy meToay S-00675504 Ha D-02913502, 3miHa

3a
peyerimom

UA/1572/01/03
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npo6oniAroToBKM A1 BUSHAYEHHS BMICTY Ni3uHONpuiy.
PepakuiiiHi npaBku: B cneyudikalito A8 TepMiHY NpUMAAaTHOCTI
[04aHO Ha3By BiAOMUX JOMILWIOK 3rigHO EP; oHOBNeHo
iHchopmawito Woao cTaHaapTiB, SKi BAKOPUCTOBYHOTLCSA A1
aHaniszy BMICTy AOMILIOK: Y po3aini 3.2.P.6 gogaHo
iHchopmauito npo gomiwkn A,C, D Ta H; 3miHeHo kopf,
cneundikauii
91. | NIHE3ONIAVH TabneTku, BKPUTI MAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/14297/01/01
nAiBKOBOO "Kuismegnpenap "Kuismepnpenapa 3MiHa y MeTogax BunpobysaHHa APl abo BMXigHOro peyenmom
o60onoHkoto, no 600 at" T marepiany/npomMiKHOro NpoAyKTy/peareHTy, Lo
Mmr no 10 TabneTok y BMKOPUCTOBYETLCA Y npoLieci BUpobHuLTBa A®I (He3HauHi
6nicTepi; no 1 3MiHW Yy 3aTBEPKEHNX MeTogax BUNPOBbyBaHHS); 3MiHu | Tuny
6nicTepy B naui — He3HauHi 3MiHW Y 3aTBEPAXXEHI METOANL KOHTPOSIO
roTOBOro NikapcbKoro 3acoby 3a nokasHukoMm «MikpobionoriyHa
yuctoTa» 3rigHo BuMor AdY; 3miHu | Tuny - 3miHa y MmetoAax
BMNPOGYBaHHS rOTOBOTO Jlikapcbkoro 3acoby (He3HauHa 3miHa
y 3aTBeppKeHNX MeTofax BUNpobyBaHHs). BBeAeHHsA 3MiH
NpoTArom 6-TM MicsiLiB Nicnsa 3aTBepAKeHHSA
92. | NIHENIA PO34uH ANs iHdys3il TOB "lOpis- Ykpaina TOB "tOpia-®apm” Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/12541/01/01
2 mr/mn, no 300 mn Papm” 3MiHK 3 siKoCTi. FoTOBWMIA Nikapcbkuid 3aci6. 3MiHM y peuyenmom

Y KOHTeiHepi
nonimepHomy y
BaKyyMHil
noniMepHii
ynakosui; no 1
nonimepHomy
KOHTEeViHepy y
BaKyyMHil
noniMepHii ynakosLi
y nayui 3 KapToHYy

BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HULITBA FOTOBOTO
NiKapCbKOro 3acoby, BK/IHOHa0UM NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCS NPV BUPOGHULITBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci BUpOOHULTBA) - BBEAEHO
[oAaTKoBuiA eTan BUpo6HMLTBA (3a[yBKa a30TOM) 3 METO0
3MEHLLIEHHS BMICTY PO34Y/HEHOr0 KUCHIO B Npenaparti; 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HULITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIHOHaOUM NPOMiIXHUIA NPOAYKT, L0
3aCTOCOBYETLCA MNPV BUPOOHULTBI TOTOBOrO NiKapCbKoro
3aco06y (iHLWi 3MiHK) - 3MiHa pexumy cTepunisauii; 3miHu | Tuny
- 3MiHK 3 sIKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KoHTposb
rOTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax BunpobyBaHHs
rOTOBOrO /likapCbKOro 3acoby (iHLWi 3MiHM y MeTogax
BMNPO6YBaHb (BKIOYAKUYM 3aMiHy ab0 [JONOBHEHHS)) - 3amiHa
nokasHuka «liporeHn» Ha nokasHvK «bakTepianbHi
€HA,0TOKCUHMW»; 3MiHM | TNy - 3MiHKM 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npugaTHoCTi abo ymoBax 36epiraHHs roToBOro /likapcbKoro
3acoby (3miHa B ymoBax 36epiraHHs roTOBOr0 /iKapCbKoro
3acoby abo nicnsi po3yYMHEHHS/BiLHOBNEHHS) - 3MiHA YMOB
36epiraHHs rOTOBOro MiKapCbKOro 3acoby; 3miHW | Tuny - 3miHu
3 AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPObL roTOBOro
nikapcbKkoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
[ONYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby (BUyYeHHS
He3Ha4yHOro NokasHuka (Hanpukiag 3acTapinoro NokasHuka,
Takoro sk 3anax Ta cMmak, abo igeHTudikaLisa 6apBHUKIB 4n
CMakoBMX 406aBOK)) - BUYYEHHS MOKa3HMKa «AHOMasIbHa
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TOKCUYHICTb» 3i cneuudikauii KOHTPOJIKO AKOCTI; 3MiHW | Tuny -
3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa Y NepBUHHIl
yMakoBLii FOTOBOr0 MikapCbKoro 3acoby (Tvn KoHTelHepa abo
[0AaBaHHA HOBOTO KOHTelHepa) - BunyyeHHs nepBuMHHOT
YNaKoBKM, L0 He NPU3BOANTL 0 NOBHOTO BUTYYEHHS
NiKapCbKOoro 3acoby 3 MeBHOK CWJIOK Aii abo y NeBHii
nikapcbkiii chopmi - BUTy4YeHHs! ynakoBok no 300 M1y nakeTax
noNiMepHUX Ta NsLLKaX CKNSHUX, 3a/IMIAETLCA BBeAEHA
ynakoBKa NoniMepHNI KOHTEliHep 3 BTOPUHHOIO BakyyMHOO
NnosiMEPHOI0 YNaKoBKOIO 3 flamMiHOBaHOT hobrv; 3miHu Il Tvny -
3MiHM 3 IKOCTi. FTOTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HMLITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIHOHa0UM NPOMiIXHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULTBI TOTOBOrO NikKapCbKoro
3aco6y (cyTTeBa 3MiHa y NpoLeci BAPOOHMLITBA, Sika MOXe
MaTu iCTOTHWIA BNINB Ha SiKiCTb, 6e3neky Ta edheKTUBHICTb
NiKapcbKoro 3acoby) - onTuMisavis TEXHOMOMYHOro npouecy
BMPOGHMLITBA rOTOBOTO /1iKAPCbKOro 3acoby; 3MiHu |l Tumy -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOro
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
[OMNyCTUMMX MEX FOTOBOrO /liKapCbKOro 3acoby (3miHa
3HaxXo0ANTLCA N03a 3aTBEPAKEHUMUN JONYCTUMUMMN MeXamm
cneumdikauiii) - 3MiHW KpUTEpIiB NPUAHATHOCTI 38 NOKA3HWUKOM
«CynpoBigHi AoMilLKn». CynyTHSA 3MiHa - 3MiHW 3 SKOCTi.
[oTOBWIA NNikapcbkunii 3aci6. KOHTPO/Ib rOTOBOrO NikapcbKoro
3acoby. 3MiHa y MeTogax BUNpobyBaHHS rOTOBOrO JliKapCbKOro
3aco6y (iHWi 3MiHM y MeToAax BUNpoGyBaHb (BKIKYaKUM
3aMiHy ab0 [ONOBHEHHS)) - OHOB/IEHHA METOANKN KOHTPOJIIO 3a
nokasHUkoMm «CynpoBifHi AOMILLKW». BHeCeHi 3HauHi 3MiHW [0
rpafieHTHOro pexumMy xpomarorpadysaHHs, Temneparypu
KOMOHKM, 36i/1bLLIEHO KOHLLEHTPALit0 AOC/iKYBAHOTO PO3UMNHY B
2,5 pa3u, BBE,EHO PO3YMH NOPIBHAHHA AN peyoBuHM 5-HMF.
3MiHEHO MeTOA0/10ri0 PO3paxyHKy — MeTod Hopmanizauji.
BHeceHi 3MiHM 10 napamMeTpiB NpuaaTHoOCTI xpomMaTtorpadivyHoT
cuctemun. OHOB/EHO iHChOPMALLito LWOAO BiAHOCHUX YaciB
YTPUMYBaHHS creumndikoBaHyX BiZOMUX AOMILIOK 3riAHO
3anpornoHOBaHUX 3MiH Ao cneuundikauii; 3MiHu || Tuny - 3miHn 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa y NepBUHHIl
yMaKoBL{i FOTOBOro NiKapCbKoro 3acoby (Tvn KoHTeliHepa abo
[lofaBaHHsA HOBOrO KOHTelHepa) - CTepubHi nikapcbki 3acobu
Ta nikapcbki 3ac06U 6i0N0riYHOro/iMyHO/IOMNYHOTO MOXOKEHHS
- BBEIEHHS YNakKoBKM y nakeTax noniMepHuX 3 BTOPUHHIUM
BakKyyMHVUM NakyBaHHAM; 3MiHu || Tuny - 3MiHu 3 sKocTi. API.
Brpo6HMUTBO. 3MiHa BUPOOHUKA BUXiZHOrO/NMPOMIKHOIO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYIOTLCSA Y BUPOGHUHOMY
npoueci A®l, abo 3miHa BUpobHMKa (BKIKYaKuK, ae
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HeobxiAHO, MicLe NpoBeAeHHS KOHTPOtO skocTi) AdI (3a
BiICYTHOCTI cepTudpikaTa BignoBigHOCTI EBponeiichkili
hapmakonei y 3aTBepmxeHoMy A0CbE)(iHLWi 3MiHK) - 3amiHa
BMPO6HUKa cybcTaHuii niHesonig 3 Union Quimico
Farmaceutica S.A. Spain Ha Neuland Laboratories Limited,
India3 HagaHHsAM MacTep-thaiina Ha A®I (Linezolode Version
No.: NLL/LN/AP/001/04/Oct, 2013)

93. | NIHNAP3A Kancynu Teepgi, no AcTpa3eHeka Lseuis BMPOBHULTBO in- cuwA/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu |l Tuny - 3a UA/14747/01/01

50 mr, no 112 Ab bulk: MateoH Benuka 3MiHW [0 IHCTPYKLUiT 4715 MeAMYHOr0 3aCTOCYBaHHS 40 po34iny peyernmom

Kancyn TBepaux y dapmachbloTikanc BputaHis "Mo6iuHi peakuii”. BBe€HHA 3MiH NPOTAroM 6-Tn MicsaLiB

thnakoHi; no 4 IHK, CLUA; nicnsa saTBepAXeHHsA

dnakoHn B nepBrHHE Ta

KapTOHHI Kopo6Lyi BTOPUHHE

nakyBaHHs1, BUNYCK
cepii:
AcTtpa3eHeka OK
NimiTen, Benuka
BputaHis

94. | NOPATAAVH Tabnetkv no 10 wr; MAT Ykpaina NAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianiB: BUNpaB/ieHHS 6e3 UA/7014/01/01

no 10 TabneTok y "KuiBmegnpenap "Knismegnpenapa TEXHIYHOT MOMWSIKN Y MeTOAAxX KOHTPOIHO AKOCTI: peyenma

6nicTepi; no 1 at" ™ HEBIAMOBIAHICTb PO3LLUMPEHOT Ta CKOpoYeHOoi hopmyn

6nicTepy B nayui pO3paxyHKy Y METOAML PO3YMHEHHS
95. | IOPICTA® TabneTku, BKpUTI KPKA, a.4., CnoBeHis | BignoBigansHuii 3a | CnoeHis/ BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/5516/01/01

NNiBKOBOKO HoBo mecTo BMPOOHMLTBO"IN HimeuumnH AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peuyenmom

o6onoHkoto, no 12,5 bulk", nepsnHHe a MiCLil NPOBaKEHHS AisS/IbHOCTI BUPOOHMKA (BK/IHOYatoum, 3a

mr, no 10 TabneTok
y 6nicTepi; no 3, abo
no 6, abo no 9
6nicTepis B
KapTOHHI KOpO6Lyj;
no 14 TabneTtok y
6nictepi, no 1, abo
no 2, abo no 4, a6o
no 6, aéo no 7
6nicTepis B
KapPTOHHI KOpooL;i

Ta BTOPUHHE
nakyBaHHs,
KOHTpO/b Ta
BUNYCK cepil:

KPKA, a.4., Hoso
mecTo , CrioBeHis

BiNOBigaNbHWIA 3a
nepBuHHE Ta

BTOPUHHE
nakyBaHHs1, BUMYCK
cepii:

TAL ®apma M'M6X,
HimeuunHa
BiANoBiAa/IbHMIA 32
KOHTPO/b Cepil:
KPKA, a.4., Hoso
mMecTto, CrnoBeHis
BiANOBiAabHMI 3a
KOHTpO/b cepii:
JlabeHa p.0.0,
CnoBeHis
BiNOBIgaNbHWIA 3a
KOHTPO/b Cepil:

HeoOXiHOCTI, MicLie NPOBEAEHHS KOHTPOSO AKOCTI), abo
BNacHuKa mactep-goaiina Ha A®l, abo noctavyasibHUKa
Adl/BnxigHoro matepiasny/peareHTy/npoMixXHOro NPoAyKTy, L0
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLIO 3a3HAYEHO Y OCLE
Ha flikapcbKnii 3acib) 3a BiACyTHOCTI cepTucpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
focke, abo BUPOOHKKA HOBOT AONOMDKHOI PEYOBUHM (SIKLLLO
3a3HayYeHo Yy OCbE) - 3MiHa agpecy BUPOOHMYOT AinbHULi AD|
Zhejiang Menovo Pharmaceutical Co., Ltd., 6e3 3MiH1 Micus
BMPOGHULITBA; 3MiHa aApecy BUPOOGHUYOI AinbHNLi ADI
Zhejiang Menovo Pharmaceutical Co., Ltd., 6e3 3miHV Micusi
BMPOGHULITBA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

TAL dapma M'vM6X,
HimeuyunHa
BiNOBIfgabHWIA 32
KOHTPO/b
Mikpo6ionoriyHol
yucToTyn cepii (y
BUMNaaKy
KOHTpONIO cepil
TAL ®apma M'vM6X,
HimeuuunHa):
Nab6op N+C AT,
HimeyunHa

96.

NOPICTA®

TabneTku, BKpUTI
nNiBKOBOKO
0060/10HKOI0, N0 25
mr, no 10 TabneTok
y 6nictepi; no 3, abo
no 6, a6o no 9
6nicTepis B
KapTOHHI kopobuy;
no 14 TabneTok y
6nicTepi, no 1, abo
no 2, abo no 4, abo
no 6, aéo no 7
6nicTepis B
KapTOHHI Kopo6Lyi

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

BignoBiAabHWi1 3a
BMPOBHMLTBO"IN
bulk", nepsnHHe

Ta BTOPUHHE
nakyBaHHsl,
KOHTPO/Ib Ta
BMNYCK Cepil:
KPKA, a.4., Hoso
mecTo , CrnoBeHis
BignoBiAabHWiA 3a
nepBuHHe Ta
BTOPWHHE
nakyBaHHS1, BUMYCK
cepi:

TAL dapma M'm6X,
HimeyunHa
BiANOBiAabHMI 3a
KOHTPO/b cepii:
KPKA, a.4., Hoso
mMecTo, CrioBeHis
BiANOBIAaIbHWI 3a
KOHTpO/b cepii:
NabeHa p.0.0,
CnoseHis
BignoBiAabHWi1 3a
KOHTPO/b cepil:
TAL dapma M'm6X,
HimeyunHa
BiANoOBiAabHMI 3a
KOHTPONb
Mikpo6ionoriyHol
ynucToTm cepii (y
BUMNaaKy
KOHTpOsto cepil
TAL dapma M'M6X,
HimeuuunHa):

CnoBeHis/
HimeyunH
a

BHECEHHS 3MiH [0 peecTpavliiiHux maTepiasis: 3MiHu | Tuny -
AnMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLi NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/IOYatoum, 3a
HeoObXiZHOCTI, MicLie NPOBEeAEHHS KOHTPOSIIO AKOCTI), abo
B/lacHMKa MacTep-haiina Ha A®l, abo noctavasibHUKa
Adl/BuxigHoro matepiasy/peareHTy/NPOMiIXXHOIO NPOAYKTY, LLO
3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLO 3a3HAYEHO Y AOCHE
Ha nikapcbkuid 3acib) 3a BifCyTHOCTI cepTudikata
BIANOBIAHOCTI EBpoONeiichbkili hapmakonei y 3aTBepapkeHomy
[ocbe, abo BUPOOHKKA HOBOT JOMOMDKHOI PEUOBUHM (SIKLLLO
3a3HayeHo Yy 10CbE) - 3MiHa afpecy BUPOOGHMYOT AinbHULi AD]
Zhejiang Menovo Pharmaceutical Co., Ltd., 6e3 3miHV Micus
BMPOGHMLTBA; 3MiHa aApecy BUPOOHUYOI AinbHNLj ADI
Zhejiang Menovo Pharmaceutical Co., Ltd., 6e3 3miHV Micus
BMPOGHULTBA

3a
peyenmom

UA/5516/01/02
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Na6op N+C AT,
HimeyunHa
97. | NOPICTA® TabneTkun, BKpUTI KPKA, a.4., CnoseHis Bupo6HuK, Cnosenis/ BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/5516/01/03
nniBKOBOIO Hoso mecTo BignoBiganbHuii 3a | HimeuyumH 3MiHu 3 SKoCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3MiHN y peyenmom
060/10HKO0, M0 50 BMPOBHULTBO «in a/ BUPOGHMLTBI. 3amiHa abo BBeAEeHHA A0AATKOBOI AiNbHULL
mr no 10 TabneTok y bulk», nepsrHHe Kutaii BMPOBGHMLTBA A/15 YACTUHU abo BCbOro BUPOGHMYOro npoLecy

6nicTepi; no 3, abo
no 6, abo no 9
6nicTepis B
KapTOHHI kopobuy;
no 14 tabnetok y
6nictepi, no 1, abo
no 2, a6o no 4, abo
no 6, abo no 7
6nicTepis B
KapTOHHI Kopo6Lyi

Ta BTOPUHHE
nakyBaHHsl,
KOHTpO/Ib Ta
BMNYCK Cepil:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
Bupo6HuK,
BiANoOBiAabHWI 3a
nepBuHHe Ta
BTOPWHHE
nakyBaHHS Ta
BMNYCK Cepil:
TAL ®apma M'vM6X,
HimeuuunHa;
BUPOGHK,
BignoBiAabHWiA 3a
BUPOGHMLTBO "in
bulk", nepsnHHe
Ta BTOPUHHE
nakyBaHHS:
CaHwaiiH Jleiik
®apma Ko., fita,
KnTai;
BUPOGHK,
BignoBiAabHWi1 3a
KOHTPO/b cepil:
KPKA, a.4., Hoso
MecTo, CroBeHis;
BUpPO6HK,
BiANOBIAaIbHWI 3a
KOHTpO/b cepii:
NabeHa p.0.0.,
CnoBeHis;
Bupo6HuK,
BiANoOBiAabHMI 3a
KOHTPO/b cepii:
TAL d®apma M'vM6X,
HimeuuunHa;
BUPOGHK,
BignoBiAabHWi1 3a
KOHTPONb
MiKpob6ionoriyHol

rOTOBOrO J1iKapCbKOro 3acoby (Ai/IbHULSA, Ha SKi NPOBOAATLCS
6yab-Ki BUPO6HUYI CTazAji, 3a BUHATKOM BUNYCKY Cepiid,
KOHTPOJI0 SIKOCTi, NEPBWUHHOIO Ta BTOPUHHOTO NakyBaHHs, /15
HECTEpPWU/IbHUX MiKapCbkyx 3acobiB) - CynyTHA 3MiHa - 3MiHM 3
sKoCTi. FOoTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHMLITBI.
3amiHa abo BBeAeHHA [0AaTKOBOI AiNbHULi BUPOOHULTBA ANA
4yacTuHK abo BCbOro BUPOOHNYOro NpoLecy rotoBoro
NiKapcbKoro 3acoby (AiNbHULA 415 BTOPUHHOIO NakyBaHHS) -
3MiHW 3 AKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
BMPOGHMLTBA [/151 HACTUHM abo BCbOro BUPOGHMYOro npoLiecy
roTOBOrO MiKapCbKOro 3acoby (A4iNbHMUUA 4715 NePBUHHOTO
naKyBaHHs) - BBE,eHHS AOAATKOBOI Ai/IbHULL BUPOGHMLUTBA
roTOBOrO JlikapCbKoro 3acoby - CaHuaiiH fleiik ®apma Ko.,
Nta, Kutaii (BUpo6HWK, BiANOBIAaIbHUI 38 BUPOOHULITBO "in
bulk", nepBuHHe Ta BTOPMHHE NakyBaHHs) BBeAeHHS 3MiH
NPOTArOM 6-TW MICALIB NIiCNA 3aTBEPMKEHHS; 3MiHW | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLil NPOBaXEHHS AiS/IbHOCTI BUPO6HMKA (BK/IHOYatoum, 3a
Heo6XifHOCTI, Micue NpPoBeLieHHS KOHTPOJIIO SKOCTI), abo
BNacHuKa mactep-goaiina Ha A®l, abo noctavasibHUKa
A®l/BuxigHoro matepiasy/peareHTy/MPOMIXHOIO NPOAYKTY, L0
3aCTOCOBYHOTLCA Y BUPOOHULTBI A®| (AKLLO 3a3HAYEHO Y AOCbE
Ha nikapcbkunin 3acib) 3a BiACyTHOCTI cepTucpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[oCbe, ab0 BUPOOHMKA HOBOT AOMOMDKHOI PEYOBUHM (SIKLLLO
3a3HayeHo y A0CbE) - 3MiHa agpecy BUPO6HNYOI AinbHUL ADI
Zhejiang Menovo Pharmaceutical Co., Ltd., 6e3 3mMiHn Micus
BMPOGHMLTBA; 3MiHA afpecy BUPOOGHMYOT AinbHULi AD]
Zhejiang Menovo Pharmaceutical Co., Ltd., 6e3 3miHV Micus
BMPO6HULITBA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

yncToTH cepii (y
BUMaaKy
KOHTPOIO cepii
TAL dapma
m6X):
Nab6op N+C AT,
HimeyunHa

98.

NOPICTA®

TabneTku, BKPUTI
nAiBKOBOO
060/10HKOt0, No 100
Mmr no 10 TabneTok y
6nictepi; no 3, abo
no 6, ao no 9
6nictepis B
KapTOHHI kopobuy;
no 14 tabneTtok y
6nictepi, no 1, abo
no 2, a6o no 4, a6o
no 6, ao no 7
6nictepis B
KapTOHHI Kopo6Lyi

KPKA, a.4.,
Hoso mecTo

CnoBseHis

BUpPO6HK,
BiANOBIAaIbHWI 3a
BMPOGHULITBO «in
bulk», nepsrHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTpO/b Ta
BMNYCK Cepil:
KPKA, a.4., Hoso
mecTo, CrioBeHis;
BUPOGHK,
BignoBiaanbHWi1 3a
nepBuHHe Ta
BTOPWHHE
nakyBaHHS Ta
BUNYCK cepil:
TAL dapma MvM6X,
HimeyuunHa;
BUpPO6HK,
BiANOBIAaIbHUI 3a
BMPOGHMLTBO "in
bulk", nepsnHHe
Ta BTOPUHHE
nakyBaHHS:
CaHLwaiiH Jleiik
®apma Ko., Nita,
Kutaii;
BUpPO6HK,
BiANOBIAaIbHWI 3a
KOHTpO/b cepii:
KPKA, a.4., Hoso
mecTto, CnoBeHis;
Bupo6HuK,
BiANoOBiAabHMI 3a
KOHTPO/b cepii:
NabeHa g.0.0.,
CnoseHis;
BUPOGHK,
BignoBiAabHWi1 3a
KOHTPO/b cepil:
TAL ®apma M'vM6X,

CnoseHis/
HimeyunH
a/
Kutait

BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHu 3 sKocTi. FoTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
BMPOGHMLTBA /151 HACTUHM ab0 BCbOro BUPOGHMYOrO npoLiecy
rOTOBOrO /iKapCbKOro 3acoby (fiIbHULSA, Ha SKi NPOBOAATLCS
6yab-sKi BAPO6HUYI CTazAji, 3a BUHATKOM BUMYCKY CepiiA,
KOHTPOJI0 AKOCTi, NEePBMHHOIO Ta BTOPUHHOIO NakyBaHHA, A1
HEeCTepPWUIbHUX NiKapCbKknx 3aco6biB) - CynyTHA 3MiHa - 3MiHM 3
AKOCTi. [O0TOBWIA Nikapcbknii 3aci6. 3MiHV Y BUPOOHULTBI.
3amiHa abo BBefeHHA [0AaTKOBOI Ai/bHULL BUPOBHULTBA /1A
YyacTvHy abo BCbOro BUPOGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (4iNbHULA AN BTOPUHHOTO NakyBaHHS) -
3MiHM 3 AIKOCTi. FOTOBWIA Nikapcbkmii 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3amiHa abo BBEAEHHS AOAATKOBOI AiNTbHUL,
BMPOGHMLTBA [/151 YaCTUHM ab0 BCbOro BUPOBGHNYOro npoLiecy
roTOBOro NiKapcbKoro 3acoby (AibHUUA 4715 NePBUHHOTO
nakyBaHHs) - BBE,eHHS AOAATKOBOI Ai/IbHULL BUPOGHMLUTBA
roTOBOrO /likapCcbKoro 3acoby - CaHwaiiH fleiik ®apma Ko.,
T, Kutaii (BUpOGHWK, BiAMNOBIgaIbHUIA 32 BUPOOHULITBO “in
bulk", nepBuHHe Ta BTOPMHHE NakyBaHHs) BBeAeHHS 3MiH
NPOTAroM 6-T! MICALIB MiC/1A 3aTBEPKEHHS; 3MiHM | Tuny -
AnMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLi NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BKIOYatoum, 3a
HeoOXiZHOCTI, MicLle NPOBEeAEHHS KOHTPOSIO AKOCTI), abo
B/lacHMKa MacTep-haiina Ha A®l, abo noctavasibHUKa
Adl/BuxigHoro matepiasy/peareHTy/MPOMiIXXHOTO NPOAYKTY, LLO
3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO Y AOCHE
Ha nikapcbkuii 3acib) 3a BiCyTHOCTI cepTudikata
BIANOBIAHOCTI EBpoONeiichbkili hapmakonei y 3aTBepapkeHomy
[ocbe, abo BUPOOHKKA HOBOT JONOMDKHOI PEUOBUHM (SIKLLLO
3a3HayeHo Yy 10CbE) - 3MiHa afpecy BUPOOGHMYOT AinbHULi AD]
Zhejiang Menovo Pharmaceutical Co., Ltd., 6e3 3miHV Micus
BMPOGHMLTBA; 3MiHa aApecy BUPOOHUYOI AinbHNLj ADI
Zhejiang Menovo Pharmaceutical Co., Ltd., 6e3 3miHV Micus
BMPOGHULITBA

3a
peyenmom

UA/5516/01/04
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
HimeyuunHa;
Bupo6HuK,
BiNOBIfgabHWIA 32
KOHTPO/b
Mikpo6ionoriyHol
yncToTH cepii (y
BUMNaaKy
KOHTpONIO cepil
TAL dapma
6X):
Nab6op N+C AT,
HimeyunHa
99. | MATHIO NOPOLLIOK AT YkpaiHa "Oepn Ci BpomaiiH I3painb BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/14322/01/01
rigPoKcua (cy6eTaHuin) y "KNIBCbKWN Komnani /1ta." AnMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
nakertax BITAMIHHUA 3asBHMKa (BN1acHMKa peecTpauiiniHoro noceigveHHs) - 3miHa
nonieTuIeHoBNX 3ABOA" HalilMeHyBaHHS 3asiBHMKa. BBeeHHS 3MiH NpoTarom 6-1n
0151 BUPOGHMLTBA MiCALIB MiCNA 3aTBEPAXKEHHS.
HEeCTepUIbHUX
nikapcbkux chopm
100. MATHIHO NOPOLLIOK AT Ykpaina [O-p. Naynb HimeuuunH BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | Tuny - - UA/11212/01/01
KAPBOHAT (cybeTaHuis) y "KNIBCbKWI NoxmaH Mm6X KIr a AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
BAXKNA MiLLKax BITAMIHHU 3asBHUKa (BNacHyKa peecTpauiiHoro nocBigveHHs). 3miHa
nonieTuneHoBmX 3ABOA" HallMeHyBaHHs 3asIBHMKa. BBeEHHS 3MiH NPOTArom 6-Tn
ans MicALiB MiCNSA 3aTBEPAYKEHHS.
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
101. MEAIATOPH PO34MH NSt iH KL, MAT Ykpaina MAT "Tanuuchapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3mMiHu | TNy - 3a UA/15375/01/01
15 mr/mn no 1 mn B "Tanuucgapm” 36iNbLUEHHS Nepioay NOBTOPHOrO BUNpPo6yBaHHA Anst Ad| peyenmom
amnyni, no 10 inigakpuHy rigpoxnopuay. 3anponoHoBaHo: Mepioa Ao
amnys y KOHTYpHIl nNpoBeAeHHs MOBTOPHUX BUNPOOYBaHb: 48 MicsiLiB
YapyHKOBIli
ynakosui, no 1
KOHTYPHIli
YapyHKOBIli ynakoBLj
B nayui
102. | MEMAHTUHY NOPOLLIOK AT YkpaiHa Apesichapma HimeuunH BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/14639/01/01
rigpoxnorup KpucTanivyHmi "KNIBCbKWN m6X a AnMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
(cybeTaHuis) y BITAMIHHUIA 3asBHUKA (B/1aCHMKa peecTpaLiiiHoro NoceigYeHHs). 3miHa
naketax noABinHMX 3ABOA" HalilMeHyBaHHS 3asiBHMKa. BBeeHHS 3MiH NpoTarom 6-1n
nonieTuneHoBmx MiCALIB NiCNA 3aTBEPOXKEHHS.
ans
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
103. MEPONEHEM NOPOLLOK A/1A MpusatHe Ykpaina MpuBatHe Ykpaina BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/11213/01/01
PO3UMHY ANS iH'EKLi akujioHepHe akKujioHepHe AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
noo0,5r, 1a6o 50 TOBapuCTBO TOBapuUCTBO MicLs NPOBaMKEHHS AiANbHOCTI BUPOGHMKA (BK/OHAOUM, 3a

(hNakoHiB 3
NMOPOLIKOM Yy naui 3

«Jlekxim-Xapkis»

«Jlekxim-Xapkis»
(naKkyBaHHs i3

HeoOXiAHOCTI, MicLie NMPOBEeAEHHS KOHTPOO AKOCTI), abo
BNlacHMKa MacTep-goaiiiia Ha A®I, abo nocTavyasibHUKa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

KapToHYy

dopmu in bulk
hipMn-BUPOBHUKA
LleHbWwKeHb
XanbunHb
dapmacboTuken
Ko., iTa., Kutaid)

Adl/BuxigHoro matepiasy/peareHTy/MPOMiIXXHOIO NPOAYKTY, LLO
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLLO 3a3HAYEHO Y AOChE
Ha nikapcbkuii 3acib) 3a BifcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHKKA HOBOT JONOMIDKHOI PEUOBUHM (SIKLLO
3a3HayeHo y [0CkE) - 3MiHa agpecy BUpobHuka API
LLleHbwkeHb XabuHb ®apmacbiotuken Ko.,/Ita., Kutaii, 6e3
3MiHM MicLit BUPOGHMLTBA; 3MiHM | TUNY - AQMIHICTPaTUBHI
3MiHW. 3MiHa HallMeHyBaHHA Ta/abo agpecu Micus
NPOBaPKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIKYAKUN AiNTbHNL BUNYCKY cepii abo
MicLie NpoBEeAEHHSA KOHTPO/IO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAaE BMPOGHMK/IMNOPTEpP, HE BK/IKOYAKOUM BUMYCK Cepiit) -
3MiHa afpecy BUPO6HUKa LLeHbWKeHb XaiibuHb
dapmacbtoTuken Ko. 1Ta., Kutaii, BignosigansHoro 3a
nakyBaHHs i3 dpopmu in bulk, 6e3 3MiH1 MicLs BUPOGHMLTBA;
3MiHM | TUNYy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuMii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo ymoBax
36epiraHHsA rOTOBOrO /liKApCbKOro 3acoby (36i/bLUEHHS TEPMIHY
NpWAATHOCTI FOTOBOTO NiKapCcbKoro 3acoby) - [ns Toprosoi
ynakoBku (NiATBEPMKYETbCA AHUMMN PeasibHOro Yacy) -
36iNbLUEHHS TepMiHy npuaaTHocTi /13 Ha nigcTasi focnigkeHb
CTabiNbHOCTI NpoBeAEHUX B peasibHOMY Yaci. 3aTBepaXeHO:
TepmiH 36epiraHHA: 2 poku; 3anponoHoBaHo: TepMiH
36epiraHHsA: 3 pokn (BBeaeHHs 3MiH MPOTAroM 3-Xx Micsiuis
nicnsa 3aTBepXeHHs)

104.

MEPONEHEM

NoOpOLLOK AN
PO3UMHY ANS iH'EKLi
no1,0r, 1a6o 50
(hNakoHiB 3
MOPOLLKOM Yy nauii 3
KapTOHY

MpusatHe
akujioHepHe
TOBapuCTBO

«Jlekxim-XapkiB»

Ykpaina

MpuBatHe
akKujioHepHe
TOBapWCTBO

«Jlekxim-Xapkis»
(nakyBaHHsS i3
copmu in bulk

hipMmn-BMpO6GHMKa
LLleHbYXeHb

XalbnHb

PapmacboTuken

Ko., NiTa., Kutaid)

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MicLs NPOBaMKEHHS AiANbHOCTI BUPOGHMKA (BK/OHAOUM, 3a
HeoObXiJHOCTI, MicLie NMPOBEAEHHS KOHTPOSO AKOCTI), abo
BflacHVKa macTtep-gaiina Ha A®l, abo noctavasnbHUKa
Adl/BnxigHOro matepiasny/peareHTy/npoMixXHOro NPoAyKTY, L0
3aCTOCOBYOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO Y AOChE
Ha nikapcbkuii 3acib) 3a BiACcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoOMy
[ocbe, abo BUPOOHKKA HOBOT AOMOMDKHOI PEYOBUHM (SIKLLO
3a3HayeHo y A0CbE) - 3MiHa agpecy BUpo6Huka AdI
LLleHbwkeHb XaiibuHb ®apmacbioTuken Ko., fita., Kutaid, 6e3
3MiHW MicL BUPOGHMLTBA; 3MiHW | TURY - AAMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpoBa/pPKEHHS AiSNIbHOCTI BUPOBGHMKa/imnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOYakuM AinbHULI BUNYCKy cepii abo
MicLie NpoBeAEeHHS KOHTPOJTKO SKOCTI. (AISNBbHICTb, 3a AKy
BiAANOBiAae BMPOGHMK/IMNOPTEpP, HE BK/IKOYAKUM BUMYCK Cepilt) -
3MiHa agpecy BUpobHuKa LLieHbuxeHb XalibuHb
dapmacsioTviken Ko.,Jita., Kutaid, BignosigansHoro 3a
nakyBaHHs i3 popmu in bulk, 6e3 3MiHM MicLA BUPOGHULITBA,;
3MiHM | TUny - 3MiHK 3 AKOCTi. [OTOBWIA SliKapCbKMii 3aci6.

3a
peyerimom

UA/11213/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHoCTi abo ymoBax
36epiraHHsA rOTOBOrO /liKapCbKOro 3acoby (36i/bLIEeHHS TEPMiHY
NPUAATHOCTI TOTOBOrO /iKapCbKOro 3acoby) - [1ns Toprosoi
ynakoBku (MiATBEPLKYETLCA AaHUMM peaslbHOro vacy) -
36iNbLIEeHHs TepMiHy npuaaTHocTi 13 Ha nigcTasi focnifxeHb
cTabifbHOCTI NPoBEAEHNX B PeaslbHOMY Yaci. 3aTBepaXeHo:
TepmiH 36epiraHHs: 2 poku; 3anponoHoBaHo: TepMiH
36epiraHHsA: 3 poku (BBeaeHHst 3MiH NpoTsAroM 3-x micsiyis
nicns 3aTBepakeHHs)
105. | MI®EHAKC® Karncynv Teepgi no TeBa I3painb AT YropuHa BHECEHHS 3MiH [0 peecTpaLiiiHuX MmaTepiastis: 3MiHu | Tuny - 3a UA/11519/01/01
250 mr no 10 kancyn dapmaueBTikas dapmaLeBTUYHUIA noJaHHs OHOBJ/IEHOro cepTudpikara BiANoBIAHOCTI peyernmom
y 6nictepi, no 3 abo IHgacTpi3 14, 3aBog TEBA €sponelicbkii hapmakonei Ne R1-CEP 2005-239-Rev 02 ans
10 6nicTepiB y aitoyoi pevoBnHn Mycophenolate mofetil Big Bxe
KopooLi 3aTBEpPXEHOro BUPOGHYMKa 3 BiANOBIAHUMU 3MiHAMU Y
cneuudikauii AP, 3okpema BUIyYEHHS M. «Baxki meTanun»
106. MOHYPAN rpaHynu ans 3amboH C.M.A. ITanis 3amboH LLiBenuapi BHECEHHS 3MiH 0 peecTpaLiiiHMX maTepiasiB: 3MiHu | Tuny - 3a UA/9833/01/01
OpasIbHOTO PO3YNHY CsiTuepnang /ita,. a 3MiHU BUNPO6YBaHb ab0 J0NYCTUMUX MEX, BCTAHOBNEHWX Y peyenmom
no3r;no8r crneundikayisx, nig yac BUPOGHMLTBA rOTOBOTO J1iKApCbLKOro
npenapaty (3 r 3acoby - 3MiHa JOMYCTUMUX MeX A58 NoKa3HWKIB «HacunHa
Lito40i pevyoBuHN) B rycTuHa» Ta «HacunHa ryctuHa nicns ycagkm» nig yac
nakeri; no 1 nakeTty BMPOGHMLTBA FOTOBOIO NiKapCbKOro 3acooby
B KAPTOHHIlA nayui
107. HANSUNAT TabneTku, BKpUTI [-p Pegpi'c IHAi A-p Peagi'c IHAain BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |l Tuny - 3a UA/12159/01/01
NNiBKOBOKO NabopaTopic Nabopatopic /114, 3MiHM Wwogo 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay. peuyenmom
o060n0oHkoto, no 600 nTa Brpo6Huya BHeceHHs abo 3miHa(1) A0 3060B's13aHb Ta YMOB BuAAvi
mr, no 10 TabneTok AinbHnus - 1l peecTpauiiHoro NocBifYeHHs, BKIOYaoumM MNnaH ynpasniHHA
y 6nicTepi; no 1 pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BMMararoTb(€)
6nictepy B noAasibLLIOro 06I'pyHTYBaHHS HOBUMU [04ATKOBUM AaHUMMK, LLO
KapTOHHI Kopobuyj MaloTb HaJaBaTUCA KOMNETEHTHUM OpPraHoM, OCKiNbKN
BMMaraeTbCs CyTTEBA OL{iHKa KOMMNETEHTHUM OpraHoMm).
BuriKkoHaHHSA 3060B'A3aHb BiANOBIAHO A0 NignyHKTY 1.13 nyHKTY
1 popatky 15 fo MNopagky npoBefeHHs ekcnepTnsmn
peecTpauiiiHMx MaTepianis Ha Nikapcbki 3acobum, Wwo
noJalTbCA Ha AepXaBHy peecTpaLiio (nepepeectpadiio), a
TakoX eKkcnepTusn matepiaslis NPo BHECEHHSA 3MiH [0
peecTpauifiHMx MaTepianiB NPOTAroM Aji peecTpauiinHoro
NocBifYeHHs, 3aTBepapKeHoro Hakazom MO3 Big, 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
108. | HI®YPOKCA3WU/[ | cycneHsis opajbHa, BAT "TepeoH YropumHa KOHTPO/Ib SKOCTI, Monbwa/ BHECEHHS 3MiH [0 peecTpavliiiHMx maTepiasiis: 3MiHu | Tuny - 3a UA/9060/02/01
PIXTEP 220 mr/5 mn no 90 PixTep" [03BiN Ha BUNYCK PymyHis 3MiHW [0 IHCTPYKLUiT 4719 MeAMYHOro 3aCTOCYBaHHSA Y PO3Ainu: peuyenmom

My donakoHi; no 1
¢hnakoHy 3 NOXKO0-
[103aTOpOM B

KapTOHHIA ynakoBL,i

cepii: TOB
"T'epeoH PixTep
MonbLia”,
MonbLya;
BMPOGHMLTBO
Hepo3acoBaHoro
NPOAYyKTY,
nepBuHHa

"B3aemogis 3 iHWVMK NikapcbkuMK 3acob6amu Ta iHLWi BUAn
B3aemogiin", "OcobmBOCTi 3aCTOCyBaHHA", "3acTocyBaHHA y
nepiog, BariTHocTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHsA Ta [03W" (YTOUYHEHHS: iHcbopmaLii),
"Mepeno3yBaHHa" Bi4MOBIAHO A0 OHOBMEHOI iHChopMmaL,i 3
6e3neku Ajlo4voil pevyosrHU. BBegeHHsA 3MiH NpoTArom 6-tn
MicALiB nicna 3aTBepaKeHHA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
ynakoBka,
BTOPWHHA
ynakoBka,
KOHTPO/b SKOCTI:
"l'epfeoH Pixtep
PymyHia" A.T.,
PymyHist
109. HI®PYPOKCA3UL | Tabnetku, BKpUTI BAT "T'efeoH YroplmHa TOB "TeneoH Monbwa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/9060/01/01
PIXTEP o060noHkoto, no 100 PixTep" PixTep Monba", 3MiHV A0 IHCTPYKLii 415 MeAUYHOTO 3aCTOCYBaHHA Y po3ainu: peyenmom
Mr 1o 24 TabneTkn y Monbla "B3aemogis 3 iHWVMU nikapcbkuMK 3acob6amu Ta iHLWi BUan
6nictepi; no 1 (KOHTpPO/Ib AIKOCTI, B3aemogiit", "OcobMBOCTi 3aCTOCYBaHHA", "3acTocyBaHHS Y
6nictepy B [03BiNT HAa BUMYCK nepiog, BariTHOCTi abo rogysaHHs rpyaar”, "MepegosysaHHs",
KapTOHHI Kopo6Lyi cepii; "Mo6iuHi peakuii" BiANOBIAHO [0 OHOBMEHOI iHChopMmaLii 3
BUPOBHULTBO 6e3neku Ajlo4voi pevyosrHU. BBegeHHSA 3MiH NpoTArom 6-tn
Hepo3dacoBaHoro MicALiB nicnsa 3aTBepaKeHHA
NPOAYKTY,
nepBuHHa
ynakoBka,
BTOPWHHA
ynakoBKa)
110. HILEPIroniH Tabnetkun, BKpUTI MAT Ykpaina MAT "rannucpapm" Ykpaina BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/5252/01/01
o6onoHkoto, no 10 "Tanuucgapm” 3MiHa napameTpiB crneumdikalili Ta/abo 4oMyCTMUX MeX A4S peyenmom
Mr no 10 TabneTok y [OMOMiXHOI PEYOBMHM; CYNyTHA 3MiHa: 3MiHa y MeToaax
6nicTepi; no 3 BMNPOGYBaHHSA [OMOMDKHOI PEUYOBUHM - BUTYYEHHS 3
6nicTepy B navi peecTpauiiiHoro Aockbe iHhopMalii W00 BUPOGHMKIB
[10MOMiXXHWX PeYOBWH
111. OKTATAM PO34MH AN iH'EKLi, OKTA®APMA ABCTpisi OKTA®APMA ABcTpisi/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3miHu |l Tuny - 3a UA/13905/01/01
no 20 mn a6o no 50 $apmaueBTrKa dPapmaLeBTUKa ®paHuia/ 3MiHM Wopao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
M, abo no 100 mn, MpopaykTioHcrec. MpopaykTioHcrec. HimeuuunH BHeceHHs abo 3miHa(u1) 4o 3060B'A3aHb Ta YMOB Buaadi
a6o no 200 mny M.6.X. M.6.X., ABCTpisi; a peecTpaLiiHOro NocBiAYEHHS, BKIKOYatoun MNnaH ynpas/iHHSA
nnsAwui; no 1 OKTAPAPMA AB, pusmKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€)
NASALWL| Y KAPTOHHii LWsewis; noAasIbLIOro 06rpyHTYBaHHSA HOBUMW [0AaTKOBUM AAaHUMU, LLO
KopoobUi OKTA®APMA MatoTb HaaBaTMCs KOMMETEHTHUM OpraHoM, OCKi/IbKn
C.A.C., ®paHuis; B/MaraeTbCs CyTTEBA OLjiHKA KOMMNETEHTHUM OPraHom) -
AnbTepHaTnBHa [JeTanbHuii onnc cucTemu ynpasniHHS pusukamu y BUrnagi
BUPOGHMYa nnaHy ynpasiHHA pyU3vKamu, L0 HafaHWi 3aBHUKOM, MICTUTb
ninsHka ansa pY3VK NPONOPLiliHi 3ax0Au 3 MiHiMi3aLil pu3ukiB Ta 34iCHEHHS
BTOPUHHOIO hapmakoHarnsgy. [Hchopmavis 3 6e3neku, Lo npeacTasneHa B
nakyBaHHS: IHCTPYKUIT A9 MeAUYHOro 3acTOCYBaHHS NikapcbKoro 3acoby
OKTA®APMA Bijo6pakae 3axoAu 3 MiHimi3aLii pu3mkiB, BignoBigae
v6X, Aeccay, iHchopmalii, BUKNafeHiil y nnaHi ynpasniHHA pusukamu,
HimeyunHa HaaHoro 3asBHUKOM
112. OTUNAKC® Kpanni ByLHi no 16 r BIOKOZEKC PpaHuis BIOKOAEKC PpaHuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/5205/01/01
y thnakoHi; no 1 nogaHHa oHoeneHoro CeptudikaTy BiAnoBigHOCTI peyenma

dhnakoHy pa3om 3
N1acTUKOBOO
KpanenbHULEe y
KapPTOHHI Kopobui

€sponelicbkin hapmakonei R1-CEP 2002-093-Rev 03 Big Bxe
3aTBEPMAKEHOr0 BUPOo6HUKa ans A®| deHasoH
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
113. | MAHTEHON Masb, 50 mr/rmo 30 1 | “Xemodpapm” ALl | Pecny6nik Brpo6HMK Pecny6nik BHECEHHS 3MiH [0 peecTpavjiiiHix maTepiasiis (MOBTOPHUIA 6e3 UA/7848/01/01
y Ty6i; no 1 Ty6i B a Cepbis roToBOro a Cepbis po3rnapg): 3miHu | Tuny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuenma
KapTOHHI ynakoBL,i nikapcbKoro HaliMeHyBaHHs Ta/abo afpecy 3asiBHMKa (BNacHUKa
3acoby, nepBuHHE, peecTpauiiHoOro NoCBigYEHHS) - 3MiHa HaliMeHyBaHHA Ta
BTOPWHHE afipecy 3asBHKKa, a came 3MiHa Ha3BW KpaiHu 3asaBHUKA
nakyBaHHs, "Xemochapm" All 3 Cepbis Ha Pecnybnika Cep6is; 3MmiHM | Tuny
KOHTPO/b cepii: - AgMiHIiCTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo agpecun
"Xemodhapm" AL, MiCLiAl NPOBaKEHHS AiS/IbHOCTI BUPOGHMKa/iMnopTepa
Bpwau, Biggin rOTOBOrO /iKapCbKoro 3acoby, BKIYaoun AiNlbHUL BUMYCKY
BMPOGHMYa cepii abo micue NpoBeAeHHsI KOHTPOSTIO SKOCTI. (AisifbHICTb, 3a
AinbHuua Wabau, SIKy BiANOBigae BUPOGHMK/IMNopTep, BKIOUaUM BUMYCK Cepiid)
Pecny6nika Cep6bi - NpUBEAEHHS agpecun BMpPobHUKa "Xemodapm" ALl
A; BiANOBIA&/IbHOrO 3a BUNYCK cepii , Y BIANOBIAHICTb A0
Bupo6HuK, opuriHaNIbHNX AOKYMEHTIB BUPOGHMKA: 3MiHa Ha3BW KpaiHu
BiAgnoBigabHW 3a BUpo6HMKa 3 Cepbist Ha Pecny6bnika Cepbis, 6e3 3mMiHM Micusa
BMNYCK Cepil: BMPOGHMLTBA (BBEAEHHS 3MiH NPOTAroM 6-TW MicALiB nicns
«Xemothapm» All, 3aTBEPKEHHS); 3MiHW | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa
Pecny6nika Cepbi HaliMeHyBaHHs Ta/abo agpecy Micusa NPOBaMKEHHS AiA/IbHOCTI
a BMPO6HMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BK/THOYA0OUN AiNbHULI BUMYCKY cepii abo Micue npoBefeHHs
KOHTPOJIO AKOCTI. (AisANbHICTb, 3a Ky BiAnoBigae
BMPOGHUK/IMNOPTEpP, HE BK/TKOYAKUM BUMYCK Cepiit) -
npuBefeHHsA aapecy BUpo6HuKa "Xemodapm" All, Bpiad,
BiAAiN BUpo6HWYa ainbHuus Wabau, (BMPOGHWK roTOBOrO
NiKapCbKoro 3acoby, NepBuUHHE, BTOPVHHE NakyBaHHS,
KOHTPO/b cepil), Y BiANOBIAHICTb A0 OPUTiHAIbHUX JOKYMEHTIB
BMPOGHMKA: 3MiHa Ha3BW KpaiHn BUPOOHMKa 3 Cepbis Ha
Pecny6nika Cepbis, 6e3 3MiH1 MicLa BUpOGHMLTBA (Hakas
MO3 YkpaiHu Ne 2181 8id 26.11.2018)
114. NMAMNANOP Kpanni opasibHi no TOB "Epcenb Ykpaina ditochapm KneHka Monbwa BHECEHHS 3MiH [0 peecTpaLliiiHMx maTepiasis: 3MiHu | Tuny - 6e3 UA/13704/01/01
20 Mn y KOHTeliHepi dapma YkpaiHa" C.A. BU/yYEHHS BUPOOHMKa AD| (eKCTpaKTy 3 KOPeHiB nenaproHii peyenma
3 KpanesibHULEel Ta ounTkoBOI (Pelargonium sidoides) (1:10), ekcTpareHT - eTaHon
KpuLLKOIO; no 1 15% (06/06)) ®iHyens6epr FTMBX Ta Ko.KI', HimeuunHa
KOHTEeWHepy B nauui
3 KapPTOHY
115. MIKONAKC® Tabnetkv no 5 wmr, MAT "®apmak” Ykpaina MAT "®apmak” Ykpaina BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/11778/01/01
no 10 TabneTtok y 3MiHa Ha3Bu BUpOGHKKa AD| (HaTpito nikocynbgaTy); 3MiHu | peyenma
6nictepi, no 1 TUNy - BHECEHHS 3MiH 80 Cneuudpikauii/ MeToanku
6nicTepy B nauui 3 BMNPOBYBaHHSA rOTOBOrO /iKapCbKOro 3acoby 3a NOKasHUKOM
KapTOHY "Mikpob6ionoriyHa uncrora”, 30Kpema: BUTyYeHHS NOBHOrO
onucy NPoBefEeHHS METOAMKN; AONOBHEHHS NOCUIAHHAM Ha
aitody pegakuio ®Y: 3anponoHosaHo: EP Ta 10y
116. MIKONAKC® Tabnetkv no 7,5 wmr, MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny - 6e3 UA/11778/01/02
no 10 TabneTok y 3MiHa Ha3Bu BMPOGHMKa AD| (HaTpito nikocybgaty); 3MiHm | peyenma

6nictepi, no 1 abo
no 3 6nictepu B
nauui 3 KapToHy

TVny - BHECEHHS 3MiH g0 Cneuudpikauii/ MeTognku
BMNPOOYBaHHSA rOTOBOrO /liKapCbKOro 3acoby 3a NOKasHUKOM
"Mikpob6ionoriyHa ymcToTa", 30Kkpema: BUTyYEHHsI NOBHOMO
onucy NpPoBeAEHHS METOAMKU; JOMNOBHEHHS NOCUIAHHSAM Ha
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

aitovy pegakuito ®Y: 3anponoHoBaHo: EP Ta Y

117.

MIPNAOKCA/N-5-
DOCDHAT

NOPOLLIOK
(cybeTaHuis) y
noaBiiHNX
NnonieTUIEHOBKX
Milkax gns
thapmaueBTUYHOro
3acTOCyBaHHs

CninbHe
YKparHCbKO-
icnaHcbke
nigNpPUEMCTBO
"Cnepko
YkpaiHa"

YKpaiHa

Pekoppari
IHaycTpia Kimika e
dapmavgeyTika C.

n. A.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLil NPOBaXEHHS AiS/IbHOCTI BUPO6HMKA (BK/IHOYatoum, 3a
Heo6XifHOCTI, Micue NpPoBeLieHHS KOHTPOJIIO SKOCTI), a60o
BNacHuKa mactep-goaiina Ha A®l, abo noctavasibHUKa

A®l/BuxigHoro matepiasy/peareHTy/MPOMiIXHOIO NPOAYKTY, LLO
3aCTOCOBYHOTHCA Y BUPOBHULTBI ADI (SIKLLO 3a3HAYEHO Y AOCHE

Ha nikapcbKunin 3acib) 3a BiACyTHOCTI cepTucpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[oCbe, abo BUPOOHMKA HOBOT AOMOMDKHOI PEYOBUHM (SIKLLLO

3a3HaYeHo y AOCLE) - 3MiHa agpecy BUpobHuka Adl, 6e3 3miHn

MicLA BUPOGHMLTBA; 3MiHu |l Tuny - 3MiHK 3 AkocTi. ADI.
Bupo6HULTBO (iHLWi 3MiHW) - OHOBNEHHA MaTepiasnis DMF;

3MiHW CTOCYIOTBCS 3a3HAYEHHS NMOCWMNAaHb Ha CTaHAAPTU AKOCTI,

AKi BUKOprCTOBYE BUPO6HNK A®| — USP Ta EP (y nonepegHiii
pegfakuii nuwe EP), BBeieHHA TecTiB (pPO3Mip 4acTok
(iHhopmaLiiHuiA), HacunHa rycTuHa), BUyYeHHs
ineHTudhikauiiHoro TecTy 3a gonomorow BEPX (BigcyTHil y
crneundikaLii BUpobHMKa), KOPEeKTYBaHHSA pefakuii p. «Onuc»,
peaakuiviHi 3MiHU NpW NPUroTyBaHHI Po34nHIB (B TecTax
«OpraHiyHi po34NHHNKN», «KifbKiCHE BU3HAYEHHS,
«CropigHeHi cnonyku»), nepernsg TepMiHy npuaaTHOCTI
(36inbLUEHHS 3 3-X 40 5-TW POKiB); YTOUHEHHSA cchepun
3actocyBaHHa A®| y BignoBigHocTi 3 Bumoramu A®Y/EP: 3
"015 BUPOOHMLTBA HECTEPUNbHUX NiKapCcbknx hopM" Ha "ans
dpapMaLLeBTUYHOIO 3aCTOCYBaHHS"

UA/5419/01/01

118.

NMPE3NCTA®

TabneTku, BKpUTI
nniBKOBOKO
0060/10HKOI0, N0 75
Mr no 480 TabneTok
y thnakoHi; no 1
chnakoHy B
KapTOHHI ynakoBLi

TOB "[>XOHCOH i
[XoHcoH
YkpaiHa"

YKpaiHa

Brpo6HMLUTBO
Hepo3dacoBaHoro
NpoaykKTy:
AHcceH OpTo
NNC, CWA,;
MepBuHHa Ta
BTOPWHHA
ynakoBka, BUMyCK
cepii:
Axccen-Cinar
C.n.A, ltanisa

ClA/
ITanisa

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 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 YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBigasbHOI 3a
chapmakoHarnsag,; 3miHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT
0co6u 3asBHVKA, BiANOBIAA/ILHOT 3a hapmakoHarnsaz,; 3miHa
3asBHUKa (BNacHMKa peecTpaviiniHoro noceig4yeHHs) (3rigHo
Hakazy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/6980/01/04

119.

NMPE3NCTA®

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKO0, Mo 150
Mr no 240 TabneTok
y dh/1akoHi; no 1

TOB "[JKOHCOH i
J[>KOHCOH
YkpaiHa"

Ykpaina

Brpo6HMuUTBO
Hepo3acosaHoro
NPOAYKTY:
AHcceH OpTo
JIIC, CUA,

CLa/
ITanis

BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny -
3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta papMakoHarnsay.
BBeaeHHs ab0 3MiHU 10 y3arasibHeHUX AaHKX Npo cucTemy
chapmakoHarnsgy (BBeEHHS y3araslbHEHUX AaHWX Npo
cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI ocobu,

3a
peyenmom

UA/6980/01/05
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
chnakoHy B MepBnHHaA Ta BIANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsaay; KOHTakTHOT
KapTOHHI ynakoBLi BTOPVHHA ocobu 3 dhapmakoHarnsay 3asBHuUKa ANs 34iIRCHEHHS
ynakoBka, BUMycK hapmakoHarnsagy B YKpaiHi, SKWo BOHa BiAMiHHA Bif,
cepii: YMOBHOB&XEHOT 0c06U, BiANOBIAA/IbLHOI 3a 34iiCHEHHS
AHcceH-Cinar hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu y
C.n.A, ltania po3MilLeHHi MacTep-thalina cuctemmn hapmakoHarnsgy) -
3MiHa YNOBHOB&XEHOI 0CO6M 3asBHMKA, BigNoBiganbHOT 3a
chapmakoHarnsag,; 3miHa KOHTaKTHUX JaHUX YNMOBHOBaXKEHOT
ocobu 3asBHUKA, BIANOBIAAUILHOI 3a hapMakoHarnsga; 3miHa
3asBHUKA (BNacHMKa peecTpauiiiHoro nocBig4yeHHs) (3rigHo
Haka3zy MO3 Big 23.07.2015 Ne 460)
120. NPE3NCTA® TabneTkn, BKPUTI TOB "[KOHCOH i YkpaiHa Bupo6bHMLTBO cuwA/ BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHW | Tuny - 3a UA/6980/01/02
nniBKOBOIO [bxoHCOH Hepo3dacoBaHoro ITanisa 3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peyenmom
060/10HKO0, No 400 YkpaiHa" NpoAyKTy: BBefeHHA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cuctemy
Mr no 60 TabneTok y AHcceH OpTo hapmakoHarnsigy (BBeAeHHs y3arasibHeHUX faHuX Npo
thnakoHi; no 1 NNC, CWA; cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
hNakoHy B MepBuHHA Ta BiANOBIAA/ILHOI 3a 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
KapTOHHIN nauui BTOPVHHA ocobu 3 hapmakoHarnagy 3asBHvKa ANs 34IMCHEHHSA
ynakoBKa, BUMycK hapmakoHarnsgy B YkpaiHi, SKLW0 BOHa BiAMiHHA Bif,
cepi: YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
AHccen-Cinar hapmakoHarnagy (BKuyakum KOHTakTHi AaHi) Ta/abo 3MiHu y
C.n.A, Itanis po3MilLeHHi MacTep-ghaiina cuctemun hapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3as1BHMKA, BiAnoBigaibHOI 3a
thapmakoHarnag; 3MmiHa KOHTaKTHUX JaHuX YNOBHOBaXKEHOT
ocobu 3asBHUKA, BiANOBIAaUIbHOI 3a hapMakoHarisa; 3mMiHa
3asiBHUKA (BNaCHMKa PeECTPaLiiHOro NocBigYeHHs ) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne460)
121. NMPE3UCTA® TabneTku, BKpUTI TOB "[>KOHCOH i Ykpaina Brpo6HMLUTBO ClA/ BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/6980/01/03
nniBKOBOKO [KOHCOH Hepo3g)acoBaHOro ITanis 3MiHuM Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy. peuyenmom
060n0HKot0, No 600 YkpaiHa" NPOAYKTY: BeeaeHHs abo 3MiHU [0 y3araslbHeHNX AaHuX Npo cucTemy
Mr o 60 TabneTok y AHcceH OpTo (hapmakoHarnsgy (BBeeHHs y3arasibHeHUX JaHux npo
thnakoHi; no 1 NNC, CWA; cucTemy hapmakoHarnsgy, 3miHa ynoBHoBaXKeHoi ocobu,
chnakoHy B MepBuHHa Ta BIANOBIAA/bHOI 3a 34iiCHEHHA ddapmakoHarnsgy; KOHTakTHoT
KapTOHHI navui BTOPWHHA ocobu 3 hapmakoHarnsgy 3asaBHUka AN 34IMCHEHHN
ynakoBka, BUMYCK hapmakoHarnagy B YkpaiHi, K0 BOHa BifgMiHHA Bif,
cepii: YMOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
AHccen-Cinar thapmakoHarnagy (BK/4akum KOHTaKTHi AaHi) Ta/abo 3MiHn y
C.n.A., Itanis po3MilLeHHi MacTep-haiina cuctemmn hapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBigasbHOI 3a
chapmakoHarnsag,; 3miHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT
0co6u 3asBHVKA, BiANOBIAA/ILHOT 3a hapmakoHarnsaz,; 3miHa
3asBHUKa (BNacHMKa peecTpaviiniHoro noceig4yeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne460)
122. NPUNAMIA, Tabnetku, 2 CaHpos CnoseHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/14225/01/01
mr/0,625 mr no 10 dapmacbroTika bulk", nakyBaHHs, BWJ/TyYEHHST BUPOOHUYOT AiNbHNLI (BKIOYAKOUN AiNbHUL A1s peyenmom
TabneTok y 6nictepi, 34.4. KOHTpO/Ib Ta A®I, NpPOMKXHOro NPoAYKTY abo roToBOro Nikapcbkoro 3acoby,

no 2, abo 3, abo no
6 6nicTepiB y

BUNYCK cepili: Jlek
PapmaueBTUyHa

AiNbHULI ANA NpoBeAEeHHSA NakyBaHHs, BUPOOHMKa,
BifnoBiga/IbHOro 3a BMMNYCK Cepiii, MicLie NpoBeAeHHs
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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 KomnaHia g.4., KOHTPO/I0 cepil) abo nocTayasnbHyKa BUXIGHOTO Matepiany,
CnoBeHis; peareHTy ab0 [ONOMiXHOI PEYOBUHY - BUAASIEHHA BUPOBGHNKA
nakyBaHHs: Jlek noyYaTKkoBOro Martepiasny abTepHaTUBHOIO NpoLecy
dapmaueBTnyHa BMPOGHMLITBA aKTMBHOT Cy6CTaHLLii nepuraonpuy TepT-
KoMnaisa g.4., 6ytTnunaminy Glenmark Pharmaceuticals Limited; 3miHu | Tuny -
CnoseHis 3MiHa y napameTpax cneuudikauii Ta/abo LONyCTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BWXiAHWIA/NPOMIDKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYHOTHLCSA
y npoLieci BUpo6bHMLUTBa AD| - pO3LLMPEHHA MEX KpUTepiiB
NPUAHATHOCTI A1 HE3HAYHOTO NOKa3HUKa BUXIAHOTO
matepiany. PefakuiiiHi npaBku, 3rifHO OHOB/IEHOT
[oKymMeHTauiii BupobHuka Ad|
123. | NIPUNAMIA Tabnetku, 4 mr/1,25 CaHpo3 CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiastis: 3MiHu | Tuny - 3a UA/14225/01/02
Mmr no 10 Tabnetoky | dapmacbioTikan bulk", nakyBaHHs, BUJTyYEHHSI BUPOOHUYOT AiNbHUL (BKIOYAKOUY AiNbHUL ANS peuyenmom
6nictepi, no 2, abo 34.4. KOHTPONb Ta A®I|, npomibKHOro NPoAyKTy abo roToBOro JlikapCbKOro 3acoby,
3,a6ono 6 BUMYCK cepiii: Jlek AiNbHULI A8 NpoBeAeHHS NakyBaHHS, BUPOOHMKa,
6nictepiB y dapmaLeBTUYHa BiANOBIAa/IbLHOrO 3a BUNYCK CEPIl, MiCLie NPOBeAEHHS
KapTOHHI KOpoOL; KoMnaHis g.4., KOHTPO/H0 cepii) abo nocTavasibHMKa BUXIGHOTO matepiany,
CnoBeHis; peareHTy abo JOMOMDKHOI PEYOBWHY - BUAASIEHHS BUPOOHMKA
nakyBaHHs: Jlek no4YaTKOBOro MaTepiasny aibTePHATVBHOIO npoLecy
PapmaueBTUYHA BMPOOHMLTBA aKTUBHOT CyOCTaHLil nepuHaonpuny TepTt-
KomnaHia g.4., 6yTunaminy Glenmark Pharmaceuticals Limited; 3miHu | Tuny -
CnoBeHis 3MiHa y napameTpax crneuundikaiii Ta/abo fonycTUMUX Mex,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BWXiAHWIA/NPOMDKHWIA NpOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCSA
y npovieci BUpo6HuLTBa ADI - pO3LLMPEHHS MEX KpUTepiiB
NPUAHATHOCTI 4715 HE3HAYHOTO NOKa3HMKa BUXIAHOrO
matepiany. PefakuiiiHi npaBku, 3rigHO OHOBMEHOT
[OKyMeHTaUili BUpo6Huka APl
124. NMPOrHOBA Tabnetkun, BKpUTI AnsoreH IMNKo NMokcemby | [Aenbdapm Jinnb ®paHuisa BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/4865/01/01
060/10HKO0, MO 2 MF, C.ap.n pr CAC - NYC-NE3- nojaHHA OHOBJ/IEHOro cepTuddikaty BignoBigHOCTI peyenmom
no 21 rabnertuiy JNIAHHOW €sponelicbkoi hapmakonei: CEP Ne R1-CEP 2006-166-Rev 02
6nicTepi; no 1 Bif 3aTBEpAKEHOro BUpo6Huka APl (Bigbynach 3miHa Ha3su
6nictepy B BMPOGHUKA); 3MiHM | TURY - 3MiHa crneumdikayii A®| ecTpagiony
KapTOHHIN nauui Basieparty (n. «Onuc», «laeHTundikauis», «Onnc po3unHy»,
«CneuundpiuHe onTuyHe 0bepTaHHa», «BTpaTty npu
BUCYLLYBaHHi» A0 Eur.Ph; BHeceHHs pefakuiiiHix npasok o n.
«BMmicT meTaHony»)
125. PAHOMNPOCT kancysv no 0,4 wmr, CaH IHgis CaH IHais BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3miHu Il Tuny - 3a UA/4497/01/01
no 10 kancyny dapmMacbloTUKas dapmacbloTukan 3MiHu Wwopao 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy. peyenmom
6nictepi; no 3 IHoacTpi3 IHpacTpi3 Mimites BHeceHHs abo 3miHa(u1) 4o 3060B'A3aHb Ta YMOB Buaadi
6nictepn B Nimiteq peecTpauiiHOro NocBiAYEHHS, BKIOYatoun MNnaH ynpas/iHHA

KapTOHHI Kopo6Lyi

pusmKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€)
noAasIbLIOro 06rpyHTyBaHHSA HOBUMW [0AaTKOBUM AAaHUMU, LLO
MaloTb HafaBaTUCA KOMMNETEHTHUM OpraHoOM, OCKi/TbKM
BMMAaraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHNM OpPraHom).
BrKoHaHHA 3060B'A3aHb BiANOBIAHO A0 NignNyHKTY 1.13 nyHKTY
1 pogatky 15 no lNopsaky NPoBEAEHHS eKCnepTusn
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
peecTpauiiHnx MaTepianiB Ha likapcbki 3acobu, LWo
noJaloTbCA Ha AepXaBHy peecTpauiio (nepepeectpadiio), a
TakoX eKkcnepTu3n matepiaslis NPo BHECEHHSA 3MiH O
peecTpauiiHux MaTepiasiiB NPOTAroM fji peecTpayjiiiHoro
NnocBifYeHHs, 3aTBepapKeHoro Hakazom MO3 Big, 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne 460)
126. | PANIMIT Tabnetku, Wo TOB "TeBa YkpaiHa AxTtasic T4 ManbTta BHECEHHS 3MiH 0 peecTpavljiiiHux maTepianis: 3MmiHu | Tumny - 3a UA/8651/01/01
OUCNepryTbes B YkpaiHa" 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta chapMakoHarnsgy (iHwi peuyenmom
POTOBI NOPOXHWHI, 3MiHM) - 3MiHU BHECEHI B IHCTPYKLtO0 4719 MEANYHOIO
no 2,5 wr, no 2 abo 3acToCyBaHHA a caMe BUyYeHHs p. "3asaBHUK",
6 Tabnetok y MicLe3HaxomKeHHA".
6nicTepi; no 1 BBefeHHs 3MiH NpoTArom 6-Tu MICALB NiCNS 3aTBEPAKEHHS.
6nictepy B 3miHa 3asBHMKa (BNacHvKa peecTpauiiHoro nocBigYeHHs)
KapTOHHI Kopo6Lyi (3rigHO Haka3y MO3 Big 23.07.2015 Ne 460): 3aTBEepKeHO:
AxTasic rpyn AT, IcnaHgis Actavis group HF, Iceland.
3anponoHoBaHo: TOB "TeBa YkpaiHa", YkpaiHa. BBefeHHsA
3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPKEHHS.
127. PANIMIT TabneTku, Lo TOB "TeBa YkpaiHa AkTasic 1T/, ManbTa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3miHu | Tuny - 3a UA/8651/01/02
[MUCNEepryTbes B YkpaiHa" 3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHLwi peyenmom
POTOBI NOPOXHWHI, 3MiHW) - 3MiHV BHECEHI B IHCTPYKLi0 4151 MEAUYHOIO
no 5 mr, no 2 a6o 6 3aCTOCYBaHHSA a caMe BUIyYeHHS p. "3aaBHuK",
Tabnetok y 6nictepi; Micue3HaxomKeHHA".
no 1 6nictepy B BBefeHHA 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.
KapTOHHI Kopo6Lyi 3miHa 3asBHVKa (BNacHvKa peecTpauiiHoro nocBigYeHHs)
(3rigHO Haka3y MO3 Big 23.07.2015 Ne 460): 3aTBepxeHo:
AxTasic rpyn AT, IcnaHgis Actavis group HF, Iceland.
3anponoHoBaHo: TOB "TeBa YkpaiHa", YkpaiHa. BBeaeHHsA
3MiH MPOTAroM 6-TV MicALIB NICNSA 3aTBEPMKEHHS.
128. PEMOTIB TabneTku, BKpUTI Amakca Papma Benuka BMPOGHULTBO 3a Lseliuapi BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 6e3 UA/16299/01/01
NNiBKOBOKO nTa BpuTaHis NMOBHVM LK/TOM: a 3MiHM 3 IKOCTi. [OTOBMIA Nikapcbknii 3aci6. CTabinbHICTb. 3MiHa peuyenma
o60onoHkoto, no 500 Makc Liennep y TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs roToBOro
mr; no 10 TabneTok 3b0oHe AT, NiKapcbKoro 3acoby (36i/1bLUEHHSI TEPMiHY NPUAATHOCTI
y 6nicTepi; no 3 abo LLIseliyapis; roTOBOrO MiKapCbKoro 3acoby) - [11s TOpProBoi ynakoBku
6 6nicTepiB y nepBuHHe (NigTBEPAXKYETLCA AaHUMK peasibHOro Yacy) - 36inbLIeHHS
KapTOHHI Kopobuyj nakyBaHHsA TEePMiHy NPUAATHOCTI FOTOBOTO NiKapCbKOro 3acoby 3 2-X PokiB
(dbacyBaHHs), 00 3-X pokiB (BBeAEeHHS 3MiH NpOTArom 6-Tv MicsiLiB nicas
BTOPVIHHE 3aTBEPMXEHHS); 3MiHU | TNy - 3MiHKM 3 SKOCTi. FoTOBUIA
nakyBaHHs, nikapcbkuii 3aci6. Cuctema KoHTeliHep/3akynopioBasbHUiA
MapKyBaHHS: 3aci6. 3MiHa y MepBUHHIl yNakoBL,i FOTOBOTO J1iKapCbKOro
lHcaHa CA, 3aco06y (SKicHWIA Ta KinbkicHWiA cknag) - TBepai nikapcbki
Lseliuapis; hopmMu - 3MiHa KiNbKICHOrO cknagy marepiany
KOHTPO/Ib SIKOCTI: TepmModopMyoU0i hosibriv NepBUHHOT YNakoBKK (6nicTepa)
Na6op Uonnixrep 'N3. Cknag tepmodhopMytoyoi honbrn (BeeaeHHs 3MiH
AT, Weeliuapis; NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPIAKEHHS)
KOHTPO/1b SIKOCTI:
IHTepnabop benn
Ar, Lseliuapis
129. PUBOMYCTUH NOPOLLOK A/1s AcTtennac HigepnaH BMPOGHMK rOTOBOI Benbrisi/ BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3miHu |l Tuny - 3a UA/11584/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
NpUroTyBaHHs dapma tOpon an nikapcbKoi hopm HimeuunH 3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peyenmom
KOHUEeHTparty A/ B.B. (Bci cTagji a BHeceHHs abo 3miHa(1) A0 3060B'si3aHb Ta YMOB BuAAv
NpUroTyBaHHA BMPOGHMLTBA, peecTpauiiHoro NocBifYeHHs, BKIOYaoUn MNnaH ynpasiHHA
PO34mnHy Ans BTOPUHHA pu3nkamm (3acTocyBaHHS 3MiH(M), siki(a) BMMaratoTb(€)
iHdpysiil no 25 mr, no ynakoBka): nofanbLioro 06rpyHTyBaHHA HOBUMU A0AATKOBUM AaHUMU, WO
55 Mr nopoLuky y CeHekci- MatoTb HaJaBaTUCA KOMNETEHTHUM OpraHoOM, OCKi/IbKn
chnakoHi; no 1, 5, 10 Na6opatop BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHM OpraHoMm) -
a60 20 chnakoHiB y TucceH C.A,, [eTanbHuii onuc cucTeMmn ynpaBniHHS pyU3vkaMu y BUTNSAj
KapTOHHI Kopobuyj Benebrisi; OHKOTEK nnaHy ynpasniHHA pyU3vKamu, L0 HaAHWIA 3aABHUKOM, MICTUTb
dapma pY3VK NPOMNOPLiiHI 3aX0AK 3 MiHIMI3aLil pr3ukiB Ta 34iCHEHHS
MpoaykuioH Mv6X, hapmakoHarnagy. IHdopmauis 3 6e3neku, Lo npeacTasieHa B
HimeuuunHa; NPOEKTi IHCTPYKLii 415 MEeAUYHOTO 3aCTOCYBaHHS /liKapCbKOro
BTOPUHHA 3aco0by, Bigobpaxae 3axoau 3 MiHiMisauii pu3ukis, Bignosigae
ynakoBka, [03BiN iHchopMmawii, BUKNaaeHiid y nnaHi ynpaBniHHSA pusukamu,
Ha BUMYCK cepii: HaZaHOro 3asBHNKOM
Xaynt ®apma
Bonbpparcxay3eH
'mM6X, HimeyunHa
130. | PUBOMYCTUH NOPOLLOK AN1s Actennac Higepnax BVMPOGHWK rOTOBOI Benebrisi/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu |l Tuny - 3a UA/11584/01/02
NpUroTyBaHHsA $apma HOpon on nikapcbKoi chopm HimeuuunH 3MiHuM Woao 6e3nekn/ehpekTMBHOCTI Ta hapmakoHarnsamy. peuyenmom
KOHLleHTparty ans B.B. (Bci cTagji a BHeceHHs abo 3miHa(1) 4o 3060B'si3aHb Ta YMOB Buaadi
NpUroTyBaHHs BUPOBHMLITBA, peecTpauiiHoro NocBifYeHHs, BKIYaoumn MNnaH ynpasniHHA
pO34nHy Ans BTOPVHHA pusmKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€)
iHdy3ii no 100 wmr, ynakoBKa): nofanbLIOro 06r'pyHTYBaHHSA HOBMMUN A0AATKOBMM AaHUMMU, WO
no 220 Mr NOpOLLKY CeHekci- MaloTb HaJaBaTUCA KOMMNETEHTHUM OpraHoM, OCKi/TbKM
y thnakoHi; no 1 a6o Nab6opatop B/MaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OPraHom) -
no 5 chnakoHis y Tuccen C.A,, [JleTanbHuin onvuc cnuctemmn ynpaeaiHHA pyu3nkamu 'y BUrNSgi
KapTOHHI Kopo6Lyi Benebrisi; OHKOTEK nnaHy ynpasniHHA pU3ukamu, Wo HajaHui 3asiBHUKOM, MiCTUTb
dapma pY3VK NPONOPLliHi 3ax0Au 3 MiHiMi3aLil pu3ukiB Ta 34iiCHEHHS
MpogaykuioH MvbX, thapmakoHarnsgy. [Hchopmauis 3 6e3neku, LWo npeacTasneHa B
HimeuuunHa; NPOEeKTi IHCTPYKLii 4115 MeAUYHOT0 3aCTOCYBaHHS JlikapCbKoro
BTOPVHHA 3aco0y, Bifobpaxae 3axoam 3 MiHiMi3aLji pu3ukis, Bignosigae
ynakoBka, [03Bin iHchopmawii, BUKNageHi y nnaHi ynpasniHHSA pusukamm,
Ha BMUNycK cepii: HafaHoro 3asBHUKOM
Xaynt ®apma
BonbpartcxayseH
'm6X, HimeyunHa
131. PO3APT TabneTku, BKpUTI TOB "TeBa Ykpaina Axtasic T MasibTa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu | TUny - 3a UA/11647/01/01
nNiBKOBOKO YkpaiHa" 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsay. peyernmom

060n0HKo0, N0 5 Mr,
no 10 TabneTok y
6nicTepi; no 3 a6o 9
6nicTepiB y kopobLi

BBeaeHHs abo 3MiHU [0 y3arasibHeHMX AaHKX Npo cucTemy
thapmakoHarnaay (BBeAEHHS y3arasibHeHNX AaHNX Npo
cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsay; KOHTakTHOT
ocobu 3 dhapmakoHarnsay 3asiBHUKa AN 34iliCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAAILHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu y
pPO3MiLLEHHI MacTep-thaiina cuctemu dpapmakoHarnsgy) -
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Ymosu

Howmep

n/n

Hassa
JliKapcbKo20

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

BionyckKy

peecmpayiliHo2o
nocsioYeHHs

3acoby

3MiHa yNOBHOBaXKeHOT 0C06M 3a8BHUKA, BifMoBifasIbHOT 3a

hapmakoHarnsg, Ha LeHTpasibHOMy piBHi: MponoHoBaHa
pegakuis: Dr. Hedva Voliovitch MD, PhD, MBA. 3miHa

KOHTaKTHOI 0CO6U AnA 34jicHEHHS hapMakoHarnsay B YkpaiHi.
MponoHoBaHa pepakuin: buctposa OkcaHa BitaniiBHa. 3MiHa
KOHTaKTHUX faHMX YNOBHOBaXEHOI 0COBM. 3MiHa KOHTaKTHUX

[aHVX KOHTaKTHOI 0co6U. 3MiHa MiCL NPOBa)KEHHS OCHOBHOT
LOisNbHOCTI 3 chapmakoHarnagy Ta Micus 36epiraHHss macTep-

thaiina

3a

UA/11647/01/02

132.

PO3APT

TabneTkun, BKpUTI
nNiBKOBOKO
060n0Hkoto, no 10
mr, no 10 TabneTok
y 6nictepi; no 3 abo
9 6nictepiB y
KOpoo6Li

TOB "TeBa
YkpaiHa"

YkpaiHa

AkTasic 1T/,

MasibTa

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

dhapmakoHarnsgy (BBefileHHs y3araslbHEHUX AaHnx npo
cuctemy hapMakoHarnagy, 3miHa ynoBHoBaxeHol ocobu,

BIANOBIAA/LHOI 32 34iiCHEHHA ddapmakoHarnsagy; KOHTakTHOT

ocobu 3 dhapmakoHarnagy 3asBHvKa ANs 34iICHEHHS
hapmMakoHarnagy B YkpaiHi, kL0 BOHa BifMiHHA Bif,
YMOBHOBaXEHOT 0C06U, BiANOBIAAIbHOI 38 34iiCHEHHS
thapmakoHarnagy (BK/4yakum KOHTaKkTHi AaHi) Ta/abo 3MiHn y
pO3MilLeHHi MacTep-chaiina cuctemun hapmakoHarnsgy) -
3MiHa ynoBHOBaXKEHOI 0C06YM 3asiBHMKA, BIANOBIAA/ILHOT 32
chapmakoHarnsg Ha LeHTpasibHOMY piBHi: MponoHoBaHa
pepakuis: Dr. Hedva Voliovitch MD, PhD, MBA. 3miHa
KOHTaKTHOI 0CO6U AnA 3AiicHEHHS hapmakoHarnagy B YkpaiHi.

MponoHoBaHa pepakuisi: buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXeHOi 0C06M. 3MiHa KOHTaKTHMUX

[aHVX KOHTaKTHOI 0Co6U. 3MiHa MiCLA NPOBa)KEHHS OCHOBHOI
[iSNbHOCTI 3 hapMakoHarnsgy Ta Micus 36epiraHHs MacTep-

thaiina

peyenmom

3a

UA/11647/01/03

133.

PO3APT

TabneTkn, BKPUTI
NNiBKOBOIO
06010HKOH0, N0 20
mr, no 10 TabneTok
y 6nictepi; no 3 abo
9 6nicTepiB y
KopoobLi

TOB "TeBa
YkpaiHa"

Ykpaina

AkTasic 1T/,

ManbTa

BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny -
3MiHM Wopao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsgy.
BeefieHHs ab0 3MiHU [10 y3araslbHEHNX AaHnX 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 YNOBHOBaXXeHOT 0CObM 3asiBHUKA, BiANOBiAaIbHOI 3a
hapmakoHarnsg, Ha LeHTpasibHoMy piBHi: MponoHoBaHa
pepakuis: Dr. Hedva Voliovitch MD, PhD, MBA. 3miHa
KOHTaKTHOI 0CO6U AnA 3giicHEHHS hapMakoHarnsay B YkpaiHi.

MponoHoBaHa pepakuis: buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOi 0COOM. 3MiHa KOHTaKTHMUX

[aHuX KOHTaKTHOI 0cobu. 3MiHa MicLA NPOBaXeHHS OCHOBHOI

AiSNbHOCTI 3 hapmakoHarnisay Ta Micus 36epiraHHs MacTep-

peyerimom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
dhaiina
134. PO3APT TabneTku, BKPUTI TOB "TeBa Ykpaina AxTasic 1T/, ManbTa BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: 3MiHu | TUny - 3a UA/11647/01/04
nNiBKOBOKO YkpaiHa" 3MiHM Wopao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy. peyernmom
060/10HKOI0, No 40 BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
mr, no 10 TabneTtok thapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHWX Npo
y 6nicTepi; no 3 abo cuctemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI ocobu,
9 6nicTepiB y BiANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsay; KOHTakTHOT
KopooLi 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 yNnoBHOBaXKeHOT 0c06M 3aABHUKA, BiAMNoBifabHOT 3a
chapmakoHarnsg, Ha LeHTpasibHOMY piBHi: MponoHoBaHa
pegakuisi: Dr. Hedva Voliovitch MD, PhD, MBA. 3miHa
KOHTaKTHOI 0CO6U AnA 34jiicHeHHs hapMakoHarnsay B YkpaiHi.
MponoHoBaHa pepakuin: buctposa OkcaHa BitaniiBHa. 3MiHa
KOHTaKTHUX JaHMX YNOBHOBaXXEHOI 0COBM. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0co6U. 3MiHa MicLA NPOBaXEHHSI OCHOBHOT
LOiSNbHOCTI 3 chapmakoHarnagy Ta Micus 36epiraHHss macTep-
dhaiina
135. CA/NbBYBEHT iHranauia nig CaHpo3 CnoBeHis Aepodhapm M'mb6X HimeuuunH BHECEHHS 3MiH [0 peecTpaLiiiHMX MmaTepiasis: 3MiHu | Tuny - 3a UA/15179/01/01
TUCKOM, CyCMeH3is dapmacbloTikan a nofaHHa oHossieHoro CepTudikarty BignoBigHOCTI peuyenmom
no 100 mkr/go3a no 34.4. €sponelicbkinn hapmakonei R1-CEP 2000-143-Rev 06 Big Bxe
200 po3 (14 mn) y 3aTBepXeHOro BUpobHuka ans Ad®| canbbytamony cynbcaTy
KOHTeliHepi; no 1
KOHTEeViHepy y
KapPTOHHI Kopobui
136. CEHALE® Tabnetkv no 13,5 mr Uwnnna Ntg, IHAi MepgiTeb IHAain BHECEHHS 3MiH 0 peecTpaviiiHnx maTtepianis: 3MiHu Il TUNY - 6e3 UA/6054/01/01
Ne500: no 20 Cnewmanitis MBT. 3MiHM Wwogo 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay. peuyenma
Tabnetok y 6nictepi, nrp, BHeceHHs abo 3miHa(1) 40 3060B's13aHb Ta yMOB BuAAv
no 25 6nictepis y peecTpauiiHoro NocBifYeHHs, BKIOYaoumn MNnaH ynpasniHHA
KapPTOHHI KOpooL;i pusmkKamm (3acTocyBaHHs 3MiH(1), siki(a) BMMararoTb(€)
noAasibLLIOro 06I'pyHTYBaHHS HOBUMU [0ATKOBUM AaHUMMK, LLO
MaloTb HaJaBaTUCA KOMNETEHTHUM OpPraHoM, OCKiNbKN
BMMaraeTbCs CyTTEBA OLLIHKA KOMMETEHTHUM OpraHom)
BukoHaHHsA 3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 2.3 MyHKTY 2
nofatky 15 fo Mopsgky NnpoBefeHHs ekcrnepTusn
peecTpauiinHMx MaTepianis Ha Nikapcbki 3acobm, Wwo
noJalTbCA Ha AepXaBHy peecTpaLiio (nepepeectpadiio), a
TakoX eKkcnepTusn matepiaslis NPo BHECEHHSA 3MiH [0
peecTpauifiHMx MaTepianiB NPOTAroM Aji peecTpauiinHoro
NocBifYeHHs, 3aTBepapKeHoro Hakazom MO3 Big, 26.08.2005 Ne
426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
137. | CEHTEHUIA TabneTkn, BKpUTI CaHpo3 CnoBseHis CaHpo3s lnak TypeuuunH BHECEHHS 3MiH [0 peecTpavliiiHux MmaTepiastis: 3MiHu | Tuny - 3a UA/14820/01/02
nniBKOBOKO PapmacboTikas CaHaii Be TikapeT a AIMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapcbKoro 3acoby - peuyenmom
060/10HKO0, M0 20 34.4. A.C. 3MiHa ToproBoi Ha3Bwu J13: 3aTBepaxeHo: MeMaHTuH CaHf03®

Mr no 10 TabneTok y

3anponoHoBaHo: CeHTeHUjs
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
6nicTepi, no 3 abo 6
6nicTepiB y
KapTOHHI Kopobui
138. | CUNAEHA®INY NOPOLLIOK leTepo [par3 IHAis leTepo [par3 IHAaia BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: -3miHu | Tuny - - UA/14018/01/01
LUUTPAT (cy6eTaHuin) y Nimitepn NimiTen 3MiHuM 3 aKocTi. A®l. CTabinbHICTb. 3MiHa nepiogy NOBTOPHMX
noABiiHNX BMNpo6yBaHb/nepiody 36epiraHHa abo ymoB 36epiraHHs Ad|
nonieTuIeHoBNX (3a BigCyTHOCTI y 3aTBEpKEHOMY A0ChE cepTudiikata
naketax gsis BiANOBIAHOCTI EBponeiickkili hapmakonei, Lo BKIoYaE nepiog,
BMPOGHMLTBA NMOBTOPHOrO BMNPO6YBaHHS) (Nepiog NOBTOPHOTO
HEeCTepPUIbHUX BMNpo6yBaHHsA/nepios 36epiraHHs) - 36inbLLEHHS abo
nikapcbkux hopm BBEe[EHHS nepiogy NOBTOPHOro BUnpobyBaHHsA/nepiosy
36epiraHHsa Ha OCHOBI pe3ynbTaTiB AOCMIMKEHb Y PeasTbHOMY
yaci - 3mMiHa nepiogy NOBTOPHOro BUNPo6yBaHHA AdI
3aTBepaKeHo: 2 poku (TepMiH NpuaaTtHocTi) 3anponoHoBaHo: 5
poKiB (nepiof NepekoHTPOsI0)
139. CNINAKTOH TabneTku, BKpUTI yoprPna py3ia yoprna TypeyunH BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/16425/01/01
nniBKOBOKO MEAVUWVH NTA, MEANLUWH INAY a AZMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peuyenmom
060/10HKOI0, M0 25 CAH. BE TIQX. MiCLiA NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
mr; no 10 TabneTtok ALl roTOBOrO /liKapCbKoro 3acoby, BKIUaoun AiflbHUL BUMYCKY
y 6nictepi, no 2 cepii abo MicLie NpoBefeHHS KOHTPOO AKOCTI. (BiSANbHICTb, 3a
6nictepu B AKY BiANoOBigae BUPOGHMK/IMNOpTep, BKIOYa0UM BUMYCK Cepiid)
KapTOHHI Kopo6Lyi 3MiHa agpecu Bupo6Huka M3 YOP/14 MEOVLINH INAY CAH.
BE TI)K. A.LL. (WORLD MEDICINE ILAC SAN. VE TIC. A.S.),
TypeuumnHa , 6e3 3MiHU MicLs BUPOGHMLTBA
140. CNINAKTOH TabneTku, BKpUTI yoprPna py3ia yoprna TypeyuunH BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/16425/01/02
nniBKOBOO MEOVUWVH NTA, MEAVLUWH IN1AY a AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
060/10HKOI0, M0 50 CAH. BE TIQX. MiCLst NPOBaKEHHS Lisi/IbHOCTI BUPOGHMKa/imnopTepa
mr; 10 TabneTok y ALl roTOBOrO NiKapcbkoro 3acoby, BKIYaoUM AiflbHUL BUNYCKY
6nictepi, no 2 cepii abo MicLie NpoBeAeHHS KOHTPOO AKOCTI. (BiSNbHICTb, 3a
6nictepn B SIKy BiANOBiga€e BUPOOHMK/IMMOPTEP, BK/IOUAKYM BUMYCK Cepiii)
KapTOHHI Kopo6Lyi 3MiHa agpecu Bupo6Huka 13 YOP/14 MEOVLINH INAY CAH.
BE TI)K. A.LL. (WORLD MEDICINE ILAC SAN. VE TIC. A.S.),
TypeyumnHa , 6e3 3MiHM MicLsi BUPOBGHULITBA
141. CNINAKTOH TabneTku, BKPUTI yopPna py3ia yoprna TypeyuunH BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/16425/01/03
nniBKOBOO MEOVUWVH NTA MEAVLUWH IN1AY a AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
o6onoHkoto, no 100 CAH. BE TIZX. MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
mr; no 10 TabneTok A.LL. roTOBOro Nikapcbkoro 3acoby, BKIYaUK AiNbHUL BUMYCKY
y 6nicTepi, no 2 cepii abo micue NpoBefeHHs KOHTPOIO AKOCTI. (AisfbHICTb, 3a
6nictepu B AKYy BiAMNOBIAa€e BUPOGHMK/IMNOpTep, BKIOYA0UM BUMYCK Cepiid)
KapTOHHI Kopo6Lyi 3MiHa agpecu BupobHuka M3 YOP/14 MEOVLVH INAY CAH.
BE TI)K. A.LL. (WORLD MEDICINE ILAC SAN. VE TIC. A.S.),
TypeyuunHa , 6e3 3MiHM MicLsi BUPOGHULITBA
142. CYMAMEA® Tabnetku, Lo TOB "TeBa Ykpaina MNIBA XpBaTcka Xopsartis BHECEHHS 3MiH [10 peecTpaLiliHiX MaTepianiB: TEXHIYHA 3a UA/15994/01/04
AucnepryoTbes, no YkpaiHa" A.o.o. nomusIKa y TEKCTi MapKyBaHHS YNakoBKV MiKapCbKOro 3acoby peyenmom

1000 mr; no 1
Tabnetui y 6nictepi;
nola6ono3
61icTepy B KOpoO6LLi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

143.

TAMOKCU®DEH-
340POB'A

TabneTkn no 10 mr
Ne 60 (10x6) y
6nictepax; no 60
Tabnetoky
KOHTelHepax
nnacTMacoBmx; No
60 TabneTtok y
KOHTelHepi
n1acTMacoBoMmy; Mo
1 KoHTelHepy Yy
KapTOHHI Kopo6Lyi

ToBapucTBO 3
obmexeHoo
BiANOBIAA/ILHICT
10
"®apmaueBTUYH
a KomnaHis
"3p0pos'a”

YkpaiHa

ToBapucTso 3
06MeXeHot0
BiANOBIAA/LHICTIO
"papmMmaueBTUYHa
KoMMaHis
"3popos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHu | Tuny -
3MiHa y MeTogax BunpobysaHHa APl abo BMXigHOTO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTBa AdD| (He3HauHI
3MiHU Y 3aTBEpAKEHNX MEeToAax BUNPOBYBaHHSA); 3MiHU | Tuny
— nofaHo oHoB/eHuii cepTudpikaT BignosigHocTi €E® No. R2-
CEP 1995-016-Rev 04 ans filo4oi pe4oBrHY TaMOKCUgeHy
uuTparTy Bif 3aTBEpPXKEHOro BUPOOHMKA, | K HACNIA0K 3MiHW Y
cneumdikaLii Ta MeTogax BXiAHOrO KOHTPOSIH; CYMyTHA 3MiHa:
3MiHa y napameTpax crneumdikauiii Ta/abo fonyCcTVMUX Mex,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BUXiZHWIA/NPOMiXHWIA NPOAYKT/peareHT, LWo BUKOPUCTOBYOTLCA
y npoueci BupobHuyTBa A®| (4onoBHeHHS cneuudikauii HOBUM
NOKa3HWKOM SIKOCTi Ta BifNOBiAHUM METOAO0M BUNPOOYBaHHS) -
3MiHa y MeTogax BunpobysaHHa APl abo BMXigHOTo
marepiany/npomMiKHOro MPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLieci BUpobHuuTBa A®I (He3HauHi
3MiHM y 3aTBEPMXEHUX MeTohax BUNpobyBaHHSA); 3MiHK |l Tuny
— BBE[IEHHA a/lbTEPHATUBHOIO BUPOBOHWMKA Ai040i PEYOBUHM, i
AK HACNiAOoK 3MiHK crneundikaLii Ta MeToaiB BXigHOro
KOHTPO/IIO 3a NOKa3HUKOM «3asIMLLKOBA KifIbKICTb OpraHiyHnx
PO3UYMHHWKIB»; CYNyTHS 3MiHa: 3MiHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisix Ha A®l, abo BUXigHWIA/NPOMIKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECi
BMpoOHULUTBa AP| (LONOBHEHHA cneuudikauii HoBUM
NMOKa3HMKOM SIKOCTi Ta BiANOBIAHUM METOA40M BUNPOBYBaHHS)

3a
peyenmom

UA/5528/01/01

144.

TAMOKCU®DEH-
340POB'A

Tabnetkn no 20 mr
Ne 30 (10x3), Ne 60
(10x6) y 6nicTepax

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

YkpaiHa

ToBapucTso 3
06MeXeHoto
BiANOBIAA/IBHICTIO
"PapmaueBTuyHa
KoMMaHis
"3po0pos'a”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHuX MmaTepiastis: 3MiHu | Tuny -
3MiHa y MeToaax BunpobysaHHsA APl abo BUXiAHOTO
marepiany/npomMiKHOrO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHMuTBa AD| (HEe3HaYHI
3MiHUW Y 3aTBEPAKEHNX METoAAax BUNPOBYBaHHS); 3MiHU | Tuny
— NoAaHo OHOB/EHUI cepTudikar BignosigHocTi E® No. R2-
CEP 1995-016-Rev 04 ans filo4oi peyoBrHY TaMOKCUgeHy
uuTparTy Bif 3aTBEpPKEHOr0 BUPOOHMKA, | K HACNIA0K 3MiHW Y
cneumdikaLii Ta MeTogax BXiAHOr0 KOHTPOSIH; CYMyTHA 3MiHa:
3MiHa y napameTpax crneumdikauiii Ta/abo fonycTVMUX Mex,
BM3Ha4YeHuX y cneuudpikauisx Ha Adl, abo
BWXiAHWIA/NPOMDKHWIA NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA
y npoueci BupobHuyTBa A®| (4OoNoBHEHHS cneuudikalii HOBUM
NOKa3HWKOM SIKOCTi Ta BifNOBiAHMM METOAO0M BUMNPOBYBaHHS) -
3MmiHa y MeTogax BunpobysaHHa APl abo BMXigHOro
marepiany/npomMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLieci BUpobHuuTBa A®I (He3HauHi
3MiHW y 3aTBEPMXEHUX MeTogax BUNpobyBaHHs); 3MiHu |l Tuny
— BBE[IEHHA a/lbTEPHATUBHOrO BUPOBHWMKA Ail040i PeHOBUHM, i
AK HACNiAOK 3MiHM crneundikaLii Ta MeToaiB BXigHOro
KOHTPO/IHO 3a NOKa3HMKOM «3asIMLLKOBA KiSIbKICTb OpraHiyHux

3a
peyenmom

UA/5528/01/02




90

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
PO3UYMHHWKIBY»; CYNyTHS 3MiHa: 3MiHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisix Ha A®l, abo BUXigHWUIA/NPOMIKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECi
BMpoOHULUTBa AP| (LONOBHEHHS cneuudikauii HoBUM
NMOKa3HMKOM SIKOCTi Ta BiANOBIAHUM METOA40M BUNPOBYBaHHS)
145. | TEHOYUEK® Tabnetku, no 14 Inka IHAis Inka J/labopaTopi3 IHAaia BHECEHHS 3MiH 0 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/8615/01/01
Tabnetok y 6nictepi; Nab6opaTtopi3 NimiTen AnMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peuyenmom
no 2 6nictepu B Nimiteq MicLst NPOBaMKEHHS Aisi/IbHOCTI BUPOGHMKa/imnopTepa
KapTOHHI ynakoBLi rOTOBOrO JlikapCbKoro 3acoby, BK/IOYaoUmn AiNlbHUL BUMYCKY
cepii abo MicLle NpoBefeHHSA KOHTPOIO AKOCTI. (BisNbHICTb, 3a
AKY BiANOBIAa€e BUPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK CEpiid)
YTOUHEHHS agpecu Brpo6HuKa M3 Inka Slabopatopic flivitesa,
IHAis, 6e3 3MiHM Micus BUPOBHULTBA. BBEAEHHA 3MiH NPOTAroM
6-TV MicsLIB NiC/s 3aTBEPLKEHHS.
146. | TEHOYEK® Tabnetkn 14 Inka IHais Inka JlabopaTopi3 IHais BHECEHHS 3MiH 0 peecTpaLiiiHMX maTepiasiB: 3MiHu | Tuny - 3a UA/8615/01/01
Tabnetok y 6nictepi; Nab6opaTtopi3 Nimiten 3MiHa HalilMeHyBaHHs BUpo6HUKa A®I (amnogunivy 6ecunarty) peuyenmom
no 2 6nictepu B Nimiten 6e3 3MiHn MicLa BUpo6GHMLTBA. BBEAEHHS 3MiH NpoTArom 6-tu
KapTOHHI ynakoBLi MiCAILiB MiCNs 3aTBEPIKEHHS; 3MiHW | TUNY - BUTYYEHHS
BUpobHuKa A®I (amnoguniHy 6ecunary) Cadila Healthcare Ltd,
IHAiS; 3MiHW | TUNY - BUNYYeHHs BUpoGHMKa AD| (amnoauniHy
6ecunary) Dr. Reddys Laboratories Limited, IHais
147. TAMAIH niocpinizat gns TOB "$3 YkpaiHa TOB "®3 YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/2989/01/01
PO3UMHY 415 iH'EKLi "BIO®APMA" "BIODAPMA" AZMiHICTpaTVBHI 3MiHW. BrlydeHHs1 BUPOGHUYOT AiNbHALI peuyenmom
no 10 mr; 5 amnyn (BkNtOYarUM AinbHAUL Ans AdDl, NPOMiXXHOTO NpoaykTy abo
abo 5 dhnakoHis 3 roTOBOrO /IiKAPCbKOro 3acoby, AiNbHULi 415 NPOBEAEHHS
niocpinizatom y nakyBaHHs1, BUPOOHYKA, BifNoBigasibHOro 3a BUNYCK Cepi,
6nicTepi; no 2 MicLie NpoBeEHHS KOHTPOJIH cepil) abo nocTayvasibHuKa
6nicTepu y nauui 3 BMXifHOro martepiany, peareHTy abo A0NOMiKHOT pevOBUHN
KapTOHY (K0 3a3HAYEHO Y AOCbE) - BUTYYEHHS BUPOOHMYOI Ai/TbHULL
MpAT "BIOPAPMA”, YkpaiHa.
CynyTHs 3miHa
- 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBKu
roTOBOrO JIiKAPCbKOro 3acoby (BUYYEHHS YNaKoBKY NEBHOMO
pPO3Mipy) - Yy 3B's13KY 3 MPUMUHEHHSIM BUPOOHMLTBA NMiKapCbKOro
3aco6y Ha BUpPOGHWUI ainbHuLi MpAT " BIO®APMA
YKpaiHa, BUny4arTbCs YNakoBKu nikapcbkoro 3acoby no 10
amnyn abo 10 do1akoHiB 3 fliodpiNizaTom B NayLi 3 KAPTOHY
148. | TIOKTAUMNA® TabneTku, BKPUTI MEJOA ®apma HimeuuunH MEOA HimeuuunH BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu |l Tuny - 3a UA/6616/01/01
600 HR 06010HKOt0, No 600 v6X eHg Ko. a MeHblogheKkyepuHr a 3MiHM Wopo 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy. peyenmom
mr no 30 a6o no 100 KIr M6X, HimeyunHa; BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB BuAAv
TabneTok y h1akoHi; BUPOBHMK peecTpauiiHoro NocBigYEeHHs, BKIOUYakum MnaH ynpaeniHHA
no 1 conaxkoHy B BiiNOBIfaNbHWIA 32 pu3nkamm (3acTocyBaHHS 3MiH(M), siki(a) BUMaratoTb(€)
KOpo6Lli 3 KapTOHY BUMYCK Cepii: noAasIbLLIOro 06I'PYHTYBaHHS HOBUMU JO4ATKOBUM AaHUMMK, LLO
MEJA ®apma MatoTb HaaBaTUCA KOMMETEHTHUM OpraHoOM, OCKifIbKN
'M6X eng Ko. KT, BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoMm) -
HimeyunHa BUWKOHaHHs 3060B'sA3aHb BigNOBIAHO A0 MiANYHKTY 2.3 NYHKTY 2
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
popatky 15 o MNMopAagky NposBeAeHHA ekcnepTusn
peecTpauiiHx MaTepianiB Ha Jlikapcbki 3acobu, Lo
noJaloTbCA Ha AepXaBHy peecTpauiio (nepepeectpadiio), a
TaKoX eKcnepTV3n maTepiasis NPO BHECEHHS 3MiH A0
peecTpaLiiHux MaTepiasiB NPOTAroM fji peecTpawyiiiHoro
NocBifYEHHS], 3aTBEpAKeHOro Hakazom MO3 Big 26.08.2005 Ne
426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
149. | TOMIPOMAKC TabneTku, BKPUTI TOB "dapma Ykpaina TOB "®apma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/9877/01/01
100 nAiBKOBOO Crapt” Crapt" 3MiHM Wwopo 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. peyenmom
060/10HKOt0, No 100 BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
mr; no 10 TabneTtok thapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHnX Npo
y 6nicTepi; no 1 abo cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI ocobu,
3 6nicTepu B navui 3 BiANOBIAA/IbHOI 32 34iiCHEHHA dapMakoHarnsay; KOHTakTHOT
KapTOHY 0cobu 3 hapmakoHarnsgy 3asaBHUKa AN 34iIRCHEHHN
hapmakoHarnsagy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu y
po3MiLLEeHHI MacTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YyNnoBHOBaXXeHOI 0cobu, BiAnoBiganbHOI 3a 34iiCHEHHS
chapmakoHarnsgy. MponoHoBaHa pefakLisi: CopokoneToBa
Anna bopuciBHa. 3MiHa KOHTaKTHNX JaHMX YNOBHOBaXKEHOT
0co6u, BignoBiganbHOI 3a 34iCHEHHST ddapMakoHarnsay
150. | TOMIPOMAKC 25 | TabneTku, BKpUTI TOB "dapma Ykpaina TOB "®apma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/9877/01/02
nNiBKOBOKO Crapt" Crapt" 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta papMakoHarnsay. peyernmom
0060/10HKOI0, NO 25 BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy
mr; no 10 TabneTtok chapmakoHarnsgy (BBeEeHHS y3araslbHEHUX AaHWX Npo
y 6nicTepi; no 1 abo cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT ocobu,
3 6nicTepu B nauui 3 BiANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsay; KOHTakTHOT
KapTOHY 0cobu 3 hapmakoHarnsgy 3asBHUKa AN 34iIRCHEHHN
hapmakoHarnsgy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAAILHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNnoBHOBaXXeHOi 0cobu, BiAnoBiganbHOI 3a 34iliCHEHHS
thapmakoHarnsgy. MponoHoBaHa pefakLiisi: CopokoneToBa
Anna bopuciBHa. 3MiHa KOHTaKTHNX faHUX YNOBHOBaXKEHOT
0co6u, BignoBiganbHOI 3a 34iCHEHHST ddapMaKoHarnsay
151. | ®EHTAHIN PO34MH ANA iH'eKUiA TOB Ykpaina TOB "Xapkiscbke YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/5185/01/01
0,05 mr/mn, no 2 mn "XapkiBcbke hapmMaueBTNyHE HaJaHHs HOBOro cepTudikarty BignoBigHOCTI €EBponeicbKol peuyenmom
B amnyni; no 5 hapmaueBTuyHe nignNpPUeEMCTBO thapmakonei Ne R1-CEP 2007-158-Rev 01 Big HoBOro
amnyn y énictepi; no nignpMeEMCTBO "3a0p0oB'A BMPOOGHUKa AdDI
1 ab6o 2, abo 20 "3p0p0oB's Hapoay"
6nicTepiB y KopoobLi Hapoay"
3 KapTOHY
152. | oPOMIIA® rpaHynv gns KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaviiiHux maTepiastis: 3MiHu | Tuny - 3a UA/5026/01/02
npuroTyBaHHs 60 mMn HoBo mecTo MecTo nofjaHHA OHOB/IEHOTO cepTuddikaTa BigMnoBiAHOCTI peyenmom

(250 mr/5 mn)
cycneHsii ans

€Bponeiicbkiii hapmakonei Ne R1-CEP 2004-148-Rev 03
ons gitoyoi peyouHu Clarithromycin Bifg BXe 3aTBEPAKEHOIO
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
opasibHOro BUPOGHMKA; 3MiHW | TNy - NOAaHHA OHOBJ/IEHOTO cepTudikaTa
3acTocyBaHHs, 1 BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2004-
dhnakoH 3 148-Rev 04 gnsa gitouoi peyosuHu Clarithromycin sig Bxe
rpaHynavu Ta 1 3aTBEPKEHOro BUPOOHMKA 3 BigMOBIAHMUY 3MiHAMU B aApeci
wnpvy, Ans BUPOGHMYOT AINAHKX; 3MiHW | TUNY - NOA@HHS OHOB/IEHOTO
opasibHOro cepTudikaTa BignoBigHOCTI E€Bponelickkii hapmakonei Ne R1-
BBEJEHHS CyCrneHsii CEP 2004-148-Rev 05 ans gitovoi pevosuHu Clarithromycin
B KapTOHHIi1 kopobui Bif, BXXe 3aTBEPXEHOro BUPOOHMKA, K HACNIAOK BBEAEHHS
NMPOMiXHOI BUPO6HUYOI AinbHUL ADI
153. | oPOMINIA® rpaHynv ans KPKA, a.4., CnoBeHisi | BignoBiganbHuii 3a | CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHuX MmaTepiastis: 3MiHu | Tuny - 3a UA/5026/01/01
Opas1bHOT CyCneHsil, HoBo mecTo KOHTPO/b cepii Ta noJaHHs OHOBJ/IEHOro cepTudpikara BiANoBIAHOCTI peuyenmom
125 mr/5 mn, no 60 BUMYCK cepii: €sponelicbkiii papmakonei Ne R1-CEP 2004-148-Rev 05
M1y CKISTHOMY KPKA, a.4., HoBo Ans givovoi peyosuHy Clarithromycin Big, BXe 3aTBepAKeHoro
thnakoHi; no 1 mMecTo, CroBeHis; BMPOBHUKA, SK HACMiA0K BBEAEHHS NPOMDKHOT BUPOOHNYOT
hnakoHy y BiANOBIAaIbHWI 3a AinbHuui A®I
KOMMJIEKTI 3 BMPOGHULITBO «in
wnpuuom ans bulk», nepsrHHe
opasibHOro Ta BTOPUHHE
BBEJEHHS B KOPOOLLi nakyBaHHs: KPKA,
KapTOHHiiA 4.4., Hoso mecto,
CnoseHis
154. | ®CME-IMYH cycrneHsia gns MOAN3EP ENY. CLWA BMPOGHMLTBO ABCTpIf BHECEHHS 3MiH [0 peecTpaLiiiHMX MmaTepiasis: 3MiHu | Tuny - 3a UA/16695/01/01
BAKUVHA ANnd iH'ekuili no 2,4 CI. Ml. npoaykTy y chopmi BBEJEHHS aanToBaHOro Aiana3oHy akTUBHOCTI TPUMNCUHY Ha peuyenmom
MPO®INAKTUKN mkr/0,5 mn (1 go3a KOPMOPEWLLH in bulk; eTani NigroToBKu KNiTWUH
KniwoBoro 015 0pOC/nX) Mo HamnoBHEHHS
EHLUE®DANITY 0,5 mn cycnexsii y LINpuL,iB;
KYNbTYPA/IbHA | nonepegHb0 KOHTPO/Ib SIKOCTI;
IHAKTUBOBAHA | 3anoBHeHOMY nakyBaHHs,
OYNLLEHA 0flHOpa3oBoOMY MapKyBaHHSA:
COPBOBAHA wnpuui; no 1 BakcTep Arl,
Lwnpuuy ABCTpIf; KOHTPO/Tb
BKNafeHoMy Y AKOCTi; BUMYyCK
6nictep; no 1 cepii: Mdpaiizep
6nictepy Ta MeHtothekyypuHr
OKPEMOIO T0JIKO0 Y ABcTpist TM6X,
KapTOHHI Kopo6Lii ABcTpist
155. | ®CME-IMYH cycneHsia gns MOAN3EP ENY. CLWA BMPOGHMLTBO ABCTpIs BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - 3a UA/16694/01/01
DXKYHIOP iH'ekUii mo 1,2 CI. 1. npoaykTy y hopmi BBE/IEHHS afanToBaHoro fiana3oHy akTUBHOCTI TPUMCUHY Ha peyenmom
BAKUVHA oNnd Mkr/0,25 mn (1 gosa KOPMOPEWLUH in bulk; eTani nigroToBKu KNiTUH
MPO®INTAKTUKWN | ana giteid) no 0,25 HarnoBHEHHSA
KNILWoBoro M/ CyCneHsil y LnpuLis;
EHUE®PANITY nonepegHbL0 KOHTPO/Ib SIKOCTI;
KYNbTYPAJ/IbHA | 3anoBHeHOMY nakyBaHHs,;
IHAKTUBOBAHA | ogHopa3oBoMy MapKyBaHHA:
OYNLLEHA wnpwvyi; no 1 Bakctep AT,
COPBOBAHA wnpuuy ABCTpIsi; KOHTPONb

BKNaZEHOMY Y
6nictep; no 1

AKOCTI; BUMYCK
cepii: MNdhalizep
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asiBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

6nictepy Ta
OKPEMOIO F0JIKOH Y
KapTOHHI Kopobui

MeHtodekuypuHr
ABcTpis TM6X,
ABcTpist

156.

XIKOHUMN

Kkancysv no 250 mr
no 8 kancyny
6nictepi; no 2
6nictepu y
KapTOHHI Kopo6Lyi

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

BignoBiaabHWi1 3a
BUPOGHMLTBO "in
bulk", nepsuHHy

yNakoBky,
BTOPWHHY
ynakosky: CaHfo03
m6X, ABCTpIS;

BiANOBiAabHMI 3a
BMPOGHMLTBO "in
bulk", nepBuHHe

nakyBaHHsl,
BTOPWHHE
nakyBaHHS:
HOHiuem
Nabopatopiec
Nimiteq, IHAis;

BiANOBiAabHMI 3a
KOHTPOb Cepil,
[03BiN Ha BUMYCK
cepii: KPKA, g.4.,

HoBo mecTo,
CnoBeHis

AscTpis/
IHais/
CnoBeHis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu |l Tuny -
3MiHa napameTpiB cneumdikauiii Ta/abo fonyCTUMUX MexX
roTOBOrO /liKapCbKoro 3acoby - 3miHa napameTpis crneumdikawii
- PO3LUMPEHHSA MEX T. KiNIbKiCHe BU3HAYEeHHSI aMOKCULIMAIHY Ha
TepMiH NpuaaTHocTi

3a
peyenmom

UA/2896/02/01

157.

XIKOHUMN

kancynu no 500 mr
no 8 kancyny
6nicTepi; no 2
6nictepn y
KapTOHHI Kopo6Lyi

KPKA, a.4.,
Hoso mecTo

CnoBseHis

BiAnoBigabHMI 3a
BMPOGHMLTBO "in
bulk”, nepBuHHY

ynakoBky,
BTOPVHHY
ynakosky: CaHf03
'M6X, ABCTpIst;

BiANOBIAaIbHWI 3a
BMPOGHMLTBO "in
bulk", nepsnHHe

nakyBaHHsl,
BTOPWHHE
nakyBaHHS:
tOHiuem
Na6opatopiec
Nimites, HAiN;

BiANOBIAaIbHWI 3a
KOHTPO/b Cepil,
[03BiN Ha BUMNYCK
cepii: KPKA, a.4.,

HoBo mecTo,
CnoseHis

ABcTpisi/
IHgis/
CnoseHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3miHu |l Tuny -
3MiHa napameTpiB cneumdikauiii Ta/abo fonyCTUMUX MeX
roTOBOrO JlikapcbKoro 3acoby - 3miHa napameTpiB crneumdikawi
- PO3LLUMPEHHS MEX T. KiNIbKiCHe BU3HAYEHHSI aMOKCULMAIHY Ha
TepMiH npugaTHocTi

3a
peyenmom

UA/2896/02/02

158.

XNOPIrekCMavnH

PO3YMH HALLKipHWI

TOB "®OPC-

YKpaiHa

N "Kinadpd”

YKpaiHa

BHECEHHS 3MiH 40 PEECTPALiHNX MaTepiasliB; 3MiHM | Tuny -

6e3

UA/5492/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
0,05 % no 100 mn, PAPMA 3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peyenma
no 200 mMn y 6aHkKax ANCTPUNBIOLWH BBefieHHA abo 3MiHM [0 y3arasibHeHUX faHuX Npo cuctemy
CKNAHMX abo " thapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnx npo
dhnakoHax cuctemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI ocobu,
noniMmepHNx BiANOBIAA/ILHOI 3a 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
0ocobu 3 dhapmakoHarnagy 3asiBHUKa ANs 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
YMNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKIYaUun KOHTaKTHI AaHi) Ta/abo 3miHN y
po3MmilLeHHi MacTep-ghaiina cuctemun hapmakoHarnsagy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3 hapMakoHarnsay, amiHa
KOHTaKTHUX faHuX YNOBHOBaXXEHOI 0CO6U 3asBHMKA; 3MiHa
3asBHUKa (BNacHMKa peecTpauiiiHoro nocBeig4yeHHs) (3rigHo
Haka3zy MO3 Big 23.07.2015 Ne 460)
159. | XONyAEKCAH Kancynv Teepgi, no «YOPNA Benvka YOPNA TypeyunH BHECEHHS 3MiH [0 peecTpavliiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/14162/01/01
300 wmr no 10 kancyn MEANLUNH BpuTaHis MEANLWH INAY a 3MiHuM Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy. peyenmom
y 6nictepi, no 2 NIMITEO» CAH. BE TIOX. BeefieHHs ab0 3MiHU [0 y3araslbHeHNX [aHnX Npo cuctemy
6nictepu B A.LL. thapmakoHarnagy (BBefeHHs y3arasibHeHVUX AaHnX npo
KapTOHHI Kopo6Lyi cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi 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
po3MilLeHHi MacTep-chaiina cuctemun hapmakoHarnsagy) -
3MiHa ynoBHOBaXeHOI 0cobu BiANOBIAA/ILHOT 3a
hapmakoHarnsg:
MponoHoBaHa peakuis: MeBcim Inbkbaxap AiHuens / Mrs.
Mevsim llkbahar Dincel; 3miHa KOHTaKTHUX AaHKX
yNOBHOBaXeHOT 0cobw, BignoBiganibHOI 3a hapmakoHarnsg,.
3MiHa KOHTaKTHMX AAaHWUX KOHTaKTHOT 0CO6MU, BignoBigaibHOI 3a
thapmakoHarnsg. 3miHa MicLsa 34ilACHEHHSI OCHOBHOI AisiNIbHOCTI
3 dhapmakoHarnsgy. 3miHa agpecu mactep-gaina
160. LE®POTAKCUM- NOPOLLOK A/1A MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/6338/01/02
AAPHULUA PO34MHY ANst iH'eKUiin | "dapmaueBTUYH "@apmaueBTuyHa 3MiHa y MeToax B1NpobyBaHHs roTOBOro NikapCbKoro 3acoby peyernmom
no1,0r, 40 a thipma ipma "JapHuus” (He3HayHa 3MiHa y 3aTBEpMAXEHUX MeToAax BUNpobyBaHHS)
(hN1aKoHIB 3 "NapHuus”
NMOPOLLKOM B

Kopob6Li; 1 chnakoH 3
MOPOLUKOM B navLy;
5 thnakoHis 3
NOPOLLKOM B
KOHTYpHIli
YapyHKoBIl
ynakosui; no 1
KOHTYpHIli
YapyHKOBIli ynakoBLj
B nayui; 1 donakoH 3
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1

MOPOLLKOM Y
KOMM/IeKTi 3 1
amnysoro
po3unHHKKa (Boaa
ONs iH'eKUiA-
[NapHuug) no 10 mn
B KOHTYpHili
YapyHKOBIl
ynakosui; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLj
B navui

161. | LUE®TPUAKCOH- | mopowlok ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiastis: 3MiHu | Tuny - 3a UA/6340/01/02

AAPHULUA pPO34mHy ang "®apmaueBTUYH "@apmaueBTuyHa 3MiHa y MeToaax BunpobyBaHHA APl abo BMXiAHOTO peyernmom

iH'ekuii, no 1,0 ry a thipma ipma "JapHuus” marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
dhnakoHi; 1 donakoH "OapHnus" BMKOPVCTOBYETbLCA Y NpoLieci BUpo6HuLUTBa ADI (iHWi 3MiHK Y
i3 NopoLUKoOM Y MeToAax BUNpPobyBaHHA (BK/IHOYaoUM 3amiHy abo AOMNOBHEHHS)
nauuj; 5 donakoHis 3 A®| ab0 BMXifHOro/NPOMKHOrO NPOAYKTY); CYNyTHSA 3MiHa:
NOPOLLKOM Y 3MiHa y mapameTpax crneumndikauiii Ta/abo fonycTVMUX Mex,
KOHTYpHilA BM3Ha4YeHuX y cneuudpikauisx Ha Adl, abo
YapyHKOBIli BWXiAHWIA/NPOMDKHWIA NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA
ynakosuj, no 1 y npoueci BUpo6HmuTBa A®I; 3MiHM | TUNY - 3MiHa NapameTpis
YapyHKOBIli ynakoBLyj cneundgikauii Ta/abo AONYCTUMMX MEX FOTOBOTO NiKapCbKoro
y nayui; 1 conakoH 3 3aco6y; 3MiHu | Tuny - 3MiHa y MeToAax BUNpobyBaHHA
NOPOLLKOM Y rOTOBOrO JlikapCbKOro 3acoby (iHWi 3MiHM y MeToAax
KOMMNeKTi 3 1 BMNPO6YBaHb (BK/IOYaOUM 3aMiHy ab0 [JONOBHEHHS)).
amnyJsoro BBepfeHHA 3MiH npoTArom 6-tm micauis nicna
po3umnHHuka (Boga 3aTBEPAKEHHS; 3MiHu |l Tuny - 3MiHa BUPOGHMKa
ONs1 iH'EKUiA- BUXIAHOrO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
[NapHuug) no 10 mn BVKOPVCTOBYIOTbCA Y BUPOOHUYOMY npoLeci APl abo 3miHa
Y KOHTYpHIiA BMPOGHMKa (BK/IKOYaoum, e HeobXigHo, MicLie MpoBeAEeHHS
YapyHKOBIl KOHTPOsIt0 siKOCTi) ADI (3a BiACyTHOCTI cepTudpikara
ynakosLi, no 1 BiANOBIAHOCTI €BpoNeNichbkili hapmakonei y 3aTBepaKeHoOMy
KOHTYpHIli [0Cbe)(BBELAEHHS HOBOTO BMPO6HUKa APl 3 HagaHHAM MacTep-
YapyHKOBIli ynakoBLyj (haiina Ha A®l), siK HacnifoK, 3MiHKM o p. «Cknag» B MeToaax
y mauui; no 40 KOHTPO/TH0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
pN1aKoHIB y Kopobui

162. LEPTYM® NOPOLLOK A/1A MAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu | TUny - 3a UA/0967/01/01
PO3unHy ANns iH'ekuin | "KniBmegnpenap "Kuismepnpenapa BWNYyYEHHS BUPO6HUKa Ana A®| uedtasnanmy ans iH'ekuiin peyenmom
no 1,0 rno 10 at" ™ CTepWUbHUIA (CTepUbHA CyMil LeddTasnaumy neHtarigparty Ta
(hNakoHiB 3 HaTpito kapboHaTy 6€3B0AHOr0)
NOPOLLKOM Y
KOHTYpHIli

YapyHKoBIl
ynakosui; no 1
KOHTYpHIli
YapyHKOBIli ynakoBLj
B nayui
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
163. | LE®YPOKCUM TabneTkun, BKpUTI CaHpo3 CnoBeHis CaHpo3 'm6X — AscTpis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiastis: 3MiHu | Tuny - 3a UA/5447/02/02
CAHAO3® nniBKOBOKO PapmacboTikas TexOnc, ABCTpis; HimeuuunH 3MiHM Wopao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsgy. peuyenmom
060n0HKot0, No 250 3 4.4, BVPOGHWK iH Bauk, a 3MiHM y KOPOTKili XapaKTepucTuL NikapCcbKoro 3acoby, TeKcTi
Mr no 7 TabneTok y KOHTPO/Tb Cepil, MapKyBaHHS Ta iIHCTPYKLiT A1 MeANYHOro 3aCTOCYBaHHS
6nicTepi; no 2 nakyBaHHs: reHepuyHNX/ribpuaHnx/6ionodibHMX NikapcbknMx 3aco6iB nicns
6nictepu B MenLled Papma BHECEHHS Ti€i caMoi 3MiHW Ha pedhepeHTHK npenapat (3miHa
KapTOHHI Kopo6Lyi 'M6X, HimeuunHa He NoTpebye HagaHHA XOAHUX HOBUX AOAATKOBUX AaHWX) -
3MiHW BHECEHO [0 IHCTPYKLT y po3ain "Moka3aHHA", a TakoxX y
po3zainu:"B3aemogis 3 iHLWIMMKM NiKapCbKnMy 3acobamm Ta iHLLi
BMAM B3aemogiin”, "Cnocib 3actocyBaHHsa Ta gosu", "ditn"
3rifHO 3 iHghopmaLieto WoA0 MeanyHOro 3acTocyBaHHSA
pedhepeHTHOrO NikapcbKoro 3acoby (3iHHaT™ TabneTkun, BKPUTI
060/10HKOI0) BBEAEHHS 3MiH MPOTAroM 6-Tv MicALiB micns
3aTBEPAKEHHSA
164. LEE®YPOKCUM TabneTkn, BKPUTI CaHpo3 CnoBeHis CaHpo3 'mM6X — ABcTpisi/ BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHM | TNy - 3a UA/5447/02/03
CAHAO03® nniBKOBOIO dapmacbloTikan TexOnc, ABCTpis; HimeuuunH 3MiHuM Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy. peyenmom
060/10HKO10, No 500 34.4. BUPOGHUK iH BasK, a 3MiHU Y KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby, TeKCTi
Mr Mo 7 TabneTok y KOHTPO/b cepii, MapKyBaHHS Ta IHCTPYKUii A1 MEAMYHOr0 3aCTOCYBaHHS
6nicTepi; no 2 naKyBaHHs: reHepuyHUX/ribpuaHMx/6ionoaibHKX NikapcbkUx 3acobiB nicns
6nictepu B MeHlUed Papma BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA npenapart (3MiHa
KapTOHHI Kopo6Lyi vm6X, HimeyunHa He nNoTpebye HafaHHA XOAHUX HOBUX A0AATKOBUX AaHWX) -
3MiHV BHECEHO A0 iHCTPYKLiT y po3ain “lNoka3aHHA", a Takox y
po3zinu:"B3aemogis 3 iHWMMKM NiKapCbknuMy 3acobamm Ta iHLUi
BMAM B3aemogiin”, "Cnocib 3actocyBaHHs Ta gosun”, "Aitn"
3rigHO 3 iHchopMalLieto WoA0 MeANYHOTO 3aCTOCYBaHHS
pedhepeHTHOrOo Jlikapcbkoro 3acoby (3iHHaT™ TabneTkun, BKPUTI
060/10HKOI0) BBEAEHHSA 3MiH NPOTAroM 6-Tv MicALiB micns
3aTBEPAKEHHS
165. LE®PYPOKCUM- NOPOLLOK A/1A My6niuHe Ykpaina My6niuHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu | TUny - 3a UA/0565/01/01
BX®3 PO3UMHY ANS iH'EKLi akujioHepHe akujioHepHe npuBeaeHHs y BignosigHicTb o CEP Ne R1-CEP 1996-007- peyenmom
no 250 mr, 1 donakoH TOBapuCTBO TOBapuCTBO Rev 04 maTtepianis peecTpayjiiiHoro Aochbe, a came agpecu
3 NOPOLLKOM Y nauui "HaykoBo- "HaykoBo- MicLS NPOBAaMKEHHS AifiNIbHOCTb BUPOGHNKa AD|
3 KapToHy; 5 BMPOGHNUNIA BMPOGHNYNIA Llecbypokcmmy HaTpieBoi coni
(hN1aKoHIB 3 LeHTp LEeHTp
NOPOLLKOM Y KaceTi; "BopLuariBcbkuii "BopLyariBcbkuii
no 1 kaceTi y neHani XiMmiKo- XiMiKo-
3 KapTOHY dhapmaLeBTNYHN chapmaueBTUYHNI
1 3aBoa” 3aBog"
166. LE®PYPOKCUM- NOPOLLOK A/15 My6niuHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHNX MaTepiasiiB: 3mMiHu | Tuny - 3a UA/0565/01/02
BX®3 PO34YMHY ANS iH'EKLi akuioHepHe akuioHepHe npuBefeHHs y BianosigHicTb o CEP Ne R1-CEP 1996-007- peyenmom
no 750 mr, 1 donakoH TOBapuCTBO TOBapuUCTBO Rev 04 maTepianis peecTpayiiiHoro AoCkE, a came agpecu
3 MOPOLLKOM Y naui "HaykoBo- "HaykoBo- MicLst MPOBaKEHHS fisiNIbHOCTb BUPOGHNKa AdI
3 KapToHy; 5 BMPOGHNYNIA BMPOGHUYNIA Llecbypokcmmy HaTpieBoi coni
hnakoHis 3 LeHTp LeHTp
NOPOLLKOM Y KaceTi; "BopLyariBcbkui "BopLuariBcbknii
no 1 kaceti y neHani XiMiKo- XiMiKo-
3 KapTOHY hapmavueBTUYHU chapmaL,eBTUYHUIA
11 3aBog" 3aBog"
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
167. | LE®YPOKCUM- NOPOLLOK A5 My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasis: 3MiHu | Tuny - 3a UA/0565/01/03
BX®3 PO3UMHY ANS iH'EKLi akuioHepHe akuioHepHe npuBefeHHs y BianosigHicTb o CEP Ne R1-CEP 1996-007- peuyenmom
no1,5r, 1 gonakoH 3 TOBapuCTBO TOBapUCTBO Rev 04 maTepianis peecTpayjiiiHoro AoCckbE, a came agpecu
NOPOLLKOM Y mauui 3 "HaykoBo- "HaykoBo- MiCLil MPOBaKEHHSA AiS/IbHOCTb BUPO6HMKa AdI
KapToHy; 5 chnakoHiB BMPOGHNUUIA BMPOGHUYNIA Lledhypokcrmy HaTpieBoi coni
3 MOPOLLKOM Yy LEeHTP LEeHTp
KaceTi; no 1 kacetiy | "BopuiariBcbkuii "BopLyariBcbkuii
neHani 3 KApTOHY XiMiKo- XiMiKo-
hapmavueBTUYHN chapmaLeBTUYHUIA
i 3aBog” 3aBog"
168. LUMCNNATUH KOHUEeHTpaT a5 TOB "TeBa Ykpaina CiHgaH ®apma PymyHis/ BHECEHHS 3MiH [J0 peEECTpaLjiiiHMX MaTepianis: 3MiHa 3asiBHMKA 3a UA/9894/01/01
po3unHy AnA YkpaiHa" CP/, PymyHis; ITanis (BnacHviKa peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
iHdpy3iii, 1 mr/mn no AxTasic ITanis Bif 23.07.2015 Ne460)
10 mn, 50 mn abo C.n.A, ltania
100 mn 'y chnakoHi;
no 1 conakoHy y
KapTOHHII Kopo6Lyi
169. UMCNNATUH KOHUeHTparT Ans TOB "TeBa Ykpaina CiHpgaH ®apma PymyHis/ BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/9894/01/01
pO34nHy Ans YkpaiHa" CP/J1, PymyHis; ITanis 3MiHM Wopo 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsgy. peyenmom
iHdpy3iid, 1 mr/mn no AkTasic Itanis BBefeHHSA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cuctemy
10 mn, 50 mn abo C.n.A, ltania thapmakoHarnagy (BBefeHHs y3arasibHeHVUX AaHnX npo
100 mn y dpniakoHi; cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHoi ocobu,
no 1 dpnakoHy y BiANOBIAA/IbHOI 3a 34iiCHEHHSA (dapMakoHarnsgy; KOHTakTHOT
KapTOHHI Kopo6Lyi ocobu 3 hapmakoHarnagy 3asBHvKa ANs 34iICHEHHSA
cthapmMakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6W, BiANOBIAAILHOI 32 3iiCHEHHS
hapmakoHarnsgy (Bkiyatoum KOHTakTHI AaHi) Ta/abo 3MiHW y
po3MmilLieHHi MacTep-chaiina cucteMmun hapmakoHarnsgy) -
3MiHa YNOBHOBaXXeHOT 0COBOM 3asiBHUKA, BiANOBiAaIbHOI 3a
hapmakoHarnsg, Ha LeHTpasibHoOMy piBHi: MponoHoBaHa
pepakuis: Dr. Hedva Voliovitch MD, PhD, MBA. 3miHa
KOHTaKTHOI 0CO6U AnA 3AiicHEHHS hapMakoHarnsay B YkpaiHi.
MponoHoBaHa pepakuis: buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOi 0COOM. 3MiHa KOHTaKTHWUX
[aHuX KOHTaKTHOI 0cobu. 3MiHa MicLA NPOBaXEeHHS OCHOBHOI
AisnbHOCTI 3 hapmakoHarnsgy Ta Micus 36epiraHHs macTep-
dhaiina
170. LUMCNNATUH KOHLeHTparT Ans EBEBE ®apma AscTpis MOBHWIA LMK AscTpis/ BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/0032/01/01
"EBEBE" PO34MHy s ec.m.6.X. Hdpr. BMPOGHMLTBA: HimeuumnH 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta papMakoHarnsay. peuyenmom
iHdpy3ii, 1 mr/mn no KIr EBEBE ®apma a BBeaeHHs ab0 3MiHU 10 y3arasibHeHUX AaHKX Npo cUcTemMy
100 mn (100 mr) y lec.m.6.X. Hor. thapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx npo
donakoHi; no 1 K, ABCTpis; cuctemy thapmakoHarfisigy, 3miHa ynoBHOBaXKeHOi 0cobu,
chnakoHy B KOpOOLi TeCTyBaHHS: BiANOBIAA/ILHOI 32 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
Na6op N+C AT, 0cobu 3 hapmakoHarnsgy 3asBHUKa AN 34IACHEHHSN
HimeuumnHa; chapMakoHarnisagy B YKpaiHi, SKLLO BOHa BigMiHHA Big,

TecTyBaHHA: MIJ1
Mikpob6ionoriwec
Mptochnabop

YNOBHOBaXEHOT 0C06U, BiANOBIAAIbHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovarouy KOHTaKTHI AaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-haiina cucteMmy dpapmakoHarnsgy) -




98

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
vm6X, ABCTpis 3miHa y po3MmilLeHHi MacTep-ghaiiny cuctemu
thapmakoHarnsgy, 3mMiHa micus 34iiCHEHHA OCHOBHOI
AISNBHOCTI 3 hapmakoHarnagy, 3MmiHa KOHTaKTHUX JaHux
YMOBHOB&XEHOT 0CO6M 3asiBHUKA 4711 34iACHEHHS
dapmakoHarnsgy
171. UMCNNATUH KOHUEeHTpaT Ans EBEBE ®apma ABCTpIs NOBHUIA LMK AscTpis/ BHECEHHS 3MiH [0 peecTpaLliiHMx maTepiasis: 3MiHu | Tuny - 3a UA/0032/01/02
"EBEBE" PO34mnHy Ans lec.m.6.X. Hoor. BVMPOGHMLTBA: HimeuuunH 3MiHM Wopo 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay. peyenmom
iHdpysiit, 0,5 mr/mn KIr EBEBE ®apma a BBefeHHA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cuctemy
no 20 mn (10 mr) [ec.m.6.X. Hdpr. hapmakoHarnsigy (BBeAeHHs y3arasibHeHUX faHux npo
abo no 50 mn (25 KI', ABCTpisi; cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
Mmr), a6o no 100 mn TEeCTyBaHHS: BiANOBIAA/ILHOI 3a 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
(50 mr) y dpnakoHi; Na6op N+C AT, ocobu 3 hapmakoHarniagy 3asBHvKa AN 34IMCHEHHSA
no 1 conakoHy B HimeuuunHa; hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif,

KopooLi

TecTyBaHHsa: MIJ1
Mikpobionoriwec
Mptochnabop
'M6X, ABCTpis

YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsgy (Bkoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MmilLeHHi MacTep-ghaiina cuctemun hapmakoHarnsgy) -
3MiHa y po3MilLeHHi MacTep-ghaiiny cuctemu
hapMakoHarnsgy, amiHa micusa 34iliCHEHHS OCHOBHOI
AISNBHOCTI 3 dpapmakoHarnsgy, 3MiHa KOHTaKTHUX JaHux
YNOBHOB&XXEHOI 0CO6U 3asiBHUKA A1 3AIACHEHHSA
hapmakoHarnagy

HauyanbHUK YnpaBniHHA papMaLeBTUYHOI AiANbHOCTI Ta

AKOCTI (hapMmaLeBTUUHOI NPOAYKLT

T.M. NIacKOBCbKUn




MEPENIK

AopaTok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

18.12.2018 Ne 2362

NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIOTONYHNX NPEMAPATIB), AKUM BIAMOB/EHO Y AEPXXABHIN PEECTPALLIl, NEPEPEECTPALIII TA

BHECEHHI 3MIH 1O PEECTPALIAHNX MATEPIANIB

TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

KapTOHHI Kopo6Lj;
no 50 Tabnetok y
6nictepax

Ne Hassa nikapcbko20 dopma sunycky 3asaBHUK KpaiHa Bupo6HuUK KpaiHa lMiocmasa lMpoyedypa

n/n 3acoby

1. ACTAPKAM- Tabnetku, no 10 ToBapucTso 3 YkpaiHa ToBapucTso 3 Ykpaina 3acigaHHa HTP Ne 43 BigmoBuUTY y 3aTBEpPMKEHHI - 3MiHK || TNy - 3MiHK Y

300POB'A TabneTok y 6nictepi; obmexeHo o6MexeHo Big 15.11.2018 npoueci BUpOOHMLTBA TOTOBOrO NiKapCbKOro 3acoby,

no 5 6nictepiB y BiANoBiAa/IbHICT BiANOBiAA/IbHICTIO BK/1O4AK0UM MPOMIXHMIA NPOAYKT, L0 3aCTOCOBYETHLCSA

KapTOHHIlA KOpO6L; 10 "dbapmaLieBTnyHaA npu BUPOOHULTBI FrOTOBOrO Nikapcbkoro 3acoby (iHLi

no 50 Tabnetok y "®apmaueBTUYH KommnaHis "3gopos'a” 3miHn) (B.11.6.3. (x) Il); cynyTHA 3MiHa - 3MiHM 3 SKOCTI.

6nictepi; no 1 a KoMnaHis [oTOBMIA Nikapcbkuii 3aci6. Onuc Ta ckiag (iHWi 3MiHN)

6nictepy B "3popos'a" (B.Il.a. (x) IB) - 3MmiHM B npoueci BupobHuuTtea M3, a

came: - cTagia 1. lligrotoBka cupoBUHU (A0[AHO
niAroTOBKY HaBaXXOK NS NPUroTyBaHHSA 3BOMIOXYBaya
Ta MapKyBaHHSi eTWKeTKamW HaBaXok); - [ofaHo
ctagito 2. [puroTyBaHHS 3BOSIOXyBaya (BOAHWIA
po3unH 3 D,L-acnapariHoBOi KucnotTum Ta  Kanito
rigpokcnay); - cragia 3. OTpumaHHa macu Ans
TabnetyBaHHA (3MiHa Cnocoby OTpPMMaHHA Macu Ans
TabneTyBaHHA 3 NPSAMOrO 3MillyBaHHSI Ha TEXHOJIOTiI0
3 BUKOPUCTaHHSAM 3BOJIOXKYBaya); - 3MiHa Hymepauii
cTagii «TabneTyBaHHs» Ta «PacyBaHHs Ta ynakoBka»
(3 ctagia 3 Ha cTagio 4, 3 cTagii 4 Ha cTtagjio 5,
BIANOBIAHO). | AK HAcNifoK 3MiHa B onuci Ta cknagi M3
(3a3HayeHHs  KiNbKOCTi  BUXIAHWX  PEYOBUH AN
OTpMMaHHA  Kanito  acnapariHaTy  Hanisrigparty),
OCKiNIbK/  3aMponoHOBaHa TEeXHOMOris BUPO6HMLTBA
N3 yHeMOXNMBMOE CcTaHAapTusauiio Adl  (kanis
acnapariHaTy Hanisrigpaty) 3rigHO 3aTBepKeHux
cTaHgapTiB  akocTi  (cneumcpikauia  Ta  meToAM
KOHTpoto sikocTi Adl). [lo Toro X, cknag girunx
pevyoBUH Npu 3MiHeHi TexHonorii 13, cynepeunTb
3aTBepmxeHoMmy cknagy 13, skuii B cBOk uepry,
NoAiGHWIA ckNagy OpUriHa/IbHOTO MiKapcbKoro 3acoby

HavyanbHuK YnpasniHHA papmaueBTUYHOT
[IANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. IacKkoBCbKUM




100



	МІНІСТЕРСТВО ОХОРОНИ ЗДОРОВ’Я УКРАЇНИ
	Н А К А З
	Додаток 1
	до наказу Міністерства охорони
	здоров’я України
	18.12.2018 № 2362
	Додаток 2
	до наказу Міністерства охорони
	Додаток 3
	до наказу Міністерства охорони
	Додаток 4
	до наказу Міністерства охорони



