MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
30.11.2018 Ne 2237
Kuis

[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

Jopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
30.11.2018 Ne 2237

SAPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIO/IOINYHUX MPEMNAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHI

Ne HasBsa snikapcbko20 dopma surnycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3aco6y (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
ynakoska) MocBi0O4Y€HHs1
1. ANEPAE3 TabneTku, BKpUTI My6niyHe Ykpaina My6niyHe YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsieae UA/14492/02/01
NAiBKOBOK 060/IOHKOHO, akuioHepHe akuioHepHe peuyenma
no 5 mr no 10 TabneTok TOBapUCTBO TOBapuCTBO MepiognyHICTb NoAaHHA
y 6nictepi, no 1 "HaykoBo- "HaykoBo- perynapHo OHOB/1OBaHOro
6nicTepy B nauui BUPOGHNUNIA BUPOGHNUNIA 3BiTY 3 6e3neku BifNoOBIAHO
LeHTp LeHTp 0o Mopsagky 34iCHeHHS
"BopLyariBcbKuii "BopuyariBcbKuii hapmakoHarnsagy,
XiMiKO- XimiKo- 3aTBEPKEHOrO HaKasoMm
thapmaLeBTUYHMI thapmaueBTUYHWI MiHicTepcTBa 0XOpOHYU
3asof” 3asofa” 3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHumun y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku
2. APENIA® TabneTtku, Lo NAT Ykpaina PonTic Xennac Mpeuis peecTpauis Ha 5 pokis - He UA/17069/01/01
ancnepryotscs B "Knismegnpenapa Megikan eHg nionsizae

POTOBI NOPOXHWHI, NO
10 wr; in bulk: no 10
Tabnetok y 6nictepi, no
1680 6nicTepiB y
KOHTEliHepi

T

dapmacbioTikan
Mpopaktc C.A.

MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6e3Mneku BigNoOBIAHO

o MNopaaky 3aiicHeHHs

thapmakoHarnsaay,
3aTBEPAKEHOIO HakasoMm

MiHicTepcTBa OXOpPOHU

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

3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHn
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pegakuii
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHnMn y
nepiogMYHOCTI NoAaHHSA
PEerynisipHMX 3BiTiB 3 6e3nekn
3. APENIA® TabneTtku, Lo MAT Ykpaina PonTic Xennac peuis peecTpaduist Ha 5 pokis - He UA/17069/01/02
OVCNepryoTbes B "KviBmegnpenapa Megikan eHg nionsizae
POTOBI NOPOXHWHI, NO T dapmachboTikan MepiognyHICTb NOAaHHSA
15 wr; in bulk: no 10 Mpopaktc C.A. perynspHoO OHOB/IHOBAHOrO
Tabnetok y 6nictepi, no 3BiTYy 3 6e3neku BigNoOBIAHO
1680 6nicTepiB y 0o Mopaaky 34iCHeHHS
KOHTEeliHepi hapmakoHarnsagy,
3aTBEPIKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHU
3[,0pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 3[4,0POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpokamu, 3a3HavyeHumn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku
4, APENIA® TabneTtku, Lo NAT Ykpaina MAT YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17070/01/01
ancnepryoTscs B "Knismegnpenapa "Kuismegnpenapa peyenmom niossieae
POTOBI NOPOXHWHI, NO T T MepioAnyHICTb NOAAHHSA
10 mr, no 10 TabneToK y (BUPOGHMLTBO 3 perynsapHo OHOB/IHOBAHOro
6nicTepi, no 3 6rictepu chopmu in bulk 3BiTYy 3 6e3neku BiANOBIAHO

B nauLii

ipMun-BrpobHMKa
"PoHTic Xennac
Megjkan eHg
dapmacbioTikan
Mpogaktc C.A.",
peuis)

o MNopaaky 3aiicHeHH:
thapmakoHarnsay,
3aTBEPKEHOro Hakas3om
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHn
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Hakasy MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
CTpOKamu, 3a3HauyeHMn y
nepioguYHOCTi NoAAaHHSA
perynsipHux 3BiTiB 3 6e3neku
5. | APENIA® Tabnetkn, Wo MAT YkpaiHa MAT YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17070/01/02
aucnepryoTscs B "KniBmegnpenapa "Knismegnpenapa peyernmom nionsieae
POTOBIV NOPOXHWHI, NO ™ T MepioAgnyHICTb NoAaHHA
15 wr; no 10 Tabnetok y (BMPOOHMLTBO 3 perynsipHoO OHOBJIOBAHOIO
6nictepi, no 3 6nictepu dhopmum in bulk 3BiTy 3 6e3neku BiANOBIAHO
B nauuj ipMun-BUPOGHYMKa Ao Mopagky 34iCHEeHHS
"PoHTic Xennac thapmakoHarnsgy,
Megikan eHp, 3aTBEPAKEHOrO HakasoMm
dapmacbloTikan MiHicTepcTBa 0XOpOHYU
Mpogaktc C.A.", 300pOB’A YKpaiHu Big 27
peuis) rpyaHa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi oCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioguYHOCTI NoAAHHS
PEerynisipHMX 3BiTiB 3 6e3neKku
6. | AEKCAMETA30OH Tabnetku no 8 mr Nel0 KPKA, a.4., Hoso CnoseHisa BMPOBHMLTBO "in CnoBeHis peecTpavuis 5 pokis 3a He UA/16902/01/04
KPKA (10x1), Ne20 (10x2), MecTo bulk", nepsuHHe MepioanyHICTb NoAaHHA peyenmom nionsizae
Ne30 (10x3) y 6nictepax Ta BTOPVHHE perynsapHo OHOB/IHOBAHOrO
nakyBaHHs, 3BiTy 3 6e3neku BiAMNOBIAHO
KOHTPO/b Ta Ao Mopagky 34iCHeHHS
BUNYCK cepil: thapmakoHarnsagy,
KPKA, a.4., Hoso 3aTBEPKEHOrO HaKasom
mecTo, C/oBeHis; MiHicTepcTBa OXOpPOHU
nepBuHHE Ta 3[,0p0B’A YKpaiHu Big 27
BTOPUHHE rpyaHa 2006 poky Ne 898,
nakyBaHHs: 3apeecTpoBaHuii B
KPKA, a.4., HoBo MiHiCcTepcCTBI toCTULT YKpaiHu
mecTo, CrnoBeHis; 19 rpyaHs 2016 poky 3a Ne
KOHTpO/b cepii: 1649/29779 (y pepaxuii
KPKA, a.4., Hoso Haka3y MiHicTepcTBa
mMecTo, CnoBeHis OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioguYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
7. | AEKCAMETA3OH Tabnetkun no 4 mr Nel0 KPKA, a.4., Hoso CnoseHis BMPOGHMLITBO "in CnoseHis peecTpadisi 5 pokis 3a He UA/16902/01/03
KPKA (10x1), Ne20 (10x2), MecTo bulk", nepBuHHe MepioAnYHICTb NOAAHHS peyenmom nionsieae
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
Ne30 (10x3) y 6nictepax Ta BTOPVHHE perynsipHoO OHOBJIHOBAHOTO
nakyBaHHs, 3BiTy 3 6e3neku BiAMNoBIAHO
KOHTPONb Ta [0 MNopaaky 3aiCHEHHS:
BWMNYCK Cepii: thapmakoHarnsgy,
KPKA, a.4., Hoso 3aTBEPXEHOro Hakasom
mecTo, CroBeHis; MiHicTepcTBa OXOpPOHU
nepBuHHe Ta 340pOoB’sA YKpaiHu Big 27
BTOPUHHE rpyaHa 2006 poky Ne 898,
nakyBaHHs: 3apeecTpoBaHuii B
KPKA, a.4., HoBo MiHicTepcTBi loCcTULi YKpaiHn
MecTo, CnoBeHis; 19 rpyaHa 2016 poky 3a Ne
KOHTpONb cepii: 1649/29779 (y pepaxuii
KPKA, g.a4., HoBo Haka3y MiHicTepcTBa
mMecTo, CnoBeHis OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3HauyeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
8. EMKACT 5 Tabnetku xyBasibHi o 5 | MCH Jlabopatopic IHais MCH Na6opaTtopic IHais peecTpauis Ha 5 pokis - He UA/17071/01/01
Mr "in bulk" Ne500: no 10 Met. /1T4. MpaisiT Mimiteq MepioanyHICTb NoAaHHA nionsizae
Tabnetok y 6nictepi, no perynsipHoO OHOB/IHOBAHOTO
50 6nicTepiB y 3BiTy 3 6e3neku BiANOBIAHO
KapTOHHI/ ynakosLj; "in Ao Mopagky 34iCHEeHHS
bulk" Ne1000: no 10 thapmakoHarnsgy,
Tabnetok y 6nictepi, no 3aTBEPKEHOro Haka3oM
100 6nicTepiB y MiHicTepcTBa OXOpPOHU
KapTOHHI ynakoBL,i 300pOoB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi oCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioguYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
9. EMKACT 5 Tabnetku xyBanbHi o 5 | MCH Jlabopatopic IHais MCH Na6opaTtopic IHais peecTpauist Ha 5 pokis 3a He UA/17072/01/01
mr, Ne 30 (10x3): no 10 Met. /114. Mpaisit MimiTeq MepioanyHICTb NoAaHHA peyenmom nionsizae

Tabnetok y 6nictepi, no
3 6nicTepu B KAPTOHHIl
ynakoBLi

perynsipHo OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNOBIAHO
0o MNopsaky 34iCHEHHs
dhapmakoHarnsagy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0XOpOHU
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o

10.

ETOPUKOKCUB-

340pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi oCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3HauyeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

nocsio4YeHHs

11.

3/10POB'AA

ETOPUKOKCUB-

TabneTku, BKPUTI
N/1iBKOBOK 06O/IOHKOHO,
no 60 mr no 10 Tabnetok
y 6nictepi; no 3
6nictepu y kopobui 3
KapToHY

ToBapucTBO 3
obmexeHor
BigNoBiAa/IbHICTIO
"®apmaueBTuyHa
KOMMaHis
"3p0pos'a”

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KOMMNaHis
"3p0pos'a”

YKpaiHa

peecTpauist Ha 5 pokis
MepioAnyHICTb NOAAHHS
perynsipHo OHOBJIOBAHOIO
3BiTy 3 6e3neku BiANOBIAHO
0o MNopsaaky 34iCHEHHs
dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0XOpOHU
3040pOoB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi oCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioguYHOCTI NoAAHHS
PEerynisipHMX 3BiTiB 3 6e3neKku

3a
peyenmom

He
nionseae

UA/17073/01/02

3/10POB'AA

TabneTku, BKPUTI
N/1iBKOBOK 060/IOHKOIO,
no 90 mr no 10 Tabnetok
y 6nictepi; no 3
6nictepu y kopobui 3
KapToHY

ToBapucTso 3
obmexeHoro
BiANOBIAANLHICTIO
"®GapmaueBTuyHa
KOMMaHis
"3p0pos'a”

YKpaiHa

ToBapucTso 3
0bMexeHo
BifNoOBiAANbHICTIO
"®apmaueBTnyHa
KOMMaHis
"3p0poB'a”

YKpaiHa

peecTpauist Ha 5 pokis
MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO
3BiTy 3 6e3neku BiAMNOBIAHO
0o MNopsaky 34iCHEHHs
thapmakoHarnagy,
3aTBEPKEHOr0 HaKka3oMm
MiHicTepcTBa 0XOpOHU
3[,0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHiCcTepcCTBI toCTULT YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakuiji

3a
peyenmom

He
nionseae

UA/17073/01/03
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o

12.

ETOPUKOKCUB-

Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHnMn y
nepiogMYHOCTI NoAaHHSA
PEerynisipHMX 3BiTiB 3 6e3nekn

nocsio4YeHHs

13.

3/10POB'AA

ETOPUKOKCUB-

TabneTku, BKPUTI
N/1iBKOBOK 06O/IOHKOHO,
no 120 mr no 10
Tabnetok y 6nictepi; no
3 6nicTepun y KopobL,i 3
KapTOHY

TabneTtku, BKPUTI

ToBapucTBo 3
obmexeHoro
BigNoBiAa/IbHICTIO
"®apmaueBTuyHa
KOMMaHis
"3p0pos'a”

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KOMMNaHis
"3p0pos'a”

YKpaiHa

peecTpauis Ha 5 pokis
MepioAnyHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiANOBIAHO
0o MNopsaky 34iCHEHHs
dhapmakoHarnsagy,
3aTBEPIKEHOIO HakasoMm
MiHicTepcTBa 0XOpOHYU
3040pOoB’sA YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHicTepcTBi oCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioguYHOCTI NoAAHHSA
PEerynisipHMX 3BiTiB 3 6e3neKku

3a
peyenmom

He
nidnseae

UA/17073/01/04

3[10POB'AA

NAiBKOBOK 060/TIOHKOHO,
no 30 mr no 10 Ta6neTok
y 6nictepi; no 3
6nictepu y kopobui 3
KapToHY

ToBapucTso 3
obmexeHoro
BiANOBIAANLHICTIO
"®apmaueBTuyHa
KOMMaHis
"3p0pos'a”

YKpaiHa

ToBapucTso 3
0bMexeHo
BifNoOBiAANbHICTIO
"®apmaueBTnyHa
KOMMaHis
"3p0poB'a”

YKpaiHa

peecTpauist Ha 5 pokis
MepioAnYHICTb NOAAHHS
perynsipHo OHOB/IOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO
0o MNopsaky 34iCHEHHs
thapmakoHarnagy,
3aTBEPKEHOr0 HaKka3oMm
MiHicTepcTBa 0XOpOHU
3[,0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHunii B
MiHiCcTepcCTBI toCTULT YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i
CTpoKkamu, 3a3Ha4yeHUMn y

nepioguYHOCTI NoAAHHSA

3a
peyenmom

He
nionseae

UA/17073/01/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayjiliHo2o
ynakoska) nocsi0O4YeHHs1
PEerynsipHMX 3BiTiB 3 6e3neku
14. noa nnacTUHKN abo OPTAHIKA HimeuyunHa KOHTPO/b SKOCTI, HimeuunHa/ peecTpauis Ha 5 pokis - He UA/17074/01/01
rpaHynboBaHi kpuctanm daiiHxemi MTM6X BTOPUHHE Ynni nionsizae
(cybcTaHuis) y Milwkax i3 BondheH nakyBaHHs,
nonisiHinigeHa xnopuay BiAnoBiganbHUIA 3a
4ns hapmaleBTMYHOro BMNYCK cepii B
3acTocyBaHHS 06ir:
OPIFAHIKA
daiiHxemi 'm6X
BondeH,
HimeuumnHa,
BMPOGHMLITBO,
KOHTPO/b SIKOCTI,
nepBuHHE
nakyBaHHS:
ATakama
Minepanc Yuni
C.K.M., Ynni
15. | IMINEHEM TA MOPOLLIOK (Cy6CTaHLis) y My6niyHe YkpaiHa EiCiEc Jo6dap ITanisa peecTpauist Ha 5 pokis - He UA/17075/01/01
LUMNACTATUH NOTPIHMX akuioHepHe C.n.A. nionsieae
nonieTnIeHoBUX TOBapUCTBO
naketax gnsa "HaykoBo-
hapMaLeBTUUYHOIO BMPOGHNYNIA
3acToCyBaHHs LEeHTp
"BopLyariBcbKuii
XimiKo-
hapMaLeBTUYHWIA
3aBofa”
16. KNCEHb raanoln,1.5n,2n,3 KomaHgutHe Ykpaina KomaHgutHe YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17076/01/01
MEANYHUIA n,4n5n10n,40ny ToBapucTeo "TOB ToBapucTeo "TOB peyernmom nionsieae
rA30MOAIBHUN cTaneBux 6anoHax "3anopisbkuii "3anopisbkuii
aBTOreHHUiA aBTOreHHWIA
3aBog" i 3aBog" i
KomnaHis" KomnaHis"
17. | moAanin 10 TabneTkun, BKpUTI ToppeHT IHAiA ToppeHT IHAiA peecTpauisf Ha 5 pokis 3a He UA/17077/01/01
N/1iBKOBOK 06GOJIOHKOMO, dapmacbloTikanc dapmacbloTikasnc peyenmom nionsizae
no 10 mr Ne 30 (10x3) y nrp, nra
6nictepax
18. | MoAanin 20 TabneTku, BKpUTI ToppeHT IHAis ToppeHT IHAjis peecTpauist Ha 5 pokis 3a He UA/17077/01/02
NAiBKOBOK 060/IOHKOHO, dapmacbioTikanc dapmacbloTikanc peuyenmom nionsieae
no 20 mr Ne 30 (10x3) y nTg nTg
6nictepax
19. moAanin 40 TabneTku, BKPUTI ToppeHT IHais ToppeHT IHais peecTpauist Ha 5 pokis 3a He UA/17077/01/03
N/1iBKOBOK 060/IOHKOIO, dapmacbloTikanc dapmacbloTikanc peyenmom nionsizae
no 40 mr Ne 30 (10x3) y nrp, nrh
6nictepax
20. moAasnin 8o TabneTkn, BKPUTI ToppeHT IHgis ToppeHT IHais peecTpauist Ha 5 pokis 3a He UA/17077/01/04
NNiBKOBOK 060/I0HKOH0, dapmacbioTikasic dapmacbioTikanic peyenmom nionsicae
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
no 80 mr Ne 30 (10x3) y Nt nTp,
6nictepax
21. HATPIO KpucTaniyHunii NopoLLIOK MpAT "TexHonor" Ykpaina TOB "®APMXIM" YkpaiHa peecTpauist Ha 5 pokis - He UA/17078/01/01
AMIHOCANIUNNAT (cybeTaHuis) y nionsizae
OUrIaPAT nonieTUIEHOBUX MilLKax
4ns hapmaleBTMYHOro
3aCTOCYBaHHSA
22. MAHTOMPA3O0/- NMOPOLLOK A1 PO3UNHY TOB "TeBa Ykpaina BMPOBHMUTBO 3a Moptyranis/ peecTpauist Ha 5 pokis 3a He UA/17080/01/01
TEBA [ANs iH ekuin no 40 mry Ykpaina" NOBHUM LMK/TOM: ®paHuis MepioanyHICTb NoAaHHA peyenmom nionsizae
thnakoHax, no 1, 5, 10, Codhapimekc - perynsapHo OHOB/IHOBAHOrO
20 chnakoHiB y IHaycTpia Kimika e 3BiTy 3 6e3neku BiAMNOBIAHO
KapTOHHIl Kopobui dapmaceyTika, Ao Mopaaky 34iCHeHHS
C.A., Moptyranis; thapmakoHarnsagy,
BMPOGHMLTBO 3a 3aTBEPAKEHOIO Haka3oM
NOBHUM LIMK/IOM: MiHicTepcTBa OXOpPOHU
BAJIbJE®APM - 3[,0pOB’A YKpaiHu Big 27
BAJIb-[IE-PEWN, rpyaHa 2006 poky Ne 898,
®paHuina 3apeecTpoBaHuii B
MiHiCTepCTBI toCTULIi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioguYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
23. | MPAMIMEKCONY KpvcTaniyHuii NopoLLoK leTepo [dpar3 IHAiA leTepo [lpar3 IHAis peecTpaujis Ha 5 pokis - He UA/17081/01/01
aurigpoxnorung (cyb6CTaHuifn) y naketax Nimiteq NimiTeq nionsieae
MOHOrIAPAT noaBiiHMX
nonieTuneHosux gns
dhapmaLieBTU4YHOro
3aCTOCYBaHHSA
24. | TPAHEKCAMOBA PO34nH ANs iH'ekuiid, 100 MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa peecTpauisf Ha 5 pokis 3a He UA/17082/01/01
KUCNOTA mr/Mn, o 5 mn B akujioHepHe akujioHepHe peyenmom nionsizae
amnyni; no 5 amnyn B TOBapuCTBO TOBapWCTBO MepiognyHICTbL NoAaHHA

6nictepi; no 1 6nictepy
B nauuj; no5mn B
amnyni; no 5 amnyn B
6nictepi; no 2 6nictepu
B nauui

"Nlekxim-Xapkis"

"Mekxim-Xapkis"

perynsipHoO OHOB/IOBAHOTO
3BiTy 3 6e3neku BigNOBIAHO
fo MNopagky 34iiCHEeHH:
hapmakoHarnsaay,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
300pOoB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHuMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku

HauyanbHUK YnpaBniHHA cpapmMmaueBTUYHOI

AIANBHOCTI Ta AKOCTI (papmavueBTUYHOT NpoAYKLUil

T.M. 1IACKOBCbKUM




NMEPENIK

Jopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
30.11.2018 Ne 2237

NMEPEPEECTPOBAHUX NNIKAPCbKNX 3ACOBIB (MEAUNYHUX IMYHOBIONOTTYHUX MPEMAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3ssa sikapcbko20 dopma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi04YeHHs1
1. BANNICAPTAH MOPOLLIOK (CybCcTaHLis) y leTepo /1a63 IHAiA [eTepo N1a63 IHAiA nepepeectpawis Ha - He UA/13371/01/01
NoABINHMX Nimiteq NimiTeq HeobMeXeHW TepMiH nionsieae
nonieTnaeHoBuUx
naketax Aans
dhapmaLeBT14YHOro
3aCTOCYBaHHSA
2. BEPOPAB | MOPOLLOK A5 CycneHsii CaHochi Mactep dpaHuis CaHodpi Mactep, DdpaHuia/ MepepeecTpauii Ha 3a He UA/13038/01/01
VERORAB Ans iH'ekuiii no 1 gosiy C.A. ®paHuia (MoBHWIA YropwuHa HeoOMeXeHWn TepMiH. 3MiHK peyenmom nionsizae
BAKUUHA onakoHax Ne 1y LMK Il Tuny - 3miHK Woao
AHTUPABIYHA KOMNJIEKTi 3 BMPOGHMLTBA, 6e3nekn/edeKkTNBHOCTI Ta
IHAKTUBOBAHA PO34MHHMKOM no 0,5 mn KOHTPO/b AKOCTI, thapmakoHarnagy. 3MiHn y
CYXA y nonepeaHL0 BTOPUHHE KOPOTKili XapakTepucTuLi
3anoBHEHUX LUMPULAX nakyBaHHs, BUNYyCK nNikapcbKoro 3acoby, TeKCTi
Ne 1; no 1 gosiy cepii); MapKyBaHHS Ta iHCTPyKUii ans
dhnakoHax Ne 5y BTOPWHHE MeAMYHOro 3aCTOCYBaHHS y
KOMMNEKTi 3 nakyBaHHs: 3B'A3KY i3 HOBUMW JAHUMK 3

PO34MHHMKOM o 0,5 mn
B amnynax Ne 5

CaHodi-ABEHTIC
Mpaiisit Ko. NiT4,,
YropumHa;
NOBHWIA LMK
BUPOOHMLTBA,
KOHTPO/Ib AKOCTI
PO34MHHVKA B
Lnpuruax:
CAHO®I
BIHTPOM
IHOACTPIA,
PpaHuis;
NOBHWIA LMK
BUPOOHMLTBA,
KOHTPO/Ib AKOCTI
PO34MHHVKA B
amnynax:
FAYNT PAPMA
NIBPOH, ®paHujsa

SIKOCTi, AOK/iHIYHUMMU,
KNiHIYHUMY flaHMK Ta
AaHvMu 3 chapmakoHarnsgy -
3MiHN BHECEHO A0 iIHCTPYKL;i
AN MegnyHoro
3aCTOCYBaHHS NMikapCbKOro
3acoby 4o posainis

"Oco61BOCTI 3aCTOCyBaHHA",

"Cnocib 3acTocyBaHHsA Ta
[o3n" (peparyBaHHs TEKCTY),
"Mo6ivHI peakui™ BigNoBIigHO

[0 matepianis
peecTpauiiHoro JOCbeE.

MepioAnyHICTb NOAAHHS
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO

0o MNopsaky 34iCHEHHs

thapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm




13

n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

MiHicTepcTBa 0XOpOHHU
3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 3[4,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHumun y
nepiogMYHOCTI NoAaHHSA
perynspHux 3siTiB 3 6e3neku.

ANKNO®EHAK
HATPIIO

PO34MH AN4 iH'eKUin, 25
Mr/Mn no 3 M B amnysii;
no 5 amnyn y nauui 3
neperopogkamu; no 5
amnyn B 04HOGIYHOMY
6nictepi; no 1 6nictepy
y nayui; no 3 mn B
amnyni; mo 100 amnyn 'y
Kopobui 3
neperopogxkamu

MpuBatHe
akujioHepHe
TOBapUCTBO

"Nekxim - Xapkis"

Ykpaina

MpusaTHe
akujioHepHe
TOBapWCTBO

"Jlekxim - Xapkis"

YkpaiHa

MepepeecTpauia Ha
HeoOMeXeHWn TepMiH. 3MiHK
| TMny - 3MiHK Woao
6e3nekn/edekTNBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTuLi
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPyKUii ans
MeAMYHOro 3acTOoCyBaHHA
reHepuyHux/ribpuaHvx/6ionog,
iBHMX NikapCcbknx 3acobis
nicns BHeceHHs Tiel camol
3MiHV Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HafaHHA XOAHWNX HOBUX
[04AaTKOBUX AaHnX) 3MiHu
BHECEHO [0 iHCTPYKLji y
po3zinu: "MNpoTunokasaHHs",
"B3aemogis 3 iHWmMun
nikapcbknMm 3acobamu Ta
iHWI B1AM B3aemogiii","Cnoci6
3acTocyBaHHsA Ta go3n",
"[iTn" (pegaryBaHHs TeKCcTy),
"Mo6iyHI peakuii" 3rigHo 3
iH(bopMmaLieto woao
MeAMYHOro 3acTOCyBaHHSA
pediepeHTHOro Nikapcbkoro
3acoby (BO/IbTAPEH®,
PO34UH ANS iH'EKLR).

MepioAnyHICTb NOAAHHS
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO

00 MNopsaky 34iNCHEHHs

3a
peyerimom

He
nionsieae

UA/13364/01/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
dhapmakoHarnsgy,
3aTBEPAKEHOrO HakasoMm
MiHicTepcTBa 0XOpOHU
340pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxui
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3HauyeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
4. | ANDEPENIH® nopoLuok no 22,5 mr ta IMCEH ®APMA ®paHuin Bupo6bHuuTBO, LLiseiiuapisi/ MepepeecTpauin Ha 3a He UA/9454/01/02
PO3YMHHUK ANA nepBuHHE Himeuunna/ HeobMeXeHW TepPMIH. peyenmom nionsizae
cycneHsii Ans iH'ekujin 3 nakyBaHHs, ®paHuis
NPOSIOHrOBaHNM KOHTPO/b AKOCTI MepiognyHICTb NoAaHHA
BUBINIbHEHHAM; 1 Ta BUNPOGYBaHHS perynsapHo OHOB/1HOBAHOIro
ch/1aKOH 3 MOPOLLKOM Y Ha CTabifNbHICTb: 3BiTYy 3 6e3neku BiANOBIAHO
KOMMNEeKTi 3 MOPOLLIOK: o MNopaaky 3aiicHeHHs
PO34YMHHMKOM (BOAA ANA [Lebiochapm thapmakoHarnsgy,
iH 'eKUii) Mo 2 mn B Picepu eHp, 3aTBEPIXEHOr0 HakasoMm
amnynax Ne 1, 1 MaHydakuypuHr MiHicTepcTBa OXOpPOHU
6nicTepom, Wo MiCTUTb C.A., Wseliuapis; 300pOB’A YKpaiHu Big 27
1 wnpwy Ans iH'exuii Ta Brpo6HMUTBO, rpyzHs 2006 poky Ne 898,
2 iH'eKUiliHi ronkun y nepBuHHe 3apeecTpoBaHuii B
KapTOHHI Kopobui nakyBaHHA Ta MiHicTepcTBi toCcTULi YKpaiHn
KOHTPO/b AKOCTI: 19 rpygHs 2016 poky 3a Ne
PO3YMHHUK: 1649/29779 (y pepakuii
ramesibH Hakasy MiHicTepcTBa
thapmaueBTikans OXOPOHW 30P0B’A YKpaiHu
Mv6X, HimeuunHa; Bif, 26 BepecHs 2016 poky Ne
CEHEKCI, 996), cTaHOBUTL: 3riAHO 3i
dpaHuis; CTpOKamu, 3a3HauyeHnMn y
BTopvHHe nepioguYHoOCTI NoAaHHSA
nakyBaHHs, BUMYCK perynsipHux 3BiTiB 3 6e3neku.
cepiii:
INCEH ®APMA
BIOTEK, ®paHuis
5. | AYCNATANIH® TabneTku, BKpUTI ABGOTT Xenckea HigepnaHgu MaiinaH ®paHuis MepepeecTpauis Ha 6e3 nionsizae UA/8813/01/01
060/10HKO10, M0 135 Mr Mpogaktc 6.B. Nab6opaTtopiz CAC HEO0OMEXEHWI TePMiH. 3MiHK peuenma

no 15 TabneTtok y
6nicTepi; no 1 6nictepy
Y KapTOHHili kopobLi

| TMny - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. BeeaeHHs
a60 3MiHU [0 y3arasibHeHNX
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

[JaHux npo cuctemy
thapmakoHarnsagy (BBefeHHs
y3aranbHeHVX gaHnx npo
cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAa/IbHOI 3a
34iiCHEeHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnsgy
3as1BHMKa A1 34iACHEHHS
hapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3ailicHeHHs hapMakoHarnagy
(BK/THOYAKOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-alina cucremm
thapmakoHarnagy) 3miHa
YNOBHOB&XXEHOT 0CO6U
3a8BHVKa, BiANOBIAaIbHOI 3a
34iiCHEeHHS
hapmakoHarnsagy. ditova
pegaxuisi: Dr.Eiko Sohlke,MD
MPH/[p. Eiiko Colike, MD
MPH . lMponoHoBaHa
pepakuis: Dr. Monica
Buchberger, Pharm. PhD/[p.
MoHika byx6eprep, Pharm.
PhD. 3miHa KOHTakTHOI 0cobu
3as1BHMKa A1 34iACHEHHS
hapmakoHarnsagy B YKpaiHi.
[itoya pepakuis:
Monogeubkuin Onekcanap.
MponoHoBaHa pepakuis: Kizim
Onbra €sreHisHa. 3MiHa
KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U
3a8BHVKa, BiANOBIAaIbHOI 3a
34iiCHEeHHS
thapmakoHarnagy. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT
0cobm 3asBHMKa ANS
3pificHeHHst hapmakoHarnsgy
B YKpaiHi.

MepioAnyHICTb NOAAHHSA
perynsipHO OHOBJ10BAHOIO
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

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

NOAOMAPUH® 100

Tabnetkn no 100 MKr, No
50 a6o no 100 TabneTtok
y dhnakoHi, no 1
th/1aKoHY B KapTOHHii
Kopobui

BEP/NIH-XEMI Al

HimeuunHa

Bupo6HMyTBO “in
bulk”, KOHTpONb
cepiii:
BEP/NIH-XEMI AT,
HimeuumnHa,
KoHTposib Ta
BWMYCK Cepiii:
BEP/IH-XEMI AT,
HimeuumnHa;
Bupo6HMyTBO “in
bulk”, nakyBaHHs
Ta KOHTPO/1b
cepiii:
MeHapiHi-®oH
XengeH M'm6X,
Himeuunna

HimeuunHa

MepepeecTpadis Ha
HEOOMEXEHUI TepMiH. 3MiHK
Il TNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKLUIT Ansa
MeJMNYHOrO 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMM JaHUMU 3
AKOCTI, LOKMIHIYHUMMU,
KMIHIYHUMN AaHMu Ta
JaHumMm 3 hapmakoHarnsgy -
3MiHM BHECEHO [0 IHCTPYKLUIT
Ana MeanyHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby [0 posginis
"®apMaKonorivHi
BNacTMBOCTI" (YTOUHEHHS
iHhopmaLii, pefaryBaHHs
TekcTy), "lMNokasaHHsa "
(yTouHeHHs iHdhopmauii ),
"TpoTunokasaHHsa",
"B3aemogis 3 iHWmMun
nikapcbknMm 3acobamu Ta
iHWIi BMAW B3aemogiin”,
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi Ta rogyBaHHs

6e3
peyenma

nionsieae

UA/0156/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

rpyAAr0" (YTOUHEHHS
iHhopmalii, peparyBaHHs
TekcTy), "Cnocié
3acTocyBaHHA Ta f03n"
(YyTOYHeHHs iHdhopMmauiT,
pefaryBaHHsi TEKCTY),
"MepepnosyBaHHa", "MoGiyHI
peaxuii " BignosigHo Ao
maTepianiB peecTpauiiiHoro
[OCbE.

MepioAnYHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO

o MNopaaky 3aiiCHEHHS:

dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0XOpOHU

340pOB’sA YKpaiHu Big 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxui
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne

996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3HauyeHnMn y

nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

He

UA/0192/01/01

IHPE3O/1® 100

pO34uH ANs iHgysil, no
250 a6o no 500 mny
thnakoHi; no 10
(h/1aKOHIB Y KapTOHHIi
Kopobu,i

BEP/NIIH-XEMI Al

HimeyunHa

BEP/IIH-XEMI Al

HimeuunHa

MepepeecTpalis Ha
HeobMeXeHW TePMIH.
3MiHM Wwozao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKili XapakTepucTuui
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUii ans
MeAMNYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
a6o pocnigxeHb 3 6e3nekn
3aCTOCYBaHHS NMikapCbKOro
3acoby B nic/isipeecTpavyinHunii
nepiog, abo sk pesynbrat
OLIiHKM 3BIiTY 3 AOC/iKEHD,

3a
peyenmom

nionsieae
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

npoBefeHnX BigNOBIAHO A0
nnaHy negiatpuyHnux
pocnigpxens (PIP) (iHwi
3MiHM) - 3MiHN BHECEHO [0
IHCTPYKLiT AN1a MeAn4Horo
3aCTOCYyBaHHS NMikapCbKoro
3acoby [0 po3ginis:
"®apMaKonorivHi
BnactunsocTi", "OcobnnBocCTi
3actocyBaHHs", "Cnoci6
3acTocyBaHHA Ta f03n”
(yTouHeHHs), "ditn"
(YyTOYHEHHS),
"MepeposyBaHHA", "M06IYHI
peakuji" BianoBigHO A0
marepianis peecTpauiiHoro
[0ocCbe LWoAo 6esneku
3aCcTOCyBaHHS NMikapCbKoro
3acoby.

MepioAnyHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO

o MNopaaky 3aiiCHEHHS:

dhapmakoHarnsgy,
3aTBEPAKEHOrO HakasoMm

MiHicTepcTBa 0XOpOHU

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

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

ICEHTPECC

TabneTku, BKPUTI
MNiBKOBOK 060/10HKOIO,
no 400 wmr; in bulk: no 60
TabneTok y hakoHi; no
120 donakoHis B

Mepk LWapn i
Joym lpea IHK

LLiBeiiuapis

Brpo6HuK
Hepo3dgacoBaHOl
npoaykuii Ta
KOHTPO/b AKOCTI:
MCJ, IHTepHeLHN

Cinranyp/
IpnaHgis/
HigepnaHgu

MepepeecTpalis Ha
HEeoOMeXeHW TEPMIH.
MepiognyHICTb MOAaHHSA

perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6e3neku BiANOBILHO

rpynoBiii ynakoBLj v6X (chinis 0o Mopaaky 34iCHeHHS
CiHranyp), thapmakoHarnsagy,
Cinranyp; 3aTBEp)KEHOro Haka3om

He
nionseae

UA/14320/01/01




19

Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
MC/ IHTepHeLHN MiHicTepcTBa 0XOpOHHU
meX / MCA 3[0p0B’A YKpaiHu Big 27
Ipnangis rpyaHa 2006 poky Ne 898,
(Bennigain), 3apeecTpoBaHuii B
IpnaHgis; MiHicTepcTBi tocTULi YKpaiHu
MNepBuHHe Ta 19 rpyaHs 2016 poky 3a Ne
BTOpPUHHE 1649/29779 (y pepaxuii
nakyBaHHs1, 4O3BiN Haka3y MiHicTepcTBa
Ha BUMYCK cepii: OXOPOHW 3[4,0pPOB’A YKpaiHu
Mepk Wapn i Bif 26 BepecHs 2016 poky Ne
Joym B.B., 996), CTaHOBUTbL: 3rigHO 3i
HigepnaHngm CTpoKamu, 3a3HavyeHumun y
nepiogMYHOCTI NoAaHHSA
perynspHux 3siTiB 3 6e3neku.
9. | ICEHTPECC TabneTkun, BKpUTI Mepk Wapn i Lseiuapis Brpo6HMK Cinranyp/ MepepeecTpauis Ha 3a He UA/9325/01/01
N/1iBKOBOK 06G0/IOHKOMO, [Joym lgea IHk Hepo3acoBaHoi IpnaHgis/ HEobMeXeHW TEPMIH. peyenmom nionsizae
no 400 wmr; no 60 npoaykuii Ta HigepnaHamn MepioAnyHICTb NOAAHHSA
TabneTok y hnakoHi; no KOHTPO/Ib SIKOCTI: perynsipHoO OHOB/IHOBAHOIO
1 dp1akoHy B KapTOHHii MC/ IHTepHeLUHN 3BiTYy 3 6e3neku BiANOBIAHO
Kopobui M6X (chinis 0o Mopsaaky 34iiCHeHHS
CiHranyp), thapmakoHarnsaay,
CiHranyp; 3aTBEPAKEHOIO Haka3oM
MCJ, IHTepHeLUHN MiHicTepcTBa OXOpPOHU
v6X / MCJ, 340pOB’A YKpaiHu Big 27
IpnaHgjs rpyaHa 2006 poky Ne 898,
(Bennigaiin), 3apeecTpoBaHuii B
IpnaHgjs; MiHicTepcTBi toCcTULi YKpaiHn
MepBuUHHE Ta 19 rpygHs 2016 poky 3a Ne
BTOPVHHE 1649/29779 (y pepakuii
nakyBaHHs, [03BiN Haka3y MiHicTepcTBa
Ha BUMYCK cepii: OXOPOHW 30P0B’A YKpaiHu
Mepk Wapn i Bif, 26 BepecHs 2016 poky Ne
Joym B.B., 996), CTaHOBUTL: 3rigHO 3i
Higepnanan CTpOKamu, 3a3HauyeHnMn y
nepioguYHoOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
10. | NO3AN® NNKC TabneTku, BKpUTI TOB "CaHodi- Ykpaina TOB "3eHTiBa" Yecbka MepepeecTpauia Ha 3a He UA/9435/01/01
060/10HKO0, Ne10, Ne30 ABeHTIC YkpaiHa" Pecny6nika HeobMeXeHuit TepMiH. peuyenmom nionsieae

(10x3), Ne90 (10x9): no
10 TabneTok y 6nicTepi;
no 1, 3 abo 9 6nictepis
Y KapTOHHIi kopobLyi;
Ne30 (15x2), Ne90
(15x6): no 15 TabneTok
y 6nicTepi; no 2 a6o 6
6nicTepiB y KApTOHHIl
Kopoo6L,.

3MiHM Wozo

6e3nekn/edeKTUBHOCTI Ta

thapmakoHarnsgy. 3miHa y

KOPOTKili XapakTepucTuui

nikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKLUIT Ansa
MeJMYHOro 3aCTOCYBaHHS Ha

nigcTasi perynsapHo
OHOBJ/IOBAHOrO 3BITY 3

6e3nekmn Nikapcbkoro 3acooy,
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

abo JocnigxeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro
3acoby B nicnsapeecTpauiiHnii
nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 JOC/iXEHb,
npoBefeHnxX BifnoBiAHO A0
nnaaxy negiatpuyHnux
pocnipkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMNETEHTHUM
YMOBHOB&XXEHUM OpPraHom) -
3MiHV BHeCeHi A0 IHCTPYKL,i
Ana MeAnyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby y posginm:
"MpoTunokasaHHsa",
"B3aemogijs 3 iHLWMMK
nikapcbkMun 3acobamu Ta
iHWi BUAW B3aemogiin"”,
"Oco6MBOCTI 3aCTOCYBaHHS",
"Cnocib 3acTocyBaHHsA Ta
nosn" (iHdhopmauis 3
6e3nekn), "OiTn" (YTOUHEHHS
iHhopmawii),
"Mepeno3yBaHHA", "M06IYHI
peakuii" BiANOBIAHO A0
OHOBNEHOI iHhopMaLi 3
6e3nekun Ajloynx PeyoBUH.
MepiognyHICTb NOAaHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6€3neku BiANOBILHO
0o Mopagky 34iCHeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHU
3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKkamu, 3a3HavyeHumun y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.

11.

NbOHY HACIHHA

HaciHHsA, no 100 ry

TOB

Ykpaina

TOB

YkpaiHa

MepepeecTpauis Ha

6e3

niosnsieae

UA/8875/01/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
nauvuj 3 BHYTpPILLHIM "TepHochapm" "TepHodhapm" HEoOMeXeHW TEPMIH. peyenma
nakeTom MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6e3neku BiANOBIAHO
fo MNopagky 34iiCHEeHH:
hapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
300pOoB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHW 3[10P0B’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3HauyeHMn y
nepioguYHOCTi NoAAaHHSA
perynspHux 3BiTiB 3 6e3neku.
12. | METAQOHY MOPOLLIOK KpUCTaUTiYHWIA TOB "XapkiBCbke YkpaiHa 3irdopig N74, LLiBefuapis nepepeecTtpawis Ha - He UA/13730/01/01
rigpoxnopruj (cybeTaHuin) y hapmaueBTNYHe HeoOMeXeHW TepMiH niosnsieae
nosieTUIeHoBUX nignpPUeEMCTBO
naketax gns "3p0poB'a
hapMaLeBTUYHOTO Hapoay"
3acToCyBaHHs
13. MET®OPMIHY MOPOLLIOK (Cy6CcTaHLis) y MAT "®apmak” Ykpaina LoyryaHr ®ykaHr Kutai MepepeecTpauia Ha - He UA/13459/01/01
rigpoxnopruj MiLLKax noABiAHMX dapmacbioTikan HeoBOMEeXeHWI TepMiH nionsieae
noslieTuIeHoBUX gNs Ko., T4
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA
14. MIKAPANCN/TIOC® Tabnetkn, 40 mr/12,5 mr BepiHrep HimeuyunHa BupobHnuTBO, HimeuunHa/ MepepeecTpauia Ha 3a He UA/0465/01/01
no 7 TabneTok y IHrenbxaiim nepBuHHe Ta Mpeuis Heo6MeXeHU TePMiH. peyenmom nionsi2ae
6nicTepi; no 4 6nictepu IHTepHewwHn M6 X BTOPVHHE MepioAnyHICTL NoAaHHSA
Y KapTOHHIlA Kopobui nakyBaHHs1, perynsipHo OHOB/IHOBAHOIO

KOHTPO/Ib SKOCTI
Ta BUNycK cepil:
BepiHrep
IHrenbxaim
$apma 'm6X i Ko.
Kr, HimeuunHa
a6bo
BepiHrep
IHrenbxaiim Ennac
A.E., I'peuis

3BiTYy 3 6e3neku BiANOBIAHO
o MNopaaky 3aiicHeHH:
dhapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa 0XOpOHU
34,0pOoB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHiCTepCTBI tocTuLii YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii
Hakasy MiHicTepcTBa
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
OXOPOHW 310POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3HauyeHnMn y
nepioguYHoOCTi NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
15. | MIKAPANCN/IIOC® Tabnetkn, 80 mr/12,5 mr BepiHrep HimeuunHa Brpo6HMUTBO, HimeuunHa/ MepepeecTpauis Ha 3a He UA/0465/01/02
no 7 Tabnetok y IHrenbxanm nepBuHHE Ta peuis HeobMeXeHui TepMiH. peuyenmom nionsieae
6nicTepi; no 4 6nictepu IHTepHewHn M6 X BTOPVHHE MepioAgnyHICTb NoAaHHA
Y KapTOHHiIll kopobui nakyBaHHs, perynsipHoO OHOB/IHOBAHOTO
KOHTPO/Ib AKOCTI 3BiTy 3 6e3neku BiANOBIAHO
Ta BUNycCK cepil: Ao Mopagky 34iCHeHHS
BepiHrep thapmakoHarnsgy,
IHrenbxainm 3aTBEPIKEHOIO HakasoMm
®apma 'm6X i Ko. MiHicTepcTBa 0XOpOHYU
Kr, HimeuunHa 3040pOoB’sA YKpaiHu Big, 27
a6o rpyaHa 2006 poky Ne 898,
Bepinrep 3apeecTpoBaHuii B
IHrenbxaiim Ennac MiHicTepcTBi oCcTULi YKpaiHn
A.E., Ipeuis 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioguYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
16. MOP®IH-3H Tabnetku no 10 mr; no ToBapucTso 3 Ykpaina ToBapucTBo 3 YkpaiHa MepepeecTpavia Ha 3a He UA/5174/02/02
10 TabneTok y 6nicTepi; 06MEXEHO 06MeXeHo HeobMeXeHU TepMiH peuyenmom nionseae
no 1 a6o no 5 6nictepis BiANOBIAANLHICTIO BifNoOBiAANbHICTIO 3MiHK Wwopao
Y KOPO6Lj 3 KApTOHY "XapkiBcbke "XapkiBcbke 6e3nekun/edekTBHOCTI Ta
hapmaLleBTUYHE thapmaueBTyHe thapmakoHarnagy. 3miHa 'y
nigNpPUEMCTBO nignpueMcTBo KOPOTKIili XapakTepucTuui
"3p0poB'a "3p0poB's niKapcbKoro 3acoby, TekcTi
Hapoay" Hapogay" MapKyBaHHS Ta iHCTPYKUii ans

MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
a60o pocnigxeHb 3 6e3nekn
3acTOCYBaHHS NMikapCbKoro
3acoby B nic/isipeecTpavyinHuii
nepiog, abo sk pesynbrart
OLLiHKVM 3BIiTY 3 AOC/iKEHb,
npoBeeHnX BifnoBigHoO A0
nnaHy negiatpuuHnux
pocnigxeHb (PIP) (3MiHy
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
nocsioYeHHs

ynakoska)

Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) -
3MiHW BHECEHO A0 IHCTPYKL,i
AN MegnyHoro
3acToCyBaHHS Nikapcbkoro
3acoby A0 posainis
"®apmakonorivHi
BNAacTMBOCTI" (YTOYHEHHS
iHdhopmawii), "B3aemogis 3
IHLIMMKW NiKapCbKUMKN
3acobamu Ta iHWi BUAK
B3aemogiit", "OcobmMBOCTi
3aCToCyBaHHSA",
"3acTocyBaHHSA y nepios
BariTHoCTi abo rofyBaHHsA
rpyaar”, "3aartHicte
BNIMBATY Ha LUBUAKICTb
peakLjii npu KepyBaHHi
aBToTpaHcnopToM abo poboTi
3 iHWKMKU MexaHizmamn®,
"Mepeno3yBaHHA", "M06IYHI
peakuii" BiANOBIAHO A0
iHchopMmalii Wwoao 6e3nekmn
Lit040i pevyoBUHY NiKapCbKOro
3acoby.
3MiHV Wwoao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. BeeferHs
a60 3MiHM [0 y3ara/ibHeHUX
[JaHnx nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHux npo
cuctemy hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0Co6H,
BignoBigabHOI 3a
3[iACHEHHS
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34IACHEHHSA
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0CcobY,
BigNoBiAa/IbHOI 3a
3pificHeHHst hapmakoHarnsgy
(BK/IIOYAKOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cuctemu

hapmakoHarnagy) - fliroya
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

pepakuis:
ynoBHOBaXkeHa ocoba
3asBHWKa, BiANOBiAaIbHA 3a
thapmakoHarnag —
MypasiioBa OkcaHa
OnekcaHApiBHa,
NpPONOHOBaHa pefakLis:
ynoBHOBaXkeHa ocoba
3asBHMKa, BiANOBiAaIbHA 3a
chapmakoHarnsg, - 3umuubka
MapuHa OnekcaHapisHa,
3MiHa KOHTaKTHUX JaHuX
YMOBHOBaXEHOT 0cobu
3asBHVKa, BigNoBigabHOI 3a
hapmakoHarnsg.

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

fo MNopagky 34iiCHEeHH:

hapmakoHarnsagy,
3aTBEPKEHOro Hakas3om

MiHicTepcTBa OXOpPOHU

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

3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnumu y
nepioguYHOCTi NoAAaHHSA
perynspHux 3BiTiB 3 6e3neku.

17.

MOP®IH-3H

Tabnetkn no 5 mr; no 10
Tabnetok y 6nictepi; no
1 a6o no 5 6nictepiB y
KOpOO6Lii 3 KapTOHY

ToBapucTBO 3
obmexeHoto
BiANOBIAA/LHICTIO
"XapkiBcbke
hapmaueBTNYHe
nignpMeMCTBO
"3p0poB'a
Hapoay"

YkpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"XapkiBcbke
hapmaLeBTUyHE
niANPMEMCTBO
"3p0poB'a
Hapoay”

YkpaiHa

MepepeecTpadis Ha
He0OMEeXeHW TepMiH
3MiHM Wwozo
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa y
KOPOTKil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKLUIT Ansa
MeJMNYHOro 3aCTOCYBaHHS Ha
nigcTaBi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun Nikapcbkoro 3acoby,

3a
peyenmom

He
nionsieae

UA/5174/02/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
nocsioYeHHs

ynakoska)

abo JocnigxeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro
3acoby B nicnsapeecTpauiiHnii
nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 JOC/iXEHb,
npoBefeHnxX BifnoBiAHO A0
nnaaxy negiatpuyHnux
pocnipkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT
AN MegnyHoro
3aCTOCyBaHHS NiKapCbKOro
3acoby 4o posainis
"®apMaKonorivHi
BNacTMBOCTI" (YTOUHEHHS
iHdhopmadii), "B3aemogis 3
IHLLIMMKW NiKaPCbKUMKN
3aco6amu Ta iHWi BUAn
B3aemogiit", "OcobmBoCTi
3aCcToCyBaHHS",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aartHicte
BNIMBATY Ha LUBUAKICTb
peaxuii npy kepyBaHHi
aBTOTPaHCNopToOM abo poboTi
3 iHLWIKMKU MexaHi3mamm",
"MepeposyBaHHA", "M0GIYHI
peakui" BiAnoBigHO A0
iHchopmawii Wwoao 6e3nekm
Lir040i pevyoBUHY NiKapCbKOro
3acoby.
3MiHM Wwozao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3araslbHEHNX
[JaHux npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHnx npo
cuctemy chapmakoHarnagy,
3MiHa YNOBHOBaXEHOI 0Co6M,
BigNoBiAa/IbHOI 3a
3[iACHEHHSA
hapmakoHarnsgy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3asBHUKa 419 3AICHEHHA

thapmakoHarnagy B Ykpaii,
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

SKLLO BOHA BigMiHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
3pjiicHeHHs hapmakoHarnsgy
(BK/KOYAKOYM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLLEHHI
macTep-aiina cucremu
hapmakoHarnsgy) - Aivoya
pefakuisi:
ynoBHOBakeHa ocoba
3asBHVIKa, BignoBigasibHa 3a
thapmakoHarnag —
MypasiioBa OkcaHa
OnekcaHgpiBHa,
NpONoOHOBaHa pefakLis:
ynoBHOBaXkeHa ocoba
3asBHVIKa, BignoBigasibHa 3a
hapmakoHarnag, - 3uMuubka
MapwuHa OnekcangpisHa,
3MiHa KOHTaKTHUX JaHnX
YNOBHOBaXEHOT 0co6u
3as1BHYMKA, BignoBiga/ibHOI 3a
hapmakoHarnsg.

MepiognyHICTb NOAaHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3neku BiANOBILHO

0o Mopsaaky 34iCHeHHS

chapmakoHarnsgy,
3aTBEPKEHOr0 HaKka3om
MiHicTepcTBa 0XOpoHHU

3[0p0B’A YKpaiHu Big 27

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

996), CTaHOBUTbL: 3rigHO 3i

CTpoKamu, 3a3Ha4yeHumun y

nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.

He

UA/12965/01/01

18.

HAAZIH

TabneTkn, BKPUTI
060/10HKO0, MO 2
mr/0,03 mr, no 21
Tabnetyi y 6aictepi; no

Haapi Al

Lsenuapis

LinHpea ®apma,
C.n.

IcnaHis

MepepeecTpavis Ha 5 poki..
MepiognyHICTb NOAaHHSA
perynsipHo OHOBJIOBAHOTO
3BiTY 3 6€3neKu BiANOBIAHO

3a
peyerimom

nionsieae
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

1 6nicTepy B KapTOHHIl
Kopooui

0o Mopsagky 34iCHeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 HaKka3om
MiHicTepcTBa 0XOpOHHU
3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898 ,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaku,i
Haka3y MiHicTepcTBa
OXOPOHW 34,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb : 3rigHO 3i
CTpoKamu, 3a3Ha4yeHumun y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3Mneku.

19.

HOPMEI

TabneTkn, BKPUTI
NNiBKOBOK 060/10HKOIO,
no 250 mr Ne 30 (10x3),
Ne 60 (10x6): no 10
Tabnetok y 6nictepi; no
3 abo no 6 6nictepis y
KapTOHHIV Kopoobui

TOB "CaHodbi-
ABeHTiC YkpaiHa"

Ykpaina

TOB "3eHTiBa"

Yecbka
Pecny6nika

nepepeectpawis Ha
HeoOMeXeHW TepMiH
3MiHKM | TUNY - 3MiHK Woa0
6e3nekn/edekTNBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTuLi
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPyKUii ans
MeAMYHOro 3acToCyBaHHA
reHepuyHuX/ribpuaHmx/6ionog,
iBHMX NikapCcbknx 3acobis
nicns BHeceHHs Tiel camol
3MiHV Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HafaHHA XOAHWNX HOBUX
[04ATKOBUX AaHVX) - 3MiHW
BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA
nNiKapcbKoro 3acoby Ao
po3gainis "®apMakosoriyHi
BNactTuBOCTi", "B3aemogis 3
IHLLIMMKW NiKapCbKUMKN
3acob6amu Ta iHWi BUAn
B3aemogiit", "OcobmMBOoCTi
3acToCyBaHHS",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaat”, "3aaTHictb
BNMBATY Ha LUBUAKICTb
peaxuii npu kepyBaHHi
aBTOTpaHcnopTom abo

3a
peyerimom

He
nionsieae

UA/13230/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

IHWVMK MexaHi3mamn',
"Cnocib 3acTocyBaHHsA Ta
no3n", "TMobiuHi peaku,ii”
BiANOBIAHO A0 iHdopMmaLii
pediepeHTHOro Nikapcbkoro
3acoby (KEMMPA®,
TabneTku, BKpUTi 060I0HKOI0)

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

0o Mopagky 34iCHeHHS

chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm

MiHicTepcTBa 0XOpoHHU

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

3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHuMun y
nepiogMYHOCTI NoAaHHSA
perynsipHuxX 3BiTiB 3 6e3MneKun

20.

HOPMEI

TabneTkn, BKPUTI
NNiBKOBOK 060/10HKOIO,
no 500 mr, Ne 30 (10x3),
Ne 60 (10x6): no 10
Tabnetok y 6nictepi; no
3 abo no 6 6nictepis y
KapTOHHI Kopobui

TOB "CaHodbi-
ABeHTiC YkpaiHa"

Ykpaina

TOB "3eHTiBa"

Yecbka
Pecny6nika

nepepeectpawis Ha
HeobMeXeHW TepMiH
3MiHKM | TUNY - 3MiHK Woa0
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTuLi
NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPyKUii ans
MeAMYHOro 3acToCyBaHHA
reHepuyHux/ribpuaHvx/6ionog,
iBHMX NikapCcbknx 3acobis
nicns BHeceHHs Tiel camol
3MiHV Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HafaHHA XOAHWNX HOBUX
[04ATKOBUX AaHVX) - 3MiHW
BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA
NiKapcbKoro 3acoby Ao

3a
peyerimom

He
nionsieae

UA/13230/01/02




HasBa snikapcbko20
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n/n

3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o

21.

MNEHTA/TTH IC®

Tabnetkn, no 10

po3gainis "®apMakosoriyHi
BNactTuBOCTI", "B3aemogis 3
IHLLIMMKW NiKaPCbKUMKN
3aco6amu Ta iHWi BUan
B3aemogiit", "OcobmBoCTi
3acToCyBaHHS",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aartHicte
BNIMBATY Ha LUBUAKICTb
peaxuii npy kepyBaHHi
aBTOTpaHcnopTom abo
IHWVMK MexaHi3mamn',
"Cnocib 3acTocyBaHHsA Ta
no3n", "TMobiuHi peakui”
BiANOBIAHO A0 iHdopMmaLii
pediepeHTHOro Nikapcbkoro
3acoby (KEMMPA®,
TabneTkv, BKpUTi 060I0HKOI0)

MepiognyHICTb NOAaHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6e3neku BiANOBILHO

0o Mopaaky 34iCHeHHS

chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3om

MiHicTepcTBa 0XOpOHU

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

3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 3[4,0POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHumun y
nepiogMYHOCTI NoAaHHSA
perynsipHuX 3BiTiB 3 6e3MneKun

nocsio4YeHHs

Tabnetok y 6nictepi, no
1 6nicTepy B nauuj 3
KapToHy; no 10
Tabnetok y 6nictepax

ToBapucTBo 3
[04aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04aTKOBOO
BiANOBIAAILHICTIO
"IHTEPXIM"

YkpaiHa

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

NiKapcbKoro 3acoby, TeKCTi

3a
peyerimom

He
nionsieae

UA/8694/01/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
MapKyBaHHS Ta iHCTPyKUii Ans

MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJ/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
a6o pocnigxeHb 3 6e3nekn
3aCTOCyBaHHS NiKapCbKOro
3acoby B nic/isipeecTpavinHunii
nepiog, abo sk pesynbrart
OLLiHKVM 3BITYy 3 AOC/iKEHDb,
npoBeeHuX BignoBigHO A0
nnaHy negjiatpuyHnx
pocnigpkeHb (PIP) (3MiHy
Y3rO[KEHO 3 KOMNETEHTHUM
YMNOBHOB&XEHNM OpraHom)
3MiHM BHECEHO [0 IHCTPYKLUil
AN MegnyHoro
3aCcTOCyBaHHS NMikapCbKoro
3acoby [0 po3ginis:
"®apmakoTepanesTnyHa
rpyna" (pegaryBaHHs),
"®apmakonorivHi
BrnactmsocTi”, "rMokasaHHA"
(peparysaHHs),
"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMK
nikapcbkMmn 3acobamu Ta
iHWi BUAW B3aemogii”,
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiof
BariTHoCTi abo rogyBaHHs
rpyaaro” (YTOUHEHHS),
"Mepeno3yBaHHA", "M06IYHI
peakuii" BiANOBIAHO A0
OHOBNEHOI iHhopMaLi 3
6e3nekn 3acToCyBaHHSA
[il04MX PEYOBUH.

MepioAnYHICTb NOAAHHS
perynsipHo OHOBJIIOBAHOTO
3BiTy 3 6e3neku BiAMNoBIAHO
o MNopaaky 3aiiCHEHHS:

dhapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om

MiHicTepcTBa 0XOpOHU
340pOoB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

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

22.

MIACKTEAVH® 300

Kancynu; no 15 kancyny
6nictepi; no 1 6nictepy
B KOPOOLLi 3 KApTOHY

Nab6opatyap
EkcnaHcbeHC

®paHuin

BiAnoBiganbHUIA 3a
BVMPOGHMLTBO
Hepo3acoBaHoi
NPOAYKLT:
Tinnotc ®apma
Ar, LWBeliuapis;
BiAnoBiganbHUIA 3a
NOBHUIA LKA
BMPOGHMLTBA:
Na6opatyap
EkcnaHcbeHc,
®paHuia

LLiseiiuapisi/
PpaHuis

MepepeecTpalis Ha
HeoOMEeXeHU TepMiH. 3MiHK
Il TMny - 3miHu WwWoao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTuui
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUii ans
MeAMYHOro 3acTOCYBaHHS y
3B’A13KY i3 HOBUMU JaHUMU 3
SIKOCTi, AOK/iIHIYHMMMU,
KNiHIYHUMW faHMK Ta
JaHumMm 3 hapMakoHarnsgy -
3MiHVN BHECEHO A0 IHCTPYKL,i
ANS MegnyHoro
3aCcTOCyBaHHS NikapcbKoro
3acoby fo po3ginis:
"®apmakonorivHi
BNacTUBOCTI"(pefaryBaHHs
TEKCTY Ta YTOUHEHHS
iHcpopmaw,i), “MNokasaHHsA"
(BUNy4YeHHs iHchopmaui),
"MpoTunokasaHHsa",
"B3aemogijs 3 iHLWMMK
nikapcbkMmn 3acobamu Ta
iHLWI BMAW B3aemogiin”,
"Oco6MBOCTI 3acTOCyBaHHS",
"MepenosyBaHHA", "M06IYHI
peakujii " BignosigHo Ao
marepianis peecTpauiiHoro
[0CbE.

MepiognyHICTb MOAaHHSA
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6e3neku BiANOBILHO

0o Mopaaky 34iCHeHHS

chapmakoHarnsay,
3aTBEPKEHOIO HaKka3oM

6e3
peuyenma

nionsieae

UA/13173/01/01
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Homep

n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

peecmpayitiHo2o
nocsioYeHHs

ynakoska)

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

He

UA/13233/01/01

23.

NPOMNO®O/ KABI

emysbCis 4NN iH'eKuin
abo iHdysi, 10 mr/mn
no 20 mn B amnyni; no 5
amnyn y nayui 3
KapToHy; no 50 mn y
thnakoHi; no 1 a6o no 10
(h/1aKOHIB Y KapTOHHIi
Kopobui

®pe3seHiyc Kabi
Loliunang Tm6X

HimeyunHa

®pe3seHiyc Kabi
AscTpia F'M6X

AscTpist

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

KOPOTKili XapakTepucTuui
niKkapcbKoro 3acoby, TekcTi

MapKyBaHHS Ta iHCTPYKUiT ans
MeAMYHOro 3acTOoCyBaHHSA

reHepuyHux/ribpuaHunx/éionos

iBHNX NiKapcbknx 3acobis
nicns BHeCeHHs Tiei camoi
3MiHU Ha pedhepeHTHu
npenapar (3miHa He noTpebye
HafaHHA XOAHNX HOBUX
[04aTKOBUX flaHnX) 3MiHN
BHECEHO [0 iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHSA
niKapcbKoro 3acoby A0
po3ginis "lNoka3aHH:A"
(yTo4YHeHHs iHchopmawii),
"apMakonorivHi
BnactmsocTi", "B3aemogis 3
IHLLIMMKW NiKapCbKUMKN
3acobamu Ta iHLWi BUAK
B3aemogiii", "OcobnnBocTi
3aCToCyBaHHSA",
"3acTocyBaHHSA y nepios
BariTHoCTi abo rogyBaHHsA
rpyaar”, "Cnoci6
3acTocyBaHHs Ta 4o3n”,
"Mo6iuHi peakuii" BiANOBIAHO

nikapcbKoro 3acoby

(AvnpuBaH, emynbcia ans

[0 iHdhopmau,ii pechepeHTHOro

3a
peyerimom

nionsieae
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Ymosu

Peknamys

Homep

n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

BionyckKy

aHHsA

peecmpayitiHo2o
nocsioYeHHs

ynakoska)

ABCTpist

iHcDy3iiA).

MepioAnyHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO

o MNopaaky 3aiiCHEHHS:

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

OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne

996), CTaHOBUTL: 3rigHO 3i

CTpoKamu, 3a3HauyeHnMn y

nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

MepepeecTpavis Ha 5 poki..

3a

He

UA/13233/01/02

24.

MPOMO®OJ1 KABI

emysbCis AN iH'eKujii
abo iHdysin, 20 mr/mn
no 50 mn y dpsiakoHi; no
1 a6o no 10 hnakoHiB y
KapTOHHIV Kopoobui

®pe3seHiyc Kabi
[Jonunang MrmeX

HimeyunHa

Ppe3seHiyc Kabi
AscTpia F'm6X

3Minu | TURY - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKLUIT Ansa
MeJMNYHOro 3aCTOCyBaHHS
reHepunyHux/ribpuagHvx/6ionog,
i6HMX NiKkapcbknx 3acobis
nicns BHeCeHHs Tiel camoi
3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HaaHHA XOAHNX HOBUX
[0[AaTKOBUX AaHNX) 3MiHU
BHECEHO [0 IHCTPYKLUIT Ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao
po3ainis "MNoka3aHHA"
(yTouHeHHs iHchopmaii),
"®apmakonorivHi
BNactTuBOCTi", "B3aemogis 3
IHLLIMMKW NiKapCbKUMKN
3aco6amu Ta iHWi BUAn
B3aemogiit", "OcobmMBOCTi

3aCTOCYBaHHS",

peyenmom

nionsieae
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocié
3acTocyBaHHA Ta fo3n”,
"Mo6ivHi peakui™ BigNoBigHO
[0 iHhopmau,ii pedhepeHTHOro
nikapcbKoro 3acoby
(OvnpuBaH, emynbCia ons
iHdDy3ii).

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

o MNopagky 34iiCHEHH:

hapmakoHarnsagy,
3aTBEPKEHOro Hakas3om

MiHicTepcTBa OXOpPOHU

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

3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Hakasy MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnumu y
nepioguYHOCTi NoAAaHHSA
perynspHux 3BiTiB 3 6e3neku.

25.

CTPUTEM

niodpinizat Ans po3unHy
Ans iHdoy3iii no 200 mr in
bulk: no 100 dnakoHis 3
niodpinizatom y
KapTOHHIlA KOopooLi

M. BIOTEK NTA

Benuka
BpuTaHis

MAWIAH
NABOPATOPI3
NIMITEL, (OTL)

IHais

MepepeecTpauis Ha 5 pokiB.
MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTYy 3 6e3nekun BiANOBIAHO
o MNopaaky 34iicHeHHs
thapmakoHarnsaay,
3aTBEPKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHn
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Hakasy MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i

He
nionsieae

UA/12883/01/01
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Homep

n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

peecmpayitiHo2o
nocsioYeHHs

ynakoska)

CTpOKamu, 3a3HauyeHMn y
nepioguYHOCTi NoAAaHHSA
perynspHux 3BiTiB 3 6e3neku.

3a

He

UA/12882/01/01

26.

CTPUTEM

niodpinizat Ans po3unHy
Ans iHdy3iii no 200 wr,
1 cKkIAHWIA hnakoH 3
niodhinizatom y nauui 3
KapTOHY

M. BIOTEK NTA,

Benuka
BpuTaHis

MAWIAH
NABOPATOPI3
NIMITEL, (OTL)

IHais

MepepeecTpauis Ha 5 pokiB.
MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTYy 3 6e3nekun BiANOBIAHO
o MNopaaky 34iicHeHHs
thapmakoHarnsaay,
3aTBEPKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHn
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3HauyeHnMn y
nepioguYHoOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

peyenmom

nionsieae

He

UA/12882/01/02

27.

CTPUTEM

niodpiniszat Ans po3vnHy
Ans iHdysiii no 1000 wr,
1 ckNsHW chnakoH 3
niocpinizaTom y nauuj 3
KapTOHyY

M. BIOTEK NTA,

Benuka
BpuTaHis

MAWIAH
NIABOPATOPI3
NIMITEA, (OTL)

IHAjiA

MepepeecTpavis Ha 5 poki..
MepioAnyHICTb NOAAHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTYy 3 6e3neku BiANOBIAHO
o MNopaaky 3aiicHeHH:
thapmakoHarnsay,
3aTBEPKEHOro Hakas3om
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHn
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Hakasy MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHuMu y
nepioguYHOCTI NoAAHHSA
perynspHux 3BiTiB 3 6e3neku.

3a
peyenmom

nionsieae

He

UA/12883/01/02

28.

CTPUTEM

niodpiniszat Ans po3vnHy
Ans iHdyysiii no 1000 mr

in bulk: no 100 donakoHiB

M. BIOTEK T4

Benuka
BpuTtaHis

MAWIAH
NIABOPATOPI3
NIMITEA, (OTL)

IHais

MepepeecTpavis Ha 5 poki..
MepioAnyHICTb NOAAHHSA

PerynsapHo OHOB/1lOBaAHOIoO

nionsieae
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

3 niodpinizaTtom y
KapTOHHIlA KopooLi

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

29.

TYNIN®

TabneTku, BKpUTI
MN/1iBKOBOK 060/I0HKOIO
no 10 mr, no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIl
Kopobu,i

CaHpo3
dapmacboTikan3

a.4.

CnoBeHis

Nex
dPapmaueBTMYHa
KOMMaHis 4.4,

CnoBeHisi

MepepeecTpadis Ha
HEOOMEXEHUI TepMiH. 3MiHK
| TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKLUIT Ansa
MeJMNYHOro 3aCTOCyBaHHS
reHepunyHuX/ribpuagHvx/6ionog,
i6HMX Nikapcbknx 3acobis
nicns BHeCeHHs Tiei camol
3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HaaHHA XOAHWUX HOBUX
[04aTKOBUX AaHuX) - 3MiHU
BHECEHO [0 IHCTpyKUii ons
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKkoro 3acoby Ao
po3ainy "MokasaHHA"
(peparyBaHHs TEKCTY), a
TakoX A0 po3ainis
"®apMakonorivHi
BNacTuBOCTI",
"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMK
nikapcbkMmn 3acobamu Ta
iHWi BUAW B3aemMogii”,
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog

3a
peyenmom

He
nionsieae

UA/9142/01/01
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

BariTHocTi abo rogyBaHHs
rpygato”, "Cnocié
3acTocyBaHHsA Ta fo3n”,
"0iTn" (yTOYUHEHHS
iHdhopmadii), "MoGiyHi
peakujii”, BignosigHo Ao
OHOBJIEHOT iHdhopMaLii
pediepeHTHOro Nikapcbkoro
3acoby Sortis®, (B YkpaiHi
3apeecTpoBaHuii K
Ninpumap®, TabneTkn BKpUTI
NNiBKOBOI 060/1I0HKOI0).

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

o MNopagky 34iiCHEeHH:

hapmakoHarnsagy,
3aTBEPKEHOro Hakasom

MiHicTepcTBa OXOpPOHU

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

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

30.

TYNIN®

TabneTku, BKpUTI
MN/1iBKOBOK 060/I0HKOIO
no 20 mr, no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIl
Kopobu,i

CaHpo3
dapmacboTikans

a.4.

CnoBeHis

Nex
dPapmaueBTMYHa
KOMMaHis 4.4,

CnoBeHisi

MepepeecTpadis Ha
HEOOMEXEHMUI TepMiH. 3MiHK
| TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI
MapKyBaHHs Ta IHCTPYKLUIT Ansa
MeJMNYHOro 3aCTOCyBaHHS
reHepunyHux/ribpuagHux/6ionog,
i6HMX NiKkapcbknx 3acobis
nicns BHeCeHHs Tiel camoi
3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
Ha/laHH$ XOAHWUX HOBUX

3a
peyenmom

He
nionsieae

UA/9142/01/02
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1

[0[aTKOBUX AaHWX) - 3MiHU
BHECEHO [0 IHCTpyKUii ons
Me[MYHOro 3aCTOCyBaHHS

nikapcbKoro 3acoby Ao
po3ainy "MokasaHHA"
(peparyBaHHs TEKCTY), a
TakoX A0 po3ainis
"®apMaKonorivHi
BNacTUBOCTI",
"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMK
nikapcbkMmn 3acobamu Ta
iHWi BUAW B3aemogii”,

"Oco611BOCTI 3acTOCyBaHHA",
"3acTocyBaHHA y nepiof
BariTHoCTi abo rogyBaHHs

rpygato”, "Cnocié
3acTocyBaHHsA Ta fo3n”,
"OiTn" (yTOYUHEHHS
iHdhopmadii), "MoGiyHi
peakujii”, BianosigHo Ao
OHOBJIEHOT iHdhopMaLii
pediepeHTHOro Nikapcbkoro
3acoby Sortis®, (B YkpaiHi
3apeecTpoBaHuii K

Ninpumap®, TabneTkn BKpUTI

NNiBKOBOI 060/1I0HKOI0).

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

fo MNopagky 34iiCHEeHH:

hapmakoHarnsagy,
3aTBEPKEHOro Hakas3om

MiHicTepcTBa OXOpPOHU

370pOB’A YKpaiuu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne

996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHnumu y
nepioguYHOCTi NoAAaHHSA

perynspHux 3siTiB 3 6e3neku.
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
31. | TYNIN® TabneTku, BKpUTI CaHpo3 CnoBeHis Nek CnoBeHis MepepeecTpauis Ha 3a He UA/9142/01/03
NAiBKOBOK 060/TIOHKOHO, dapmacbioTikan3 $papmaueBTUYHA HE0OMEXEHU TepMiH. 3MiHK peuyenmom nionsieae
no 40 mr, no 10 An.n. KoMnaHia 4.4,

Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIl
KopoobLi

| TMny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLUIT Ansa
Me[MYHOro 3aCTOCyBaHHS
reHepunyHuX/ribpuagHvx/6ionog,
iBHMX NiKapCcbKUx 3acobiB
nicns BHeceHHs Tiel camol
3MiHW Ha pedhepeHTHWi
npenapar (3miHa He noTpebye
HafaHHA XOAHNUX HOBUX
[0[aTKOBUX AaHWX) - 3MiHU
BHECEHO [0 IHCTpyKUii ons
Me[MYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao
po3ainy "MMokasaHHA"
(peparyBaHHs TEKCTY), a
TakoX A0 po3ainis
"®apMaKonorivHi
BNacTUBOCTI",
"MpoTunokasaHHsa",
"B3aemopis 3 iHLWMMK
nikapcbkMmn 3acobamu Ta
iHWi BUAW B3aemogii”,
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiof
BariTHoCTi abo rogyBaHHs
rpygato”, "Cnocié
3acTocyBaHHsA Ta fo3n”,
"OiTn" (yTOYUHEHHS
iHdhopmadii), "MoGiyHi
peakujii”, BianosigHo Ao
OHOBJIEHOT iHdhopMaLii
pediepeHTHOro Nikapcbkoro
3acoby Sortis®, (B YkpaiHi
3apeecTpoBaHuii K
Ninpumap®, TabneTkn BKpUTI
NNiBKOBOIO 060/1I0HKOI0).

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

0o Mopsaaky 34iCHeHHS

hapmakoHarnsaay,
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 310POB’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3HauyeHnMn y
nepioguYHoOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
32. | ®EHA30H KpyCTanivyHWin NOpOLLIOK ToBapucTBO 3 YkpaiHa Bani ®apwma Jlebc IHAjis MepepeecTpauis Ha - He UA/13708/01/01
(cybeTaHuin) y 06MEXEHO Nimiten HeobMeXeHui TepPMiH. niosnsieae
noABINHNX BiANOBIAA/LHICTIO
nonieTueHoBmX "®GapmaueBTnyHa
nakeTtax gns KOMnaHis
thapmavLeBTUYHOro "3p0pos'a”
3aCTOCYBaHHSA
33. aonymyumn pO34nH ANs iH'ekuiid, 100 3amboH C.M.A. ITanisa 3amb60oH C.M.A. ITanisa MepepeecTpavia Ha 3a He UA/8504/01/01
Mmr/mn no 3 Ma B amnyni; HeobMeXeHU TepMiH peyernmom nionseae

no5amnyny
naacTUKOBOMY NiA0HI B
KapTOHHIW nayv,i

3MiHK Wwopao
6e3nekun/edekTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs
abo 3MiHU [0 y3araslbHeHNX
[aHux npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHnx npo
cuctemy chapmakoHarnagy,
3MiHa YNOBHOBaXEHOI 0co6M,
BignoBiganbHoI 3a
3[iACHEeHHS
hapmakoHarnsgy; KOHTakTHol
0cobu 3 chapmakoHarnagy
3asBHUKa 419 34ICHEHHA
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHA BiAMiHHA Bif
YNOBHOBaXEHOI 0Ccoby,
BiANOBIAa/IbHOI 3a
3pjiicHeHHs hapmakoHarnsgy
(BK/KOHAOUM KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLLEHHI
macTep-aiina cuctemm
hapmakoHarnsagy) - OCKisibku
3a59BHUKOM HagaHa
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
iHchopmauis npo 3miHn Ao
y3arasibHeHuX JaHnx

cucTtemn dhapMakoHarniagy
3as1BHMKa, 30KpeMa 3miHa
YNOBHOB&XEHOT 0CO6U
3asBHUKa 3 hapmakoHarnsagy
Ha Mapis Jlyiza BoHypa,
3asBneHi 3MiHu: [itoya
pefakuisi: YnosHoBaxeHa
ocoba, BignoBigasibHa 3a
3pjificHeHHst hapmakoHarnsgy
— TuuiaHa CaHTaraga.
MponoHoBaHa pegakuis:
YnoBHoBaxeHa 0co6a,
BiANOBIAaIbHA 3a 3[iICHEHHS
thapmakoHarnagy - ®apiga
Nakepad 'pig Ta 3MiHK
KOHTaKTHUX AaHnX
YMOBHOB&XEHOT 0cobu 3
chapmakoHarnsgy He
pekoMeHAyTLCA [0
3aTBEPAKEHHS.
3MiHV Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeefeHHs
a60 3MiHM [0 y3ara/ibHeHUX
[JaHnx npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHux npo
cuctemy hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0co6H,
BignoBigabHOI 3a
3[iACHEeHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0CcobY,
BigNoBiAa/IbHOI 3a
3pificHeHHst hapmakoHarnsgy
(BK/IIOYAKOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cuctemu
thapmakoHarnagy) - fliroua
peakuis: YnosHoBaxeHa
ocoba 3 hapmakoHarnsgy —

Twuuiana CaHTaraga,
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1

KOHTaKTHa ocoba 3

KceHodhoHTOBa MaHHa
CepriiBHa.
MponoHoBaHa peaakuis:
YnosHoBaxeHa ocoba 3
thapmakoHarnagy — Mapis
Jlyi3a boHypa, KOHTaKTHa
ocoba 3 hapmakoHarnsgy B
YkpaiHi — Kyuma Bonogvmup
OnekcaHapoBuy.
3MiHa KOHTaKTHUX AaHuX
YMOBHOB&XeHOT 0cobu 3
dhapmakoHarnsgy Ta
KOHTaKTHOI 0cobu 3
chapmakoHarnsgy B Ykpaii.
3MiHV Wwoao
6e3nekn/edeKkTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIili XapakTepucTuLi
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMW JAHUMU 3
SIKOCTi, AOK/iIHIYHUMMU,
KNiHIYHUMY flaHMK Ta
[aHvMu 3 chapmakoHarnsgy -
3MiHN BHECEHO A0 IHCTPYKLiT
AN MegnyHoro
3acTOCyBaHHS NMikapCbKOro
3acoby 4o posainis
"B3aemopis 3 iHLWMMK
nikapcbkMmn 3acobamu Ta
iHWi BUAW B3aemogiin”,
"Oco611BOCTI 3acTOCyBaHHA",
"Mepeno3yBaHHA", "M06IYHI
peakuii” "OiTn" (pegaroBaHo
pos3zin) signosigHO A0
iHthopMmaLii cToCOBHO
6e3neku, aka 3a3HayeHa B
marepianax peecTpadiiiHoro
[I0CbE Ta y3ropkeHa
KOHCY/IbTATVBHO-
€KCMepTHOIO rpynoto
"MynbmoHonoris. ®Tusiatpis.
Nikapcbki 3aco6n”,
JenaptameHTOM

hapmakoHarnsgy B Ykpaini —

hapmakoHarnsay.
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n/n

HasBa snikapcbko20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3as8HUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

30608B's13aHHA Npy BuAAYi
peecTpauiiiHoro nocBig4YeHHs
iCHYIOTb - HafaHHA
[IONOBHEHHSA A0 ornagy
KNIHIYHWUX JaHuX BignoBigHO
[0 NiANyHKTY 2.3 NyHKTY 2
poaartky 15 o Mopagky
NpoBefeHHA excnepTunan
peecTpauiiHux maTepiasnis Ha
nikapcbki 3acobu, Lo
noJatTbCa Ha AepXaBHyY
peecTpadiio
(nepepeecTpauito), a Takox
eKkcrnepTun3n maTepianis npo
BHECEHHS 3MiH A0
peecTpauiiHnx martepianis
NpoTArom fii peecTtpauiiHoro
NOCBIAYEHHS, 3aTBEPAKEHOr0O
Hakazom MO3 Big 26.08.2005
Ne 426 (y pefaxuii Hakasy
MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAaHHSA
perynsipHo OHOB/IOBAHOIO
3BiTYy 3 6e3neku BiANOBILHO
0o Mopaaky 34iCHeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3om
MiHicTepcTBa 0XOpOHU
3[0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3y MiHicTepcTBa
OXOPOHW 3[4,0POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHumun y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3MneKu.

34.

onyimyunn
AHTUBIOTUK IT

niogpinizar gnsa po3unHy
ONs1 iH ekuiin no 500 wmr;
3 thnakoHa 3
niocpinisatom Ta 3
amnysim 3 PO34MHHUKOM
no 4 mn (Boga ans

iH EKLLI) Y KQPTOHHIW

3amboH C.IM.A.

ITanis

3am60H C.IM.A.

ITanis

MepepeecTpauia Ha
HeobMeXeHW TepMiH
3MiHM Wwoao
6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[aHnX nNpo cuctemy

3a
peyerimom

He
nionsieae

UA/8503/01/01
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
Kopobui thapmakoHarnagy (BBefeHHs

y3arasibHeHUX JaHux npo
cuctemy hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0co6H,
BignoBigabHOI 3a
3[iACHEeHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0CcobY,
BigNoBiAa/IbHOI 3a
3pjificHeHHst hapmakoHarnsgy
(BK/IIOYAKOYN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-aiina cuctemu
thapmakoHarnsgy) - OCKisibku
3a8BHUKOM HajaHa
iHbopmaLisi npo 3miHu Ao
y3araJlbHeHUX AaHnx
cucteMun dhapmakoHarnsgy
3aABHUKa, 30Kpema 3miHa
YNOBHOBaXeEHOT 0co6u
3asBHUKa 3 hapmakoHarnsgy
Ha Mapis Jlyiza BoHypa,
3aaB/1eHi 3miHu: [ioya
peakuis: YnosHoBaxeHa
ocob6a, BignosigasbHa 3a
3AilicHeHHs hapMakoHarnagy
— TuuiaHa CaHTaraga.
MponoHoBaHa pefakuis:
YnosHoBaxeHa 0co6a,
BiANOBiAa/IbHA 3a 3AjACHEHHS
thapmakoHarnsagy - ®apiga
Nakepac pig Ta 3MiHK
KOHTaKTHUX AaHnX
YMNOBHOBaXEHOT 0co6Y 3
thapmakoHarnsagy He
peKkoMeHAayTbCA [0
3aTBEPAKEHHS.
3MiHM Wwoao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHNX
[JaHux npo cuctemy
thapmakoHarnsagy (BBefeHHs
y3arasibHeHVX AaHnx npo
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
nocsioYeHHs

ynakoska)

cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAa/IbHOI 3a
34iiCHEeHHs
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 chapmakoHarnsgy
3as1BHMKa A1 34iACHEHHS
hapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
3ailicHeHHs hapMakoHarnagy
(BK/THOYAKOUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-alina cucremm
thapmakoHarnagy) - firoua
peakuis: YnoBHoBaxeHa
ocoba 3 thapmakoHarnsgy —
TuuiaHa CaHTaraga,
KOHTaKTHa ocoba 3
thapmakoHarnagy B Ykpaini —
KceHodhoHTOBa MaHHa
CepriiBHa.
MponoHoBaHa pepakuis:
YnosHoBaxeHa ocoba 3
thapmakoHarnsagy — Mapis
Jlyi3a BoHypa, KOHTaKTHa
ocoba 3 hapmakoHarnsigy B
YKkpaiHi — Kyuma Bonogmmup
OnekcaHapoBuy.
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y 3
thapmakoHarnagy ta
KOHTaKTHOi 0cobm 3
thapmakoHarnagy B Ykpaii.
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTui
nNiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUIT Ansa
Me[IMYHOrO 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMW faHMV 3
AKOCTI, JOKMIHIYHUMMU,
KMIHIYHUMW AaHMu Ta
JaHumMm 3 hapmakoHarnsgy -
3MiHV BHEeceHO A0 [HCTpyKu;i
Ana MeAnyHoro
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
nocsioYeHHs

ynakoska)

3aCTOCyBaHHSA NiKapCbKOro
3acoby Ao posginy
"MokasaHHa" (BUANEHO:
"MpodpinakTuka"...
HpoHX0NereHeBnx
yCKagHeHb nicns
TopakasIbHUX XipypriyHmX
BTPYYaHb...), @ TakOX A0
po3ginis "®apMakonoriyHi
BNaCTVBOCTI",
"MpoTtumnokasaHHa", "Cnocio
3acTocyBaHHA Ta f03n”
(BunyyeHo iHchopmauito npo
HeOo6XifHICTb NPOBeAeHHsA
npobun Ha YyT/UBICTb),
"B3aemogijs 3 iHLWMMK
nikapcbkMun 3acobamu Ta
iHWi BUAW B3aemogiin"”,
"Oco6MBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepios
BariTHoCTi abo rofyBaHHsA
rpypato”, "MepenosysaHHsa",
"Mo6iuHi peakwii”,
"HecymicHicTb" BignoBigHo Ao
iHchopmawii cTocoBHO
6e3neku, aka 3a3HayeHa B
marepianiax peecTpadiiHoro
[l0CbE Ta y3rompkeHa
KOHCY/NbTaTUBHO-EKCNEePTHO
rpynoto "MynsMoHONOrIA.
dTumsiatpis. Jlikapcbki
3acobu", lenapTameHToM
hapmakoHarnsgy.

3060B’'A3aHHsA Npu BUAadi
peecTpavuiiiHoro NocBigYeHHst
iCHYIOTb - HaZaHHS
[eTasIbHOro onmcy cucTeMm
ynpaBniHHA pusnkammn y
BWUINAAI N1aHy ynpaBAiHHA
pv3nMKammn Ta AOMOBHEHHA A0
ornagy KNiHiYHUX JaHnX
BiANoBigHO Ao mignyHkTy 1.13
NyHKTY 1, NignyHKTy 2.3
NyHKTY 2 goaartky 15 go
Mopsaky NpoBeaeHHs
eKcrnepTn3n peecTpauiiHux
mMarepianis Ha nikapcbki
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Ne HasBa snikapcbko20 dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
3aco6wu, Lo NoAAITHLCA Ha
[epxaBHy peecTpaLito
(nepepeecTpadito), a Takox

eKcnepTu3n matepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx Matepianis
NpoTArom fjii peecTpauiiHoro
NOCBiAYEHHS, 3aTBEPAXKEHOIO
Hakazom MO3 Big 26.08.2005
Ne 426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne 460).
MepioAnYHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTy 3 6e3neku BiAMNoBIAHO
o MNopaaky 3aiiCHEHHS:
dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0XOpOHU
340pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi loCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxui
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3HauyeHnMn y
nepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

HauyanbHUK YnpaBniHHA (hapMmaleBTUYHOI AiIANBbHOCTI Ta .
AIKOCTi hapmaLeBTUUHOI NPOAYKL,T T.M. NNAackoBCbKnn



AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

30.11.2018 Ne 2237

NEPENIK
NIKAPCbKUX 3ACOBIB (MEQNYHUX IMYHOBIONONYHNX NPENAPATIB), LLOAO AKUX BYN BHECEHI 3MIHN A0 PEECTPALINHUX MATEPIA/IB, AKI
BHOCATbLCA A0 AEP)XABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Ne

Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 BionycKky peecmpayiliHo2o
3acoby nocBi0YeHHs1
1. L-APTIHIHY NOPOLLIOK MpAT YkpaiHa KioBa Xakko bio AnoHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: - UA/10698/01/01
MOHOTIIAPOXNO | (cy6cTaHuisn) y "MynbTidha Ko., NTa4. 3MiHW | TUMY - 3MiHKW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
PUA noAagiiHNX pma" BiANOBIAHICTb A0 MoHorpadii AdY abo Esponeiicbkoi chapmakoner,
nonieTuneHoBmxX a60 iHWOT HalioHanbHOT hapmakonel gepxasun €C (3MiHa y
nakertax ans cneungikauisx, nos'a3aHa 3i 3amiHoK BMMOT MoHorpadii PY a6o
BMPOGHMLTBA iHLIOT HaujoHasTbHOI thapmakonei Aepxasu €C Ha BUMOTW
CTepU/IbHUX MoHorpadii €EBponeiicbkoi thapmakonei); 3MiHu | TUNy - BBEAEHHS
nikapcbkux hopm [opartkoBoro posginy MbY Ta fonoBHeEHHS po3giny «MokasHUK
MPO30POCTi PO3UMHY>» (HOPMY/IOBAHHAM — BU3HAYEHHS NPOBOAATH
3a EP 2.2.1, EP 2.2.2. «P034uH Mae 6yt 6e36apBHUM Ta
NPO30PUM»; 3MiHM | TUMY - 3BYXXEHHSI KPUTEPIiB NPUAHATHOCTI ANA
NoKas3HWKiB «Bakki MeTanin», «bakTepiasibHi eHO0TOKCUHNY»
2. | ADBBAHTAH® Masb 0,1%; no 15ry | Baiiep Al HimeyunHa Baiiep Xenckep ITanis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny: 3a UA/0784/04/01
Ty6i; no 1 Ty6i B MaHyhakTypiHr AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus peyenmom
KapTOHHI Kopo6Lyi C.P.J. NPOBaPKEHHS AiSNIbHOCTI BUPOOHUKa (BK/THOYatoun, 3a
Heo6XifHOCTI, Micue NPOBeAEHHSI KOHTPOJIIO AKOCTI), abo BnacHuka
macTep-aiina Ha A®l, abo noctayanbHuka Adl/BuxigHoro
matepiany/peareHTy/npomMiKHOrO MPOAYKTY, L0 3aCTOCOBYHOTLCS Y
BMPOGHULTBI A®I (SIKLLO 3a3HAYEHO Y AOChE Ha NiKapChbKMiA 3aci6)
3a BiACYTHOCTI cepTucpikata BiANoBiAHOCTI €BpONEnchKin
hapmakonei y 3aTBepAXeHOMy 0CbE, ab0 BUPOGHMKA HOBOT
[0MOMDKHOT PEUYOBMHU (SIKLLLO 3a3HAYEHO Y A0CLE) - 3MiHa Ha3Bu
BMPO6HMKa AP| METUNNPEAHI30N0HY auenoHary; 3MiHu | Tuny:
AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaPKEHHS Aisi/IbHOCTI BUPOOHUKA (BK/IHOYaoun, 3a
HeobXifHOCTI, MicLe NPOBEeAEHHST KOHTPO/IIO SKOCTI), ab0 BnacHuka
MacTep-caiina Ha A®l, abo noctavansHrka AdI/BuxigHoro
mMartepiany/peareHTy/NPOMbKHOIO NPOAYKTY, L0 3aCTOCOBYIOTLCS Y
BMPO6HMLTBI API (SKLLO 3a3HAYEHO Y AOCHE Ha NiKapCbKWiA 3aci6)
3a BifCYTHOCTI cepTudikaTa BifgnoBiAHOCTI EBpONeChKii
thapmakonei y 3aTBeppkeHOMYy A0Cbe, a60 BUPOOHMKA HOBOI
[0MOMIDKHOT PEUYOBMHU (SIKLLLO 3a3HAYEHO Y AOCLE) - 3MiHa Ha3BM
BUPOGHMKa AD| MeTUNPeHI3010HY auenoHary; 3mMiHa 3asBHuKa
(BnacHvKa peecTpaLiiHoro noceigyeHHs) (3rigHo Hakazy MO3 Big
23.07.2015 Ne 460)
3. | AAPEHANIH- PO34MH ANS iH'eKi ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/4761/01/01
340POB'A 1,82 mr/mn no 1 mn 03 06MeXeHo 3MiHKM | TNy - 3MiHa po3Mmipy cepii (BKNYatoun Aiana3oH po3Mipy peuyenmom
B amnyni; no 5 abo 0bMexeHo BiANOBIAA/ILHICTIO cepii) roToBOro NMikapcbKoro 3acoby - BBeAEHHS [0AaTKOBUX
10 amnyny 10 "papmMaueBTUYHa pO3MipiB cepii rOTOBOro NikapCbKoro 3acoby 415 Ail04nX LeXiB:
KapTOHHI kopobuy; Bignosigan KOMNaHis AmMnynbHWiA Lex Ta uex [J1d. 3anponoHoBaHo: AMNYbHUIA Lex
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
no 1 mn B amnyni; BHICTIO "3popos's" Po3wmip cepii cknagae: 100,000 Tuc. amnyn (100 n); 195,000 Tuc.
no 5 amnyny "®apmaue amnyn (195 n), JogaTkoBuii po3Mip cepii cknagae: 425,000 Tuc.
6nictepi; no 1 a6o 2 BTMYHA amnyn (425 n). Lex Mo. Po3mip cepii cknagae: 195,000 Tuc.
6nictepu B KOMMaHis amnyn (195 n), Jogatkosuii po3mip cepii cknagae: 425,000 tuc.
KapTOHHI kopobuy; "3nopos's” amnyn (425 n)
no 1 mn B amnyni;
no 10 amnyny
6nicTepi; no 1
6nictepy B
KapPTOHHI Kopobui
4. | AIBOBAK NOPOLLOK A5 AnsoreH NMokcembyp | JlabopaTopio Peir IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13141/01/01
PO3UUHY ANS iH'EKL INKo r Xodpe, C.A. 3MiHM | TUNY - nogaHHa oHoeneHoro CEP Big BxXe 3aTBepAXeHoro peyenmom
no 1r; 1 cpnakoH 3 C.ap.n BMPO6HUKa, 3anponoHoBaHo: R1-CEP 2000-158-Rev 03; 3MiHu |
MOPOLLKOM Yy nauii 3 TUNy - nogaHHsA Hosoro CEP Big, BXe 3aTBEPAXXEHOro BUPOGHMKaA
KapTOHY A®| R1-CEP 2006-017-Rev 02; 3MiHu | TUNY - NogaHHA
oHossieHoro CEP Big Bxe 3aTBepmxeHoro BupobHuka R1-CEP
2000-158-Rev 04
5. | AflbBYMIH PO3unH ANs iHdys3il, KegapioH ITanis KegpioH C.n.A. Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/15876/01/01
NKOANHW 200 /N | 200 r/n no 50 mn C.n.A. 3MiHM | TUMY - BK/IOUYEHHSI OHOBJ/IEHOTO/3MIHEHOTO MacTep-daiiny peyenmom
a6o no 100 mn Ha nnasmy, y 3B's3Ky 3 cepTudikalieto OHOBNEHOr0/3MIHEHOTO
PO3UUHY Yy NS, macTep-ariny Ha nnasmy EMA; 3mMiHu | Tuny - 3miHa
no 1 nnswui B HalimeHyBaHHs1 Ta/abo afpecyn yCTaHOBU KPOBI, BK/IKOYAKOUN LIEHTP
KopooLi Big6opy KpoBi/nnasmu - 3MiHa agpecu BigaineHHs Biomat USA,
Inc., BignosiganbHoro 3a 36ip i nepesipKy naasmu; 3MiHu | Tuny -
3amiHa abo foJaBaHHS HOBOTO LEHTPY Big60py kpoBsi/nnasmu, siki
3a3HaueHi y NMM® - nopasaHHA UeHTpIB 3abopy kposi Myrtle Beach
Ta Sarasota, Wwo HanexaTs yctaHoBi KEDPLASMA LLC, ski
BiAnoBiAa/bHi 3a 3abip N1a3mu Ta BXe BKA4YeHi 4o PMF
6. | AlIb®PA TabneTku, BKpUTI Anbacirm ITanisa Anbdhacirma ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHnx MaTepianis: 3mMiHa 3asBHMKa 3a UA/9360/01/01
HOPMIKC NNiBKOBOKO aC.nA. C.n.A. (BnacHvKa peecTpavuintHoro noceig4eHHs) (3rigHo Hakasy MO3 Big peuyenmom

o6onoHkoto, no 200
Mr no 12 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI Kopobuyj

23.07.2015 Ne460) (BBefeHHs 3MiH NpOTArom 6 micsuis nicns
3aTBEPMKEHHS); 3MiHM | TUNY - 3MiHW Wofo 6e3nekun/etekTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHsa abo 3mMiHM 0 y3araslbHEeHVX AaHuX

npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
npo cuctemy chapmakoHarnsay, 3MiHa yrnoBHOBaXeHOT ocobu,

BiANOBIAA/IbHOT 32 34iCHEHHS (hapmakoHarisay; KOHTakTHOT

0cobu 3 thapmakoHarnagy 3asBHVKa ANS 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWo BOHa BiMiHHA Bif,
YMOBHOBaXXEHOT 0CO6MU, BifgNoOBifaIbHOI 3a 34iiCHEHHS
thapmakoHarnsay (BKIovakum KOHTakTHi AaHi) Ta/abo 3MiHu y
po3MiLLLeHHi MacTep-thaiina cuctemun chapmakoHarnsgy) - 3miHu go
y3araJibHeHUX gaHux (Mactep-caiin npo cuctemy
hapMakoHarnsgy) npo cucteMy papmakoHarnsgy, nos'asaHi is
3MiHOI 3asBHUKA (BlACHMKA peecTpaLiliHOro NocBifYeHHS)
BBefeHHs1 3MiH MPOTAroM 6 MicALiB Nic/1A 3aTBEPMAKEHHS; 3MiHK |
TMNy - AQMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
afpecy MicusA NpoBaKeHHs AisNIbHOCTI BUPOOHUKa/iMnopTepa
rOTOBOIO JIiKAPCbKOro 3acoby, BKIKYaUN AiNbHULI BUMYCKY cepil
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
abo micue NpoBefEeHHs KOHTPOJIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBiAAE BUPOGHMK/IMNOpPTEpP, BK/OYaOUM BUMYCK CEpiid) - 3MiHa
Ha3BW BUPo6HMKa Anbdacirma C.n.A., ITanis, 6e3 3amiHu Micus
BMPO6HMLTBA (BBEAEHHS 3MiH NpOTArom 6 MicAuiB micns
3aTBEPKEHHS)
7. | AMIKCUH® IC TabneTkun, BKpUTI TosapucTs YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 6e3 UA/2559/01/01
obonoHkoto, no 0,06 03 [04,aTKOBOIO 3MiHM | TuRy - 3mMiHa y cneuudikauii Ta meTogax BunpobysaHHA Ad| peyenma
rno 3 rabnetkn y [0[aTKoBO BiANOBIAANILHICTIO "3a/IMLLKOBI KifIbKOCTi OpraHiuyHUX PO34MHHUKIB", y 3B SI3KY 3
6nicTepi; no 1, 2 abo 10 "IHTEPXIM", onTUMI3aLieo METOAMKK; 3MiHM | TuRy - 3MiHa y cneuudikauii Ta
3 6nicTepu B nauui; Bignosigan YkpaiHa MeToJax BUMPOOyBaHHS rOTOBOrO JlikapcbKoro 3acoby T.
no 5 rabnetok y bHICTIO (BMNpo6yBaHHs Po3unHeHHs, y 3BA3Ky 3 NpUBEAEHHSIM A0 BUMOT [il040r0 BUAAHHSA
6nicTepi; no 2 "IHTEPXIM KOHTPOJIHO SIKOCTI, [dY; 3mibu | Tuny - 3miHa y cneumdikavii 415 nepBMHHONO
6nicTepy B nav,i " 36epiraHHA M3; nakyBaHHs A®| T. MikpobiosioriyHa yncToTa, y 3B S3Ky 3
BUPOGHMLTBO, NPUBEAEHHAM A0 BUMOT AitoHoro BugaHHsA AdY; 3miHu | Tuny -
36epiraHHs; 3MiHa y cneyudikaLii Ta MeTogax BUnpobyBaHHA AOMOMDKHUX
BUMNPOOYBaHHSA PEYOBVH, Y 3B A3KY 3 NPUBEAEHHSAM [0 BYMOT [il04Or0 BUAAHHS
KOHTPOJI0 SIKOCTI) EP/O®Y
8. | AMIKCUH® IC Tabnetkun, BKpUTI ToBapucTs YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 6e3 UA/2559/01/02
06010HKO0, N0 03 [,00aTKOBOKO 3MiHM | TURy - 3MiHa y cneuudikauii Ta MeTogax BunpobysaHHA Ad| peyenma
0,125rno 3 [0[aTKOBO BiANOBIAANILHICTIO "3a/IMLLKOBI KifIbKOCTi OpraHiuyHUX PO34YMHHUKIB", y 3B SI3KY 3
Tabnetku y 6nictepi; 10 "IHTEPXIM", onTUMI3aLieto METOAMKM; 3MiHM | TRy - 3MiHa y cneuudikauii Ta
nol,2a6o3 Bignosigan YkpaiHa MeToJax BUMPOGyBaHHS rOTOBOTO JlikapcbKoro 3acoby T.
6nicTepu B nayuj; no bHICTIO (BunpobyBaHHS Po3unHeHHs, y 3B 513Ky 3 NPUBELAEHHSIM 40 BUMOT AiH040r0 BUAAHHS
5 tabnetok y "IHTEPXIM KOHTPO/IH0 SIKOCTI, [dY; 3miHu | Tuny - 3miHa y cneumdikavii A5 nepBMHHOMO
6nicTepi; no 2 " 36epiraHHsA M3; nakyBaHHs A®| T. MikpobiosioriyHa unMcToTa, y 3B 53Ky 3
6nictepu B nauui BUPOGHMLTBO, NpUBEAEHHSAM A0 BUMOT AitoHoro BugaHHsa AdY; 3miHu | Tuny -
36epiraHHs; 3MiHa y cneyudikaLii Ta MeTogax BUNpobyBaHHA AOMOMDKHUX
BUNPOOYBaHHSA PEYOBVH, Y 3B A3KY 3 NPUBEAEHHSAM [0 BYMOT [il04Or0 BUAAHHS
KOHTPOJI0 SIKOCTI) EP/0®Y
9. | AHAYPAH Kpanni ByLWHi no 25 3am60oH ITanis 3am60H C.M.A. ITanis BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a UA/11664/01/01
M1y do1akoHi 3 C.N.A. 3MiHuM | TUNY - NOAAHHA OHOB/EHOTO cepTudikaTa BifgnoBi4HOCTI peyenmom
KPULLIKOIO- €sponeiicbkiii hapmakonei Ne R1-CEP 2011-029-Rev 00 gns
KpanesibHMLUEe; no 1 nitoyoi pevoBmHN Neomycin sulfate Bif BXe 3aTBEPAKEHOTO
(oN1IakoHy B nauui BUPOBHMKA
10. | AHOAHTE® Kancynm no 10 mr no BAT YropuwuHa BAT "T'epeoH YropumHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/2538/01/02
7 kancyn y 6nictepi, "lepeoH PixTep" 3MiHY | TRy - 3MiHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom
no 1 a6o 2 6nictepu PixTep" thapmakoHarnagy. BeefeHHs abo 3MiHM [0 y3arasibHEHNX faHUX

B nauui

npo cuctemy thapmakoHarnsgy (BBeAeHHS y3arasibHeHUX AaHuX
npo cucTemy hapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0coou,
BiANOBIAANLHOI 32 34iiCHEHHA (hapMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsgy 3asaBHVKa 15 34iRCHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0CO6U, BiANOBIAaNLHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bknoyaroum KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHI MacTep-dhaiina cucteMu papmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0c0o6U, BiANOBIAaNLHOI 3a 34iiCHEHHS
thapmakoHarnagy. NponoHoBaHa pegakuis: Attila Olah. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXXEHOT 0co6U, BigNnoBiganbHOI 3a
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
3fiicHeHHs1 chapmakoHarasagy
11. | AHAPOXE/Nb renb ons BeseH Benbris BeseH Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/5301/01/01
30BHILUHLOTO Xernckea MeHblodhekuypiHr 3MiHK | TUny - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peyernmom
3acTocyBaHHs, 0,01 CA Benpxiym CA thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3aranibHeHVX faHux
r/irno5ry npo cuctemy chapmakoHarnsgy (BBeAeHHs y3araibHeHUX JaHnx
[,030BaHOMy npo cuctemy apmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT 0cobu,
nakeTuky, no 30 BiANOBIAANLHOI 32 34iiCHEHHA (hapMakoHarnsay; KOHTakTHOT
nakeTukis y 0co6u 3 chapmakoHarnsay 3asBHVKa A1 34iIACHEHHS
KapTOHHI Kopo6Lyi hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0co6U, BiANOBiAaNbHOI 3a 34iCHEHHS
hapmakoHarnsgy (Bknoyaroum KOHTakTHI AaHi) Ta/abo 3MiHu y
po3MiLeHHI MacTep-ghaiina cuctemmn hapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0co6M 3as1BHMKA, BifMnoBigabHOI 3a 34iACHEHHS
thapmakoHarnsagy: NponoHoBaHa peakuis: Nicole Baker [Nicole
Baker]. 3mMiHa KOHTaKTHUX AaHNX YNOBHOBAXEHOI 0CO6U. 3MiHa
afpecu macTtep-paiina cuctemn hapmakoHarisgy 3asBHuKa
12. | APAYAH® niodpinizat gns BAT YropwumHa BAT "l'eneoH YropwmHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/7334/01/01
PO3UNHY ANS iH'EKLi "l'epeoH PixTep" 3MiHM | TRy - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta peyenmom
no 4 mr, 5 dpnakoHis PixTep" thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX
3 niogpinizatom y npo cuctemy hapmakoHarnsgy (BBe4eHHS y3araslbHEHUX JaHnUX
KOMMAEKTi 35 npo cuctemy hapmakoHarnsay, 3aMiHa yrnoBHOBaXeHOT 0coou,
amynamu BifJNOBIAaANbHOI 3a 34jICHEHHS hapmakoHarnsaay; KOHTaKTHOI
po3unHHMKa (0,9% 0co6u 3 chapmakoHarnsay 3asaBHVKa A1 34iIACHEHHS
PO34MH HaTpito hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BigMiHHA Bif,
xnopugy) no 2 mn B YMOBHOBaXEHOT 0co6u, BiANOBiAaNbHOI 3a 34iiCHEHHS
NnacTyKoBi dhopMi; thapmakoHarnsay (Bknoyarouy KOHTaKTHI AaHi) Ta/abo 3MiHW y
no 5 nnacTnkKoBumx po3MilLeHHI MacTep-haiina cuctemu hapmakoHarnsagy) - 3miHa
hOpM B KapTOHHIl yMOBHOBaXEHOT 0co6u, BiANOBIAaNbHOI 3a 34iCHEHHS
KopooLi thapmakoHarnagy. NponoHoBaHa peakuis: Attila Olah. 3miHa
KOHTaKTHUX JaHWX yNOBHOBaXKEHOI 0cobw, BiANOBIAaIbHOI 3a
3fiicHeHHs1 hapmakoHarnagy
13. | AYPOBIH Masb no 20 ry Ty6i 3 BAT YropuuHa BAT "T'efeoH YropumHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3a UA/7268/01/01
nonieTuneHoBMM "l'epeoH PixTep" 3MiHK | TURy - 3MiHKN Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
KOBMAYKOM, KNI PixTep" dhapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3araslbHEHNX AaHUX
Mae nepdphopaviiHnii npo cuctemy thapmakoHarnsgy (BBefeHHs y3arasiHeHUX AaHnX
HaKOHeYHWuK; no 1 npo cucTemy hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0coou,
Ty6i B KQPTOHHIlA BiANOBIAANLHOI 32 34iiCHEHHA (hapMakoHarnsay; KOHTakTHOT
Kopoo6Li 0co6u 3 chapmakoHarnagy 3asBHVKa Ans 34iNCHEHHS
hapmakoHarnsagy B YKpaiHi, SKLL0 BOHa BigMiHHA Big,
yNOBHOBaXEHOT 0CO6U, BiANOBIAaNbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKIo4valoum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MiLeHHI MacTep-goaiina cuctemmn thapmakoHarisgy) - 3miHa
yNOBHOBaXEHOT 0c0o6U, BiANOBIAaNbHOI 3a 34iiCHEHHS
thapmakoHarnagy. NponoHoBaHa peakuis: Attila Olah. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXXEHOT 0CO6M, BigNoBigabHOI 3a
3fliicHeHHs1 chapmakoHarnagy
14. | A®TIOAEPM Kpem 0,5 mr/r no 20 Benyno, Xopsartis Benyno, nikn Ta Xopsaris BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/11379/01/01
ra6o 40 r By Ty6i; Nikn Ta KOCMeTuKa, 4.4. 3MiHK | TMNy - 3MiHKM Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

no 1 1y6iy
KapTOHHIN nayui

KOCMEeTUKa,
A,

dhapmakoHarnsgy. BeegeHHss abo 3MiHM 0 y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
npo cuctemy chapmakoHarnsay, 3MiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVKa A5 34iIACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWo BOHa BiMiHHA Bif,
YMOBHOB&XEHOT 0Co6U, BiANOBIAaNLHOI 3a 34iICHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHW y
PO3MilLEHHI MacTep-thaiina cucteMun papmakoHarnsgy) - 3MiHa
KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asBHVKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi. MponoHoBaHa pefakuis: Iuyk
Hatanka MNeTpiBHa. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asiBHUKa A5 34iCHEHHA dhapMmakoHarnsgy B
YKpaiHi

15.

A®NOAEPM

ma3b 0,5 mr/r no 20 r
abo 40 ry Ty6i; no 1
Ty6i Y KAPTOHHIl
naJui

Benyno,
nikn Ta
KOCMETUKa,
o.4a.

Xopsaris

Benyno, nikn Ta
KocmeTuka, 4.4.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLiinHux maTtepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpeKTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo 3MiHM 40 y3arasibHEHNX AaHUX
npo cuctemy thapmakoHarnsgy (BBeAeHHS y3arasibHEHUX AaHuX
npo cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXeHoT ocoou,
BiANOBIAA/ILHOI 32 34iiCHEHHA (papMakoHarnsay; KOHTakTHOT
0cobu 3 thapmakoHarnsgy 3asBHUKa A5 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, SKLW0 BOHa BiAMiHHA Bif,
YMOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOI 3a 3AiiCHEHHS
hapmakoHarnsay (Bknoyaroum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) - 3miHa
KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHMKa A5 34iACHEHHS
thapmakoHarnagy B YkpaiHi. NponoHosaHa pegakuis: ILyk
Hatanka MNeTpiBHa. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa AN 34iliCHeHHs hapmakoHarnagy B
YkpaiHi

3a
peyerimom

UA/11379/02/01

16.

AUUKNOBIP
BENYMNO

Kpem ans
30BHILUHLOTO
3acTocyBaHHA 5 %
no2raéonobsr,
a6o no 10 r y Ty6i;
no 1 Ty6i B
KapTOHHIN nayui

Benyno,
nikn Ta
KOCMEeTUKa,

A4

Xopsaris

Benyno, nikn Ta
KocmeTuka, 4.4,

Xopsartis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHK | TUny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHW 40 y3araslbHEHUX AaHUX
npo cuctemy thapmakoHarnsgy (BBefleHHs y3arasibHeHnx faHux
npo cuctemy hapmakoHarnsgy, 3MiHa ynosHOBaxXeHoi ocobu,
BiANOBIAA/bHOI 3@ 34iiCHEHHA hapmakoHarnsay; KOHTakTHOT
0cobu 3 thapmakoHarnagy 3asBHVKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHaA Big,
YMOBHOBaXeHOT 0co6u, BigNoBiAaNbHOI 3a 34iCHEHHS
thapmakoHarnagy (BKIovakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
PO3MilLEHHI MacTep-thaiina cucteMu papmakoHarnsgy) - 3MiHa
KOHTaKTHOI 0co6U 3 thapmakoHarnagy 3asBHVKa 15 34iACHEHHS
hapmakoHarnsgy B YkpaiHi. MponoHoBaHa pegakuis: Iwyk
HaTasnka MNeTpiBHa. 3MiHa KOHTAKTHUX JaHWX KOHTaKTHOT 0co6u 3
thapmakoHarnsgy 3asiBHUKa Ans 34ilCHEHHA hapmakoHarnsgy B
YKpaiHi

6e3
peuyenma

UA/14085/01/01

17.

BAPBITOH

PO34MH ANA iH'EKUiA,
5wmMr/mano 2 vns

MpusaTHe
aKLiOHepH

YkpaiHa

MpuBaTHe
akUioHepHe

YkpaiHa

BHECEHHSA 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHW | TUNY - 3MiHK
3 sikocTi. CepTudpikat BignosigHocTi/l E-cepTucpikar BignosigHoCTI

3a
peyenmom

UA/3218/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

amnyni: no 5 a6o no
10 a6o no 100
amnyn y nadui 3
KapTOHY;

no 2 Mn B amnyni:
no5amnyny
6nicTepi: no 1 abo 2
6nicTepy B navwj 3
KapTOHY

e

TOBapuCTB

0 "Jlekxim -
Xapkis"

TOBapWCTBO
"Jlekxim - Xapkis"

€Bponeiicbkili hapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeOoB6XiAHICTIO NPUBEAEHHSA Y BiANOBIAHICTL A0 MOHorpadii APY
abo €sponelicbkoi hapmakonei, abo iHLWOI HaLioHaIbHOT
thapmakonei gepxasu E€C (3miHa y cneyndikauisix, noB'sa3aHa 3i
3miHamu B [1®Y, abo €Bponeiickkili hapmakonei, abo iHLwil
HauioHanbHil dhapmakonei gepxasu €C) - CynyTHS 3MiHa - 3MiHK 3
skocTi. CepTudpikaT BignosigHocTi/l' E-cepTudikar BiANOBIAHOCTI
€Bponeiicbkili hapmakonei/MmoHorpadii. 3mMiHW, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTL A0 MOHorpadii 4PY
abo €sponelicbkoi hapmakonei, abo iHLWOT HaLioHaNbHOT
thapmakonei gepxasu €C (iHLWi 3MiHK) - NpUBeLeHHs cneumdikauii
Ta MeTOZiB KOHTPO/IIO Ha fitovy PevyoBUHY Y BifNOBIAHICTb A0
MoHorpadii €Bp.®apm. 2139 Vinpocetine fitouoro BugaHHs; 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikar BignosigHocTi/I E-cepTudikar
BifNoBigHOCTI €Bponelickkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikaTa BignoBigHOCTI abo
BUyYEHHS cepTudpikaTta BignoBigHOCTI EBponeiickkiii hapMakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npomikHOro
MPOAYKTY, WO BUKOPVUCTOBYHOTLCA Yy BUPOOHULTBI ADL; ans
[OMOMDKHOT peyoBUHM (cepTudikaT BignoBigHOCTI EBponeiickkiii
dhapmakonei) - Houii cepTudpikaT Bif BXe 3aTBEpAKEHOro
BMPO6HUKa - MogaHHA HOBOTO cepTudikaTy BignoOBIAHOCTI
€Bponeiicbkoi thapmakonei Ne RO-CEP 2016-251-Rev 00 Big Bxe
3aTBepMAKEHOro BupobHuka A®I siHnoueTtuHy Linnea S.A.,
LLiBeriuapis; 3MiHu | TUNY - AQMiHICTPaTVBHI 3MiHW. 3MiHa Ha3BM
nikapcbKoro 3acoby - 3MiHa Ha3BU NikapcbKoro 3acoby y 3B'A3Ky 3
npoBeAeHUMN MapKeTUHIOBUMMN AOCAIMKEHHIMN. 3aTBEPAKEHO:
BIHMNOUETWH (VINPOCETINE) 3anponoHoBaHo: BAPBITOH
(BARVITON) BBefieHHS 3MiH NpOTArom 3-X MicsALiB nicns
3aTBEPKEHHS

18.

BENOrEHT

masb no 15 r a6o 30
ry T1y6i; no 1 Ty6i B
KapTOHHIN nauui

Benyno,
nikn Ta
KOCMEeTUKa,

A4

XopBartis

Benyno, nikn Ta
KOCMeTuKa, 4.4.

XopBaris

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis:
3MiHK | TUNYy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHV 40 y3arasibHEHUX AaHUX
npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
npo cucTemy papmakoHarnsgy, 3MiHa ynoBHOBaXeHOoT 0coou,
BiANOBIAA/LHOI 3@ 34iiCHEHHSA hapmakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
thapmakoHarnagy B YKpaiHi, kL0 BOHa BigMiHHA Bif,
YMOBHOBaXeHOT 0CO6U, BigNOBIAaIbHOI 3a 34iCHEHHSA
thapmakoHarnagy (BKIoyakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
pO3MiLLeHHi MacTep-thaiina cucteMu hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0co6U 3 thapmakoHarnsagy 3asnsBHVKa 15 30iACHEHHS
thapmakoHarnagy B YkpaiHi. NponoHoBaHa pegakuis: lwyk
HaTasnka MNeTpiBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT 0co6u 3
thapmakoHarnsgy 3asiBHUKa AN 34iIlCHEHHA hapmakoHarnsay B
YKpaiHi

3a
peyenmom

UA/10920/02/01

19.

BIHOKPUT®

PO3YMH ANS iH'EKLiA,
84 mkr/mn; no 0,8

CaHpo3
v6X

ABCTpist

BiANoBiganbHUIA 3a
BMPOGHMLTBO,

HimeyunH
a/

BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3MiHu | Tuny - 3MiHK
3 AKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLUTBI. 3MiHa

3a
peyenmom

UA/12383/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
M (8000 MO) abo 1 nakyBaHHs, ABcTpist iMnopTepa/3aMiHu, L0 CTOCYIOTLCSA BUMYCKY Cepii Ta KOHTPOSI0

mn (10000 MO)
PO34MHY ANs iH'EKL
B nonepeaHL0
3anoBHEHOMY,
rpasyiioaHomy
wnpuui,
OCHalLLleHOMY
NopLUHEM,
iH'E€KLiAHOIO TOJIKOLO,
KOBMNaykoMm Ta
3aXMCHUM
NPUCTPOEM A/1A
3anobiraHHA
MOLUKOZKEHHIO
rONKOHo nicns
3aCToCyBaHHs, abo
6e3 Hboro; no 1
LINPULY Y KOHTYPHIl
6niCTepHili ynakoBLj;
no 1 KOHTYPpHii
6nicTepHili ynakoBLj
Y KapTOHHIi1 kopobL;
no 0,4 mn (4000
MO), a6o 0,6 mn
(6000 MO), abo no
0,8 mn (8000 MO),
a6o 1 mn (10000
MO) po3uuHy ans
iH'EKL B
nonepegHLo
3anoBHEHOMY,
rpasyiiosaHomy
wnpuui,
OCHalLLleHOMY
NopLUHEM,
iH'E€KLiAHOIO TOJIKOLO,
KOBMNaykoMm Ta
3aXMCHUM
NPUCTPOEM A/1A
3anobiraHHa
MOLUKOZKEHHIO
roNKoHo nicns
3acToCyBaHHs, abo
6e3 Hboro; no 3
LInpuLa y KOHTYPHii
6niCTepHili ynakoBLj;
N0 2 KOHTYpHI

KOHTPO/b Ccepil:
A [j Ti Bionorika
m6X, HiMmeuunHa,;
BiANOBIga/IbHUIA 32

BUNYCK cepil:
CaHpo3 'M6X -
BN WadhteHay,

AscTpist

SIKOCTi FOTOBOrO NikapcbKoro 3acoby (3amiHa abo AoAaBaHHSA
BMPOGHMKA, LLO BifNOBiAAaE 3a BBE3EHHA Ta/abo BMNYyCK cepii) - He
BK/104AI0UM KOHTPO/Ib/BMNPOGYBaHHSA cepii - 3aMiHa BUPOGHNKa,
BiANoBigasibHoro 3a Bunyck cepii CaHpo3 MM6X - BIM KyHanb, Ha
CaHpo3 'm6X - BIN Wadhteray; 3minum | Tuny - AgMiHicTpaTuBHi
3MiHW. BunyyeHHs BUpOOHUYOI AinbHULI (BKIOYAOUN AiNbHULI 415
A®I, NPOMiXXHOrO NPOAYKTY abo roToBOro Nikapcbkoro 3acoby,
AiNbHULI ANA NPoBeAEeHHSA NakyBaHHS, BUPOOHNKa,
BiANOBIAaLHOrO 3a BMMNYCK CEPiii, MiCLLe NPOBEAEHHS KOHTPOTI0
cepii) abo nocTayasibHKKa BUXiAHOTO MaTtepiany, peareHty abo
[0NOMDKHOT PEYOBMHM (SKLLLO 3a3HAYEHO Y [JOCbE) - BUNYYEHHS
BMpo6Huka MM MpeHuax MpogakwH3 M6X, BiANOBIigaIbHOIO 3a
BTOPWHHE NakKyBaHHS
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1

6nicTepHi ynakoBku
B KapTOHHIi1 kopobui

20. BIHOKPUT® PO34mnH ANS iH'EKUi, CaHpo3 AscTpis BignosiganbHuii 3a | HimeuunH BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - 3MiHn 3a UA/12383/01/02
16,8 mkr/mn; no 0,5 v6X BMPOGHMLTBO, a/ 3 AKocTi. FoToBMIA Nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa peyenmom
M (1000 MO) a6o nakyBaHHs, ABCTpIst iMnopTepa/3miHu, L0 CTOCYOTLCS BUMYCKY Cepii Ta KOHTPO/I0
no 1 mn (2000 MO) KOHTPO/b cepii: AKOCTI rOTOBOrO NikapcbKoro 3acoby (3amiHa abo AoAaBaHHA
PO3UMHY ANS iH'EKLN A [i Ti Bionorika BMPOGHMKa, LU0 BiANoBiAae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
B nonepeaHbo M6X, HimeyunHa,; BK/1HOYA0UN KOHTPO/IL/BUMNPOBYBaHHSA cepii - 3amiHa BUPOOHMKa,
3arnoBHeHOMY, BiANOBIgaIbHNI 3a BignoBigasbHoro 3a Bunyck cepii CaHpo3s Mv6X - BIM KyHanb, Ha
rpagyioBaHoMy BMNYCK Cepil: CaHpo3 'm6X - BIN Wadhtenay; 3miHum | Tny - AgMiHiCTpaTuBHI
wnpwi, CaHpo3 'm6X - 3MiHW. BunyyeHHs BUPOOHUYOT AiNbHULI (BKIOYAKOUN AiNbHULI ANS
OCHalleHoMy BN WadhteHay, A®I, NpoOMiXXHOTrO NPoAyKTy abo roTOBOrO JIikapCbKoro 3acoby,
nopLuHem, ABcTpist AiNbHULI N8 NpoBeAeHHS NakyBaHHS, BUPOOHNKa,
iH’eKUiiHOO rosKoH, BiANOBiAaILHOIO 3a BUMNYCK Cepiii, MicLLe NPOBEAEHHS KOHTPOJIH
KOBMa4koM Ta cepii) abo nocTavyasibHMKa BUXIAHOTO MaTepiany, peareHTy abo
3aXMCHUM [OMOMKHOT PEYOBMHM (SKLLO 3a3HAYEHO Y [AOCHE) - BUNYYEHHS
NPUCTPOEM AN1s BMpo6Huka ' MpeHuax MpoaakwH3 M'M6X, BignosigansHoro 3a
3anobiraHHs BTOPVHHE NakKyBaHHsA
MOLUKOZKEHHIO

rofikoto nicns
3acTocyBaHHs, abo
6e3 Hboro; no 3
LUNPYLA Y KOHTYPHIiA
6nicTepHil ynakoBLy;
N0 2 KOHTYpHI
6nicTepHi ynakoBku
Y KapTOHHii1 kopobui

21. BIHOKPUT® PO3YMH ANS iH'EKi, CaHpo3 ABCTpIf BignoBiaanbHuii 3a | HimeuunH BHECEHHS 3MiH [JO peecTpavjiiiHux maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/12383/01/03
336 mkr/mn; no 0,5 6X BUPOGHMLTBO, a/ 3 IKOCTi. FoTOBWMIA Nikapcbkuid 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa peuyenmom
M (20000 MO) a6o nakyBaHHs, ABCTpis iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY Cepii Ta KOHTPO/IHO
no 0,75 mn (30000 KOHTPO/b Cepil: SIKOCTi FOTOBOrO NikapCbKoro 3acoby (3amiHa abo AoAaBaHHSA
MO), a6o no 1 mn Ain [i Ti Bionorika BMpOOHUKa, LLLO BiANOBIAaE 3a BBE3eHHS Ta/abo BuNyck cepii) - He
(40000 M6X, HimeuunHa; BK/10YAI0UM KOHTPO/b/BMNPOGYBaHHSA cepii - 3aMiHa BUPOGHYKa,

MO) po3uuHy ans BigNoBiAabHWiA 3a BiAgnoBigasbHoro 3a Bunyck cepii CaHpo3 Mv6X - BIM KyHanb, Ha
iH'eKUili B BUNYCK cepil: CaHpo3 'm6X - BIN WadTeHay; 3miHu | Tuny - AgmiHicTpaTuBHI
nonepegHL0 CaHpo3 M'm6X - 3MiHW. BunyueHHs BUPOOHUYOI AinbHULI (BKOYAOUN AiNbHULI 418
3anoBHEHOMY, BN WadyteHay, A®I, npomi>XHOro NPOAYKTYy abo roToBOro fikapcbKoro 3acoby,
rpasyiosaHomy AscTpist AiNbHULI ANA NPOoBEAEHHSA NakyBaHHS, BUPOBHNIKa,
wnpwmi, BiANOBIAabHOrO 3a BMMNYCK CEPiid, MiCLie NPOBEAEHHSA KOHTPOII0
ocHalleHoMy cepii) abo noctayanbHUKa BUXIAHOTO MaTepiany, peareHTy abo
nopLuHem, [0MNOMDKHOT PEYOBUHM (SKLLLO 3a3HAYEHO Y [JOCbE) - BUNYYEHHS
iH'€KLiiHOIO TO/IKOLO, BMpo6HuKa M MpeHuax MpoaakwHs MM6X, BignosigansHOro 3a
KOBMaykoM Ta BTOPWHHE MaKyBaHHSA

3aXUCHUM

NPUCTPOEM A5
3anobiraHHs
MOLUKOIKEHHIO
rofIKoto nicns
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Ne Hassa 3asasHUK
n/n JliKapcbKo20

3acoby

Ymosu
BionyckKy

®dopma surnycKy KpaiHa Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Homep

peecmpayiliHo2o
nocsioYeHHs

3acTocyBaHHs, abo
6e3 Hboro; no 1 a6o
no 3 nonepesHbLO
3aMoBHEHUX LUNpULA
Y KOHTYpHIlA
6nicTepHIl ynakoBLi;
no 1 (1 wnpuyy
KOXHIlA) abo no 2 (3
LUINPYLA Y KOXHIi)
KOHTYpHIi 6/iicTepHi
yNakoBK/ B
KapPTOHHI Kopobuji

22. BIHOKPUT® HimeuumnH

a/ ABcTpist

PO34MH ANS iH'EKUi, UA/12383/01/01
84 wmkr/mn; no 0,8
mn (8000 MO) a6o 1
M (10000 MO)
PO34MHY ANS iH'EKLi
B nonepegHbL0

CaHpo3
6X

ABcTpist BiANoBiAa/IbHWIA 3a
BUPOGHMLTBO,
nakyBaHHSl,
KOHTpOsb cepii: Al
i Ti bionorika
'm6X, HimeyunHa;

BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a
3MiHW | TUNY - 3MiHW B IHCTPYKLT 47151 MEAUYHOTO 3aCTOCYBaHHS B peyenmom
po3ainu "Oco6mBOCTI 3acTocyBaHHS" Ta "TMob6iuvHi peakuii” y
BIANOBIAHOCTI O MaTepiasliB peecTpayiiiHoro A0Cbe

3arnoBHEHOMY, BigNoBiAa/IbHWIA 3a
rpagyioBaHoMy BUNYCK cepil:
wnpui, CaHpo3 M'moX -
ocHallleHoMy BN WaditeHay,
nopLUHem, ABCTpis

iH’EKUIIHOIO FO/KOH,
KOBMa4ykoMm Ta
3aXMCHUM
NpUCTPoEM AN1A
3anobiraHHa
MOLUKOZKEHHIO
rONKOI0 nicns
3aCTOCyBaHHs, abo
6e3 Hboro; no 1
LUNPULLY Y KOHTYPHIl
6nicTepHili ynakoBL;
no 1 KOHTYpHIiA
6nicTepHili ynakoBLi
Y KapTOHHIli KOpoo6Li;
no 0,4 mn (4000
MO), a6o 0,6 mn
(6000 MO), abo no
0,8 mn (8000 MO),
a6o 1 mn (10000
MO) po3uuHy ans
iH'ekuil, B
nonepesHLo
3anoBHEHOMY,
rpagyioBaHoMy
wnpwi,
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
OCHallleHoMY
NopLUHEM,

iH'EKLjAHOIO TONKOIO,
KOBMaykoMm Ta
3aXUCHUM
NpUCTPOEM AN1A
3anobiraHHs
MOLUKOZKEHHIO
ro/IKO0 nicns
3aCTOCyBaHHs, abo
6e3 Hboro; no 3
LUNPYLA Y KOHTYPHIiA
6niCTepHIli ynakoBL;
N0 2 KOHTYpPHi
6nicTepHi ynakoBku
B KQPTOHHIA Kopobui

23. BIHOKPUT® PO3YMH ANS iH'EKLiA, CaHpo3 ABCTpist BignoBiganbHUii 3a | HimeuuunH BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/12383/01/02
16,8 mkr/mn; no 0,5 6X BVMPOGHMLTBO, al AscTpis 3MiHM | TURY - 3MiHW B IHCTPYKUIT A/19 MEANYHOTO 3aCTOCYBaHHSA B peyenmom
M (1000 MO) a6bo nakyBaHHs, po3ginu "OcobnmBocTi 3acTocyBaHHA" Ta "lNo6GiyHI peakuii” y
no 1 mn (2000 MO) KOHTpOsb cepii: Al BIZANOBIAHOCTI 1O MaTepiasliB peecTpaviiiHoro focbe
PO34MHY A5 iH'EKLi [i Ti Bionorika
B nonepegHs0 M6X, HimeyunHa;
3arnoBHEHOMY, BiANOBigabHUIA 3a
rpagyvioBaHoMy BMNYCK Cepil:
wnpui, CaHpo3 'M6X -

OCHallleHoMy BN WadhteHay,
nopLUHem, AscTpis

iH'€KLiAHOIO TO/IKOIO,
KOBMNaykoMm Ta
3aXMCHUM
NpUCTPOEM A/1A
3anobiraHHs
MOLUKOZKEHHIO
roJIKoto nicns
3aCcTOCyBaHHs, abo
6e3 Hboro; no 3
LinpuLa y KOHTYPHii
6nicTepHili ynakoBLj;
N0 2 KOHTYpHI
6nicTepHi ynakoBku
Y KapTOHHIil kopobui

24. | BIHOKPUT® PO34MH ANS iH'EKi, CaHpo3 AscTpis BignosiganbHuii 3a | HimeuuunH BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/12383/01/03
336 mkr/mn; no 0,5 6X BMPOGHMLTBO, a/ ABcTpist 3MiHU | TUNY - 3MiHX B IHCTPYKLT AN1A MeAUYHOro 3aCTOCyBaHHA B peyenmom
M (20000 MO) a6o nakyBaHHs, po3ainu "Oco6mBOCTi 3acTocyBaHHS" Ta "TMo6ivHi peakuii” y
no 0,75 mn (30000 KOHTPONb cepii: Ali BIAMOBIAHOCTI 40 MaTepiasliB peecTpauiiHoro 4OCbe
MO), a6o no 1 mn [i Ti Bionorika
(40000 MO) v6X, HimeyunHa,;

PO34MHY ANS iH'EKLii BiANOBIgaIbHUI 3a
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

B nonepeaHL0
3anoBHEHOMY,
rpasyiioaHomy
wnpuui,
OCHalLLleHOMY
NopLUHEM,
iH'E€KLiAHOIO TOJIKOLO,
KOBMNaykoMm Ta
3aXMCHUM
NPUCTPOEM A/1A
3anobiraHHs
MOLUKOZKEHHIO
TrOJIKOH0 nicns
3acToCcyBaHHs, abo
6e3 Hboro; no 1 abo
no 3 nonepeaHLo
3anoBHeHWX Wwnpuua
Y KOHTYpHilA
6niCTepHIli ynakoBL;
no 1 (1 wnpuyy
KOXHin) abo no 2 (3
Lnpuua y KOXHii)
KOHTYpHIi 6nicTepHi
yNakoBKU B
KapPTOHHI Kopobui

BMNYCK Cepil:
CaHpo3 'm6X -
BN Wadtenay,

ABcTpist

25.

BIHOKPUT®

PO3YMH ANS iH'EKLiA,
84 mxr/mn; no 0,8
M (8000 MO) a6o 1
mn (10000 MO)
PO3UMHY ANS iH'EKL
B nonepeaHLo
3anoBHEHOMY,
rpagyvioBaHoMy
wnpui,
OCHalLLleHOMY
NopLUHEM,
iH'€KLiAHOIO TO/IKOIO,
KOBMNaykoMm Ta
3aXMCHUM
NpUCTPOEM A/1A
3anobiraHHs
MOLUKOZKEHHIO
roNKOHo nicns
3aCTOCyBaHHs, abo
6e3 Hboro; no 1
LUNPULY Y KOHTYPHIl
6nicTepHili ynakoBLj;
no 1 KOHTYpHIW

CaHpo3
6X

ABCTpis

BiANOBIgabHUIA 3a
BVMPOGHMLTBO,
nakyBaHHS,
KOHTpOsb cepii: Al
[i Ti Bionorika
m6X, HimeuunHa,;
BiANOBigabHUIA 3a
BMNYCK Cepil:
CaHpo3 'M6X -
BN WadhteHay,
AscTpis

HimeyunH
al AscTpis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TUny - 3MiHa y MeTofax BunpobyBaHHS roToBoro
nikapcbKoro 3acoby - 3MiHa B MeToAuL,j igeHTudikauii 13ochopmy
(kaninsipHWii enekTpodhopes), 30KpeMa A1 PO3LiINIEHHS
3acTocoByBaBscs kaninap 50 MkM, @ NponoHyeTbCA Kaninap 75 MK,
OCKi/IbKU BiH NoKa3ye MeHLy BapiabenbHIiCTb Bif cepii fo cepii, a
TaKO0X OCKi/IbK/ BiH BXE 3aCTOCOBYETHLCA Y BiANOBIAHIA MeTOoAML
ans A®l; 3miHun | Tuny - 3MiHKM B NpoLeci BUpo6HuuTea AdI - 3miHa
06° €My Ky/IbTypu Mif Yac NpUroTyBaHHS iHOKyNaTy B SC4; 3MiHu |
TMNYy - 3MiHW B npoveci BUpo6Huutea A®| (He3HavyHa 3MiHa y
npoueci BupobHuuTea A®I) - hinbTpauis Bpoxaro; 3miHu | Tuny -
3MiHU B Npoueci BUpo6HMLTBA AD| - NPONOHYETLCA BUKOPUCTAHHS
anbTepHaTUBHUX OAHOPA30BMX NAKETIB A4/151 NPOMIXXHUX NPOAYKTIB,
NOXWBHOTO cepefoBuLla i po3uunHis/ 6ydepis, aki
BUKOPVCTOBYIOTbCS B NPOLIECi BUPOOHULTBA, B TOMY UYWCAi ANSA TUX,
AKi goci 36epirasinck NiMwe B EMHOCTAX 3 HepxXasitoyoi ctani. JaHa
3MiHa He BNMBAE Ha NapameTpy NPoLecy i KOHTPOIb B NPOLECi
BMPOBHMLITBA. TEXHOMOrISA BUKOPUCTaHHA OAHOPA30BMX NaKeTiB
BXe BiAgnpavuboBaHa A5 BUpobHMUTBA AitoHoi pevoBuHn HX 575
DS ans npomikHUX NPOAYKTIB, MOXWBHOMO CEpefoBuLLa i 04HOrO 3
PO34uHIB; 3MiHM | TMNY - 3MiHa y MeTodax BUNpobyBaHHsa Ad| abo
BUXIAHOIO MaTepiasly/NnpoMiXXHOro NPoAyKTy/peareHTy, LWo
BMKOPWCTOBYETbLCA y NpoLieci BUpobHuuTBa A®| - 3MiHa B MeToaMUi

3a
peyenmom

UA/12383/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

6nicTepHili ynakoBLj
Y KapTOHHIil kopobL;
no 0,4 mn (4000
MO), a6o 0,6 mn
(6000 MO), a6o no
0,8 mn (8000 MO),
a6o 1 mn (10000
MO) po3uuHy ans
iH'eKLi, B
nonepegHLo
3anoBHEHOMY,
rpasyiiosaHomy
wnpuui,
OCHalLLleHOMY
NopLUHEM,
iH'E€KLiAHOIO TOJIKOLO,
KOBMaykoMm Ta
3aXMCHUM
NPUCTPOEM A/1A
3anobiraHHa
MOLUKOZKEHHIO
roNKoHo nicns
3aCcToCyBaHHs, abo
6e3 Hboro; no 3
LInpuLa y KOHTYPHii
6niCTepHIli ynakoBLj;
N0 2 KOHTYpHI
6nicTepHi ynakoBku
B KapTOHHIi1 kopobui

BunpobyBaHHa A®I size exclusion chromatography (SEC) (3miHa
napameTpiB KOIOHKM, onTUMi3aLis npobonigroTosku, aganTauis
pyxomoi hasu i yacy xpomaTorpadyBaHHs, JONOBHEHHS KpUTEPIiB
npuaaTHoOCTi cuctemu); 3miHm Il Tuny - 3miHa y meTogax
BMNpo6yBaHHSA A®I abo BUXiAHOro MaTepiasly/npoMixXHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLECi BUPOGHULTBA
A®I - 3miHa B MeToAi BUNpobyBaHHsA Aitoyoi pevoBnHn Host Cell
Protein Enzyme Linked Immunosorbent Assay (HCP-ELISA)
(30Kpema BMKOpUCTOBYETLCS HOBWIM HCP cTaHaapT i HoBi anti-HCP
aHTiTiNa (3MiHa KiTMH-xassiHa 3 KO31 Ha KpPovKa)

26.

BIHOKPUT®

PO34mnH ANS iH'EKUi,
16,8 mkr/mn; no 0,5
M (1000 MO) a6o
no 1 mn (2000 MO)
PO3UMHY ANS iH'EKLi
B nonepeaHLo
3arnoBHEHOMY,
rpagyioBaHoMy
wnpwi,
oCHalleHoMY
nopLUHeM,
iH’eKUiiHOO ro/KoH,
KOBMaykoM Ta
3aXMCHUM
NpUCTPoEM AN1A
3anobiraHHs
MOLUKOZKEHHIO
rofikoto nicns
3acToCyBaHHs, abo

CaHpo3
m6X

AscTpis

BiANOBIgaIbHNI 3a
BMPOGHMLTBO,
nakyBaHHsl,
KOHTpOsb cepii: Al
Li Ti Bionorika
M6X, HimeuuunHa;
BiANOBIgaIbHNI 3a
BMNYCK Cepil:
CaHpo3 'm6X -
BN Wadteray,
ABcTpist

HimeyunH
a/ ABcTpisi

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianis:
3MiHK | TUNY - 3MiHa Y MeToAax BUNpobyBaHHSA roTOBOrO
nikapcbKoro 3acoby - 3miHa B meToauLi ineHTudikauii 13ogopmy
(kaninspHuin enekTpochopes), 30kpema 418 PO34iNEHHS
3acTOCOBYBaBCA Kaninsap 50 MKM, a NPONOHYETLCA Kaninap 75 MM,
OCKiNbKW BiH NOKa3ye MeHLy BapiabenbHicTb Big, cepii fo cepii, a
TaKOoX OCKI/IbK/ BiH BXeE 3aCTOCOBYETLCA Y BiANOBIAHI MeTOAML
ans A®l; 3miHum | TMny - 3MiHKM B npoueci BUpo6HMuTBa AdI - 3MiHa
06°EMY Ky/IbTypM Mif Yac NPUroTyBaHHs iHOKyNaTy B SC4; 3MiHu |
TMny - 3MiHW B npoueci BUpobHuytea A®Il (HesHayHa 3miHa y
npoueci BupobHuuTtea A®I) - hinbTpauis Bpoxato; 3miHu | Tuny -
3MiHU B Npoueci BUpo6HMLTBA AD| - NPONOHYETLCSA BUKOPUCTAHHS
anbTepHaTUBHNX OAHOPA30BUX MaKETIB A1 NPOMDKHUX NPOAYKTIB,
NOXWBHOTO cepefoBULLa i po3uuHis/ 6ydiepis, sk
BMKOPVCTOBYIOTbLCS B NPOLLECi BUPOGHULTBA, B TOMY YMCAi ANS TUX,
AKi foci 36epiranch NvLe B EMHOCTAX 3 HepxaBitouoi cTani. [JaHa
3MiHa He BM/IMBAE Ha NapameTpy NpoLecy i KOHTPOsIb B NPoLECi
BMPOGHMLTBA. TEXHONOTIS BUKOPUCTAHHA OAHOPA30BMX NaKeTiB
BXE BifnpalboBaHa /18 BUpo6HMLUTBA Ajitoyoi pevosuHn HX 575

3a
peyerimom

UA/12383/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
6e3 Hboro; no 3 DS pns npoMixXHUX NPOAYKTIB, NOXVBHOIO CEpeA0BMLLA | OAHOTO 3
LINpuLa Y KOHTYPHii PO34UHIB; 3MiHM | TMNY - 3MiHa Y MeTofax BUNpobyBaHHs AdD| abo
6nicTepHIl ynakoBLi; BMXifHOrO Matepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
N0 2 KOHTYpHI BMKOPWCTOBYETbLCA y NpoLLeci BUPo6HMLUTBa AD| - 3MiHa B MeToamLi
6niCTEpHI yNnakoBKu BunNpobysaHHs A®I size exclusion chromatography (SEC) (3miHa
Y KapTOHHii Kopobuj napameTpiB KOMIOHKKM, ONTUMI3aLis npobonigroToBku, agantauis
pyxomoi hasu i yacy xpomaTorpadpyBaHHs, JONOBHEHHS KpUTEPIiB
npuaatHocTi cuctemu); 3miHu Il Tuny - 3amiHa y Metogax
BMNpo6yBaHHA A®| abo BUXiAHOro maTepiasty/npoMiKHOro
npoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLieci BUPObHNLTBa
A®I - 3MiHa B MeToZi BUNpobyBaHHsA Aitoyoi pevosuHn Host Cell
Protein Enzyme Linked Immunosorbent Assay (HCP-ELISA)
(30kpema BrKopucToBY€ETbCA HOBMIA HCP cTaHaapT i Hosi anti-HCP
aHTiTiNa (3MiHa KIITUH-Xa3sHa 3 KO3W Ha KPosvKa)

27. | BIHOKPUT® PO34MH ANS iH'EKUi, CaHpo3 AscTpis BignosiganbHuii 3a | HimeuunH BHECEHHS 3MiH [0 peecTpaLiinHux maTtepianis: 3a UA/12383/01/03
336 mkr/mn; mo 0,5 m6X BMPOGHMLTBO, a/ ABcTpisi 3MiHM | TUMy - 3MiHa y MeToAax BUNpobyBaHHS roToBOro peyenmom
M (20000 MO) a6bo nakyBaHHs, nikapcbKoro 3acoby - 3miHa B meToauLi ineHTudikauii 13ogopmy
no 0,75 mn (30000 KOHTpOsb cepii: Al (kaninspHuin enekTpodopes), 30kpemMa A1 PO3LiNEHHS
MO), a6o no 1 mn Li Ti bBionorika 3acTocoByBaBcs Kaninsap 50 MKM, @ NponoHyeTbCA Kaninap 75 MK,

(40000 MO) M6X, HimeuunHa,; OCKiNbKW BiH NOKa3ye MeHLy BapiabenbHicTb Big, cepii fo cepii, a
PO3UMHY ANS iH'EKL BiANOBIgaIbHNI 3a TaKO0X OCKi/IbK/ BiH BXeE 3aCTOCOBYETLCA Y BiANOBIAHI MeTOAML
B nonepegHs0 BMNYCK Cepil: ans A®l; 3miHum | TMny - 3MiHKM B npoueci BUpo6HuuTBa AdI - 3MiHa
3arnoBHEHOMY, CaHpo3 'm6X - 06°EMY Ky/IbTypu Mif Yac NPUroTyBaHHs iHOKyNaTy B SC4; 3MiHu |
rpagyvioBaHoMy BN Wadteray, TMny - 3MiHW B npoueci BUpobHunytea APl (HesHayHa 3miHa y
wnpui, ABcTpist npoueci BupobHuuTBa A®I) - hinbTpauis Bpoxato; 3miHu | Tuny -
OCHalLLleHOMY 3MiHU B Npoueci BUpo6HMLTBA AD| - NPONOHYETLCSA BUKOPUCTAHHS
nopLUHem, anbTepHaTUBHNX OAHOPA30BUX MAKETIB /19 NPOMDKHUX NPOAYKTIB,
iH’EKUIAHOL0 rOKOH, NOXWBHOTO cepefoBULLa i po3uuHis/ 6ydiepis, Ak
KOBMNaykoMm Ta BMKOPVCTOBYIOTbLCS B NPOLLECi BUPOGHULTBA, B TOMY UYWCAi ANS TUX,
3aXUCHUM SKi AOCi 36epirasincb /IMWe B EMHOCTAX 3 HepXasitouoi cTani. JaHa
NpUCTPOEM A/1A 3MiHa He BM/IMBAE Ha NapameTpy NpoLecy i KOHTPOsIb B NPoLECi
3anobiraHHs BUPOGHMUTBA. TEXHOOriS BUKOPUCTAHHS O4HOPA30BMX NakeTiB
NOLUKOKEHHIO BXe BignpayboBaHa 415 BUpobHMUTBA AitoHoi pevoBuHM HX 575
roNKOHo nicns DS pns npoMixXHUX NPOAYKTIB, NOXWBHOIO CEpeA0BMLLA | OAHOTO 3
3acTocyBaHHs, abo PO34MHIB; 3MiHK | TUNY - 3MiHa y MeToAax BunpobysaHHsA APl abo
6e3 Hboro; no 1 abo BUXIAHOTO MaTepiasly/NnpoMiKHOrO NpoAyKTy/peareHTy, Lo
no 3 nonepeaHbLO BMKOPVCTOBYETLCA Y NpoLeci BUpobHuLTBa ADI - 3MiHa B MeToauL
3arnoBHEeHVX LWnpuua BunpobysaHHsa A®I size exclusion chromatography (SEC) (3miHa
Y KOHTYpHIli napameTpiB KOMIOHKKM, ONTUMI3aLis npo6onigroToBku, agantauis
6nicTepHili ynakoBL; pyxomMoi hasu i yacy xpomaTorpadpyBaHHs, JONOBHEHHS KpUTEpIiB
no 1 (1 wnpuyy npuaatHocTi cuctemu); 3miHu 1l Tuny - 3amiHa y Metogax
KOXHil1) abo no 2 (3 BMNpobyBaHHA A®I abo BUXigHOro martepiasy/npoMixHOro
LInpuLa y KOXHii) npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y MPOLECi BUPOGHULTBA
KOHTYPHI 6icTepHi A®I - 3miHa B MeTOAj BUNPOBYBaHHS Aito4oi pevoBrHu Host Cell
yrnaxkoBKu B Protein Enzyme Linked Immunosorbent Assay (HCP-ELISA)
KapTOHHI Kopo6Lyi (30kpema BrKopucTOBY€ETLCA HOBMIA HCP cTaHaapT i Hosi anti-HCP
aHTITiNa (3MiHa KIITUH-Xa3s1Ha 3 KO3W Ha KPosvKa)
28. BICAKOAUN NOPOLLIOK MpuBaTHe YkpaiHa Kamb6pekc ITanis BHECEHHS 3MiH 10 peecTpaliinHMx maTepiasis: 3MiHu | Tuny - - UA/12972/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
(cybeTaHuis) y aKujioHepH Mpodchapmako AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu
noAgiliHNx naketax 3 e MinaHo C.p.J1. 3asBHUKA (BNacHyKa peecTpauiiiHoro NocBig4eHHs!) - 3MiHa
nonieTuneny ans TOBapUCTB HaliMeHyBaHHS Ta afpecy 3asBHUKa
thapmaueBTUYHOro 0 “Nlekxim —
3aCTOCyBaHHA Xapkis”
29. BICONPONON - Tabnetku no 10 wr, AT Ykpaina AT "KMIBCbKIM YkpaiHa BHECEHHS 3MiH 40 peecTpavyiiHux martepianis: 3a UA/8672/01/02
KB no 10 TabneTtok y "KMIBCbK BITAMIHHWIA 3MiHM | TRy - 3MiHa po3Mipy cepii (BK/Yakoum gianasoH po3Mipy peyenmom
6nictepi; no 3 717 3ABOA" cepil) roToBOro nikapcoLKoro 3acoby (36inbLieHHs go 10 pasis
6nictepn y nauui BITAMIHH NOPIBHSHO i3 3aTBEPAYKEHMM PO3MIPOM) - BBEAEHHS AOAATKOBOrO
un po3mipy cepii 30 000 ynakoBOK [0 BXe 3aTBEPAKEHOr0 po3mipy
3ABOA" cepii 15 000 ynakoBoK
30. BIPPEH® kancysm no 250 mr TOB Ykpaina TOB "dapma YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis: 6e3 UA/12087/01/01
no 10 kancyny "papma Crapt" 3MiHM | TURY - 3MiHa y napameTpax cneuudikauin Ta/abo peuyenma
6nictepi; no 1 a6o Crapt" O0NyCTUMMX MEX, BU3HAYEHNUX Y crneundikauisax Ha Adl, abo
no 2 6nictepu B BVXiAHWA/NPOMDKHUIA NpOAYyKT/peareHT, Lo BUKOPUCTOBYOTLCS Y
KapTOHHIN nayui npoueci BupobHuutea A®I - BUnydeHHs 3i cneumdikadii Ad|
nokasHuka «PO34MHHICTb» OCKifIbkM BIAMNOBIAHO BUMoram Y
AaHnii NOKa3HVK Mae pekoMeHA0BaHW xapakTep; 3MiHu | Tuny -
3MiHa y napameTpax crneumdikaiii Ta/abo onyCTUMUX MeX,
BM3HauYeHux y cneyudikauisx Ha A®| - 4onoBHEHHS cneundikauii
BXiiHOro KoHTposto APl cheHibyTy BupobHuLTBa TOB «Dapmxim»,
YkpaiHa: «Temnepartypa nnasfieHHs», «[1po30picTb PO3UKHY>»,
«KonbopoBICTb Po3UnHY», «3anizo» Ta «CynbarHa 3ona» 3 —
KOHTPONb (Pi3NKO-XiMIYHNX NOKA3HUKIB SKOCTi NPOBOAUTLCS B
pexuMi MOHITOPUHTY, ane He pigwe 1 pa3y Ha pik. B iHWNX
BUMajKax pe3ynbTaTyi KOHTPO/IO NepeHOCATLES i3 cepTudikaty
AKOCTi BUpo6HMKa AP| B AHaniTuyHwWii 3BiT TOB «®Papma CtapTt»
31. BNoripP-3 Tabnetku, Wo Benyno, Xopsaris Benyno, nikn Ta Xopsaris/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/15359/01/01
[AMUCnepryoTbes B nikn Ta KocMmeTuKa, A.4., Ipeuis 3MiHM | TUNYy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
POTOBI MOPOXHWHI, KOCMETUKa, Xopsaris hapmakoHarnsigy. BeegeHHs abo 3miHM 40 y3araslbHEHUX AaHUX
no 5 mr no 10 a.a. (BTOPUHHE npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
Tabnetok y 6nictepi; nakyBaHHs, npo cuctemy chapmakoHarnsay, 3MiHa yrnoBHOBaXeHOT ocobu,
no 1 a6o no 3 Bi4NOBiAa/IbHWIA 32 BiANOBIAA/IbHOT 32 34iCHEHHSA (hapmakoHarisay; KOHTakTHOT
6nictepn y BMNYyCK cepil); 0co6u 3 chapmakoHarnsay 3asaBHVKa 41 34iIACHEHHS
KapTOHHI navui Ixenecbapm CA, hapmakoHarnsagy B YKpaiHi, SKWo BOHa BifMiHHA Bif,
Ipeuist (BUPOBHUK YMOBHOBaXXEHOT 0CO6MU, BifgNoOBigaIbHOI 3a 34iiCHEHHS
roToBOro thapmakoHarnagy (BKIovakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
nikapcbKoro pO3MiLLEeHHI MacTep-thaiina cucteMu hapmakoHarnsgy) - 3miHa
3acoby, nepBuHHe KOHTaKTHOT 0CO6U 3 dhapMakoHarnsay 3asiBHUKa 415 34iINCHEeHHS
nakyBaHHs) hapmakoHarnsagy B YkpaiHi. MponoHoBaHa pefakuis: Iuyk
Hatanka MNeTpiBHa. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu 3
hapMakoHarnsay 3asBHUKa Ans 34iCHEeHHs hapmakoHarisgy B
YKpaiHi
32. | BPOMOKPUNTU Tabnetkv no 2,5 mr BAT YropuwuHa BAT "T'epeoH YropumHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/3209/01/01
H-PIXTEP no 30 TabneTtok y "lepeoH PixTep" 3MiHM | TRy - 3MiHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom
thnakoHi, no 1 PixTep" thapmakoHarnagy. BeefeHHs abo 3MiHM [0 y3arasibHEHNX faHUX
hnakoHy B npo cuctemy thapmakoHarnsgy (BBeAeHHS y3arasibHeHUX AaHuX
KapPTOHHII ynakoBLi npo cucteMy dhapmakoHarnsay, 3MiHa ynoBHOBaXKEHOT 0cobu,
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
BiANOBIAA/bHOI 3a 34iiCHEHHA hapMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVKa A5 34iIACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BifMiHHA Bif,
YMOBHOB&XEHOT 0Co6U, BiANOBIAaNbHOI 3a 34iICHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu y
PO3MilLEHHI MacTep-thaiina cucteMun papmakoHarnsgy) - 3MiHa
YMOBHOB&XEHOT 0Co6U, BiANOBIAaNLHOI 3a 34iICHEHHS
thapmakoHarnagy. NponoHoBaHa peakuis: Attila Olah. 3miHa
KOHTaKTHUX JaHWX YyNOBHOBaXKEHOI 0coby, BiANOBIAaIbHOI 3a
3fiicHeHHs1 chapmakoHarasagy
33. BPOHXOCTOMN® nactuikv no 59,5 Keizga ABCTpis Bongep HimeyuunH BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/9915/01/01
MNACTUNIKU Mmr; no 10 nacTunok Papma Ap3HeimiTTen a/ ABcTpist 3MiHK | TUNY - 3MiHK Wo[0 6e3nekn/edheKTUBHOCTI Ta peyenma
y 6nicTtepi; no 2 M6X v6X & Ko.KT, thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHVX faHUx
6nictepu y HimeyuunHa npo cuctemy dhapmakoHarnsgy (BBe4eHHs y3arasibHeHUX JaHnX
KapTOHHI Kopo6Lyi (BUpOGHMLTBO, npo cuctemy apmakoHarnsgy, 3MiHa ynoBHOBaXXeHO! 0cobu,
KOHTPO/Ib AKOCTI, BiANOBIAANLHOI 32 34iiCHEHHA (hapMakoHarnsay; KOHTakTHOT
nepBuHHe Ta 0co6u 3 thapmakoHarnagy 3asBHVKa NS 34iNCHEHHS
BTOPVHHE hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
nakyBaHHs); YMOBHOBaXEHOT 0co6bu, BiANoBiAaNbHOI 3a 34iCHEHHS
Ksizga ®apma thapmakoHarnsgy (Bknoyaroum KOHTakTHI AaHi) Ta/abo 3MiHW y
'M6X, ABCTpis pO3MiLLeHHI MacTep-ghaiina cuctemun hapmakoHarnsgy) - 3miHa
(Bunyck cepiit) KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asBHVKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi. MponoHoBaHa pefakuis: PorMHcbka
OneHa MaBniBHa. 3MiHa KOHTAKTHUX AaHWX KOHTaKTHOI 0co6u 3
thapmakoHarnagy 3asiBHUKa A5 34iCHEHHA hapMmakoHarnsgy B
YKpaiHi
34. | BYTAAIOH masb, 0,05 r/1 1 no BAT YropLumHa BAT "T'efeoH YropumHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/6864/01/01
20 rB TY6i 3 "l'epeoH PixTep" 3MiHM | TRy - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenma
nonieTuaeHoBUM PixTep" thapmakoHarnsgy. BeefeHHa abo 3miHW 40 y3araslbHEHUX AaHUX
KOBMA4KoM, SKuUi npo cuctemy chapmakoHarnsgy (BBeAeHHS y3arasibHEHUX AaHnX
mae nepdpopauinHnii npo cucTemy papmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT ocoou,
HaKoHeyHuK; no 1 BiANOBIAANLHOI 32 34iiCHEHHSA (hapMakoHarnsay; KOHTakTHOT
Ty6i B KQPTOHHIl 0cob6u 3 chapmakoHarnsgy 3asaBHVKa 415 34iACHEHHS
Kopoo6Li thapmakoHarnagy B YKpaiHi, AKLLO0 BOHa BigMiHHA Bif,
YMOBHOBaXXEHOT 0CO6U, BiANOBIAaLHOI 32 34iiCHEHHS
hapmakoHarnsay (Bkn4aroum KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-thaiina cucteMu papmakoHarnsgy) - 3MiHa
YNOBHOBaXXEHOT 0CO6U, BiANOBIAALHOI 3a 34iiCHEHHS
thapmakoHarnagy. NponoHoBaHa pegakuis: Attila Olah. 3miHa
KOHTaKTHUX JaHWX YyNMOBHOBaXKEHOI 0co6y, BiANOBIAALHOI 3a
3[jiCHEHHs1 hapMakoHarisay
35. BAJNIEPIAHA TabneTkn, BKPUTI NAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 UA/0265/02/01
DOPTE nniBKOBOKO "Tanuudpap "Knismegnpenapa 3MiHM | TUMy - 3MiHK BUNPObyBaHb abo AONYCTUMKX MEX Y MPOLEC peyenma
060n0HKot0, No 40 M" T BMPOGHMLTBA ADI, LLO BCTAHOBEHI Y crieLmdikayisx - 3MiHU
mr no 10 TabneTok y napameTpiB cneundikayii A®| y npoueci BupobHmuTBa
6nicTepi, no 5
6nicTepis y nayui
36. BAJICAPTAH- TabNeTKN, BKPUTI BAT YropwmHa KOHTPO/Ib SIKOCTI, Monba/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/10836/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
PIXTEP NNiBKOBOKO "l'epeoH [03BIi/T Ha BUMYCK YropuHa 3MiHM | TRy - 3MiHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom
060/10HKO0, M0 40 PixTep" cepi; thapmakoHarnagy. BeeeHHs abo 3MiHM [0 y3arasibHEHNX faHUX
mr no 10 Tabnetok y BMPOGHMLITBO npo cuctemy thapmakoHarnsgy (BBeAeHHS y3arasibHeHUX AaHuX
6nicTepi, no 3 Hepo3dacoBaHoro npo cuctemy apmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT 0cobu,
6nictepu B NpoAYyKTY, BiANOBIAANLHOI 32 34iiCHEHHA (hapMakoHarnsay; KOHTakTHoT
KapTOHHI ynakoBL,i nepsBuHHa 0co6u 3 chapmakoHarnaay 3asBHVKa Ans 34iNCHEHHS
yMakoBKa, hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
BTOpPUHHA YMOBHOBaXEHOT 0cO6U, BiANOBIAaNLHOI 3a 34iiCHEHHS
ynakoska: TOB thapmakoHarnagy (BKIo4valoum KOHTaKTHi AaHi) Ta/abo 3MiHu y
"l'epeoH PixTep po3MilLeHHI MacTep-dhaiina cucteMu papmakoHarnsagy) - 3miHa
MonbLa”, YMOBHOBaXEHOT 0c0o6U, BiANOBIAaNLHOI 3a 34iiCHEHHS
MonbLa; Bunyck thapmakoHarnagy. MNponoHoBaHa pefakuis: Attila Olah. 3miHa
cepii: BAT KOHTaKTHUX JaHuX yNOBHOBaXEHOI 0co6y, BiANOBIAaIbHOI 3a
"l'epeoH Pixtep", 3[jiCHEeHHS1 hapMakoHarnsay
YropuuHa
37. | BA/ICAPTAH- TabneTkun, BKpUTI BAT YropwuHa KOHTPO/Ib AKOCTI, Monbwa/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/10836/01/02
PIXTEP nniBKOBOKO "l'epeoH [,03BiN Ha BMNYyCK YropwmHa 3MiHK | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom
o060n0oHkoto, no 80 PixTep" cepii; hapmakoHarnagy. BeegeHHs abo 3mMiHu [0 y3aranbHEHVX faHnX
Mr no 10 Tabnetok y BUPOGHMLITBO npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
6nictepi, no 3 Hepo3gacoBaHoro npo cuctemy hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOT ocobu,
6nictepu B NPOAYKTY, BiANOBIAA/ILHOI 3@ 34iiCHEHHA hapmakoHarnsay; KOHTakTHOT
KapTOHHI ynakoBLi nepBUHHA 0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
yrnakoBkKa, hapmakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHA Bif,
BTOPVHHA yMOBHOBaXEHOT 0CO6U, BigNOBIAaIbHOI 3a 34iCHEHHSA
ynakoska: TOB thapmakoHarnagy (BKIoyakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
"l'epeoH Pixtep pO3MilLEeHHI MacTep-thaiina cucteMu papmakoHarnsgy) - 3MiHa
Monbwa”, YMOBHOBaXeHOT 0cO6U, BigNOBIAaIbHOI 3a 34iCHEHHSA
MonbLya; BMNycK thapmakoHarnsgy. MNponoHoBaHa pefakuis: Attila Olah. 3miHa
cepii: BAT KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0co6u, BiANOBigaNbHOI 3a
"lepeoH PixTep", 3[jiCHeHHs hapmakoHarnagy
YropwmHa
38. BAJICAPTAH- TabneTku, BKpUTI BAT YroplmHa KOHTPO/b AKOCTI, Monbwa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/10836/01/03
PIXTEP nNiBKOBOKO "TefeoH [,03BiN Ha BMNYCK YropLmHa 3MiHK | TURy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyernmom
o6onoHkoto, no 160 PixTep" cepi; thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHeHVX AaHUx
Mr no 10 TabneTok y BMPOGHMLITBO npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
6nictepi, no 3 Hepo3g)acoBaHOro npo cuctemy chapmakoHarnsay, 3aMiHa yrnoBHOBaXeHOT 0coou,
6nictepu B NpPOAYKTY, BiANOBIAANLHOI 32 34iiCHEHHSA (hapMakoHarnsay; KOHTakTHOT
KapTOHHI ynakoBLi nepBrHHa 0co6u 3 chapmakoHarnsay 3asaBHVKa A1 34iIACHEHHS
yrnakoBKa, hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BigMiHHA Bif,
BTOPUHHA yMOBHOBaXEHOT 0cobu, BiANOBiAaNbHOI 3a 34iiCHEHHS
ynakoska: TOB thapmakoHarnsay (Bknoyaroum KOHTaKTHI AaHi) Ta/abo 3MiHW y
"T'epeoH Pixtep po3MilLeHHI MacTep-haiina cuctemu hapmakoHarnsgy) - 3miHa
Monbwa”, YMOBHOBaXEHOT 0co6u, BiANOBiAaNbHOI 3a 34iiCHEHHS
MonbLa; Bunyck thapmakoHarnagy. NponoHoBaHa peakuis: Attila Olah. 3miHa
cepii: BAT KOHTaKTHUX JaHWX yNOBHOBaXKEHOI 0cobw, BiANOBIAaIbHOI 3a
"l'epeoH Pixtep", 3[jiCHEeHHs1 hapMakoHarnsgy
YropLimHa
39. BA/IbCAKOP® H | TabneTku, BKpUTI KPKA, a.4., CnoBeHisi BionosidasibHul CnoBeHis BHECEHHS 3MiH 0 peecTpauiiHuX maTtepiasiB: 3miHu | Tuny - 3MiHn 3a UA/9451/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
320 nAiBKOBOIO Hoso 3a BUPOBHUYMBO 3 AKocTi. [oToBWIA Nnikapcbknii 3aci6. CTabinbHICTb. 3MiHa y peyenmom
060/10HKO0, No 320 MecTo "in bulk", TepMiHax npugaTHoOCTi abo ymoBax 36epiraHHs roToBOro
mr/12,5 mr, no 10 nepsuHHe ma NiKapcbKoro 3acoby (36i/1bLUEHHSI TEPMiHY NPUAATHOCTI TOTOBOrO
Tabnetok y 6nictepi, BMOPUHHE nikapcbKoro 3acoby) - [115 Topro.oi ynakoBky (NigTBEPMAKYETLCA
no 3 a6o 6 6nictepis rnakyBsaHHsl, LaHUMW peasibHOro Yacy) - 36i/bLLEeHHs] TEPMiHY NpUAATHOCTI
Y KapTOHHii1 kopobu; KOHMpOs/ib ma roTOBOro NikapcbKoro 3acoby. 3aTrBepaKeHo: TepMiH NpuaaTHoCTI -
no 14 TabneTtok y BUMYCK cepil: 3 poku; 3anponoHoBaHo: TepMiH npuaaTtHocTi - 5 pokiB. BBegeHHs
6nicTepi, no 1, 2 abo KPKA, a.4., Hoso 3MiH NPOTArom 6-Tu MiCALIB MiCNA 3aTBEPKEHHS; 3MiHM | TUNy -
4 6nictepu B mecTo, CrnoBeHis; 3MiHuM 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3MiHW Y BUPOGHULITBI.
KapTOHHiI kopobuy; BionosidasibHuli 3MiHM y NpoLieci BUPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby,
no 15 Tabnetok y 3a KOHMPOo/ib BK/THOHAK0UN MPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHCA NPK
6nicTepi, no 2 abo 4 cepii: BMPOGHULITBI FOTOBOTO NiKAPCbKOro 3acoby (iHLWi 3MiHN) - 3MiHa
6nictepu B KPKA, a.4., HoBo yacy 36epiraHHa HamiBMPOAYKTIB rPaHy ATy, CyMilli A1 MOKPUTTS,
KapTOHHI KopooLyi mMecTo, CnoBeHis aapa TabneTok, TabieTok, BKPUTUX NNIBKOBOK 060/10HKOLO; 3MiHM |
TMnYy - 3MiHK 3 IKOCTi. TOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iIMnopTepa/3MiHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOJIO AKOCTi FOTOBOrO NliKapcbKoro 3acoby (3amiHa abo
[0AaBaHHA AiNbHUL, Ha AKIA 34IACHI0ETLCS
KOHTPO/b/BMNPOGYBaHHSA cepil) - BBEAEHHS AOAATKOBOI Ai/TbHUL
[N KOHTPOIO cepii Ta 3a3Ha4yeHHs (OYHKLi BXe 3aTBepAKeHOro
BMPOGHMKA, LLLO BiNOBIAAE 3a BUNYCK Cepiii
40. | BAJIbCAKOP® TabneTkun, BKpUTI KPKA, o.4., CnoBeHis BionosidasbHuli CnoBeHis BHECEHHS 3MiH [0 peecTpavyjiiiHux maTepiasiB: 3MiHu | Tuny - 3MiHn 3a UA/9450/01/03
HD 320 nNiBKOBOKO HoBo 3a BUPOBHUYMBO 3 KocCTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHU Y peuyenmom
060n0Hkoto, no 320 MecTo "in bulk", npoveci BUPO6HMLITBA FOTOBOTO NiKapCbKOro 3acoby, BK/IYakum
Mr/25 mr no 10 rnepsuHHe ma NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHMLTBI
Tabnetok y 6nictepi, BMOPUHHE roTOBOrO NikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHa Yacy 36epiraHHs
no 3 abo 6 6nictepis rnakyBsaHHs, HaniBNpPoAyKTIB rpaHyNsaTy, CyMili A8 NOKpUTTSA, sapa TabneTok,
Y KapTOHHIli KOpoo6Li; KOHMPO/ib ma Tabn1eToK, BKPUTUX MIBKOBOK 060MOHKOI; 3MiHM | TNy - 3MiHK 3
no 14 tTabnetok y BUIYCK cepil: AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHMLTBI. 3MiHa
6nicTepi, no 1, 2 abo KPKA, a.4., Hoso iMnopTepa/3aMiHu, L0 CTOCYIOTLCSA BUNYCKY Cepii Ta KOHTPO/I0
4 6nictepu B mecTo, CroBeHis; SIKOCTi FOTOBOrO NikapCbKoro 3acoby (3amiHa abo JoAaBaHHSA
KapTOHHI kopobuy; BionosidanbHul [iNbHULI, Ha Kl 3AiACHIOETLCSt KOHTPOIL/BUNPOGYBaHHS cepii) -
no 15 tabnetok y 3a KOHmMpPo/ib BBEJEHHS 4,0AATKOBOI Ai/IbHULi 4151 KOHTPOSIO cepii Ta
6nicTepi, no 2 a6o 4 cepii: 3a3HavYeHHs OyHKL BXe 3aTBepKeHOro BUPOOHMKA, Lo
6nictepu B KPKA, a.4., Hoso BiANOBIAAE 3a BUMYCK cepiid; 3MiHKM | TNy - 3MiHK 3 KOCTi. FoTOBUIA
KapTOHHI Kopo6Lyi mecTo, CrnoBeHis nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax NpuMAaTHOCTI
abo ymoBax 36epiraHHs roTOBOrO JlikapcbKoro 3acoby (36inbLUeHHs
TepMiHy NpUAaTHOCTI FOTOBOrO NikapcbKoro 3acoby) - [11a Toprosoi
ynakoBku (MigTBEPAXKYETLCA AaHNMUN peasnibHOro yacy) -
36ibLUEHHS TEPMiHY NMPUAATHOCTI FOTOBOrO JliKapCbKOro 3acoby.
3aTBepmkeHo: TepMiH NpuaaTHoCTI - 3 poku, 3anponoHOBaHO:
TepmiH NpugaTHoCTi - 5 pokis. BBeAeHHSA 3MiH NpOTArom 6-T
MicsiLiB nicns 3aTBepAKEHHS.
41. BEPOLLNIPOH kancynu no 50 Mr no BAT YropwumHa BAT "l'eneoH YropwmHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/2775/01/01
10 kancyny "l'epeoH PixTep" 3MiHY | TRy - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
6nicTepi; no 3 PixTep" thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHeHVX AaHUx
6nictepu B npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx

KapTOHHI ynakoBLi

npo cuctemy chapmakoHarnsay, 3MiHa ynoBHOBaXKeHOT 0cobu,




65

n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

BiANOBIAA/bHOI 3a 34iiCHEHHA hapMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVKa A5 34iIACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BifMiHHA Bif,

YMOBHOB&XEHOT 0Co6U, BiANOBIAaNbHOI 3a 34iICHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu y
PO3MilLEHHI MacTep-thaiina cucteMun papmakoHarnsgy) - 3MiHa
YMOBHOB&XEHOT 0Co6U, BiANOBIAaNLHOI 3a 34iICHEHHS
thapmakoHarnagy. NponoHoBaHa peakuis: Attila Olah. 3miHa

KOHTaKTHUX JaHWX YyNOBHOBaXKEHOI 0coby, BiANOBIAaIbHOI 3a

3fiicHeHHs1 chapmakoHarasagy

42.

BEPOLUMNIPOH

kancynu no 100 mr
no 10 kancyny
6nicTepi; no 3
6nictepu B
KapTOHHI ynakoBLi

BAT
"TepeoH
PixTep"

YropLmHa

BAT "TeneoH
PixTep"

YropumHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TRy - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
npo cuctemy chapmakoHarnsay, 3aMiHa yrnoBHOBaXeHOT 0coou,
BiANOBIAANLHOI 32 34iiCHEHHA (hapMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iIACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0co6bu, BiANoBiAaNbHOI 3a 34iCHEHHS
thapmakoHarnsgy (Bknoyaroum KOHTakTHI AaHi) Ta/abo 3MiHW y
po3MiLeHHI MacTep-goaiina cuctemmn thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0c0o6u, BiANoBiAaNbHOI 3a 34iiCHEHHS
thapmakoHarnagy. NponoHoBaHa peakuis: Attila Olah. 3miHa
KOHTaKTHUX JaHWX yNOBHOBaXKEHOI 0co6by, BiANOBIAaIbHOI 3a
3fiicHeHHs1 chapmakoHarasagy

3a
peyenmom

UA/2775/01/02

43.

BEPOLUMNIPOH

Tabnetku no 25 wr,
no 20 TabneTok y
6nicTepi, no 1
6nictepy B
KapTOHHI ynakoBLi

BAT
"TefeoH
PixTep"

YropLmHa

BAT "TeneoH
PixTep",
YropwumHa; TOB
"l'epfeoH Pixtep
Monbwa”,
MonbLa

YropumHa
/ Nonbwa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TRy - 3MiHK WoAo 6e3nekn/edpekTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
npo cuctemy hapmakoHarnsay, 3aMiHa yrnoBHOBaXeHOT 0coou,
BiANOBIAANLHOI 32 34iiCHEHHA (hapMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVKa A1 34iIACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0co6u, BiANOBiAaNbHOI 3a 34iiCHEHHS
thapmakoHarnsay (Bknoyarouy KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MiLeHHI MacTep-goaiina cuctemun thapmakoHarisgy) - 3miHa
yMOBHOBaXEHOT 0co6u, BiANOBIAaNbHOI 3a 34iCHEHHS
thapmakoHarnagy. NponoHoBaHa peakuis: Attila Olah. 3miHa
KOHTaKTHUX JaHWX yNOBHOBaXKEHOI 0cobw, BiANOBIAaIbHOI 3a
3fiicHeHHs1 hapmakoHarnagy

3a
peyenmom

UA/2775/02/01

BIBANPA

TabneTku XyBasbHi
no 50 mr no 1 a6o
no 4 Tabnetkn y
6nictepi, no 1
6nictepy y
KapTOHHIN nayui

Benyno,
nikn Ta
KOCMETUKA,
a.n.

Xopsaris

Benyno, nikn Ta
KocmeTuka, A.4.,
Xopsaris
(BTOPUHHE
nakyBaHHs,
BiANOBIgabHUIA 3a
BUMYCK cepil);
[xeHechapm CA,

XopsarTisi/
Ipeuis

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis:
3MiHK | TNy - 3MiHK Wo[0 6e3nekn/edeKTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsay (BBeAeHHs y3araibHeHUX faHnx
npo cucTemy hapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHoT ocoou,
BiANOBIAANLHOI 32 34iiCHEHHA (hapMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnagy 3asBHVKa Ans 34iNCHEHHS
hapmakoHarsisagy B YKpaiHi, SKLLO0 BOHA BigMiHHA Big,

3a
peyenmom

UA/15370/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
Ipeuis YMOBHOB&XEHOT 0co6U, BiANOBIAaNbHOI 3a 34iICHEHHS
(BMpPOGHULTBO hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHW y
roToBOro PO3MiLLEHHI MacTep-thaiina cuctemun chapmakoHarnsgy) - 3miHa
nNiKapcbKoro KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
3acoby, NnepBuUHHE hapmakoHarnsgy B YkpaiHi. MponoHoBaHa pefakuis: Iuyk
nakyBaHHs, Hatanka MNeTpiBHa. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu 3
KOHTPO/Ib SIKOCTI) thapmakoHarnagy 3asiBHUKa A5 34iCHEHHA dhapMakoHarnsgy B
YKpaiHi
45. | BIBAUPA TabneTkv XyBasbHi Benyno, Xopsartis Benyno, nikn Ta Xopsartisi/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a UA/15370/01/02
no 100 mr, no 1 a6bo nikn Ta KOCMeTuKa, A.4., Ipeuis 3MiHM | TUny - 3MiHK WoA0 6e3nekn/ed)eKTMBHOCTI Ta peyenmom
no 4 tabnetkn y KOCMeTUKa, XopsarTis chapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3araslbHEHNX AaHUX
6nicTepi, no 1 a.4. (BTOPUHHE npo cuctemy thapmakoHarnsgy (BBeAeHHS y3arasibHEHUX AaHnX
6nictepy y nakyBaHHs, npo cuctemy capmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
KapTOHHIM nauui BiANOBigabHUIA 3a BiANOBIAA/ILHOI 3a 34iiCHEHHA (hapMakoHarnsay; KOHTakTHOT
BUMYCK cepii); 0cob6u 3 thapmakoHarnsagy 3asaBHVKa 415 34iACHEHHS
[xenecbapm CA, hapmakoHarnsgy B YkpaiHi, SKWwo BOHa BiAMiHHA Big,
Ipeuis YMOBHOBaXXEHOT 0CO6U, BiANOBIAANLHOI 3a 3AiiCHEHHS
(BPOGHMLTBO thapmakoHarnagy (BKIovalum KOHTaKTHi AaHi) Ta/abo 3MiHu y
roToBOro pO3MilLeHHi MacTep-ghaiina cucteMmun hapmakoHarnsgy) - 3miHa
niKapcbKoro KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHMKa A5 34iACHEHHS
3acoby, nepBuHHe thapmakoHarnagy B YkpaiHi. NponoHosaHa pegakuis: Iyk
nakyBaHHs, Hatanka MNeTpiBHa. 3MiHa KOHTaKTHUX AAHNX KOHTaKTHOI 0cobu 3
KOHTPO/b AKOCTI) hapmakoHarnsgy 3asiBHUKa A5 34iliCHEHHSA hapMmakoHarnsgy B
YkpaiHi
46. BICMYTY NOPOLLIOK MpuBaTHe YkpaiHa 5H Mntoc /iobek HimeyuunH BHECEHHS 3MiH [0 peecTpauiiiHMx maTepiasis: 3MiHu | Tuny - - UA/15729/01/01
CYBrAnAT (cy6eTaHuin) y akuioHepH 6X a AfMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
nonieTuIeHoBNX e 3a8BHMKa (BNacHvKa peecTpauiiHoro nocBigvyeHHs). 3miHa
naketax, siki BMilLieHi | TOBapuCTB HaliMeHyBaHHA Ta agpecu 3asBHUKa
Y KapTOHHUIA 0 “Nlekxim —
6apabaH abo y Xapkis”
nonieTnNeHoBnx
naketax, ki BMiLLleHi
y nanepoBuii MiLLIOK
ans
chapmaL,eBTUYHOrO
3aCTOCYyBaHHS
47. BITAKCOH® PO34MH ANS iH'EKii NAT YkpaiHa NAT "®apmak” Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/10507/01/01
no 2 Mn B amnyni; "®apmak” 3MiHM | TUny - 3MiHa po3Mipy cepil (BKoYatoumn gianasoH po3Mipy peyenmom
no 5 amnyny cepii) roToBOro nikapcbkoro 3acoby (36inbeHHs go 10 pasis
6nicTepi; no 1 abo 2 MOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) - BBEEHHS 404ATKOBO
6nicTepy B naywy; no po3mipy cepii rotoBoro sikapcbkoro 3acoby 1060 1 (493 Tuc. amn.).
2 mn B amnyni, no 5 MponoHoBaHa pegakuis: 250 n (116 Tuc. amn.), 700 n (326 Tuc.
a6o 10 amnyny amn.), 1060 n (493 tuc. amn.)
nauui 3 KapToHy 3
rochpoBaHol0
BK/18[IKO0
48. BITAMIH D2 NOPOLLIOK MAT Ykpaina CixyaH HeimkaHr KnTaii BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 3MiHu | TUny - 3MiHK - UA/12564/01/01
(EPTOKANbUN® | (cyb6eTaHuisn) anst "BiTamiHn" XHKCiH 3 sikocTi. A®|. CTabinbHICTb. 3MiHa Nepiogy NOBTOPHNUX
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
EPON) BMPOGHMLTBA dapmaceyTican BMNpoGyBaHb/nepiody 36epiraHHA abo yMoB 36epiraHHs A®l (3a
HecTepubHUX Ko., N14. BiJICYTHOCTI Y 3aTBEpKEHOMY [0ChE cepTudikaTa BignoBigHOCTI
nikapcbkux oopm B €Bponeiicbkili hapmakonei, Lo BKIoYaE nepiog NOBTOPHOr0
naketi 3 noniecTpy, BMNpo6yBaHHS) (Nepiog NOBTOPHOrO BMNPOGYyBaHHSA/nepios
antoMiHieBOT ponbru 36epiraHHs) - 36inbLIeHHs abo BBeAEHHS nepiogy NOBTOPHOIO
Ta nonieTuneny BunNpobyBaHHsA/nepiody 36epiraHHA Ha OCHOBI pe3ynbTaTiB
OOCMiHKEHb Y peasibHOMY Yaci - 36i/IbLIeHHS TEPMiIHY NpUAATHOCTI
A®| eprokanbumgpepony Ha niacTasi 4OCNiMKEHb CTabiNbHOCTI,
npoBefeHnX B peasibHOMY Yaci: 3aTBepmxeHo: Cpok rogHocTu. 1
rog, 3anponoHoBaHo: Cpok rogHocTu. 2 roga
49. BPATWN3O0/IH KpeM, 30 mr/rno 3r TOB YkpaiHa dapm3asop, Monbwa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/11478/01/01
y Ty6i, no 1 Ty6i B "BANTEAHT Enbha A.T. 3MiHuM Il TNy - NoAaHHA OHOBNIEHOTO MacTep-thaiina Ha APl Big, peyenma
KapTOHHI Kopo6Lyi ®APMACb 3aTBepaxeHoro BupobHuka A®l. 3anponoHoBaHo: ASMF AP
IOTIKAN3" version 04 December 2016
50. FTAVHEKC® cynosuTopii KYCYM IHgis KYCYM IHais BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/16291/01/01
BariHasbHi no 7 XENTXKE XENTXKEP NBT 3MiHu | TUNY - 3MiHa pPo3Mmipy cepii (BKtoYatoum giana3oH po3Mipy peyenmom
cynosuTopiiB y P MBT nTa cepil) roToBOro nikapcbKoro 3acoby - BBEAEHHS A0AATKOBOro
CTpwuni; No 2 cTpunu nTa pPO3Mipy cepii FOTOBOro Nikapcbkoro 3acoby. 3anponoHoBaHo: 30 Kr;
Y KapTOHHiIl 300 kr
ynakoBLi
51. FTANHEKC® cynosuTopii KYCYM IHgis KYCYM IHais BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a UA/16292/01/01
POPTE BariHasbHi no 7 XENTXKE XENTXKEP NBT 3MiHu | TNy - 3MiHa po3mipy cepii (BKtoYatum gianasoH po3Mipy peyenmom
CynosuTopiiB y P MBT nTa cepil) roToBOro NikapcbLKoro 3acoby - BBEAEHHA AOAATKOBOrO
cTpwvni; no 1 ctpuny nTa PO3Mipy cepii FOTOBOro Nikapcbkoro 3acoby. 3anponoHoBaHo: 30 Kr;
Y KapTOHHiii 300 kr
ynakoBLi
52. | FTEMAKCAM PO3YMH ANS iH'EKUi, TOB YkpaiHa TOB Ykpaina/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasliB: 3MiHa 3asiBHMKa 3a UA/13418/01/01
50 mr/mn, no 5 mn B «®APMAC "®APMACEJT", HimeyuunH (BnacHvKa peecTpaLiiHoro noceigyeHHs) (3rigHo Hakazy MO3 Big peuyenmom
amnyni; no 10 a6o EN» YkpaiHa a 23.07.2015 Ne 460). BeaeHHS 3MiH NpoTArom 3-x MicAuiB nicns
50 amnyn y nauui 3 (kOHTpOSIb, BUNYCK 3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHN LWOA0 6e3nekn/ed)eKTUBHOCTI
KapToHy; no 10 mn B cepii); XO/NTOMNAK Ta (papmakoHarnsgy. BeegeHHs abo 3MiHM [0 y3arasibHEHUX AaHUX
amnyni; no 5 a6o 10 depnakyHrcTexHik npo cuctemy thapmakoHarnsgy (BBeAeHHS y3arasibHeHUX AaHuX
amnyn y nadui 3 'vm6X, HimeuunHa npo cuctemy apmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT ocobu,
KapToOHY (BMpPOGHULTBO BiANOBIAANLHOI 32 34iiCHEHHA (hapMakoHarnsay; KOHTakTHOT
Hepo3cacosaHoi 0co6u 3 thapmakoHarnaay 3asBHVKa Ans 34iNCHEHHS
npoayKuii, hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
nepBuHHa Ta YMOBHOBaXEHOT 0c0o6U, BiANOBIAaNLHOI 3a 34iiCHEHHS
BTOPVHHA thapmakoHarnagy (BKIo4valum KOHTaKTHi AaHi) Ta/abo 3MiHu y
yMakoBKa, po3MilLeHHi MacTep-ghaiina cucteMmun hapmakoHarnsgy) - 3miHa
KOHTPONb; KOHTaKTHUX AaHnx YOB®. 3miHa Micus 34ilicCHEHHA OCHOBHOT
BTOPUHHA LisiNbHOCTI 3 hapmakoHarnsgy. 3MiHa HoMmepy Ta agpecu
ynakoBka, 3HaxoMkeHHa macTep-garina
KOHTPO/1b)
53. FTEMAKCAM PO34MH ANS iH'EKUi, TOB YkpaiHa KoHTpO/b, BUMYCK Ykpaina/ BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3miHun | Tuny - 3miHn 3a UA/13418/01/01
50 mr/mn, no 5 mn B "®APMAC cepii: HimeuunH 3 AKocCTi. F0ToBMIA Nnikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa peyenmom
amnyni; no 10 a6o EN" TOB a iMnopTepa/3miHu, L0 CTOCYOTLCS BUMYCKY Cepii Ta KOHTPO/I0
50 amnyn y nayui 3 «®APMACE/», AKOCTI rOTOBOrO NikapcbKoro 3acoby (3amiHa abo AoAaBaHHSA
KapToHy; no 10 mn B YKpaiHa; BMPOGHMKA, LLIO BiANOBiAAE 3a BBE3EHHS Ta/abo BUMYCK cepil) -
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n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
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amnyni; mo 5 a6o 10 BTopuHHa Bktouatouy KOHTPOb/BUNPOGYBaHHSA cepii - 3aMiHa BUPOGHMKa,
amnyn y nayui 3 ynakoBKa, SIKWIA BigMoOBIfa€e 3a KOHTPO/b Ta BUNyck cepii 13 3 TOB «HIKO»,
KapTOHY KOHTPO/b: YkpaiHa Ha TOB "®APMACE/!", YKpaiHa. BBeieHHS 3MiH NpOTArom
XONOMAK 3-X MiCALIB MiC/1A 3aTBEPAKEHHS.
depnakyHrcTexHik
'm6X, HimeyunHa;
Brpo6HMUTBO
Hepo3dhacoBaHol
NPOAYKUIi,
nepBuHHA Ta
BTOPWHHA
yrnakoBka,
KOHTPO/b:
XONOMAK
depnakyHrcTexHik
'm6X, HimewunHa
54. FEMOMNPOKT cynosuTopii TOB YkpaiHa TOB "®PAPMEKC YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/12641/01/01
pekTasibHi no 5 "®APMEK reyn 3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudlikarta Bif, yxe peyenma
CynosunTopiiB y creymn" 3aTBEPXEHOr0 BUPOOHUKA; CYnyTHS 3MiHa: 3MiHW, NOB'A3aHi 3
cTpwni; No 2 cTpunu HEOO6XiAHICTIO NPUBEAEHHSA Y BiANOBIAHICTL A0 MOHorpadii APY
B NayLi 3 KAPTOHY abo €sponelicbKoi thapmakonei, abo iHLWOT HaLioHaNbHOT
thapmakonei aepxasu E€C (3miHa y cneundikauisix, noB'sa3aHa 3i
3miHamu B 1Y, abo €Bponeiickkili hapmakonei, abo iHLuil
HaujioHanbHIli hapmakonei gepxasu €C) - nogaHHS OHOB/IEHOTO
cepTudikaTa BignosigHocTi EBponeiickkili hapmakonei Ne R1-CEP
2004-008-Rev 05, R1-CEP 2004-008-Rev 04, R1-CEP 2004-008-
Rev 03, R1-CEP 2004-008-Rev 02 ans fjto4oi pe4yoBrHA Big, BXe
3aTBEPAXEHOro BUPOOHUKA, SIK HACcNiAoK 3MiHa B agpeci
BMPOBGHUYOT AinbHULI AP| Ta NpuBeeHHA Y BiANOBIAHICTb
cneumdikauii Ta MeTogiB KOHTPo APl BUPOGHMKa roTOBOrO
niKkapcbKoro 3acoby Ao Bumor EP
55. FENAPUH-IHOAP | po3uvH Ans iH'exuil, MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8275/01/01
5000 MO/mn, no 5 BMPOGHULT BMPOGHMLTBY 3MiHM | TRy - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
M (25000 MO) y BY iHcyniHiB"IHOAP" thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHeHVX AaHUx
thnakoHi; no 1 a6o iHCyniHiB"| npo cuctemy hapmakoHarnsgy (BBe4eHHS y3araslbHEHUX JaHnX
no 5, aéo no 100 HOAP" npo cuctemy chapmakoHarnsay, 3aMiHa yrnoBHOBaXeHOT 0coou,
hNakoHiB y nayui BiANOBIAANLHOI 32 34iiCHEHHSA (hapMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVKa A1 34iIACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BigMiHHA Bif,
yMOBHOBaXEHOT 0cobu, BiANOBiAaNbHOI 3a 34iiCHEHHS
thapmakoHarnsay (Bknoyaroum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MiLeHHI MacTep-goaiina cuctemun thapmakoHarisgy) - 3miHa
YNOBHOBaXEHOI 0c06W, BiANOBIAaLHOI 3a hapMakoHarnsg,.
[MponoHoBaHa pefakuis — MNoHomapyyk HiHens AMuTpiBHa
56. FENATOKC KOHUEeHTpaT a5 TOB YKpaina BTopuHHa HimeuumnH BHECEHHS 3MiH 4,0 peecTpauiiHux martepiasis: 3miHu | Tuny - 3MiHn 3a UA/12890/01/01
pO34nHy Ans «®APMAC yrnakoBKa, a/ 3 AKoCTi. FoToBMIA Nikapcbkuid 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa peyenmom
iHdpy3iii, 500 mr/mn EN» KOHTPO/b: YkpaiHa iMnopTepa/3aMiHu, LLIO CTOCYIOTLCA BUNYCKY Cepii Ta KOHTPOSI0
no 10 ma B amnyii; XONOMAK SIKOCTi rOTOBOrO flikapCcbKoro 3acoby (3amiHa abo fogaBaHHs
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no 10 amnyn y nauuyj depnakyHrcTexHik BMPOGHMKA, L0 BiANOBiAaE 3a BBE3EHHS Ta/abo BMMYCK cepil) -
3 KapToHYy m6X, HimeyunHa,; Bktoyaroun KOHTpOsib/BUNPOBYBaHHSA cepii - 3MiHa BUPOGHUYOI
Brpo6HMUTBO AiNbHUL, WO BiANOBIAAE 3a KOHTPONb Ta BUMYCK cepii (BBegeHHA
Hepo3dacoBaHoi 3MiH NPOTAroM 3-X MIiCALIB NiCNA 3aTBe)KEHHS)
npoaykuii,
nepBuHHA Ta
BTOPWHHA
ynakoBka,
KOHTPO/b:
XONOMAK
depnakyHrcTexHik
'm6X, HimeyunHa;
KoHTposb, Bunyck
cepii:
TOB
«OPAPMACE/N»,
YkpaiHa
57. FENTPAN® TabneTtkn A660TT HimeyunHa A66BI C.p.n. ITanis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/6993/01/01
KMLLKOBOPO34MHHI No | Jlabopartop 3MiHM | TRy - 3MiHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom
400 wmr, no 10 i3 'm6X thapmakoHarnagy. BeefgeHHs abo 3MiHM [0 y3arasibHEHUX JaHWX
Tabnetok y 6nictepi; npo cuctemy thapmakoHarnsgy (BBeAeHHS y3araslbHEHUX AaHnX
no 1 a6o 2 6nictepn npo cuctemy dapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
Y KapTOHHiii BiANOBIAANLHOI 3a 34iiCHEHHA (hapMakoHarnsay; KOHTakTHOT
ynakoBLi 0cob6u 3 thapmakoHarnsagy 3asaBHVKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKWw0 BOHa BiAMiHHA Bif,
YMOBHOBaXXEHOT 0CO6U, BiANOBIAANLHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) - 3miHa
YMNOBHOBaXXEHOT 0CO6M 3asIBHUKA, BifMnoBigabHOI 3a 34iACHEHHS
thapmakoHarnsgy. MNponoHosaHa pegakuis: Dr. Monica
Buchberger, Pharm. PhD/Op. MoHika Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0CO6U 3asiBHUKA 151 3AIAICHEHHS
hapmakoHarnagy B Ykpaini. MponoHoBaHa pegakuis: Kisim Onbra
€BreHisHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT 0COOM 3asiBHNIKA,
BiANOBIAA/IbHOT 32 34iICHEHHSA hapmakoHarnsgy. 3miHa
KOHTaKTHUX JaHVX KOHTaKTHOI 0CO6U 3asBHUKa A1 3AICHEHHS
hapmakoHarnsay B YkpaiHi
58. FENTPAN® TabneTtkn A660TT HimeuunHa A66BI C.p.n. ITanis BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis: 3a UA/6993/01/02
KMLLKOBOPO34MHHI o | Jlabopatop 3MiHY | TRy - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom
500 mr no 10 i3 'm6X hapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHEHUX faHWX

Tabnetok y 6nictepi;
no 2 6nictepn y
KapTOHHI Kopo6Lyi

npo cuctemy chapmakoHarnsgy (BBeAeHHS y3arasibHEHUX AaHnX
npo cucTemy papmakoHarnsgy, 3MiHa ynoBHOBaXeHoT 0coou,
BiANOBIAANLHOI 3a 34iiCHEHHSA (papMakoHarnsay; KOHTakTHOT
0ocobu 3 thapmakoHarnsay 3asiBHUKa A5 34iACHEHHS
thapmakoHarnagy B YkpaiHi, AKLL0 BOHa BigMiHHA Bif,
YNOBHOBaXKEHOT 0CO6U, BiANOBIAANLHOI 3a 34iiCHEHHS
papmakoHarnsay (BknYarum KOHTaKTHI AaHi) Ta/abo 3MiHW y
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n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
po3MilLeHHI MacTep-haiina cucteMmu papmakoHarnsagy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHUKA, BifMnoBiganbHOI 3a 34iiCHEHHS
hapmakoHarnsgy. MNponoHosaHa pegakuis: Dr. Monica
Buchberger, Pharm. PhD / ip. MoHika Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0CO6U 3asiBHUKA A5 3AIAICHEHHS
hapmakoHarnagy B Ykpaini. MponoHoBaHa pegakuis: Kisim Onbra
€BreHisHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXXEHOT 0COOU 3asBHNKA,
BiZiNOBIAANbHOI 3a 34jiCHEHHS hapmakoHarnsgy. 3miHa
KOHTaKTHUX JaHVX KOHTaKTHOI 0CO6U 3asBHUKA A1 3AIACHEHHS
hapmMakoHarnsgy B YkpaiHi
59. | FENTPAN® NOPOLLIOK AGGOTT HimeuunHa BMPOGHMLTBO, Ipevis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/6993/02/02
niodpinizoBaHwii ana | Slabopatop nepBUHHE ITanis/ 3MiHM | Tuny - 3MiHK WoAo 6e3nekn/edpeKTBHOCTI Ta peyenmom
PO34MHY ANS iH'EKLi i3 'm6X nakyBaHHs, PpaHuis hapmakoHarnsgy. BeefieHHa abo 3MiHW [0 y3araslbHEHUX AaHUX
no 500 mr, 5 KOHTPO/b AKOCTI npo cuctemy thapmakoHarnsgy (BBeAeHHS y3araslbHEHUX AaHnX
CKNSIHWX (p1aKoHIB 3 Ta BUMyCK cepiit npo cuctemy capmakoHarnsgy, 3MiHa ynoBHOBaXXeHoi ocobu,
MOPOLLKOM PO34MHHYMKA in BiZlNOBIAANbHOI 32 34jICHEHHS hapmakoHarnsaay; KOHTaKTHOI
niodpinizoBaHum Ta 5 bulk: ®amap 0cob6u 3 thapmakoHarnsagy 3asaBHVKa 415 34iNCHEHHS
amnyn 3 A.B.E. Animoc hapmakoHarnsgy B YkpaiHi, SKWwo BOHa BiAMiHHA Bif,
PO34YMHHMKOM (L- MnaHT 63, BYN. Ar. YMOBHOBaXXEHOT 0CO6U, BiANOBIAANLHOI 3a 3AiiCHEHHS
Ni3WH, HaTpito LimiTpiy, Mpeuis; thapmakoHarnagy (BKIo4vakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
rigpokcua, Boga ans BMPOGHMLTBO, po3MilLeHHI MacTep-thaiina cucteMu papmakoHarnsgy) - 3miHa
iH'ekuit) no 5 mn B nepBuHHe YMNOBHOBaXXEHOT 0CO6M 3as1BHUKA, BifNoBigabHOI 3a 34iACHEHHS
KOHTYPHIl nakyBaHHA Ta thapmakoHarnsgy. MNponoHosaHa pegakuis: Dr. Monica
YapyHKOBIl KOHTPO/b AKOCTI Buchberger, Pharm. PhD / ip. MoHika Byx6eprep, Pharm. PhD.
ynakosL, nopoLuka 3MiHa KOHTaKTHOT 0CO6U 3asiBHUKA 151 3AIAICHEHHS
3anevaraHii niogpinisosaHoro: thapmakoHarnsgy B Ykpaini. NponoHosaHa pegakuis: Kisim Onbra
aNOMiIHIEBOIOD Bionogxici ITanis €BreHiBHa.
honbroto; no 1 Nabopatopi3 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0COOU 3asBHUKA,
KOHTYPHIl C.P.N., Itanis; BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnagy. 3miHa
YapyHKOBIli ynakoBLj BMPOGHMLTBO, KOHTaKTHUX AAaHWUX KOHTaKTHOI 0CO6M 3asiBHMKA ANA 34iiCHEHHS
Y KapTOHHIl1 kopobLi nepBuHHe hapmMakoHarnsgy B YkpaiHi
nakyBaHHS Ta
KOHTPO/b SIKOCTI
nopoLuka
niodhinisoBaHoro;
BTOPWHHE
nakyBaHHsl,
KOHTPO/b AKOCTI
Ta BUMYCK cepiit
roToBOro
nikapcbKoro
3acoby: Pamap
Jlernb, PpaHuis
60. | FENTPAN® NOPOLLIOK AGGOTT HimeuunHa BMPOGHMLTBO, Ipevis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/6993/02/01
niodpinizoBaHwii ana | Jlabopatop nepBuHHE ITania/ 3MiHY | Tuny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom
NpuUroTyBaHHsA i3 'm6X nakyBaHHs, PpaHuis thapmakoHarnsgy. BeefeHHa abo 3miHW 40 y3araslbHEHUX AaHUX

PO34MHY ANS iH'EKLii

KOHTPO/b SKOCTi

npo cuctemy chapmakoHarnsiay (BBeIeHHs y3araslbHeHUX faHnx
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no 400 mr, 5 Ta BUMYCK cepiit npo cuctemy apmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT ocobu,
CKNSAHUX (pr1akoHiB 3 PO34MHHMKA in BiANOBIAANLHOI 32 34iiCHEHHA (hapMakoHarnsay; KOHTakTHOT
niodinizoBaHUM bulk: ®amap 0co6u 3 thapmakoHarnagy 3asBHVKa ANs 34iNCHEHHS
nopotukom Ta 5 A.B.E. Animoc hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
amnyn 3 MnaHT 63, BYN. Ar. YMOBHOBaXEHOT 0c06U, BiANOBIAaNLHOI 3a 34iiCHEHHS
PO34MHHMKOM (L- LimiTpiy, Mpeuis; thapmakoHarnagy (BKIo4valum KOHTaKTHi AaHi) Ta/abo 3MiHu y
Ni3VH, HaTpilo BVMPOGHMLTBO, pO3MilLeHHI MacTep-dhaiina cucteMu papmakoHarnsgy) - 3miHa
rigpokcna, Boga ans nepBuHHE YNOBHOB&XXEHOI 0CO6U 3asBHUKA, BifMOBiAaIbHOI 3a 3AiiCHEHHA
iH'ekyil) no 5 mny nakyBaHHs Ta hapmakoHarnagy. MNponoHoBaHa peakuis: Dr. Monica
KOHTYPHIl KOHTPO/b AKOCTI Buchberger, Pharm. PhD/Ap. MoHika Byx6eprep, Pharm. PhD.
YapyHKOBIl nopoLuka 3MiHa KOHTaKTHOT 0CO6U 3asiBHUKA 415 3AIAICHEHHS
ynakosLi, niodpinizoBaHoro: hapmakoHarnagy B Ykpaini. MponoHoBaHa pegakuis: Kisim Onbra
3anevyaTaHin Bionogxici ITanis €BreHiBHa.
anoMiHiEBOIO Nabopatopi3 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0COOU 3asBHUKA,
dhonbroto; no 1 C.P.N., Itanis; BiZiNOBIAANbHOI 3a 34jiCHEHHS hapmakoHarnsgy. 3miHa
KOHTYPHIli BVMPOGHMLTBO, KOHTaKTHMX AAaHWUX KOHTaKTHOI 0CO6M 3asiBHMKA AN 34iICHEHHS
YapyHKOBIli ynakoBLj nepBuHHe hapMakoHarnagy B YkpaiHi
B KapTOHHiii Kopobuj nakyBaHHA Ta
KOHTPO/b SIKOCTI
nopoLuka
niodpinisoBaHoro;
BTOPWHHE
nakyBaHHsl,
KOHTPO/b AKOCTI
Ta BUMyCK cepiit
roToBOro
nikapcbKoro
3acoby: Pamap
Jlernb, PpaHuis
61. rNINPECUH NOPOLLOK A/1A PeppiHr HimeuunHa BMPOGHUK HimeuunH BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianis: 3a UA/9315/01/01
PO3UMHY ANS iH'EKLi M6X roToBOro a/ 3MiHM | TRy - 3MiHa napameTpiB cneyudikauiin Ta/abo gonycTumMmnx peyenmom
no 1 mr; 1 donakoH 3 NPOAYKTY, LBeliuapi | mMex NnepBMHHOI yNakoBKWM rOTOBOrO /iKapCbKOro 3acoby - BHECEHHS
NOPOLLIKOM Y BiANOBIgaIbHNI 3a A 3MiH [0 MaTepianiB peecTpayiiiHoOro AoCbe: OHOBNEHHA p. 3.2.P.7.
KOMMIekTi 3 1 nepBUHHE Cuctema KoHTelHep/ 3aKyrnoproBasibHUiA 3acib — MprYBeAeHHS
amnysoto nakyBaHHs, BMMOT creundikauii ansa n. «bakrepianbHi eHAO0TOKCUHU» ANs
PO34mnHHMKa (HaTpito KOHTPO/b AKOCTI rymoBOi NPO6kK y BiANOBIAHICTb A0 cneuudikavii BUpobHMKa
X/10png, KMcnoTa Ta BUMYCK Cepii:
xnopucTtosogHesa 1 PeppiHr TM6X,
M, Boga onsa HimeuumnHa;
iH'ekyin) no 5 mny BiANoBiAa/IbHWIA 3a
KapTOHHI ynakoBLi BTOPVHHE
nakyBaHHS:
deppiHr
IHTEepHeLwHN
CeHtep CA,
LLiBeliyapis
62. TNYTAPTIH KOHUEeHTpaT a5 ToBapucTs YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4022/03/01
pPO34nHY ANs 03 06MeXeHo 3MiHM | Tuny - 3MiHa po3Mipy cepii (BKAKYakumM gianasoH po3Mipy peyenmom
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iHdpy3ii, 400 mr/mn 0bMexeHo BiANOBIAA/TLHICTIO cepil) roToBOro Nikapcbkoro 3acoby - BBEAEHHS AOAATKOBOIO
no 5 mn B amnyni; 10 "papmMaueBTNYHa po3Mipy cepil nikapcbKoro 3acoby (i3 3a3Ha4eHHsIM B fiTpax Ta TuUC.
no 10 amnyny Bignosigan KOMNaHis YyNaKoBOK y TEOPETUUHOMY PO3paxyHKy) A4/15 A4ilo4oro AMMyibHOro
KapTOHHI kopobuy; BHICTIO "3popos's" uexy. 3anponoHoBaHo: AMNysbHWIA Lex Po3mip cepii cknagae:
no 5 mn B amnyni; "®apmaue 20,000 Turc. amnyn (100 n); 98,000 Tuc. amnyn (490 n); 194,000
no 5 amnyny BTMYHA Tuc. amnyn (970 n). JogaTkosuii po3mip cepii cknagae: 240,000
6nicTepi; no 2 KOMMaHis Tc. amnyn (1200 n)
6nictepu B "3popos's”
KapPTOHHI Kopobui
63. | FMMIOKODAX XR Tabnetkun Mepk ®paHuisa Mepk CaHTe ®paHuisa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3miHun 3a UA/3994/02/01
NPOJIOHroBaHoI Al CaHTte 3 KOCTi. FoTOBMIA Nnikapcbkuid 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa peuyenmom
no 500 mr no 15 c.a.c. po3mipy cepii (BknoUaroum gianasoH po3mipy cepii) roToBoro

Tabnetok y 6nictepi;
no 2 a6o no 4
6nictepu B
KapTOHHI Kopo6Lyi

nikapcbKoro 3acoby (iHwi 3MiHM) - 36inbLIEeHHSA po3Mipy cepii Ans
ninbHUUi Merck Sante Semoy (“GEA” process) France,
3arBepokeHo 695,98 kr (680 000 Tab1eToOkK); 3anNPONOHOBAHO:
735,45 kr ( 1014 500 Tabnetok); Ana Merck Sante Semoy
(“Sirocco” process) France KinbkicTb TabneTok B cepil
3anmwaeTbes 6e3 3MiH. 3aTBepaxkeHo: 695,98 kr (680 000
TabneTok); 3anponoHoBaHo: 492,9 kr ( 680 000 Ta6neToK). 3MiHH |
TMny - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO /likapCcbkoro 3acoby. 3miHa y MeTogax B1unpobyBaHHs
rOTOBOrO JlikapCcbKoro 3acoby (BuIy4eHHss MeToAy BUNpobyBaHHS,
AKLLO BXE 3aTBeppKeHWii anbTepHaTBHUI MeTog) - (3a po3ainom
«Po3urHeHHs» 3aTBepakeHo: 2.9.3. npunag Il; 3anponoHoBaHo:
2.9.3. Mpunag |. PernameHTauist 3aMwaeTbes 6e3 3MiH); 3MiHu |
TMny - 3MiHK 3 AIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO /liKkapCbKoro 3acoby. 3miHa napameTpis crneumdikauii
Ta/abo [oMyCTUMUX MeX roTOBOro /iKkapcbKoro 3acoby
(SoNoBHEHHS cneumdikaLil HOBUM NOKa3HUKOM 3 BifNoOBigHUM
MeToAOM BUMNPO6YBaHHS) - (BBefeHHs BUNpoGyBaHHS 3a
nokKasHUKOM «BTpaTa B mMaci npu BUCYLLYBaHHI» He Ginblie 3% B
cneumadikalito Ha MOMEHT BUMNYCKY); 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkmit 3aci6. KOHTPO/Ib FOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneuudikauiin Ta/abo [onycTMMNX Mex
roTOBOro Nikapcbkoro 3acoby (BHECEHHS 3MiH Y AOCLE A5
npuBELEHHS Y BiANOBIAHICTb A0 3aranbHoi cTaTTi 2.9.40
«OHOPIAHICTb [030BaHMX OAMHULL» OdY/EBponencbkoi
thapmakonei 3amiCTb 3aTBEPPKEHNX 3arasibHUX cTarteid 2.9.5
«OAHOpPIgHICTb Macu» Ta/abo 2.9.6 «OAHOPIAHICTb A03W») - (3MiHa
TecTy «OfHOpigHICTL Macu» Ha TecT «O4HOPIAHICTb [030BaHNX
OAMHWLb>» (MPOBOAUTLCA NULLE HA MOMEHT BUMYCKY)); 3MiHU | Tuny
- 3MiHK 3 SKOCTi. FoTOBUIA NiKapCbkuid 3aci6. 3MiHM y BUPOBGHULTBI.
3MiHM BUNpo6yBaHb abo [OMyCTUMUX MEX, BCTAHOBIEHNX Y
crneuudikauisx, nig yac BUPO6HULTBA FOTOBOTO JiKAPCLKOro 3acoby
(IHLWIi 3MiHW) - 3MiHa AONYCTUMMX MEX B MpoLEeci BUPOOHULITBA.
BvmMoru fo nokasHvika «BTparta B maci npu BucyLlyBaHHi» B 13
cknagaTb 3%, NoKasHUK «TBEPAICTb» 3MIHIOETLCS B 3B A3KY 3i
3MIHOI0 Macu TabneTku; 3MiHu | Tuny - 3MiHu 3 akocTi. [oToBwMiA
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nikapcbkuii 3aci6. CrcteMa KoHTelHep/3aKynoploBasibHUIA 3aci6.
3MiHa y NepBUHHI yNakoBL,i rOTOBOrO Jlikapcbkoro 3acoby (Tun
KOHTeliHepa abo foAaBaHHA HOBOTO KOHTEeHepa) - BunyyeHHs
NepPBUHHOT YNakoBKK, LLIO He NMPU3BOAWTL [0 NOBHOMO BU/TyYEHHS
nNikapcbKoro 3aco6y 3 NEBHOK CUJOK AiT abo Yy NeBHiii nikapcbkili
chopwmi - ( BunyueHHs anbTepHaTVBHOI NEPBUHHOT YNaKoBKM -
6nictepa PVC/PVDC 60 r/m2. 3annwaetbes 6nictep PVC/PVDC
90 r/m2); 3miHu | TNy - 3MiHK 3 SAKOCTIi. FTOTOBUIA NiKapcbkuid 3aci6.
3MiHN Yy BUPOGHULTBI. 3MiHK Y NpoLieci BUPO6HMLITBA FOTOBOIO
NiKapcbKoro 3acoby, BK/IKOYAKUN NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOOHULTBI rTOTOBOrO NiKapCbKoro 3acoby
(iHWi 3miHK) - (He3HauHi 3MiHM B NpoLieci BUPOOHULITBA B 3B A3KY 3i
3MiHOW cknagy, hopmu i po3mipy TabneTok); 3miHu | Tuny - 3miHu 3
AKOCTi. [O0TOBWIA Nikapcbkunii 3aci6. KOHTPO/Ib rOTOBOrO NiKapCbKoro
3acoby. 3MiHa napameTpiB cneumdikauii Ta/abo LONYCTUMUX MEX
rOTOBOrO /1iKapCbKOro 3aco0y (3BY)XXEHHS AOMYCTUMMUX MEX) -
(3BY)XEHHSI MEX 3a MOKa3HUKOM CyMa [OMILLIOK. 3aTBEPAKEHO:
0,5%; 3anponoHoBaHo: 0,50%); 3miHM | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPO/b rOTOBOro MikapcbKoro
3aco6y. 3miHa napameTpiB cneuudikaLin Ta/abo fonycTMMmNX Mex
rOTOBOrO JIiKApCbKOro 3acoby (BUyUYEHHS HE3HAYHOrO NOKa3HMKa
(Hanpuknag 3acTapisioro NokasHuka, Takoro sk 3anax Ta cMak, abo
iieHTUdikaLis 6apBHMKIB UM CMaKoBUX [06aBOK)) - (BulyyeHHs
nokasHukiB «CTillKiCTb 4O PO34aB/OBaHHsS», «BTpaTa B Maci npu
BUCYLUYBaHHI», «CTUpaHicTb» 3i cneuyndikadii Ha TepmiH
NPUAATHOCTI. 2 NepLUMX NoKas3HMKa He Mann pernameHTau;i i
KOHTPO/I0BaUIUCH NnLLe iIHDOPMaTUBHO. TakoX JaHi NoKasHUKK
6yn1 NpUCYTHI B MOAyNi 3, ane He 3a3HavaInCb B 3aTBEPIKEHUX
MKS$); 3miHum | TMny - 3MiHW 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
Onuc Ta cknag. 3miHa hopmu abo po3mipis Nikapcbkoi ropmm
(nikapcbki hopmu, CTilKi A0 AT LWIYHKOBOrO COKY, JliKapCbki hopMm
3 MOAMIKOBAHUM BUBINIbHEHHAAM a60 NPOJIOHroBaHoI Ail Ta AinuMi
TabneTku, NnpusHayveHi 419 po3fiNeHHA Ha PiBHI 403K) - 3MiHa
chopmu | po3mipy TabneTkn. 3MeHLIEHHS MacK | po3mipy TabneTku
3anponoHOBaHO 3 METOK NOMErIeHHs 3aCTOCYBaHHSA ANA
nauieHTiB; 3mMiHu Il Tuny - 3MiHK 3 AKOCTi. FOTOBUIA NikapCbkuii
3aci6. Onuc Ta cknag,. 3miHa y cknagi (4ONOMKHUX peyoBMHAX)
rOTOBOrO JIiKapCbKOro 3acoby (iHLUi 4ONOMiXHI pe4oBUHM) - 3MiHa,
AKa NigTBEPLKYETLCA AOCNILHKEHHAMM 3 BioeKBiBasIEHTHOCTI -
(3miHa cknagy 3 METOK 3MeHLIeHHs Macy TabneTku. [ns
MeTGOPMIHY rifgpoxnopuay 3a3HayaeTbCs 3aCTOCYBaHHSA NPeEMIKCy
3 MarHisa creapartom. 3rigHo iHdhopmauii BUpobHMKa, Npemikc
3aCTOCOBYBAaBCH i B 3aTBEPAXEHOMY BMPO6GHMYOMY npoteci. s
rinpomenosun 100 000 cP BigbyBaeTbCA YTOUHEHHSI HA3BY 6€3 3MiHU
[OMNOMDKHOT peyoBuHM); 3MiHu Il Tuny - 3MiHK Wwoao
6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. 3miHa y KOpoTkii
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI MapkyBaHHA Ta
IHCTPYKLi 415 MeAMYHOro 3acTOCyBaHHS Ha NiAcTaBi perynspHo
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OHOB/THOBAHOrO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo
pocnipkeHb 3 6e3nekn 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsipeecTpaLiiinii nepiog, abo sk pesynbTar OLiHKK 3BITY 3
OOCigpKeHb, NPOBeAEHNX BIAMNOBIAHO A0 NaHy negiatpuyHux
nocnigpkeHs (PIP) (3MiHa noTpebye nofasbLIoro o06r'pyHTyBaHHS
HOBUMMW A04ATKOBUMW AaHWMK) - BHeceHi 3MiHM A0 IHCTPYKLUii Ans
MeJMNYHOro 3acTOCyBaHHSA y po3aiu "MpoTunokasaHHs",
"B3aemogisa 3 iHWMMKM NiKkapcbkuMn 3acobamu Ta iHLWi B1uau
B3aemogiji", "OcobMBoOCTi 3acTocyBaHHS", "Croci6 3acTocyBaHHs
Ta gosun", "MobivHi peakuii”
64. FTPAHOUNT® 34 niodpinizat gns TOB YkpaiHa BTOPVHHE dpaHuia/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/5627/01/01
PO34MHY A5 iH'EKLin "CaHodpi- nakyBaHHs, AnoHis 3MiHK | TUny - 3miHK 3 AkocTi. A®I. Cuctema peyernmom
no 33,6 maH. MO ABeHTIC KOHTPO/b AKOCTI KOHTeliHep/3akyrnoptoBaibHWii 3aci6. 3MiHa y 6e3nocepesHiii
(263 mkr) Ne 5: no 5 YkpaiHa" Ta BUMYCK cepiit ynakosLi Ad|
hNakoHiB 3i ckia niocpinizaty Ta
™nalc PO3YMHHMKA:
niodpinizaTom, CaHocpi BiHTpon
YKYNOpEeHux IHpacTpia,
npobkamu ryMoBuUMmM ®paHLis;
6yTunosumu Ta BMPOBHULTBO
o6xaTmx niocpinisaty,
KoBMnaykamm nepBuHHe
a/lloMiHiEBUMY B nakyBaHHs,
KOMMEeKTi 3 5 KOHTPO/b AKOCTI:
amnynamu no 1 mn LWyrai ®apma
3icknaTtuny | 3 MaHyekTypuHr
PO34MHHMKOM (BOAa Ko. T4, AnoHis;
ONs iH exuin) B BMPOGHMLITBO
KapTOHHI Kopo6Lyi PO3YMHHYKA,
nepBuHHe
nakyBaHHS,
KOHTPO/b SIKOCTI:
[aynT ®apma
JliBpoH, ®paHuist
65. | AAKOrEH niodpinizat gns TOB YkpaiHa Bupo6bHuLTBO HigepnaH BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3miHu | Tuny - 3MiHK 3a UA/9212/01/01
pO34nHy s "KOHCOH i Hepo3g)acoBaHOro onl Lofo 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuyenmom
iHdpysii no 50 wmr, 1 LbKOHCOoH NpPOAYKTY, Benbris 3MiHM [0 y3aras/ibHeHVX JaHuxX Npo cucTeMy apmakoHarisagy
dhnakoH 3 YkpaiHa" nepBuHHa (BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy hapMakoHarnaay,
niodpinizatom B yrnaKkoBKa: 3MiHa YNOBHOB&XEHOI 0CO6M, BiAMNOBIAA/IbHOI 3a 3AiICHEHHS
KapTOHHI navui ®dapmakemie b.B., chapmakoHarnsgy; KOHTaKTHOT 0cobu 3 hapmakoHarnsgy 3asBHUKa
HigepnaHgu; [ONA 3piiicHeHHsT hapMakoHarnsgy B YKpaiHi, KO0 BoHa BigMiHHA
BTopuHHa Bifl yNOBHOBaXXeHOI 0co6WU, BiAMNOBIAaUIbHOI 3a 34iICHEHHS
ynakoBka, BUMYCK thapmakoHarnagy (BKIovakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
cepii: pO3MilLEeHHI MacTep-ghaiina cuctemu papmakoHarnsgy) 3miHa
AHcceH YNOBHOBaXKEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
dapmaLeBTuka chapmakoHarnsag;: girova pegakuis - Dr. Logesvaran Yogendran,

H.B., Benbris

nponoHoBaHa pefakuis - Dr. Laurence Oster-Gozet. 3miHa
KOHTaKTHMX AaHWX YNOBHOB&XXEHOI 0COOM 3asBHUKA,




75

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
BiANOBiAaNbHOI 3a chapmakoHarnsag,. 3miHa 3asBHUKa (BNacHUKa
peecTpaujiiiHoro noceig4eHHs) (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460)
66. | MKICI PO | GC | cycneHsis gns M.BIOTEK Benwvka I"piH Kpocc Kopes BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/16223/01/01
FLU iH'ekuili no 0,5 mn Ta NIMITEL BpuTaHia KopnopeiiwH 3MiHM | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTponb peuyenmom
BAKUMHA AnAa 0,25 mny rOTOBOrO /iKapCbKOro 3acoby - nepe3aTBepkKeHHA AHaTITUYHOT
MPO®PINAKTUKN nonepegHLo HOpMaTVBHOI AokymeHTauii (AH) Ha MeToaun KOHTPOSO SKOCTI
renny HamnoBHEHUX (MK£) 3 meTO NpuBefeHHs A0 BUMOT Hakaly MO3 YkpaiHn Ne460
(POSLWENMEHNA | wnpuuax Ne 1, Ne Big 23.07.2015 p.; 3miHu | TUnNy - BUNYyYeHHS nokasHuka
BIPIOH, 10 "AHOMasIbHa TOKCMYHICTB" 3i crievumdikaL,ii roToBOro nikapcbkoro
IHAKTUBOBAHN 3acoby
1)
67. | AUKNOKAIH PO34MH ANS iH'eKii ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/8315/01/01
no 2 mn B amnyni; 03 06MeXeHo 3MiHKM | TNy - 3MiHa po3Mmipy cepii (BKNYatoun Aiana3oH po3Mipy peuyenmom
no 10 amnyny 0bMexeHo BiANOBIAA/ILHICTIO cepii) roToBOro NMikapcbKoro 3acoby - BBeAEHHS [0AaTKOBUX
KapTOHHiI kopobui 3 10 "papmMaueBTUYHa po3MmipiB cepii NikapcbKoro 3acoby Ans Ail4yoro uexy AMnybHWIA
neperopogkamu; no Bignosigan KOMNaHis uex: 200 n (100 000 Tuc. amnys) Ta 380 a1 (190 000 Tuc. amnyn) Ao
2 mn B amnyni; no 5 bHICTIO "3popos's” BXe 3arBepmkeHunx po3mipis 40 n (20 000 tuc. amnyn), 100 n (50
amnyn y 6nictepi; no | "dapmaue 000 Tuc. amnyn)
2 6nictepu B BTUYHA
KapTOHHI kopobuy; KOMMaHis
no 2 Mn B amnyni; "3p0poB'a”
no 10 amnyny
6nictepi; no 1
6nictepy B
KapTOHHII Kopo6Lyi
68. | AMMEAPON PO34MH AN iH'EKLi, NAT YKpaina MAT "Tannudhapm™ YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/4950/01/01
10 mr/mn no 1 mn B "Tanuudpap 3MiHM | TUMy - 3MiHW y NpoLLeci BUPOGHMLTBA rOTOBOTO J1iKapCbKOro peyenmom
amnyni; no 10 m" 3aco06y, BKOYaoUy NPOMKHWUIA NPOAYKT, L0 3aCTOCOBYETLCS NpW
amnyn y kopobui; no BMPOBHMLTBI TOTOBOTO /iKapCbKOro 3acoby (He3HayHa 3miHa y
1 mn B amnyni; no npoLeci BUpo6HULITBA)
10 amnyny
KOHTYPHIli
YapyHKOBIl
ynakosui, no 1
KOHTYPHIli
YapyHKOBIli ynakoBLj
B nayui
69. | AIABETOH® MR Tabnetkn 3 ne ®paHuisa NabopaTtopii ®paHuia/ BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/2158/02/02
60 MI MoaudpikoBaHUM NABOPAT Ceps'e IHgacTpi, IpnaHgais 3MiHK | TNy - 3MiHK [0 IHCTPYKLUIT 4719 MeANYHOT0 3aCTOCYBaHHS peuyenmom
BVBI/IbHEHHAM N0 60 YAP ®paHuin; Ceps'e [0 po3ginis "®apmakonoriyHi BnactusocTi”, "MpoTunokasaHHsA"
Mr no 15 TabneTtok y CEPB'E (Ipnangis) (BraaneHo NpoTunokasaHHs "nikyBaHHs KBIHO/IOHOM", BHECEHI
6nicTepi; no 2 IHpacTpic NTa, YTOYHEHHS1),"B3aemogia 3 iHWKMMKN NiKapCbKMKU 3aco6amMm Ta iHLi
6nictepu y Kopobui 3 Ipnangis BMAM B3aemogijit", "Ocob/MBOCTi 3acToCcyBaHHA". BBefeHHA 3MiH
KapTOHY NpPoOTArom 6-Tm MicsiLiB nicnsA 3aTBepPAKEHHSA
70. | AIAKOPOAVH® TabneTtku TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3MiHu 3a UA/5731/01/03
120 PETAP/, NPOJIOHrOBaHoI Al "CaHodpi- Pecny6nik Logfo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyernmom
no 120 mr Ne30 ABeHTIC a 3MiHW [0 y3araJlbHEHVX AaHWX Npo cuctemy papMakoHarisgy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep

peecmpayiliHo2o

nocsBi04YeHHs

(10x3): no 10
Tabnetok y 6nictepi;
no 3 6nictepn y
KapTOHHI Kopo6Lyi

YkpaiHa"

(BBEAEHHA Y3araslbHEHVX AaHNX NPOo cucteMy hapMmakoHarnagy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy 3asBHUKa
[OnA 3pjicHeHHs hapMakoHarnisgy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6WU, BiANOBIfa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bknoyaroum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MmilLEeHHi MacTep-ghaiina cuctemu hapmakoHarnsagy)fiova
pefakuis: YnoBHOBaXKeHa ocoba 3afBHWKa, BifgnosiganbHa 3a
thapmakoHarnag - Eric Teo/Epik Teo.
lMponoHoBaHa peaakuisi: YNoBHOBaxeHa ocoba rpynu KoMnaHii
Sanofi, BignosiganbHa 3a hapmakoHarnsg Ha rnob6asibHoOMY pPiBHI -
Eric Teo/Epik Teo; YnoBHoBaxeHa ocoba 3asBHUKa, BignoBifaibHa
3a hapmakoHarnsg B Ykpaiti - KnilwmH AHTOH MukonaioBuy.
3MiHu | TUny - 3MiHK Wono 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHW BHECEHI B iHCTPYKL,it0 AnA
MeAMYHOro 3aCTOCYBaHHS LWOA0 AOAAHHSA 3asBHMKa Ta Moro
MiCLLe3HaXOMKEHHS, K HACMiA0K — BiANOBIAHI 3MiHW Yy TEKCT
MapKyBaHHS yMakoBKMN MIKaPCbKOro 3acoby. 3MiHW Y TeKCTi
MapKyBaHHS YNakOBKW: 3a3HaYeHHS 3asBHMKa Ha ynakoBLi
nikapcbKoro 3acoby.

BBefieHHs1 3MiH NpoTArom 6-T1 MicALIB NiCNA 3aTBEPMKEHHS. 3MiHa
3asBHMKa (BNacHvKa peecTpauiiHoro NocBigYeHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBefieHHs 3MiH NPOTArom 6-Tu
MicALIB NiCNs 3aTBEPKEHHS.

71.

NIAKOPAVH® 90

PETAP/[,

TabneTku, BKpUTI
060/10HKOI0,
NPOJIOHrOBaHoI fji
no 90 mr Ne 30
(10x3): no 10
TabneTtok y 6nictepi;
no 3 6nictepn y
KapTOHHI KopooLyi

TOB
"CaHodpi-
ABeHTIC
YkpaiHa"

YkpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nik
a

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3miHun
wofo 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucteMy hapMakoHarnagy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiACHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy 3asiBHUKa
[OnA 3pjicHeHHs hapMakoHarnisgy B YkpaiHi, SKLWO0 BOHa BigMiHHA
Bifl yNOBHOBaXeHOI 0co6MU, BiANOBIfa/IbHOI 3a 34iACHEHHS
hapmakoHarnsay (Bknoyaroum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MmilLeHHi MacTep-ghaiina cuctemu hapmakoHarnsagy)liova
pefakuis: YNnoBHOBaXeHa ocoba 3asBHMKa, BignosiganbHa 3a
thapmakoHarnsg - Eric Teo/Epik Teo.

MponoHoBaHa peaakuisi: YNoBHOBaxeHa ocoba rpynu KoMnaHii
Sanofi, BignosiganbHa 3a hapmakoHarnsg Ha rno6asibHOMY PiBHI -
Eric Teo/Epik Teo; YnoBHOBaxeHa ocoba 3asBHUKA, BignoBigaibHa
3a hapmakoHarnsg B Ykpaiti - KnilwmH AHTOH MukonaoBuy.
3MiHu | TUny - 3MiHK Wono 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHW BHECEHI B iHCTPYKL,it0 AnA
MeAMYHOr0o 3aCTOCYBaHHS LWOA0 AOAAHHA 3asBHMKa Ta Moro
MiCLLe3HaXOMKEHHS, SIK HACMiA0K — BiANOBIAHI 3MiHW y TEKCT
MapKyBaHHS yMakoBKMN MiKaPCbKOro 3acoby. 3MiHW Y TeKCTi
MapKyBaHHS YNakOBKW: 3a3Ha4eHHS 3asBHMKa Ha ynakoBLi
NiKapcbKoro 3acooby.

BBefieHHs1 3MiH NpoTArom 6-T1 MicsALIB MicAa 3aTBEPMKEHHS. 3MiHa

3a
peyenmom

UA/5731/01/02
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3asBHMKa (BNacHvKa peecTpauiiHoro nocBigYeHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460) BBefeHHs 3MiH NpPOTArom 6-Tu
MicsLIB NiCNsA 3aTBEPAKEHHS.
72. | AlAony kancynu no 50 wr, M. BioTek Benwvka Crpaiigc LWacyH IHAisa BHECEHHS 3MiH IO peecTpauiitHux maTepianis: 3miHu | Tuny - 3a UA/12182/01/01
no 10 kancyny nrp, BpuTaHia Nimiten AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu Micus peuyenmom
6nicTepi; no 1 NPOBaPKEHHN AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
6nicTepy B mauui nikapcbKoro 3acoby, BKIKUauM AinbHULI BUNYCKy cepii abo MicLe
NpoBeAEeHHS KOHTPOSIIO AKOCTI. (4iANbHICTb, 3a AKY Bignosigae
BMPOGHUK/IMNOPTEP, BK/IOYAOYM BUMYCK Cepili) 3MiHa Ha3Bu Ta
agpecy BupobHuka /13 fiadny, 6e3 3MiHM Micus BUPOGHMLTBA
73. | AIA®NY kancysin no 100 wmr, M. BioTek Benuka Crpaiigc LWacyH IHAin BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/12183/01/01
no 10 kancyny nrp, BputaHis Nimiteq AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus peyenmom
6nicTepi; no 1 NPOBaPKEHHA AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
6nictepy B navui NiKapcbKoro 3acoby, BKIYakouy AifbHULi BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPO/TIO SKOCTI. (4iANbHICTb, 3a AKy Bignosifae
BMPOGHUK/iMNOpTEp, BK/IOYAOUM BUMYCK cepili) 3MiHa Ha3Bu Ta
aapecy BupobHuka N3 fiadny, 6e3 3MiHM MicLa BUPOGHMLITBA
74. | AlA®NY kancysm no 150 wmr, M. BioTek Benvka Crpanigc WacyH IHais BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3MiHu | Tuny - 6e3 UA/12183/01/02
no 1 kancyniy nrp, BpuTaHis Nimiten AaMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peuyenma
6nicTepi; no 1 NPoBaPKEHHA AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
6nicTepy B navui NiKapcbKoro 3acoby, BKIKYakuy AiflbHULi BUMYCKY cepii abo Micue
NpoBeEeHHSA KOHTPOJII0 AKOCTI. (4iANbHICTb, 3a AKY Bignosigae
BMPOGHMK/iMMOPTEp, BK/IOYAKOUN BUMYCK Cepili) 3MiHa Ha3BM Ta
agpecy BupobHuka 13 fiadny, 6e3 3MiHM Micus BUPOGHMLTBA
75. | AIALEPEIH NOPOLLIOK AT YkpaiHa Awmi NalicpcaiieHcis IHais BHECEHHS 3MiH [10 peecTpaLjiitHux maTepianis: 3miHu | Tuny - - UA/12504/01/01
(cybeTaHuis) y "KNIBCbK Met. /1T4. AaMiHiCTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHS Ta/abo agpecu
nakeTax noAgiiHMX un 3a8BHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) 3miHa
nonieTuneHoBmx BITAMIHH HalilMeHyBaHHs 3asiBHUKa. BBeAEHHSA 3MiH NpoTArom 6-Tu Micauis
0151 BUPO6HMLTBA nin nicns 3aTBepAKEHHS
HeCcTepusIbHUX 3ABOA"
NiKapcbkux popm
76. | AICTPEH kancysm no 300 mr X. Ypiaki IcnaHis X. Ypiak i IcnaHis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/9509/01/01
no 10 kancyny KomnaHis, Komnanisi, C.A. 3MiHM | TUNY - NoAaHHsA oHoBrieHoro CepTudikarty BiANOBIAHOCTI peyenmom
6nictepi; no 3 C.A. €sponelicbkiin hapmakonei R1-CEP 2000-032-Rev 03 Bif Bxe
6nicTepu y kopobui 3 3aTBEPMKEHOro BUpobHUka ansa A®I Tpudbnysany; 3miHm | Tuny -
KapTOHY BBE/leHHs1 TepMiHY MOBTOPHOTO BUNPOGYBaHHA 2 pokn Ans Ad|
Tpudy3any 3aTBEPAKEHOIO BUPOGHUKA
77. | AOKCUNAMIHY NOPOLLIOK AT Ykpaina P. . PAIH KEM IHAisA BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - - UA/4786/01/01
CYKUUHAT (cybcTaHuis) y "KUIBCbK NBT NTA AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
(AOKCUNAMIHY nakeTax nopgiiHMx nin 3asBHMKa (BNacHvKa peecTpauiiiHoro noceigyeHHs) 3miHa
rNAPOCYKUUNHA nonieTuIeHoBNX BITAMIHH HallMeHyBaHHS 3asiBHUKa. BBeAeHHS 3MiH NpoTArom 6-Tu Micauis
T) ons 717 nicns 3aTBepKeHHs
hapmaLeBTUUYHOTO 3ABOA"
3aCTOCYyBaHHS
78. | AYDOACTOH® TabneTku, BKpUTI ABGOTT HigepnaHpg, ABGOTT Hinepnax BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/3074/01/01
nniBKOBOO Xenckea " Bionogxikans b.B. an 3MiHY | Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom
060/10HKOI0, No 10 MpopakTc dhapmakoHarnsgy. BeegeHHs abo 3MiHM [0 y3araslbHEHNX AaHUX
mr, no 14 a6o 20, b.B. npo cuctemy drapmakoHarnsgy (BBefeHHs y3arafibHeHUX gaHux
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o

79.

EAOPAHT®

abo 28 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

TOB

npo cucTemy hapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0coou,
BiANOBIAANLHOI 32 34iiCHEHHA (hapMakoHarnsay; KOHTakTHOT
0co6U 3 chapmakoHarnsgy 3asaBHVKa 151 34iIACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAaNLHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bknoyaroum KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHI MacTep-dhaiina cucteMu papmakoHarnsgy) - 3miHa
YMNOBHOBaXXEHOT 0CO6M 3as1BHUKA, BifMnoBiganbHOI 3a 34iiCHEHHS
thapmakoHarnsgy. MNponoHosaHa pegakuis: Dr. Monica
Buchberger, Pharm. PhD/Ap. MoHika Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0CO6U 3asiBHUKA 415 3AIAICHEHHS
hapmakoHarnagy B Ykpaini. MponoHoBaHa pegakuis: Kisim Onbra
€BreHisHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT 0COOY 3asBHNKA,
BiZiNOBIAANbHOI 3a 34jiCHEHHS hapmakoHarnsgy. 3miHa
KOHTaKTHUX JaHVX KOHTaKTHOI 0CO6U 3asBHUKA A1 3AIACHEHHS
hapmMakoHarnsgy B YkpaiHi

nocsBi04YeHHs

80.

TabneTkn, BKPUTI
nniBKOBOIO
060/10HKO0, M0 25
mr no 30 TabneTok y
thnakoHi; no 1
hNakoHy B
KapTOHHIN nauui

"[DKOHCOH i
J>KOHCOH
YkpaiHa"

YkpaiHa

AHccen-Cinar
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpauiitHux maTepianis: 3miHu | Tuny - 3miHun
Loao 6e3nekn/edeKTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araJlbHEHVX AaHWX NPo cucteMy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHMX NPo cucTemy dhapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0CO6U, BiAMNOBIAA/IbHOI 32 3AiiCHEHHS
thapmakoHarnsay; KOHTaKTHOT 0cobu 3 hapmakoHarnsgy 3asBHUKa
OnA 3piicHeHHs hapmakoHarnsgy B YkpaiHi, SKLWO BOHa BigMIHHA
Bifl yNOBHOB&XX€EHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyaroum KOHTakTHI AaHi) Ta/abo 3MiHW y
po3milLeHHi macTep-ghaiina cuctemun dpapmakoHarnsagy) 3miHa
yMOBHOBaXXEHOT 0C06M 3a8BHUKA, BiAMOBIga/IbHOI 3a
hapMakoHarnsag: gitoya pegakuis - Dr. Logesvaran Yogendran,
nponoHoBaHa pegakuis - Dr. Laurence Oster-Gozet. 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXKEHOT 0COOM 3asBHUKA,
BiANOBIAa/IbHOT 3a (hapmakoHarnsa,. 3MiHa 3asBHMKa (BlacHuMka
peecTpavuiiniHoro noceigueHHs) (3rigHo Hakazy MO3 Big 23.07.2015
Ne 460)
3atBepmkeHo: TOB "[xoHcoH & [xoHcoH", Pocilicbka ®efepaduis
3anponoHoBaHo: TOB "[XXOHCOH i [KOHCOH YkpaiHa', YkpaiHa

3a
peyerimom

UA/14060/01/01

81.

EKBATOP

ENNOKCATUH®

Tabnetkn, 10 mr/5
mr Ne 10 (10x1), Ne
30 (10x3), Ne 60
(10x6) B 6nicTepax

BAT
"TeneoH
PixTep"

YropLmHa

BAT "TeneoH
PixTep"

YropumHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHKM | TUNY - 3MiHW 40 IHCTPYKUIT ANS MEeAWYHOrO 3aCTOCYBaHHA Y
po3ginu: "®apmakonoriyHi BnactneocTi", "MNpoTrnokasaHHs",
"B3aemogis 3 iHWVMU flikapcbkMK 3acob6amu Ta iHLWi BUAn
B3aemogiit", "Oco6/MBOCTi 3aCTOCyBaHHA", "3acToCyBaHHs Y
nepiog, BaritTHocTi abo rogyBaHHs rpyaat”, "3aaTHicTb BNaMBaTH
Ha LWBMAKICTb peakuii npu kepyBaHHi aBTOTpPaHCNopToM abo
iHLWMMK MexaHidmamun', "Cnocib 3acTocyBaHHsA Ta fo3n"
(yTouHeHHs), "MepenolyBaHHsa", "Mo6GIYHI peakyii” Bi4NOBIgHO A0
OHOBJIEHOT iHhopMaLii 3 6e3nekn Aito4oi peyoBuHN. BBeAeHHs
3MiH NPOTArom 6-TM MicALIB Nicns 3aTBePAXEHHS

3a
peyenmom

UA/3211/01/01

KOHLIEHTpAT A5t

TOB

YkpaiHa

CaHodpi-ABEHTIC

HimeyumH

BHECEHHS 3MiH 40 PEeECTPaLiiHNX MaTepiastiB: 3MiHuM | TNy -

3a

UA/9385/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
PO34mnHy Ans "CaHodi- [Joiunang MrmeX a AAMiHICTpaTuBHI 3MiHWN. 3MiHa HaliMeHyBaHHA Ta/abo agpecy Micus | peyenmom
iHdpy3iit, 5 mr/mn ABeHTIC NpoBaKEHHS Ai/IbHOCTI BUPOBHMKa/imnopTepa roToBoro
Nel: no 10 mn YkpaiHa" NiKapcbKoro 3acoby, BKkAUaouy AifbHULi BUNYCKy cepii abo micue
KOHLeHTpaTy, Lo NpPOBeLEHHS KOHTPO/TIO AKOCTI. (AiANbHICTb, 3a Ky BignoBigae
MicTaTb 50 Mr BMPOGHUK/iMNOpPTEp, BK/IHOYAOUM BUMYCK cepili) - 3MiHa Ha3BK Ta
okcaninnatuHy, y ajipecvt BUPO6HUWKa, 6e3 3MiHM Micus BUPOOHULTBA; 3MiHW || TNy -
dhnakoHi abo no 20 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy. 3miHm y
M1 KOHLEHTPATY, L0 KOPOTKill XapakTepucTuL,i Nikapcbkoro 3acoby, TEKCTi MapKyBaHHS
MicTATb 100 Mr Ta IHCTPYKUiT AN MeAUYHOro 3aCTOCYBaHHA y 3B’A3KY i3 HOBUMMU
okcaninnatuHy, y OaHUMM 3 SIKOCTi, AOKANIHIYHUMU, KAIHIYHUMW AaHVMKW Ta aHVMK 3
hNakoHi; B NigA0Hi, hapmakoHarnsgy - 3MiHM BHeceHo A0 [HCTpyKUii Ans MeguyHoro
3anasHomy 3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis "®apmakosnoriyHi
KPULLKOHO, B BnactmBocTi", "OcobnuBi 3axogmn 6e3nekn”,"Baaemogjs 3 iHLWMMK
KapTOHHI KopooLyi nikapcbk1MK 3acobamu Ta iHWi BUAW B3aeMogiii", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”, "Cnocié 3acTocyBaHHs
Ta gosun”, "MobivHi peakuii”
82. EMAHEPA® Kancynu KPKA, a.4., CnoBeHis BUPOGHMLTBO "in CnoseHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/12801/01/01
KMLLKOBOPO3UMHHI MO Hoso bulk", nepsuHHe 3MiHu |l Tvny - BBEAEHHSA HOBOro BUPOOHKKa AD| 3 HafaHHAM peyenmom
20 wr; no 7 kancyny MecTo Ta BTOPUHHE macTep-aiina Ha Adl Big BnacHuka DMF KPKA, a.4., HoBo
6nictepi; no 1, 2 abo nakyBaHHs, MecTo, CNOBEHIis A0 paHille 3aTBepKeEHOro Maiictep-cpaiiny 3i
4 6nictepu B KOHTpO/b Ta cxeMamu cuHtesy RoS1, RoS4, fofaetbcs fogarkosa cxema
KapTOHHI Kopo6Lyi BMNYCK Cepil: cuHTe3y RoS5
KPKA, a.4., Hoso
mecTo, CnoBeHis;
KOHTpO/b cepii:
KPKA, a.4., Hoso
mecTo, C/10BEHIst
83. EMAHEPA® Kancynu KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoseHis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/12801/01/02
KULLKOBOPO34MHHI MO HoBo bulk", nepsnHHe 3MiHu |l TUNY - BBEAEHHSA HOBOro BUPO6HMKA APl 3 HafaHHAM peuyenmom
40 wmr; no 7 kancyny MecTo Ta BTOPUHHE macTep-haiina Ha Adl Big BnacHuka DMF KPKA, g.4., HoBo
6nicTepi; no 1, 2 abo nakyBaHHs, MecTo, CoBeHis A0 paHille 3aTBepA)KeHOro Maiictep-cdaiiny 3i
4 6nictepu B KOHTPONb Ta cxemamu cuHTesy RoS1, RoS4, fofaetbeca fogarkosa cxema
KapTOHHI Kopo6Lyi BMNYCK Cepil: cuHTe3y RoS5
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTpO/b cepii:
KPKA, a.4., Hoso
MecTo, CrioBeHis
84. EMCE®® NOPOLLOK A/15 Abpun IHgis Hektap IHais BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiiB: 3MiHu Il Tuny - 3miHn 3a UA/5195/01/03
pO34nHy Ans dopmyneii NavidpcaitHcis Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsgy. BHeceHHst abo peyenmom
iH eKuii no 1000 mr; LH3 TBT. Nimiten 3MiHa(1) Ao 3060B'A3aHb Ta YMOB BUaui peecTpauiiHoro
1 dpnakoH 3 n1g. NOCBIAYEHHS, BKNoYatoun MnaH ynpas/iHHA pu3nkamu
NOPOLLKOM Y (3acTocyBaHHA 3MiH(M), siki(a) BUMaratoTb(€) NOA4a/bLLOr0

KapTOHHI ynakoBL,i

06r'pyHTYBaHHS HOBUMW AOAATKOBMM JaHUMMU, LLO Ma0Thb
HagaBaTncs KOMNETEHTHUM OPraHoM, OCKi/IbKV BUMaraeTbCs
CYTTEBA OLLiHKA KOMMETEHTHUM OpraHom) - BukoHaHHs 3060B's3aHb
BIANOBIAHO A0 NiANYHKTY 2.3 NyHKTY 2 goaatky 15 go Mopaaky
NpoBeAEeHHS eKCnepTn3n peecTpaLiiHnx matepiaiB Ha JikapcbKi
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
3acobu, L0 NOAATLCS Ha fepXaBHy peecTpaLiiio
(nepepeecTpaLito), a TakoX ekcnepTu3n martepiasiB NPo BHECEHHS
3MiH 10 peecTpaLiiiHuX MaTepianis NPOTAroM Ajii peecTpaviiiHoro
nocBigueHHs1, 3aTBepa)keHoro Hakazom MO3 Big 26.08.2005 Ne 426
(y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
85. EHTUBIO® NOPOLLOK A/15 Takega [aHis Bikxem Benvka BHECEHHS 3MiH 40 peecTpavyiiHux martepianis: 3a UA/15405/01/01
KOHLeHTpaTy Ans dapma A/C Na6opatopis BpuTanis/ 3MiHM | TUMY - 3MiHW Yy TEKCT MapKyBaHHS YMakoBKMN: BUTyHYEHHS peyenmom
pO34nHy Ans NimiTen, Benuka ITania/ 3a3Ha4YeHHs Ha BTOPUHHIN ynakoBLi iHhopMalLiii CTOCOBHO
iHdpysiin no 300 mry BputaHis AscTpis/ BMPOGHWYOI AiNbHNLI, BiANOBIAA/IBHOIT 38 BUPOOHULITBO NIKAPCHKOro
thnakoHi, no 1 (kOHTpONb AKOCTI CLUA/ 3aco6y Ta nepBUHHE NakyBaHHs. TakoX He3HauYHi MpaBku y pp.
hNakoHy y cepi: HimeyuunH "Kateropisa Bignycky", "Oco61Bi 3aCTepexeHHs LWoa0 36epiraHHs
KapTOHHI Kopo6Lyi "CTepunbHICTb" Ta a nNikapcbKoro 3acoby y HegocTynHoMy Ans Aiteld micui”. BBegeHHA
"BakTepianbHi 3MiH NMPOTArom 6-Tm MicALiB nicns 3aTBepKeHHs
€HOO0TOKCUHN");
[endapm HoBapa
C.p.n., Itanisa
(BTOpPUHHE
nakyBaHHS Ta
[03BiN Ha BUAMYCK
cepii); KoBaHC
Nabopatopi3
NimiTen, Benuka
BpuTaHin
(KOHTpONb AKOCTI
cepii); Takega
ABcTpist TM6X,
AscTpis
(BTOPUHHE
nakyBaHHA Ta
[03BisT HAa BUMYCK
cepii); Xocnipa,
IHk., CLLUA
(BPOGHMLTBO
N3 Ta nepBuHHe
nakyBaHHs);
Yapnb3 Pisep
BiochapmacbtoTika
n Cepsici3 'M6X,
HimeuunHa
(KOHTpONb AKOCTI
cepi:
"BU3HayveHHA
3B'I3yBaHHA")
86. EMPEKC PO3YMH ANS iH'EKLiA, TOB YkpaiHa Cinar Al Lseiiuapi BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/2386/01/01
2000 04/0,5 mn no "[IXOHCOH i A LoAo 6e3snekn/edeKTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
0,5 mn (2000 O4/0,5 LbKOHCOoH 3MiHM [0 y3aras/ibHeHVX JaHuxX Npo cucTeMy apmakoHarisagy
M) y nonepeaHbLo YkpaiHa" (BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy hapMakoHarnaay,

3anoBHeHUX

3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 32 3AiICHEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
Lwnpuuax i3 thapmakoHarnsgy; KOHTaKTHOT 0cobu 3 hapmakoHarnsgy 3asBHUKa
npo3oporo [ANA 3AiicHeHHs hapMakoHarnsay B YKpaiHi, K0 BoHa BigMiHHA
6opocunikaTHOro Bif, yNOBHOBaXXEHOI 0cO6M, BiANOBifaIbHOI 3a 3A4iAiCHEHHS
CK/1a, OCHaLLeHMX thapmakoHarnagy (BKIoyakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
ronkamu i3 pO3MiLLeHHi MacTep-thaiina cucteMu hapmakoHarnsgy) - 3miHa
Hepxasitoyoi cTani YNOBHOBaXXEHOI 0CO6U 3asiBHMKA, BifnoBigaibHOI 3a
Ta 3aX1CHUM dhapmakoHarnsag; 3mMiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT 0Cobm
NpUCTPOEM 3asBHUKA, BiAMOBiAa/IbHOI 3a thapMakoHarnsg,; 3miHa 3asiBHUKa
Protecs™ ans (BnacHuKa peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big,
3anobiraHHs 23.07.2015 Ne 460)
TpaBMyBaHHS
rOMKOI0 nicns
BMKOPWCTaHHS; No 6
wnpuuis y
NoNiBiHINXNOPUAHIN
KaceTi y KapTOHHIiA
nauuj
87. EMPEKC PO34MH ANS iH'EKUi, TOB YkpaiHa Cinar Al Lsenuapi BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHu | Tuny - 3MiHn 3a UA/2386/01/04
40000 O4/mn o 1 "[DKOHCOH i a Loao 6e3nekn/edeKTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
M (40000 O4/mn) y LbKOHCOH 3MiHM [0 y3aras/ibHeHVX AaHuxX Npo cucTeMy hapmakoHarnagy
nonepegHbL0 Ykpaina" (BBEAEHHSA y3araslbHEHNX AaHUX MPO cucTemy hapmakoHarnsagy,
3arnoBHEHNX 3MiHa YNOBHOB&XEHOI 0CO6U, BiAMNOBIAA/IbHOI 32 3AiiCHEHHS
Lwnpuuax i3 thapmakoHarnsay; KOHTaKTHOT 0cobu 3 hapmakoHarnsgy 3asBHUKa
npo3oporo OnA 3piicHeHHs hapmakoHarnsgy B YkpaiHi, SKLWO BOHa BigMIHHA
6opocunikaTHOro Bifl yNOBHOB&XX€EHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS
CKfa, OCHaLeHnX hapmakoHarnsgy (Bknoyaroum KOHTakTHI AaHi) Ta/abo 3MiHW y
ronKkamu i3 pO3MilLeHHi macTep-ghaiina cuctemun hapmakoHarnsgy) - 3miHa
Hepxasitoyoi cTani yMOBHOBaXXEHOT 0C06M 3a8BHUKA, BiAMOBIga/IbHOI 3a
Ta 3aXMCHUM dhapmakoHarnsg; 3mMiHa KOHTaKTHUX JaHnX YyNOBHOBaXeHOT 0cobum
NPUCTPOEM 3a8BHMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,; 3MiHa 3asBHVKa
Protecs™ ans (BnacHvka peecTpaduiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big
3anobiraHHs 23.07.2015 Ne 460)
TpaBMyBaHHS
roNKOHo nicns
BMKOPWCTaHHS; no 6
wnpuuis y
noniBiHINX0pUAaHIN
KaceTi y KapTOHHilA
nayui
88. ECBEPITOKC Tabnetkv no 3,2 wr, LWanep & HimeyunHa LWanep & HimeyuunH BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/11978/01/01
no 20 TabneTok y Bptommep Bprommep MM6X & a 3MiHK | TUny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peuenma
6nicTepi; no 2, abo v6X & Ko. KI hapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3aranibHeHVX gaHnx
3, a6o 5, a6o no 10 Ko. KI npo cuctemy dhapmakoHarnagy (BBeAeHHs y3arasibHeHUX JaHnx

6nictepiB y
KapTOHHI Kopo6Lyi

npo cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXeHoT 0coou,

BiANOBIAA/IbHOI 3@ 34iiCHEHHA hapmakoHarnsay; KOHTakTHOT
0cobu 3 thapmakoHarnagy 3asBHVKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHaA Big,
YMOBHOBaXEHOT 0c06U, BifNoBiAaNIbHOI 3a 37iNCHEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
thapmakoHarnagy (BKIoyakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
pO3MilLeHHI MacTep-thaiina cucteMu papmakoHarnsgy) - 3MiHa
yMNOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a hapmakoHarnsg;:
nponoHoBaHa pegakuis - Dr.Jennifer Christin Kuchering/
[p.DxeHicep KpicTiH KyyepiHr. 3MiHa KOHTaKTHUX AaHUX
yNOBHOBaXeHOT 0co6u, BignoBifanbHOT 3a thapmakoHarnsag,. 3miHa
KOHTaKTHOI 0co6W, BiAMoOBIfa/IbHOI 3a hapmakoHarnag B YkpaiHi:
nponoHoBaHa pefakuis - BoliteHko AHTOH eopriioBuy. 3miHa
KOHAKTHMX JaHWX KOHTaKTHOT 0cobu, BiANOBiAaIbHOI 3a
dhapMakoHarnisg B YKpaiHi
89. ECLUUTAM® TabneTku, BKPUTI TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15764/01/01
ACIHO nNiBKOBOKO "Papma Crapt"” 3MiHu || TRy - 3MiHK y NpoLeci BUPOBGHMLTBA FOTOBOTO JTiKapCbKOro peyernmom
060/10HKOI0, No 10 Crapt" 3aco0y, BKOYaoUy NPOMDKHUI NPOAYKT, L0 3aCTOCOBYETLCA NpU
mr, no 10 TabneTok BMPOBOHULTBI FOTOBOTO JiKapCbKOro 3acoby (BBeLeHHs abo
y 6nictepi, no 1, 3 36iNbLUEHHS MPUNYCTUMOrO HagMLKy Adl)
abo 6 6nicTepiB y
KapTOHHIM nayui
90. | ECUNTAM® Tabnetkun, BKpUTI TOB YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/15764/01/02
ACIHO NnNiBKOBOKO "papma Crapt" 3MiHu Il TUMy - 3MiHK y NpoLieci BUPOGHMLTBA rOTOBOTO J1iKapCbKOro peyenmom
060/10HKO0, M0 20 Crapt” 3aco6y, BK/IKOUYAKUM NPOMIDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS Npu
mr, no 10 TabneTok BMPOOHULTBI FOTOBOTO JiKApCbKOro 3acoby (BBeAeHHs abo
y 6nictepi, no 1, 3 36iNbLUEHHS MPUNYCTUMOrO HaamLKy Adl)
abo 6 6nictepiB y
KapTOHHI nayui
91. ETLNOBI E®IPU pignHa (cybcTaHuis) AT YkpaiHa XtoaTaih biodhapm KuTaii BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/11784/01/01
OMETA-3 y CTasieBux "KUIBCbK IHK. ApaMiHiCTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHSA Ta/abo agpecu
Kncnot 6apabaHax gsis nin 3as1BHVKa (B/1acHMKa peecTpaviiiHoro noceigvyeHHs) 3MiHa
BMPOGHMLTBA BITAMIHH HalilMeHyBaHHs 3asiBHUKa. BBeeHHS 3MiH NpoTarom 6-Tu Micauis
HeCcTepuibHUX nn nicns 3aTBepkeHHs
NiKapcbknx chopm 3ABO4"
92. EY®INIH- PO34mnH ANs iH'ekuiin, | ToBapucts YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/0869/01/01
340POB'A 20 mr/mn, no 5 mn B 03 06MexeHoto 3MiHM | TUny - 3MiHa po3Mipy cepil (BKUYatoumn gianasoH po3Mipy peyenmom
amnyni, o 10 0bMexeHo BiANOBIAA/TLHICTIO cepil) roToBOro Nikapcbkoro 3acoby - BBEAEHHS AOAATKOBOIO
amnyn y KapToHHil 10 "®apmaueBTuyHa po3mipy cepii nlikapcbkoro 3acoby Ans Ajko4oro AMMynbHOrO LEXY.
Kopobui; no 5 mn B Bignosigan KOMNaHis 3anponoHoBaHo: AMNybHWIA Lex. Po3mip cepii cknagae: 40,000
amnyni; no 5 amnyn bHICTIO "3popos's" Tuc. amnyn (200,0 n); 98,000 Trc. amnyn (490,0 n1); 188,000 Tuc.
y 6nicTepi, no 1 abo "®apmaue amnyn (940,0 n). JopaTtkoBuii po3mip cepii cknagae: 240,000 Tuc.
no 2 6nictepu B BTMYHA amnyn (1200,0 n)
KapTOHHI Kopo6Lyi KOMMaHis
"3a0opos's"”
93. E®/IOPAH Tabnetku no 400 mr KPKA, a.4., CnoBeHisi KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/0928/01/01
no 10 TabneTtok y Hoso MecTo 3MiHM | TUNY - NOAAHHA OHOBMIEHOrO cepTudikaTa BifnoBiAHOCTI peyenmom
thnakoHi; no 1 MecTo €Bponeiicbkoi thapmakonei Ne R1-CEP 2001-450-Rev 05 Big Bxe

chnakoHy B
KapTOHHI Kopo6Lyi

3aTBepMAXEHOro BUpobHnka A®| MeTpoHiAasony, K Hacnigok,
BW/TyYEHHS] BUPO6HMKA HaniBNPOAYKTY, BiAnoBigHO A0 OHOBIEHOTO
CEP; 3miHn | TMny - 3MiHa y MeToAax BUnpobyBaHHSA roTOBOro
nNikapcbKoro 3acoby - 3MiHa Y KOSIbOPOBOMY MeTogi iaeHTudikawii
METPOHIAa30/y, a came: 3MiHa 3a6apB/IEHHSA PO3UMHY, O BUHUKAE
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
nif yac aHaniy i3 nomapaH4eBO-4epPBOHOIO Ha YepPBOHYBaTO-
(pioNIeTOBUIA. Y 3B'A3KY 3 NPUBEAEHHSAM Y BiANOBIAHICTbL A0
peasnibHUX AaHux, WO OTpUMYTbCA Nifg Yac aHanisy. Kopekuis
dhopmMynn y MeTogj 415 BUSHAUYEHHS CynpoBigHMX AOMILIOK, a came
BHECEHHS cepefHboi MacH, ANs BiLo6paxKeHHs AjiicHOT chopmym
064YMCIeHHS Ta BIJOOPaXKEHHS KOPEKTHUX pe3ynbTaTiB
94. | EXIHALEI NOPOLLIOK AT YkpaiHa dpyTapom LLBeiuapi BHECEHHS 3MiH 10 peecTpaviitHux maTepianis: 3miHu | Tuny - - UA/4791/01/01
nyPNyPOBOI (cy6eTaHuin) y "KUIBCbK CaiTuepneng ftg, A AfMiHIiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
BIIKATUIA CIK naketax NoABinHMX nin 3asBHYVKa (B/1acHMKa peecTpaviiiHoro noceig4yeHHs) 3MiHa
CYXuin nonieTuIeHoBKX BITAMIHH HalilMeHyBaHHs 3asiBHUKa. BBeAeHHS 3MiH NpoTarom 6-Tu micauis
ans mn nicns 3aTBepaKeHHs
thapmavueBTUYHOro 3ABOA"
3aCTOCYyBaHHSA
95. | 3ANI3A NOPOLLIOK AT YkpaiHa "Op. Naynb HimeuuunH BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - - UA/6184/01/01
DPYMAPAT (cybeTaHuis) y "KNIBCbK NoxmaHH M'meX a AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu
naketax 717 Kr 3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) 3miHa
nonieTuneHoBmX BITAMIHH HalilMeHyBaHHs 3asiBHUKa. BBeAEHHS 3MiH NPOTArom 6-Tu Micsuis
0151 BUPOGHMLTBA nin nicns 3aTBEPAKEHHS
HecTepubHUX 3ABOA"
nikapcbkux popm
96. | 3BIPOBOKO NOPOLLIOK AT YKkpaina LWaHbeKn [3axe Kutaii BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3MiHu | Tuny - - UA/15395/01/01
EKCTPAKT 0,5% (cybcTaHuis) y "KUIBCbK ®iTokem Ko., NlTg AfMiHIiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
nakeTax noABiHMX nn 3asBHUKA (BM1aCHVKa peecTpaviiiHoro noceigyeHHs) 3MiHa
nonieTuIeHoBMX BITAMIHH HaliMeHyBaHHS 3asiBHVKa. BBeeHHS 3MiH NpOTSArom 6-Tu Micsiyis
ans nn nicns 3aTBepayKeHHs
hapmaveBTU4HOro 3ABO"
3aCTOCYyBaHHSA
97. | 3OBIPAKC® AYO | kpem Mo 2 r kpemy y "nakcoCmi Benuka "nakco Benvka BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/14784/01/01
Ty6i; no 1 1y6i y TKNAH BputaHis OnepeiiwHc OK BputaHis 3MiHM | TUNY - NOAAHHA OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI peyenma
KapTOHHI KOpo6Lyi KoHcblome Nimiteq €Bponelicbkin hapmakonei R1-CEP 1998-029-Rev 08 gns Adl, Big,
p Xenckep BXe 3aTBepA)KeHOro B1po6bHMKa
(t0K)
TpewngiHr
NimiTeq
98. | IBAHAPOHOBA PO3UUH ANS iH EKLN, TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a UA/15955/02/01
KUCNOTA - 1 mr/mnno 3 mn B "®APMEK reyn" 3MiHM | TUMY - 3MiHW [0 IHCTPYKLIT 4718 MeANYHOro 3acTOCyBaHHS y peyenmom
DAPMEKC nonepegHLO creyn: po3ainu: "dapmakonoriyHi BnactmsocTi”, "MpoTunokasaHHa"
HanoBHeHOMY (peparyBaHHs TekcTy), "B3aemogis 3 iHLLIMMK NikapCbKUMmn
wnpuui; no 1 3acobamu Ta iHWi By B3aemogiii" (pefaryBaHHs TeKCTy),
nonepegHL0 "Oco61BOCTI 3acToCyBaHHA" (pefaryBaHHs TeKCTY),
HanoBHeHOMY "3acTocyBaHHs y nepioA BariTHOCTi abo rogyBaHHA rpyaar”,
LINPULY B KOMM/IEKTI "Cnoci6 3acTocyBaHHA Ta fo3un", "Mepepo3yBaHHA", "T06IYHI
3 r0/IKOK0 B peaxuii” 3rigHO 3 iHthopMaLielo LWoA0 MEANYHOIO 3aCTOCYBaHHS
KOHTYPHIl pedhepeHTHOro nikapcbkoro 3acoby (boHsiBa®, po3unH Ans
YapyHKOBIl iH’ekuUili). TepMiH BeA€HHS1 3MiH NPOTArom 6-Tu micsALiB nicns
ynakoBLij; no 1 3aTBepAKEHHA
KOHTYPHIl

YapyHKOBIli ynakoBL,i
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
B NauLli 3 KAPTOHY
99. IHO3VH NOPOLLIOK AT YkpaiHa ABC ITanis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - - UA/12194/01/01
NMPAHOBEKC (cybeTaHuis) y "KUIBCbK PAPMAYEYTIMI AgfMiHicTpaTMBHI 3MiHN. 3MiHa HallMeHyBaHHsA Ta/abo agpecu
(METISOMNPUHO nakeTax un C.n.a. - YHibioc 3a8BHMKa (BNacHvKa peecTpauiiiHoro noceig4yeHHs) 3miHa
n) nonieTuNeHoBmX BITAMIHH JisisioH HalilMeHyBaHHs 3asiBHUKa. BBeAEHHSA 3MiH NpOTArom 6-Tu MicsuiB
ans un nicns 3aTBepmkeHHs
thapmaueBTUYHOro 3ABOA"
3aCTOCyBaHHSA
100. IHOPAHPUKC cycneHsia (DTPa- nakcoCmi Benvka nakcoCmiTKnsiH Benbris BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/16235/01/01
FEKCA™/INFANR | HBV-IPV) ansa TKnsiH BpuTaHis Bionogxikans C.A. 3MiHW | TUNY - OHOBJ/IEHHA cepTuddikaTy BifnoBiAHOCTI LWOA0 peyenmom
IX HEXA™ iH’ekuili no 0,5 mn (1 Ekcnopt rybuartoi eHuedhanonartii a4ns deTtanbHOI 6bryayoi cmposatku 3 R1-
KOMBIHOBAHA [o3a) Ta niodinisar Nimiteq CEP 2000-171-Rev 00 Ha R1-CEP 2000-171-Rev 01. BHeceHH#
BAKUUHA And (Hib); 1 nonepeaHLO pefakuiiHux npaBok B po3ainv 3.2.A.2; 3MiHuW | TMny - OHOBMEHHSA
MPO®INTAKTUKUN HanoBHEHWIA cepTudikaTy BiANOBIAHOCTI WOoA0 ry6yaToi eHuedanonaTii gns
OUNOTEPII, 04HOpa30Bwii theTanbHOi 6uyadoi cuposaTkm 3 R1-CEP 2000-171-Rev 01 Ha R1-
NMPABLA, wnpwy, (no 0,5 mn (1 CEP 2000-171-Rev 02; 3miHu | TUny - BUganeHHsa ceptudikaty
KALLU/TIOKY [03a)) Y KOMNNEKTi 3 uiofo rybuartoi eHuedanonartii Ana detanbHOT 6ryayoi cmposaTtku
(ALEENMONAPHN JBOMa ronkamu ta R1-CEP 2001-036-REV 00; 3MiHu | Tuny - BuganeHHs ceptucpikaty
N KOMMOHEHT), | chnakoH 3 oo rybyatoi eHuedanonarii gna detanbHoi 6uyayoi cpoBaTkm
FENATUTY B, niodpinizatom (Hib) R1-CEP 2000-191-REV 00; 3MmiHu | TUny - OHOBNEHHS cepTudikaTy
noniomMienity ana 1 nosu, wo oo ryéuartoi eHuedanonartii Ana detanbHOT 6ryayoi cmpoBaTtku
TA 3MiLLYIOTLCA nepeq, 3 R1-CEP 2000-171-Rew 02 Ha R1-CEP 2000-171-Rew 03
3AXBOPHOBAHb, | BUKOpUCTaHHAM; ABI
36YAHNKOM rONKW, WNpuL, Ta
AKNX € (hN1akoH repMeTUyHO
HAEMOPHILUS 3anakoBaHi y
INFLUENZAE naacTVKoBWiA
TNy B KOHTeliHep; no 1 abo
no 10 nnacT1koBux
KOHTEWHepiB Y
KapPTOHHI Kopobui
101. IPECCA TabneTku, BKpUTI AcTtpa3eHe Lseuis BMPOBHMK "in AnoHis/ BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3a UA/12118/01/01
NNiBKOBOKO Ka Ab bulk”, KOHTpoNb Benukobp 3MiHK || TRy - 3MiHK Wogo 6e3nekn/edhekTUBHOCTI Ta peyenmom
o60noHkoto, no 250 AKocTi: Hinpo nTaHis thapmakoHarnsgy. BHeceHHst abo 3miHa(v) Lo 3060B'A3aHb Ta yMOB
mr, no 10 TabneTok dapma BMJavi peecTpauiiiHoro NocBigYeHHs, BKIOYaoumn MnaH
y 6nicTepi; no 3 KopnopeiiwH ynpaB/liHHA pU3nKaMm (3acTocyBaHHS 3MiH(K), siki(a) BUMaratoTb(€)
6nicTepy B nakerTi; Karamiiwi MnaHT, noAasibLIOro 06rpyHTyBaHHS HOBMMW A,0AaTKOBUM AAHUMMU, L0
no 1 nakety B ANOHIA; BUPOGHUK MatoTb HafaBaTUCA KOMNETEHTHUM OPraHoM, OCKI/IbKU
KapPTOHHI KOpooL;i "in bulk", KOHTpONb BMMara€eTbCsl CyTTEBA OLjiHKA KOMNETEHTHMM OpraHoM) - BrkoHaHHs
SAKOCTI, NEePBUHHA 3000B'A3aHb BiANOBIAHO A0 NignyHKTy 1.13 nyHKTY 1, nignyHkTy 2.3
Ta BTOPUHHA NyHKTY 2 gofdatky 15 fo MNopsgky npoBefeHHs ekcnepTusun
ynakoBKa, BMMYCK peecTpavuiiiH1X MaTepiasiiB Ha fikapcbki 3acobu, WO NOAATLCS Ha
cepii: [epxaBHy peecTpauiio (nepepeecTpauito), a Takox ekcnepTnsu
AcTtpa3eHeka FOK maTepianiB NPo BHECEHHSA 3MiH A0 peecTpauiliHux maTepiasis
Nimiteq, NPOTSArom fji peecTpauiiHoro NocBig4YeHHs1, 3aTBEPAKEHOro
BenukobpuTaHis Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy MOS3 Big
23.07.2015 Ne 460)
102. KANbLUIKO Tabnetkn no 500 wmr, NAT YKpaiHa NAT YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/6048/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
FNIOKOHAT no 10 TabneTtok y "Nly6Hndha "Ny6Hnchapm"” 3MiHM | TUMy - 3MiHa y MeToAax BMNpobyBaHHS roTOBOro peyenma
6nicTepax pm" niKkapcbKoro 3acoby (419 NpuBeAeHHs Y BIANOBIAHICTL 3 APY abo
€Bponeiicbkoto hapmakoneeto Ta BUMYYEHHS NOCUIAaHHA Ha
3acTapinMii BHYTPILWHIA MeTog, BUNPOGyBaHHS i 1oro Homep) -
BUJ/TyYEHHS NoKasHuka «Tanbk» y crneundikaLii Ta meTogax
KOHTPO/IIO 3rifHO Aito4oro BugaHHa oY
103. KANbLUIYM®ONI PO3YMH ANS iH'EKLiA, EBEBE ABCTpis BMPOBHULITBO HimeyuunH BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/1638/01/01
HAT "EBEBE" 10 mr/mn, no 3 mn Papma Hepo3dhacoBaHOl a/ ABcTpist 3MiHK | TURy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peyernmom
(30 mr), abo 5 mn lec.m.6.X. npoayKuii, thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHVX faHUx
(50 mr), abo 10 mn Hdpr. KI nepsBuHHa i npo cuctemy dhapmakoHarnsgy (BBe4eHHs y3arasibHeHUX JaHnX
(100 wr), a6o no 20 BTOPVHHA npo cuctemy chapmakoHarnsay, 3aMiHa yrnoBHOBaXeHOT 0cobu,
M (200 mr) y yrakoBKa, BiANOBIAANLHOI 32 34iiCHEHHA (hapMakoHarnsay; KOHTakTHOT
thnakoHi; no 1 KOHTPO/b Ccepil: 0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iIACHEHHS
chnakoHy B [aynT ®apma hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
KapTOHHI Kopo6Lyi BonbchparcxayseH yMOBHOB&XEHOT 0co6u, BiANoBiAaNbHOI 3a 34iiCHEHHS
M6X, HimeuunHa,; hapmakoHarnsgy (Bknoyaroum KOHTakTHI AaHi) Ta/abo 3MiHW y
[03Bi/T HAa BUMYCK po3MilLeHHI MacTep-ghaiina cuctemu hapmakoHarnsagy) - 3miHa y
cepii: EBEBE pO3MiLLeHHi MacTep-chaiiny cuctemy hapMakoHarisgy, 3miHa
Papma Nec.m.6.X. MicLs 34iiCHEHHSA OCHOBHOI AisiNIbHOCTI 3 dapMakoHarnsgy, amiHa
Hdor. K, ABcTpis KOHTaKTHUX JaHnX YNOBHOBaXXEHOT 0CObM 3asiBHMKA 4115
3fiicHeHHs1 chapmakoHaraagy
104. KANbLJIO PO34mnH ANs iH'ekuiin, | ToBapucts YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4726/01/01
FNMHOKOHAT- 100 mr/mn no 5 mn B 03 0bMexeHor 3MiHM | TRy - 3MiHa po3Mipy cepii (BKAOYakoumn gianasoH po3Mipy peyenmom
3400POB'A amnyni; no 10 06MeXeHo Bif4nNoBIAaNbHICTIO cepil) roToBOro Nikapcbkoro 3acoby - BBEAEHHSA AOAATKOBOIO
(CTABINNI3OBAH amnyn y KapTOHHil 10 "papmMmaueBTUYHA po3Mipy cepil nikapcbkoro 3acoby AN Aito4oro AMNYNbLHONO Lexy
nin) Kopob6ui; no 5 mn B Bignosigan KOMMaHis (i3 3a3HaYeHHaAM B NiTpax Ta TUC. yNakoBOK Y TEOPETUYHOMY
amnyni, no 5 amnyn bHICTIO "3p0pos'a” po3paxyHky). NponoHoBaHa pegakuis. AMNynbHWiA Lex. Po3mip
y 6nictepi; no 1 abo "®bapmaue cepii cknagae: no 5 mn B amnyni: 40,000 Tuc. amnyn (200 n),
2 6nictepu B BTUYHA 98,000 Tuc. amnyn (490 n); no 10 mn B amnyni: 20,000 Tuc. amnyn
KapTOHHI kopobuy; KOMNaHis (200 n), 49,000 Trc. amnyn (490 n); JoaaTkoBuii po3mip cepii
no 10 mn B amnyni, "3p0pos'a” cknagae: no 5 mn B amnyni: 194,000 tuc. amnyn (970 n), 240,000
no 5 a6o 10 amnyny Tuc. amnyn (1200 n); no 10 mn B amnyni: 120,000 Tuc. amnyn
KapTOHHI Kopo6Lyi (1200 n)
105. KANbLUIKO NOPOLLIOK AT Ykpaina onsa A-p Naynb ITanis BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3MiHu | Tuny - - UA/11067/01/01
KAPBOHAT (cybeTaHuis) y "KUIBCbK NoxmaH M6X KT, AfMiHiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
MiLLKax nin HimeyunHa 3asBHMKa (BNacHvKa peecTpauiiiHoro noceigyeHHs) 3miHa
nonieTuIeHoBMX BITAMIHH BMpO6IEHO HaliMeHyBaHHS 3asiBHVKa. BBeeHHS 3MiH NpOTSArom 6-Tu Micsyis
ans nin MiHepapis nicns 3aTBepKeHHs
hapmaveBTU4HOro 3ABOA" Caunnese
3aCTOCyBaHHSA
106. KANOTONPUN NOpPOLLIOK AT YkpaiHa YaHuxoy KuTalii BHECEHHS 3MiH [10 peecTpaujiitHux maTepianis: 3miHu | Tuny - - UA/3466/01/01
KpucTanivyHmi "KMIBCbK dapmacbloTikan AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu
(cybeTaHuin) y nin PekTOpI 3asBHMKa (BNacHvKa peecTpauiiiHoro noceigyeHHs) 3miHa
nakeTax noABiHMX BITAMIHH HaliMeHyBaHHs 3asiBHVKa. BBeleHHS 3MiH NPOTAroM 6-Tu MicsLiB
nonieTIEeHoBUX 7% nicns 3aTBepayKeHHs
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
015 BUpobHuUTBa 3ABOA"
HeCcTepuIbHNX
nikapcbknx hopm
107. | KACEH/AKC NOPOLLOK AN1s KaceH IcnaHis KaceH Pekoppaari, Icnanis BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/14473/01/01
OpasIbHOro Po3ynNHY Pekoppari, C.. 3MiHu | TUNY - NnogaHHs oHoBNEeHOro cepTudikaty CEP (R1-CEP peyenma
no 10r, 10 a6o 20 C.J. 2002-180-Rev 03) Big, yxe 3aTBEPIKEHOTO BUPOOHMKA
calle y KapTOHHIl
KopooLi
108. KBATTPEKC kancysm no 250 mr TOB Ykpaina TOB "dapma YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/12875/01/01
no 10 kancyny "papma Crapt" 3MiHM | TURY - 3MiHa y napameTpax cneuudikauin Ta/abo peyenma
6nictepi; no 2 Crapt" O0NyCTUMUX MEX, BU3HAYEHNUX Y crneundikauisax Ha Ad®l, abo
6nictepn y BVXiAHWA/NPOMDKHUIA NpOAYyKT/peareHT, Lo BUKOPUCTOBYOTLCS Y
KapTOHHIN nayui npoueci BupobHuutea A®I (iHWi 3MiHW); 3MiHW | TUNY - 3MiHa Y
napameTpax crneuudikauii Ta/abo fOMyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha A®l, abo BMXigHWIA/NPOMDKHUIA NpoayKT/peareHT,
LLIO BUKOPUCTOBYHOTLCA Y MpoLieci BUpobHuutea APl (BUNyYeHHS
He3HaYyHOro MokKasHuKa sIKOCTi (Hanpukiag BUyYeHHs 3acTapinoro
NoKasHMKa))
109. KBETUPOH 100 TabneTku, BKpUTI TOB YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/8372/01/02
nniBKOBOO "Ppapma Crapt" 3MiHY | TUNY — nogaHHs oHoeneHoro CEP Ne RO-CEP 2014-108- peyenmom
060/10HKO10, Mo 100 Crapt" Rev 01 ana A®l Bif BXe 3aTBEPAKEHOTO BUPOOHMKA
mr, no 10 TabneTtok
y 6nictepi, no 1 abo
3, abo 6 6nicTepiB y
KaPTOHHIN nayuj
110. KBETWUPOH 200 TabneTkn, BKPUTI TOB Ykpaina TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/8372/01/03
naiBKOBOIO "papma Crapt" 3MiHM | TUNY — nogaHHs oHoeneHoro CEP Ne RO-CEP 2014-108- peyenmom
060/10HKO10, No 200 Crapt” Rev 01 ana A®I Bif BXe 3aTBEP)KEHOITO BUPOGHMKA
mr, no 10 TabneTtok
y 6nictepi, no 1 a6o
3, abo 6 bnicTepiB y
KaPTOHHI nayui
111. | KBETUPOH 25 TabneTkun, BKpUTI TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/8372/01/01
nniBKOBOKO "Papma Crapt” 3MiHK | TUNY — nogaHHA oHoBsieHoro CEP Ne RO-CEP 2014-108- peyernmom
06010HKOt0, N0 25 Crapt” Rev 01 ansa A®I Bif BXe 3aTBEPAXXEHOr0 BUPOOHMKA
mr, no 30 TabneTok
y 6nictepi, no 1
6nictepy B
KaPTOHHIN nayuyj
112. KBETUPOH XR Tabnetku, TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/14089/01/01
200 NpPOJIOHrOBaHoI Aii, "papma Crapt" 3MiHM | TUNY — nogaHHs oHoeneHoro CEP Ne RO-CEP 2014-108- peyenmom
no 200 mr, no 10 Crapt” Rev 01 ansa A®l Bif Bxe 3aTBEpAXEHOro BUPOOHUKA
Tabnetok y 6nictepi,
no 1 a6o 3, a6o 6
6nicTepis B
KapTOHHIN nayui
113. KBETUPOH XR TabneTkn, TOB YKpaina TOB "dapma YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/14089/01/02
400 NpoJIOHroBaHoi Ail, "dapma Crapt” 3MiHW | TNy — nogaHHsA oHosneHoro CEP Ne RO-CEP 2014-108- peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
no 400 wmr, no 10 Crapt” Rev 01 ansa A®l Bif Bxe 3aTBEPAXEHOr0 BUPOOHMKA
Tabnetok y 6nictepi,
no 1 a6o 3, abo 6
6nicTepis B
KapTOHHIN nayui
114. KBETUPOH XR Tabnetku, TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 40 peecTpavyiiHux martepianis: 3a UA/14089/01/03
50 NpOJIOHrOBaHoI Aii, "papma Crapt" 3MiHM | TUMYy — nogaHHs oHoeneHoro CEP Ne RO-CEP 2014-108- peyenmom
no 50 mr no 10 Crapt” Rev 01 ana A®I Bif BXe 3aTBEPKEHOINO BUPOOHMKA
Tabnetok y 6nictepi;
no 1 a6o no 3, abo
no 6 6nictepis y
nauui 3 KapToHy
115. KETOPO/IAKY NOPOLLIOK AT YkpaiHa Cumeg Jlebe IHais BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/15273/01/01
TPOMETAMIH KpUcTaniyHmi "KUIBCbK NimiTen AfMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
(cybeTaHuis) y nn 3a8BHMKa (BNacHvKa peecTpauiiHoro noceigvyeHHs) 3miHa
naketax NoABinHMX BITAMIHH HalilMeHyBaHHs 3asiBHUKa. BBeeHHS 3MiH NpoTarom 6-Tu Micauis
nonieTnIeHoBMxX nn nicns 3aTBepayKeHHs
ana 3ABOA"
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
116. KUCNOTA rpaHyIbOBaHNi AT YKkpaina CiEcliCi, Kutaii BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3MiHu | Tuny - - UA/0718/01/01
ACKOPBIHOBA nopotuok abo "KUIBCbK BeiiweHr AfMiHIiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
95 % rpaHynun nn Papmac'toTtiken 3asBHUKA (BM1aCHVKa peecTpaviiiHoro noceigyeHHs) 3MiHa
FPAHY/IbOBAHA | (cy6cTaHuis) y BITAMIHH (WigpkiavkyaHr) HaliMeHyBaHHS 3asiBHVKa. BBeeHHS 3MiH NpOTSArom 6-Tu Micsiyis
naketax noAginiHMx nin Ko., T4 nicns 3aTBepKeHHs
nonieTuneHoBmx 3ABO"
AN9 BUPOBGHMLTBA
HeCTepUbHNX
nikapcbkux hopm
117. | KIHCbKOIo NOPOLLIOK AT YkpaiHa EBEAP ®paHuia BHECEHHS 3MiH 1O peecTpaviitHux maTepianis: 3miHu | Tuny - - UA/11350/01/01
KALWTAHY (cybeTaHuin) y "KUIBCbK EKCTPAKCbMOH AfMiHiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu
CYXuin naketax nn BEXETA/Ib ET 3asBHUKA (B1aCHVKa peecTpaviiiHoro noceigyeHHs) 3MiHa
EKCTPAKT 10% nonieTuIeHoBNX BITAMIHH APOM HalilMeHyBaHHs 3asiBHUKa. BBeeHHS 3MiH NpoTarom 6-Tu micauis
AECUVH 015 BUPOGHMLTBA nin nicns 3aTBepKeHHs
HeCTepubHNX 3ABOA"
nNikapcbkux chopm
118. KNO3ANIH NOPOLLIOK AT YkpaiHa Taiiwkoy CiHMIH Kutai BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - - UA/3903/01/01
(cybeTaHuis) y "KUIBCBK dapmacbloTikan AfMiHicTpaTMBHI 3MiHN. 3MiHa HallMeHyBaHHsA Ta/abo agpecu
nakeTax noAginiHMX un Ko., NiTg 3asBHMKa (BNacHvKa peecTpauiiiHoro noceig4yeHHs) 3miHa
nonieTuNeHoBmX BITAMIHH HalilMeHyBaHHs 3asiBHUKa. BBeAEHHSA 3MiH NpOTArom 6-Tu MicsuiB
0151 BUPOBHMLTBA nin nicns 3aTBEpAKEHHS
HecTepusIbHUX 3ABOA"
NiKapcbkux popm
119. KNOHA3ENAM NOPOLLIOK ToBapucTs YkpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3MiHn - UA/3320/01/01
(cybcTaHuis) y 03 [04aTKOBOK 3 aKocTi. A®l. Bupo6HMUTBO. 3MiHa BUPO6HUKa
nakeTax nopgiiHMx [0[aTKoBO BiANOBIAANILHICTIO BUXiAHOro/NPOMIXXHOrO NPOAYKTY/peareHTy, L0 BUKOPUCTOBYHOTLCS
i3 nniBkN 10 "IHTEPXIM" y BMpPOo6HU4omy npoueci A®l, abo 3miHa BUPOBHUKA (BK/THOHAOUN,
nonieTuNeHoBoi gna | Bignosigan e HeobXiaHO, Micle NPoBeAEHHS KOHTPO/O AKOCTI) AdI (3a
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
thapmaueBTUYHOro BHICTIO BiICYTHOCTI cepTudpikaTa BiANOBIAHOCTI EBponeiickkilii hapmakonei
3aCcToCyBaHHA "IHTEPXIM y 3aTBEepAXEHOMY A0CHE)(3MiHM [0 3aX0fiB, NOB'A3aHMX 3
" KoHTponem A®l, abo AofasaHHA AiNbHULI, Ae NPOBOAUTLCSA
KOHTPO/1b/BMNPOGYBaHHSA cepii) - 3amiHa AiNbHWLi, e NPOBOANUTLCSA
BMNPOOYBaHHA KOHTPOIO cepil; 3MiHW | Tuny - AAMiHICTpaTUBHI
3MiHW. BunyyeHHs BUPOOHUYOI AinbHULI (BKAOYAOUN AiNbHULI 418
A®I|, npomiXHOro NPOAYKTY abo roToBOro /ikapcbKoro 3acoby,
OiNbHULI ANS NPpOBefEeHHSA NaKyBaHHS, BUPOOHUKA,
BiNOBIAAILHOIO 3a BUMYCK Cepil, MicLie NPOBEAEHHS KOHTPO/O
cepii) abo nocTayasibHKKa BMXigHOTO MaTtepiany, peareHty abo
[OMOMiXHOT PEYOBMHY (SKLLO 3a3HAYEHO Y AOCHE) - BUNYYEHHS
AinbHUUI 3a agpecoto YkpaiHa, 65080, Opecbka 061., M. Ofeca,
NMocTtpopdhebka gopora, 6ya. 86, Ae 34iiCHIOETbCA 36epiraHHs
roTOBOI NMPOAYKLi Ta BUNyYEHHS «BUPOOHUK, BiANOBIAaIbHUI 3a
BUNYCK cepii»
120. | KOOAPEKC cupon no 60 mny POTEK AHrnis Bisimen abc NTg, IHAisa BHECEHHS 3MiH [0 peecTpavyjiiiHuX maTepiasiB: 3MiHu | Tuny - 3MiHn 3a UA/10749/01/01
hNaKoHi 3 MipHUM nTa oo 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsgy - OHOBIEHHS peuyenmom
KoBMaykom ; no 1 BXE 3aTBEPA)KEHOro TEKCTY MapKyBaHHS BTOPUHHOI YNakoBKu 3
dhnakoHy y He3HaYHVMU 3MiHaMU. YTOYHEHHS [0 po3ainy “3asBHUK” B TEKCTI
KapTOHHIN Kopo6Lii MapKyBaHHS Ta BHECEHHS 3MiH 10 po3ainy “MapkysaHHsa"
121. KOAETEPN Tabnetku no 10 TOB Ykpaina TOB "XapkiBcbke YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/3563/01/01
Tabnetok y 6nictepi; | "XapkiBcbk hapmaueBThyHe 3MiHM Il TNy - 4O 3aTBEepAKEHOro BUpo6HrKka AdD| TepniHrigpaty peyenmom
no 1 6nictepy y e nignpUeMCcTBO BBOAUTLCA AOAATKOBUIA BUPOGHMK TepniHrigpaty (aksaTepniny), y
KOpOO6Li 3 KaPTOHY hapmaves "340poB'sA 3B'A3KY 3 BUPOOHNYOI0 HEOOXIAHICTIO
TUYHE Hapoay"
nignpuemc
TBO
"3p0p0oB'sA
Hapoay"
122. KOKAPHIT niocpinizat gns YOPNA4 Ipysis E.L.M.l.Ko. €rmnet BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHun | Tuny - 3miHn 3a UA/8392/01/01
pO3uunHy ans iH'ekuin | MEANLUNH oo 6e3nekn/edeKTMBHOCTI Ta dpapmakoHarnsagy (iHwi 3miHun) peyenmom
3 amnynu 3 nTa 3amiHa rpadhiuHoro opopM/IEHHS NMEPBUHHOT Ta BTOPUHHOT
niocpinizatom y yNaKoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3 BiAMOBIAHMMM 3MiHAMM
KOMMNeKTi 3 3 0o posginis MKA N13 (po3gin «IpachiyHe ohopmneHHs» 3aMiHEHO
amnynamu po3AinomM «MapKyBaHHS»). 3MiHK | TUny - 3MiHK Woa0
po3unHHMKa (0,5% 6e3nekn/edpekTBHOCTI Ta hapMakoHarisgy. BeeaeHHs abo 3MiHK
PO34KMH nigokaiHy [0 y3arasibHeHUX AaHux Npo cuctemy hapmakoHarnagy (BBegeHHs
rigpoxnopuay) no 2 y3araslbHeHUX fiaHuxX Npo cuctemy hapmakoHarnsgy, smMiHa
M/TY KOHTYpHil YMOBHOBaXXEHOT 0CO6MU, BifgNoOBifaIbHOI 3a 34iiCHEHHS
YapyHKOBIi chapmakoHarnsgy; KOHTaKTHOT 0cobu 3 hapmakoHarnsgy 3asBHUKa
ynakosLi; no 1 AN 3piicHeHHs dhapmakoHarnsgy B YkpaiHi, AKLW0 BOHA BiAMIHHA
KOHTYPHIli BiJ, yTOBHOBaXXEHOI 0CO6MU, BigNoBigaIbHOI 3a 34iiCHEHHS
YapyHKOBIli ynakoBLj thapmakoHarnaay (BKIovakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
B KOPOO6Lj pO3MiLLEHHI MacTep-ghaiina cucteMu papmakoHarnsgy) 3miHa
3as1BHMKa (B/1acCHMKa peecTpaLiiiHoro Noceig4yeHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460)
123. KONAPEKC NOPOLLOK A5 nakcoCmi Benvka CMmIiTKNsiiiH Bivem IcnaHis BHECEHHS 3MiH [J0 peecTpaujiitHux maTepianis: 6e3 UA/2560/01/01
XOTPEM 3l OPa/IbHOIO PO34NHY TKnsiiH BpuTaHis C.A. 3MiHM | TMNY - BUIYYEHHS BUPOGHNYOI AifbHMLi (BKAKYAKYM peyenma
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
CMAKOM no 5 r nopoLuky y KoHcblome AinbHuUi 4na A®l, NpoMixXHOro NpoAykTy abo roToBOro /iKapCcbKoro
NMOHY nakeTuky; no 5 abo p Xenckep 3aco0by, AiNbHUL ANnA NPOBeAEHHS NakyBaHHs, BUPOOHMKA,
10 nakeTukiB y (FOK) BiZANOBiAANLHOIO 3a BUMNYCK CEPiid, MiCLLe NPOBEAEHHS KOHTPO/IHO
KapTOHHI Kopo6Lyi TpewngiHr cepii) abo nocTayasibHKKa BMXigHOTO MaTtepiany, peareHty abo
Nimiten [0MNOMDKHOT PeYOBUHU - BUSTYYEHHSI BUPOOHUKa ADI (cheHinedpuHy
rigpoxnopwug) Boehringer Ingelheim Pharma GmbH & Co. KG,
Germany
124. KONAPEKC® NOPOLLIOK A5 nakcoCmi Benuka CMmIiTKnsiiiH Bivem IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/9408/01/01
FOHIOP XOTPEM OP&/TLHOIO PO34NHY, TKnsiH BputaHis C.A. 3MiHW | TURY - BUNYYEHHS BUPOOHUYOI AiNbHULI (BKNOYAKOUN peyenma
no 10 cawe 3 KoHcblome AinbHuUi 4na A®l, npoMixXHOro NpoAykTy abo roToBOro ikapcbKoro
MOPOLLKOM Y p Xenckep 3aco0y, AiNbHULI AN NPOBEAEHHS NakyBaHHSA, BUPOOHNKa,
KapTOHHI KOpoOL; (HOK) BiANOBIAA/IbLHOIO 3a BUMYCK Cepild, MiCLle NPOBEAEHHS KOHTPOJIHO
TpengiHr cepii) abo nocTayasnbHKKa BUXiAHOTO MaTtepiany, peareHty abo
Nimiten LOMOMDKHOT PEYOBUHU - BUSTyYEHHSI BUpOOHUKa AP cheHinedpuHy
rigpoxnopug Boehringer Ingelheim Pharma GmbH & Co. KG,
Germany
125. KOHEIPA TabneTku, BKPUTI €Bpo Benvka $4C Nimiteq, IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/6701/01/01
nNiBKOBOKO Naiidhkep BpuTaHia 3MiHK |l TRy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom
o6onoHkoto, no 50 nrp, thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo 3060B'A3aHb Ta yMOB
mr, no 1 a6o no 2, BMAaui peecTpauiiiHoro noceigyeHHs, BkIoYaoum Mnax
abo no 4 TabneTtkn y ynpaBniHHA pu3nKamu (3acTocyBaHHS 3MiH(1), AKi(a) BUMaratoTb(€)
6nictepi; no 1 noAasIbLLIOro 06r'pyHTYBaHHS HOBUMW JOLATKOBUM AaHUMMU, LLIO
6nictepy B KOpobL,i MaloTb HafaBaTUCA KOMNETEHTHUM OpraHoM, OCKINIbK/
BMMAaraeTbCs CyTTeBA OLjiHKA KOMNETEHTHUM OpPraHOM) - BUKOHAHHS
3000B'A3aHb BiANOBIAHO A0 MignyHKTy 1.13 nyHKTY 1, nignyHkTy 2.3
NyHKTY 2 gogatky 15 no Nopsaky npoBefeHHs eKcnepTusn
peecTpavuiiiH1X MaTepianiB Ha nikapcbki 3acobu, WO NOAATLCS Ha
LepxaBHy peecTpauiio (NepepeecTpauito), a Takox ekcnepTnsu
marepianiB Npo BHECEHHS 3MiH 10 peecTpaviliHix maTepianis
nNpoTArom fAii peecTpaviiiHoro NocBig4eHHs, 3aTBepAKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakazy MOS3 Big
23.07.2015 Ne 460)
126. KOHEIPA TabneTkn, BKPUTI €Bpo Benvka $AC Nimiteq, IHais BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: - UA/6702/01/02
nniBKOBOKO Naiidokep BpuTaHis 3MiHu Il TMny - 3MiHK Woao 6e3nekn/echeKTUBHOCTI Ta
060n0HkKot0, No 100 nrp hapmakoHarnsgy. BHeceHHs abo 3miHa(v) [0 3060B'A3aHb Ta yMOB

mr in bulk: no 1000
TabneTok y 6aHkax

BMAaYi peecTpauiiiHoro noceig4YeHHs, BkIovaroum MNniaxH
ynpas/liHHA pu3nKamMm (3acTocyBaHHS 3MiH(M), siki(a) BUMaratoTb(€)
NoAasibLIOro O6r'pyHTYBaHHS HOBUMW [,0AaTKOBUM AAHUMMU, L0
MaloTb HaflaBaTnCA KOMNETEHTHUM OPraHoOM, OCKI/IbKY
BUMaraeTbCs CyTTEBA OL|iHKa KOMNETEHTHUM OPraHOM) - BUKOHaHHS
30060B'A3aHb BiANOBIAHO A0 NignyHKTY 1.13 nyHKTY 1, nignyHKTy 2.3
NYHKTY 2 goaatky 15 go Mopsigky NpoBefeHHs ekcnepTusmn
peecTpauiiiHux MaTepiasiiB Ha Nikapcbki 3aco6W, LU0 NOAaTLCSA Ha
AepxaBHy peecTpauito (nepepeecTpalLiiio), a TakoX ekcnepTnsmn
mMartepianis NPo BHECEHHS 3MiH 40 peecTpauiiHux martepianis
NPOTAroM fii peecTpauiiiHoro NocBig4YEHHS, 3aTBEp)KEHOro
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pepakuii Hakazy MOS3 Big,
23.07.2015 Ne 460).
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
127. | KOHEIrPA TabneTkun, BKpUTI €Bpo Benwvka ®AC NimiTeq, IHAisA BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: - UA/6702/01/01
nniBKOBOKO Naiidokep BpuTaHia 3MiHu | Tuny - 3MiHK Wono 6esnekn/edeKTUBHOCTI Ta
060n0Hkoto, no 50 nTp thapmakoHarnagy. BHeceHHs abo 3miHa(v) [0 3060B'A3aHb Ta yMOB
mr, in bulk: no 1000 BMAaui peecTpauiiiHoro noceigyeHHs, Bkaovaoum Mnax
TabneTtok y 6aHkax ynpas/liHHA pu3nKamMm (3acTocyBaHHS 3MiH(K), siki(a) BUMaratoTb(€)
NoAasIbLIOro O6r'pyHTYBaHHS HOBUMW J,04aTKOBUM AAHUMMU, WO
MaroTb HafaBaTUCA KOMNETEHTHUM OPraHoOM, OCKI/IbKM
BMMaraeTbCs CyTTEBA OL|iHKa KOMNETEHTHUM OPraHOM) - BUKOHaHHS
3000B'A3aHb BIANOBIAHO A0 NignyHKTY 1.13 nyHKTY 1, nignyHkTy 2.3
NyHKTY 2 goaatky 15 go Mopsgky NpoBefeHHs ekcnepTusmn
peecTpauiiHux MaTepiasiiB Ha nikapcbki 3aco6W, L0 NOAATLCA Ha
AepxaBHy peecTpauito (nepepeecTpaLiiio), a TakoX ekcnepTusmn
marepianiB Npo BHECEHHS 3MiH [0 peecTpauiliHixX maTepianis
NPOTAroMm fjii peecTpauiiiHoro NocBig4YeHHSs, 3aTBep)KEHOro
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big,
23.07.2015 Ne 460)
128. KOHEIPA TabneTku, BKPUTI €Bpo Benuka $4C Nimiteq, IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/6701/01/02
nNiBKOBOKO Naiidpkep BpuTaHin 3MiHu |l Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom
o6onoHkoto, no 100 nTg thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo 3060B'A3aHb Ta yMOB
mr, no 1 a6o no 4 BMAaui peecTpawiiiHoro noceigyeHHs, BrIovaoum Mnax
Tabnetku y 6nictepi; ynpaBniHHA pu3nkKamu (3acTocyBaHHS 3MiH(1), Aki(a) BUMaratoTb(€)
no 1 6nictepy B noAasIbLLIOro 06r'pyHTYBaHHS HOBUMW JOAATKOBUM AaHUMMU, LLO
KOpo6Li MatoTb HafaBaTNCA KOMNETEHTHUM OPraHoM, OCKIfIbKM
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpPraHOM) - BUKOHAHHS
30060B'A3aHb BiANOBIAHO A0 MignyHKTy 1.13 nyHKTY 1, nignyHkTy 2.3
NyHKTY 2 gogatky 15 no Nopsaky npoBefeHHs1 eKcnepTusn
peecTpavuiiiHMX MaTepiasiB Ha Nikapcbki 3acobu, WO NOA4ATLCS Ha
JepxXaBHy peecTpauito (nepepeecTpaLiio), a TakoX eKCnepTusmn
matepianiB Npo BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis
npoTArom Aii peecTpaviiniHoro NocBig4eHHs, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakazy MO3 Big,
23.07.2015 Ne 460)
129. KOPOHAN® 10 TabneTkn, BKPUTI TOB YkpaiHa AT "CaHeka Crnosaubk BHECEHHS 3MiH 40 pPeeCTpaLiiHNX MaTepiasiiB: 3MiHa 3asiBHUKA 3a UA/3117/01/01
nNiBKOBOKO "CaHodpi- dapmacbioTikans", a (BnacHvka peecTpadiiHoro noceigyeHHs) (3rigHo Hakazy MO3 Big peyenmom
060/10HKO0, Mo 10 ABeHTIC CnoBaubka Pecny6nik 23.07.2015 Ne460) TepmiH BBeAEHHS 3MiH - NPOTArom 6 MicsiLiB
mr no 10 TabneTok y YkpaiHa" Pecny6nika; a/ nicns 3aTBepmKeHHs; 3MiHu | Tuny - 3MiHu Wwoao
6nicTepi; no 3 abo C.C. "3eHTiBa PymyHis 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu
no 6 6nictepis y C.A", PymyHis [0 y3arasibHEHUX JaHuX Npo cucteMy gpapMakoHarnsgy (BBe4eHHs

KapTOHHI kopobuy;
no 15 TabneTtok 'y
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI Kopo6Lyi

y3araslbHeHUX AaHux nNpo cuctemy chapmakoHarnsgy, sMiHa
yMOBHOBaXEHOT 0cobu, BiANOBiAaNbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapMakoHarnsgy 3asiBHUKa
OnA 3piicHeHHs hapMakoHarnsgy B YkpaiHi, SKLWO BOHa BigMIHHA
Bifl yNOBHOBaXeHOI 0c06WU, BiAMNOBIfa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay (Bknoyaroum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MileHHI MacTep-thaiina cuctemun hapmakoHarasgy) - Airova
peakuisi: ynoBHOBaXeHa ocoba 3asBHVKa, BignosiganbHa 3a
thapmakoHarnsg - Eric Teo/Epik Teo.
[MponoHoBaHa pefakLis: ynoBHOBaXKeHa 0coba rpynu KoMnaHii
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

Sanofi, BignosigasbHa 3a dhapmakoHarnsg Ha rnobasibHOMY piBHi -
Eric Teo/Epik Teo; ynoBHOBaXKeHa 0coba 3asiBHMKa, BignoBigasbHa
3a (papmakoHarnsg B Ykpaini - KnilumH AHTOH MukonaiioBuy; 3mMiHn
| TNy - 3MiHK Woao 6e3nekn/etheKTMBHOCTI Ta hapMakoHarsgy
(iHWi 3MiHW) - 3MiHW Y TEKCTi MapKyBaHHSA. 3MiHN BHECEHI B
IHCTPYKLi0 ANA MeAMYHOro 3acTOCyBaHHS LWOAO AOAAHHA pO3iniB
"3asBHuUK" Ta "MicLe3HaxomKeHHs 3asiBHMKA" 3 BiANOBIAHUMUN
3MiHaMK y TeKCTi MapKyBaHHs. [prBeAeHHA TeKCTY MapKyBaHHA [0
BMMoOr Hakasy MO3 Bif 23.07.2015 Ne460. (TepMiH BBEEHHS 3MiH
- MPOTArOM 6 MicALiB Nic/1A 3aTBePAKEHHS)

130.

KOPOHA/I® 10

TabneTku, BKPUTI
nAiBKOBOO
060/10HKOI0, No 10
Mmr no 10 TabneTok y
6nictepi; no 3 abo
no 6 6nictepiB y
KapTOHHI kopobuy;
no 15 tabnetok y
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI Kopo6Lyi

AT
"3eHTiBa"

Cnosaubka
Pecny6nika

AT "CaHeka
dapmacboTikans",
CnoBaubka
Pecnyb6nika;
C.C. "3eHTiBa
C.A", PymyHis

Cnosaubk
a
Pecny6nik
a/
PymyHis

BHECEHHS 3MiH [JO peecTpauiiiHux maTepianis: 3MiHu | Tuny - 3MiHu
3 aKocTi. FoToBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBanbHuii 3aci6. 3MiHa chopmu abo po3mipy
KOHTeliHepa 4u 3aKynoptoBasibHOro 3acoby (NepBUHHOT YNakoBKM)
(HecTepunbHi Nikapcbki 3ac06U) — BBEAEHHS a/IbTEPHATVBHOMO
PO3Mipy NepBMHHOT ynakoBkn. BBefeHHA 3MiH NpoTAromM 6-tm
MicaLiB nicna 3aTBepMKeHHs. 3MiHU | Tuny - 3MiHK 3 AKOCTI.
[oTOBWI NikapcbkWit 3aci6. 3MiHN Y BUPOOHULITBI. 3MiHN
BUMNpoOyBaHb abo AONYCTUMUX MEX, BCTAHOBIEHNX Y
crneuudikalisx, nig yac BUPO6HULTBA FOTOBOTO JiKAPCLKOr0 3acoby
(iHLWi 3MiHW) — 3MiHa NepiogMyYHOCTI Big60pY NPO6 Ta NPOBEeAEHHS
KOHTPO/0 NPOMIKHOI NpOAyKLUii Ha cTagii TabneTyBaHHS. BBegeHHs
3MiH NPOTAroM 6-Tu MiCALIB Nicna 3aTBepMKEHHs. 3MiHu | Tuny -
3MiHK 3 SKoCTi. FoToBMIA NikapCbkuii 3aci6. 3MiHN y BUPOGHMLTBI.
3miHa iMnopTepa/aMiHu, L0 CTOCYHTLCSA BUMYCKY cepii Ta
KOHTPOJIO0 SIKOCTi rOTOBOrO NlikapcbKoro 3acoby (3amiHa abo
AofaBaHHA BUPOOHWMKa, LLO BiAMoBifae 3a BBE3EHHS Ta/abo BMnyck
cepil) - Bkntoyatoum KOHTPOL/BUNPOGYBaHHS cepii - BBEAEHHS
[oAaTKoBOT AinbHULI BUpo6HuLTBa 13 BUpobHMKa C.C. «3eHTiBa
C.A.», PymyHisi, BifnoBiga1bHOro 3a BUMYCK CEPiii, BKOYaUm
KOHTpO/b. BBEAEHHS 3MiH NpOTArom 6-T MicALiB Micas
3aTBEPMAKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuMii
3aci6. 3miHM y BUpobHMLTBI. 3amiHa abo BBeAEHHA A0AATKOBOT
AinbHULI BUPOGHMLTBA A1 YacTUHM abo BCbOro BUPOGHNYOro
npoLecy rotToBoro fikapcbkoro 3acoby (AinbHULSA, Ha sikili
npoBoAATLCA 6yAb-AKi BUPOOHMYI cTagii, 3a BUHATKOM BUMYCKY
cepiil, KOHTPO/IIO AKOCTi, NEPBUHHOTO Ta BTOPUHHOIO NakyBaHHS,
[ON51 HeCTePU/IbHUX NiKapCbKUX 3ac06iB) - BBEAEHHS A,04ATKOBOI
AinbHuui BupobHuyTea N3 BupobHuka C.C. «3eHTiBa C.A.»,
PymyHis, BignosigasibHoro 3a Bupo6HuUTBO 'N13. BBEAEHHS 3MiH
NPOTArom 6-Tv MiCAILiB Nicns 3aTBepKeHHs. 3MiHK | Tuny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULITBI. 3amiHa
abo BBeAEHHA A0AATKOBOI AibHUL BUPOGHMLTBA 415 YACTUHN
a60 BCbOro BUPOGHMYOro npoLLecy rotoBoro Mikapcbkoro 3acoby
(AiNbHULA ANA NEPBMHHOIO NakyBaHHS) - BBEAEHHA 404aTKOBOI
BMPO6HMYOI AinbHuLi N3 BupobHuka C.C. «3eHTiBa C.A.»,
PyMmyHis, BifnoBiganbHOro 3a NepBuMHHe nakyBaHHS. BBegeHHs
3MiH NpOTAromM 6-TW MicsLiB nicns 3aTBepAKeHHs. 3MiHu | Tuny -

3a
peyenmom

UA/3117/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
3MiHK 3 SKOCTi. FoTOBMIA NiKapCbkuii 3aci6. 3MiHW y BUPOGHMLTBI.
3amiHa ab0 BBeEeHHS 404aTKOBOI AifIbHUL BUPOOHULUTBA ANs
4acTWHM abo BCbOro BUPOBHMYOrO NPoLEeCy roTOBOrO JliKapCbKOro
3aco6y (AinbHMLA AN BTOPUHHOTO NakyBaHHS) — BBEAEHHS
nofaTtkoBoro Bupo6Huka MN3 C.C. «3eHTiBa C.A.», PymyHis,
BiANOBiAabHOIO 3a BTOPUHHE NakyBaHHA. BBeAeHHS 3MiH
NpPOTSArom 6-TM MicsALB NiC/1A 3aTBEPAKEHHS.
131. KOPOHA/N® 5 TabneTku, BKPUTI TOB YkpaiHa AT "CaHeka CnoBaubk BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasiB: 3MiHa 3asiBHMKa 3a UA/3117/01/02
nNiBKOBOKO "CaHodpi- dapmacbtoTikans", a (BnacHvKa peecTpavuiintHoro noceigyeHHs) (3rigHo Hakasy MO3 Big peuyenmom
060n10HKot0, N0 5 Mr ABeHTIC CnoBaubka Pecny6nik 23.07.2015 Ne460) TepMiH BBELEHHS 3MiH - NPOTArom 6 micsuis
no 10 TabneTok y YkpaiHa" Pecnyb6nika; a/ nicnsa 3aTBepKEeHHS; 3MiHK | TUny - 3MiHK WoA0
6nicTepi; no 3 abo C.C. "3eHTiBa PymyHis 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. BeegernHs abo 3miHu
no 6 6nictepiB y C.A", PymyHis [0 y3arasibHeHVX AaHuX Npo cucteMy hapMakoHarnsay (BBefeHHs
KapTOHHI kopobuy; y3ara/isHeHUX AaHux npo cuctemy papmakoHarnsgy, amiHa
no 15 tTabneTtok y yMOBHOBaXEHOT 0CO6U, BigNOBIAaIbHOI 3a 34iCHEHHSA
6nicTepi; no 2 abo hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy 3asBHUKa
no 4 6nictepu B [ANA 3piicHeHHsT hapMakoHarnsay B YkpaiHi, SKLW0 BOHa BigMiHHA
KapTOHHI Kopo6Lyi Bifl yNOBHOBaXXeHOI 0CO6MU, BiAMNOBIAaUIbHOI 3a 34iICHEHHS
thapmakoHarnagy (BKIovakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
pOo3MilLEeHHI MacTep-ghaiina cucteMmu chapmakoHarnsgy) - fivoua
pejakuisi: ynoBHOBaXKeHa ocoba 3asBHVKa, BignosiganbHa 3a
thapmakoHarnsag - Eric Teo/Epik Teo.
MponoHoBaHa peaakLis: ynoBHOBaXeHa ocoba rpynm KoMnaHii
Sanofi, BignosigasnbHa 3a chapmakoHarnsg Ha rnobasibHOMy pPiBHI -
Eric Teo/Epik Teo; ynoBHOBaXKeHa 0coba 3asiBHMKa, BignoBigasbHa
3a (papmakoHarnag B Ykpaini - KnilumH AHTOH MukonaiioBuy; 3mMiHn
| TMny - 3MiHK Woao 6e3nekn/etekTMBHOCTI Ta hapmakoHarnagy
(iHLWi 3MiHW) - 3MiHW Yy TEKCTi MapKyBaHHS. 3MiHV BHECEHI B
IHCTPYKLi0 AN MeQUYHOro 3aCTOCYyBaHHSA LLOA0 AOAaHHA po34inis
"3anBHuKK" Ta "Micue3HaxomKeHHs 3asBHUKA" 3 BIANOBIAHUMY
3MiHaMK y TeKCTi MapKyBaHHS. [prBeeHHA TEKCTY MapKyBaHHSA [0
BUMOr Hakasy MO3 Big 23.07.2015 Ne460. (TepMiH BBEAEHHS 3MiH
- NPOTAroM 6 MiCALIB Nic/a 3aTBEPKEHHS)
132. KOPOHAN® 5 TabneTku, BKpUTI AT CnoBaubka AT "CaHeka CnoBaubK | BHECEHHSsI 3MiH A0 peecTpauiiiHux matepianis: 3MiHu | TURY - 3MiHK 3a UA/3117/01/02
nniBKOBOKO "3eHTiBa" Pecny6nika | ®apmacbioTikans", a 3 AKoCTi. FoTOBWIA Nnikapcbkuii 3aci6. Cuctema peuyenmom
060/10HKO0, N0 5 Mr Cnosaubka Pecny6nik KOHTeliHep/3akynoptoBanbHuii 3aci6. 3miHa chopmu abo po3mipy
no 10 Tabnetok y Pecny6nika; a/ KOHTeliHepa 4u 3aKynoptoBasibHOro 3acoby (NepBUHHOT YNakoBKW)
6nictepi; no 3 abo C.C. "3eHTiBa PymyHis (HecTepunbHi Nikapcbki 3acobu) — BBEAEHHS albTEPHATUBHOIO
no 6 6nictepis y C.A.", PymyHis pO3Mipy NepBUHHOI yNakoBkn. BBeAeHHs 3MiH MPOTSAroM 6-Tu

KapTOHHI kopobuy;
no 15 tabnetok y
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI Kopo6Lyi

MicALiB nicna 3aTBepKeHHs. 3MiHU | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. 3MiHU Y BUPOOHULITBI. 3MiHN
BMNPoGYyBaHb abo AOMYCTUMUX MeX, BCTAHOBEHNX Y
cneuudikayisix, nig yac BUPOOHULTBA FOTOBOrO /liKapCbKOro 3acoby
(iHWi 3miHW) — 3MiHa nepiogMyYHOCTI BiA6OpY Npob Ta NpoBeAEeHHs
KOHTPO/0 NPOMIKHOI NpoAyKLUii Ha cTagii TabneTyBaHHs. BBegeHHs
3MiH NPOTAroM 6-Tu MiCAUIB Nicna 3aTBepKeHHs. 3MiHu | Tuny -
3MiHM 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHMLITBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYHTLCA BUNYCKY cepii Ta
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1

KOHTPOJ10 AIKOCTi FOTOBOrO JlikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHWMKA, L0 BiAnoBifae 3a BBE3EHHS Ta/abo BuUnyck
cepii) - Bkntoyatoum KOHTPONL/BUNPOOYBaHHSA cepii - BBEAEHHS
[0[aTKOBOI AibHML BUpo6HMUTBA 13 BupobHuka C.C. «3eHTiBa
C.A.», PymyHisi, BiANOBiAabHOrO 3a BUMYCK CEPiid, BK/IOUa0umn
KOHTPONb. BBEAEHHS 3MiH NpoTArom 6-T MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHW 3 AKOCTi. [OTOBWIA NikapCbkuii
3aci6. 3MiHM y BUPO6HMLTBI. 3aMiHa abo BBEEHHS 4,0AaTKOBOI
AinbHULI BUPOGHMLTBA 4151 YaCTUHM abo BCbOro BUPOBGHNYOro
npoLecy rotToBOro fikapcbkoro 3acoby (AinbHWLA, Ha SKil
nNpoBoAATLCA 6YAb-Ki BUPOOHMYI CTagil, 38 BUHATKOM BUMYCKY
cepiil, KOHTPO/IIO AKOCTi, NEPBUHHOIO Ta BTOPUHHOTO NakyBaHHS,
[N HECTEPUIbHUX NiKapCbKNX 3aC06iB) - BBEAEHHS A0AAaTKOBOI
AinbHuLi BUpo6HuyTBa /13 BUpo6HMKa C.C. «3eHTiBa C.A.»,
PymyHis, BignosiganbHoro 3a Bupo6HuuTBO N3, BBEAEHHS 3MiH
NpoTArom 6-Tu MiCALIB MicNs 3aTBEPMKEHHS. 3MiHW | Tuny - 3MiHKW 3
AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI. 3amiHa
ab0 BBeAEHHA A0AATKOBOI fiNbHULI BUPOBHULTBA 4151 YACTUHN
ab60 BCbOro BUPOHGHMYOro MpoLecy roToBoro /ikapcbKoro 3acoby
(@inbHWUA AN NEPBUHHOIO NakyBaHHSA) - BBEAEHHSA [04aTKOBOI
BMPOBGHUYOT AinbHUUi MN3 BupobHuka C.C. «3eHTiBa C.A.»,
PymyHis, BifnoBigabHOro 3a NepBMHHE nakyBaHHs. BBegeHHs
3MiH NPOTAroM 6-Tu MiCAUIB Nicna 3aTBepKeHHs. 3MiHu | Tuny -
3MiHu 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3MiHW Y BUPOGHULITBI.
3amiHa abo BBeAEeHHS 40AATKOBOI Ai/TbHNL BUPOOHMLTBA ANS
4yacTuH1 abo BCbOro BYUPOGHNYOro NPOLLEeCy roTOBOro /iKapCbKoro
3aco6y (4iIbHMUSA 415 BTOPUHHOTO NaKyBaHHS) — BBEAEHHS
popartkoBoro BupobHuka 13 C.C. «3eHTiBa C.A.», PymyHis,
BifNOBIA/IbHOrO 33 BTOPUHHE MakyBaHHS. BBeAeHHsA 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS.

133. | KCABPOH PO3UUH ANS iH EKLN, TOB YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/16780/01/01
1,5 mr/mn no 20 mn "HOpis- TeXHiYHa NMOMUSIKA B TEKCTI MapKyBaHHA (MOMWU/IKOBE [03yBaHHS, peyernmom
B amnynax CKNsHuX; Papm"” NMOMM/IKOBA KiNbKICTb Ait0401 peyoBrHU Ta opdorpadpiyHa nomusika
no 2 amnynuy Y KiZTbKOCTi O4MHULb B YNaKOBLi)
KOHTYpHilA
YapyHKOBIl

ynakosuj, no 1
YapyHKOBIli ynakoBLyj
y nauyui 3 KApTOHY;
no 5 amnyny
KOHTYpHilA
YapyHKOBIl
ynakosuj, no 1
YapyHKOBIli ynakoBLyj
y nauyui 3 KApTOHY;
no 5 amnyny
KOHTYpHilA
YapyHKOBIW
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
ynakosuj, no 2
YapyHKOBi YNakoBKu
y nayui 3 KapTOHY
134. | KYNNATOH Kpanni opasnbHi (300 OpioH PiHNAHAIA OpioH diHnaHgisa/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 6e3 UA/7479/01/01
mr/mn) no 30 mny Kopnopeii KopnopeiiiH, Yecbka 3MiHK | TNy - 3MiHa y MeTogax BUNpobyBaHHS rOTOBOro peyenma
dhnakoHi; no 1 LLIH PiHNAHgIS; Pecny6nik | nikapcbkoro 3acoby - 3aMiHa iCHyH4Oro afibTEPHATUBHOTO METOAY
dhnakoHy y anbTepHaTUBHWIA a KifIbKICHOTO BU3HAYeHHS Ta igeHTUdikauii Aito4oi peyoBUHN —
KapTOHHI Kopo6Lyi BUPOGHMK, L0 meToz IR (abcopbuiliHa cnekTpochoTomeTpis B 14 o6nacTi) Ha
3[iicHIoE metog UHPLC/RI. BBepeHHs 3MiH npoTsarom 6-tu micsAuiB nicns
KOHTPO/b SIKOCTI 3aTBepAKeHHA
(Tinbky KinbkicHWit
BMICT Ta
loeHTudikav,is):
KBiHTa - AHaniTika
C.p.0., Yecbka
Pecny6nika
135. | JIA®EPOBIOH® cynosuTopii no 150 TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - Be3 peyenma UA/13779/01/01
000 MO no 3 "BIO®APM "BIOPAPMA" ALMiHICTPaTMBHI 3MiHU. BUy4yeHHS BUPOGHWYOT finbHUL,
cynosuTopiino1ry A" (BkNtOYaKOUM AinbHUL Ans ADI, IpoMiXXHOTO NpoaykTy abo
KOHTYpHilA rOTOBOrO JIiKapCbKOro 3acoby, AiNbHULi 4518 NPOBEAEHHS
YapyHKOBIli nakyBaHHs, BUPOOHWKa, BiANOBifaIbHOTO 3a BUMYCK cepili, Micue
ynakosLj; no 1 npoBefeHHA KOHTPOIO cepii) abo nocTavasibHMKa BUXIAHOMO
KOHTYpHilA marepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO
YapyHKOBIl ynakoBL,i Y BOCbLE) - BUNYYEHHSA BUPOOGHNYOI AinbHuui 13 MNMpAT
B MauLj 3 KApTOHY; "BIO®APMA", YKpaiHa; CynyTHs 3MiHa
no 5 cynosutopiis - 3MiHK 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
no 1 ry KOHTYpHIi KOHTeliHep/3aKkynoptoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
YapyHKOBIi roTOBOrO NiKAPCbKOro 3acoby (BUTYYEeHHS YNakoBKU NeBHOTO
ynakosLi; no 1 a6o po3Mipy) - Y 3B’3KY 3 NPUNUHEHHSIM BUPOOHMLTBA NiKapCbKoro
N0 2 KOHTYpHI 3ac06y Ha BUpoOHWYil ainbHuLi MpAT " BIO®APMA ", YkpaiHa,
YapyHKOBI YNaKkoBKU BWy4aloTbCS YNaKkoBKM Nikapcbkoro 3acoby cynosuTopii no 1 000
B MauLj 3 KApTOHY 000 MO a60 3 000 000 MO no 1 r y KOHTYPHIi1 YapyHKOBI ynakoBsL,i
Ne 3 a6o Ne 5 a6o Nel0 (5x2), siki BUpo6nsamch Ha Lili BUPO6HWUYIi
LiNbHALL
136. NA®EPOBIOH® cynosuTopii no 500 TOB "®3 YkpaiHa TOB "®3 YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - be3 peyenma UA/13779/01/02
000 MO no 3 "BIOD®APM "BIODAPMA" AAMIHICTPATUBHI 3MiHW. BUy4eHHS BUPOOHMYOI AiNTbHULL
cynosuTopiino1ry A" (BkNtOUaKOUM AinbHUL ans ADI, NpoMiXXHOro NpoaykTy abo
KOHTYPHIlA rOTOBOrO /iKapCbKOro 3acoby, AifIbHULL A58 NPOBeAEeHHS
YapyHKOBIl nakyBaHHs1, BUPOOHYKA, BifnoBigasibHOro 3a BMMYCK Cepiii, Micue
ynakosLi; no 1 npoBefeHHA KOHTPOIO cepii) abo nocTavyasibHMKa BUXIGHOMO
KOHTYPHIlA marepiany, peareHTy abo AONOMDKHOT PEHOBUHM (SKLLLO 3a3HaYeHo

YapyHKOBIl ynakoBL,i
B Maulli 3 KAPTOHY;
no 5 cynosutopiis
no 1 1y KOHTYpHIiA
YapyHKOBIli
ynakosui; no 1 a6o
N0 2 KOHTYpPHi

Y BOCBLE) - BUNYYEHHS BUPOOGHNYOI ginbHuui 13 MpAT
"BIO®APMA", YKpaiHa; CynyTHs 3mMiHa
- 3MiHK 3 siKoCTi. FoTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa po3Mipy YNakoBKM
rOTOBOrO JlikapCbKOro 3acoby (BW/Iy4YeHHs! yNnakoBKy NeBHOro
po3Mmipy) - Y 3B’A3KY 3 NPUNUHEHHAM BUPOGHULTBA NiKapCLKOro
3aco6y Ha BUPO6HMYIl ginbHuui MpAT " BIOPAPMA ", YkpaiHa,
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3aco6y nocsio4YeHHs1
YapyHKOBi YNakoBKu BU/Ty4at0TbCA YNaKoBKM NiKapCbKoro 3acoby cynosutopii no 1 000
B MauLj 3 KapTOHY 000 MO a60 3 000 000 MO no 1 r y KOHTYPHIi1 YapyHKOBI ynakoBsLi
Ne 3 a6o Ne 5 a6o Nel0 (5x2), siki BUPOGAANUCH Ha Liili BUPOGHUYIN
OiNbHUL
137. | TA®EPOMAKC cynosuTopii no 1 TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/13779/01/03
000 000 MO no 3 "BIO®APM "BIOPAPMA" ALMIHICTPaTMBHI 3MiHN. BUy4YeHHS BUPOGHWYOT finbHUL, peyenmom
cynosuTtopiino 1ry A" (Bkntovaroun ginbHNL ans Ad®l, NpoMiXkHOTO NpoaykTy abo
KOHTYpHilA rOTOBOIO JIiKAPCbKOro 3acoby, AiNbHULI 4718 NPOBEAEHHS
YapyHKOBIl nakyBaHHs, BUPOOHWKa, BiANOBifa/IbHOTO 3a BUMYCK cepili, Micue
ynakosuj; no 1 NpoBefeHHS KOHTPOSIO cepii) abo nocTavasibHVKa BUXIAHOMO
KOHTYpHilA martepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYeHO
YapyHKOBIl ynakoBL,i y OOCbE) - BunyyeHHs BUpo6HUYOT ainbHuui M3 MpAT
B NauLi 3 KApTOHy; "BIO®APMA", YkpaiHa; CynyTHS 3MmiHa
no 5 cynosutopiis - 3MiHu 3 siKoCTi. ToTOBMIA Nnikapcbkuii 3aci6. Cuctema
no 1 ry KOHTYpHIi KOHTeliHep/3aKkynoptoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
YapyHKOBIl rOTOBOrO JliKkapCbKoro 3acoby (BW/Iy4YeHHS yNnakoBKy NMeBHOro
ynakosLi; no 1 a6o po3Mipy) - Y 3B’3KY 3 NPUNUHEHHSIM BUPOOHMLTBA NiKapCbKoro
N0 2 KOHTYpHI 3ac06y Ha BUpOOHWYil ainbHuLi MpAT " BIO®APMA ", YkpaiHa,
YapyHKOBi YNakoBKK BU/Ty4at0TbCA YNaKoBKM MliKapCbKoro 3acoby cynosutopii no 1 000
B Maulj 3 KapTOHY 000 MO a60 3 000 000 MO no 1 r y KOHTYPHIi1 YapyHKOBI ynakoBsL,i
Ne 3 a6o Ne 5 a6o Nel0 (5x2), siki BUpo6nsmCh Ha Lili BUPO6HUYIi
OinbHUL
138. | JIA®EPOMAKC cynosutopii no 3 TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - 3a UA/13779/01/04
000 000 MO no 3 "BIO®APM "BIOPAPMA" ALMiHICTPaTMBHI 3MiHN. BUy4yeHHS BUPOGHWYOT finbHUL, peyenmom
cynosuTopiino1ry A" (BkntOvarouM AinbHUL Ans ADl, NpoMiXXHOTo NpoaykTy abo
KOHTYpHilA rOTOBOrO JIiKapCbKOro 3acoby, AiNbHULi 418 NPOBEAEHHS
YapyHKOBIl nakyBaHHs, BUPOOHWKa, BiANOBifaIbHOTO 3a BUMYCK cepili, Micue
ynakosLj; no 1 npoBefieHHA KOHTPOIO cepii) abo nocTavasibHMKa BUXIAHOMO
KOHTYpHilA marepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAaYeHO
YapyHKOBIl ynakoBL,i Y O0CbE) - BunyyeHHs BUpoOHUYOT ainbHuui M3 MpAT
B MauLj 3 KApTOHY; "BIO®APMA", YKpaiHa; CynyTHs 3MiHa
no 5 cynosutopiis - 3MiHK 3 siKocTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
no 1 ry KOHTYpHIi KOHTeliHep/3aKkynoptoBasibHW 3aci6. 3MiHa po3mipy ynakoBku
YapyHKOBIi roTOBOrO NiKapPCbKOro 3acoby (BUTYYEHHS yNakoBKU NeBHOTO
ynakosLi; no 1 a6o po3Mipy) - Y 3B’13KY 3 NPUNUHEHHSIM BUPOOHMLTBA NiKapCbKoro
N0 2 KOHTYpHI 3ac06y Ha BUPOOHWYI ainbHuLi MpAT " BIO®APMA ", YkpaiHa,
YapyHKOBI YNaKkoBKU BWyYaloTbCS YNakoBKM Nikapcbkoro 3acoby cynosuTopii no 1 000
B MauLi 3 KapTOHY 000 MO a60 3 000 000 MO no 1 r y KOHTYPHIi1 YapyHKOBI ynakoBsL,i
Ne 3 a6o Ne 5 a60 Nel0 (5x2), siki BUpo6nsamnch Ha Lili BUPO6HWUYIi
LiNbHALL
139. | NEBIUATAM 250 | TabneTku, BKpUTI TOB YkpaiHa TOB "®apma Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3a UA/11396/01/01
NNiBKOBOKO "Papma Crapt" 3MiHK | TUNY — nogaHHsA oHoBsieHoro CEP Ne RO-CEP 2012-325- peyernmom
o60noHkoto, no 250 Crapt” Rev 01 ana gitoyoi pevoBuHW JleBetupaleramy Bif, BXxe
mr no 10 TabneTok y 3aTBEPKEHOro BUPOOHWMKA; 3MiHW | TUNY — NnoAaHHsA OHOB/IEHOrO
6nicTepi; no 3 abo 6 CEP Ne RO-CEP 2012-325-Rev 02 ans f4jto4oi pe4yoBrHu
6nictepiB y NeBeTnpaueTamy Bif, BXe 3aTBEPAKEHOIO BUPOOHMKA
KaPTOHHI nayui
140. | NEBIUMTAM 250 TabNeTKN, BKPUTI TOB YKpaiHa TOB "d®apma YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: - UA/11397/01/01
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nAiBKOBOIO "papma Crapt" 3MiHM | TUMY — nogaHHs oHoeneHoro CEP Ne RO-CEP 2012-325-
060/10HKO0, No 250 Crapt” Rev 01 ansa gitoyoi pevoBuHU JleBeTupaleramy Bif, Bxe
™mr in bulk: no 6 kr 3aTBEPAKEHOr0 BUPOBHYMKA; 3MiHM | TUMY — NOA4AHHS OHOBIEHOTO
Tabnetoky CEP Ne RO-CEP 2012-325-Rev 02 ans Aito4oi pevoBvHN
nonieTnNeHoBux NeBeTnpaueTamy Bif, BXe 3aTBEPAKEHOIO BUPOOHMKA
nakeTax
141. | NEBIUATAM 500 | Tabnetku, BKpUTI TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 3a UA/11396/01/02
nniBKOBOKO "Papma Crapt” 3MiHK | TUNY — nogaHHsA oHossieHoro CEP Ne RO-CEP 2012-325- peyernmom
o060n0oHkoto, no 500 Crapt” Rev 01 gns gjtoyoi pevosunHmn JSleBeTupauetamy Bif Bxe
Mr no 10 Tabnetok y 3aTBEPAKEHOr0 BUPOGHUKA; 3MiHM | TUMY — NoAaHHA OHOBIEHOTO
6nictepi; no 3 abo 6 CEP Ne RO-CEP 2012-325-Rev 02 ans fjto4oi pe4yoBrHA
6nictepis y JNleBeTupavietamy Bif BXe 3aTBEPIXEHOr0 BUPOOHUKA
KaPTOHHIN nayuyj
142. | NEBIUUTAM 500 TabneTku, BKPUTI TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/11397/01/02
naiBKOBOIO "papma Crapt" 3MiHM | TUNY — nogaHHs oHoeneHoro CEP Ne RO-CEP 2012-325-
o6onoHkoto, no 500 Crapt” Rev 01 ana gitoyoi pevoBuHW JleBeTupaleramy Bif, BXxe
™mr in bulk: no 6 kr 3aTBEPKEHOr0 BUPOGHYMKA; 3MiHM | TUMY — NOA4aHHS OHOB/IEHOTO
Tabnetok y CEP Ne RO-CEP 2012-325-Rev 02 ans Aitlo4oi pevoBrHN
nonieTnNeHoBux JNleBeTnpaueTamy Bif, BXXe 3aTBEPAKEHOIO BUPOOHMKA
nakertax
143. | NJOKAIH- PO3uMH NS iH'eKUiil, | ToBapucTB YKkpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a UA/7525/01/02
340POB'A 20 mr/mn, no 2 mn B 03 06MeXeHoH 3MiHu | TNy - 3MiHa po3mipy cepii (BKtoYatum gianasoH po3Mipy peyenmom
amnyni; no 10 o6MmexeHo BiANOBIAA/ILHICTIO cepil) roToBOro nikapcbkoro 3acoby - BBeAEHHS A0AATKOBOro
amnys y KapTOHHi 10 "hapmMaueBTUYHA po3Mipy cepii Nnikapcbkoro 3acoby (i3 3a3Ha4eHHsIM B fiTpax Ta Tuc.
Kopoo6ui 3 Bignosigan KOMNaHis yNakoBOK y TEOPETUYHOMY PO3paxyHKy) 415 Ailo4oro AMMNyIbHOro
neperopogkamu; rno bHICTIO "3popos'a” Lexy. 3anponoHoBaHo: AMNy bHWIA Liex Po3mip cepii cknagae:
2 mn B amnyni, no 5 "®apmaue 50,000 Turc. amnyn (100 n); 190,000 Tuc. amnyn (380 n); 20,000
amnyn y 6nictepi, no BTUYHA Tuc. amnyn (40 n); 400,000 Tuc. amnyn (800 n). JoaaTkoBuii
2 6nictepu B KOMNaHis po3mip cepii cknagae: 600,000 Tuc. amnyn (1200 n)
KapTOHHI KOpO6Lyj; "3popoB'a”
no 2 mn B amnyni,
no 10 amnyny
6nictepi, mo 1
6nictepy B
KapTOHHI Kopobui
144. | ni3nHonNPuUny NOPOLLIOK AT YkpaiHa tOHimapk Pemegis IHAis BHECEHHS 3MiH 0 peecTpavliiHux maTepiasis: 3MiHu | Tuny - - UA/11132/01/01
AUrIaPAT KpucTanivyHmi "KUIBCbK nra. AfMiHiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu
®.EBP. (cybeTaHuis) y nn 3asBHUKa (B/1ACHMKa peecTpauiliHoro noceig4yeHHs). 3miHa
nakeTax noAginHMX BITAMIHH HalilMeHyBaHHS 3asiBHMKa.
nonieTuneHoBmx nin BBefeHHSA 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXKEHHS.
ansa 3ABOA"
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
145. | IOKCO® TabneTkn, BKpUTI CaH IHAjs CaH IHAaiA BHECEHHS 3MiH [0 peecTpavliiHiX MmaTepianis: TEXHIYHA NOMUKa 3a UA/7580/02/01
nniBKOBOIO dapmacbto dapmacbloTrKan (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) - BunpaBneHo peyenmom
060/10HKO10, No 500 TMKan IHpacTpi3 Mlimites TEXHIYHY NOMUJIKY B IHCTPYKLIT y po3aini "Moka3aHHA"; BUNpaBieHo
Mr o 5 Tabnetok y IHpacTpi3 TEXHIYHY NOMW/IKY Y po34ini iHCTPyKLii "Cnoci6 3acTocyBaHHA Ta
6nicTepi, mo 1 JNimiTeq [o3n" (woao Hymepauii Tabmup). 3a3HauyeHe BUNPaB/IEHHS
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6nictepy B BiANOBIAAa€e MaTepiasiam peecTpaLiiHoro AOChE
KapTOHHIN KopobLli
146. | NOMNPAKC NOPOLLIOK ANA Ekcip IpaH Ekcip IpaH BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianis: 3a UA/8191/01/01
opasibHOT cycneHsil, dapmachkto PapmacbloTuKan TeXHiYHa MOMU/IKa B TEKCTi MapKyBaHHS NepPBUHHOI Ta BTOPUHHOT peyenmom
100 mr/5 mn; 1 TMKan Komnawi ynakoBOK
(h1aKkoH 3 MOPOLLKOM Komnawi
ans 50 mn abo 100
M/1 OpaUTbHOI
cycneHsii pasom 3
n1acTUKOBUM
MipHUM
CTaKkaH4MKoM y
KapPTOHHI Kopobui
147. | NOPAHO CycChneHsis opasbHa, CaHpo3 CnoBeHis BUPOBHMLTBO in CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/6985/01/01
5 mr/5 mn no 120 mn | ®apmacbio bulk, TecTyBaHHs, TypeuunH 3MiHW | TUMY - 3MiHW A0 IHCTPYKLIT A8 MeANYHOro 3aCTOCYyBaHHS y peyenma
y dhnakoHi, no 1 Tikans a.4. nakyBaHHs, BUNycKk | a/ PymyHis po3gin "MobiyHi peakuii" BigNoBiAHO A0 OHOBEHOI iHhopMaLil 3
hNakoHy y cepil: ek 6e3nekun ajlyoi pevyosrHN. BBegeHHsA 3MiH npoTArom 6-tm
KOMM/IEKTi 3 MipHOO PapmaLeBTUYHA MicALiB nicnsa 3aTBepaKeHHA
JIOXKOIO B KAPTOHHIA Komnaxisa a.4.,
KopooLi CnoBeHis;
BVMPOGHMLTBO in
bulk, nakyBaHHs:
CaHpos lnak
CaHaii Be TikapeT
A.C., TypeyunHa,;
KOHTPONb/BUNPOBY
BaHHSA cepii: C.K.
CaHpos C.P.J1.,
PymyHis
148. MATHIFO NOPOLLIOK MpuBaTHe YKkpaina Makko OpraHikec, Yecbka BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3MiHu | Tuny - - UA/13246/01/01
CYNb®AT (cybeTaHuis) y akuioHepH c.p.o. Pecny6nik AfMiHiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
FENTATIAPAT nakeTtax e a 3asBHMKa (BNacHvKa peecTpauiiiHoro noceigyeHHs) 3miHa
nonieTNeHoBux TOBapuUCTB HaliMeHyBaHHA Ta agpecu 3asBHUKa
ons 0 "Jlekxim-
hapmaveBTU4HOro Xapkis"
3aCTOCYyBaHHSA
149. MEAPON Tabnetku no 4 mr, Mdpaiizep CLWA Mdpaiizep ITanis ITania BHECEHHS 3MiH [J0 peecTpaLjiiiHiX MaTepiasiB: yTOUHEHHSA 3a UA/2047/02/01
no 30 TabneTtok y IHK. C.p.n. peecTpauiiiHoil npoueaypu B Hakasi MO3 YkpaiHu Ne 1635 Big peyenmom

dhnakoHi; no 1
(hNakoHy B
KapTOHHi Kopobuyj

07.09.2018 - 3miHu | TUNY - 3MiHK 3 SKOCTI. FOTOBMIA NiKapCbKUii
3aci6. CuctemMa KoHTeliHep/3akynoptoBasibHU 3aci6. 3MiHa y
NepBUHHIlA yNakoBLji rOTOBOr0 NikapcbKoro 3acoby (TUn KoHTeliHepa
abo gopaBaHHA HOBOTO KOHTelHepa) - TBepai, M'ski Ta
HecTepw/bHI piaki nikapcbki chopmu - MPonoHyeTbLCA 3amiHa
CKMSAHOTO (hN1akoHy Ha h1akoH NIACTUKOBUIA i3 KPULLIEYKOIO 3
hyHKLiEO 3aXMCTY Big, AiTeil. BBeAeHHS 3MiH NpoTArom 6-tu
MicaLiB nicna 3aTBepmKeHHs. 3MiHU | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA NikapcbkmMii 3aci6. KOHTPO/Ib rOTOBOrO MiKapcbKoro
3aco6y. 3MiHa y MeTogax BUNpobyBaHHS rOTOBOIO JiKapCbKOro
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3ac00y (iHWi 3MiHM Y MeToax BUNPOOyBaHb (BK/IHOHAKUMN 3aMiHY
a60 [ONOBHEHHS)) - 3MiHa MeToAY KOHTPO/TO NOKa3HUKa
«lgeHTudpikauis» (3 chapmakoneiiHoi METOAMKN Ha BHYTPILLHIO
MEeTOAVKY KOMNaHii). BBegeHHs 3MiH NpoTArom 6-Tu micsyis nicns
3aTBEPMAKEHHS. 3MiHM | TUny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii
3aci6. KoHTpO/1b rOTOBOro NiKapcbkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO JliKapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNPO6YBaHb (BK/IOYaouM 3aMiHy abo JONOBHEHHS)) - 3MiHa
MeToAy KOHTPO/I0 NokasHuKa «laeHTudikauis. KinbkicHe
BM3Ha4yeHHs. OgHOpIAHICTL BMICTY» Ans » (3 metogy MA6500PE
Ha meTof 6600DC). BBeeHHS 3MiH NPOTAroM 6-T1 MicAUiB nicns
3aTBEPAKEHHSA. 3MiHU | TUMY - 3MiHM 3 SKOCTi. FOTOBWIA NiKapCbKuii
3aci6. CtabinbHICTb. 3MiHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHsA rOTOBOro /iKapCbKOro 3aco6y (3MEHLLEHHS TEPMIHY
NpMAAaTHOCTI FOTOBOIO NiKapcbKoro 3acoby) - a5 Toprosoi
YMaKoBKM - 3MEHbLUEHHA TEPMiHY NpUAaTHOCTI 3 5-X A0 3-Ti pOKiB.
3MiHV BHECEHO A0 IHCTPYKLi A8 MeAUYHOro 3aCTOCyBaHHsA
niKkapcbKoro 3acoby o po3ainy "TepmiH npugatHoCTi" 3MEHLLEHO
TEepPMiH NpPUAATHOCTI 4N1a TabneTok no 4 Mr. 3asBeHWn TEPMIH
BBEJEHHS 3MiH 6 MiCALiB He peKOMeHA0BaHO Yy 3B"A3KY i3
BHECEHHSAM BaromMoi iHthopmauii cTocoBHO 6e3neku (iHchopmav,is
CTOCOBHO MOX/IMBOCTi MacKyBaHHS 3arpo3/iMBUX CTaHiB 3 60Ky
LLSTYHKOBO-KMLLIKOBOrO TPakTy Npu /ikyBaHHA NiKapCbKnuM 3aco60M).
3MiHu | TUNY - 3MiHK 3 AKocTi. FoTOBMIA Nikapcbkuii 3aci6. Onuc Ta
cknag,. 3miHa y cknagi (4onoMixXHNX peyoBMHaX) roTOBOro
nikapcbKoro 3acoby (iHLWi AONOMiXHI peyoBUHNY) - Byab-sika
He3HayHa 3MiHa KiNIbKICHOrO cknagy AONOMIKHUX PEYOBUH Y
roTOBOMY flikapCbKOMy 3aco6i - MPONOHYETLCA BUMTYYEHHS
[OMOMIXXHOI PEYOBMHM — KPOXMaSTIO KyKyPYA3SHOTO CyXOoro.
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB NiCAA 3aTBEPMKEHHS. SMiHN
| Tuny - 3MiHK 3 AKOCTI. [OTOBWMIA NMikapcbknii 3aci6. 3miHK Yy
BMPOGHMLTBI. 3MiHU Y NpoLieci BUPOGHMLITBA FOTOBOTO iKApCbKOro
3aco06y, BKIOYaoUy NPOMKHUIA NPOAYKT, L0 3aCTOCOBYETLCS NpU
BVMPOGHMWLTBI FOTOBOrO NiKapCbKOro 3acoby (He3HayHa 3MiHa y
npoueci BUpo6HULTBA) - Mpn NpUroTyBaHHi TabneTcyMiLlLLi
NPOMNOHYETHLCS OKpeMe NPUroTyBaHHS PO34nHy S, SKuii
BMKOPVCTOBYETLCA A9 3BONOXEHHSA 1/3 nopuii cymiwi. BBegeHHs
3MiH NPOTAroM 6-Tu MiCAUIB Nicna 3aTBepKeHHs. 3MiHu | Tuny -
3MiHu 3 SIKOCTi. FOTOBWIA nikapcbkuii 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHM BUNpo6yBaHb abo [OMyCTUMUX MEX, BCTAHOB/IEHNX Y
cneuudikayisix, nig yac BUPO6GHULITBA FOTOBOrO /liKapCbKOro 3acoby
(3BYXXEHHS [OMYCTUMUX MEX) - 3BYXEHHSA AOMYCTUMUX MEX A/1A
MoKasHWKiB, fKi 3a3HaYeHi y cneumdikauii nig yac BUpo6HULTBA.
3anponoHoBaHa peaakLis BkIYae gonycTrMi Mexm
KOHTPO/TIOEMUX NOKA3HWKIB (HacunHa ryctuHa, BTparta npu
BMCYLLYBaHHi (Tabs1eTcymill), onuc, Yac posnagaHHs, TOBLLMHA
(TabneTtka). BBeAeHHS 3MiH NPOTArom 6-TW MicALiB nicns

3aTBEPAKEHHS. 3MiHU | TUNY - 3MiHM 3 SIKOCTi. FOTOBWIA NiKapCbKUiA




99

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1

3aci6. KoHTposib roTOBOrO NikapCbkoro 3acoby. 3miHa napameTpis
cneuudikayin Ta/abo foNyCTUMUX MEX rOTOBOTO JlikapCbKOro
3aco6y (BHECEHHS 3MiH 40 AOCbE MiC/51 OHOBJIEHHA 3arasibHOl
CTaTTi Ha roToBY Nnikapcbky hopmy y AdY/EBponeiichkiii
thapmakonei) - 3MiHa AoNyCTUMUX MeX A5 NOKa3HMKa
«MikpobionoriyHa unctota». BeefeHHs 3MiH NpoTArom 6-Tn MicAUB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3miHK 3 skocTi. [oToBWiA
nikapcbkuii 3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB crneumdikaliin Ta/abo fonyCcTUMUX MeX roTOBOro
NiKapCbKoro 3acoby (BWIyYeHHsI HE3HAYHOTO NoKa3HMKa
(Hanpuknag 3acTapifioro NokasHWka, Takoro sik 3anax Ta cMak, abo
iaeHTudikaLis 6apBHUKIB Y CMakoBUX A06aBOK)) - BunyyeHHs i3
cneuudikayii nokasHuka «OgHOPIAHICTE Macu». BBeAeHHS 3MiH
NPOTArom 6-Tu MiCAILiB Nicns 3aTBepKeHHs. 3MiHK | Tuny - 3MiHn 3
sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPO/Ib FOTOBOTO NiKapCbKoro
3acoby. 3miHa napameTpiB cneuudikauin Ta/abo fonycTMMmnX Mex
roTOBOrO NiKAPCbKOro 3acoby (BUYyYEHHS HE3HAYHOIO NMOKa3HUKa
(Hanpuknag, 3acTapifioro nokasHMka, Takoro sk 3anax Ta cMak, abo
iaeHTudikauis 6apBHKKIB Y CMaKoBUX J06aBOK)) - BuiyyeHHs i3
cneumaikauii nokasHvka «CepegHa maca». BBegeHHs 3MiH
NpoTArom 6-Tn MiCALIB NicNa 3aTBEPMKEHHS. 3MiHM | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTPO/b rOTOBOTO NiKapCbKOro
3aco6y. 3miHa napameTpiB cneyudikaLin Ta/abo fonycTMMNX Mex
rOTOBOrO /1iKapCbKOro 3acoby (3BY>XXEHHS AONYCTUMUX MEX) -
MPONOHYETLCA 3BY)XEHHA JONYCTUMUX MEX cneundikauii ans
nokasHuka «JoMikn. CymapHuii BMICT»: paHille cxBasiieHa
pepakuis « He 6inbL 3,0 % NPoTAroM TePMiHY NPUAATHOCTI»,
NPOMOHYETHCA «He B6inbl 2,0% NpoTAroM TepMiHy NPUAATHOCTI».
BBefeHHS 3MiH NPOTAroM 6-Tu MICALIB NicA 3aTBepPAKEHHS. 3MiHN
| Tny - 3miHK 3 AKocTi. FoTOBUIA Nikapcbkuii 3aci6. Onuc Ta cknag,
3MiHa abo gofaBaHHsA LWTaMMiB, NOTOBLEHb ab0 iHLWMX MapKyBaHb,
yK/oyaoum 3amiHy abo gogaBaHHsA dapb 415 MapKyBaHHS
nikapcbkoro 3acoby (3MiHa LWTamMnis, NOTOBLLEHb a60 iHLINX
MapKyBaHb) - 3MiHa 30BHILLHbOrO BUMNAAY TabneTok: 3MiHn
BHeECEeHO A0 IHCTPyKLUiT 419 MeAUYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby a0 po3giny "Nlikapcbka hopma. OCHOBHI (Di3UKO-XIMiYHi
B/1ACTMBOCTI" YTOYHEHO OMUC 30BHILLHLOTO BMUAY TabneTok. 3miHu |
TMny - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO /iKapCbkoro 3acoby. 3miHa y MeTogax B1unpobyBaHHA
rOTOBOrO Jlikapcbkoro 3acoby (He3HayHa 3MiHa y 3aTBepAKeHNX
MeTogax BUNpobyBaHHs) - MpOnNoHYETLCS 3MiHA METOANKN
KOHTPOIO A/151 NOKa3HMKa «JOMiLLKu» (3 paHile cxBasieHol
BHYTPILUHBbOI METOAMKM HA OHOBJIEHY pefaKLito BHYTPILLHbOT
MeTOAMKM BUPOOHUKA). BBEEeHHSA 3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepmpkeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. 3miHa y KOpoTkii
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI MapkyBaHHA Ta
IHCTPYKLi 415 MeAMYHOro 3acTOCyBaHHS Ha NiAcTaBi perynspHo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

OHOB/THOBAHOrO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo
pocnipkeHb 3 6e3nekn 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsipeecTpaLiiinii nepiog, abo sk pesynbTar OLiHKK 3BITY 3
OOCigpKeHb, NPOBeAEHNX BIAMNOBIAHO A0 NaHy negiatpuyHux
pocnipkeHb (PIP) (iHWwi 3MiHW) - 3MiHWM BHECEHO A0 IHCTPYKUIT ANns
Me[MYHOro 3aCTOCYBaHHS JlikapcbKoro 3acoby Ao po3ginis
"MokazaHHs" (yTO4YHEHO TepMiHu), "OcobMBOCTI 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHA Ta 031", a TakoX pefaroBaHo po3gainu
"®apmakonoriyHi BnactmeocTi”, "B3aemMogia 3 iHWMMUN NiKapCbKMm
3acobamu Ta iHWi BUAW B3aemogiii", "3acTocyBaHHs y nepios
BariTHOCTi abo rogyBaHHsA rpyaan”. 3miHu Il Tuny - 3MiHW Woao0
6e3nekn/etheKkTMBHOCTI Ta hapMakoHarnagy. 3MiHv y KOpoTKiii
XapakTepucTumLi NikapCcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLT ANA MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMMU
AaHVMU 3 KOCTi, JOKNIHIYHAMU, KNIHIYHUMW AaHVMKU Ta JaHUMK 3
dhapmakoHarnsagy - 3MiHM BHeCeHO A0 IHCTPYKLUT A8 MeagnyHoro
3acTocyBaHHSA Nikapcbkoro 3acoby Ao po3giny "MobiyHi peaku;ii”

150.

MEAPON

Tabnetku 16 mr, no
10 TabneTok y
6nictepi; no 5
6nictepiB y
KapTOHHI Kopo6Lyi

Mdpaiizep
IHK.

CLWA

Mdpanzep ITanisa
C.p.n.

ITanisa

BHECEHHS 3MiH [0 peecTpaLjiiiHnX MmaTepiasliB: YTOYHEHHSA
peecTpauiiiHoi npoueaypu B Hakasi MO3 Ykpaitu Ne 1635 Big
07.09.2018 - 3miHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWMIA NiKapCbKuii
3aci6. KOHTponb rotoBOro nikapcbKoro 3acoby. 3miHa y Metogax
BMNPOGYBaHHSA roTOBOrO JliKapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNPO6YBaHb (BK/IOYaUM 3aMiHy abo JONOBHEHHS)) - 3MiHa
MeTOoAy KOHTPO/I0 MoKasHuKa «laeHTudikauis» ana Tabnetok 16 mr
(3 paHiwe cxBasieHoi BHYTPILLUHLOT METOAMKN HA OHOBJIEHY
BHYTPILLHIO METOANKY). BBeAeHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepmKeHHs. 3miHu | Tuny - 3miHK 3 AkocTi. FoToBwiA
nikapcbkuii 3aci6. KOHTpob roTOBOro Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPOOYyBaHHA rOTOBOTO JiKapCbKOro 3acoby (iHLWi 3mMiHW Y
mMeTofax BUNpobysaHb (BKIHOYAKUM 3aMiHy ab0 [OMOBHEHHS)) -
3MiHa MeToAy KOHTPO/0 MokasHuka «lgeHTudikauis. KinbkicHe
BU3HAYeHHA. OHOPIAHICTL BMICTY» Ans » (3 meTogy MAG6500PE
Ha meTog 6600DC). BBegeHHS 3MiH MPOTAroM 6-Tu MicsAUiB nicas
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHM 3 AKOCTi. [0TOBWIA NlikapCbKuii
3aci6. KoOHTpOo/ib rOTOBOro NiKapcbkoro 3acoby. 3mMiHa napameTpis
cneuudikauin Ta/abo fonycTMMUX MEX roTOBOrO /iKapCbKOro
3ac06y (BHECEHHS 3MiH 4,0 [OCLE MiC/1S OHOBJIEHHS 3arasibHoI
CTaTTi Ha roTOBY Nikapcbky chopmy y AP Y/EBponeiichkiii
hapmakonei) - 3MiHa AoNyCTUMUX MEX AN NOKasHUKa
«MikpobionoriyHa uncToTa». BBefeHHs 3MiH NpoTArom 6-Tn MicsAuUiB
nicns 3aTBepmXeHHs. 3MiHu | Tuny - 3MiHK 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPoNb roToBOro Nikapcbkoro 3acoby. 3miHa
napamMeTpiB cneuudikauii Ta/abo AONyCTUMKX MEX rOTOBOrO
NikapcbKoro 3acoby (BUIy4YeHHsI HE3HAYHOTro NoKasHMKa
(Hanpvknag, 3acTapifioro nokasHuka, Takoro sk 3anax Ta cmak, abo
iaeHTudiKauis 6apBHUKIB YN CMaKoOBUX A06ABOK)) - BuiyyeHHs i3
crneundikavii nokasHnka «OAHOPIAHICTb Macu». BBeAeHHs 3MiH
NpoTArom 6-T1 MicALUiB Micnsa 3aTBepPMKEHHS. 3MiHM | Tuny - 3MiHKW 3

3a
peyerimom

UA/2047/02/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1

AKOCTI. [0TOBWIA Nikapcbknii 3aci6. KOHTPO/b rOTOBOTO NiKapCbKOro
3aco6y. 3miHa napameTpiB cneuudikaLin Ta/abo fonycTMMmNX Mex
rOTOBOrO JIiKApCbKOro 3acoby (BUyUYEHHS HE3HAYHOTO NOKa3HUKa
(Hanpuknag 3acTapisioro NokasHWka, Takoro sk 3anax Ta cMak, abo
iAeHTUdiKaLis 6apBHUKIB YN CMaKOBUX 106aBOK)) - BuiyueHHs i3
cneundikauii nokasHuka «CepegHa maca». BeBefieHHs 3MiH
NpoTArom 6-Tu MiCALIB MicNs 3aTBEPMKEHHS. 3MiHM | TUny - 3MiHKW 3
AKOCTi. [O0TOBWIA Nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneumdikauii Ta/abo LONYCTUMUX MEX
rOTOBOrO /1iKapCbKOro 3aco0y (3BY>XXEHHS AOMYCTUMMUX MEX) -
MpONoHYETLCA 3BY)XXEHHA [ONYCTUMUX MEX cneuudikauii ans
nokasHuka «JoMikn. CymapHuii BMICT»: paHille cxBanieHa
pepakuis « He 6inbl 3,0 % NpoTAroM TepMiHy NPUAATHOCTI»,
NPOMOHYETLCA «He BiNnbLl 2,0% NPOTAroM TepMiHy NPUAATHOCTI».
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB NiCAA 3aTBEPMKEHHS. SMiHN
| Tuny - 3miHK 3 AkoCTi. FOTOBMIA Nikapcbkunii 3aci6. Onuc Ta cknag,.
3MiHa abo gofaBaHHsA LUTaMMiB, NOTOBLYEHb ab0 iHLWIMX MapKyBaHb,
yKnoyarouy 3aMidy abo fogasaHHsA dhapb AN MapKyBaHHSA
nikapcbkoro 3acoby (3miHa Wramnis, NOTOBLLEHb 260 IHLNX
MapKyBaHb) - 3MiHa 30BHILUHLOrO BUMMAAY TabneTok. 3MiHu
BHECEHO 0 IHCTPYKUiT 4719 MEeANYHOro 3aCTOCYyBaHHS NiKapCbKoro
3acoby Ao posainy "/ikapcbka popma. OCHOBHI dhi3nKo-XiMiYHi
BNACTMBOCTI" YTOYHEHO OMUC 30BHILLUHBLOTO BUAY TabneTok. 3MiHu |
TUNy - 3MiHW 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. KoHTposnb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax BUnpobyBaHHs
roTOBOro NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepIKEHUX
MeTofAax BUNPo6yBaHHS) - MPOMNOHYETLCA 3MiHA METOAMKN
KOHTPOJTIO /15 NOKa3HMKa «[loOMiLLKu» (3 paHile cxBasieHol
BHYTPILUHBbOT METOAVKN HA OHOBJ/IEHY PeAakLito BHYTPILLHbOT
MEeTOANKMN BUPOOHUKA). BBEAEHHSA 3MiH NPOTATrOM 6-TW MicsLiB
nicns 3aTBepmkKeHHs. 3MiHu | Tuny - 3MiHK WoAao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy. 3miHa y KopoTkiii
XapaxkTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHS Ha MiAcTaBi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn nikapcbkoro 3acoby, abo
LocnipkeHb 3 6e3nekn 3acTocyBaHHSA MikapCbKoro 3acoby B
nicnsapeecTpauiiiHniii nepiog, abo sk pe3y/sibTaT OLiHKM 3BITY 3
[ocnimpkeHb, NpoBefeHuX BignoBigHO A0 nnaHy negiatpuydHmnx
pocnigmkeds (PIP) (iHWwi 3MiHW) - 3MiHK BHECeHO [0 IHCTpyKUii Ans
MeJMYHOro 3aCTOCYBaHHS JlikapcbKoro 3acoby Ao po3ginis
"Moka3saHHA" (YTOYHEHO TepMiHK), "OcobnnBOCTI 3aCTOCyBaHHA",
"Cnoci6 3acTocyBaHHs Ta 4031", @ TaKoX pefaroBaHo po3ginm
"®apmakonoriyHi BracTmBocTi”, "B3aemMogia 3 iHWIMMUN NiKapCbKMm
3acobamu Ta iHWi BUAK B3aeMogiii", "3acTocyBaHHs y nepios
BariTHOCTi abo rogyBaHHs rpyaa”. 3MiHu |l Tuny - 3MiHu Woao
6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. 3MiHu y KOpoTKii
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI MapkyBaHHA Ta
IHCTPYKL|i 415 MeANYHOro 3acTOCYBaHHS Y 3B'A3KY i3 HOBUMU
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
OaHUMM 3 SIKOCTi, AOKAIHIYHUMU, KAIHIYHUMW AaHVMKW Ta aHVMK 3
dhapmakoHarnsgy -
3MiHV BHECEHO A0 IHCTPYKLii 4519 MeAMYHOro 3aCTOCYBaHHS
NiKkapcbKoro 3acoby Ao posginy “MNobivHi peakwii”
151. MEAPON Tabnetku no 32 mr, Mdpaiizep CLWA Mdpaiizep ITanis ITania BHECEHHS 3MiH [J0 peECTpaLiiiHNX MaTepiasiB: yTOUHEHHSA 3a UA/2047/02/03
no 10 TabneTtok y IHK. C.p.n. peecTpauiiiHol npoueaypu B Hakasi MO3 YkpaiHu Ne 1635 Big peyenmom
6nicTepi; no 2 07.09.2018 - 3MmiHn | TUNY - 3MiHK WOA0 6e3nekn/edeKTUBHOCTI Ta
6nictepu y hapmakoHarnsgy. 3miHa y KopoTKili XxapakTepucTuLL SlikapcbKoro
KapTOHHI Kopo6Lyi 3aco6y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT 418 MeanyHOro
3acToCyBaHHSA Ha NigcTasi perynsapHO OHOB/IOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHSA NikapcbKoro 3acoby B nicnsipeecTpauiiiHnii nepiog,
ab0 Sk pe3ysibTar OLiHKM 3BTy 3 AOCNiAKEeHb, NPOBEAEHNX
BigNoBigHO A0 nnaHy negiatpuuHnx gocnigxers (PIP) (iHWi 3MiHW)
- 3MiHN BHECEHO [0 IHCTPYKLiT 4715 MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3zinis "lMokaszaHHSA" (YTOUHEHO TEPMIHNM),
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta fo3uK", a
TaKoX pegaroBaHo po3ainu "®apmakonorivyHi BnactmeBocTi”,
"B3aemogis 3 iHWVMU flikapcbKMK 3acob6amu Ta iHLWi BUAn
B3aeMopijin", "3acTtocyBaHHs y nepiog, BariTHOCTi abo roflyBaHHs
rpyaao”. 3minu |l Tuny - 3MiHM Wwoao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiH1 y KOpOTKili XapakTepucTuL, NlikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANs MeAUYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMW AaHUMW 3 IKOCTi, AOKTIHIYHMMM,
KNIHIYHUMW faHUMKU Ta AaHMK 3 chapMakoHarnsgy - 3MiHu
BHECEHO A0 IHCTPYKLiT 418 MeAUYHOro 3aCTOCYBaHHS NiKkapCbKoro
3acoby Ao po3ainy "MobiyHi peakuii”
152. MENOKCUKAM NOPOLLIOK MpuBaTHe YkpaiHa [Oepisagoc IcnaHis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3mMiHu | Tuny - - UA/14852/01/01
(cy6eTaHuin) y akuioHepH Kyimikoc c.a.y. AfMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
noABiliHNX nakeTax 3 e 3asBHVKa (B/1aCHMKA PEECTPALiiHOro NOCBIAYEHHS). 3MiHa
nonieTuneHy ans TOBapuUCTB HaliMeHyBaHHs Ta afjpecu 3asBHUKA.
hapmaLeBTUUYHOTO 0 “Jlekxim —
3aCTOCYBaHHSA Xapkis”
153. METOTPEKCAT Tabnetku no 2,5 mr EBEBE ABCTpis BUNYCK cepil: ABcTpisi/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/0513/01/01
"EBEBE" no 50 Tabnetok y Papma EBEBE ®apma HimeuuunH 3MiHK | TUny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peyernmom
KOHTeliHepi; no 1 [ec.m.6.X. ec.m.6.X. Hdpr. a hapmakoHarnsigy. BeegeHHs abo 3miHM 40 y3araslbHEHUX AaHUX
KOHTelHepy y Hdpr. KI K", ABCTpis; npo cuctemy hapmakoHarnsgy (BBe4eHHs y3araslbHeHUX JaHnxX
KapTOHHI Kopobuyj BUNYCK cepil: npo cuctemy hapmakoHarnsgy, 3MiHa ynosHoBaxXeHoi ocobu,

Cantortac dapma
M6X, HimeuunHa;
BMPOGHULTBO in
bulk, nakyBaHHs1,
TecTyBaHHs: [aynT
Papma Amaper
v6X, HimeyunHa

BiANOBIAA/IbHOT 32 34iICHEHHSA (hapmakoHarisay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVKa 41 34iIACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWo BOHa BifMiHHA Bif,

YNOBHOBaXXEHOT 0COOMU, BifgNOBigaIbHOI 3a 34iiCHEHHS
thapmakoHarnaay (BKIovakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MilLeHHI MacTep-haiina cucteMu chapmakoHarnsgy) - 3miHa y
PO3MiLLEeHHI MacTep-thaiiny cuctemm dpapmMakoHarnsgy, sMmiHa
MicLS 34iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsgy, amiHa
KOHTaKTHUX AaHMX YNOBHOBaXKEHOT 0CO6U 3asiBHUKA A1
3iicHeHHs1 chapmakoHarasagy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
154. | METOTPEKCAT Tabnetkv no 5 Mr no EBEBE ABcTpist BMNYCK Cepil: AscTpis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/0513/01/02
"EBEBE" 50 TabneTtok y $apma EBEBE ®apma HimeyuunH 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peuyenmom
KOHTelHepi; no 1 lec.m.6.X. lec.m.6.X. Hdr. a hapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHEHVX JaHnX
KOHTelWiHepy y Hdor. KI KI, ABcTpisi; npo cuctemy chapmakoHarnsgy (BBeAeHHS y3araslbHEHUX AaHVX
KapTOHHI KopooLyi BUNYCK cepil: npo cuctemy hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOoT ocobu,
Canotac ®apma BiZlNOBIAANbHOI 3a 3jiCHEHHS hapmakoHarnsaay; KOHTaKTHOI
vM6X, HimeyunHa; 0co6u 3 chapmakoHarnsgy 3asaBHVKa 415 34iACHEHHS
BMPOGHMLTBO in thapmakoHarnagy B YKpaiHi, kL0 BOHa BigMiHHA Bif,
bulk, nakysaHHs, YNOBHOBaXKEHOI 0c06M, BifNOBIfA/IbHOT 3a 34iCHEHHS
TecTyBaHHs: [aynT thapmakoHarnagy (BKIoyakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
dapma Amaper pO3MiLLEeHHI MacTep-ghaiina cucteMu hapmakoHarnsagy) - 3miHa y
v6X, HimeuunHa po3MilLieHHi MacTep-thaliny cuctemu hapmakoHarnsgy, 3mMiHa
MicLS 34iiCHEHHS OCHOBHOI AisiIbHOCTI 3 dapMakoHarnsgy, amiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0CO6U 3asBHUKA A1
3AjlicCHeHHs hapMakoHarnsay
155. | METOTPEKCAT Tabnetku no 10 mr EBEBE ABcTpist BMNYCK Cepil: AscTpis/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/0513/01/03
"EBEBE" no 50 Tabnetok y dapma EBEBE ®apma HimeyuunH 3MiHK | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom
KOHTeWHepi; no 1 lec.m.6.X. lec.m.6.X. Hor. a hapmakoHarnagy. BeegeHHs abo 3mMiHu [0 y3aranbHEHVX faHnX
KOHTeWHepy y Hdor. KI KI, ABCTpisi; npo cuctemy chapmakoHarnsgy (BBeAeHHS y3arasibHEHUX AaHVX
KapTOHHI Kopo6Lyi BUNYCK cepil: npo cuctemy hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOT ocobu,
Cantotac ®apma BiANOBIAA/ILHOI 3@ 34iiCHEHHA hapmakoHarnsay; KOHTakTHOT
M6X, HimeyunHa; 0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
BUPOBHMLTBO in hapmakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHA Bif,
bulk, nakysaHHs, yMOBHOBaXEHOT 0CO6U, BigNOBIAaIbHOI 3a 34iCHEHHSA
TecTyBaHHs: [aynT thapmakoHarnagy (BKIoyakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
dapma Amaper pO3MiLLEHHI MacTep-ghaiina cucteMu hapmakoHarnsgy) - 3miHa y
vm6X, HimeuunHa pO3MiLLeHHI MacTep-hainy cuctemu papmakoHarnagy, 3amiHa
MicLS 34iiCHEHHS OCHOBHOI AjsiIbHOCTI 3 dapMakoHarnsgy, amiHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0CO6U 3asBHUKA 415
3[jiCHEHHs hapmakoHarisay
156. MET®OPMIH- Tabnetku no 850 wmr, TeBa 13painb TOB TeBa Monbwa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/7795/01/02
TEBA no 10 TabneTok y dPapmaues OnepeiwH3 3MiHK | TNy - 3MiHW Y NpoLeci BUPOGHULITBA FOTOBOTO J1iKapCbKOro peyernmom
6nicTepi, no 3 Tikan MonaHg 3aco6y, BK/IIOYAKUM NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCSA MpU
6nicTepu y kopobui IHoacTpi3 BMPOGHMLTBI FOTOBOrO NiKapCbKOro 3acoby - AoAaHo iHdhopMaLio
nra. LLOA0 TEPMiHY NpUAATHOCTI Hepo3dhacoBaHOro NpoaykTy (12
MicsLiB); 3MiHM | TURY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
(iHWi 3miHW) - yHithikoBaHO Ta HaZaHO HOBI KOAW AN1A PO34iNiB
3.2.P.3.3. Onnc BMpo6HMYOro npoLecy Ta KOHTPOIOK npoLecy,
3.2.P.3.4. KOHTpO/b KpUTUYHKX CTaAji i NPOMKHOT NpoAyKLii Ta
BHECEHO pefakuiiHi NpaBku y 3a3HaueHi po3ginu. A Takox
YHicpikoBaHo po3ain 3.2.P.7. Cuctema ynakoBka/ykynopka
157. MET®OPMIH- Tabnetku no 500 mr TeBa I13painb TOB TeBa Monbwa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/7769/01/01
TEBA no 15 TabneTtok y dapmaues OnepeiwH3 3MiHM | TUNY - 3MiHW BUNPOGYBaHb abo AONYCTUMUX MEX, peyenmom
6nictepi; no 2 Tikan MNonaHg BCTaHOB/IEHUX Y cnewudikaLisx, nig yac BMpobHULLTBA rOTOBOrO
6nictepu y Kopobui IHOacTpi3 NiKapcbKoro 3acoby - 3MiHa MeX giameTpy TabneTku; 3MiHu | Tuny -
n1g. 3MiHU Y MpoLieci BUpOGHULTBA rOTOBOTO Nikapcbkoro 3acoby,

BK/1HO4AK0UM MPOMiXHUI NPOAYKT, L0 3aCTOCOBYETHLCSA NpU
BUPOBGHMLTBI rOTOBOrO /liKapCbKOro 3acoby - 4oAaHo iHdopmMauito
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
040 TEPMIHY NpuaaTHOCTI Hepo3dhacoBaHoro npoaykTy (12
MicsLiB); 3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
(iHLWi 3MiHW) - YHithikoBaHO Ta Ha4aHoO HOBI KOAW A4N19 PO3AiNiB
3.2.P.3.3. Onuc BMpo6GHMYOro NpoLecy Ta KOHTPO/IH NpoLiecy,
3.2.P.3.4. KOHTpO/b KPUTUYHKX CTaAji i NPOMiKHOT NpoAyKLii Ta
BHECEHO pefaKLiiiHi MpaBKM y 3a3Ha4eHi po3ainu. A Takox
VHichikoBaHo po3gin 3.2.P.7. Cuctema ynakoBka/ykynopka
158. MINAPANEKC- pO3umnH ANns iH'ekuii, | ToBapucts YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/11215/01/01
3400POB'A 100 mr/mnno 5 mn B 03 06MEXEHO 3MiHKM | TURY - 3MiHa po3Mipy cepii (BKtoYakum gianasoH po3Mipy peyernmom
amnyni; no 10 0bMexeHo BiANOBIAA/TLHICTIO cepil) roToBOro Nikapcbkoro 3acoby - BBEAEHHS AOAATKOBOIO
amnyn y kopobui 3 10 "papmMaueBTUYHA pO3Mipy cepii Nikapcbkoro 3acoby ANs AikoHoro aMnybHOro Lexy.
KapToOHY; No 5 Mn B Bignosigan KOMNaHis MponoHoBaHa pefakuis: AMybHWIA Lex. Po3mip cepii cknagae:
amnyni; no 5 amnyn bHICTIO "3popos's" 23,000 Tuc. amn. (115 n), 40,000 Tuc. amn. (200 1), 50,000 Tuc.
y 6nictepi; no 2 "®apmaue amn. (250 n); foaaTkoBuiA po3mip cepii cknagae: 98,000 Tuc. amn.
6nictepu B KOPOOL BTMYHA (490 n)
3 KapTOHY KOMnaHis
"3popos's"”
159. MINAPOKAPA-H PO34mnH ANS iH'EKi, TOB Ykpaina KoHTpO/ib, BUMYCK Ykpaina/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasiB: 3MiHu | Tuny - 3MiHn 3a UA/10376/01/01
100 mr/mn, no 5 mn «®APMAC cepii: HimeyuunH Loao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
B amnyni; no 10 EN» TOB a 3MiHM [0 y3arasibHeHVX faHux Npo cucTemy hapmakoHarnagy
amnyn y nadui 3 «®APMACE/1», (BBEAEHHSA y3araslbHEHUX AaHWX NPo cucTemy dhapmakoHarnsgy,
KapTOHY YKpaiHa; 3MiHa YNOBHOBaXEHOI 0CO6U, BiAMNOBIAA/IbHOI 32 34iiCHEHHS
BTopuHHa thapmakoHarnsay; KOHTaKTHOT 0cobu 3 hapmakoHarnsgy 3asBHUKa
yrnakoBKa, OnA 3piicHeHHs hapmMakoHarnsgy B YkpaiHi, AKLWO BOHa BigMIHHA
KOHTPO/b: Bifl yNOBHOBaXeHOI 0c06WU, BiAMNOBIfa/IbHOI 3a 34iiCHEHHS
XONOMAK thapmakoHarnsay (Bknoyarouy KOHTaKTHI AaHi) Ta/abo 3MiHW y
depnakyHrcTexHik pO3MilLeHHi MacTep-ghaiina cuctemun hapmakoHarnsgy) - 3miHa
M6X, HimeuunHa,; KOHTaKTHMX gaHnx YOB®. 3mMiHa micus 34iliCHEHHSI OCHOBHOT
Bupo6bHuuTBO LisNbHOCTI 3 hapmakoHarnsgy. 3MiHa Homepy Ta agpecu
Hepo3cacosaHoi 3HaxXoMKeHHs1 macTep-daiina; 3miHn | Tuny - 3MiHKM 3 SKOCTi.
npoayKuii, [oTOBWIA NikapcbkWii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHa
nepBuHHa Ta iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY CEpii Ta KOHTPO/0
BTOPVHHA SIKOCTi rOTOBOrO fikapCcbKoro 3acoby (3amiHa abo fofaBaHHSA
yrnakoBKa, BMPOGHUKa, L0 BiANOBiAaE 3a BBE3EHHS Ta/abo BMNyCK cepil) -
KOHTPO/b: Bkitoyatoun KOHTPOIL/BUNPOBYBaHHSA cepii - 3amiHa BUPOOHMKa,
XONOMAK BiANOBIAA/IbHOrO 3a KOHTPO/b Ta BUNYCK cepii (BBeAeHHS 3MiH
PepnakyHrcTexHik NPOTArom 3-X MiCALB NiC/A 3aTBePKEHHS); 3MiHA 3asABHMKA
'M6X, HimeuunHa (BnacHvka peecTauiiiHoro noceifyeHHs1) BBeeHHsA 3MiH MPOTSAromM
3-X MicsLiB nicns 3aTBEPAKEHHS
160. MINAPOHAT® Kancynv Teepai no AT Nartsis AT "I'piHgekc" Narsis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/16049/01/01
250 mr no 10 kancyn "T'piHoekc" 3MiHM | TUNY - BHECEHHS 4,04ATKOBOro a/ibTEPHATUBHOIO peyenma
y 6nicTepi; no 2 abo BMPOGHMKaA XenatnHosmx kancys1 ACG Worldwide group, wo mae
4 6nictepu B nauui 3 ABi BUpo6Huyi ainbHuui (ACG Lukaps d.o.o., XopBarisa Ta ACG
KapTOHY Associated Capsules Pvt., Ltd, India, 3 HagaHHAM CEPiB Ha
XenatuH) Ao 3aTBepmxeHoro Bupo6Huka CAPSUGEL, Benbris
161. MIPAMIAE3® PO3YUH HaLLKIpHWIA, KHBMIM YkpaiHa TOB "Bupo6bHuye Ykpaina BHECEHHS 3MiH [JO peecTpavjiiiHux maTepianis: 3MiHu | Tuny - 3MiHn 6e3 UA/0237/01/01
cnupTtoBuid, 0,1% no "ICHA" 06 egHaHHA 3 sikocTi. FoToBwMIA Nnikapcbkuii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa peuyenma
100 mn y chrrakoHax "TeTepiB", a60 BBeAEeHHS A0A4ATKOBOI AiNIbHULL BUPOGHMLTBA A151 YACTUHU
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o

162.

YKpaiHa;
TOB
"TepHochapm",
YkpaiHa

ab60 BCbOro BUPOHGHMYOro MpoLecy roToBoro /ikapcbKoro 3acoby
(minbHUUSA, Ha AKil NpoBOASATLCSA OyAb-AKi BUPOGHUUYI cTagji, 3a
BUHATKOM BUMYCKY Cepili, KOHTPO/IIO AKOCTi, NEPBUHHOTIO Ta
BTOPWHHOIO NakKyBaHHS, 47151 HECTEPU/IbHMX NiKAPCbKNX 3ac06iB) -
3aMiHa BUPOBOHMYOT AiNbHUL; CYyNyTHS 3MiHa - 3MiHW 3 SIKOCTI.
[oTOBWIA NiKapCbkwWii 3aci6. 3MiHW Yy BUPOGHMLTBI. 3amiHa abo
BBEAEHHSA A0AATKOBOI AiNbHULI BUPOGHMLTBA A1 YaCTMHM abo
BCbOro BMPOBGHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(BinbHWLA AN BTOPMHHOTO NakyBaHHS) - 3MiHK 3 AIKOCTi. F0TOBWiA
nikapcbkuii 3aci6. 3MiHM y BUPO6GHMLTBI. 3amiHa abo BBeAEHHS
[08aTKOBOI AiNIbHUL BUPOGHULITBA A15 YacTMHM abo BCbOro
BMPOBHMYOro NpoLecy roTOBOrO JliKapcbKoro 3acoby (AiNbHuUA ons
NEepPBMHHOTO NakyBaHHS); 3MiHK | Tuny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu,
L0 CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIKO SKOCTi FOTOBOr0O
nikapcbkoro 3acoby (3amiHa abo JofaBaHHsA BUPOOHNKA, L0
BiAnoBigae 3a BBe3eHHA Ta/abo BMNyck cepii) - Bkwoyaroum
KOHTPO/1b/BMNPO6YBaHHSA cepii - 3aMiHa BUPOBHWNYOT AiNIbHUL

nocsBi04YeHHs

163.

MIPAMIAE3®

MOBAJIC®

Kpani BYLUHi,
PO34MH CNMPTOBWIA
0,1%no5mny
noniMmepHomy
hNakoHi 3
KpanesbHuueto; no 1
chnakoHy B nauuj 3
KapTOHY

Tabnetku no 7,5 mr

KHBMI
"ICHA"

YkpaiHa

TOB "Bupo6Huye
06 €fiHaHHSA
"TeTepiB",
YKpaiHa;
TOB
"TepHochbapm",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasiB: 3MiHu | Tuny - 3MiHn
3 KOCTi. FoTOBWMIA Nnikapcbkuid 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYHTLCS BUMYCKY Cepii Ta KOHTPO/IHO
SIKOCTi FOTOBOrO NikapCbKoro 3acoby (3amiHa abo JoAaBaHHSA
BMPOOHUKa, LLLO BiANOBIAAE 3a BBE3EHHS Ta/abo BUMYycCK cepii) -
Bkntoyaroun KOHTposib/BUNpobyBaHHSA cepii - 3amiHa BUpOOHUYOT
OiNbHUL; 3MiHK | TUny - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUpOOHMUTBI. 3amiHa abo BBeleHHSA A0AATKOBOT AiNbHULL
BMPOBGHULTBA 4151 YACTUHM abo BCbOro BUPOGHMYOro npoLecy
rOTOBOrO JliKapCbKOro 3acoby (fiNbHULSA, Ha SKi NPOBOAATHLCS
6yab-AKi BAPOOHUYI CTaAji, 3a BUHSITKOM BUMYCKY CEPIil, KOHTPOJIHO
AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO NakyBaHHS, /151 HECTEPUIbHUX
Nikapcbknx 3acobiB) - 3aMiHa BUPOBGHMYOT AiNbHUL; CYyNyTHS 3MiHa -
3MiHM 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI.
3amiHa abo BBeAEHHA 0AATKOBOI AiNTbHNL BUPOOHULTBA ANS
4yacTuHM abo BCbOro BYUPOGHNYOro NPOLLEeCy roTOBOrO /iKapCbKoro
3acoby (OinbHULA 418 NEPBUHHOIO NakyBaHHS); 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbknit 3aci6. 3MiHKM Yy BUPOOHULTBI. 3amiHa abo
BBEAEHHSA A0AATKOBOT AiNbHULI BUPOGHMLTBA A1 YACTMHM abo
BCbOro BUPOBHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(AiNbHUUA ANnS BTOPUHHOIO NakKyBaHHS)

6e3
peyenma

UA/0237/02/01

164.

MOBA/IC®

no 10 TabneTtok; no
2 6nictepu B
KapTOHHI Kopo6Lyi

Tabnetku no 15 mr,

BepiHrep
IHrenbxai
M
IHTepHeLlH
nrmex

HimeuunHa

BepiHrep
IHrenbxanm
dapma 'm6X i Ko.
KI, HimeuunHa;
BepiHrep
IHrenbxaim Ennac

A.E., I'peuis

HimeyunH
a/ Mpeuis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHN | TUNY - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPO/I0 AKOCTi FOTOBOrO NiKkapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHULI, Ha 5K 34iCHI0ETbCSA
KOHTPONb/BMNPOGYBaHHSA cepii) - A0AaBaHHSA BUPOOGHNYOT AiNbHUL
K'toERCIEc ENME, Mpeuis/QACS EIME, Greece ansi NpoBeAeHHS
KOHTPOJ110 SIKOCTi 3a NOKA3HMKOM MiKpOGioaioriyHa YyncroTa

3a
peyenmom

UA/2683/02/01

BepiHrep

HimeyunHa

BepiHrep

HimeyumH

BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis:

3a

UA/2683/02/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
no 10 TabneTok; no IHrenbxa IHrenbxanm a/ Mpeuis 3MiHM | TURY - 3MiHK 3 AKOCTI. [OTOBWMIA Nikapcbknii 3aci6. 3MiHN Y peyenmom
1 abo 2 6nictepu B M dapma 'mbX i Ko. BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHOTLCS BUMYCKY
KapPTOHHI Kopo6Lyi IHTEpHELUH KI, HimeuumnHa; cepii Ta KOHTPO/IO SIKOCTi rOTOBOrO NiKapCbKOro 3acoby (3amiHa abo
nrmex Bepinrep [0[aBaHHS AiNTbHUL, Ha SKi 34IACHIOETLCSA
IHrenbxaiim Ennac KOHTPONb/BMNPOGYBaHHSA cepii) - AoAaBaHHSA BUPOOHNYOT AiNbHUL
A.E., I'peuia K'toEWCIEc ENE, Mpeuis/QACS EME, Greece 15 NpoBeAEHHSA
KOHTPO/110 SIKOCTi 3@ MOKA3HMKOM MiKpOGiosioriyHa yncroTa
165. MOBANIC® PO3YMH ANS iH'EKLiA, BepiHrep HimeyunHa BUPOGHMLTBO Ta IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/2683/03/01
15 mr/1,5mn, no 1,5 IHrenbxan nepBuHHe 3MiHu || TRy - 3MiHK Wogo 6e3nekn/edekTMBHOCTI Ta peyernmom
M1y amnysi; no 5 M nakyBaHHs: thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo 3060B'A3aHb Ta yMOB
amnysn B KAPTOHHIl IHTepHeLUH BepiHrep BuAavi peecTpauiiiHoro NocBigYeHHs, BKIOYaoumn Mnax
KOpoo6Li nrmexX IHrenbxainm ynpaBniHHA pu3nkamu (3acTocyBaHHS 3MiH(M), Aki(a) BUMaratoTb(€)
EcnaHa, CA, noAasIbLLIOro 06r'pyHTYBaHHS HOBUMW JOAATKOBUM AaHUMMU, LLO
IcnaHis; BTOpuHHE MatoTb HaJaBaTNCA KOMNETEHTHUM OPraHoM, OCKIfIbKM
nakyBaHHs, BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoM) - BUkoHaHHS
KOHTPO/b AKOCTI 3060B'A3aHb BiAMoBigHO Ao nignyHkTy 1.13 nyHkTy 1 foaaTky 15 o
Ta BUMYyCK cepii: Mopsiaky NPOBEAEHHS eKCNePTU3N peecTpaliiHux maTepianis Ha
BepiHrep nikapcbki 3acobwm, Lo NoAalTbCa Ha AepXaBHy peecTpawiio
IHrenbxainm (nepepeecTpalito), a TakoX ekcnepTu3n Martepianis Npo BHECEHHS
EcnaHa, CA, 3MiH 10 peecTpauiliHnx maTepianis NpoTArom Ail peecTpauiiHoro
Icnanis noceigyeHHs, 3aTBepaykeHoro Hakazom MO3 Big 26.08.2005 Ne 426
(y pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)
166. MOBANIC® Tabnetkn no 7,5 mr BepiHrep HimeuunHa BepiHrep HimeuuunH BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/2683/02/01
no 10 TabneTok; no IHrenbxan IHrenbxainm a/ Mpeuis 3miHuM | Trny - 3miHn Wwogo 6e3nekn/eddekTMBHOCTI Ta peyenmom
2 6nictepu B M dapma 'mbX i Ko. hapmakoHarnsgy. BHeceHHs abo 3miHa(v) Lo 3060B'A3aHb Ta yMOB
KapTOHHIi Kopo6Lyi IHTEpHELUH KI, HimeuumnHa; BMAaui peecTpauiiiHoro noceigyeHHs, BkIoYatoum Mnax
nrmexX BepiHrep ynpaBniHHA pu3nKamu (3acTocyBaHHS 3MiH(M), AKi(a) BUMaratoTb(€)
IHrenbxaiim Ennac noAasibLLIOro 06r'pyHTYBaHHS HOBUMW JOLATKOBUM AaHUMMU, LLO
A.E., Mpeuis MaloTb HafaBaTNCA KOMNETEHTHUM OPraHoM, OCKIfIbKM
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoM) - BUkoHaHHS
3060B'A3aHb BiAgMoBigHO Ao nignyHkTy 1.13 nyHkTy 1 foaaTky 15 o
Mopsiaky NPOBEAEHHS EKCNEPTU3N peecTpaLiiHux MaTepianis Ha
nikapcbki 3acobwm, Lo NoAalTbCa Ha AepxaBHy peecTpawito
(nepepeecTpalLito), a TakoX eKkCnepTu3n martepiasiiB NPo BHECEHHS
3MiH 0 peecTpauiliHnx maTepianis NpoTArom Aii peecTpauiiHoro
noceigueHHs, 3aTBepa)keHoro Hakasom MO3 Big 26.08.2005 Ne 426
(y pegakuji Hakaszy MO3 Big 23.07.2015 Ne 460)
167. MOBANIC® Tabnetku no 15 mr BepiHrep HimeuunHa BepiHrep HimeuuunH BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/2683/02/02
no 10 TabneTtok; no IHrenbxa IHrenbxanm al Mpeuis 3MiHK || TRy - 3MiHK Wogo 6e3nekn/edhekTUBHOCTI Ta peuyenmom
1 a6o 2 6nicTepu B M dapma 'mbX i Ko. thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) Lo 3060B'A3aHb Ta yMOB
KapTOHHI Kopobuyj IHTEepHeLUH K, HimeuyunHa; BMAavi peecTpauiiiHoro NocBigYEHHS, BKIOYaoumn MnaH
nrmex BepiHrep ynpaB/liHHA pUsnKaMm (3acTocyBaHHS 3MiH(M), siki(a) BUMaratoTb(€)
IHrenbxaiim Ennac noAasbLLIOro 06rpyHTYBaHHS HOBUMW J0LATKOBUM AaHUMMU, LLO
A.E., Mpeuis MatoTb HafaBaTUCA KOMNETEHTHUM OPraHoM, OCKI/IbKU
BMMAraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm) - BUKOHaHHSA
30608'A3aHb BiAnoBigHO Ao nianyHkTy 1.13 nyHkTy 1 foaaTky 15 fo
MopsiaKy NPOBEAEHHS EKCNEPTU3N peecTpaLiiHuX MaTepianis Ha
NiKapcbki 3ac06u, WO NoA4ATLCA Ha AePXXaBHY peecTpaLiiio
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
(nepepeecTpalito), a TakoX ekcnepTv3n Martepianis Npo BHECEHHS
3MiH 10 peecTpauiliHnx MaTepianis NpoTArom Ail peecTpauiiHoro
noceifyeHHs, 3aTBepa)keHoro Hakasom MO3 Bif 26.08.2005 Ne 426
(y pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)
168. MOBANIC® Tabnetkun no 7,5 mr BepiHrep HimeyunHa BepiHrep HimeyuunH BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/2683/02/01
no 10 TabneTok; no IHrenbxan IHrenbxainm a/ Mpeuis 3MiHM | TNy - 3mMiHa napameTpis cneyudikauiin Ta/abo gonycTummnx peyenmom
2 6nictepu B M dapma 'mbX i Ko. MEeX MepPBUHHOT YNaKOBKWN rOTOBOrO NiKapCbKoro 3acoby -
KapTOHHI Kopo6Lyi IHTEpHELUH KI, HimeuumnHa; BU/yYEHHS 3i cneyudikalii Ha nakyBasibHUIA MaTepian NepBUHHOI
nrmexX BepiHrep YMakoBKM (30BHiLLUHBOI CTOPOHYU MBX X0pcTkoi TepMOohopMOBaHOT
IHrenbxaim Ennac NNiBKKW, iKa HE KOHTaKTYE 3 JlikapCbkMM 3aco6om) TecTy «ATR
A.E., I'peuin infrared spectroscopy (PVC side)». ¥ cneumdikauii gns
BHYTPILLUHBOI CTOPOHM MB/X X0pCcTKOi TEpMOGIOPMOBAHOT MAIBKY,
AIKa KOHTaKTY€ 3 /liKapCbKMM 3aC000M Lieil TeCT 3aMLLaeTbCs;
3MiHM | TNy - 3MiHa napameTpiB cneyudikaliii Ta/abo fonycTuMmnx
MEX MePBUHHOI YNaKOBKWN rOTOBOrO NiKaPCbKOro 3acoby -
BW/TyYEHHS 3i cneuudikayii Ha nakyBasibHUIA MaTepian NepBUHHOI
YNaKoBKU ()KOPCTKOI TepMohopmMOBaHOI M/iBKM) TecTy «HucTota»
169. MOBANIC® Tabnetku no 15 wr, BepiHrep HimeuunHa BepiHrep HimeyuunH BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/2683/02/02
no 10 TabneTok; no IHrenbxai IHrenbxaim al Mpeuis 3MiHM | TRy - 3MiHa napameTpiB cneyudikauiin Ta/abo onycTuMmnx peyenmom
1 abo 2 6nictepu B M dapma 'm6X i Ko. MeX NEePBMHHOI YNakoBKM rOTOBOIO MikapCbKoro 3acoby -
KapTOHHI Kopo6Lyi IHTEepHeLUH K, HimeuuunHa; BW/yYeHHS 3i cneuudikalii Ha naKkyBasibHUIA MaTepian nepBUHHOI
nrmex BepiHrep YyNaKkoBKM (30BHiLLUHBbOT CTOPOHK MBX X0OpCTKOT TepMOd)OpMOBaHOT
IHrenbxaiim Ennac NAiBKY, iKa HE KOHTaKTYE 3 NikapCbKMM 3ac060M) TecTy «ATR
A.E., I'peuis infrared spectroscopy (PVC side)». ¥ cneuundikauii gns
BHYTPILUHBLOT CTOPOHU MB/AX XOPCTKOT TepMOOPMOBaHOI NNIBKK,
fIka KOHTaKTY€e 3 NikapCbK1M 3ac060M Lieli TECT 3a/IULLIAETLCS;
3MiHM | TNy - 3mMiHa napameTpiB cneyudikauiin Ta/abo gonycTummnx
MeX NepBMHHOT yNakoBKW rOTOBOTO MiKkapCbKOro 3acoby -
BW/yYEHHS 3i cneyudikalii Ha nakyBasibHUIA MaTepian NepBUHHOI
yNakoBKM (KOPCTKOT TepMOd)OpMOBaHOI N/iBKK) TecTy «4Ymuctota»
170. MYCKOMEL KpeM, no 2,5 mr/r no yoprna TypeyunHa 3eHTiBa Carnuk TypeyunH BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/16594/01/01
30 ry Ty6i, no 1 ty6i | MEANLINH YpyHnepi CaH. Be a 3 siKoCTi. FoTOBWMIA Nnikapcbkuii 3aci6. 3MiHW Yy BUPOGHMLTBI. 3amiHa peyernmom
B KQpTOHHIli kopobui | IJJAY CAH. Tigpk. A.LL., a60 BBeEHHS 40A4ATKOBOI AiNbHUL BUPOOHMLTBA A1 YaCTUHN
BE TIAX. TypeyuunHa; a60 BCbOro BUPOGHMYOro NpoLecy roToBoro fikapcbkoro 3acoby
ALl YOPNA (ainbHMUA, Ha Akl npoBoAsATbLCA Byab-AKi BUPOGHWYI CTagjl, 3a
MEAVUNH INAY BWHSATKOM BUMYCKY CEpilA, KOHTPOIO SIKOCTi, MEPBMHHOIO Ta
CAH. BE TIIXK. BTOPWHHOIO NakyBaHHS, A/151 HECTEPU/IbHMX NIKAPCbKNX 3ac06iB) -
A.L., TypeyunHa CynyTHs 3MmiHa
- 3MiHM 3 AIKOCTi. FOTOBWIA NiKAPCbKUIA 3aCi6. 3MiHN Y BUPOOHULTBI.
3amiHa abo BBefieHHs A0AATKOBOI AiNbHULI BUPOBHMLTBA 4151
YacTvHM abo BCbOro BUPOOHNYOro NpoLLecy roToBOro NiKapCbKoro
3aco6y (AibHMUSA 4519 BTOPUHHOTO NakKyBaHHS) -
3MiHM 3 SIKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI.
3amiHa abo BBeeHHA [0AATKOBOI AiNTbHUL BUPOOHULTBA AN
4acTuHM abo BCbOroO BYUPOGHNYOro NPOLLeCy roTOBOrO JiKapCbKOro
3aco6y (OinbHULSA ANs NEPBUHHOTO NaKyBaHHS) -
BBE/leHHs A0AaTKOBOT AinbHuULi BUpobHuuTBa YOPL MEANLIVH
INAY CAH. BE TIAXK. A.L., TypeuunHa,
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3MiHM | TURY - 3MiHK 3 AKOCTI. [OTOBWMIA Nikapcbknii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPO/IO SIKOCTi rOTOBOrO NiKapCbKOro 3acoby (3amiHa abo
[0faBaHHA BUPOOHWMKa, LLO BifMoBifae 3a BBE3EHHS Ta/abo BuMMyck
cepii) - Bknovatoum KOHTPob/BUNPOGYBaHHSA cepii - AoAaBaHHSA
BMpO6HUKa - YOPNA MEAVNUMH I1AY CAH. BE TIOXK. A.LL.,
TypeyumnHa, K Hac/iAoK NosiBa A0AATKOBOI BTOPUHHOI YNaKOBKM
171. HAAALIH TabneTku, BKPUTI Haapi Al LLseiiuapis Linnoea dapma, IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/12965/01/01
060/10HKOI0, N0 2 c.n AfMiHicTpaTMBHI 3MiHN. 3MiHa HallmMeHyBaHHsA Ta/abo agpecu peyenmom
mr/0,03 wr, no 21 3asBHMKa (BNacHvKa peecTpauiiHoro NocBigYeHHs) - 3MiHa agpecu
Tabnetui y 6nictepi; 3asBHVKa (BBeAEeHHS 3MiH NPOTAroM 3-x MicsiLiB nicns
no 1 6nictepy B 3aTBEPAKEHHS)
KapPTOHHI Kopobui
172. HAAAIH TabneTku, BKPUTI Haapi Al Lseiiuapis Linnaea dapma, IcnaHis BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/12965/01/01
060/10HKOt0, M0 2 C.n. woAo 6e3snekn/edpekTBHOCTI Ta chapmakoHarnsgy. 3MiHn y peyenmom
mr/0,03 mr, no 21 KOPOTKIil XapakTepuCTu1Li NiKapCbKoro 3acoby, TEKCTI MapKyBaHHS
Tabnetui y 6nictepi; Ta IHCTPYKLiT 415 MeANYHOro 3acToCyBaHHS
no 1 6nictepy B reHepuyHuX/ribpuaHMx/6ionogibHNX NikapcbkMx 3acobis nicns
KapTOHHI Kopo6Li BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA npenapar (3MiHa He
noTpebye Hafi@HHS XOAHUX HOBUX AOAATKOBUX AaHWX) - 3MiHN
BHECEHO A0 IHCTPYKLi y po3ain "lMNoka3aHH:A", a TakoX y po3ainu:
"®apmakonoriyHi Bnactnsocti”, "MpotunokasaHHsa", "Blaemogis 3
iHLWIMMK NiKapcbKMK 3acobamu Ta iHWi BUAW B3aeMoSiid",
"Oco6/1MBOCTI 3acTOCyBaHHS", "3acTOCyBaHHS Y Nepiog, BariTHOCTI
abo rogyBaHHSA rpyaar”, "34aTHICTb BN/IMBATY Ha LUBUAKICTb
peaxuii Nnpu kepyBaHHiI aBTOTPAHCMOPTOM abo iHLWMMK
MexaHismamu', "Cnocib 3actocyBaHHs Ta fosun”, "MNepefosyBaHHs",
"[iTn"(pegaryBaHHs TekcTy), "Mo6iyHI peakyii” 3rigHo 3
iH(hopMaLieto Woa0 MeMYHOro 3aCToCyBaHHA ped)epeHTHOro
nikapcbkoro 3acoby (KAHIH®, TabneTtkn, BKpUTI 060/10HKOH)
173. HEBIBONO/- Tabnetkmnno5mrno | TOB "TeBa YkpaiHa BMPOGHULITBO 3a Manbta/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/14877/01/01
TEBA 10 TabneTok y YkpaiHa" MOBHUM LNK/IOM: Bonrapis 3MiHY | Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom
6nicTepi; no 2 abo AkTasic 1T, hapmakoHarnsigy. BeegeHHs abo 3miHM 40 y3araslbHEHUX AaHUX
no 3 6nictepu B ManbTa; npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
KapTOHHI kopobuy; BUPOBHMLTBO 3a npo cuctemy chapmakoHarnsay, 3MiHa yrnoBHOBaXeHOT ocobu,
no 14 TabneTok y NMOBHWM LK/TOM: BiANOBIAA/IbHOT 32 34iCHEHHS (hapmakoHarisay; KOHTakTHOT
6nicTepi; no 2 BankaHdapma- 0co6u 3 chapmakoHarnsay 3asaBHVKa 41 34iIACHEHHS
6nictepu B OynHunus AT, hapmakoHarnsagy B YKpaiHi, SKWo BOHa BiMiHHA Bif,
KapPTOHHI KOpooL;i Bonrapis YMOBHOBaXXEHOT 0CO6MU, BifgNoOBifaIbHOI 3a 34iiCHEHHS
thapmakoHarnsay (BKIovakum KOHTakTHi AaHi) Ta/abo 3MiHu y
PO3MilLEHHI MacTep-thaiina cucteMu papmakoHarnsgy) - 3MiHa
YNOBHOBaXXEHOI 0CO6U 3asiIBHMKA, BifnoBigasibHOI 3a
hapMakoHarnsag Ha LeHTpanbHOMY piBHi: MponoHoBaHa pejakuis:
Dr. Hedva Voliovitch MD, PhD, MBA. 3MiHa KOHTaKTHOI 0co6u ans
3[ilicCHEeHHS1 (hapMakoHarnsay B YkpaiHi. MponoHoBaHa pegakuis:
Buctposa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX OaHUX
YMNOBHOBaXeHOT 0CO6M. 3MiHa KOHTaKTHUX JAaHUX KOHTaKTHOT 0cobu.
3MiHa Micus MpoBa/pKEHHS1 OCHOBHOI AisiSIbHOCTI 3
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chapMakoHarnisgy Ta Micusi 36epiraHHsi MacTep-chaina
174. HEWPOHTIH TabneTku, BKPUTI MPODAPM ManbTa AxTasic /1T[, ManbTa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13402/01/01
nNiBKOBOKO A 3MiHK | TUNY - 3MiHW 40 IHCTPYKUIT 415 MEAWYHOIO 3aCTOCYBaHHSA Y peyernmom
o6onoHkoto, no 10 IHTepHeLUH po3gin "3actocyBaHHs y nepiof, BariTHOCTi abo rogyBaHHs rpyaat”
Mr no 14 tabneTok y n Bi4NOBIAHO A0 iHopMaLi LWOA0 MeANYHOrO 3aCTOCYBaHHSA
6nicTepi; no 2 TpehguHr pedhepeHTHOro nikapcbkoro 3acoby (ABIKCA, TabneTku, BKpuTI
6nictepu y Niviteq niBKOBOK 060/10HKOI, 10 Mr). BBeieHHA 3MiH NpOTArom 6-Tn
KapTOHHIN nayui MicauiB nicnA 3aTBepAXeHHsA
175. HEO- cynosuTopii Ekcenric Icnanis EkcenrTic Inay TypeuunH BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasiB: 3MiHu | Tuny - 3MiHn 3a UA/5477/01/01
NMEHOTPAH® BariHabHi; no 7 Xencke CaHai Be a 3 aKocTi. FoToBwMIA Nnikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y peyenmom
DOPTE cynosuTopiiB y C.J. TigpxapeT AHOHIM TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs roTOBOro
6nicTepi B KAPTOHHIl LipkeTi nikapcbKkoro 3acoby (36i/1bLUeHHs TepMiHY NpUMAATHOCTI FOTOBOro
Kopoo6Li nikapcbKoro 3acoby) - 115 ToproBoi ynakoBku (NigTBEPMAKYETLCA
OaHUMK peasibHOro Yacy) 36inblUeHHs TepMiHy npugartHocTi 13 3
2-X pOKiB A0 3-X poKiB. BBEAEHHS 3MiH NPOTArom 6-T1 MicALiB nicns
3aTBEPMAKEHHSA
176. | HOBOKAIH- pO34MH ANa iH'ekujil, | ToBapucTB YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/4539/01/01
340POB'A 5 mr/mn no 2 mn abo 03 06MEXEHO 3MiHKM | TURYy - 3MiHa po3Mmipy cepii (BKtoYakum gianasoH posMipy peuyenmom
5 mn B amnyni; no 06MexeHo BiANOBIAA/IbHICTIO cepii) roToBOro NMikapcbkoro 3acoby - BBeAEHHS f0AATKOBUX
10 amnyny 10 "papmMaLeBTNYHa po3MipiB cepili nikapcbkoro 3acoby Ans Aio4oro Lexy AMnynbHUi
KapTOHHI KOpO6Lyj; Bignosigan KOMNaHis Lex. 3anponoHoBaHo: /19 A03yBaHHS Mo 5 Ma B amnysiax
no 2 mna6o 5 mnB bHICTIO "3popos'a" AmMnynbHUIA uex, Po3mip cepii cknagae: 40,000 Tuc. amnyn (200 n);
amnyni; no 5 amnyn "®hapmaue 98,000 Tuc. amnyn (490 n), NoaaTkoBuii po3mip cepii cknagae:
y 6nicTepi; no 1 abo BTMYHA 240,000 tuc. amnyn (1200 n); 194,000 Tnc. amnyn (970 n)
2 6nictepu B KOMNaHis
KapTOHHi KopobLyj; "3p0pos'a”
no 2 M B amnyni;
no 10 amnyny
6nictepi; no 1
6nictepy y
KapPTOHHI Kopobui
177. HOPIrANNIAKC renb pekTasibHui, HopxuH ®paHuisa HopxuH ®apma ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - 6e3 UA/2723/01/01
0,12r/10rno10ry CAC AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu peyenma
04HOA030BOMY 3asBHUKa (BNacHyKa peecTpauiiHoro noceigyeHHs). 3miHa agpecu
KOHTeiHepi (Ty6i- Ta Ha3Bu 3asBHMKa HopxxmH ®Papma, PpaHLis
KaHosi); no 6 Ty6-
KaHI0/b Y KapPTOHHiIl
KopoobLi
178. | HOPMAKON PO34YUH pPeKTaNTbHUIA, HopxuH ®paHuisa HopxuH ®apma ®paHuisa BHECEHHS 3MiH [0 peecTpavLjiiiHiX maTtepianiB: pMiHu | Tuny - 6e3 UA/3635/01/01
KNMISMA no 60 mn a6o no CAC AfMiHIiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peuenma
130 mn y chnakoHi; 3asBHMKa (BNacHMKa peecTpaLiinHoro noceigveHHs). 3miHa agpecu
no 1 conakoHy y Ta Ha3BY 3as1BHMKa HopxmH dapma, PpaHLis
KapTOHHIN Kopo6Lii
179. HYPO®EH® Kancysm m'siki no PekkiTT Benvka PekkiTT BeHkizep Benvka BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 6e3 UA/13599/01/01
EKCINPEC 200 wr, no 4 a6o 10 BeHkizep BpuTaHis Xenckep BpuTaHis 3MiHM | TNy - 3MiHa napameTpiB cneyudikauiin Ta/abo onycTuMmnx peyenma
YNIbTPAKAN Kancyn y 6nictepi; Xenckep IHTEepHeLUHN MeX A/151 AOMOMDKHOI peYOBUHM - BUYYEHHS i3 cnevumdikawi
no 1 6nictepy B IHTEepHeLUH Nimiteq [OMOMDKHOT pe4oBMHM NOHCO 4R nokasHuka "Baxki meTann” 3rigHo
KapPTOHHI Kopobui n Nimiteq Bumor €spon. Anpektusu 2008/128/EC; 3MiHK | TNy - 3MiHa
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napameTpiB cneuudikauiii Ta/abo JoMyCTUMUX MeX A7s
[0NOMDKHOT PeYOBVHU - BBEAEHHS NOKasHuKa «laeHTudikauis B»
[0 cneumdikauii 4ONOMIKHOT PEYOBUHM 3rigHO EBPONENCHKOT
[upextusu: 2009/35EC; 3miHu |l Tuny - 3mMiHa napameTpis
cneumdikauii Ta/abo AONYCTUMUX MEX OJ151 ONOMDKHOI PEYOBUHN
- PO3LUMPEHHST KPUTEPITB NPUAHATHOCTI 3a NOKA3HMKOM «KinbKiCHWIA
BMICT» y JOMOMiKHIn pe4oBuHi NoHCOo 4R (E 124) (3aTBepaKeHO:
80-83%; 3anponoHoBaHo: 80-85%)
180. HYPO®EH® TabneTkun, BKpUTI PekkiTT Benuka PekkiTT BeHkizep Benvka BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHu | Tuny - 6e3 UA/10906/01/01
EKCMPEC o6onoHkoto, no 200 BeHkizep BputaHis Xenckep BputaHia | AgmiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus peyenma
mr; no 12 tabneTok Xenckep IHTEepHeLUHN NpoBapPKEHHS AiSNIbHOCTI BUPOBGHMKa/imnopTepa roToBoro
y 6nicTepi; no 1 abo IHTEepHeLUH Nimiteq niKkapcbKoro 3acoby, BKIHOYauM AinbHULI BUNYCKy cepii abo Micue
2 6nictepu B n Nimiteq, NpOBeLEHHS KOHTPOJTIO AKOCTI. (4iANbHICTb, 3a Ky BignoBigae
KapTOHHI Kopo6Lyi BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK CEpild).
3miHa agpecu BUpo6HMKa PekkiTT BeHkizep Xenckep IHTEpHeLLHN
Niviten, Benuka bpuTanis, 6e3 3MiHM MicuA BUPOGHMLTBA. TepMiH
BBEJEHHS 3MiH NPOTAroM 4-x MiCAILiB MiCNs 3aTBEPKEHHS.
181. HYPO®EH® NOPOLLIOK OpasibHWiA PekkiTT Benuka PekkiTT BeHkizep Benuvka BHECEHHS 3MiH [0 peecTpaliinHmx maTepiauis: 3MiHu | Tuny - 6e3 UA/10906/02/01
EKCINPEC no 400 mr; no 5 a6o BeHkizep BpuTaHis Xenckep BputaHia | AaMmiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu micus peyenma
PO3YVNHHUIA 10, a6o 12, a6o 15 Xenckep IHTEepHeLUHN NPOBaPKEHHS AiS/IbHOCTI BUPOGHMKa/imnopTepa roToBoro
calle B KapTOHHIi IHTepHeLUH Nimiteq niKkapcbKoro 3acoby, BKIKOUaoun AinbHULI BUNYCKy cepii abo Micue
Kopoo6Li n Nimiteq NpPOBeEeHHSA KOHTPOJIIO AKOCTI. (4iANbHICTb, 3a AKY Bignosigae
BMPOGHUK/IMNOPTEP, BK/IKOYAKUM BUMYCK CEPIili) YTOUHEHHS afpecu
BMpo6HUKa 13 PekkiTT BeHkizep Xenckep IHTepHewHn Nlimites,
Benwuka BputaHisi, 6e3 3mMiHM Micus BUpobHuUTBa. BBEAEHHS 3MiH
NPOTArom 4-X MicsLiB Nicaa 3aTBEPKEHHS.
182. HYPO®EH® Kancysm m'siki no PekkiTT Benvka BignosigansHuii Benvka BHECEHHS 3MiH 40 pPeeCcTpaLiiHNX MaTepiastiB: 3MiHu | Tuny - 6e3 UA/14179/01/01
EKCINPEC 400 wmr, no 10 BeHkizep BpuTaHis 3a nakyBaHHA Ta BputaHis/ | AAMiHicTpaTVBHI 3MiHM. 3MiHa HaliMeHyBaHHS Ta/abo agpecu Micua peuenma
POPTE Kancyn y 6nicrepi, Xenckep BUNYCK cepil: Higepnax NPoBaPKEHHA AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
no 1 6nictepy B IHTEpHELUH PekkiTT BeHkizep oan NiKapcbKoro 3acoby, BKIKYakun AiflbHULi BUMYCKY cepii abo Micue
KapTOHHI Kopo6Lyi n Nimiten Xernckep NpoBeAEeHHSA KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
IHTEepHeLUHN BMPOGHMK/iMNOPTEp, BKIOYAKOUN BUMYCK Cepild) -
NimiTeq, Benuka YTOUHEHHSA agpecy BUpobHuka 13 PekkiTT BeHkizep Xenckep
BpurtaHis; IHTepHewwHn JlimiTeq, Benvika BputaHis, 6e3 3miHu micus
BignosiganbHuii BMPOGHUMLTBA. BBEAEHHSA 3MiH NPOTAroM 4-X micsuis nicns
3a BMPOGHMLTBO in 3aTBEPAKEHHS.
bulk:
MaTteoH
Codhmxenc b.B.,
Higepnanan
183. HYPO®EH® TabneTku, BKpUTI PekkiTT Benuka PekkiTT BeHkizep Benuvka BHECEHHS 3MiH 10 peECTpaLiiiH1x MaTepianis: MiHu | Tuny - 6e3 UA/14588/01/01
IHTEHCUB nAiBKOBOIO BeHkizep BputaHis Xenckep BputaHia | AgmiHicTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus peyenma
060/10HKO0, N0 6 Xenckep IHTEepHeLHN NpoBapKEHHS Ai/IbHOCTI BUPOBHMKa/imnopTepa roToBoro
abo 12 TabneTok y IHTEepHeLUH Nimiten niKapcbKoro 3acoby, BKIHOUAUM AinbHULI BUNYCKY cepii abo MicLe
6nicTepi; no 1 n Nimiteq, NpPOBeLeHHS KOHTPO/TIO AKOCTI. (AiANbHICTb, 3a Ky BignoBigae
6nictepy B BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK CEPIli) - YTOUHEHHS
KapTOHHI Kopobuyj afpecy Bupo6Huka M3 PekkiTT BeHkizep Xenckep IHTepHeLwwH
JlimiTeq, Benvka BputaHisi, 6€3 3MiHM Miclss BUPOOGHMLTBA
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(BBeggeHHsA 3MiH MPOTAroM 4-x MicsLiB nicns 3aTBepAKeHHS); 3iHu |
TMNYy - AgMIHICTpaT1BHI 3MiHW. 3MiHa Ha3BW NiKapCbKoro 3acoby -
[Litova pegakuisn: HypodeH® JloHr; MNponoHoBaHa peAakList:
HypodheH® IHTEeHCUB (BefeHHst 3MiH NpOTArom 4-x MicsuiB nicns
3aTBEPKEHHS)
184. HYPO®EH® TabneTkun, BKpUTI PekkiTT Benuka PekkiTT BeHkizep Benvka BHECEHHS 3MiH [0 peecTpaliinHmx maTepiauis: 3MiHu | Tuny - 6e3 UA/6313/02/01
POPTE o6onoHkoto, no 400 BeHkizep BputaHis Xenckep BputaHia | AgMmiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus peyenma
Mmr no 12 TabneTok y Xenckep IHTEepHeLUHN NPoBaPKEHHS AiNIbHOCTI BUPOBGHMKa/imnopTepa roToBoro
6nicTepi; no 1 IHTepHeLUH Nimiteq nikapcbKoro 3acoby, BKIHOYAauM AinbHULI BUNYCKY cepii abo Micue
6nictepy B n Nimiteq, NpOBeLEHHS KOHTPOJTIO AKOCTI. (4iANbHICTb, 3a Ky BignoBigae
KapTOHHI Kopo6Lyi BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK CEPIlA) - YTOUHEHHSI
appecyv Bupo6Huka MN13 PekkiTT BeHkizep Xenckep IHTepHeLwwHn
Nimitea, Benuka bpuTaHis, 6€3 3MiHN MicLA BUPOGHMLTBA
(BBefeHHs 3MiH NMPOTAroM 4-x MiCAILiB MiCNs 3aTBEPIKEHHS); 3MiHN
| TMny - 3MiHK Woao 6e3nekn/etekTMBHOCTI Ta hapmakoHarnagy
(iHLWi 3MiHKW) - 3aMiHa rpadhiyHOro 0chopM/IEHHS NEPBUHHOT Ta
BTOPWHHOT YNakoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3
BiAMNOBIgHWMM 3MiHamK 40 po3ainis MKA N3 (po3gin «padivHe
ochopMIEHHS» 3aMiHEHO po3AinomM «MapKyBaHHs») BBefeHHs 3MiH
NPOTArom 4-X MicsLiB Nicsia 3aTBepAKEHHS
185. OBECTUH® cynosuTopii AcneH IpnaHgjs Brpo6HMK ®paHuisa BHECEHHS 3MiH 40 peecTpaLiinHux matepianis: 3MmiHu Il Tuny - 3MiHKn 6e3 UA/2281/02/01
BariHanbHi no 0,5 Papma [030BaHoT hopmu, Loao 6e3nekn/edpeKTMBHOCTI Ta chapMmakoHarnsgy. BHeceHHst abo peyenma
mr, no 5 cynosutopii TpegiHr BUPOGHUK, 3MiHa(1) Ao 3060B'A3aHb Ta YMOB BUadi peecTpauiiiHoro
y 6nictepi, no 3 NimiTen Bi4NoBiAa/IbHWIA 32 NoCBigYEHHSs, BKoYatoun MnaH ynpasniHHSA prsmkaMmm
6nictepn y KOHTpO/b Ta (3acTocyBaHHA 3MiH(M), SiKi(a) BUMaratoTb(€) NO4a/bLLOr0
KapTOHHIi Kopo6Lyi BUNYCK cepil: 06r'pyHTYBaHHSA HOBUMU A0AATKOBUM AaHUMU, L0 MaloTb
FOHiTep IHaacTpic HagasaTncs KOMNETEHTHUM OPraHoM, OCKi/IbK/ BUMAraeTbCs
CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm) - BukoHaHHA 3060B'A3aHb
BiA4NOBIAHO A0 NiANYHKTY 2.3 NyHKTY 2 foaatky 15 no Mopsaaky
NpOBeLEHHS eKCNepTU3n peecTpauiiiHix matepianis Ha nikapcbki
3acobu, L0 NOAAITLCA Ha flepXaBHy peecTpaLiiio
(nepepeecTpalLito), a TakOX ekcnepTu3n martepiasiis NpPo BHECEHHS
3MiH [0 peecTpaviiHuX MmaTepiasliB NPoTAroM Aji peectpauiiHoro
NnocBig4eHHs, 3aTBepmkeHoro Hakazom MO3 Big, 26.08.2005 Ne 426
(y pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)
186. OKCO/IH- Masb, 2,5 mr/r; no 10 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 6e3 UA/6926/01/01
AAPHUUA ry Ty6i; no 1 1y6i B "®hapmaue "papmMaueBTUYHa 3MiHM | TUny - 3MiHK W0 6e3nekn/edekTMBHOCTI Ta peuenma
naJui BTUYHA ipma "dapHuus” hapmakoHarnsagy (iHwi 3MiHK) - 3amiHa po3giny MeToziB KOHTPOO
ipma SIKOCTi JTiKapCbKOro 3acoby «IpachiuHe 0hopMAEHHSI» Ha Po34in
"dapHnusa" «MapKyBaHHA»
187. OMAKOP Kancynm m'ski no ABGOTT HimeuunHa | BignoBiganbHwii 3a | HimeuuuH BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/10147/01/01
1000 mr no 20, 28 Na6opatop BMNYCK Cepil: a/ NaHis/ 3MiHuW || TMNy - 3MiHKM 40 IHCTPYKLUIiT A1 MEAMYHOTO 3aCTOCYBaHHS peyenmom
a6o 100 kancyn y i3 TM6X AG6OTT HigepnaH | fo posginis "MpoTunokasaHHa", "B3aeMogis 3 iHWUMU NiKapCbKUMM
chnakoHi; no 1 Nabopatopi3 onl/ 3aco6amu Ta iHWi BUAK B3aemogiit”, "OcobMBOCTi 3acToCyBaHHS",
dhnakoHy B KOpOO6Li vM6X, HimeyunHa; Hopgeris "3acTocyBaHHsA y nepioA BariTHOCTi abo rogyBaHHS rpyaar”,

BiANOBIga/IbHUIA 32
nepBuHHe Ta
BTOpPUHHE

"Mo6iyHI peakuii”. BBegeHHs 3MiH npoTArom 3-x micauis 3 gatu
3aTBepKEHHNA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
nakyBaHHS:
™M Mex AnC,
[JaHis;
BiANoBiAa/IbHWIA 32
BMPOOHULTBO
Hepo3dacoBaHOl
npoaykuii Ta
KOHTPO/b Ccepil:
MateoH
Codptaxesn B.B.,
Higepnangu;
BiNOBIgaNbHWIA 3a
KOHTpO/b cepii:
IpoHoBa
Biodapma Hopr
AC, Hopseris
188. OMENPA30N NOPOLLOK A5 I'piH BiszHec | LUBeliyapis PetoHr Kutalicbka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/16423/01/01
NPUroTyBaHHsA ContoLwH3 PapmacboTmKan HapogHa 3MiHu || TRy - 3MiHK Wogo 6e3nekn/edekTMBHOCTI Ta peyernmom
PO34mnHy Ans CA Ko., NiTa,. Pecny6nik | dpapmakoHarnsgy. BHeceHHs abo 3miHa(1) Ao 3060B'3aHb Ta yMOB
iH eKuii no 40 wr, 1 a BMAaui peecTpawiiiHoro noceigyeHHs, BrIovaoum Mnax
h1akoH 3 NOPOLLUKOM ynpaBniHHA pu3nkKamu (3acTocyBaHHS 3MiH(1), Aki(a) BUMaratoTb(€)
Y KapTOHHIli Kopoo6Li noAasibLIOro 06r'pyHTYBaHHS HOBMMW A,0AaTKOBUM AAHUMMU, L0
MatoTb HafaBaTNCA KOMNETEHTHUM OPraHoM, OCKIfIbKM
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoM) - BUkOHaHHS
3000B'A3aHb BiANOBIAHO A0 MignyHKTy 1.8.2 nyHkTy 1.8 fodatky 5
fo Mopagky NpoBeAeHHs ekcnepTusn peecTpawiiHix matepianis
Ha nikapcbki 3aco6u, WO NoJaTLCA Ha AepPXaBHY peecTpalito
(nepepeecTpaluito), a TakoX ekcnepTyu3n Martepianis Npo BHECEHHS
3MiH 10 peecTpauiliHnx maTepianis NpoTArom Ail peecTpauiiHoro
noceigyeHHs, 3aTBepaykeHoro Hakazom MO3 Big 26.08.2005 Ne 426
(y pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)
189. OCIMNAMOKC NOPOLLOK A/1A CaHpo3 CnoBeHis CaHpo3 'm6X - ABCTpist BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/3975/05/01
opasibHOT cycneHsil Papmackio TexOnc 3MiHM | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
(125 mr/5 mn) no 5,1 | Tikans 4.4. hapmMakoHarnagy - 3mMiHM 40 iHCTPYKUIT 415 MeAUYHOTo
r nopowky ans 60 3acTocyBaHHA y po3ginu: "OcobnmnsocTi 3acTocyBaHHA", "Mo6i4Hi
Mnab6ono8,5r peakuii" BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekun Ajtoyol
nopoLuky ans 100 peyoBuHW. BBeAEHHA 3MiH NPOTArom 6-T1 micauis nicna
MJ/1 CyCneHsii y 3aTBepPAKEHHs
dhnakoHi, no 1
hnakoHy pasom 3
LINpYLOM Ans
[03yBaHHSA 3
afjanTepom y
KapTOHHII Kopo6Lli
190. OCIMNAMOKC NOPOLLIOK A/15 CaHpos CnoBeHisi CaHpo3 'M6X - ABCTpist BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/3975/05/02
OpasTbHOT cycneHsii dapmacbio TexOnc 3MiHM | TUny - 3MiHK W0 6e3nekn/edekTMBHOCTI Ta peyenmom
(250 mr/5 mn) no 6,6 | Tikan3 a.4. thapmakoHarnsgy - 3MiH1 40 IHCTPYKUiT AN MefuyHoro
I nopowky asis 60 3acTocyBaHHSA y po3ginu: "OcobmMBoCTi 3acTocyBaHHs", "Mo6iYHi
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
Mna6ono1lr peakuii" BiANOBIAHO 4O OHOBMEHOI iHhopMaL,i 3 6e3nekun Ajtoyol
nopoLuky ans 100 peyoBuHW. BBeAEHHA 3MiH NpOTArom 6-T1 micauis nicna
M/ CyCneHsil y 3aTBepPKEHHNA
dhnakoHi, no 1
hnakoHy pasom 3
LINpYUOM Ans
[03yBaHHA 3
afanTepom y
KapPTOHHI Kopobui
191. | OCMAMOKC NOPOLLOK AN1s CaHpo3 CnoBeHis CaHpo3 'm6X - ABCTpIst BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/3975/05/03
OpasbHOT cycneHsii dapmacbio TexOnc 3MiHK | TUNYy - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta peuyenmom
(500 mr/5 mn) no 12 Tikan3 a.4a. thapmakoHarnagy - 3MiH1 40 IHCTPYKUiT AN MeAUyYHOro
T nopowky ans 60 3acTocyBaHHs Y po3ginu: "OcobnmnBocTi 3acTocyBaHHS", "IM06iYHi
M1 a6o no 20 r peaxuii” BignoBigHO A0 OHOB/EHOT iHpopmaLii 3 6e3neku aitoyol
nopoLuky ans 100 peyoBuHV. BBeAeHHsA 3MiH NpoTArom 6-Tvn micAuiB nicnsa
MJ1 CyCrneHsil y 3aTBepAKeHHs
thnakoHi, no 1
hnakoHy pasom 3
MiPHOIO JTOXEUKOIO Y
KapTOHHIN Kopo6Lii
192. OCIMNAMOKC® TabneTkn, BKPUTI CaHpos CnoBeHisi CaHpo3 'mM6X — ABCTpis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/3975/01/01
NNiBKOBOKO Papmachbio TexOnc 3MiHM | TUny - 3MiHK W0 6e3nekn/edekTMBHOCTI Ta peyenmom
060510HKOt0, No 500 Tikans a.4a. hapMakoHarnaay - 3mMiHu 40 iHCTPYKLUIT 415 MeAUYHOTO
Mr o 12 TabneTtok y 3acTocyBaHHs y po3ginu: "OcobnneocTi 3acTocyBaHHS", "To6IuHI
6nicTepi; no 1 peakujii" BiANOBIAHO 4O OHOBMEHOI iHChopMaL,i 3 6e3nekun aitoyol
6nictepy B peyoBuHW. BBeAEHHA 3MiH NPOTArom 6-T1 micauis nicna
KapPTOHHI KopobUi 3aTBepAKEHHS
193. OCIMNAMOKC® TabneTku, BKpUTI CaHpo3 CnoBeHis CaHpo3 'M6X — ABCTpIs BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/3975/01/02
nNiBKOBOKO Papmachio TexOnc 3MiHU | TUNYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom
060/10HKO0, M0 1000 | Tikans 4.4. hapMakoHarnsay - 3MiHM 40 iHCTPYKUIT 4151 MeANYHOTO
Mr 1o 6 TabneTok y 3acTocyBaHHS Y po3ainu: "OcobnnBocTi 3acTocyBaHHS", "IM06iYHi
6nicTepi; no 2 peakuii" BiANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3 6e3nekun Ajtoyol
6nictepn B peyoBuHW. BBeAEHHA 3MiH NPOTArom 6-T1 micauiB nicns
KapPTOHHI Kopobui 3aTBepAKeHHs
194. NANNAQA Kpanni O4Hi, po3unH YOPNA TypeyunHa lgon lnay fonym TypeyunH BHECEHHS 3MiH [0 peecTpauiiiHuX maTtepianis: 3MiHW | TUNY - 3MiHN 3a UA/14645/01/01
1 Mr/mn; po3unH no MEANLIH CaH. Be Tigx. a 3 aKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa peyenmom
5 mn y chnakoHi- OPTA/IbM A.LL., TypeyunHa; ab0 BBeAEHHA A0AATKOBOI [iNbHULL BUPOGHMLTBA 4151 YACTUHN
KpanesbHuLj; No IKC YOPN4 a60 BCbOro BUPOGHMYOro npoLiecy rotToBOro fikapcbKoro 3acoby
oAHOMY (h/1aKOHy- INAYNAPI MEAVLUWH INAY (@inbHUUSA, Ha AKi NpoBOAATLCA OyAb-AKi BUPO6HUUYI cTagji, 3a
KpanesibHUL B ATA. WTI. CAH. BE TIIX. BMHATKOM BUMYCKY Cepii, KOHTPOIO AKOCTi Ta BTOPUHHOTO
KapTOHHi Kopobuyj A.LL., TypeuunHa nakyBaHHs 4715 CTePUIbHUX NiKapCbKNX 3ac06iB (BKNOHAOUN
BMPOGIEHI acenTUYHUM METOA0M), KpPiM NiKapCbKux 3aco6iB
6i0/10ri4YHOro/iMyHO/ONYHOr0 MOXOMKEHHS). CynyTHSA 3MiHa. - 3MiHN
3 AKoCTi. FoTOoBUIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amMiHa
abo BBeAEHHA A0AATKOBOI AibHUL BUPOGHMLTBA 415 YACTUHN
ab0 BCbOro BMPOGHMYOTrO MPOLLeCy rOTOBOTO /iKapCbKoro 3acoby
(8iNbHULA ONA BTOPUHHOIO NakyBaHHS) BBELEHHS [04aTKOBOT
BMPO6HUYOI AinbHuui YOPAA MEANLINH IJAY CAH. BE TI)K.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
A.l., TypeuumHa; 3MiHu | TUNY - 3MiHK 3 AKOCTI. [OTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIKO SKOCTi FOTOBOro
nikapcbkoro 3acoby (3amiHa abo JofaBaHHsA BUPOGHNKA, L0
BiAnoBigae 3a BBe3eHHA Ta/abo BMNycK cepir) - Bkwoyaroum
KOHTPONb/BUNPOGYBaHHSA cepil fofaBaHHs BUPO6HUKa - YOP,
MEOVLNH INAY CAH. BE TIAXK. A.LL., TypeuunHa, Sk Hacnigok
nosisa 404aTKOBOI BTOPVHHOI YNakoBKK
195. MAPAMNEKCIH® | po3uvH Ans iH ekuii TOB YkpaiHa MpAT "Nekxim - Ykpaina BHECEHHS 3MiH 40 peecTpaLiinHux matepiasis: 3miHu Il Tuny - 3miHn 3a UA/15763/01/01
5wmMr/mnno 1 mn "®apmaue Xapkis" Loao 6e3nekn/edpeKTMBHOCTI Ta chapMmakoHarnsgy. BHeceHHst abo peyenmom
pO34KHy B amnyni; BTUYHA 3MmiHa(1) Ao 3060B'A3aHb Ta YMOB Buadi peecTpauiiiHoro
no 5 amnyn B KOMMaHis noceigyeHHs, Bkoyaouy MNMnax ynpasniHHA pyu3vkamu
6nicTepi; no 2 "CAJIIOTA (3acTocyBaHHs 3MiH(1), Ski(a) BUMaratoTb(€) No4aIbLIOTO
6nictepu B nauui 3 PIC" 06r'pyHTYBaHHSA HOBUMU A0AATKOBUMM AaHUMU, L0 MaloTb
KapTOHY HagasaTncs KOMNETEHTHUM OPraHoM, OCKi/IbK/ BUMAraeTbCs
CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm) - BukoHaHHA 3060B'A3aHb
BignoBiAHO A0 nignyHkTy 1.8.2 nyHkTy 1.8 foaatky 5 go Mopaaky
NpPOBELEHHS EKCNePTU3N peecTpaLiliHix matepianis Ha nikapcbki
3acobu, L0 NoAATLCA Ha fepXaBHy peecTpaLiiio
(nepepeecTpadito), a TaKoX eKkcnepTu3n martepiasiiB NPo BHECEHHS
3MiH [0 peecTpavjiiiHiX MmaTepiasliB NPoTAroM fji peectpauiiHoro
nocBigueHHs, 3aTBepakeHoro Hakazom MO3 Big 26.08.2005 Ne 426
(y pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)
196. MAPAMNEKCIH® | po3uvH Ans iH ekuiit TOB Ykpaina MpAT "Nlekxim - Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux maTepianis: 3MmiHW Il Tuny - 3MiHKn 3a UA/15763/01/02
15 mr/mn no 1 mn "dbapmaue Xapkis" Loao 6e3nekn/edpeKTMBHOCTI Ta chapMmakoHarnsgy. BHeceHHst abo peyenmom
poO34nHy B amnyni; BTUYHA 3MiHa(1) Ao 3060B'A3aHb Ta YMOB BUadi peecTpauiiiHoro
no 5 amnyn B KOMMaHis noceigyeHHs, Bkoyaouy Mnax ynpasniHHA pu3vkamu
6nicTepi; no 2 "CAJIIOTA (3acTocyBaHHA 3MiH(M), SiKi(a) BUMaratoTb(€) NO4a/bLLOr0
6nicTepu B nauui 3 PIC" 06r'pyHTYBaHHSA HOBUMU A0AATKOBUMM AaHUMU, L0 Mal0Th
KapToHY HagasaTncs KOMNETEHTHUM OPraHoM, OCKi/IbK/ BUMAraeTbCs
CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm) - BukoHaHHA 3060B'A3aHb
BiANoBIAHO A0 nignyHkTy 1.8.2 nyHkTy 1.8 foaatky 5 go Mopagky
NpoBeLEHHS eKCNepTU3n peecTpauiiiHix matepianis Ha nikapcbki
3acobu, L0 NOAATLCA Ha flepXaBHy peecTpaLiiio
(nepepeecTpalLito), a TaKOX ekcnepTu3n martepiasiis Npo BHECEHHS
3MiH [0 peecTpavjiiiHiX MmaTepiasliB NPoTAroM fji peectpauiiHoro
NnocBigveHHs, 3aTBepmkeHoro Hakazom MO3 Big, 26.08.2005 Ne 426
(y pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)
197. MEHTOKCUDINIH | po3unH gns iH'ekuiin, | ToBapucTs YKpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/5524/02/01
-340POB'A 20 mr/Mnno 5 mn B 03 06MeXeHoH 3MiHM | TUNy - BBEAEHHSA AOAATKOBMX PO3MipiB cepili /13 ans peyenmom
amnyni; no 5 amnyn 06MexeHo BiANOBIAA/ILHICTIO Ailo4oro amnysibHoro Lexy (i3 3a3HavYeHHAM y fiTpax Ta 'y Tuc.
B KOpOOLIi 3 KapTOHY; 0 "dapmauleBTUyHa amnys y TeopeTMYHOMY po3paxyHKy). MponoHoBaHa pefakuis.
no 5 mn B amnyni; Bignosigan KOMNaHis AmnynbHWiA Lex: Po3mip cepii cknagae: 40,000 Tuc. amnyn (200,0
no 5 amnyny bHICTIO "3popos's" n), 50,000 Tuc. amnyn (250,0 n), 98,000 Tnc. amnyn (490,0 n);
6nictepi; no 1 a6o 2 "®apmaue [ognaTkoBuii po3mip cepii cknagae: 240,000 Tuc. amnyn (1200,0 ),
6nictepu B BTUYHA 194,000 Tnc. amnyn (970,0 n)
KapPTOHHI Kopo6Lyi KOMNaHis

"3gopos's"
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
198. | NIPUAOKCUHY NOPOLLIOK AT YkpaiHa [xaHrey TaHKCKH KuTaii BHECEHHS 3MiH IO peecTpaviitHux maTepianis: 3miHu | Tuny - - UA/13894/01/01
rigpoxnorup KpucTanivyHmi "KUIBCbK dapmac'toTiken AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo aapecu
(BITAMIH B6) (cybeTaHuis) B nn Ko., T4 3asBHUKA (B1aCHVKa peecTpavliiiHoro noceigyeHHs) 3MiHa
nakeTax BITAMIHH HalilMeHyBaHHS 3asiBHUKa. BBeeHHS 3MiH NpoTarom 6-Tu micauis
nonieTnNeHoBux mn nicns 3aTBepayKeHHs
AN BUpoBHMLTBA 3ABOA"
HeCTepusIbHNX
NiKapcbkux popm
199. NMK-MEPL, TabneTkun, BKpUTI Mepy, Himeuunna | npogykuis in-bulk: HimeuunH BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3a UA/9031/01/01
nniBKOBOIO dapmacbto Knoke ®apma- a 3MiHM | TUNy - 3MiHa y MeTodax BunpobyBaHHA A®l abo BuxigHoro peyenmom
060/10HKO10, No 100 Tikanc Cepsic 'm6X, mMaTepiany/npomMiKHOro NpPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCSA
mr, no 10 TabneTok 6X HimeuuunHa; y npoueci BupobHuuTBa A®| - 3MiHM 0 MeToAiB KOHTposo APl 3a
y 6nictepi, no 3 abo nepBuHHE Ta NnoKasHUKOM «Bun3HayeHHs JOMILLIOK», a came YHidpikauis meToay
no 9 6nictepis y BTOPVHHE BM3HAUYEHHS BCIX AOMILLOK OAHIET MpoLeAypoto 3a A0NOMOroK
KapTOHHI Kopo6Lyi nakysaHHs: Mepu, "a3oB0i xpomatorpadii (MeTogvka Bif BUPO6HMKA in - house).
dapma 'mbX i Ko. KpuTepii NpUAHATHOCTI He 3MIHWAUCS; 3MiHK | TuMny - 3MiHa y
KraA, HimeuunHa; MeToAax BUNPo6YBaHHSA rOTOBOTO /TiKapCbKOro 3aco6y - OHOBJIEHHS
Knoke ®apwma- MeToAy TECTYBaHHA Ta YTOUYHEHHS KPUTEPIiB NPUAHATHOCTI
Cepsic 'M6X, roTOBOrO /iKapCbKOro 3acoby 3a NoKas3HWKOM «PacTBOPYMOCTb» 3
HimeuuunHa; MEeTOl NPUBEAEHHS Y BiANOBIAHICTL A0 Aitoyoi cTaTTi EP 2.9.3.
BMPOGHMUK, Kputepii NpUAHATHOCTI He 3MiHWAUCS
BiANoBiAa/IbHWIA 3a
BUMYCK Cepiii:
Mepu, ®apma
m6X i Ko. KraA,
HimeyunHa
200. NMOAOPOXHUKA | nopoLuok AT Ykpaina . AMOPAU IHAisA BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - - UA/4677/01/01
BAOLWUNHOIro (cybcTaHuis) y "KUIBCbK NABOPATOPI3 AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu
NYLWNANKN nakeTax nopgiiHMx nin 3asBHMKa (BNacHvKa peecTpauiiiHoro noceigyeHHs) 3miHa
nonieTuIeHoBNX BITAMIHH HallMeHyBaHHS 3asiBHUKa. BBeAeHHS 3MiH NpoTArom 6-Tu Micauis
ans nn nicns 3aTBepayKeHHs
hapmaLeBTUUYHOTO 3ABOA"
3aCTOCYyBaHHS
201. MNPAKCBANHA® po34nH ons BepiHrep HimeyunHa Brpo6HMLTBO, HimeyuunH BHECEHHS 3MiH [JO peecTpavjiiiHux maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/15467/01/01
iH exuji/indpysiit, 2,5 IHrenbxai nepBuHHe Ta a 3 AKocTi. FoToBUIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y peyenmom
/50 mn, no 50 mny M BTOPVIHHE TepMiHax NpugaTHOCTI abo yMoBax 36epiraHHs roTOBOro
hnakoHi; no 2 IHTEpHELUH nakyBaHHs, nikapcbKoro 3acoby (36i/1bLUeHHs TepMiHY NpUAATHOCTI FOTOBOrO
hnakoHn y nrmex KOHTPO/b SKOCTI nikapcbkoro 3acoby) - MNicna nepLuoro poskpuTTa (NiTBEPLXKYETLCS
KapPTOHHI KOpooL;i Ta BMNYCK cepil: OaHUMM peasibHOro Yacy) - 306i/bLUEHHST TepMiHy npugatHocTi N3
BepiHrep nicns NepLUoro po3KpuTTA: 3aTBepMKeHO: TepMiH npuaaTHocTi. 3
IHrenbxaiim poku. Micnsa nepLioro BiAKPUTTA thiakoHa Po3ynH 36epirae XiMiyHy
dapma M'm6X i Ta (hisnyHy CTabiNbHICTL NPOTArOM 1 rogMHN NPY KiIMHATHIMN
Ko.KI', HimeuunHa; Temnepartypi. 3anponoHoBaHo: TepMmiH npuaaTHocTi. 3 poku. MMicns
AnbTepHaTuBHa nepLuoro BiAKPUTTA hiakoHa po3ynH 36epirae XiMiuHy Ta isnyHy
nab6opartopis gnis CTabiNbHICTL NPOTArom 6 roauH Npu KiMHaTHI TemnepaTypi.
KOHTPOJtO TEKCTY BBefeHHs 3MiH NpoTAroM 3-x MicsLiB NicNs 3aTBepKEHHS; 3MiHN |
"CTepunbHICTb": TUny - 3MiHW 3 SIKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. CTabinbHICTb.
CIrC IHctutyT 3MiHa y TepMiHax NpuaaTHoOCTi abo ymoBax 36epiraHHsi roTOBOr0
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
dpeseHiyc M6X, nikapcbKoro 3acoby (3miHa B ymoBax 36epiraHHs roToBoro
HimeuuunHa; nikapcbKoro 3acoby abo nicns po3YnHeHHs/BiLHOB/EHHS) - 3MiHA B
Na6op N+C AT, ymoBax 36epiraHHs J/13. BBefieHHs1 3MiH NpoTArom 3-x MicsauiB nicns
HimeuunHa 3aTBEPMKEHHS; 3MiHU | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BK
nikapcbKoro 3acoby - 3MiHa Ha3Bu J13: 3aTBepAKeHO:
MPAKCBAMH/, 3anponoHosaHo: NMPAKCBAVH/®. BeegerHs 3MiH
npoTsirom 3-X MicsLiB Nicais 3aTBEPAKEHHS.
202. MNPAKCBANHA® po34nH ons BepiHrep HimeyunHa BUPOGHMLTBO, HimeyuunH BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15467/01/01
iH ekuii/indoysii, 2,5 IHrenbxan nepBUHHE Ta a 3MiHu || TRy - 3MiHK A0 IHCTPYKLT 418 MeAMYHOro 3aCTOCyBaHHSA peyernmom
r/50 mn, no 50 mn y M BTOPUHHE 40 po3gainis "®apmakonoriyHi BnactneocTi”, "OcobmMBocCTi
chnakoHi; no 2 IHTEpHELUH nakyBaHHs, 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta 031", "Mo6iuHI peakui™.
hnakoHn y nrmex KOHTPO/b SKOCTI 3MiHV BHECEHO [0 KOPOTKOT XapaKTepUCTUKM JiKapCbKOro 3acoby
KapTOHHI Kopo6Lyi Ta BUNyCK cepil: [0 po3ginis "®apmakonoriyHi BnactmsocTi”, "OcobmBi
BepiHrep nonepemKeHHs Ta 3anobixHi 3axoam npu 3actocysBaHHI", "[o3n Ta
IHrenbxainm cnoci6 3actocyBaHHs", "N06ivHi peakuii”". BBefeHHA 3MiH
dapma M'moX i npoTarom 3-x MicsiLiB nicnsA 3aTBepAKEHHS
Ko.KI", HimewunHa;
anbTepHaTuBHa
nabopartopia ans
KOHTPO/O TEKCTY
"CTepubHICTbL":
CIrC IHctutyT
dpeseHiyc MvbX,
HimeuuunHa; labop
N+C AT,
HimeyunHa
203. NPAMINEKCON Tabnetku no 0,18 mr OpioH diHNAHAIA OpioH dinnsHgia/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/12404/01/02
OPIOH no 10 TabneTtok y Kopnopeii KopnopeiiwH, Ipeuis 3MiHM | TUNY - 3MiHW [0 IHCTPYKUIT 415 MEeAWYHOro 3aCTOCYBaHHA Y peyenmom
6nictepi; no 3 LUH PiHNAHAIA; po3ainu: "OcobnmBoCTi 3acTocyBaHHSA", "Mo6GiYHI peaku;ii"
6nictepn y Cneuucpap C.A,, BIANOBIAHO A0 iHopMaL,i WoA0 MeAUYHOT0 3aCTOCYBaHHS
KapTOHHI Kopo6Lyi Ipeuis; pechepeHTHOro nikapcbkoro 3acoby (MIPAMEKC®); 3miHu | Tuny -
anbTepHaTUBHUIA 3MiHW [0 IHCTPYKUIi ANA MEAUYHOTO 3aCTOCYBaHHS Yy po3ain
BMPOGHVIK, LLO "Oco6nMBOCTI 3acTOCyBaHHA" BigNOBIAHO 40 OHOB/IEHOT iHdOpMAaLLil
3[ilicHI0E 3 6e3neku Ailyoi peyoBrHY. BBegeHHA 3MiH NPOTArom 6-tn
BTOPVIHHE MicauiB nicnAa 3aTBepAKeHHsA
nakyBaHHs:
[aneHa ®apma
Oi1, PiHNAHAIA
204. MPAMIMEKCON Tabnetkun no 0,7 mr OpioH diHNAHAIA OpioH dinnsHgia/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/12404/01/04
OPIOH no 10 TabneTtok y Kopnopeii KopnopeiiH, Ipeuis 3MiHKM | TUNY - 3MiHW 0 IHCTPYKUIT 415 MEeAWYHOro 3aCTOCYBaHHA Y peyenmom
6nicTepi; no 3 LLIH PiHNAHgIS; po3ginu: "OcobamsocTi 3acTocyBaHHsa", "Mo6iyHI peakwi™
6nictepn y Cneuucpbap C.A,, Bi4MOBIAHO A0 iHGopMaLi LWOA0 MeAMNYHOM0 3aCTOCYBaHHS
KapTOHHI Kopo6Lyi Ipeuis; pechepeHTHOro nikapcbkoro 3acoby (MIPAMEKC®); 3miHu | Tuny -
anbTepHaTUBHUIA 3MiHV A0 IHCTPYKLiT 415 MeAUYHOro 3aCTOCYBaHHS Y po3gin
BUPOGHMK, L0 "Oco6/MBOCTI 3acTOCyBaHHA" BiAMNOBIAHO A0 OHOBMEHOT iHChopMaLi
3[jicHI0E 3 6e3neku Ail4yoi peyoBrHY. BBefeHHA 3MiH NPOTArom 6-tn
BTOPVHHE MicALiB nicnsa 3aTBepaKeHHA
nakyBaHHS:
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
[aneHa ®apma
O, PiHNAHAiA
205. MPEBEHAP® 13/ | cycneHsia gns Mdpaiizep CWA Baet Benvka BHECEHHS 3MiH 40 peecTpavyiiHux martepianis: 3a UA/15864/01/01
PREVENAR® 13 iH’ekuili no 1 gosi Eiiu.Ci.Mi. dapmaceyTukarnic, BpuTanis/ 3MiHM | TUMy - 3MiHM B MEeTOAj cCuHTe3y abo pereHepadii peyenmom
BAKUVHA (0,5mn)y Kopnopeii Benvka BpuTaHis; Ipnangis/ HethapMakoneiHoi AONOMIXHOT PEYOBMHM (SIKLLO ONUCaHO Y A0CLE)
NMHEBMOKOKOB nonepegHL0 LLIH Mchainzep Ipnexg, CUWA a60 HOBOT AOMOMDKHOT PEYOBMHW (HE3HAYHI 3MiHU Y METOZA CUHTE3Y
A HanoBHEHOMY dapmaceyTukarnic, abo pereHepauji HethapMakoneiiHOi ONOMIXHOT pevoBUHN abo
MONICAXAPUAH | wnpwui; no 1 Ipnangis; bakctep HOBOI JONOMiXXHOI PeYOBUHM) - 36iMbLLUEHHSA Yacy pO3MiLlyBaHHS
A nonepegHL0 dapmaceyTukan HaTpito chochaTy y BOAi 415 IH'EKLiN ANs 3a6e3neyveHHs Bi3yaslbHO
KOH'FOTOBAHA HanoBHEHOMY ContowuHe N1C, MOMITHOrO PO3YMHEHHS Y NpoLeci BUpo6HULTBa afbtloBaHTy AIPO4
(TPUHAQUATUB | wnpuuy Ta OfHii CWA
ANEHTHA BiJOKpEM/IEHIl ronui
AACOPBOBAHA) | B iHAvBigyansHoMy
4OX/i y 3aKpUTOMY
nnacTykoBomy
KOHTelHepi; no 1
nnacTUKoBOMy
KOHTEeWHepi y
KapPTOHHI Kopobui
206. NMPUCMACO/ 4 po34nH ons Fam6po Lseuis BIE®PE ITania BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13428/01/02
remodpinbTpauii Ta Nynpia AB MEZAITAN C.MN.A. 3MiHM | TUMY - NOAAHHA OHOBMIEHOrO cepTudikaTty BiANOBIAHOCTI peyenmom

remogianisy, no
5000 mny
[BOKOMMOHEHTHOMY
MiLLKY 3
nonisiHinxnopuay
(mane BigaineHHs
250 mn i Bennke
BigAineHHsa 4750
M), SKi po3ginse
KPUXKWIA Hinenb i B
NIOEPIBCLKOMY
3'eHyBavi
NPUCYTHIN knanaH
ab0o Kpuxkuii Hinesb;
no 2 miwka y
KapTOHHI kopobuy;
no 5000 mny
[BOKOMMOHEHTHOMY
MiLLKY 3
nonionedixy (mane
BigAdineHHsa 250 mn i
BeJINKe BigaineHHs
4750 mn), aki
posginse isonsuiina
neyatka i B
NIOEPIBCLKOMY
3'ejHyBavi

€Bponeiicbkoi thapmakonei Ne R1-CEP 2010-380-Rev 00 Big Bxe
3aTBEpAKEHOro BUpo6Huka APl kanito xnopugy K+S Kali GmbH,
HimeuumnHa. 3rigHo 3 oHoBieHum CEP npoBefeHo yTOUHEHHS B
agpeci Ta Ha3Bi BUpPOOHMKa; 3MiHM | TMny - 3MiHa NapameTpiB
cneyudikayin Ta/abo fonycTMMUX MEX FOTOBOTO JlikapCbKOro
3aco6by -NpuBeAEHHS KPUTEPITB MPUAHATHOCTI 415 NOKa3HMKa
«BbakTepianbHi eHAO0TOKCUHW» Y BiANOBIAHICTb [0 BCTAHOBIEHNX
MEX Y 3arasibHiii cTatTi €Bp.Papm. «Po3unHu ansa remocpinbTpawii
Ta remogjacdinbTpadii». MeToavka BUNpobyBaHHSA 3a/IMLLAETLCA
6e3 3miH




118

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
NPUCYTHIN KNanaH;
no 2 miwka y
KapTOHHI Kopobui
207. | NPONO®ON emynbCis ans ®peseHiyc HimeuunHa ®peseHiyc Kabi ABCTpIst BHECEHHS 3MiH 0 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13233/01/01
KABI iH'ekLili abo iHdysii, Kabi ABcTpis TM6X AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu Micus peuyenmom
10 mr/mnno 20 mn B | JdoiunaHg NPOBaKEHHS Aii/IbHOCTI BUPOGHMKa/imnopTepa roToBoro
amnyni; no 5 amnyn M6X nikapcbKoro 3acoby, BKIKUauM AinbHULI BUNYCKy cepii abo MicLe
y nauLi 3 KapTOoHY; NpoBeAEeHHS KOHTPOSIIO AKOCTI. (4iANbHICTb, 3a AKY Bignosigae
no 50 mn 'y doakoHi; BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK CEPIli) - YTOUHEHHS
no 1 a6o no 10 appecy BUpo6Hvka N3 dpeseniyc Kabi ABcTpia MM6X, ABCTpis
hNakoHiB y ( Buny4yeHHs 6yksu A nepep, iHoeKcom), 6e3 3MiHu Micus
KapTOHHI Kopo6Lyi BMPOGHMLTBA
208. nPono®on emynbCeia Ans PpeseHiyc HimeyunHa ®peseHiyc Kabi ABCTpIA BHECEHHS 3MiH [0 peecTpauiiiHMx maTepiasnis: 3mMiHu | Tuny - 3a UA/13233/01/02
KABI iH'ekLili abo iHdys3ii, Kabi ABcTpisf TM6X AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus peuyenmom
20 mr/Mano 50 mny | [JoiunaHpg, NPOBaKEHHS AiS/IbHOCTI BUPOGHMKa/imnopTepa roToBoro
thnakoHi; no 1 a6o 6X nikapcbKoro 3acoby, BK/IKUakum AinbHULI BUNYCKy cepii abo MicLe
no 10 cpnakoHiB y NpoBeAEeHHS KOHTPOSIIO AKOCTI. (AiANbHICTb, 3a AKY Bignosigae
KapTOHHI Kopo6Lyi BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK CEpili) - YTOUHEHHS
appecy BUpo6Huka M3 dpeseHiyc Kabi ABcTpia MM6X, ABCTpis
( BunyuyeHHs 6yksu A nepep, iHoeKCoM), 6e3 3MiHN Micus
BMPOGHMLTBA
209. NMPOTAMIHY PO3YMH ANS iH'EKLi, MpAT "Mo YkpaiHa MpAT "Mo Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/9616/01/01
CYNb®AT 1000 MO/mn; no 5 BUPOGHMLT BMPOBHULITBY 3MiHK | TUNYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyernmom
My dh1akoHi; no 5 BY iHCyniHiB "IHgap” hapmakoHarnsigy. BeegeHHs abo 3miHM 40 y3araslbHEHUX AaHUX
(hnakoHiB B NauLi 3 iHCyniHiB"| npo cuctemy dhapmakoHarnsgy (BBe4eHHs y3araslbHeHUX JaHnX
KapToHy; no 10 mny HOAP" npo cuctemy chapmakoHarnsay, 3MiHa yrnoBHOBaXeHOT ocobu,
donakoHi; no 1 BiANOBIAA/IbHOT 32 34iCHEHHS (hapmakoHarisay; KOHTakTHOT
hnakoHy B nauui 3 0co6u 3 chapmakoHarnsay 3asaBHVKa 41 34iIACHEHHS
KapTOHY hapmakoHarnsagy B YKpaiHi, SKWo BOHa BiMiHHA Bif,
YMOBHOBaXXEHOT 0CO6MU, BigNoBigaIbHOI 3a 34iiCHEHHS
thapmakoHarnsay (BKIovakum KOHTakTHi AaHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-thaiina cucteMu hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M, BiANOBiAa/IbHOT 3a (hapmakoHarnsg,
lMponoHoBaHa pegakuis — NMoHomapyyk HiHenb AMuTpiBHa
210. | MPOTA®AH® HM | cycneHsia ans A/T HoBso [Janis BUPOGHUK Nanis/ BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/12613/01/01
MEH®IN® iH ekui, 100 MO/mn Hopgick Hepo3dacoBaHoro ®paHuis/ 3MiHY | TRy - 3MiHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom
no3mny NPOAYKTY, Bpaswnis dhapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3arasbHEHNX AaHUX
KapTpuaxi; no 5 HanoBHEHHS B npo cuctemy thapmakoHarnsgy (BBeAeHHS y3arasibHeHUX AaHuX
KaTpuoxis y MeHdin®, npo cuctemy dapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT ocobu,
KapTOHHI Kopo6Lyi nepBuHHa BiANOBIAANLHOI 32 34iiCHEHHA (hapMakoHarnsay; KOHTakTHOT
yrnakoBKa, 0co6u 3 thapmakoHarnaay 3asBHVKa Ans 34iNCHEHHS
KOHTPO/b AKOCTI hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
Ta BignoBifanbHWi YMOBHOBaXEHOT 0CO6U, BiANOBIAaNLHOI 3a 34iiCHEHHS
3a BUMYyCK cepil thapmakoHarnagy (BKIo4valum KOHTaKTHi AaHi) Ta/abo 3MiHu y
KiHL,EBOro pO3MilLeHHI MacTep-dhaiina cucteMu papmakoHarnsgy) - 3miHa
npopgykty: AIT KOHTaKTHOI 0CcO6U B YKpaiHi yNOBHOBaXKEHOT 0CO6YM 3asiBHMKA AN
Hoso Hopagick, 3ailicHeHHa hapMakoHarnsgy. NponoHoBaHa peAakLis:
[aHis; BUPOGHMK JlactoBeHko AHHa CepriiBHa. 3MiHa KOHTAKTHUX AAaHUX KOHTaKTHOI
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
npoaykuii 3a 0Cco6U B YKpaiHi ynmoBHOBaXEHOI 0C06Y1 3asBHMKA 415 34iACHEHHS
NOBHUM LIK/TOM: dhapmakoHarnsgy
Hoso Hopgaick
MpoAtokCboH
CAC, ®paHuis;
BMPOGHWK AN
MapKyBaHHA Ta
yNakoBKn
MeHin®,
BTOPUHHOTO
nakysaHHs: A/IT
Hoso Hopagick,
[aHis; BUpo6HUK
Hepo3dhacoBaHol
NPOAYKUIT,
nepBuHHA Ta
BTOPWHHA
ynakoska: HoBo
Hopgaick Mpoaykao
dapmaceyTika [0
Bpasinb /1ITaa.,
Bpasunisi
211. MCOPIATEH Masb no 50 ry Ty6i; [Hoitue HimeuunHa | [oiiue Xomeonati- | HimeuuunH BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/3775/01/01
no 1 1y6i B Xomeonari YHioH AXY- a 3MiHK | TURy - 3MiHN Woao 6e3nekn/edekTUBHOCTI Ta peyenma
KapTOHHI Kopo6Lyi -YHioH ApuHaiimiTTens thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHVX faHUx
AXY- v6X & Ko. KI npo cuctemy hapmakoHarnsgy (BBe4eHHs y3arasibHeHUX JaHnX
ApuHaimiT npo cuctemy apmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI 0cobu,
Tenb MM6X BiANOBIAANLHOI 32 34iiCHEHHA (hapMakoHarnsay; KOHTakTHOT
& Ko. KI 0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iIACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0co6bu, BiANOBiAaNbHOI 3a 34iCHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu y
po3MiLeHHI MacTep-ghaiina cuctemmn hapmakoHarnsgy) - 3miHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a hapmakoHarnsg;:
nponoHoBaHa pegakuis - Dr.Anja Hofner/ Ap. AHsi FochHep. 3miHa
KOHTaKTHUX JaHWX yNOBHOBaXKEHOI 0co6bw, BiANOBIAaIbHOI 3a
hpamakoHarnsg. 3mMiHa KOHTaKTHOT ocobwm, BignoBifanbHOI 3a
chapmakoHarnsg: nponoHoBaHa pegakuis - BoiTeHko AHTOH
[eopriioBny. 3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOI 0cobu,
BignoBiga/IbHOI 3a dhapmakoHarnsg
212. NYNbMIKOPT NOPOLLOK A/1A AcTpa3eHe Lseuis Actpa3eHeka Ab LLiBeuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/5552/02/01
TYPBYXANEP iHranauin, 100 Ka Ab 3MiHM | TUNy - 3mMiHa Ha3BKW Ta agpecu BUpobHunka Ad| peyenmom
MKr/pgo3a no 200 o3 (6ynecoHigy), 6e3 3miHM Micus BUpo6bHULTBA
y NNacTKoBOMy
iHransTopi, no 1
iHransaTopy B
KapTOHHI Kopo6Lyi
213. NYNbMIKOPT NOPOLLOK A/1s AcTpa3eHe LBeuis AcTpa3eHeka Ab LLIBeuist BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3a UA/5552/02/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
TYPBYXANEP iHransauin, 200 ka Ab 3MiHM | TUNy - 3mMiHa Ha3BKW Ta agpecu BUpobHunka Ad| peyenmom
MKr/go3a no 100 fo3 (6ynecoHigy), 6e3 3MiHN MicuA BUPO6GHMLTBA
y N1acTKoBOMY
iHransaTopi, no 1
iHransaTopy B
KapPTOHHI Kopobui
214. | PA®AXONIH L, TabneTku, BKpUTI Bpounascb Monbwa BpouiaBcbke Monbwa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiasis: 3MiHu | Tuny - 3MiHn 6e3 UA/6770/01/01
060/10HKO10, Mo 30 Ke nignpPUeEMCTBO 3 sIKoCTi. FOoTOBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO peuenma
Tabnetok y 6nictepi; nignpuemMc nNiKapcbknx Tpas nikapcbkoro 3acoby. 3miHa napameTpis cneyudikauin Ta/abo
no 1 6nictepy B TBO "TEPBANOJb" AT [0MNYCTUMUX MEX FOTOBOTO J1iKapCbKoro 3acoby (BUTy4YeHHs
KapTOHHIlA ynakoBL,i NiKapCbKnx He3HaYyHOro MokasHuKa (Hanpuknag, 3acTapiforo NoKasHuka, Takoro
Tpas AIK 3anax Ta cmak, abo igeHTudikauis 6apBHUKIB Y CMaKOBUX
"rEPBANO [06aBoK)) - BunyyeHo anbTepHaTUBHUIA XiMiYHUIA METOZ,
Nb" AT iAeHTudikaLii cnosyk cipku (ryCTuil eKCTpaKT YOpHOT peabku),

ockinbkun metog TLUX gae 3mory BU3Ha4YaTV HasBHICTb CMOMYK CipKu
6e3 [oAaTKOBMX AOCiMKEHb; 3MiHM | TURY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPO/Ib roTOBOro NMikapcbKoro
3acoby. 3miHa y MeTogax BUNpobyBaHHS rOTOBOrO JlikapCbKOro
3aco06y (iHWi 3MiHM Y MeTodax BUNPOoGyBaHb (BK/IHOHAKUMN 3aMiHY
a60 [0NOBHEHHS)) - 3MiHA Y MeTofax BUnNpobysaHb 13 T.
laeHTudbikauis cnonyk cipku (ryCTuii eKCTpakT YOPHOI pefbkn)
OHOBJ/IEHO MeToAuKy TLUX; 3miHuM | Tuny - 3MiHK 3 AKOCTi. [0TOBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo AoNyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (4ONOBHEHHS creumdikav,ii HOBUM NOKa3HUKOM
3 Bi4NOBIAHMM METOLO0M BUNPOBYBaHHS) - AONOBHEHHS
cneumdikaLii HOBVUM NOKa3HWKOM 3 BifMNOBIAHVM METOLOM
BMNPOGYBaHHSA T. |aeHTudikauis 6apBHMKa (SKicHa peakuisi); 3miHu |
TMny - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO /likapCcbkoro 3acoby. 3miHa y MeTogax B1unpobyBaHHs
roTOBOrO Jlikapcbkoro 3acoby (iHLwi 3MiHM y MeTogax BunpobyBaHb
(BKItOYAKOUM 3aMiHy ab0 [JONOBHEHHS)) - 3MiHW Y MeTofax
BMNpo6yBaHb 3a T. lgeHTundikauis. Jerngpoxonesa kucnora. —
3aTBEpKEHU METO 3aMiHEHO Ha GifbLL Cy4yacHUiA MeTos
XiMiYHOTO BM3HaYeHHsi (Nig vac Bunycky) Ta metog BEPX (Ha
TepMiH npuaartHocTi). CynyTHS 3MiHa - 3MiHU 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby. 3miHa
napamMeTpiB cneuudikaii Ta/abo AoNycTMMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (iHwi 3MiHW) - 3MiHK | TURY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPO/b rOTOBOro NMikapcbKoro
3aco6y. 3miHa napameTpiB cneyudikaLiin Ta/abo fonycTMMmNX Mex
rOTOBOrO JIiKAPCbKOro 3acoby (BMyUYEHHSI HE3HAYHOTO NOKa3HMKa
(Hanpuknag 3acTapifioro nokasHuka, Takoro sk 3anax Ta cMak, abo
iieHTudikauia 6apBHNKIB UM CMaKOBUX [06aBOK))- 3MiHU
napameTpis cneundikauii M13 BunyyeHo po3ginu «Btpata macu
npy BUCYLLYBaHHI», «[liameTp» y 3B 3Ky 3 NPMBEAEHHAM KOHTPO/O
B MpoLeci BUPOOHULTBA; pPo34in «TasbK Ta KPEMHILO AiokCcua» y
3B 53Ky 3 NpMBEAEHHSAM Y BiANOBIAHICTb A0 BMMOr EP (TabneTku
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0478); 3MiHM | TUMY - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKWii 3acib.

KOHTposb roToBoro nikapcbkoro 3acoby. 3MiHa y MeTogax
BMNPOGYBaHHS rOTOBOTO J1ikapCbKOro 3acoby (iHLi 3MiHM Y MeTofax
BMMNpPOo6YBaHb (BK/OUaoUM 3aMiHy abo AOMNOBHEHHS)) - 3MiHa
napameTpiB cneuudikauii y metogax sunpobysaHs 13 T.
laeHTudikavis. KaBoBa kucnota (ryCTuii eKCTpakT apTyLLIOKa)
3amiHa siKicHOT peakuii Ha meTog TLUX. CynyTHSA 3miHa
- 3MiHM 3 siKoCTi. FOoTOBMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbKkoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
[OMYCTUMMX MEX FOTOBOTO MiKApCbKOro 3aco6y (iHLUi 3MiHW) - 3MiHU
| Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKapCbkoro 3acoby. 3miHa y MeTogax B1unpobyBaHHA
rOTOBOrO JliKapCcbkoro 3acoby (iHLwi 3MiHW y MeTogax BunpobyBaHb
(BKNKOUAOUM 3aMiHy ab0 [ONOBHEHHS))- 3MIHN Y MeToAax
BMNpOGYBaHb 3a T. lgeHTudikauis. Onia M aT1 nepuesoi. —
3aTBepMKEHU MeTo (OpraHoNiNTUYHWIA) 3aMiHEHO Ha MeTOZ,
TWX. CynyTHs 3MiHa - 3MiHW 3 AKOCTIi. [0TOBWIA NikapcbKuii 3aci6.
KoHTpos1b roTOBOro Nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonycTMMMUX MEX rOTOBOTO J1iKapCbKOro
3aco06y (iHLWi 3MiHK); 3MiHK | TNy - 3MiHK 3 AKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. KOHTponb roToBoro Nikapcbkoro 3acoby. 3miHa y
MeToJax BUNPOOYBaHHS rOTOBOrO /iKapCbKOro 3acoby (He3HauyHa
3MiHa Y 3aTBepKeHNX MeTofax BUNpPobyBaHHS) - He3HauHa 3miHa
y 3aTBEPAXEHNX MeToAax BUNPobyBaHHS T. KinbkicHe BU3HAYEHHS.
Onist M™ ATV nepueBoi (KiNbKICHWIA METOA) — YTOYHEHHS B
pO3paxyHKOBiIi thopmyni; 3miHW | TuNy - 3MiHW 3 AKOCTIi. F0TOBMIA
nikapcbkuii 3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMKX MEX rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHX NapamMeTpiB cneuundikaui,
MeToZiB BUNpobyBaHb 3a T. KinbkicHe BU3HaveHHs . Knucnota
[ernapoxosiesa — foAaBaHHA asibTepHaTUBHOT MeToAnkn BEPX
nif yac TepMiHy NpUAaTHOCTI, OHOBNEHHS 3aTBEPKEHHOI
MeTOAVKN TUTPUMETPIT Ha BUNYCK. 3arasibHWIA NIMIT KilbKiCHOTO
BMICTY KNC/OTW [ernapoxoneBoi Ha BUMYCK, Ha TePMiH
npugaTHocTi. CynyTHS 3MiHa - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KoHTpO/1b rOTOBOro NiKapcbkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO JliKapCcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNPO6YBaHb (BKOYAOUM 3aMiHy abo AONOBHEHHS)); 3MiHu I Tuny
- 3MiHK 3 siKoCTi. FOTOBMIA Nikapcbkuii 3aci6. Onuc Ta cknag,. 3MiHa
y cknagi (AoNOMbKHUX peYOBMHAX) FOTOBOrO fiKapCbKOro 3acoby
(iHWi 3MiHK) - 3MiHK cKNagy AOMNOMIXHUX PeYOBUH NiKapCbKoro
3aco06y: XenaTuH Ta KpoxMasib KapTOMsiHWIA 3aMiHEHO Ha MOBIAOH
Ta Lenin103y MiKpOKpUCTaYHY; BYTiI/IA aKkTMBOBaHe, ke
BMKOPUCTOBYB&/10Cb B AKOCTi 6apBHMKA 3aMiHEHO Ha 6apBHUK
Pigment Blend PB — 277000 (L0 MiCTUTb 3as1i3a OKCWA, YOPHWIA Ta
TUTaHy Ziokcua). Ak Hacnigok 3MiHa cepeHbol Macu TabneTkm
nicnsa etany NokpuTTa (80 etany capbyBaHHs) (6yno: 0,545 T,

cTano: 0,555r) Ta 3miHa cepefiHbOi Macyu 060/10HKM TabneTkun 3 270
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Mr Ha 260 mr. 3arasibHa Maca TabneTkn He 3miHoeTbes (0,6 r);
YTOYHEHO Ha3BYy AOMNOMDKHOT PeYOBVHU KasbLito rigpodhocchat
avrigpart, ska 3aBxay Bxoguna Ao nikapcbkoro 3acoby B hopmi
avrigpaty. 3MiHEHO KiflbKiCTb AOMNOMIKHMX PEYOBUH — /1A
36iNbLUEHHS TBEPAOCTI SApa Ta BUTOTOB/IEHHS Ta6NeTOK GifbLu
ofHopigHMX no chopmi Ta maci; CynyTHA 3MiHa - 3MiHM 3 SIKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag,. 3mMiHa Macu NoKpuTTA
nikapcbkux hopm ANs nepopasibHoro 3acTocyBaHHs abo 3MiHa
macu 060/10HKM Kancyn (TBepAi nikapcbki doopmu ans
nepopasibHOro 3aCTOCYBaHHS) ; 3MiHU || Tuny - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM y Npoueci
BMPOGHMLTBA FOTOBOIO NiKAPCLKOro 3ac0o06y, BKIOUYatoUn
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHMLTBI
roTOBOrO JlikapCcbKoro 3acoby (CyTTeBa 3MmiHa y NpoLeci
BUMPOGHMLITBA, SKa MOXEe MaTu iCTOTHWI BB Ha SKICTb, 6e3neky Ta
ePEeKTMBHICTb NiKapCbKOro 3acoby) - 3MiHM y NpoLieci BUPO6HMLTBA
roTOBOrO JIiKapCbKOro 3acoby BHACMIAOK 3MiHW CKNaay AONOMiIXHUX
peyoBUH GyN10 MOAUMIKOBAHO TEXHOMOTYHUIA NPOLEC — BBEAEHO
TEXHOMNOTIYHI HAAJ/INLLKN caxaposn, Lieono3n MiKpOKPUCTaTMYHOT
rymiapabiku, kasbLito rigpodocaty avrigpaty Ta 6apBHUKa
Pigment Blend PB — 27700 y 38°53ky 3 BTpaTaMu Ha eTani
NoKpUTTS 060/I0HKOIO; BNOPSAKOBAHO BigOMOCTI LOA0 3MillyBaya
Ta NpoLecy CyLUKW rpaHynsTy; 3MiHEHO po3Mip cuTa Ha eTani
rpaHynsauii; 3MiHEHO KpUTepil NPMAATHOCTI Mif, Yac BUPOBHULTBA;
nposefeHa BanifaLisi OHOB/IEHOTO TEXHO/ONYHOTO NpoLiecy;
CynyTHS 3MiHa - 3MiHM 3 AKOCTi. [OTOBWIA NlikapCbKuii 3aci6. 3miHK y
BMPOGHMLTBI. 3MiHN BUNpPoOyBaHb abo AONYCTUMUX MEX,
BCTAHOBJIEHNX Y cneuudikauisx, nig vyac BUPO6HMLTBA rOTOBOrO
nikapcbKoro 3aco6y (iHwi 3MiHK); 3MiHK Il TMNY - 3MiHK 3 AKOCTI.
A®I|. BupobHuLTBO. 3MiHa BUPOGHMKA BUXIAHOTO/MPOMIXXHOIO
NpOAYyKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpo6HMKa (BKOYatoum, ae HeobXxigHo,
MicLe NpoBefeHHs KOHTPOto sakocTi) AP (3a BigCyTHOCTI
cepTucpikaTa BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEpAKEHOMY [0ChE)(BBEAEHHS HOBOrO BMPOGHUKa AdI 3
HafaHHAM MacTep-chaiina Ha A®l) - BBeeHHst 0AaTKOBOroO
BMpobHuka A®I (kucnota gerigpoxonosa) Laboratorios Bago
S.A. ApreHTrHa 3 HaflaHHsIM MacTep-gaiina (sepcis 3, 2016)

215. PEMUWKENA® niogpinizat gna TOB YkpaiHa BMNYCK Cepil: Higepnax BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | Tuny - 3MiHn 3a UA/4904/01/01
PO34mnHy Ans "[DKOHCOH i AHCcceH onl Loao 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyenmom
iHdpysii no 100 mr, 1 LbKOHCOH Baionomxukc Leiiuapi 3MiHM [0 y3arasibHeHVX AaHuX Npo cucTemy hapmakoHarnagy
h1akoH 3 NOPOLLKOM YkpaiHa" B.B., HigepnaHaw; A (BBEAEHHSA y3araslbHEHUX AaHWX NPo cucTemy dhapmakoHarnsgy,
Y KapTOHHIli Kopoo6Li BMPOGHMLTBO 3a 3MiHa YNOBHOB&XEHOI 0CO6U, BiAMNOBIAA/IbHOI 32 3AiiCHEHHS
NOBHUM LIK/TOM: thapmakoHarnsay; KOHTaKTHOT 0cobu 3 hapmakoHarnsgy 3asBHUKa
Cinar AT, OnA 3piicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHa BigMIHHA
LLBeiuapis Bifl yNOBHOB&XXEHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a 34iiCHEHHS

thapmakoHarnsgy (Bknoyaroum KOHTakTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHi macTep-gdaiiia cucteMmun hapmakoHarnsgy) - 3miHa
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YMOBHOB&XEHOT 0C06M 3a8BHMKA, BifMOBiga/IbHOI 3a
dhapmakoHarnsg; 3mMiHa KOHTaKTHUX JaHUX YNOBHOBaXXeHOT 0cobum
3a8BHMKa, BiANOBIAaNbHOI 3a thapMakoHarnsag,; 3MiHa 3asaBHVKa
(BnacHvka peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne460)
216. | PEMUKENO® niogpinizat gna TOB YkpaiHa BMNYCK Cepil: Higepnax BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/4904/01/01
PO34mnHy Ans "[DKOHCOH i AHcceH onl 3MiHM Il TUMY - 3MiHW [0 IHCTPYKUIT A9 MEANYHOrO 3aCTOCYyBaHHS peyenmom
iHdpysii no 100 mr, 1 LbKOHCOH Baionoaxukc Leiiuapi [0 po3ainy "3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHs
h1akoH 3 NOPOLLKOM YkpaiHa" B.B., HigepnaHaw; a rpyaat”
Y KapTOHHIli Kopoo6Li BMPOGHMLTBO 3a
NOBHUM LIK/TOM:
Cinar AT,
LLiBeliyapis
217. PUBOKCUH PO3YMH ANS iH'EKLiA, NAT YkpaiHa MAT "Tanuudapm" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4137/02/01
20 mr/mn no 5 mn "Mannudap 3MiHM | TUMY - 3MiHW y NpoLLeCi BUPOGHMLTBA rOTOBOTO J1iKapCbKOro peyenmom
abo no 10 mn B m" 3aco0y, BKOYaouy NPOMDKHWUI NPOAYKT, L0 3aCTOCOBYETLCS NpU
amnyni; no 5 amnyn BMPOGHMLTBI FOTOBOrO NikapCbKoro 3acoby (He3HayHa 3miHa y
Y KOHTYpHIiA npoueci BUpobHULTBA)
YapyHKOBIl
ynakosLi; no 2
KOHTYPHi YapyHKOBI
ynakoBkn B nayuj; no
5 mn a6o no 10 mn B
amnyni; no 10
amny y KopooLij
218. | PO34YUMH MacnsHucTa pigvHa TosapucTs YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis: - UA/14866/01/01
MEHTO/NY B (cybeTaHuin) B 03 06MEXEHO 3MiHK | TUNY - 3MiHK B Npoueci BUpobHuuTBa APl (HesHayHa 3miHa
MEHTUNOBOMY | HepxaBcCTaneBux 06MexeHo BiANOBIAA/IbHICTIO y npotieci BUpo6HMUTBa Adl); CynyTHA 3MiHa: 3MiHa y NapameTpax
E®IPI KNC/TOTU hnarax abo B 10 "OAPMXIM" cneuudikauii Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
IBOBAJIEPIAHOB | kaHicTpax Bignosigan crneungikauisx Ha A®l, abo BuUXigHWI/MPOMDKHWIA NpoAyKT/peareHT,
oi nonieTuNeHoBmX bHICTIO LLLO BUKOPUCTOBYIOTLCS Y NpoLieci BupobHuuTea AdI
ans "®APMXIM
hapmaLeBTUUHOTO "
3aCTOCYyBaHHSA
219. | CIMNOHI® PO34MH ANA iH'EKLiA TOB YkpaiHa BMPOGHMLITBO CLUA/ BHECEHHS 3MiH 10 peecTpavliiiHux maTepianis: 3MiHa 3asiBHMKA 3a UA/15841/01/01
100 mr/mn, no 0,5 "[IXOHCOH | nNiKapcbKoro LLseiuapi (BnacHvka peecTpauiiHoro noceig4eHHs). 3miHu | Tuny - 3miHn peyenmom
mn abo 1,0 mn L>KOHCOH 3acoby, nepBrHHa a wono 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy. BeegeHHs abo
pO3umnHy y YkpaiHa" ynakoBKa: 3MiHV [0 y3araslbHEHUX AaHuX Npo cuctemy dapmakoHarnsagy
nonepegHL0 Bakctep (BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucteMy hapmakoHarnagy,
HanoBHEHOMY dapmacbloTukan 3MiHa YNOBHOBaXXEHOT 0CO6W, BiAMOBIAAbHOI 3a 34iACHEHHS
wnpuui i3 ckna tuny ContowmHs JI1C, hapmakoHarnagy; KOHTakTHOI 0cobu 3 thapmakoHarnsay 3asBHUKa
1 3 rymoBuM CLUA; [OnA 3pjicHeHHs hapMakoHarnisgy B YkpaiHi, AKLWO0 BOHA BigMiHHA
HaKOHEYHWKOM Ta BTOPWHHA Bif, yNOBHOB&XeHOI 0co6u, BiANoBiAabHOI 3a 34iiCHEHHS
rOJIKO0, BKPUTOKO ynakoBka, BUMyCK thapmakoHarnagy (BKIo4valum KOHTaKTHi AaHi) Ta/abo 3MiHu y
KOBMa4koMm 3 cepii: po3MilLeHHi MacTep-ghaiina cuctemu dpapmakoHarnsagy) 3miHa
NPUCTPOEM ANs Cinar AT, YMOBHOBaXXEHOT 0CO6M 3aABHUKA, BiAMNoBigaIbHOI 3a
BBeaeHHs UltraSafe; Lseiiuapis hapmakoHarnag: ditova pegakuis - Dr. Logesvaran Yogendran,
no 1 wnpuuy B [MponoHoBaHa pegakuis - Dr. Laurence Oster-Gozet. 3miHa
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KapTOHHI kopobuy; KOHTaKTHUX JaHWX YyNMOBHOBaXXEHOI 0C06Y 3asBHIKa,
no 0,5 mn a6o 1,0 BignoBigasibHOI 3a hapmakoHarnsz
M1 PO3YUHY Y
nonepegHL0
HanoBHEHOMY
wnpuui i3 ckna tuny
1 3 rymoBum
HaKOHEYHWKOM Ta
rO/IKOI0, BKPUTOIO
KOBMaYkoM, y pyuLii 3
aBTOIH'EKTOPOM; MO
1 pyuLi B KapTOHHIl
KopoobUi
220. conoaKum CYXMIA eKCTpaKT My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3MiHu | Tuny - 3MiHK - UA/13133/01/01
KOPEHA (cybeTaHuis) y aKLioHepH akujioHepHe 3 aKkocTi. CepTudpikat BignosigHocTi/lE-cepTuddikaTt BignoBigHOCTI
EKCTPAKT noagiiHnx e TOBapuCTBO €Bponeiicbkili hapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
CYXUI nonieTuneHoBmX TOBapucTB "HaykoBo- HEOO6XiAHICTIO NPUBEAEHHSA Y BiANOBIAHICTL A0 MOHorpadii APY
naketax gns o] BMPOGHUUNIA abo E€sponelicbkoi thapmakonei, abo iHLWOT HaLioHaNbHOT
thapmaueBTUYHOro "HaykoBo- LEeHTp thapmakonei gepxasu E€C (3miHa y cneundikauisix, noB'sa3aHa 3i
3acToCyBaHHs BUPOGHNYM "BopLyariBcbKuii 3miHamu B 1Y, abo €Bponeiickkili hapmakonei, abo iHLwil
M LUeHTp XimiKO- HaujoHasnbHIl thapmakonei gepxasu €C) - y cneuudikauii 4ns
"Bopuyaris hapmaueBTUYHNIA KoHTposto APl «Conodkn KOPEHS eKCTPaKT CyXuit» 3MiHW A0
CbKU 3aBog" po3ainy «MikpobionoriyHa ynctota» 3rigHo Bumor AOY/EP; 3miHu Il
XiMiko- Tmny - 3MiHn 3 akocTi. A®l. BupobHMUTBO. 3MiHM B Mpoueci
hapmaves BMPOGHMLTBA ADI (3MiHa y NikapcbKoMy 3aco6i pOC/TMHHOIO
TUYHWIA NOXOXKEHHS, fKa CTOCYETLCA OAHIET 3 TAKUX XapaKTepPUCTMK:
3aBof” [Kepesnio NOXO[)KEHHS CUPOBUHM, CNOCI6 BUPO6HMLTBA abo
BUrOTOB/MIEHHS). CynyTHSA 3MiHa - 3MiHK 3 akocTi. A®I. KoHTposb
A®I. 3miHa y napameTpax cneuudgikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHNX Y cneundikauisx Ha A®l, abo BUXigHWIA/NPOMKHUI
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECi BUPOBHMLTBA
A®| (iHWi 3MiHKW) - BBELEHHA HOBOro 06N1afaHHs, LWo
BVIKOPVCTOBYETLCS Y BUPOGHMYOMY npoueci APl (3anponoHoBaHo
CTPIYKOBY CyLLApPKY Ha 3aMiHy po3nNu/oBasIbHIli cyliaplii),
BBEJEHHS LOMOMDKHOI PEYOBUHU — eMY/IbCil CUMETUKOHY, 5K
HacnigoK 3MiHn y po3gaini «Cknag» ta «Onnc» Adl
221. cony-MeapPon NOpPOLLIOK Ta Mdpaiizep CLWA Mdpaiizep Benbris BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/2047/01/01
PO3YMHHWK ANs IHK. MeHtodhekuypuHr BUMPaB/IEHHS TEXHIYHMX MOMUNOK y MKSA, aki 6ynu gonyuieHi npu peyenmom
PO3UnHY ANS iH'EKLN Benbria HB nepepeecTpaujii NikapcbKoro 3acoby npu nepeHeceHHi iHdopmadii 3
no 40 mr/mn, 1 Marepianis peecTpaduiiHoro gocbe (po3gin 3.2.P.5.2) y meToamkax
thnakoH Tuny Act-O- KOHTPON0 6yN0 NponyLeHo MeToamnKy «9. CTEepUNbHICTb». Y
Vial (gBO€EMICHWMIA cneumdikavii aHWn NOKa3HUK HasBHUIA. A TakoX HeBIpHWI
thnakoH) 3 nopsakoBuii Homep ans tecty «KinbkicHuiA BMicT (6eH31noBwit
NOpOLLKOM Ta cnupT)» y po3aini «MeToau KOHTPO/O» (He Bignosigae o
PO3YMHHMKOM (CNnPT Hymepadii y po3gini «Cneumdikanis»): BkazaHo Ne 14 3amicTb Ne
6eH3nnoswuii (9 15
mr/mn), Boga ons
iH'ekuiin), no 1 mny
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3aco6y nocsio4YeHHs1
KapPTOHHI Kopobui
222. cony-MegpPon NOPOLLIOK Ta Mdpaiizep CLWA Mdpaiizep Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/2047/01/02
PO3UYNHHVIK AN IHK. MeHtothekuypuHr BUMNpPaBEHHS TEXHIYHUX noMunoK y MKA, ki 6ynun gonyuieni npu peyenmom
PO3UMHY ANS iH'EKLN Benbria HB nepepeecTpaujii NikapcbKoro 3acoby npu nepeHeceHHi iHhopmadii 3
no 125 mr/2 mn, 1 Marepianis peecTpadiiiHoro gocbe (po3gin 3.2.P.5.2) y meToamkax
thnakoH Tuny Act-O- KOHTPOH0 6yn0 NponyLeHo MeToamnky «9. CTEPUNBHICTb». Y
Vial (gBOEMICHWMIA cneuudikauii AaHW NOKa3HUK HasABHWIA. A TaKoX HEeBIpHWI
(hNakoH) 3 nopsiakoBuiA Homep ans tecty «KinbkicHuiA BMicT (6eH31noBwit
NOpPOLLKOM Ta cnupT)» y po3aini «MeToau KoHTposto» (He Bignosigae fo
PO3YMHHMKOM (CANPT HyMmepaLii y po3gini «Creumdikayis»): BkazaHo Ne 14 3amicTb Ne
6eH3nnoswuii (9 15
mr/mn), Boga ans
iH'ekuiin), mo 2 mny
KapTOHHII KopobLli
223. cony-MeapPon NMOPOLLIOK Ta Mdpaiizep CLWA Mdpaizep Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/2047/01/03
PO3YMHHWK ANs IHK. MeHtodekuypuHr BUMPaBEHHS TEXHIYHMX MOMUAOK y MKHA, aki 6ynn gonyLuieHi npu peyenmom
PO3YNHY ANs1 iH'EKLN Benbris HB nepepeecTpadii nikapcbKoro 3acoby npu nepeHeceHHi iHhopmaui 3
no 1000 wmr, 1 marepianis peecTpaduiiHoro gocke (po3ain 3.2.P.5.2 ) y meTtoankax
dpnakoH 3 NOPOLUKOM KOHTPO/I0 6y10 NPONYLLEHO MEeTOANKY «8. CTepusbHICTb». Y
Ta 1 donakoH 3 cneyudikalii AaHWii NoKasHWK HasiBHWIA. HeBiaNoBIgHICTb Y
POYMHHMKOM (CnMpT HymepaLii METOAiB KOHTPOJI, NOYMHAUN 3 MYHKTY 7. A Takox
6eH3nnoswuii (9 BUNPAaB/IEHHS APYKaPCbKOT MOMUIIKA Y C/TOBI «€@HAO0TOKCUHU» Y 1.9
mr/mn), Boga ons Cneuuundikavii nopoLuky
iH'ekuili), no 15,6 mn
Y KapPTOHHIi KOpooLi
224. | cony-MeapPon NOpPOLLIOK Ta Mdcpaiizep CLWA Mdcpaiizep Benbris BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis: 3a UA/2047/01/04
PO3YMHHWK ANs IHK. MeHtodekuypuHr BUMPAaBIEHHS TEXHIYHMX MOMUAOK y MK#A, aki 6ynn gonyLuieHi npu peyernmom
PO3UMHY ANS iH'EKLN Benbris HB nepepeecTpaujii nikapcbKoro 3acoby Npu nepeHeceHHi iHchopmadii 3
no 500 mr, 1 dponakoH maTepianiB peecTpauiiiHoro focbe (po3ain 3.2.P.5.2 ) y meTogukax
3 nopolukom Ta 1 KOHTPO/110 6y10 NPONYLLEHO METOANKY «8. CTepUsbHICTb». Y
hNakoH 3 cneuudikaLii AaHWin NOKa3HWK HasBHWIA. HeBiaNoBIAHICTb Y
PO3YMHHUKOM (CnnpT HymepaLil METOAiB KOHTPO/IIO, NOYMHAIOUN 3 MYHKTY 7. A Takox
6eH3unnoswuin (9 BUMPAaB/IEHHS APYKAPCHKOI MOMWIIKA Y C/TOBi «€HAOTOKCUHW» Y 1.9
mr/mn), Boga ons Cneuuudikavii nopoLLKy
iH'eKUi), no 7,8 MmNy
KapPTOHHI Kopobui
225. CTPENCIIC® NbOASAHUKM NO 8 PekkiTT Benuka PekkiTT BeHkizep Benvka BHECEHHS 3MiH [J0 peecTpaLiiHMx maTepianis: 3MiHu | Tuny - 6e3 UA/4927/01/01
BE3 LYKPY, 3I NbOAAHWUKIB Y BeHkizep BputaHis Xenckep BpuTaHia | AgMiHICTpaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHSA Ta/abo agpecu micus peyenma
CMAKOM 6nicTepi; no 2 Xenckep IHTEepHeLHN NPOBaPKEHHS AiS/IbLHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NMOHA 6nictepu B IHTEpHELUH NimiTen nikapcbKoro 3acoby, BK/IKUauM AinbHULL BUNYCKy cepii abo MicLe
KapTOHHI Kopobuyj; n Nimiteq, NPOBELEHHS KOHTPOJIIO AKOCTI. (4iANbHICTb, 3a AKy Bignosifae
no 12 nboAsiHuKIB y BMPOGHMK/IMNOpPTEp, BK/OYAUM BUMYCK Cepiii) - 3MiHa agpecun
6nicTepi; no 1 abo BMPOGHMKa PekkiTT BeHkizep Xenckep IHTepHelwHn JliviTeq,
no 2 6nictepu B Benuka BputaHis, 6e3 3MiHV Micus BUpobHuLTBa (BBEAEHHS 3MiH
KapPTOHHI Kopobui NPOTArom 4-x MicALiB Nic/1a 3aTBEPAKEHHS)
226. CTPENCIIC® cnpeii OpoOMyKO3HWA, PekkiTT Benuka BUNYCK cepil: Benvka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/15692/01/01
IHTEHC/B po3unH 8,75 BeHkizep BputaHis PekkiTT BeHkizep BputaHnia/ | AgmiHicTpaTvBHI 3MiHW. 3MiHa HallMeHyBaHHS Ta/abo agpecu Micua peyenma
mMr/gosa, no 15 mny Xenckep Xenckep TainaHg, NpPOBaMKEHHS AiS/IbHOCTi BUPOOHMKa/imnopTepa roToBoro
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dhnakoHi; no 1 IHTepHeLUH IHTepHeLwHN nikapcbKoro 3acoby, BK/IHUauM AiNbHULI BUNYCKY cepii abo MicLe
(hNakoHy B n Nimiten NimiTen, Benuka NpoBeAEeHHSA KOHTPOSIIO AKOCTI. (4iANbHICTb, 3a AKY Bignosigae
KapTOHHI Kopobuyj BpuTaHis; BMPOGHWK/iMNOPTEp, BKHOYAOUN BUMYCK CEpiid) - 3MiHa agpecu
BVMPOGHMLTBO, BMPOGHMKA BifNOBIAaIbHOIO 3a BUMYCK cepil PekkiTT BeHkizep
nakyBaHHs Ta Xenckep IHTepHelwHN JlimiTen, Benvka bputaHis, 6€3 3miHn Micus
NepBUHHWIA BUMYCK BMPOGHMLTBA (BBEAEHHSA 3MiH NPOTArOM 4-X MicALiB nicns
roToBOro 3aTBEPMKEHHS)
nikapcbKoro
3acoby:
PexkiTT BeHkizep
Xernckep
MaHyhekuypiHr
(Tainang) Nivitea,
TainaHg
227. TEKTA TabneTtkn Takena HimeyunHa ApngaHc dapma HimeuumnH BHECEHHS 3MiH 4,0 peecTpavLiiHnx martepianis: 3a UA/11085/01/01
KOHTPON® racTpope3ncTeHTHI m6X 'vm6X, HimeuunHa a 3MiHM | TUMy - 3MiHa y MeToAax BUNpobyBaHHS roToBOro peyenmom
no 20 mr no 7 a6o (HaHeceHHs niKapcbKoro 3acoby - He3HauHi 3MiHW y meToauui BEPX, wo
no 14 tabneTtok y NoKpUTTA Ha Aapa 3aCTOCOBYETLCS /15 BUSHAYEHHS NOKa3HUKIB rOTOBOrO NiKapCbKoro
6nicTepi, no 1 Tabnetok); Takega 3acoby «KinbkicHe BU3HauYeHHs», «laeHTudikalisa» Ta
6nictepy B v6X, micue «OfHOPIAHICTb [030BaHNX OAUHULIb». A came 3MiHU LWo0
KapTOHHI Kopo6Lyi BMPOGHULITBA NPUroTyBaHHSA BUXiAHOro po3ynHy. MeToauka Ta kputepii
OpaHieHbypr, NPUAHATHOCTI 3a JaHUMW NOKa3HUKaMK He 3MIHUIMCS
HimeuyunHa
(BMpOGHMLTBO 3a
NOBHMM LMK/IOM)
228. | TEMOOAN® kancynu no 20 Mr no LLepiHr- Lseiiuapis BMPOBHULITBO PiHnsaHgia/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4893/01/02
1 kancyni y cawe; Mnay Hepo3dacoBaHOl Benbris 3MiHu | TUNy - 3MiHa y MeTogax BunpobyeaHHs APl abo BMXiZHOTO peyernmom
no 5 a6o no 20 CeHTpan npoaykuii, mMaTepiany/npomiKHOro NPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA
calle y KapTOHHilA lct AT nepBuHHa y npoveci BUpo6HuuTBa AD| - BU3HAYEHHS BMICTY NIETKUX PEYOBUH
KOpoo6Li ynakoBka Ta ans A®l npoBoANTUCA 3aTBEPAXEHUM BHYTPILLHIM METOAOM
KOHTPO/b SKOCTI: KoMnaHii Ta hapMakoneiHnM MeToA0oM «BTpaTta B Maci npu
OpioH dapma, BMCYLLYBaHHI Max. 0.5 %»; 3MiHuK | TUNy - 3MiHa y MeTogax
diHNAHAIA; BMNpPobyBaHHA A®I abo BUXigHOro martepiasny/npoMixXHOro
nepBuHHA Ta npoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLieCi BUPO6HNLTBA
BTOPMHHA A®| - BBEIeHHA aNbTePHATUBHOIO METOZY Ki/lbKiCHOTO BU3HAYEHHS
ynakoBka, [03BiN Ta BU3HAYeHHS BMICTY AOMILOK Ans AdI, Wwo npeactaBneHnii B
Ha BUMYCK cepii: MoHorpadii EP. O6uasa meToam (BHYTPILLHIV Ta hapmakoneiiHmii
WepiHr-Mnay MeTop) € aflbTePHATUBHUMM
Na6o H.B.,
Benbris
229. | TEMOAAN® Kancynu no 100 mr LepiHr- LBeliuapis BMPOGHMLITBO diHnangia/ BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3a UA/4893/01/03
no 1 kancyniy Mnay Hepo3dacoBaHoi Benbris 3MiHKM | TURY - 3MiHa Yy MeTogax BunpobyBaHHa A®| abo BuUXigHOTo peyenmom
cawe; no 5 a6o no CeHTpan npoAykKuii, matepiany/npoMixXHOro NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA
20 cawey lct Al nepBuHHa y npoueci Bupo6HuuTea A®| - BUSHAYEHHS BMICTY JIETKUX PEYOBUH
KapPTOHHI KOpooL;j ynakoBKa Ta ans A®I npoBogMTUCS 3aTBEPAYKEHUM BHYTPILLHIM METOA0M
KOHTPO/b SKOCTI: KoMnaHii Ta hapMakoneiHnM MeToA0M «BTpaTta B Maci npu
OpioH ®apma, BMCYLLYBaHHI Max. 0.5 %»; 3MiHK | TUNYy - 3MiHa y MeTofax
PiHnsAHAIA; BMNpPo6yBaHHA A®I abo BUXIgHOro martepiasy/npoMixXHOro
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nepBuHHA Ta npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIeCi BUPO6HNLTBA
BTOPWHHA A®| - BBeIeHHA anbTepHATUBHOTO MeTOZAy Ki/lbKiCHOro BU3HaYeHHS
ynakoBka, [103BiN Ta BU3HAYEHHSA BMICTY JOMILIOK Ans A®I, o npeacTaBneHunii B
Ha BUMYCK cepii: MoHorpadii EP. O6nasa meToam (BHYTPILLHIV Ta hapmakoneiiHmii
Wepinr-Mnay MeTofA) € albTEPHATUBHUMM
Na6o H.B.,
Benbris
230. | TEMOOAN® kancynu no 250 mr LLepiHr- LLseiiuapis BMPOBHULITBO PiHnsaHgia/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/4893/01/04
no 1 kancyniy Mnay Hepo3dhacoBaHOl Benbris 3MiHu | TUny - 3MiHa y meTogax BunpobyeaHHs APl abo BMXiZHOTO peyernmom
cauwe; no 5 a6o no CeHTpan npoayKuii, Marepiany/npoMiXKHOTO NPOAYKTy/peareHTy, W0 BUKOPUCTOBYETHLCSA
20 cawey lct AT nepBuHHa y npoveci BUpo6HuuTBa AD| - BU3HAYEHHS BMICTY NIETKUX PEYOBUH
KapTOHHI Kopo6Lyi yrnakoBka Ta ans A®l npoBoAnTUCA 3aTBEPIXXEHUM BHYTPILLHIM METOAOM
KOHTPO/b AKOCTI: KoMMaHii Ta hapmakoneiiHuM MeTO0M «BTpaTa B Maci npu
OpioH ®apma, BUCYLLYBaHHI Max. 0.5 %»; 3MiHuK | TUNYy - 3MiHa y MeTofax
diHNAHAIA; BMNpobyBaHHA A®I abo BUXigHOro martepiasy/npoMixHOro
nepBuHHa Ta npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NpoLieci BUPO6HNLTBA
BTOPWHHA A®| - BBeIeHHA aNbTePHATUBHOIO MeTOZAY Ki/lbKiCHOro BU3HaYeHHS
ynakoBka, [03Bin Ta BU3HAYEHHSA BMICTY AOMILWOK Ans AdI, Wwo npeactasneHnii B
Ha BUMYCK cepii: MoHorpadii EP. O6uasa meToam (BHYTPILLHIV Ta hapmakoneiiHmii
LWepinr-Mnay MeTofA) € aflbTEPHATUBHUMM
Na6o H.B.,
Benbris
231. | TEMOJAN® kancynm no 140 mr LepiHr- LBeliuapis BMPOGHMLITBO diHnanpia/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4893/01/05
no 1 kancyniy Mnay Hepo3dacoBaHOl Benbris 3MiHu | TUNy - 3MiHa y MeTogax BunpobyeaHHs APl abo BMXiZHOTO peyernmom
cauwe; no 5 a6o no CeHTpan npoaykuii, mMaTepiany/npomiKHOro NPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA
20 cawey lct AT nepBuHHa y npoveci BUpo6HuuTBa AD| - BU3HAYEHHS BMICTY NIETKUX PEYOBUH
KapTOHHI Kopo6Lyi ynakoBka Ta ans A®l npoBoANTHCA 3aTBEPAXEHUM BHYTPILLHIM METOAOM
KOHTPO/b SKOCTI: KoMnaHii Ta hapMakoneiHnM MeToAoM «BTpaTta B Maci npu
OpioH dapma, BMCYLLYBaHHI Max. 0.5 %»; 3MiHuK | TUNy - 3MiHa y MeTogax
diHNAHAIA; BMNpPobyBaHHA A®I abo BUXigHOro martepiasy/npoMixHOro
nepBuHHa Ta npoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLieci BUPO6HNLTBA
BTOPMHHA A®| - BBEIeHHA aNbTePHATUBHOIO METOZY Ki/lbKiCHOrO BU3HAYEHHS
ynakoBka, [03BiN Ta BU3HAYeHHS BMICTY AOMILWOK Ans AdI, Wwo npeactaBneHnii B
Ha BUMYCK cepii: MoHorpadii EP. O6uasa meToam (BHYTPILLHIV Ta hapmakoneiiHmii
WepiHr-Mnay MeTop) € aflbTEPHATUBHUMM
Na6o H.B.,
Benbris
232. | TEMOAAN® Kancynu no 180 mr LepiHr- LBeliuapis BMPOGHULITBO diHnangia/ BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/4893/01/06
no 1 kancyniy Mnay Hepo3dacoBaHoi Benbris 3MiHKM | TUNY - 3MiHa Yy MeTogax BMnNpobyBaHHa A®| abo BuUXigHOro peuyenmom
cawe; no 5 a6o no CeHTpan npoAykKuii, matepiany/npoMixXHOro NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA
20 cawey lct Al nepBuHHa y npoueci Bupo6HuuTea A®| - BUSHAYEHHS BMICTY JIETKUX PEYOBUH

KapPTOHHI KOpooL;i

ynakoBka Ta
KOHTPO/1b SIKOCTI:
OpioH ®apma,
diHnAHgIA;
nepBuHHA Ta
BTOPMHHA
ynakoBka, A103BiN

ans A®l npoBoANTHCS 3aTBEPAXXEHUM BHYTPILLHIM METOAOM
KoMnaHii Ta hapMakoneiHnM MeToA0M «BTpaTa B Maci npu
BMCYLUYBaHHI Max. 0.5 %»; 3MiHK | TUNYy - 3MiHa y MeTofax
BMNpPobyBaHHA A®I abo BUXigHOro martepiasy/npoMiXXHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLECi BUPOGHULTBA
AQ®| - BBEIeHHSA aNbTEPHATUBHOIO METOZY KiflbKiCHOrO BU3HAYEHHS
Ta BU3HAYeHHS BMICTY AOMIWOK Ans Ad|, wo npeacraBneHnii B
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Ha BUMYCK cepii: MoHorpadii EP. O6nasa meToam (BHYTPILLHIV Ta hapmakoneiiHmii
Wepinr-Mnay MeTofA) € albTEPHATUBHUMM
Na6o H.B.,
Benbris
233. | TEMOOAN® NOPOLLIOK A5 LLepiHr- LLseiiuapis BMPOBHULITBO HimeyuunH BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/4893/02/01
po3unHy AnA Mnay Hepo3chacosaHoi a/ benbris 3MiHuM | TMny - 3MiHa y meTogax BunpobysaHHs A®| abo BuXigHOro peyenmom
iHdpysii no 100 mr, 1 CeHTpan npoayKuii, Marepiany/npoMiXKHOT0 NPOAYKTy/peareHTy, Lo BUKOPUCTOBYETHLCSA
(h1aKoH 3 MOPOLLKOM lct AT nepBuHHe y npoveci BUpo6HuuTBa AD| - BU3HAYEHHS BMICTY NIETKUX PEYOBUH
Y KapTOHHIil kopobu,i nakyBaHHs Ta ana A®l npoBoANTUCA 3aTBEPAXXEHUM BHYTPILLHIM METOAOM
KOHTPO/b AKOCTI: KoMMaHii Ta hapMakoneiiHuM MeTO0M «BTpaTa B Maci npu
Bakctep BUCyLLyBaHHI Max. 0.5 %»; 3MmiHK | TUMY - 3MiHa y MeToaax
OHkonogxi MvbX, BMNpobyBaHHA A®I abo BUXigHOro martepiasy/npoMixHOro
HimeyvunHa; npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLieci BUPO6HNLTBA
BTOPWHHE A®| - BBEIeHHA aNbTePHATUBHOIO MeTOAY Ki/lbKiCHOro BU3HaYeHHS
nakyBaHHA Ta Ta BU3HAYEHHSA BMICTY AOMILWOK Ans AdI, Wwo npeactasneHnii B
[03BIi/T Ha BUMYCK MoHorpadii EP. O6uasa meToam (BHYTPILLHIV Ta hapmakoneiiHmii
cepii: LWepiHr- MeTOA) € a/lbTepHaTUBHUMU
Mnay Na6o H.B.,
Benbris
234. | TEPBIHA®IHY NOPOLLIOK AT YkpaiHa YkBitha Mekciko, Mekcuka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - - UA/5799/01/01
rigpoxnoprunp (cybeTaHuis) y "KNIBCbK C.A. ge C.B. AfMiHicTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu
naketax noAginiHMx 717 3asBHMKa (BNacHvKa peecTpauiiHoro nocBig4eHHs) - 3MiHa
nonieTuneHoBmX BITAMIHH HalilMeHyBaHHs 3asiBHUKa. 3aTBepmkeHo: MAT "KniBcbkuii
ans nn BiTaMiHHWi1 3aB0A" 3anponoHoBaHo: AT "KUIBCbKNIA
hapmaueBTUYHOTO 3ABOA" BITAMIHHN 3ABO/" BeeeHHA 3MiH NPOTAroM 6-T1 MicsiLyiB
3aCTOCYyBaHHSA nicns 3aTBepKEHHS.
235. | TIOKTOOAP PO34MH NS iH'EKLN MpAT “MNo YKpaina MpAT “MNo YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/3005/01/01
3%nol0mny BMPOGHULT BMPOGHMLTBY 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom
thnakoHi; no 1 BY iHcyninis "IHOAP" hapmakoHarnagy. BeefeHHs abo 3MiHU [0 y3arasibHEHNX faHnx
pnakoHy B nmauuj; no iHCYniHIB npo cuctemy hapMakoHarnisgy (BBeAEHHS y3arasibHEHNX JaHnNX
10 mn y donakoHi; no "IHOAP" npo cuctemy apmakoHarnsgy, 3MiHa ynoBHOBaXXeHoi ocobu,
5 chnakoHis y BiZiNOBIAANbHOI 3a 34jICHEHHS hapMmakoHarnsaay; KOHTaKTHOI
6nicTepHin ocobu 3 thapmakoHarnsay 3asiBHUKa A5 34iACHEHHS
YapyHKOBIl hapmakoHarnagy B YKpaiHi, AKLL0 BOHa BigMiHHA Bif,
ynakosui; no 1 a6o YNOBHOBaXXEHOI 0c06W, BifNOBIfaIbHOT 3a 34iCHEHHS
no 2 6nicTepHi hapmakoHarnsagy (Bkio4aroum KOHTaKTHI AaHi) Ta/abo 3MiHW y
YapyHKOBI YNaKkoBKU pO3MilLeHHI MacTep-thaiina cucteMu papmakoHarnsgy) - 3miHa
B navui yNOBHOBaXeHOT 0cobwu, BiANoBifaibHOT 3a hapmakoHarnsg,.
[MponoHoBaHa pegakuis — MNoHomapyyk HiHenb AMuTpiBHa
236. | TPAHEKCAM PO3YMH ANS iH'EKi, an YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasiB: 3MiHa 3asiBHMKa 3a UA/7884/02/01
50 mr/mn no 5 mn B "CTALA- akujioHepHe (BnacHuKa peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big, peyenmom
amnyni; no 5 amnyn YKPAIHA" TOBapuCTBO 23.07.2015 Ne 460); 3miHu | Tny: 3MiHN WoA[0

B KOHTYpHili
YapyHKoBIli
ynakosLi; no 1 a6o
N0 2 KOHTYpPHi
YapyHKOBI YNaKoBKU
B Mauuj

"JlekxiMm-Xapkis"

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arafibHeHVX AaHnx Npo cuctemy apmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHux Npo cuctemy chapmakoHarnsgy, 3mMiHa
YMOBHOBaXEHOT 0c0o6U, BiANOBIAaNLHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy 3asiBHUKa
00151 34jACHEHHA hapmakoHarnsay B YkpaiHi, SiKWo BoHa BiAMiHHA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

Bifl yNOBHOB&XXEHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a 34iICHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-thalina cuctemn hapmakoHarnagy). 3miHa

KOHTaKTHUX [JaHWNX YMOBHOB&XXEHOI 0CO6M.

237.

TPAYME/Ib C

Masb no 50 ry Ty6i,
no 1 Ty6i B KOpobu,i 3
KapTOHY

Bionoriwe

Xalinbmitr

esnb Xeenb
m6X

HimeuunHa

Bionoriwe
XalinbmitTensb
Xeenb M'm6X

HimeyunH
a

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHW | TUNy - 3MiHK, NOB'A3aHI 3 HEOBXIAHICTIO MPYBEAEHHS Y
BiANOBiAHICTL A0 MoHorpadii 4dY abo EBponeiicbkoi chapmakoner,
abo iHWOI HauioHasIbHOT hapmakonei gepxasn EC — NnpuBeeHHs
cneungikauii Ta MeToAiB KOHTPO/IO Ha MOYATKOBY HACTOSHKY
Belladonna go Bumor moHorpadii «Belladonna for homoeopathic
preparations» EP; 3miHu | Tuny - 3MiHa y MeToAax BUnpobyBaHHS
roTOBOrO /liKapCbKOro 3acoby — BBEAEHHS [0 NokasHuKa «BmicT
eTaHony» cneuudikalii roToBoro fikapcbkoro 3acoby
anbTepHaTNBHOIO MeToAy BUNpPobyBaHHS «a3oBa
Xpomarorpadisi» Ta peAakuiiiHi npaBkn 3a nokasHnkamm «Onuc» Ta
«MikpobiosioriyHa yncToTa»

6e3
peuyenma

UA/5934/01/01

238.

TPUAKYTAH®

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

MAT
"Kuismegn
penapat”

Ykpaina

NAT
"Knismegnpenapa
™

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHuM | TMNy - 3MiHa y MmeTodax BunpobyBaHHs A®| abo BuXigHOro
mMaTepiany/npomiKHOro NPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA
y npoveci Bupo6HuuTBa A®I (iHWi 3MiHM Y MeTofax BUNpOo6yBaHHsA
(BKtovaroum 3aMiHy abo fonoBHeHHs) APl abo
BUXiAHOrO/NPOMIXKHOTO NPOAYKTY); CYNyTHA 3MiHa: 3MiHa Y
napameTpax crneuudikauii Ta/abo fOMyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha A®l, abo BMXigHWIA/NPOMDKHUIA NpoayKT/peareHT,
LLI0 BUKOPUCTOBYHOTLCA y NpoLieci BUpo6HMUTBa ADI; 3MiHK | Tuny -
3MiHa y napameTpax crneuudikayilii Ta/abo fonycTUMUX MeX,
BM3HAYeHNX y cneundikauisx Ha A®l, abo BUXiAHWIA/NPOMDKHUI
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPoLEeCi BUPOGHMLTBA
A®| (BMNYyYEHHA HE3HAYHOrO MOKAa3HVKa AKOCTI (Hanpuknag
BUJTYYEHHS 3aCTapifioro NokasHvka)); 3MiHu | Tuny - npuBefeHHs
cneumagikauii Ta MeToAiB BXiHONO KOHTPOJIKO Ha fiilody pevyoBUHY
reHTamiuuHy cynbaTty y BiANOBIAHICTb A0 BUMOr MOHOrpagil
«Gentamicin sulfate» EP; 3miHn | TUny - npuBeAeHHs cneuudikawi
Ta MeTO/jiB BXifJHOrO KOHTPOJII0 Ha [OMOMIKXHY PEYOBUHY
(heHoKcmeTaHo My 3a NOKasHUKOM «CynyTHI AOMILLKM» Y
BiANOBIAHICTb A0 BUMOr MoHorpadii «Phenoxyethanol» EP; 3MiHu |
TUMy - 3MiHa y MeTogax BunpobysaHHsA A®l abo BuxigHOro
MaTepiany/npomiKHOro NpPoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCSA
y npoueci Bupo6HMuTBa A®| (iHLWi 3MiHM Y MeToAax BUNpo6yBaHHA
(BKtova0uM 3aMiHy abo JoNoBHEHHS) AD| abo
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY); CyNyTHS 3MiHa: 3MiHa Y
napameTpax cneuudikauiii Ta/abo JOonyCTUMUX MeX, BUSHAYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMDKHWIA NpOAYyKT/peareHT,
L0 BUKOPUCTOBYHOTLCA Y Npoueci BUpobHuuTtea Adl; 3miHu | Tuny -
3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y Bi4NOBIAHICTL A0
MoHorpadii dY abo Esponeiicbkoi chapmakonei, abo iHwoT
HauioHasbHOT hapmakonel gepxasun €C (3MiHa y cnevudikadisx,
nos'sizaHa 3i 3MiHamu B 1Y, abo €Bponelicbkili hapmakonei, abo

3a
peyenmom

UA/4454/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
iHWIN HauioHanbHI dhapmakonei gepxasu €C); 3MiHu | TUny -
npuBefeHHs cneundikalii Ta MeToAiB BXiHOro KOHTPOSIO Ha Ailouy
PeyvoBUHY KNOTPUMAa3ony y BignoBigHICTb [0 BUMOr MOHOrpadil
«Clotrimazole» EP, a came Buiy4YeHHs nokasHukiB «[1po3opicTb
pPO3unHy» Ta «KosbopoBICTb PO3UNHY»; 3MiHW | TUMY - 3MiHK
mMeToAy BunpobyBaHHA Aomilkn A (dbeHon) B cneuudikawii
BXiZJHOTO KOHTPOJII0 Ha AOMOMIKHY PEeYOBMHY (heHOKCUEeTaHoNy
(3anpornoHoBaHo: 2.2.28. Na3oBa xpomarorpadist), 6e3 3miHu
KpWTepiiB NpUitHATHOCTI. BBeAEHHSA 3MiH NPOTArom 6-Tu micALiB
nicnsa 3aTBepKEeHHs
239. | TPUTTIKO TabneTtku AsieHge ITanis AsieHpe Kimike ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/9939/01/01
NPOJIOHrOBaHoI Al Kimike PiyHiTe AHXeniHi 3MiHu | TUNy - 3MiHa y MeTogax BunpobyeaHHs APl abo BMXiZHOTO peyernmom
no 75 mr no 10 PiyHiTe dpaHyecko Marepiany/npoMiXKHOTO NPOAYKTy/peareHTy, W0 BUKOPUCTOBYETLCSA
Tabnetok y 6nictepi; AHXeNiHi A.K.P.A®. C.n.A. y npovieci BUpo6HMLTBa AD| - OHOBNEHHS METOAMKM KOHTPOSIHO 3a
no 3 6nictepu B PpaHyecko nokasHnkoM «KiflbkiCHe BU3HAYEHHS», «XpomartorpadivyHa
KapTOHHIN nayui; no AK.P.A®. yncToTa», 3MiHa B MeTofax KoHTposto Adl, a came AofaBaHHSA
15 TabneTok y C.n.A. anbTepHaTtMBHoro Mmetogy BEPX — MC BignosigHo no USP ans
6nictepi; no 2 KOHTPOJ10 FEHOTOKCUYHNX AOMILLOK; 3MiHA B MeToZax KOHTPO/I0
6nictepu B A®| 3a nokasHukamu «KiflbkiCHe BU3HAYEHHS», «XpomMarorpadivyHa
KapTOHHIN nauui yuctoTa» Ta «CynyTHI AOMILLKM», a came: YHidikalis npoBefeHHs
TeCTyBaHHA 3a JaHumu nokasHnkamu (metos BEPX) BignosigHo o
USP. KpuTepii NpUAHATHOCTI He 3MiHUAMCS; 3MiHu |l Tuny - 3MiHn 3
AKOCTi. A®l. BUpo6HMLTBO (iHLWi 3MiHW) - foAaBaHHSA 40
crneundikauii APl KOHTPO/IKO po3umHHKKa 1 knacy BeHseH
240. TPUTTIKO TabneTtkn AsieHge ITanisa AsieHge Kimike ITania BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/9939/01/02
NPOJIOHroBaHoI Al Kimike PiyHiTe AHxeniHi 3MiHKM | TUNYy - 3MiHa y MeTogax BunpobysaHHa APl abo BUXigHOro peuyenmom
no 150 mr no 10 PiyHiTe PpaHyecko mMarepiany/npomMiKHOr0 MPOAYKTy/peareHTy, Lo BUKOPUCTOBYETLCSA
Tabnetok y 6nictepi; AHXeNiHi AK.P.A®. C.nA. y npoueci BupobHuyTBa A®| - OHOBMIEHHA METOAUKN KOHTPOJIHO 3a
no 2 6nictepu B dpaHyecko nokasHNKoM «KiflbkiCHe BU3HAYEHHS», «XpomartorpadivyHa
KapTOHHI nauui AK.P.AO®. yncToTa», 3MiHa B MeTofax KoOHTponto Ad|, a came AofaBaHHA
C.n.A. anbTepHaTtuBHoro Mmetogy BEPX — MC BignosigHo no USP ans
KOHTPO/I0 FeHOTOKCUYHMX AOMILLOK; 3MiHAa B METOZaX KOHTPOJIHO
A®| 3a nokasHukamu «KiflbkiCHe BU3HAYEHHS», «XpomarorpadivHa
yuctoTa» Ta «CynyTHi AOMILKM», a came: YHidoikaLis NnpoBefeHHs
TecTyBaHHs 3a faHuMun nokasHukamu (Metos BEPX) BignosigHo go
USP. KpuTepii NPUAHATHOCTI He 3MiHUAncS; 3MiHu |l Tuny - 3MiHn 3
akocTi. A®l. BUpo6bHMUTBO (iHLWi 3MiHW) - AoAaBaHHS A0
cneundikauii A®| kKoHTposo po3umHHKKa 1 knacy beHseH
241. | TPUTTIKO XR TabneTkn, BKPUTI AsieHge ITanis AsieHge Kimike ITanis BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a UA/15577/01/01
nniBKOBOKO Kimike PiyHiTe AHxeniHi 3MiHu Il TMny - 3MiHa BUPOGHMKA BUXiAHOrO/MPOMIXXHOTO peyenmom
060/10HKOIO, PiyHiTe PpaHyeckKo NpoayKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y BUPOOHUYOMY
NPOJIOHrOBaHOI il AHXENiHI AK.P.A®. C.nA. npoueci A®l, abo 3miHa BUpO6HMKa (BKKOUatoum, ge HeobXxigHo,
no 150 mr no 10 PpaHyecko MicLe NpoBefeHHS KOHTPOI0 AkocTi) A®I (3a BigCyTHOCTI
Tabnetok y 6nictepi; | AK.P.A.®. cepTudikaTa BignoBiAHOCTI EBponechkii hapmakonei y
no 1 a6o no 2, abo C.n.A. 3aTBEPKEHOMY JOCbE) - 3a3HAYEHHS AeTaslbHOI iHchopmal,ii Wwoao
no 3 6nictepu B 30BHILLHIX BUPOGHWKIB NpOMiXHOI cnonyku 1,2,4-Triazol-[4,3-a]
KapTOHHI ynakoBLy; pyridine-3-(2H)-one (AF1074), W0 BUKOPUCTOBYETLCA K
no 7 TabneTok y NPOMiXXHWIA NPOAYKT Y BUpo6HMUTBI A®I Tpa3odoHy rigpoxiopug
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
6nicTepi; no 2 abo
no 4 6nictepn y
KapPTOHHI ynakoBL,i
242. | TPUTTIKO XR TabneTku, BKpUTI AsieHge ITanisa AsieHge Kimike ITanisa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/15577/01/02
nNiBKOBOKO Kimike PiyHiTe AHxeniHi 3MiHu | TMny - 3MiHa BUPOGHKKa BUXIAHOTO/MPOMKHOIO peuyenmom
060/10HKOIO, PiyHiTe PpaHyecko NpoayKTy/peareHTy, Wo BUKOPUCTOBYOTLCSA Y BUPOOHUYOMY
NpPOJIOHrOBaHOI fji AHXeniHi AK.P.A®. C.nA. npoueci Adl, abo 3miHa BUpobHMKa (BK/IH0HaKun, Ae HeobxigHo,
no 300 mr no 10 dpaHyecko MicLe NpoBefeHHS KOHTPOo AkocTi) A®I (3a BiACYTHOCTI
Tabnetok y 6nictepi; | AK.P.A.®. cepTuchikaTa BiANOBIAHOCTI €BpONeichbkili hapmakonei y
no 1 a6o no 2, abo C.n.A. 3aTBEPIAXEHOMY [IOCbE) - 3a3Ha4YeHHs AeTaslbHOI iHhopMalLii Lwoao
no 3 6nictepu B 30BHILUHIX BUPOGHWKIB NPOMDKHOT crnonyku 1,2,4-Triazol-[4,3-a]
KapTOHHI ynakoBL; pyridine-3-(2H)-one (AF1074), L0 BUKOPUCTOBYETLCA K
no 7 Tabnetok y NMPOMiXXHWIA MPOAYKT Yy BUPOOHNLTBI AD| Tpa3oaoHy riapoxnopua,
6nictepi; no 2 abo
no 4 6nictepn y
KapPTOHHII ynakoBLi
243. | TYNIN® TabneTku, BKpUTI CaHpos CnoseHis INex CnoseHis BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHW | TUNY - 3MiHK 3a UA/9142/01/01
nNiBKOBOKO dapmacbto dapmaueBTUYHA Lofo 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuyenmom
060s10HKOt0, No 10 Tikans g.4. KomnaHis A4.4. 3MiHU [0 y3araJlbHeHVX AaHnX Npo cuctemy papMakoHariagy
Mr no 10 TabneTok y (BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy hapMakoHarnaay,
6nicTepi; no 3 3MiHa YNOBHOB&XEHOI 0CO6M, BiAMNOBIAA/IbHOI 3a 3AiICHEHHS
6nictepu B chapmakoHarnsgy; KOHTaKTHOT 0cobu 3 hapmakoHarnsgy 3asBHUKa
KapTOHHI Kopo6Lyi [ONA 3piiicHeHHsT hapMakoHarnsgy B YKpaiHi, KO0 BoHa BigMiHHA
Bifl yNOBHOBaXeHOI 0co6MU, BiAMNOBIAaUIbHOI 3a 34iICHEHHS
thapmakoHarnagy (BKIovakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
PO3MilLEHHI MacTep-thaiina cucteMu papmakoHarnsgy) - 3MiHa
KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0COOU 3asiBHMKA 4151
3pificHeHHs hapMakoHarnsay. 3miHa Micus 34ilicCHEHHA OCHOBHOT
LisNIbHOCTI 3 chapmakoHarnagy. 3MiHa agpecu Mactep-galina
244. | TYNIN® TabneTkn, BKPUTI CaHpos CnoBeHisi Nek CnoBeHis BHECEHHS 3MiH 4,0 peecTpauiiHux martepiasis: 3miHu | Tuny - 3MiHn 3a UA/9142/01/02
N/1iBKOBOO dapmacbto dapmaueBTUiHa oo 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy. BeegeHHs abo peyenmom
06010HKot0, Mo 20 Tikans a.4. KOMnaHis 4.4, 3MiHV [0 y3araslbHEHUX AaHuX Npo cuctemy hapmakoHarnsagy
Mr no 10 Tabnetok y (BBEAEHHSA Y3araslbHEHVX AaHUX NPo cucteMy hapmakoHarnagy,
6nicTepi; no 3 3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiICHEHHS
6nictepu B hapmMakoHarnagy; KOHTakTHoOI 0cobu 3 hapmakoHarnsaay 3asBHUKa
KapPTOHHI KOpooL;i 0151 34jCHEHHA hapmakoHarnsagy B YkpaiHi, kW0 BoHa BigAMIHHA
Bifl yNOBHOBaXXeHOI 0co6MU, BiAMNOBIfa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKIo4vatoum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MiLleHHI MacTep-goaiina cuctemmn thapmakoHarisgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOT 0CO6U 3asBHUKA 415
3ailicHeHHs hapMakoHarnagy. 3MiHa micusa 3ailicHEHHA OCHOBHOI
LisNIbHOCTI 3 hapmakoHarnsgy. 3MiHa agpecu mactep-chainna
245. | TYNIN® TabneTku, BKPUTI CaHpo3 CnoBeHis Nek CnoseHis BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/9142/01/03
nniBKOBOKO Papmachbio PapmaueBTUyYHa Lwoao 6esnekun/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peyernmom
0060/10HKOI0, No 40 Tikans 4.4. KomnaHis A4.4. 3MiHU [0 y3araslbHeHVX AaHnX Npo cuctemy hapMakoHariagy
Mr no 10 TabneTok y (BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy hapMakoHarnagy,
6nicTepi; no 3 3MiHa YNOBHOBaXXEHOT 0CO6M, BiAMNOBIAAbHOI 32 3MiACHEHHSI
6nictepn B dhapMakoHaraisay; KOHTaKTHOI 0cobu 3 hapmakoHarisgy 3asiBHUKa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
KapTOHHI KOpo6Lyi [OnA 3pjicHeHHs hapMakoHarnisgy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6WU, BiAMNOBIfa/IbHOI 3a 3A4iiCHEHHS
hapmakoHarnsay (Bknoyaroum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHI MacTep-haiina cucteMu papmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXXEHOI 0CO6U 3asBHUKa A1
3ailicHeHHA hapMakoHarnagy. 3MiHa micusa 3ailicHEHHA OCHOBHOI
LisNbHOCTI 3 hapmakoHarnsgy. 3MiHa agpecu mactep-cainna
246. | PAPMA3O/NIH® cnpeii HazabHUiA, NAT YkpaiHa MNAT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/15996/01/01
3 MATOKO TA po3unH, 1 mr/mn no "®apmak” 3MiHK | TUNY — BBEAEHHS a/lbTEPHATUBHOIO BUPOOHUKa MAT peyenma
EBKANINTOM 10 mn y dpriakoHi; no «Map’siHIBCbKWI1 CkN03aBoA», YKpaiHa NepBUHHOTO NakyBaHHS
1 conakoHi y nauuj roTOBOrO JlikapCcbKoro 3acoby — doniakoHiB 3i ckna (111 rigponiTnyHuii
Knac) no 10 mn
247. | ®PEMOCTOH® TabneTku, BKpUTI ABGOTT HigepnaHg, ABGOTT Hinepnax BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/4836/01/01
nniBKOBOKO Xenckea " Bionopxikan3s b.B. an 3MiHK | TUny - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peuyenmom
060/10HKOt0, N0 1 Mr MpopakTc hapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3aranibHeHVX gaHnx
+ TabneTkn, BKPUTI B.B. npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
NiBKOBOO npo cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXeHoT 0coou,
060n0Hkot0, no 1 BiANOBIAA/bHOI 3@ 34iiCHEHHA hapmakoHarnsay; KOHTakTHOT
Mr/10 mr; kom6i- 0co6u 3 thapmakoHarnsay 3asaBHVKa 41 34iIACHEHHS
ynakoska Ne 28 thapmakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHaA Big,
(28x1); Ne 56 (28x2); YNOBHOBaXeHOT 0CO6U, BigNoBiAaIbHOI 3a 34iCHEHHS
Ne 84 (28x3): 14 thapmakoHarnagy (BKIovakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
TabneTok, BKPUTUX PO3MilLEHHI MacTep-thaiina cucteMu papmakoHarnsgy) - 3MiHa
naiBKOBOIO YMOBHOB&XeHOT 0CO6M 3as1BHUKA, BifMNoBigasibHOI 3a 34iACHEHHS
060n10HKot0, 6inoro thapmakoHarnagy. NponoHoBaHa pegakuisa: Dr. Monica
KONMbopy no 1 mr + Buchberger, Pharm. PhD / ip. MoHika Byx6eprep, Pharm. PhD.
14 TabneTok, 3MiHa KOHTaKTHOT 0CO6U 3asBHMKA A5 3AIICHEHHS
BKPUTUX NNIBKOBOO hapmakoHarnagy B YkpaiHi. MponoHoBaHa pegakuis: Kisim Onbra
060/10HKOI0, Ciporo €BreHiBHa.
Konbopy no 1 mr/10 3MiHa KOHTaKTHUX AaHVX YNOBHOB&XEHOI 0C06M 3asBHNKa,
Mry 6nicTepi; no 1 BiANOBIAA/LHOI 3a 34ilicCHEeHHSA hapmakoHarnagy. 3miHa
a6o 2, abo 3 KOHTaKTHUX [aHNX KOHTaKTHOI 0COOW 3asiBHMKA O/151 34iACHEHHS
6nicTepy B KOpoo6LUi hapmakoHarnagy B Ykpaii
248. | ®PEMOCTOH® TabneTku, BKpUTI ABGOTT HigepnaHpg, ABGOTT Hinepnax BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/4836/01/02
nniBKOBOO Xenckea " Bionogxikans b.B. an 3MiHY | Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom
0060/10HKO0, N0 2 Mr MpopakTc dhapmakoHarnsgy. BeegeHHs abo 3MiHM [0 y3araslbHEHNX AaHUX
+ TabneTkn, BKPUTI B.B. npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx

nNiBKOBOKO
060/10HKOI0, MO 2
Mr/10 Mr; KOMGi-
ynakoska Ne 28
(28x1); Ne 56 (28x2);
Ne 84 (28x3): 14
TabneToK, BKpUTUX
NNiBKOBOKO
060/10HKOI0,
LLEMNSHO-YEPBOHOI0
KOJIbOPY MO 2 Mr +

npo cuctemy chapmakoHarnsay, 3MiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iICHEHHSA (hapmakoHarisay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVKa 41 34iIACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWo BOHa BifMiHHA Bif,
YNOBHOBaXXEHOT 0COOMU, BifgNOBigaIbHOI 3a 34iiCHEHHS
thapmakoHarnaay (BKIovakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
PO3MilLEHHI MacTep-thaiina cucteMu papmakoHarnsgy) - 3MiHa
YMOBHOBaXXEHOT 0COOU 3asIBHMKA, BifnoBigasibHOI 3a 34iACHEHHS
thapmakoHarnagy. MNponoHosaHa peakuis: Dr. Monica
Buchberger, Pharm. PhD / ip. MoHika Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOI 0CO6M 3asiBHVKA 415 34iICHEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
14 TabneTok, thapmakoHarnsgy B YkpaiHi. NponoHoBaHa pegakuis: Kisim Onbra
BKPUTUX NNiBKOBOO €BreHiBHa.
060/10HKOIO, 3MiHa KOHTaKTHUX AaHVX YNOBHOB&XEHOI 0CO6U 3asBHNKa,
)KOBTOrO KO/MIbOpY MO BiANOBIAA/ILHOI 3a 34ilicCHEHHA hapmakoHarnagy. 3miHa
2 mr/10 mry KOHTaKTHUX [aHWX KOHTaKTHOI 0CO6U 3asiBHVKA 151 3[iACHEHHS
6nicTepi; no 1 abo 2, thapmakoHarnagy B Ykpaii
abo 3 6nictepu B
KopooLi
249. | PEMOCTOH® TabneTkn, BKPUTI A660TT HigepnaHg A660TT Higepnax BHECEHHS 3MiH 4,0 peecTpayiiHnx martepianis: 3a UA/4837/01/01
KOHTI NNiBKOBOKO Xenckea n Bionogxikans b6.B. an 3MiHY | TRy - 3MiHK WoAo 6e3nekn/edpeKTBHOCTI Ta peyenmom
060/10HKOt0, No 1 MpoaakTc thapmakoHarnsgy. BeefeHHs abo 3MiHM [0 y3araslbHEHUX AaHNX
mr/5 mr no 28 B.B. npo cuctemy thapmakoHarnsgy (BBeAeHHS y3arasibHEHUX AaHnX
Tabnetok y 6nictepi; npo cuctemy capmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
no 1 a6o 2, a6o 3 BiANOBIAA/ILHOI 3a 34iiCHEHHA (hapMakoHarnsay; KOHTakTHOT
6nicTepy B KOPOOL 0cob6u 3 thapmakoHarnsagy 3asaBHVKa 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKWwo BOHa BiAMiHHA Big,
YMOBHOBaXXEHOT 0CO6U, BiANOBIAANLHOI 3a 3AiiCHEHHS
hapmakoHarnsay (Bknoyaroum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHI MacTep-haiina cucteMu papmakoHarnsgy) - 3miHa
YMNOBHOBaXXEHOT 0CO6M 3asIBHUKA, BifMnoBigabHOI 3a 34iACHEHHS
thapmakoHarnsgy. MNponoHosaHa pegakuis: Dr. Monica
Buchberger, Pharm. PhD / ip. MoHika Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0CO6U 3asiBHUKA 151 3AIAICHEHHS
hapmakoHarnagy B Ykpaini. MponoHoBaHa pegakuis: Kisim Onbra
€BreHisHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT 0COOM 3asiBHNIKA,
BiANOBIAA/IbHOT 32 34iICHEHHS hapmakoHarnsgy. 3MmiHa
KOHTaKTHUX JaHVX KOHTaKTHOI 0CO6U 3asBHUKa A1 3AICHEHHS
hapmakoHarnsay B YkpaiHi
250. | ®NIEBOTOH renb 2% no40ry AT Bonrapis BMPOGHMLTBO Bonrapis BHECEHHS 3MiH [0 peecTpaLljiiiHux maTepianis: 6e3 UA/0747/01/01
Ty6i; no 1 Ty6i B "Codpapma Hepo3dhacoBaHol 3MiHM | TUMY - BBEAEHHS HOBOTO BUPOo6HUKa A®I TpokcepyTuH peuyenma
KapTOHHIM nayui " npoaykuii, PCAS, ®paHuis 3 nogaHHsaM HoBoro CepTtudikata R1-CEP 2005-
nepBrHHa Ta 263-Rev 02
BTOPWHHA
ynakoska: AT
"Cothapma”,
Bonrapisi; go3sin
Ha BUMYCK cepii:
AT "Codhapma”,
Bonrapis
251. | eayiMyumn PO34MH ANA iH'EKUiA, 3am60H ITanisa 3amboH C.M.A. ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - 3a UA/8504/01/01
100 mr/mn no 3 mn B C.MN.A. AAMIHICTpaTBHI 3MiHW. 3MiHa HallMeHyBaHHSI Ta/abo agpecu peyenmom
amnyni; no 5 amnyn 3asBHMKa (BNacHyKa peecTpaliiHoro noceigyeHHs) 3miHa agpecu
y N1acTukoBomy 3a8BHVKa
nigA0HI B KAPTOHHIN
nayui
252, | ®NNYOKCETUH TabneTku, BKpUTI TosapucTs YkpaiHa BCi cTagil Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3a UA/8591/01/01
060/10HKOI0, N0 20 03 BMPOBHMLTBA, 3MiHu | TUNy - BBEAEHHS AOAATKOBOIO PO3MIpY Cepii roToBOro peyenmom
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mr; no 10 TabneTok 0bMexeHo KOHTPO/1b SKOCTI, NikapcbKoro 3acoby Ans 3aTBePLKEHOI Ai/TbHML BUPOOHMLTBA
B 6nicTepi; no 1 abo 10 BUNYCK cepil: ToBapncTBO 3 0OMEXEHOI0 BiAMOBIfabHICTIO "®apMaLeBTUYHa
no 2 6nictepu B Bignosigan ToBapucTso 3 KomnaHis "3g0pos'a”, YkpaiHa. NMponoHosaHa pefakuis: BupobHuk
nauwj 3 kKapToHy BHICTIO 0bMexeHoto ToBapncTBO 3 0OMEXEHOI0 BiAMOBIfabHICTIO "dapMaleBTUuyHa
"OocnigHn BiANoBIAA/IbHICTIO KoMnaHisa "3p0pos'a”, YkpaiHa, Liex MN3. Po3mip cepii cknagae: 13,
1 3aBOf "[locnifHWiA 3aBof, 770 kr (2,700 Tuc. yn.)-Ne 20 (10x2) y 6nicTepi B nauwyj; 13, 770 kr
"rHyact "THUC, (5,400 Tuc. yn.) - Ne 10 (10x1) y 6nicTepi B nauui. JJogaTtkosuii
YKpaiHa; Bci cTagji po3mip cepii cknagae: 21,420 kr (4,200 Tuc. yn.) - Ne 20 (10x2) y
BMPOGHMLTBA, 6nicTepi B nauui; 21,420 kr (8,400 Tuc. yn.) - Ne 10 (10x1) y
KOHTPO/Ib AKOCTI, 6nicTepi B mauui
BUNYCK cepil:
ToBapucTeo 3
06MeXeHOI0
BiANOBIAA/ILHICTIO
"papmMaueBTUYHa
KOMnaHis
"3popos'a”,
YKpaiHa
253. | ®POKYCUH® Kancynv Teepgi 3 TOB YkpaiHa C.C. «3eHTiBa PymyHis BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasiB: 3MiHu | Tuny - 3MiHn 3a UA/3876/01/01
MoaudpikoBaHUM "CaHodi- C.A» 3 KOCTi. FoTOBWMIA Nnikapcbkuid 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa peyenmom
BUBI/IbHEHHAM MO ABEHTIC iMnopTepa/3miHu, L0 CTOCYHTLCS BUMYCKY Cepii Ta KOHTPO/IHO
0,4 mr Ne 30 (10x3), YkpaiHa" SIKOCTi FOTOBOrO NikapCbKoro 3acoby (3amiHa abo JoAaBaHHSA

Ne 90 (10x9): no 10
Kkancyny 6nictepi;
no 3 a6o no 9
6nictepis B
KapTOHHI kopobuy;
Ne 30 (15x2), Ne 90
(15x6): no 15 kancyn
y 6nictepi; no 2 abo
no 6 6nictepis B
KapTOHHI KopooLyi

BMPOOHUKa, LLLO BiANOBIAAE 3a BBE3EHHS Ta/abo BUMYycCK cepii) -
Bkntouatouy KOHTPONb/BUNPOGYBaHHSA cepii - 3aMiHa BUPOGHMKA,
LLIO BiAMNOBifa€e 3a BUMYCK Cepii - BK/IOYaoum
KOHTPONb/BUNPOGYBaHHSA cepil (BBeAeHHS 3MiH NPOTArom 6-Tu
MiICALIB NiCNSA 3aTBEPAKEHHS); 3MiHN | TUMY - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK Yy BUPO6HULTBI. 3amiHa abo
BBEJEHHSA 404AaTKOBOI Ai/IbHULi BUPpOOHULUTBA A5 YacTUHU abo
BCbOr0 BMPOBHNYOr0 NPOLECY FOTOBOrO /iKaPCbKOro 3acoby
(BiNbHULA O718 BTOPMHHOIO NakKyBaHHS) - 3aMiHa AiTbHUL
BMPOGHMLITBA A1 BTOPUHHOIO NakyBaHHA (BBegeHHs 3MiH
NPOTAroM 6-T MICALIB NIiCNSA 3aTBEPAKEHHS); 3MiHU | TUMY - 3MiHK
3 aKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
a60 BBeleHHA 40AATKOBOI AiNbHUL BUPOBHULTBA 4151 YACTUHU
a60 BCbOro BUPOBGHMYOro MpoLecy rotToBOro AikapCbKoro 3acoby
(AiNbHULA ANS NEPBUHHONO NakyBaHHS) - 3aMiHa [i/TbHNL,
BMPOGHMLITBA A/151 NEPBUHHOIO NakyBaHHA (BBeAeHHs 3MiH
NPOTAroM 6-T MICALIB NIiCNSA 3aTBEPAKEHHS); 3MiHU | TUMY - 3MiHK
3 aKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
a60 BBeleHHA 40A4ATKOBOI AiNbHUL BUPOBHULTBA 4151 YACTUHU
a60 BCbOro BUPOGHMYOro npoLecy rotToBOro Aikapcbkoro 3acoby
(@inbHUUSA, Ha AKi NpoBOAATLCSA OyAb-AKi BUPO6HUUYI cTagji, 3a
BUHATKOM BUMYCKY Cepili, KOHTPO/IIO AKOCTi, NEPBUHHOIO Ta
BTOPWHHOIO NakyBaHHS, /19 HECTEPUTbHUX NMIKAPCbKMX 3ac06iB)
BBefeHHS 3MiH NPOTArom 6-TU MiCALIB MiCNA 3aTBEPAKEHHS; 3MiHN
| Tuny - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbkuWii 3aci6. 3MiHK y
BMPO6HULTBI. 3MiHA po3Mmipy cepii (BKNHYaKum gianasoH po3mipy
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cepil) roToBOro nikapcbkoro 3acoby (36ibweHHs go 10 pasis
NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM) - 36i/IbLLEHHS PO3MIpY
cepii MN3: 3atBepaxeHo: 1 000 000 capsules, 600 000 capsules,
300 000 capsules; 3anponoHoBaHo: 245.181 kg (as solids), (1 333
000 capsules), 122.679 kg (as solid), (667 000 capsules), 367.860
kg (as solid), (2 000 000 capsules). BBegeHHsi 3MiH NPOTArOM 6-Tu
MiICALIB MiCNsA 3aTBEPAKEHHS; 3MiHM | TNy - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHM Y Npoueci
BMPOGHMLTBA FOTOBOIO NiKAPCLKOro 3aco0y, BKIOUYatoun
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHMLTBI
roToBOro Nikapcbkoro 3acoby (He3HayHa 3miHa y npoueci
BMPOOHULITBA)- Y 3B'A3KY 3i 3MIHOO ck1afy AONOMDKHUX PEYOBYH,
3MiHW 40 NEepioANYHOCTI KOHTPOSIIO NOKA3HUKIB AKOCTI Nig, Yac
BUpPO6GHMYOro npouecy (BBefeHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepKeHHs); 3MiHW | TUNy - 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3aKynopioBasibHUIA 3aci6.
3MiHa y NepBUHHI yNakoBL,i rOTOBOrO JlikapcbKoro 3acoby (Tun
KOHTeliHepa abo AofaBaHHs HOBOrO KOHTeliHepa) - TBepai, M'siki Ta
HecTepw/IbHi pigki nikapcbki hopMu - 3MiHa TNy KOHTelHepa Yy
nepBuHHI ynakosLi [N13. BBegeHHs 3MiH NPOTAroM 6-Tv MicsLiB
nicnsa 3aTBepKeHHst; 3MiHW | TUNy - 3MiHK 3 AKocTi. FoToBwMIA
nikapcbknii 3aci6. Onuc Ta cknag. 3miHa hopmu abo po3mipis
nikapcbkoi hopMu (TabneTkn 3 HeranHUM BUBINIbHEHHSIM, Karncynu,
cynosuTopii Ta necapir) - 3miHa chopmu abo po3MmipiB MikapcbKoT
dhopmu /13 3 Kancyn TBEPAWX XeNaTUHOBUX Ha JTiKkapCbkuii 3aci6 y
chopmi kancyn (BBegeHHs 3MiH NpoTArom 6-Tn MicsAuiB nicns
3aTBEPMAKEHHST); 3MiHM | TUNY - 3MiHW 3 AKOCTi. FOTOBWUIA NiKapCbKMii
3aci6. KoHTposib roTOBOrO Nikapcbkoro 3acoby. 3MiHa napameTpis
cneuudikayin Ta/abo foNyCTUMUX MEX rOTOBOTO JlikapCbKOro
3ac06y (BHECEHHS 3MiH Y JOCbE /19 NPUBEAEHHS Y BIANOBIAHICTb
[0 3aranbHoi cTtaTTi 2.9.40 «OfHOPIAHICTE A030BAHNX OAVNHULb»
LdY/EBponeiicbkoi thapmakonel 3amiCTb 3aTBEPKEHNX 3arasibHUX
cTaTeii 2.9.5 «OgHopigHiCTL Macu» Ta/abo 2.9.6 «OfHOPIAHICTb
[03u») - MprBefeHHs po3ainy «OAHOPOAHOCTb A03MPOBaHNX
eanHuy. OgHOPOAHOCTL COfepPXaHus» Y BigMoBiAHICTb 40 BUMOT
Aitoyoro BuaaHHa EP (BBefeHHs 3MiH NpoTArom 6-Tu Micauis nicns
3aTBEPKEHHS; 3MiHM | TUMy - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKuii
3aci6. KoOHTposib roTOBOro Nikapcbkoro 3acoby. 3MiHa y MeToaax
BMMNPOOBYBaHHS rOTOBOrO MiKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX METOAaX BUNPOOYBaHHS) - 3MiHa Yy MeToAax
KoHTponto /13 3a po3ginamu: «laeHTudikalis» (YTOYHEHHS Ta
He3HauHi 3MiHV 40 MeToAiB BEPX, Y®-cnekTpu; BUNyYeHHs
ineHTndikauii 6apBHuKIB a3opy6iH (E 122), cuHiii nateHToBaHnin V
(E 131)); «KinbkicHe BU3HaYEHHS» ([OMOBHEHHS Ta pefaKLiiHi
npaskK); 3MiHN METOAWK 3a po3ginamun: «CynpoBifHi AOMILLKN»;
«PO3YMHEHHSA».
BBefeHHA 3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAXKEHHS; 3MiHU
| TNy - 3MiHK 3 sAkocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
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n/n

Hassa
JliKapcbKo20
3acoby

dopma suUnycKy

3asBHUK

KpaiHa

Bupo6HuK

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB crneumdikauii
Ta/abo [OMYyCTVMUX MEX r0TOBOr0 /ikapCbKoro 3acoby (BUTyYEHHS
HEe3Ha4YHOro NokasHuka (Hanpukiag 3actapifioro NokasHuKa, Takoro
AIK 3anax Ta cmak, abo igeHTudikauis 6apBHUKIB Y/ CMaKOBUX
[06aBoK)) - BunyyeHHs 3 cneyudpikauii /13 He3HaYHUX NOKa3HYIKIB
— «lpeHTudpikavis. bapBHukM a3opy6iH (E 122), cuHii
nateHToBaHuii V (E 131) BBeAeHHS 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBepOKEHHS; 3MiHM | TUNy - 3MiHW 3 AKOCTI. FOTOBWIA
nikapcbkuii 3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMKX MEX rOTOBOrO
niKkapcbKoro 3acoby (L0NoBHEeHHA cneuudikauii HOBUM NMOKa3HUKOM
3 BiNOBIAHUM METOAOM BUNPOGYBaHHS) - [l0NOBHEHHSA
cneumdikauii 13 HOBMMU NoKa3HWKamy 3 BifgMnoBigHMY MeToAaMK
BUNpPobyBaHHA: «CpefHAs Mmacca cofepXaHus kancynbl»,
«PacnagaemocTb», «ConyTCTBYIOLLME NPUMECU — MPOAYKTbI
pacnafa nHanBMAyanbHO (B TEYEHME CpoKa XpaHeHus) BeedeHHs
3MiH NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPKEHHS; 3MiHM | TUNy -
3MiHK 3 sIKOCTi. ToTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHKi 3aci6. 3MiHa po3mipy ynakoBKu
rOTOBOrO JliKapCbKOro 3acoby (3MiHa KiflbkocTi oavHMLb (Hanpukiag,
TabneTok, amnys TOLLO) B ynakosLi:) - 3MiHa y AianasoHi
3aTBEPKEHNX PO3MIPIB YNakoBKu - BBeAeHHSA 3MiH NpoTArom 6-tu
MicALiB Nicna 3aTBepKeHHs:; 3MiHW 1l TUny - 3MiHU 3 AKOCTI.
[oToBWi Nnikapcbkuii 3aci6. Onuc Ta cknag,. 3miHa y cknagi
(BOMOMDKHMX pPEeYOBMHAX) FOTOBOrO NiKApCbKOro 3acoby (iHLwi
[O0NOMDKHI peqyoBuHN) - 3MiHa, SiKa NigTBEepAKYETbCA
OOCAIAKEHHAMM 3 BIOEKBIBa/IEHTHOCTI -

BBeaeHHS 3MiH NpOTArom 6-T1 MiCALIB MiC/1A 3aTBEPAKEHHS; 3MiHN
Il TNy - 3MiHKM 3 AKoCTi. FOTOBUIA NiKapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHW BUNpPoOyBaHb abo AONYCTUMUX MEX,
BCTAHOBJIEHNX Y cneuudikauisx, nig vyac BUPO6HMLTBA rOTOBOrO
NiKapCcbKoro 3acoby (PO3LUMPEHHS 3aTBEPAKEHUX AONYCTUMUX MEX
N5 NOKA3HUKIB, IKi MOXYTb MaTW iCTOTHWIA BN/IMB Ha 3arasibHy
SKICTb TOTOBOTO JIiKAPCbKOro 3aco6y) - PO3LIMpeHHS 3aTBEPAXEHUX
O0NyCTUMUX MeX, BCTAHOBJIEHNX Y crneundikalisx, nig vyac
BMpo6HuuTBa M3 Ana nokasHuka «Dissolution of tamsulosin HCI-
Control of intermediates» - 3aTBepgxeHo: (3a 60 xB. Max 5%);
3anponoHoBaHo: (3a 60 xB. Max 10%). BBefieHHs 3MiH NPOTArom 6-
TV MicsiLiB nicns 3aTBepkKeHHs; 3MiHu || Tuny - 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPO/b rOTOBOr0 MikapcbKoro
3aco6y. 3miHa napameTpiB cneyudikaLin Ta/abo fonycTMMNX Mex
roTOBOro NikapcbKoro 3acoby (3mMiHa 3Haxo4UTbLCS nosa
3aTBEPMKEHUMI AONYCTUMUMMN MexaMu crneumdikauii) - 3miHv go
cneumaikauii NN3 (BeefeHHs 3MiH NPOTAromM 6-Tn MicsLiB nicns
3aTBEPAKEHHS)

254,

DOCDHOPAN

rpaHynu ans
OpasibHOro PO3YuHY,
3 r/naket; no8ry

MPO®APM
A
IHTEepHeLUH

ManbTa

Nabiana
dapmacbloTikasic,
C.JLY.

IcnaHis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHUM | TUNY - NOAAHHA OHOB/IEHOTO cepTudikaTa BigNoBIAHOCTI
€sponelicbkin hapmakonei Ne RO-CEP 2012-265-Rev 02 ans

3a
peyenmom

UA/13238/01/01
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naketi; no 1 nakeTy n [il040T PEYOBMHY Bif BXXE 3aTBEPAKEHOr0 BUPOOHNMKA, SK HACAiA0K
Y KapTOHHIi nayui TpeiguHr BBEEHHSI HOBOI BUPOGHMYOT Ai/TbHUL
Niviteq
255. | XYMOJAP® b cycneHsis ans MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3a UA/1155/01/01
100P iH'ekuili, 100 MO/mn BUPOGHMUT BMPOBOHULITBY 3MiHK | TUny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta peuyenmom
no3mny BY iHcyninis "IHOAP" hapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3aranbHEHVX gaHnx
KapTpuaxi; no 3 abo iHCYniHIB npo cuctemy chapmakoHarnsgy (BBeAeHHS y3araslbHeEHUX AaHuX
no 5 KkapTpuaxis y "IHOAP" npo cuctemy hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOT ocobu,
nayui 3 kKapToHy; Nno BIANOBIAA/ILHOI 3@ 34iiCHEHHA hapmakoHarnsay; KOHTakTHOT
10 mn y dpriakoHi; no 0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
1 chnakoHy B nauyui 3 hapmakoHarnagy B YKpaiHi, kL0 BOHa BifMiHHA Bif,
KapToHy; No 5 mny YMOBHOBaXeHOT 0CO6U, BigNOBIAaIbHOI 3a 34iCHEHHSA
chnakoHi; no 1 a6o thapmakoHarnagy (BKIoyakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
no 5 pnakoHiB y pO3MilLEHHI MacTep-thaiina cucteMu papmakoHarnsgy) - 3MiHa
nauj 3 kKapToHy YNOBHOB&XEHOI 0c06W, BiANOBIAaIbHOI 3a thapmakoHarnsg,
[MponoHoBaHa pegakuis — MNoHomapyyk HiHenb AMuTpiBHa
256. | XYMOJOAP® K25 cycneHsia ons MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1533/01/01
100P iH'ekuiri, 100 MO/mn BMPOGHULT BMPOGHMLTBY 3MiHM | TRy - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta peyenmom
no3mny BY iHcyniHis "IHOAP" thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX
KapTpuaxi; no 3 abo iHCYniHIB npo cuctemy hapmakoHarnsgy (BBe4eHHS y3araslbHEHUX JaHnUX
no 5 KapTpuaxis y "IHOAP" npo cuctemy hapmakoHarnsay, 3aMiHa yrnoBHOBaXeHOT 0coou,
nauui 3 KapToHy; Nno BiANOBIAA/LHOI 32 34iiCHEHHSA (hapMakoHarnsay; KOHTakTHOT
5 mn 'y chnakoHi; no 0co6u 3 chapmakoHarnsay 3asaBHVKa A1 34iIACHEHHS
1 a6o no 5 dpnakoHis hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BigMiHHA Bif,
y naulj 3 KapToHy; YNOBHOBaXXEHOi 0c0bW, BifNOBIAa/IbHOT 3a 34iACHEHHS
no 10 mn 'y goNakoHi; thapmakoHarnsay (Bknoyarouy KOHTaKTHI AaHi) Ta/abo 3MiHW y
no 1 pnakoHy B po3MiLeHHI MacTep-goaiina cuctemun thapmakoHarisgy) - 3miHa
nauti 3 kKapToHy YMNOBHOBaXeHOT 0cobu, BiANOBIfa/IbHOT 3a dhapMakoHarnsag,.
[MponoHoBaHa pefakuis — MNoHomapyyk HiHens AMuTpiBHa
257. | XYMOAAP® P PO34MH AN iH'EKLi, MpAT “MNo YKkpaina MpAT “Mo YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a UA/1232/01/01
100P 100 MO/mn no 3 mn BMPOGHULT BMPOGHMLTBY 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom
y KapTpuaxi; no 3 BY iHcyninis "IHOAP" hapmakoHarnagy. BeefeHHs abo 3MiHU [0 y3arasbHEHNX JaHnX
abono5 iHCYniHIB npo cuctemy hapMakoHarnisgy (BBeAEHHS y3arasibHEHNX JaHNX
KapTpUAXKIB y nayui "IHOAP" npo cuctemy apmakoHarnsgy, 3MiHa ynoBHoOBaxeHoi ocobu,
3 KapToHy; no 10 mn BiZiNOBIAANbHOI 3a 34jICHEHHS hapmakoHarnsaay; KOHTaKTHOI
y dhnakoHi; no 1 ocobu 3 thapmakoHarnsgy 3asiBHUKa A5 34iACHEHHS
hnakoHy B nauui 3 thapmakoHarnagy B YKpaiHi, AKLL0 BOHa BigMiHHA Bif,
KapToHYy; No 5 mny YNOBHOBaXXEHOI 0c06W, BifNOBIAA/IbHOT 3a 34iICHEHHS
hnakoHi; no 1 abo hapMmakoHarnsgy (Bkio4aroum KOHTaKTHI AaHi) Ta/abo 3MiHW y
no 5 pnakoHis y pO3MilLeHHI MacTep-thaiina cucteMu papmakoHarnsgy) - 3miHa
nauj 3 KapToHy YNOBHOBaXeHOT 0cobwu, BiANoBifabHOT 3a hapmakoHarnsg,.
[MponoHoBaHa pegakuis — MNoHomapyyk HiHenb AMuTpiBHa
258. LUWNOCTA30/ NOPOLLIOK AT YkpaiHa neHmapk IHais BHECEHHS 3MiH [10 peecTpaLjiitHux maTepianis: 3miHu | Tuny - - UA/12892/01/01
(cybeTaHuis) y "KNIBCbK dapmaueyTikan AaMiHiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu
nakeTax noAginHMX un Niviten 3a8BHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) 3miHa
nonieTuneHoBmx BITAMIHH HalilMeHyBaHHs 3asiBHUKa. BBeAEHHS 3MiH NpoTArom 6-Tu Micauis
ans nn nicns 3aTBepmkeHHs
papmMaLeBTNYHOIO 3ABOA"
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
3aCTOCYyBaHHSA
259. UMHHAPU3NH Tabnetku no 25 mr, NAT YkpaiHa Bupo6bHuuTBO Bonrapisi/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/10290/01/01
CODPAPMA no 50 TabneTtok y "BitamiHn" Hepo3cacosaHoi Ykpaina ALMIHICTPaTMBHI 3MiHN. BUy4YeHHS BUPOGHWYOT finbHUL, peyenma
6nicTepi; no 1 npoayKuii, (Bkntovaroun AinbHNL ans Ad®l, NpoMiXKHOTO NpoaykTy abo
6nictepy y nepBuHHa rOTOBOIO JIiKAPCbKOro 3acoby, AiNbHULI 4518 NPOBEAEHHS
KapTOHHIN navuj ynakoBka abo nakyBaHHs1, BUPOOHYKa, BifnoBigasibHOro 3a BMMYyCK Cepiit, Micue
BMPOGHMLTBO 3a NpoBefeHHS KOHTPOSIO cepii) abo nocTavasibHVKa BUXIAHOMO
NOBHUM LIK/TOM: maTepiany, peareHTy abo AONOMiXHOT Pe4OBUHY (SIKLLO 3a3Ha4YeHO
AT "Codhapma", Y [OCbE) - BUTYYEHHS BUPOOHNYOT fiNbHULL
Bonrapis;
BTopuHHa
ynakoBka, [03Bin
Ha BUMYCK cepii:
MAT "Bitaminn",
YKpaiHa
260. UMHHAPU3NH Tabnetku no 25 wr, NAT YkpaiHa AT "Coghapma” Bonrapis BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/12593/01/01
CODPAPMA in bulk Ne 4000 "BitamiHn" AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHMYOT AinbHULL
(50x80): mo 50 (Brntovaroun AinbHuL ans APl NpoMiXKHOTO NpoayKTy abo
Tabnetok y 6nictepi; rOTOBOrO /iKapCbKOro 3acoby, AiNbHUL 4515 NPOBEAEHHS
no 80 6nicTepis B nakyBaHHsl, BUPOOHMKa, BigNoBifasIbHOrO 3a BUMYCK cepili, Micue
noninponineHoB.il NpoBeAEHHS KOHTPO/IKO cepil) abo nocTavyasibHMKa BUXigHOrO
Kopo6ui; in bulk Ne marepiany, peareHTy abo AONOMIXHOT PeHOBUHM (SIKLLLO 3a3HaYeHO
4500 (50x90): no 50 Y [OCbE) - BUNYyYEHHS BUPOOHWYOT AiNnbHULI
TabneTtok y 6nictepi;
no 90 6nicTepis B
noninponisnieHoB.i
KopoobUi
261. LIMHXOKAIHY NOPOLLIOK AT YkpaiHa "MIOHIP ArPO IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - - UA/14654/01/01
rigpoxnopung KpUCTanivyHmii abo "KUIBCBK IHOACTPI3 ApMiHiCTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHSA Ta/abo agpecu
(ANBYKAIHY KpucTanm nin (PAPMACBHIOTIK 3as1BHMKa (B/1acHMKa peecTpaviiiHoro noceigyeHHs) 3MiHa
rigpoxnorua) (cybeTaHuis) y BITAMIHH AN AIBI3IOH)" HalilMeHyBaHHs 3asiBHUKa. BBeeHHS 3MiH NpoTarom 6-Tu Micauis
nakeTax noABiHMX nn nicns 3aTBepmkeHHs
nonieTuIeHoBMX 3ABOA"
ans
hapmaveBTU4HOro
3aCTOCYyBaHHSA
262. LUTO3AP® niodpinizat ans Mdpaiizep CLWA AkTasic ITanis ITania BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/4840/01/01
PO34MHY ANa iH'EKL IHK C.n.A. 3MiHW | TUNY - BUNYYEHHS BUPOOHUYOI AiNbHULI (BKNOYaOUM peyenmom
no 1000 wr, 1 AinbHuUi 4na A®l, NpoMixXHOro NpoAykTy abo roToBOro /ikapCcbKoro
hNakoH 3 3aco0by, AiNbHUL A8 NPOBeAEHHS NaKyBaHHs, BUPOOHMKA,
niocpinizatom y BiANOBiAALHOIO 3a BUMNYCK CEPiid, MiCLie NPOBEAEHHS KOHTPOJIHO
KapTOHHI Kopo6Lyi cepii) abo nocTayasnibHKKa BMXig4HOTO Martepiany, peareHTy abo
[OMOMiXKHOI PEYOBWHM - BUNYYEHHS a/TbTEPHATVBHOIO BUPOGHUKA
Aitoyoi pevoBuHY uuTapabidy Euticals S.p.A., ITanisa; 3miHu | Tuny -
BUAAIEHHS 3 cneundikauii BXiAHOrO KOHTPOJIKO Ha fjloyy PEeYOBUHY
umTapabiHy iH(hopmaLlii PO NPUIAHATTA pe3ynbTaTiB BUNPOOYyBaHHSA
Ha nigcTasi cepTudikaty aHanisy HagaHoro Bupo6Hrkom Ad| 3a
nokasHukamu «BTparta npy BUCYLLYBaHHI» Ta «3a/lnLLKN
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3aco6y nocsio4YeHHs1
PO3YMHHWKIB»; 3MiHWM Il TMNy - nogaHHsA oHoBrieHoro DMF Ha gitouy
peuoBuHY UuTapabiHy Bif 3aTBepAKeHoro BupobHuka Asahi Kasei
Finechem Co., Ltd, AnoHis; 3anponoHosaHo: version 01.3A (26
August 2015)).
BBefeHHs 3MiH npoTsaromM 3-x micsiliB NicnA 3aTBepAKEHHSs
263. LUNTO3AP® niogpinizat gna Mdpainzep CLWA AxTasic ITanis ITanisa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/4840/01/02
PO3UMHY ANS iH'EKLN IHK C.n.A. 3MiHM | TUNY - BUNYYEHHS BUPOOHUYOI AiNbHULI (BKIOYAKOUN peyenmom

no 100 mr, 1 donakoH
3 niogpinizatom Ta 1
avnyna 3
PO3YMHHMKOM (CnnpT
6eH3nnoBuiA, Boga
Ans iH'ekuiid) no 5
MJ1Y KapTOHHIi
KopoobUi

AinbHUU ansa A®I, NPOMXHOro nNpoAykTy abo rotoBoro Mikapcbkoro
3aco6by, AiNbHULI ANS NPOBEAEHHSI NaKyBaHHS, BUPOOHMKA,
BiANOBiAaNLHOrO 3a BMMNYCK Cepiii, MicLie NPOBEAEHHS KOHTPOJTI0
cepil) abo nocTavyasibHMKa BUXIAHOIO MaTepiany, peareHTy abo
[OMOMiXHOI PEYOBWHM - BUTYYEHHS! &/TbTEPHATVBHOIO BUPOGHUKA
Aitoyoi peyoBrHK UnTapabiHy Euticals S.p.A., ITanis; 3miHu | Tuny -
BUAANEHHS 3 cneuudikalii BXiZIHOrO KOHTPOJIIO Ha Aito4y peyoBUHY
umTapabiHy iHchopmaLii PO NPUIAHATTA pesynbTaTis BUNPOOyBaHHSA
Ha niacTaBi cepTudikaty aHasisy HagaHoro BUpo6Hrkom Adl 3a
nokasHukamu «BTpara npy BUCYLLYBaHHI» Ta «3a/nLLKm
PO3YMHHWKIB»; 3MiHWM Il TMNy - nogaHHA oHoBrieHoro DMF Ha gitouy
peyoBuHy UTapabiHy Bif 3aTBepA)KeHoro BupobHuka Asahi Kasei
Finechem Co., Ltd, AnoHis; 3anponoHoBaHo: version 01.3A (26
August 2015)).

BBefeHHs 3MiH NpPoTsiroM 3-x MicsiliB Nic/sA 3aTBepAKEeHHsI

HavyanbHuK YnpaBniHHA dpapMmaleBTUYHOI

OIANBHOCTI Ta AKOCTiI (papmaueBTUYHOT NPOAYKLiT

T.M. IacKOBCbKUu




MEPENIK

AopaTok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

30.11.2018 Ne 2237

NIKAPCbKNX 3ACOBIB (MEANYHMX IMYHOBIO/TONYHNX NPEMNAPATIB), AKUM BIAMOB/IEHO ¥ AEPXXABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH 1O PEECTPALIVNHUX MATEPIANIB
TA OEP)XABHOI'O PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa rliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby
1. AANOPUH TabneTku, BKpUTI YOPNA Mpysis YOPNA TypeuunHa | 3acigaHHs BiamoBuTY y AepXaBHili peecTpauii - peecTpauis Ha 5 pokis
MNIBKOBOIO MEAMLIAH MEALINH HEP Ne 16 sia BigMOBa Ha eTani cnewianizoBaHoi ekcnepTu3n BiAMNOBIAHO [0 BWCHOBKY
060/10HKO0, 10 30 Mr, nrtp ITAY CAH. 13.09.2018 [lenaptamenTy (hapMALEBTIUHOT AiSNbHOCTI:
60 M.r’ no‘3 Taonetku BE TILXK. "Martepiann peecTpaujiiHoro gocbe Mogyna |Il. HAkicTb, npeacTaBneHi y
y 6_”'CTep" 1 a6o 2_ AL, HefoCTaTHbOMY 06CA3i AN MOXJ/IMBOCTI 3p06UTM BMOTMBOBAHMWIA BUCHOBOK
Gnictepu 8 kopooL LL,OA0 AKOCTi FTOTOBOTO JliKapCbKOro 3acoby"
2. IHCYKOMB TabneTku, BKpUTI YOPNA Mpysis Inko Inay CaH. | TypeuyumHa | 3acigaHHs BiamoBuTY y AepXaBHili peecTpauii - peecTpauis Ha 5 pokis
MNIBKOBOIO MEALIH Be Timk. ALL. HEP Ne 16 sig BigMOBa Ha eTani cnewianizoBaHoi ekcnepTu3n BiAMNOBIOHO [0 BWCHOBKY
o6onoikoio 500 A 13.09.2018 [enaptameHTy hapmaLeBTUYHOI AisnbHOCTI: "Matepiann peecTpauiiHoro
mr/2,5 wr a6o 500 [0cbe 3 XiMiYHOI, chapmaleBTUYHOT Ta 6ioNoriyHoi JoKyMeHTauii (MaTepianu
mr/5 mr Ne30 (15x2), LWoAo SKOCTI fikapcbkoro 3acoby) He BignosigalTs Bumoram [opsaky
Ng§0 (15x4) y NPOBEfEHHA eKCnepTu3n MaTtepiasis Ha Nikapcbki 3aco6y, L0 NOAAKTLCA Ha
Gnictepax JepXxaBHy peecTpauitio (nepepeecTpauiio), a Takox ekcnepTusn matepianis
NMpOo BHECEHHS 3MiH [0 peecTpauiiHix MmaTepianiiB  npotarom  Aji
peecTpauiiiHoro NoceiAYeHHs, 3aTBepAXeHoro Hakazom MO3 YkpaiHn Ne 426
Bif 26.08.2005 (y pepakuii Hakasy Ne 460 Big 23.07.2015)"
3. OPHIAAP B/IB pO34MH ANa iHdysili AHaHTa Benuvka €sponaliic IHAisa 3acifaHHs BiamoBuUTY y AepXaBHili peecTpaLuii - peecTpauisi Ha 5 pokis
500 MF/lOOUMﬂ o 100 Mepikeap Bpurakia Xentkeap HEP N 16 sia BiAMOBa Ha eTani cneujiasi3oBaHoi eKkcnepTu3n BIAMOBIAHO [0 BUCHOBKY
M7y KoHTenHepax Ne ita. Met. /ITa, 13.09.2018 [JenaptameHTy hbapmaLeBTUYHOI AisnbHOCTI: "Matepiann peecTpauiiHoro
1 [oCbe 3 XiMiYHOI, dhapMaLeBTUYHOT Ta 6i0N0riYHOT foKyMeHTaLii (MaTepianu
LoA0 SKOCTI Jlikapcbkoro 3acoby) He BignosigalTb Bumoram [lopsaky
NPOBeAEHHS eKcrnepTu3n Matepianis Ha fikapcbki 3acobu, Lo noAalTbesa Ha
JepXxaBHy peecTpauitio (nepepeecTpauiio), a Takox ekcnepTusn martepianis
Npo BHECEHHSI 3MiH [0 peecTpauiliHix MmaTepianiB  npotarom  Aji
peecTpauiiiHOro NocBigueHHs, 3aTBepAKeHoro Hakazom MO3 YkpaiHu Ned26
Bif 26.08.2005 y pepakuii Haka3y Big 23.07.15 Ne 460"
4. MANANOP Kpanni opasibHi no 20 TOB "Epcenb YkpaiHa diTodhapm Monbwa 3acigaHHs BiagmMOBUTY y 3aTBEePAKEHHI - BUNPAB/IEHHS TEXHIYHOI NOMUIKU Y MeTohax
M/ Y KOHTeliHepi 3 Papma KneHka C.A. HTP Ne 40 Bif, | KOHT poso SIKOCTi, fika 6yna fonyleHa npu peectpauii /1ikapcbKoro 3acooby,
KpanesbHuLero Ta YkpaiHa" 25.10.2018 npy nepeHeceHHi iHopmaLii 3 maTepiasiB peecTpauiiHoro focbe (po3gin
KpuLLKoto; Mo 1 3.2.5.2.1 ta 3.2.P.3.1), y Ha3Bi BupobHuka /13 Ta BMpo6HuKa AdI, i B agpeci




CKNAHOMY (p/1aKOHi,
no 1 donakoHy y
KapTOHHIA Kopoo6Li

141 ITponoBxeHHs fofaTka 4
Ne Ha3ssa ®dopma sunycky 3asasHUK KpaiHa Bupo6HuK KpaiHa rliocmasa lMpoyedypa
n/n NiKapcbKo20
3acoby
KOHTeliHepy B nauui 3 BMPOOHUYOI AiNbHULi Y nepeknagi 3 MOMbCbKOi, aHr/iicbkolo MOBOK 6y/10
KapToHY 3a3HavyeHo «Klenka» 3amicTb «Kleka», 3a3HauyeHe BuMNpaBneHHA He
BiANOBiAae MaTepianaMm peecTpauiiiHOro AOCbe siki NpeAcTassieHi B apxisi. B
maTtepianax peectpauiiHoro gocbe (Mogynb 1: peectpauiiiHa dopma, GMP,
po3ginn 3.2.S.2.1 1a 3.2.P.3.1 i T.4.) 3a3Ha4eHo: «Klenkax»
5. TPUACYINbb NOpOLUOK AN Oxoa Imnekc IHais HiTiH IHais 3acigaHHs BiamMoBUTY y AepXaBHili peecTpauii - peecTpauisi Ha 5 pokis
npuroTysBaHHsa NalidhcaeHces HEP Ne 16 . . L . . .
. - . BiAMOBa Ha eTani cnewjiasii3oBaHOi eKcnepTu3v BIiAMOBIAGHO [0 BWCHOBKY
PO3UMHY ANA IH'ekuii fa. BlA [JenaptameHTy hapmaueBTUYHOI AisnbHOCT: «Matepiasim peecTpauiiiHoro
nol5r(@r/05r)y 13.09.2018

[OCbE 3 XiMiYHOI, chapmaueBTUYHOT Ta 6ioNoriYHoI JoKyMeHTauil (MaTepianu
LWoA0 SKOCTI fikapcbkoro 3acoby) He BignosigalwTs Bumoram [lopsaky
NPOBefEHHS eKcnepTu3n Martepianis Ha fikapcbki 3acobu, Lo nogatnTbes Ha
JepXxaBHy peecTpauitio (nepepeecTpauiio), a Takox ekcnepTusu matepianis
NPO BHECEHHA 3MiH [0 peecTpauiiiHux MartepianiB  npoTarom Al
peecTpauiiiHoro NocBif4eHHs, 3aTBepAKeHOro HakazoM MO3 YkpaiHu Ned26
Bif 26.08.2005 3i 3MiHamMu»

HavyanbHuK YnpasniHHA papmaueBTUYHOT

[IANBLHOCTI Ta AKOCTI (hapmaueBTUYHOI NPOAYKLiT

T.M. NIacKkoBCbKUu
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