MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

25 mororo 2023 poky Ne 388

IIpo jgepkaBHY peecTpariiio (mepepeecTpariiio) JKapCbKHX 3aco0iB (MegHUYHHX
iMyHOOio/ToTiUHKX MpenapaTiB) Ta BHeCeHHA 3MiH /I0 peecTpaLiiHUX MaTepiaiiB

BiamosigHo o craTTi 9 3akoHy YKpainu «IIpo mikapceKi 3aco0m», MyHKTIB 5,
7, 10 Tlopsaky [mep)kaBHOI peecTpariii (miepepeecTpaiiii) JliKapCbKHUX 3acobiB,
3aTBep/pKeHOro 1moctaHoBoro Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376, ab3aiy aABafliTh ChOMOTO IMAMYHKTY 12 myHKTy 4 IlonokeHHS TIpO
MiHicTepcTBO 0XOpPOHHU 370pOB’sl YKpaiHU, 3aTBep)KeHOro MocTaHoBoo KabiHery
MinictpiB Ykpainu Big 25 6epe3ns 2015 poky Ne 267 (B pepakiiii 1moctaHOBU
KabGinety MinictpiB Ykpainu Big 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/bTaTiB eKCIepTU3X peecTpalliiHUX MarepiaiiB JiKapCchbKUX 3aco0iB (MeauUHUX
iMyHoOionoriuHuxX  mpemapartiB), 1[0 TOJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHeCEHHs 3MiH /10 peecTpalliiHUX MaTepiasiB, MpOBe/eHUX
[ep>kaBHAM TIANPUEMCTBOM  «Jlep)KaBHUM eKCrepTHUKM LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHCHOBKIB 11070 eheKTUBHOCTi, Oe3reuyHoCTi Ta
AKOCTI, WJOAO0 €KCIIepTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECeHHS1 3MiH [0 peeCTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (mepepeecTpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCcTpalliiHiX MaTepiasis,

HAKA3YIO:

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

2. [lepepeecTpyBaTH Ta BHECTH /10 Jlep>kKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
Ykpainu fikapcbki 3acobu (MeauuHi imyHoOiosioriuHi TperapaTHl) 3TifHO 3
JIOJaTKOM 2.
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3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy
nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

4. dapmareBTHUHOMY ympabiinHio (Osekcanap [I'pitjeHKo) 3abe3meunTtu
OTIPU/TFOJHEHHSI 1[bOTO Haka3dy Ha odiliiiHOMy BeOcaiiti MiHicTepcTBa 0XOpOHU

310pOB’d YKpaiHu.

KOHTpO]’Ib 3d BUKOHAHHSAM LbOI'O HAKA3Y 3d/IMIIAI0 3d coboro.

MiHuicTp BikTop JISAIIIKO



IIEPEJIIK
3APEECTPOBAHUX JITIKAPCBKUX 3ACOBIB (MEJNYHNX IMYHOBIOJIOTTYHUX ITPEITAPATIB), SIKI
BHOCSATBHCS /10 AEPXKABHOI'O PEECTPY JIIKAPCHKHMX 3ACOBIB YKPAIHU

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

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Bif, 25 ntotoro 2023 poky Ne 388

no 1 crpunyy
KapTOHHIiA navui

Haka3zom MiHicTepcTBa OXOPOHU
3710pOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuuii Ykpainm 29

Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayjiliHo2o
3acoby ynakoska) nocsioYyeHHs1
1. L-ANTb®A- pigvHa (cybcTaHuis) y TOB "TK YkpaiHa L3AHCY Kutai peecTpauisi Ha 5 pokis - He UA/19896/01/01
FAILEPO®OC®O | nakeTax NOTPiliHMX "ABPOPA" BEVIKIAA niossieae
PN XONIH noslieTuIeHoBuxX gns PAPMACBIOTIK
(XonHy thapmaueBTUYHOro AN KO., NTA.
ANb®OCLIEPAT) | 3acTocyBaHHSA
2, BIAPIH pO3unH ANs iHgysil, TOB "3 YkpaiHa TOB "3 YkpaiHa peecTpauist Ha 5 pokis 3a He UA/19897/01/01
42 mr/mn no 100 mny "BIO®APMA" "BIODPAPMA" MepioAnYHICTb NOAAHHS PErynsapHO peyenmom niossieae
nNacTyKoBOMY MakeTi; OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
no 1 nakeTty y nauuj 3 BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
KapTOHY dhapmakoHarnsgy, 3aTsepxeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuLii YkpaiHu 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa
OXOPOHY 340pPOB's YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavyeHVMK y NepiogNYHOCTI
NOAAaHHA PerynsipHuX 3BiTiB 3
6e3neku.
3. FMHOMAKC Xn cynosuTopii 3eHTiBa, K.C. Yecbka EKCENTIC I1AY TypeyuunHa peecTpaduis Ha 5 poki 3a He UA/19898/01/01
BariHasbHi, 0,2 /0,3 Pecny6nika CAHAI BE MepioAnYHICTb MOAAHHST PErYNISAPHO peyenmom nidnsieae
r/0,1r;no 3 TIOXKAPET OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku,
BariHasIbHUX AHOHIM BiZiNOBIAHO A0 MopsAKY 34iACHEHHS
cynosuTopil y cTpumi; LUIPKETI hapmakoHarnsigy, 3aTtBepaKeHoro
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3HavYeHVMU Y NepioanyYHOCTI
NOAAHHSA PerynsipHNX 3BiTiB 3
6e3neku.
4, XXO3Eryg® TabneTkn, BKPUTI AT YkpaiHa KOHTPOb cepil Ykpaina/ peecTpauis Ha 5 poki 3a He UA/19899/01/01
N/1iBKOBOIO "KNIBCbKWI Ta BUNycK cepil: Icnanis MepiognyHICTb NOAAHHSA PerynsipHo peyenmom nionsizae
060/10HKO10, M0 3 BITAMIHHUIA AT OHOB/IOBAHOrO 3BiTY 3 6e3neku,
mr/0,02 wmr; no 28 3ABOJ" "KUIBCbKWM BiANOBIAHO [0 MopsAKY 3A4iiCHEeHHs
Tabnetok (24 BITAMIHHWIA thapmakoHarnsgy, 3aTBepAKeHoro
TabneTkn poXxeBoro 3ABOL", Haka3zom MiHicTepcTBa OXOPOHU
Konbopy Ta 4 YKpaiHa,; 300pOB’A YKpaiHu Big, 27 rpygHs
Tabnetkn (nnauebo) BVPOGHMLTBO 2006 poky Ne 898, 3apeecTpoBaHOro
6inoro konbopy) y Hepo3dhacoBaHo B MiHicTepcTBi toCcTuLi YkpaiHu 29
6nicTepi, no 1 T npoAykuji, ciuHsa 2007 poky 3a Ne 73/13340 (y
6nicTepy y nauui nepBuHHa Ta pefakuii Hakasy MiHicTepcTBa
BTOpPUHHA OXOPOHY 30POB'A YKpaiHu Big, 26
ynakoBKa, BepecHsi 2016 poky Ne 996),
KOHTpO/b cepii CTaHOBUTb: 3riHO 3i CTpoKamu,
Ta BMNYCK cepil: 3a3HavyeHVMK y NepioanNyYHOCTI
CiHgea ®apwma, NOAAHHA PerynspHuX 3BiTiB 3
C.J/1., Icnanisa 6e3neku.
5. IBYNPO®EH- TabneTkn, BKPUTI TOB «TeBa YkpaiHa Mepkne 'vbX, HimeuunHa peecTpauis Ha 5 pokiB 3a He UA/19900/01/01
TEBA NNiBKOBOO YkpaiHa» HimeuyunHa MepioAnYHICTb NOAAHHS PErynsapHO peyenmom nionsi2ae
060/10HKO10, 200 Mr; (BMPOGHMLTBO OHOB/IOBAHOrO 3BiTY 3 6e3neku,
no 10 Tabnetok y Hepo3acosaHo BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
6nicTepi; no 2 T npoayKu,i; hapmakoHarnsgy, 3aTBepaKeHoro
6nicTepy B KAPTOHHii nepBrHHa Ta Haka3zom MiHicTepcTBa OXOPOHU
KopoobLi BTOPUHHA 300pOB’A YKpaiHu Big, 27 rpyaHs
ynakoBKa, 2006 poky Ne 898, 3apeecTpoBaHOro
KOHTPO/b cepil, B MiHicTepcTBi toCcTuLii YkpaiHu 29
[03BiN Ha ciuHs 2007 poky 3a Ne 73/13340 (y
BUNYyCK cepii); pepakuii Hakasy MiHicTepcTBa
TpaHcdapm OXOPOHY 34,0pPO0B's YKpaiHu Big, 26
NoricTik TM6X, BepecHsi 2016 poky Ne 996),
HimeuyunHa CTaHOBUTb: 3rigHO 3i CTpOKamu,
(BTOpUHHA 3a3HavyeHVMK y NepiognNyHOCTI
ynakoBka) NOAAaHHA PerynsipHuX 3BiTiB 3
6e3neku.
6. IBYNMPO®EH- TabneTkun, BKPUTI TOB «TeBa YkpaiHa Mepkne M'v6X, Himeuunna PeecTpadjis Ha 5 pokis 3a He UA/19900/01/02
TEBA ®OPTE NAiBKOBOIO YkpaiHa» HimeuunHa MepioAnYHICTb MOAAHHST PErYNISAPHO peyenmom nidnsieae
060110HKO0, 400 Mr; (BMPOGHULTBO OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
no 10 TabneTok y Hepo3acosaHo BiZiNOBIAHO A0 MopsAKY 34iACHEHHS
6nictepi; mo 1 I mpoAyKu,ii; hapmakoHarsgy, 3aTBepakeHoro
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nakyBaHHs Ta
BUNYCK cepil):
AHCCEH-

OXOPOHY 30POB'A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTPOKamu,

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
6nicTepy B KapTOHHIl nepBuHHa Ta Haka3oMm MiHicTepcTBa OXOPOHM
Kopobui BTOPWHHA 3[10pOB’A YKpaiHu Bif 27 rpyaHs
yNakoBKa, 2006 poky Ne 898, 3apeecTpoBaHOro
KOHTpPO/b cepii, B MiHicTepcTBi tocTuuii Ykpainm 29
[03BiN Ha ciuHa 2007 poky 3a Ne 73/13340 (y
BUNYCK cepil); pegfakuii Hakasy MiHicTepcTBa
TpaHcdapm OXOPOHU 340POB's YKpaiHu Big, 26
NoricTik TM6X, BepecHst 2016 poky Ne 996),
HimeuyunHa CTaHOBUTb: 3rigHO 3i CTPOKamMm,
(BTOPMHHA 3a3Ha4YeHVMU Y NepioanNYHOCTI
ynakoBka) noJaHHsA perynspHux 3BiTiB 3
6e3neku.
7. IBYMPO®EHY MOPOLLIOK (Cy6CTaHLis) TOB "TK YkpaiHa BAC® CLWA PeecTpauis Ha 5 pokiB - He UA/19909/01/01
HATPIO y nakeTax noAgiiHmx "Apopa" KopnopeiiLuH nionsieae
ANTIAPAT noslieTuIeHoBuxX gns
dhapmaLieBTU4YHOro
3aCTOCYyBaHHSA
8. I13IPPI® MOPOLLIOK AN AT "®apmak” YkpaiHa BMPOGHMLITBO, pevyis peecTpauis Ha 5 pokis 3a He UA/19901/01/01
iHransujin, no3oBaHwiA, nepBrHHe Ta MepioAnYHICTb NOAAHHS PErynsapHO peyenmom niossieae
no 10 mkr/po3a; no 1 BTOPVIHHE OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
[o03i B 6nictepi; no 30 nakyBaHHs, BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
6nicTtepiB y KOHTPO/1b SIKOCTI, hapmakoHarnsgy, 3aTBepaKeHoro
iHransyjinHomy BUNYyCK cepii Haka3zom MiHicTepcTBa OXOPOHU
npUcTpoi nikapcbKkoro 300pOB’A YKpaiHu Big, 27 rpyaHs
Ennenxanep®; no 1 3acoby: 2006 poky Ne 898, 3apeecTpoBaHOro
NPUCTPOIO B NakeTi; No EnneH B MiHicTepcTBi toCcTuLii YkpaiHu 29
1 nakeTy y KapTOHHiii dapmachbloTikan ciuHsa 2007 poky 3a Ne 73/13340 (y
Kopoobui Ko., IHk., peuis pepakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0pPO0B's YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavyeHVMK y NepiognNyHOCTI
NOAAaHHA PerynsipHuX 3BiTiB 3
6e3neku.
9. IMOAIlYM®A4YO Tabnetku, no 6 MakHin AHrnis BMPOBHULTBO 3a PpaHuia/ peecTpaduis Ha 5 poki 6e3 nionsieae UA/19902/01/01
TabneTtok y 6nictepi, Mpopaktc NMOBHVM LMK/TOM ITanis/ MepioAnYHICTb MOAAHHST PErYNISAPHO peyenma
no 1 6nictepy B Nimitep (BUpPOBHMLTBO IHais OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku,
KapTOHHIiA navui roToBof BiZiNOBIAHO A0 MopsAKY 34iACHEHHS
nikapcbKoT thapmakoHarnsgy, 3aTBepiKeHoro
hopmu, Haka3zom MiHicTepcTBa OXOPOHU
KOHTPO/Ib AKOCTI 370pOB’A YKpaiHu Bif, 27 rpyaHs
roToBOI 2006 poky Ne 898, 3apeecTpoBaHOro
nikapcbKoi B MiHicTepcTBi toCcTuLii YKpaiHu 29
hopmu, ciuHg 2007 poky 3a Ne 73/13340 (y
nepBrHHE peaakuii Hakaly MiHicTepcTBa
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
CINATI, ®paHuis 3a3Ha4YeHVIMU y NepioanNYHOCTI
(KOHTpO/b noJaHHsA perynspHux 3BiTiB 3
AKOCTI): 6esneku.
AHcceH Cinar
C.N.A., lTanisa
KOHTPO/Ib AKOCTI
(Tinbkn
TecTyBaHHS
cTabinbHoCTI):
LDKOHCOH i
JPKOHCOH
Mpaiiart /T4,
IHais
10. MEPOMNEHEM 3 MOPOLLIOK (Cy6CTaHLis) My6niuHe YkpaiHa LaHaoHr Kutaw peecTpauist Ha 5 pokis - He UA/19903/01/01
HATPIIO y a/1IlOMiHIEBMX akujioHepHe EHXOHT nionsizae
KAPBOHATOM 6igoHax ans TOBapucTBO dapmacbloTikan
thapmavLeBTUYHOro "HaykoBo- Ko., N4,
3acTocyBaHHS BMPOGHUUNIA
LieHTp
"BopLiariscbkuii
XiMiKO-
hapmMaueBTUYHN
 3asog”
11. MIKATIIO® niodpinizat ana EnEnCi Ipy3ia K.T. POM®APM PyMmyHis PeecTtpauis Ha 5 pokis 3a He UA/19904/01/02
POM®APM NpuUroTyBaHHsA Pomdpapm KOMIAHI MepioAnyHICTb NOAAHHS PErynsapHO peyernmom nidnsieae
KOHLieHTpaTy Ans KomnaHi C.P.N. OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
NpUroTyBaHHA Ixopmxusa BiZiNOBIAHO A0 MopsAKy 34iACHEHHS
po3unHy ANns iHdysil hapmakoHarnsgy, 3aTBepaxeHoro
no 100 mr, no 1 Haka3zom MiHicTepcTBa OXOPOHU
(h/1aKOHY B KapTOHHii 3[10pOB’A YKpaiHu Bif 27 rpyaHs
nauui 2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi toCTuLi YKpaiHu 29
ciuHg 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHW 3,0POB'A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMMm,
3a3HavyeHVMK y NepiognNyYHOCTI
nofaHHsA perynsipHux 3BiTiB 3
6e3neku.
12. MIKANIO® niodpinizat ana EnEnCi Ipysia K.T. POM®APM PyMyHis PeecTtpauisa Ha 5 pokis 3a He UA/19904/01/01
POM®APM npuroTyBaHHA Pomdpapm KOMIAHI MepioAnyHICTb NOAAHHS PErynsapHoO peyernmom nionsieae
KOHLieHTpaty Ans KomnaHi C.P.J. OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
NPUroTyBaHHA Ixopmxusa BiZiNOBIAHO A0 MopsAAKY 34iACHEHHS

PO34nHy ANs iHdy3iit
no 50 mr, mo 1

thapmMakoHarnsgy, 3aTBepAXXeHoro
Hakazom MiHiCTepcTBa OXOPOHM
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs1

th/1aKOHY B KapTOHHii
nauui

300pOB’A YKpaiHu Big 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi toCcTuLii YkpaiHm 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB's YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3HavYeHVMU y NepioanyYHOCTI
NOAAHHSA PerynsipHNX 3BiTiB 3
6e3neku.

13.

MOHTENYKACT-
IHTENI

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKO10, No 10 wmr,
no 7 Tabnetok y
6nictepi, no 4
6nicTepy y KapTOHHiIl
Kopobu,i

3AT «IHTENI
FEHEPUKC
HOPO»

NntBa

NTABOPATOPIO
C HOPMOH,
C.A.

IcnaHis

PeecTtpauis Ha 5 pokis
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTsepkeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi toCcTuLi YkpaiHu 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHY 30POB's YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HavyeHVMuK y NepioanNyYHOCTI
NOAAHHA PerynsipHMX 3BiTiB 3
6e3neku.

3a
peyerimom

He
niossieae

UA/19905/01/01

14.

MAHTOMPA3ON

MOPOLLOK A5 PO3YNHY
Ans iH'ekuiii no 40,0
mr; no 1 donakoHy a6o
10 dpnakoHis B
KapTOHHIl KopoobLi

M.BIOTEK
NIMITES

Benuka
BputaHis

XaiHaHb Moni
®apm Ko., /T4,

Kutaii

PeecTtpauis Ha 5 pokis
MepioanyHICTb NOAAHHSA PerynspHo
OHOBJ/IKOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKY 34iACHEHHS
hapmakoHarnsgy, 3aTBepakeHoro
Haka3zom MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi toCTULi YKpaiHu 29
ciuHg 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHW 3,0POB'A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamMm,
3a3HavyeHVMuK y NepiognNyYHOCTI
nofaHHsA perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nidnsieae

UA/19906/01/01

15.

CUTArNINTUHY
DOCDATY
MOHOrIAPAT

NOPOLLIOK
KpucTaniuHuii
(cybeTaHuis) y

AT
"KI/I'I'BCbKI/II/IV
BITAMIHHNI

YKpaiHa

Pyaiien Xek
®apm Ko., /ta.

Kutaii

peecTtpaduis Ha 5 pokiB

He
nionsieae

UA/19907/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
NoABINHMX 3ABOL"
nonieTnIeHoBuUxX
nakeTtax gns
dhapmaLieBTU4YHOro
3aCTOCYBaHHSA
16. ®TYCTUH Tabnetkn no 20 mr; no | BIB TAW® /11N IHais Bisimeg Jlabc IHais peecTpauis Ha 5 poki 3a He UA/19908/01/01
10 TabneTok y nrp MepiognyHICTb NOAAHHSA PerynsipHo peyenmom nionsizae
6nictepi; no 1 OHOB/IOBAHOrO 3BiTY 3 6e3neku,
6nicTepy y KapTOHHii BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
Kopobui thapmakoHarnagy, 3aTBepAKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi toCcTuLi YkpaiHu 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHY 30POB's YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKamu,
3a3HavyeHVMK y NepiognyHOCTI
NOAAHHA PerynspHuX 3BiTiB 3
6e3neku.
B.o. HauaIbHUKA
®dapmaleBTUYHOI0 yIpaB/IiHHA Onekcanap I'PINEHKO




IIEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKUX 3ACOBIB (MEJUYHNX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI

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

Big 25 moToro 2023 poky Ne 388

BHOCSATBHCS /10 AEPXKABHOI'O PEECTPY JIIKAPCHKUX 3ACOBIB YKPATHUA

no 1 pnakony y
KapTOHHI Kopo6Lyi

lneap CaiteHcus
AlieneHg tOC,
Ipnangis;
(B1pOGHMLTBO,
nepBUHHA YMakoBKa,
BTOPWHHA yNakKoBKa,
KOHTPO/b cepii)
MaTteoH IHK.,
KaHaga; (BTOpyHHA
ynakoBka) lneag
CalvieHcus, IHk.,
CUWA; (KoHTpONb
cepii) Fneag
CalvieHcus, IHk.,
CLUWA; (KoHTpOb
cepii) €spodhiHc
NaHkacTep
Nab6opaTtopis, IHK.,
CLUA,; (BTOpUHHA

MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y posginax
"Oco6/1MBOCTI 3aCTOCYBaHHA" Ta
"Mo6iuHi peakuii" BigNoBigHO A0
mMarepianis peecTpaujiiiHoro
[l0CbE.
MepiognyHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANoBigHO A0 Mopsaky
3fjiicHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oM
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainm 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHY 30pOB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),

Ne HasBsa snikapcbKo20 dopma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHsA peecmpayjitiHo2o
ynakoska) nocBi0O4Y€eHHs1
1. BEH/TA®AKCUHY NopoLLOK ToBapucTBo 3 YkpaiHa KALINA IHais MepepeecTpaLis Ha HeObMeXeHUI - He UA/16613/01/01
rigpoxnoprung (cybeTaHuis) y 06MexeHoto PAPMACBIOTIKAN TEPMIH nionszae
NoABINHMX BiANOBIAA/IbHICTIO CNTA.
nosnieTnIeHoBuxX "XapkiBcbke
naketax Ans hapmaueBTUyHe
thapmaueBTUYHOro niANpMEMCTBO
3aCcToCyBaHHA "340poB'a
Hapoay"”
2. FEHBOA® TabneTku, BKPUTI lneap CaiieHcus IpnaHgis (Bunyck cepii, Ipnangis/ MepepeecTpauis Ha HeobMeXeHUI 3a He UA/16530/01/01
nAiBKOBOIO AlieneHg nepBrHHA yNakoBkKa, Kanaga/ TepmiH. OHOB/IEHO iHhopMallito 3 peyenmom nidnsieae
o6onoHkoto no 30 AHnimiTeg, BTOPUHHA YNaKoBKa, CLIA 6e3nekn 3acTocyBaHHS fjto4oi
TabneTok y h1akoHi; KomnaHi KOHTPO/b cepir) peyoBUHM B IHCTPYKLIT 415
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y thnakoHi; no 1
thnakoHy pasom 3
[03Y0UnM
NPUCTPOEM Y
KOpOoO6L 3 KAPTOHY

iHchopmawuii 3 6e3nekn
3acTOCyBaHHSA Aitloyoi Ta
[OMOMDKHNX PEYOBVH.
MepiognyHICTb NogaHHSA
perynsapHoO OHOB/IHOBAHOIO 3BITY 3
6e3neku, BignosigHo Ao Mopagky

Ne Ha3sBsa nikapcbko2o ®opma surnycky 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsioyeHHs1
ynakoBka) MinmayHT CTaHOBWTb: 3riAHO 3i CTpOKamu,
Xenckea /114., 3a3HaYeHMK y NepiognyHOCTI
Ipnangis; (BTopMHHA NOAAHHSA PerynsapHuX 3BiTis 3
ynakoBka) 6esneku.
AHOepcoHBpPEeKoH,
IHK., CLLIA
3. METALOH-3H PO34unH opasibHUA, 1 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa MepepeecTpavis Ha HeobMeXeHUi 3a He UA/13189/01/01
mr/mn; no 200 mn 06MeXeHo 06MeXeHo TepMiH peyenmom niosnsieae
a6o no 1000 mny BiANOBIAA/LHICTIO BiANOBIA&LHICTIO OHoBEHO iHhopMmaLito B
thnakoHax pa3om 3 "XapkiBcbke "XapkiBcbke IHCTPYKUIiT AN MeguyHoro
BignoBigHOW hapmaueBTuyHe hapmaLeBTUyHE 3acTocyBaHHSA NikapcbKoro 3acoby
KiNIbKICTIO [O3YHOUNX nignpueMCcTBo nignpveMCTBO y po3ginax "OcobnnBocTi
npucTpois; no 200 "3a0poB'a "3p0poB'sa Hapoay" 3actocyBaHHs", "Mo6iuHi peakwi
M1 a6o no 1000 mn Hapoay" BifNOBIAHO 1O OHOB/IEHOT
y thnakoHi; no 1 iHdhopmauii 3 6e3nekn
dhnakoHy pasom 3 3acTocyBaHHS fjtoyoi Ta
[03YH0UNM [OMOMIKHUX PEYOBWH.
NPUCTPOEM Y MepiognyHicTb NogaHHA
KOpo6Lli 3 KapTOHY perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANoBigHO A0 Mopsaky
3fiicHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oM
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainm 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHY 30pOB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3riAHO 3i CTPOKamu,
3a3HavyeHVMK Y NepiognyHoCTI
NOAAHHS PerynsipHuX 3BiTis 3
6e3neku
4. METAAOH-3H PO34YunH opasibHUA, 5 ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa MepepeecTpauis Ha HeobMeXeHUI 3a He UA/13189/01/02
mr/mn no 200 mn 06MEXEHO 06MEXeHo TepMiH peuyenmom nidnsieae
abo no 1000 mny Bi4nNoBIAA/IbHICTIO Bi4NoOBiAA/IbHICTIO OHOB/IeHO iHhopMaLiio B
hnakoHax pa3om 3 "XapkiBcbke "XapkiBcbke IHCTPYKLUIT ANA MeanyHoro
BiANOBIAHOO hapmaueBTuyHe hapmaueBTuyHe 3aCTOCyBaHHS NiKapCcbKoro 3acoby
KiNbKICTIO [03YH0UNX nigNpPUeEMCTBO nigNpPUeEMCTBO y po3ginax "OcobnnBocTi
npucTpois; no 200 "340poB'a "340poB'sa Hapoay" 3acTocyBaHHA", "lMo6iuHI peakuii”
M1 a6o no 1000 mn Hapogay" BiANOBIAHO A0 OHOBNEHOI
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Ne Ha3sBsa nikapcbko2o ®opma surnycky 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsioyeHHs1
3[jificHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHW 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpaiHu 29
ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B's YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUWTb: 3riHO 3i CTpoKamu,
3a3Ha4YeHVMU y NepioanNYHOCTI
NOAAHHS PerynsipHuX 3BiTiB 3
6e3neku
5. CEBO®/TYPAH pignHa (cybetaHuis) | TOB "HOpis-®apm” YkpaiHa FAHrcy XeHrpyi Kutaii MepepeecTpayis Ha HEOOMEXeHWI - He UA/16945/01/01
Y KOHTellHepax 3 megiciHc Ko., Nitg, TepMiH nionsizae
Hepxasitoyoi cTani
ans
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
6. YPCOAEOKCUXON | nopoLuok TOB "®APMEKC YkpaiHa CunuyaHb Ceni Kutaw MepepeecTpavis Ha HeobMeXxeHui - He UA/16980/01/01
IEBA KUCNOTA (cybcTaHuis) y reyn PapmacbloTUkan TepMiH niosnsieae
noagiliHmnx Ko., NiTa,.
nonieTuIeHoBNX
nakeTtax B
KapTOHHUX
6apabaHax ans
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA

B.0o. HAaUaJIbHUKA
dapmaLeBTUUHOrO ynpaBniHHA

Onekcanap I'PINEHKO




ITEPEJIIK

Aopatok 3

[0 Hakaly MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «po aepxaBHY
peecTpauito (nepepeecTpauito)
NiKapcbKnxX 3aco6iB (MeanYHUX
iMyHOGionoriyHMXx npenaparis) Ta
BHECEHHSA 3MiH 0 peecTpavliiiHux

MaTepianie»

Big 25 moToro 2023 poky Ne 388

JIIKAPCBKMX 3ACOBIB (MEJUUYHMX IMYHOBIOJ/IOTTYHUX IMPEIMAPATIB), II[O/0 AKX BYJIM BHECEHI
3MIHMU 10 PEECTPAIIIMHIX MATEPIAJIIB, IKI BHOCATBHCS 10 JEPJKABHOI'O PEECTPY JIIKAPCHEKUX
3ACOBIB YKPAIHU

cepiil roToBOro

BHeCeHHs He3HauHKX 3MiH Y MeToAu BUNPOGYBaHHS, Lo

npoAyKTY: BUKOPVCTOBYIOTbCS /19 KOHTPO/THO AKOCTi MPOMiXHOIO
BCI npoaykty cAC10. 3miHM nNoB’A3aHi 3 MeTofamu 3B’'A3yBaHHS
dapmacbtoTikan ELISA «Binding Elisa» Ta koHUeHTpauji 6inka «Protein
3 C.MN.A,, Itanis Concentration by Gravimetric UV spectroscopy». 3MiHu Il Tuny
Brpo6HMLUTBO - 3MiHu 3 sKocTi. A®l. BUpo6bHMLTBO. 3MiHa BUPOGHMKA
Hepo3giacoBaHO BVXiAHOrO/NPOMIXXHOrO NPOAYKTY/peareHTy, Lo
T npoaykui, BVKOPVCTOBYHOTLCA Y BUPOBHUYOMY npoLeci ADI, abo 3miHa
nepsuHHa BMPOGHUKa (BKKOYatouK, e HeobXigHo, MicLie NpoBeAeHHS
ynakoBKa: KOHTPOsH0 siKocTi) AdI (3a BigcyTHOCTI cepTuddikata
dapesa lNMay 2, BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy
PpaHLis nocbke)(3miHa B AP| 6i0N10riYHOr0 NOXOMKEHHS abo BMXiAHOMY

Ne Hassa dopma sBUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n NlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjitiHo2o
3acoby yrnakoska) nocBi0O4Y€eHHs1
1. ABIPATEPOH | TabneTku, BKpUTI TOB «TeBa Ykpaina TeBa 13painb BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/19660/01/01
-TEBA nNiBKOBOIO YkpaiHa» dapmaveBTikan 3MiHu 3 aKocTi. A®I. KoHTponb A®L. 3miHa y meTogax peyenmom
0600HKot0, Mo 250 IHpgacTpis /174, BMNpo6yBaHHA A®| abo BUXigHOro maTepiasty/npoMikKHOro
mr; no 120 TabneTtok NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
y thnakoHi; no 1 BUPO6HMLUTBA AD| (HE3HAYHI 3MiHW Y 3aTBEpIKEHUX MeTohax
chnakoHy y kopobui BMNPOGYBaHHS) - 3MiHN B MeTO/ji BUNpo6yBaHHs AdI
AbipaTepoHy aueTaTty 3a nokasHvukom «Particle size», a came
OHOB/IEHHSA METOAY MPUroTYBaHHA 3paskiB A/19 BUKOPUCTaHHS
3 3aTBEpAKEHUM NpucTpoemM Malvern 2000, a Takox
JofaTkoBe 3acTocyBaHHsA npucTpoto Malvern 3000 siK
anbTepHaTMBY BUKOPUCTaHHI0 npucTpoto Malvern 2000.
[opatkoBo, B MeTogax KoHTposto A®l Bupob6Huka Sicor Italy
3a nokasHukamm «Assay», «Organic impurities», «Residual
solvent» foaaHa iHpopmauis LWoao cTabilbHOCTI pO34KMHIB
2. AQLETPUC® | nopoLuoK s Takega [anis Bupo6bHMuTBO ITania/ BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/13286/01/01
KOHUeHTpaTy ans dapma A/IC Hepo3gacoBaHO PpaHuis/ 3MiHu 3 aKocTi. A®Il. KoHTposnb A®I. 3MiHa y meTogax peyernmom
po3uuHy ans T npoAyKuji, ITanis/ BMNpobysaHHA A®| abo BUXigHOro matepiasly/npoMiKHOro
iHdpysiii no 50 mr; 1 nepBMHHA ABcTpisi/ npoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MPOLECI
dhakoH 3 NOPOLLKOM ynakoBka, Benuka BUPOGHMLTBA AD| (HE3HAUHI 3MiHW Y 3aTBEpAKEHUX MeToAax
Y KapTOHHi Kopobuj KOHTPO/Ib AKOCTI BputaHis BMMNPOGYBaHHS)
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CTabifIbHOCTI
(mikpobionoriyHa
ynucToTa):
®.XothdmaHH-
Na Pow /1p4,
LLiBeiiuapis;
BMNPOGYBaHHSA
CTabiNbHOCTI,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
Lenbchapm
MinaHo, C.P./N.,

ITanis;
BMNPO6YBaHHA
KOHTPO/O SIKOCTI
(mikpobionoriyHa
ynuctoTta): Jlabop

J1C CE eHp Ko.

cepTuchikaTa BiANOBIAHOCTI EBpONeiichbkil thapmakonei, Lo
BK/IIOUAE Nepiog, MOBTOPHOrO BUMPOGYBaHHS) (Mepiog,
NOBTOPHOro BUNpobysaHHsA/Nepios 36epiraHHs) - 36ibLUEeHHS
abo BBeAiEHHA nepiogy NOBTOPHOro BUNPO6yBaHHs/nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOCMIIKEHb Y PeasTbHOMY
yaci - 36inbLUeHHs nepiogy NOBTOPHOrO BUMNPOGYBaHHSA Aitoyol
PeyvoBUHN anekTuHIby 3 48 micsuis go 60 micauis. BeegeHHs
3MiH NPOTAroM 6-TW MICALIB NicNs 3aTBEPAKEHHS.

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BTOPUHHA marepiani/peareHTi/MPOMiXXHOMY NPOAYKTI, LLIO
ynakoBka, BUKOPVCTOBYIOTbLCS A4/19 BUPOOHMLTBA
[03Bin Ha 6i0/10r4YHOro/iMyHOOrYHOTO Nikapcbkoro 3acoby ) logaBaHHs
BMNYCK Cepil: ainbHuui Takeda Pharmaceuticals USA, Inc., CLUA, B sikoCTi
Oendapm aNbTepHAaTUBHOT AiNIAHKN 47151 BUPOBGHULITBA, KOHTPOJO SKOCTI,
Hosapa C.p.n., BMNPOGYBaHHA CTabiNIbHOCTI Ta KOHTPOSIKO AKOCTI Nif Yac
ITanisa BMPO6HMLTBA (6iOHABaAHTaXEHHSA Ta eHAO0TOKCUHW) ANA
Takena ABCTpis NPOMIXHOro nNpoAykTy cAC10 (npoMixHa Aitoya pevoBuHa
M6X, ABCTpis BpeHTyKCMMaby).
KOHTPO/Tb AKOCTI
cepi:
KosaHc
Na6opatopi3s
NimiTen, Benvika
BputaHis
3. ANEKEH3A® | kancynu TBepgi no TOB «Pouw YkpaiHa BWMYCK Cepii: LBenuapis/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/16997/01/01
150 mr no 8 kancyn YkpaiHa» . XodhpmaHH- ITania/ 3MiHK 3 siKoCTi. FoToBMIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
TBEPAMX Y bnicTepi; Na Pow Nta, HimeuyunHa 3MiHa y TepMiHax NpuaaTHOCTi abo ymoBax 36epiraHHs
no 7 6nictepiB y LLiBeiuapis; rOTOBOrO JliKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
KapTOHHIA nayui, no nepBuHHE Ta NpUAATHOCTI FOTOBOrO NiKapCbKOro 3acoby) - [ns Toprosoi
4 naykn y KapTOHHIN BTOPUHHE yNakoBKK (NiATBEPAKYETLCA AaHVMM PeasibHOro vacy)
Kopobui nakyBaHHs, 36inbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO NiKapCbKOro
BMNPO6YBaHHA 3acoby 3 3 pokiB 4,0 5 pokiB. 3MiHV BHECEHO B IHCTPYKLiO A5
cTabinbHoCTI, MeJ[MYHOro 3aCTOCYBaHHS MiKapCbKOro 3acoby y po3gain
BWMYCK Cepii: «TepMiH NpUAATHOCTI».
. XodhdpmaHH- BBefieHHA 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS.
Na Pow Nta, 3MiHM | TUny - 3MiHKM 3 AkocTi. A®Il. CTabinbHiCcTb. 3MiHa
LLiBeiuapis; nepiofly NOBTOpPHMX BUNpoGyBaHb/nepiody 36epiraHHs abo
BMNPO6YBaHHA ymoB 36epiraHHst A®I (3a BifCyTHOCTI Y 3aTBEP)KEHOMY [0CLE
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Ta 'y KapTOHHii
Kopoobui

reHepuyHuX/ribpuagHMx/6ionogibHNX Nikapcbknx 3acobis nicns
BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA npenapart (3MiHa
He noTpebye HafaHHsA XOAHNX HOBMX [OAATKOBUX AAHMX).
3MiHN BHECEHI A0 IHCTPYKLi 415 MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby y po3ginu "®apmMakosoriyHi BnacTueocTi",
"MpoTunokasaHHs", "B3aeMogis 3 iHLIMMK NiKapCbKuMun
3acobamu Ta iHWi BUAn B3aemogiii”, "OcobamBocCTi

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KI, HimeuunHa,;
BMNPOGYBaHHSA
KOHTPOSO SIKOCTI
(eTnnxnopuga):
EBOHiK
OnepeiwH3
v6X,
HimeuunHa,
BMPOGHMLITBO
Hepo3dacoBaHo
T npoaykui,
BMNPOGYBaHHSA
KOHTPO/0
AKOCTI:
Ekcenna rméxX
eHpa Ko. KT,
HimeuyunHa
4, ANbTABOP Tabnetku no 20 wr; My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/10229/01/01
no 10 TabneTtok y akuioHepHe akuioHepHe 3MiHY Woao 6e3nekn/edpekTUBHOCTI Ta chapmakoHarnsgy (iHwi peyenma
6nicTepi; no 10 TOBapuCTBO TOBapuCTBO 3MiHM) OHOBIEHHS TEKCTY MapKyBaHHS YNakoBKW y 3B'A3KY 3
Tabnetok y 6nictepi; "HaykoBo- "HaykoBo- BUTyYEHHAM iHdhopMaLiil ika HAaHOCUTBCS POCIICbKOK0 MOBOIO
no 2 6nictepun y BUPOBHNYNIG BUPOGHNUNIA Ta BHECEHHS KOPEKTOPCbKMX NPaBOK N0 TEKCTY. YTOUHEHO
nauuij; no 20 a6o 60 LeHTp LeHTp BMKaAEeHHS po3ainis «flogatkosa iHdopmauis. 4l-1.
Tabnetoky "BopLyariBcbk "BopuyariBcbKuii YnakoBka Ta [l-2. MapkyBaHHs» MKH. OHOBIEHHA TEKCTY
KOHTelHepax wii Ximiko- XiMiKo- MapKyBaHHS NepBMHHOT Ta BTOPUHHOT YNakoBKW MikapCbKoro
NNacTUKOBUX 3 hapmavueBTny hapmaLeBTUYHN 3acoby, 30kpemMa BUIyYeHHs iHhopmauil, 3a3HaveHoT
KPULLIKOHO 3 HWiA 3aBoA” 11 3aBOg" pocilicbkoo MOBO. BBefeHHS 3MiH NpOTAroM 6-Tn MicsLiB
KOHTpONEM nepLUoro nicnsa 3aTBepaKeHHs. 3MiHn | Tvny - 3MiHK 3 AkocTi. FoToBwMiA
po3KpUTTA nikapcbkuii 3aci6. CucteMa KoHTenHep/3aKynoproBasibHUI
3aci6. 3miHa nocTavanbHVKa NakyBabHVUX MaTtepianis abo
KOMNIEKTYIOUMX (SKLLO 3a3HAYEHO B AOCHE) (BUYUYEHHS
nocTavasnibHvka) BHeceHHs 3MiH fo posginy 3.2.P.7 Cuctema
KOHTeliHep/3akynopoBa/ibHWiA 3acib, a came-BUTyUYEeHHS
HaliMeHyBaHHs1 NocTayYasibHUKIB NakyBaslbHUX MaTepiasiis,y
3B'A3KY 3 NPUBELEHHAM Y BiANOBIAHICTb A0 EBPONENCHKMX
BUMOT.
5. ANNb®OPT PO34UH AN5 iH KL, [enbTa LWseiiuapi | lgon lnay Jonym | TypeuyumHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/17527/01/01
AEKCA L.B. 50 mr/2 mn; no 2 mn Megiken A CaH. Be Tigx. 3MiHM Woao 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsagy. peyenmom
B amnyni; no 3 abo MpomoyLuH3 A.LL. 3MiHN Y KOPOTKiil XapakTepuCTuLi NikapcbKoro 3acoby, TEKCTi
no 6 amnyn y kacerti Al MapKyBaHHA Ta IHCTPYKLii ANA Me4UYHOro 3aCTOCyBaHHSA
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hi3nKO-XiMiYHWIA
KOHTPONb cepil,
BWMNYCK Cepil:

pe3ynbTaT OLiHKM 3BITY 3 AOCNILKEHb, NPOBEAEHMX BinoBigHO
00 nnaHy negiatpuyHmx gocnimxkers (PIP) (3MiHY y3rogpkeHo 3
KOMMETEHTHVM YNOBHOB&XEHUM OpraHom).

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3acTocyBaHHs", "3acTocyBaHHs y nepiod BaritTHocTi abo
roflyBaHHs rpyaaro”, "34aTHicTb BN/IMBATU Ha LWBUAKICTb
peaxuii Npy kepyBaHHiI aBTOTPaAHCNOPTOM abo iHWMMK
mMexaHismamu", "Cnoci6 3actocyBaHHS Ta fo3un", "MobiyHi
peaxuii” 3rigHo 3 iHthopMaLji€elo Woa0 MeANYHOro
3acTocyBaHHA pedhepeHTHOro nikapcbkoro 3acoby (Arveles®,
PO34uH NS iH'ekuiid, 50 Mr/2 M (B YkpaiHi [JekcanriH® iH'ekT,
PO34UH NS iH'ekyiin/iHdy3iit, 50 Mr/ 2 mn). 3MiHn | TUny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKili XapakTepucTHL, NiKapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS Ha
nigcTasi peryaspHo OHOB/IIOBAHOIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3nekn 3acTocyBaHHSA
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iLKEHb, MPOBEAEHNX BiAMNOBILHO
[0 nnaHy negiatpuyHnx gocnimpkerb (PIP) (3MiHy y3rofkeHo 3
KOMMNETEHTHUM YNOBHOBaXXeHUM opraHom) (B.1.3. (a) I1AHN)
3MiHW BHECEHI A0 IHCTPYKLIT 415 MeANYHOro 3acTocyBaHHSA
nikapcbKoro 3acoby y po3ain "3acTtocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHA rpyAat” BiANoBiAHO 10 OHOBMEHOI
iHchopmawuii 3 6e3neku Aito4oi pevyoBUHN.
6. AMOJAEPM nak Ans Hirtis MNAT YkpaiHa LaHenb Ipnangis BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/15567/01/01
HEO nikyBaibHWi1, 50 "KuiBmegnpen Megikan AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenma
mr/mn; no 2,5Mmny apat” AHnimiTeq MiCL1 MPOBaKEHHS AisANbHOCTI BUPOGHMKa/imnopTepa
thnakoHi; no 1 Komnai rOTOBOrO JlikapCbKoro 3acoby, BK/IYaoUn AiNlbHULL BUMYCKY
hnakoHy pasom i3 cepii abo MicLe NpoBeAeHHS KOHTPOJIO AKOCTI. (HiSNbHICTL, 3a
wnarensaMu gns AIKy Bignosigae BUPO6HUK/IMNIOPTEp, BKIOYAOYM BUMYCK
HaHeCceHHs naky y cepiii). AgMiHiCTpaTBHa 3MiHa HaliMeHyBaHHSA Ta afgpecu
KapTOHHI Kopo6Lyj; BMpo6HUuKa MN3. TepmiH BBeAEHHSA 3MiH NPOTArom 6 MicsiLiB
no25mny nicns 3aTBepKeHHS.
thnakoHi; no 1
hnakoHy pasom i3
nuaoYkaMun ons
HIrTiB, cepBeTkaMm
NS OUMLLEHHA Ta
wnatensMu ans
HaHeCeHHs naky y
KapTOHHI/ KOopooLi
7. AHATPENIA- Kancynv TBepgi no 1 Mictpan AHrnis BMPOGHMLITBO Icnanis/ BHECEHHS 3MiH 40 peecTpavliinHux maTepiasis: 3MiHu | Tuny - 3a UA/19596/01/01
BICTA Mmr; no 100 kancyny Kenitan roToBo| HimeyunHa/ 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
nnswuyi, no 1 MeHeKMeHT nikapcbkoi Yecbka 3MiHa Y KOpPOTKiil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTI
NASWL B KAPTOHHIM Nimiteq hopmu, Pecny6nika MapKyBaHHS Ta IHCTPYKLii A/19 Me4MYHOr0 3aCTOCYBaHHS Ha
KOpo6Li nepBuHHa Ta nifcTasi perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3mneku
BTOPVHHA nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neky 3acTocyBaHHS
yMakoBkKa, nNikapcbKoro 3acoby B nicaspeecTpauiiHuin nepiod, abo sk
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no 10 Tabnetok y
cTpuni; no 2 aéo 10
CTpuNiB y navui 3
KapToOHy

3MiHa y KOpPOTKiil XapaKTepuCTuLj NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT 4151 MeNYHOro 3aCTOCYBaHHA Ha
nigcTasi perysispHo OHOB/IHOBAHOIO 3BIiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepioa, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iLKEHb, MPOBEAEHUX BiAMNOBIAHO
00 nnaxy negiatpuyHux gocnimkerb (PIP) (3MiHY y3rogkeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHVM OPraHoM) - 3MiHU BHECEHO A0
IHCTPYKUIT AN MEeAUYHOrO 3aCTOCYBaHHS NikapcbKoro 3acoby
[0 po3gainiB "OcobmBocTi 3acTocyBaHHs", “M06ivHI peakuii”
Lwoao 6e3neku 3acToCcyBaHHSA Ail0UMX PEYOBUH BifNoBIgHO A0
pekomeHgauin PRAC.
BBefeHHA 3MiH NPOTAToM 6-TW MICALIB NIC/1A 3aTBEPAXEHHS.
CynyTHS 3MiHa
- 3MiHM Wwopao 6esnekn/ethekTUBHOCTI Ta hapmMakoHarnsgy.
BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB BUAaYi
peecTpauiiHoro noceif4eHHs, BKYaroum MNnaH ynpasniHHA
pvi3vKaMu (3acTOCyBaHHS TEKCTY, KW MOTOMXEHWIA 3

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
CiHTOH XicnaHis, 3MiHM BHECEHO B IHCTPYKLilO 415 MEAUYHOTO 3aCTOCYBaHHS
C.J1., IcnaHis; nikapcbKoro 3acoby fo po3ainis "OcobaMBOCTI 3aCTOCyBaHHA"
BTOPVHHE Ta "Cnoci6 3acTocyBaHHS Ta [031" BiANOBIAHO A0 OHOBMEHOI
nakyBaHHs: iHchopmawii Loao 6e3nekn 3acTocyBaHHS Ajit40i peyoBUHU
PotTeHgopd 3rifHO 3 pekoMeHpauieto Health Canada. BBegeHHs 3MiH
dapma 'méX, NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS.
HimeyunHa;
hi3nKO-XiMiYHWIA
KOHTPONb:
KBiHTa-
Ananituka
C.p.o., Yecbka
Pecny6nika
8. AHANbLIH Tabnetku no 500 wr, AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 6e3 UA/8374/01/01
no 10 TabneTok y "Nly6Hndhapm" "Ny6Hnchapm" 3MiHM 3 aKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peyenma
6nictepax; no 10 KOHTelHep/3aKynoptoBasibHWIA 3aci6. 3MiHa po3Mipy ynakoBKu
Tabnetok y 6nictepi, roTOBOro Nikapcbkoro 3acoby (3MiHa KinbKOCTi OaUHULL
no 1 a6o nol0 (Hanpuknag TabneTok, amnyn TOLW0) B YNakoBL;i:) - 3miHa y
6nicTepiB y navui Aianas3oHi 3aTBepAKEHNX PO3MIpIB YMakoBKM - OAAETLCA
[04aTKOBUWIA BUA, ynakoBku: no 10 TabneTok y 6nictepi, no 1
6nicTepy y nayyj 3 BignoBigHMMU 3MiHaMW [0 PO34iny
“YnakoBka” MKA 13, 63 3MiHW NepBMHHOrO NakyBalbHOTO
mMartepiany. 3MiHM BHECEHi B po3/in "YnakoBka" B IHCTPYKLiO
0151 MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y 3B"s3ky 3
BBE/IeHHAM [0AaTKOBUX YNakoBOK, SIK HAC/IfOK -
3aTBEPAKEHHS TEKCTY MapKyBaHHSA [04aTKOBUX YNakoBOK
nikapcbKoro 3acoby. BeefeHHs 3MiH NPOTArom 6-Tn Micsiuis
nicns 3aTBepKeHHs
9. AHOUNAN- Tabnetku no 10 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/10129/01/01
POPTE TabneTok y cTpunax; "MoHchapm" "MoHdpapm" 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyernma
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOMNETEHTHUM OpraHoMm) - 3asiBHUKOM HaiaHO OHOBJIEHWIA
MnaH ynpasniHHA pusnkamu Bepcis 2.0. 3MiHM BHECEHO [0
yacTuH: |l "Cneuuddikauis 3 6esneku”, Il "Mnan 3
thapmakoHarnagy”, V" 3axogu 3 miHiMizauii puswukis", VII
"Nopatkun”, 3rigHo pekomeHpaauii PRAC.
3MiHY | TUny - 3MiHK WoAo 6e3nekn/edeKkTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHSA Ta iHCTPYKUIT ANns
MeAUYHOro 3acToCcyBaHHA Ha nigcTasi perynspHo
OHOBJIIOBAHOTO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo
pocnipkeHb 3 6e3neku 3acToCyBaHHS JlikapcbKoro 3acoby B
nicnsipeecTpawiiinii nepiog, abo sk pe3ynbTar OLiHKK 3BITY 3
AOCNimpKeHb, NPOBeAEeHNX BIANOBIAHO A0 NiaHy nediaTpuyHnx
pocnigpxeHs (PIP) (3MiHY y3roipkeHo 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpraHoMm) - 3MiHVM BHECEHO A0 IHCTpyKLii ans
MeJMNYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby [0 po3Ainis
"Oco6nmBOCTi 3acTocyBaHHS", "T06iuHI peakuii” Wwono
6e3nekn 3acTocyBaHHS [il04MX PEYOBYWH BifnoBigHO A0
pekomeHpauii PRAC. BBeAeHHS 3MiH NpoTArom 6-Tu micsuis
nicns 3aTBepAKeHHs
10. APNOAM® Tabnetku 3 ne ®paHuisa Brpo6HMUTBO, PpaHuia/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/13798/01/01
1,5 MI/10 Ml | mogudchikoBaHUM NABOPATYA KOHTPO/b AKOCTI, Ipnangis 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
BUBINIbHEHHSM, NO P CEPB'E€ nakyBaHHs Ta 3MiHa Y KOpPOTKiil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTI
1,5 mr/10 mr, no 15 BMNYCK cepil: MapKyBaHHS Ta IHCTPYKLii A/19 Me4MYHOr0 3aCTOCYBaHHS Ha
Tabnetok y 6nictepi; Na6opaTopii nigcTaBi peryaisipHoO OHOBJ/THOBAHOIO 3BIiTYy 3 6e3neku
no 2 abo 6 6nictepis Ceps'e nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neky 3acTocyBaHHS
y KOpobLj 3 KapTOHY IHaacTpii, nikapcbKoro 3acoby B micnspeecTpaviliHvin nepiod, abo sk
dpaHLis; pe3ynbTaT OLiHKV 3BITY 3 AOC/iLKEHb, MPOBEAEHUX BiAMNOBIAHO
MakyBaHHA Ta 00 nnaHy negiatpuyHux gocnimxkerb (PIP) (3MiHY y3rompkeHo 3
BUMyCK cepii: KOMMETEHTHVMM YNOBHOB&XEHNM OpraHoMm)
Ceps'e 3MiHM BHECEHO [0 IHCTPYKLT 415 MEeJUYHOrO 3aCTOCYBaHHS
(IpnaHgis) nikapcbKoro 3acoby a0 posginy "MNepenosyBaHHS" BIANOBIAHO
IHgacTpic /Ta, [0 OHOB/EHOI IHGhopMaLLii 3 6e3MeKn 3aCTOCYBaHHS Aito4oTl
IpnaHgjs peyoBUHM (am104MNiH) Nikapcbkoro 3acoby. BBeAeHHS 3MiH
NPOTArom 6-Tu MicALIB NiC/A 3aTBEPAKEHHS.
11. APNOAM® Tabnetkn 3 ne ®paHuisa Na6opaTopii ®paHuia/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/13799/01/01
1,5 Mr/5 MI MoAndpiKoBaHUM NNABOPATYA Ceps'e IHpacTpi, Ipnangis 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
BUBINIbHEHHSM, NO P CEPB'E€ PpaHuis 3MiHa Y KOpPOTKiil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTI
1,5 mr/5 mr no 15 (BMPOGHMLTBO, MapKyBaHHS Ta IHCTPYKLii A/19 Me4MYHOr0 3aCTOCYBaHHS Ha

Tabnetok y 6nictepi;
no 2 abo 6 6nictepis
y KOpo6Lj 3 KapTOHY

KOHTPO/b SIKOCTI,
nakyBaHHA Ta
BUMYCK cepii);

Ceps'e
(IpnaHgis)
IHgacTpic /T4,
Ipnangis
(nakyBaHHs Ta
BWMNYCK cepii)

nigcTasi perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3mneku

nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neky 3acTocyBaHHS

nikapcbkoro 3acoby B micnspeecTpaviliHvin nepiod, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNILKEHb, NPOBEAEHWX BiAnoBigHO
00 nnaHy negiatpuyHmx gocnimxkers (PIP) (3MiHY y3rogpkeHo 3

KOMMETEHTHVUM YNOBHOB&XEHNM OpraHoMm)

3MiHV BHECeHi [0 IHCTPYKLi AN Me4UYHOro 3acTOCyBaHHsA
nikapcbKoro 3acoby ao posainy "lMNepenosyBaHHs" BIANOBIAHO

[0 OHOB/IEHOI iHGhopMaLLii 3 6e3MeKn 3aCTOCYBaHHS Aitoyoi
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
peyoBUHM (am104MNIH) NikapcbKoro 3acoby. BBeAeHHS 3MiH
NPOTArom 6-Tu MicALiB Nic/A 3aTBEPAKEHHS.
12. APOMAS3VH TabneTkun, BKpUTI MPANIEP CWA Mdpanzep ITanisa ITanisa BHECEHHS 3MiH 40 peecTpaliintHux maTepiasis: 3MiHu | Tuny - 3a UA/4769/01/01
LlyKPOBOHO IHK. C.p.n. 3MmiHu Wwopao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHLwi peyenmom
060/10HKO10, M0 25 3MiHK). 3MiHW BHECEHO [0 IHCTPYKLUi ANA MeguyHoro
mr, no 15 TabneTok 3aCcTOCyBaHHSA MikapcbKoro 3acoby Ao po3ginis
y 6nicTepi; no 2 "MpoTrnokasaHHsa", "OcobaMBOCTI 3acTocyBaHHSA", "3aaTHICTb
6nictepu B BM/IMBATW Ha LUBMAKICTb peakLjii Npu KepyBaHHI
KapTOHHI KopoobLj; aBTOTPaAHCMOPTOM ab60 iHWKMMK MexaHiamamn”, “MobivHi
no 20 Tabnetok y peakuii” BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
6nictepi; no 5 3acToCyBaHHSA NikapcbKkoro 3acoby. TepMiH BBEAEHHS 3MiH -
6nicTepis y npoTArom 6 micAuis nicns 3aTBepkeHHs. 3MiHu Il Tuny -
KapTOHHIA Kopoo6Li 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
3MiHW Y KOPOTKIil XapakTepuCTMLi NiKapCbKoro 3acoby, TEKCTi
MapKyBaHHS! Ta IHCTPYKUii A1 MEeANYHOr0 3aCTOCYBaHHA Y
3B'AA3KY i3 HOBVMM AaHWMU 3 SKOCTi, AOKMIHIYHUMMU, KITIHIYHUMYN
JaHuMu Ta AaHnumu 3 chapmakoHarnagy. 3mMiHu BHeECEHO A0
IHCTPYKLii 415 MeAUUYHOTro 3acTOCyBaHHS /iKapCbKoro 3acoby
[0 po3ainy "®apmakonoriyHi BnacTuBocTi" BignoBigHO f0
marepianiB peecTpauiiiHoro focke. TEPMiH BBEAEHHS 3MiH -
NpoTAroM 6 MicsiliB nicns 3aTBepAKEHHS.
13. ATAPAKC® TabneTku, BKpUTI HOCB dapma Benbris AHabioTrk HB, Benbria BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/1872/01/01
nNiBKOBOIO C.A. Benbris 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay. peuyenmom
060/10HKO0, N0 25 (nopaTkoBa BBeaeHHs ab0 3MiHU [0 y3arasibHeHWX AaHuX Npo cucTemy
Mr no 25 Tabnetok y BUPOGHMYA chapmakoHarnsgy (BBefieHHs y3araslbHEHUX AaHuX Npo
6nictepi; no 1 OiNbHULSA, Ha cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaXKeHoi ocobu,
6nictepy y AKi BIANOBIAA/LHOI 32 34iiCHEHH:A hapmakoHarnsay; KOHTakTHOT
KapTOHHIA Kopoo6Li 3[jiCHI0ETbCS 0ocobu 3 hapmakoHarnsay 3asBHvKa Ans 34iCHEHHS
KOHTPO/b cepil); thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Big,
CI'C Nab CimoH YMOBHOB&XEHOI 0c06U, BifNOBiAaIbHOI 3a 34iCHEHHS
CA, benbris hapmakoHarnsgy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3miHu y
(nopatkoBa PO3MiLLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3MiHa
BMPOGHMYA YMOBHOBaXEHOT 0CO6M 3a8BHMKa, BiAMNOBiga/IbHOI 3a
LiNbHUUS, Ha thapmakoHarnsag.
AKil [Oitoua pepakuin: Henri Jacoby, MD. lNMponoHoBaHa pefakuis:
3[iCHI0ETbCA Kees Bart TEEUW, PhD. 3MiHa KOHTaKTHUX AaHuX
KOHTPO/b cepii); yMNOBHOBaXeHOT 0cobw, BignoBiganbHOT 3a thapmakoHarnsg,.
HOCB ®apma 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0Co6u 3asiBHVKA,
C.A., benbris BiANOBIAabHOI 3a thapmakoHarnsAg B YkpaiHi.
(BMpPOGHMLTBO
3a NOBHUM
LIMK/I0M)
14. ALUUKNOBIP- | Tabnetkn no 200 mr, AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/1325/02/01
DPAPMAK no 10 TabneTtok y 3MiHK 3 siKocTi. FoToBUIA Nnikapcbkuii 3aci6. CTabifbHICTb. peyenmom

6nictepi; no 2
6nicTepn y nauui 3
KapToHyY

3MiHa y TepMiHax NpuAaTHOCTI abo ymoBax 36epiraHHs
rOTOBOrO JliKapcbKoro 3acoby (36iNbLUEHHSI TEPMiHY
NpUAAaTHOCTI FOTOBOrO NiKapCcbKoro 3acoby) - [ns Toprosoi
yMakoBKM (NiATBEPKYETbCA JAHUMU PeasTbHOro Yacy)
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
36i/bLUEHHS TEPMiHY MPUAATHOCTI FOTOBOTO JiKapCbKOro
3ac00y Ha OCHOBI MO3WUTUBHVX Pe3y/bTaTiB 4OBrOCTPOKOBUX
pocnigpkeHb cTabiNbHOCTI Y peasibHOMY Yaci: 3aTBepAKeHO:
TepmiH NnpugaTHoOCTi 4 poku. 3anponoHoBaHo: TepMiH
npugatHocTi 5 pokiB. 3MiHW BHeceHi B po3Ain "TepMiH
npuaaTHoOCTI" B IHCTPYKLiO 4719 MEANYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby. BBeAeHHS 3MiH NpOTArom 6-Tu MicauiB
nicnsa 3aTBepKeHHS.
15. BA/Ib3AMIMY NiHiMeHT No 25 1 Ta MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 6e3 UA/6660/01/01
HUIA 50 r y KOHTeliHepax; dapmaueBTny dapmaneBTMYHA 3MmiHK 3 SKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema peyenma
NIHIMEHT no 20 ra6ono 25r, Ha thabpuka habpuka KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa Y NepBUHHIl
(3A abo no 40 ry Tybax "Biona" "Biona" yMakoBLji FOTOBOT0 NiKapCbKOro 3acoby (SKICHWI Ta KiNbKiCHWIA
BULUHEBCbK | antomiHieBux; no 20 cknap) - M'siki Ta HecTepunbHI pigki nikapcbki hopmy —
M) raéo no 25r, abo BBeleHHs AoAaTKoBuMX yrnakoBok no 20, no25rtano40ry
no 40 ry Ty6i Ty6ax namiHatHux Tuny ABL 3 6yloHamu y nayui Ta 6e3
IOMIHIEBIN; no 1 nauku, 3 BiANOBIAHUMY 3MiHAMY A0 P. «YNaKoBKa». 3MiHU
Ty6i y nauyi; no 20 r BHECEHI B p034in "YnakoBka" B iHCTPYKLiO 4151 MeANYHOro
abo no 25, abo no 3aCTOCYBaHHS NiKapCbKOro 3acoby y 3B"A3Ky 3 BBEAEHHAM
40 ry Ty6ax [04aTKOBUX YNaKOBOK, SIK HACMIOK - 3aTBEPKEHHSA TEKCTY
namiHatHux; no 20 r MapKyBaHHS1 40AATKOBMX YNaKoBOK JliKkapCbKOro 3acoby.
abo no 25, abo no BBefeHHs 3MiH NpoTArom 6-Tu MICALB MiCNS 3aTBEPAKEHHS.
40 ry Ty6i
namiHarHii; no 1
Ty6i y nayuj
16. BOTOKC® NMopoLIoK AN AnnepraH IpnaHgis AnnepraH Ipnangis BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/16656/01/01
KOMMJIEKC pO34nHy ANs iH'ekUili | dapmMacbioTika dapmacbioTikan 3MiHU 3 SIKOCTi. 3MiHM 0 peecTpaviliHoro NocBiAYeHHs peyenmom
BOTYNIHIYH no 100 ognHULb- N3 lpnaxgis 3 Ipnangis BHACNIAOK IHLWKMX perynaTopHux npoueayp. NMM®/BA3®
oro AnnepraH; 1 (macTep-haiin Ha nnasmMy/3arasibHuii haiin Ha BakLMHHWIA
TOKCUHY pN1aKkoH 3 MOPOLLKOM aHTureH). BktoyeHHs1 HOBOrO, OHOB/IEHOTO ab0 3MiHEHOrO
TANY A (BIf, B KQPTOHHI1 KOpooL,i MacTep-haiina Ha nnasmy y peectpauiiiHe f0CbE Ha
CLOSTRIDIU nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans NMMo)
M (BKHOYEHHS OHOBJIEHOr0/3MIHEHOTO MacTep-ghaiina Ha
BOTULINUM) nnasmy, SKLLO 3MiHW He BN/IMBaKTh Ha BNACTUBOCTI FOTOBOMO

nNikapcbKoro 3acoby). BktoueHHs OHOBIEHOro MacTep-taiina
Ha nnasmy y peecTpauiiiHe focbe Ha nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000002/04/IB/32/G, BUPOGHMK
Instituto Grifols, S.A.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. 3MiHU [0 peecTpaviiHoro
NOCBiAYEHHS BHACMIAOK IHLUNX PErynsaTopHMX npoueayp.
MM®/BA3® (mMacTep-haiin Ha nnasmy/3arasibHuii aiin Ha
BaKLWHHWIA aHTWreH). Bk1oueHHA HOBOro, OHOB/IEHOTO abo
3MiHEHOro mMacTep-haiina Ha nasMmy y peectpauiliie 4OCbe
Ha nikapcbkuii 3aci6 (npoueaypa 2-ro etany ansa MMo)
(BKHOYEHHS OHOBJIEHOr0/3MIHEHOTO MacTep-ghaiina Ha
nnasmy, SKWo 3MiHW He BNIMBalOTb Ha BNAaCTUBOCTI FOTOBOrO
nNikapcbKoro 3acoby). BkntoueHHs OHOB/IEHOro MacTep-taiina
Ha nnasmy y peecTpauiiiHe focbe Ha nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000002/04/AU/33/G, BUpO6GHMK
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

Instituto Grifols, S.A.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. 3MiHU [0 peecTpaviiHoro
NOCBifYEHHSA BHACNIAOK IHLLNX PErynAaTOpHMUX npoueayp.
MM®/BA3® (macTep-thaiin Ha nnasmy/3arasibHuii daiin Ha
BaKLVHHWIA aHTWreH). Bk1oyeHHA HOBOro, OHOB/IEHOTO abo
3MiHeHOro Mactep-caiina Ha naasmy y peecTpauiiHe focke
Ha nikapcbkuid 3aci6 (npoueaypa 2-ro etany ansa MMo)
(BKHOYEHHSA OHOBJ/IEHOr0/3MIHEHOTO MacTep-ghaiina Ha
nnasmy, KO0 3MiHW He BN/IMBaIOTb Ha BNAcTUBOCTI FTOTOBOTO
nikapcbKoro 3acoby). BkoueHHs1 oHOBNEHOro MacTep-taiina
Ha nnasmy y peecTpauiiHe focbe Ha nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000002/04/11/34/G, BUpO6HUK
Instituto Grifols, S.A.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. 3MiHU [0 peecTpaviiHoro
NOCBifYEHHSA BHACNIAOK IHLLNX PEryNATOPHMX npoueayp.
MM®/BA3® (macTep-thaiin Ha nnasmy/3arasibHuii daiin Ha
BaKLWHHWIA aHTWreH). Bk1oyeHHA HOBOro, OHOB/IEHOTO abo
3MiHeHOro Mactep-caiina Ha naasmy y peecTpauiiHe fockbe
Ha nikapcbkuid 3aci6 (npoueaypa 2-ro etany ansa MMo)
(BKHOYEHHSA OHOBJ/IEHOr0/3MIHEHOTO MacTep-ghaiina Ha
nnasmy, KO0 3MiHW He BN/IMBAIOTb Ha BNAacTUBOCTI TOTOBOTO
nikapcbKoro 3acoby). BkoueHHs1 OHOBNEHOro mMacTep-thaiina
Ha nnasmMy y peecTpauiiHe focbe Ha nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000001/04/AU/023/G, BUPOGHUMK
CSL Behring Gmbx.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. 3MiHU [0 peecTpaviiHoro
NOCBifYEHHSA BHACNIAOK IHLUNX PEryNATOPHMX npoueayp.
MM®/BA3® (macTep-thaiin Ha nnasmy/3arasibHuii dpaiin Ha
BaKLWHHWIA aHTureH). Bk1oyeHHA HOBOro, OHOB/IEHOTO abo
3MiHeHOro Mactep-caiina Ha naasmy y peecTpauiiHe focke
Ha nikapcbkuid 3aci6 (npoueaypa 2-ro etany ansa MMo)
(BKHOYEHHSA OHOBJ/IEHOr0/3MIHEHOTO MacTep-ghaiina Ha
nnasmy, KO0 3MiHW He BN/IMBAIOTb Ha BNAacTUBOCTI TOTOBOTO
nikapcbKoro 3acoby). BkoueHHs1 OHOBNEHOro mMacTep-taiina
Ha nnasmMy y peecTpauiiHe focbe Ha nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000001/04/11/024/G, BUPOGHUK
CSL Behring Gmbx.

17.

BOTOKC®
KOMMNJEKC
BOTYNIHIYH
oro
TOKCUHY
TNy A (BIA,
CLOSTRIDIU
M
BOTULINUM)

NOPOLLOK AnA
PO3UnNHYy A5 iH'EKUIA
no 200 ognHULb-
AnnepraH; 1
h/1aKOH 3 MOPOLLKOM
B KapTOHHIi kopo6ui

AnnepraH
dapmacbloTika
n3 lpnaxgis

IpnaHgis

AnnepraH
dapmacbtoTikan
3 IpnaHgjs

Ipnangis

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHu 3 SKOCTi. 3MiHM [0 peecTpayiiiHOro NocBigYeHHs
BHAC/IJOK iHWUMX perynsaTopHux npoueayp. NMe/BA3D

(macTep-haiin Ha nnasmMy/3arasibHuili haiin Ha BakLUHHWIA
aHTUreH). Bk/1loYeHHA HOBOrO, OHOBJIEHOTO ab0 3MIHEHOTO
mMacTep-chaiina Ha nnasmMy y peecTpadiliHe OCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BK/THOYEHHSI OHOB/IEHOr0/3MIHEHOro MacTep-ghaiisa Ha
nnasmy, KO 3MiHW He BN/IMBaIOTb Ha BNacTUBOCTI FTOTOBOTO
nikapcbKoro 3acoby). Bk/loueHHs1 OHOBMEHOTO MacTep-haiina

Ha naasMy y peecTpauiiiHie J0Cbe Ha Nikapcbkuii 3aci6: PMF

3a
peyenmom

UA/16656/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Certificate no: EMEA/H/PMF/000002/04/IB/32/G, BUPOGHMK

Instituto Grifols, S.A.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. 3MiHU [0 peecTpaviiHoro
NOCBIAYEHHS BHACNIAOK iHLINX PerynsaTopHUX npoueayp.
MM®/BA3® (MacTep-haiin Ha nnasmy/3arasibHuii gaiin Ha
BaKLVHHWIA aHTWUreH). Bk1OUEHHA HOBOro, OHOB/IEHOTO abo
3MiHeHOro Mactep-cpaiinia Ha nnasmy y peecTtpauiiHe JOCbe
Ha nikapcbkuid 3aci6 (npoueaypa 2-ro etany ans MMo)
(BKMHOYEHHS OHOB/IEHOr0/3MIHEHOrO MacTep-ghaiina Ha
nnasmy, KO 3MiHW He BN/IMBalOTb Ha B1aCTUBOCTI FTOTOBOTO
nikapcbkoro 3acoby). BkntoueHHs OHOBIEHOro MacTep-taiina
Ha nnasmy y peecTpauiiiHe focbe Ha nikapcbkuii 3acio: PMF
Certificate no: EMEA/H/PMF/000002/04/AU/33/G, BUpo6HMK
Instituto Grifols, S.A.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. 3MiHU [0 peecTpaviiHoro
NOCBIAYEHHS BHACNIAOK iHLINX PerynsTopHUX npoueayp.
MM®/BA3® (MacTep-haiin Ha nnasmy/3arasibHuii gaiin Ha
BaKLVHHWIA aHTWUreH). Bk1OUeHHA HOBOro, OHOB/IEHOTO abo
3MiHeHOro MacTtep-cpaiinia Ha nnasmy y peecTtpadiiHe JOCbe
Ha nikapcbkuid 3aci6 (npoueaypa 2-ro etany ans MMo)
(BKNHOYEHHS OHOBJIEHOr0/3MIHEHOrO MacTep-ghaiina Ha
nnasmy, KO 3MiHW He BN/IMBAIOTb Ha B1acTUBOCTI FTOTOBOTO
nikapcbkoro 3acoby). BkntoueHHs OHOBIEHOro MacTep-taiina
Ha nnasmy y peecTpauiiiHe focbe Ha nikapcbkuii 3aci6: PMF
Certificate no: EMEA/H/PMF/000002/04/11/34/G, BUpO6HUK
Instituto Grifols, S.A.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. 3MiHU [0 peecTpaviiHoro
NOCBIAYEHHS BHACNIAOK iHLINX PerynsTopHNX npoueayp.
MM®/BA3® (MacTep-haiin Ha nnasmy/3arasibHuii gaiin Ha
BaKLVHHWIA aHTWUreH). BKk1OUEHHA HOBOro, OHOB/IEHOTO abo
3MiHeHOro Mactep-cpaiina Ha nnasmy y peecTpauiiHe JOCbe
Ha nikapcbkuid 3aci6 (npoueaypa 2-ro etany ans MMo)
(BKNHOYEHHS OHOBJIEHOr0/3MIHEHOrO MacTep-ghaiina Ha
nnasmy, KO 3MiHW He BN/IMBaIOTb Ha B1aCTUBOCTI FTOTOBOTO
nikapcbKoro 3acoby). BkntoueHHs OHOBIEHOro MacTep-taiina
Ha nnasmy y peecTpauiiiHe focbe Ha nikapcbkuii 3acio: PMF
Certificate no: EMEA/H/PMF/000001/04/AU/023/G, BUpOGHMK
CSL Behring Gmbx.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. 3MiHU [0 peecTpaviiHoro
NOCBIAYEHHS BHACNIAOK iHLINX PerysTopHNX npoueayp.
MM®/BA3® (MacTep-haiin Ha nnasmy/3arasibHuii gaiin Ha
BaKLVHHWIA aHTWUreH). Bk1oUeHHA HOBOro, OHOB/IEHOTO abo
3MiHeHOro Mactep-cpaiinia Ha nnasmy y peecTtpauiiHe JOCbe
Ha nikapcbkuid 3aci6 (npoueaypa 2-ro etany ansa MMo)
(BKMHOYEHHS OHOBJIEHOr0/3MIHEHOrO MacTep-ghaiina Ha
nnasmy, KO 3MiHW He BN/IMBalOTb Ha B1aCTUBOCTI FTOTOBOTO

nikapcbkoro 3acoby). Bk/oUYeHHs1 OHOBMIEHOrO MacTep-aiina

Ha nnasmMy y peecTpauiiHe focbe Ha fikapcbkuii 3aci6: PMF
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Certificate no: EMEA/H/PMF/000001/04/11/024/G, BMpO6HUK
CSL Behring Gmbx.
18. BPOHXOMEL | po3uuH gns €Bpo Benuka Benn CaH3 & Benuka BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 6e3 UA/12716/01/01
BANMb3AM nepopasibHOro Navidokep NTa, BputaHis Komnawi BpuTaHis AaMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
3acTocyBaHHs; o (Oparrictc) 3asBHMKa (BNacHyKa peecTpauiiiHoro noceigyeHHs) 3MiHa
100 mMn B NAALILI; NO Nimiteq agpecy 3asBHvKa. 3MiHu | Tuny - 3MiHu Wwoao
1 nnswui B 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHm)
KapTOHHIA KOpO6L 3MiHM BHECEHO B TEKCT MapKyBaHHA BTOPUHHOI YNakoBKu, a
came: BUyYeHHs iHchopmalii woao 3assHuka (MyHkT 11) Ta
BHECEHHS iHhopMaUil LLLoAO0 KoMNaHii, Lo 34iACHI0E
MapKeTUHr (NYHKT 17). TepMiH BBEEHHS 3MiH NPOTAroM 6
MiCALIB MiCNA 3aTBEPAKEHHS.
19. BANCAPTAH | nopouuok TOB HB® Ykpaina Uxyxain PyHay Kutaii BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - - UA/17828/01/01
(cy6eTaHuin) y "MIKPOXIM" $apmacboTukan AZMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
npo3opux Ko., NITa,. 3asBHVKa (BNacHWKa peecTpauiiHoro noceigveHHs) - 3miHa
nonieTnIeHoBUX afipecu 3asBHUKa
naketax HU3bKOi
winbHocTi (LDPE)
ans
chapmaLeBTUYHOro
3acTOCyBaHHs
20. BEPPYKYTA PO34MH HaLLKIpHWIA, TOB «MIBE YkpaiHa mi6e Mm6X HimeuunHa BHECEHHS 3MiH 1O peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/18313/01/01
H® 5 mr/r, 100 mr/r no YKPAIHA» ApuHaiimiTTens 3MiHK 3 siKOCTi. FoToBUIA Nikapcbkuii 3aci6. KoHTpob peuyenmom
13 Mny donakoHi 3 [0NOMDKHMX PEYOBUH. 3MiHa y MeToAax BUNpobyBaHHS
nosieTnIeHoBO [OMOMDKHOT peyoBMHY (iHLWI 3MiHW y MeToAax BUNpPobyBaHHS
KPULLIKOIO (BrNtOYaroUM 3aMiHy abo fofaBaHHs)) - BBEAEHHS
HefoCTYMHOW AN [0AaTKOBOr0 MeToy BUNPoOyBaHHA 4151 SONOMIXKHOT
BIAKPUTTA AITbMU, peyvoBuHU ETnnaueTtaTty 3a nokasHvkom "Determination of the
LLIO 3arBUHYYETLCSA related substances" (GC-FID). Liein fogatkoBuii aHaniTUiHNIA
Ta NnpuegHaHnumM Ao METOZ, € a/IbTEPHATUBOIO BXE 3aTBEPL)KEHOMY MeToay
Hel wnarenem; no 1 (Ph.Eur), siknih onucaHo A1s iHLWOro TUMY KOMIOHKU
h1aKoHy y nayui
21. BECCE/N AYE | kancynu M'ski no Anbghacirma ITanisa Anbacirma ITanisa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | Tuny - 3a UA/8123/02/01
(O] 250 NO; no 25 C.n.A. C.n.A., ltanis; 3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom

Kancyn y énictepi;
no 2 6nictepu B
KapTOHHilA KopooLi

KaTaneHT ITania
C.n.A., ITanis

KOHTeliHep/3akKyrnopoBasibHWiA 3aci6. 3MiHa NapameTpisB
cneumdikauin Ta/abo AONYCTUMKX MEX NEPBUHHOT YNaKoBKU
roTOBOrO NiKapCcbKoro 3acoby (BUYyYEeHHS HE3HAYHOro
nokasHuka (Hanpuknag, 3actapiforo nokasHuka)) BHECEHHS
3MiH 8o p. 3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHWiA
3acib, a came BuUAaneHHs i3 cneumdikaii/MmeToaiB KOHTPOO
AKOCTI NePBUHHOrO nakyBaHHs 3 PVC-PVDC He3HayHoro
nokasHuka “Dimensional stability”. 3miHu | Tvny - 3miHu 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWIA 3aci6. 3miHa y meToaax
BUMNPOOYBaHHA NEPBUHHOI YNaKOBKV rOTOBOTO NiKapCbKOro
3aco6y (He3HauHi 3MiHW Y 3aTBEPAKEHNX METOAaX
BMNpPo6yBaHb) BHECEHHS 3MiH A0 p. 3.2.P.7. Cuctema
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTelHep/3aKynoptoBasibHWIA 3aci6, a caMe YyTOYHEHHS Ha3Bu

MeToy Ta He3HauHi 3MiH1 onucy MeToay BunpobysaHHA “Total
thickness” nepsuHHOI ynakosku 3 PVC-PVDC. 3minu | Tuny -
3MmiHK 3 AKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa napameTpis
cneumdikauiii Ta/abo foNyCTUMUX MEX NEPBUHHOI YNakKoBKW
rOTOBOrO JliKkapCbKoro 3acoby (iHLWi 3MiHM) BHECEHHS 3MiH A0 p.
3.2.P.7. Cuctema KoHTeliHep/3akynopoBasibHWiA 3acib, a came
3MiHa Mex crneumndikauii 4ns nokasHuka “Total thickness test”
AN nepBuHHOI ynakoBku 3 ALU/PVDC (3atBepgxeHo: 31,0 -
37,0; 3anponoHoBaHo: 32,0 — 45,0). 3miHn | Trny - 3MiHn 3
AKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3acib. 3MiHa napameTpis
cneumdikauin Ta/abo AONYCTUMUX MEX NEPBUHHOT YNaKoBKU
rOTOBOrO /liKapCcbKoro 3acoby (A40NOBHEHHS crievumdikaLii
HOBMM MOKA3HVKOM 3 BiAMNOBIAHUM MEeTOA0M BUNPOOYBaHHS)
BHECEHHS 3MiH go p. 3.2.P.7. Cuctema
KOHTelHep/3aKynopoBasibHKiA 3aci6, a came fofaBaHHA [0
cneuudikaLii/MeToAiB KOHTPO/I0 AKOCTI NEPBUHHOIO
nakysaHHs 3 ALU/PVDC HoBOro nokasHuka “Microperforations
count”. 3MiHu | TNy - 3MiHW 3 SIKOCTi. TOTOBWIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHUI 3aci6. 3miHa y
MeToAax BUNpo6yBaHHSA NEPBUHHOI yNakoBKN FOTOBOTO
NiKapcbKoro 3acoby (He3HauHi 3MiHW Y 3aTBEPKEHNX MeTOo4ax
BMNpPOoGYyBaHb) BHECEHHS 3MiH Ao p. 3.2.P.7. Cuctema
KOHTelHep/3akynoploBasibHKiA 3aci6, a came YyTOYHEHHS Ha3BY
MeToAy Ta He3HauHi 3MiH1 onucy MeToay BUNpobyBaHHs “Total
thickness” nepsuHHOI ynakosku 3 ALU/PVDC.
3MiHn | TUnNYy - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MEX MEePBUHHOT
yNaKkoBKM FOTOBOTO MiKapCbKOro 3acoby (3BY>KEHHS
[0NYCTUMUX MEX, BU3HaUeHuX y cneuudikawyii)
BHECEHHS 3MiH g0 p. 3.2.P.7. Cuctema KoHTelHep/
3aKynoproBasibHWiA 3acib, a came 3BYXEHHS MeX cnevudikawii
AN nokasHuka “Total weight in g/m2”, wo 3acTocoByeTLCA AN1A
BMNpOGYBaHHSA NepBUHHOI ynakoBku 3 PVC/PVDC
(3aTBepmxkeHo: 361,0 - 401,0; 3anponoHoBaHo: 361,0 — 400,1).
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMiA 3aci6.
CucTema KoHTelHep/3aKynoptoBasibHUA 3aci6. 3miHa 'y
MeToAax BUNpo6yBaHHSA NEPBUHHOI yNakoBKN FOTOBOTO
NiKapcbKoro 3acoby (He3HauHi 3MiHW Y 3aTBEPKEHNX MeTO4ax
BMNpPOoGYyBaHb) BHECEHHS 3MiH Ao p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHUIA 3acib, a came He3HauHi 3MiHW B
onuci metody BunpobysaHHA n. “Total weight” ans nepsuHHOI
ynakoBku 3 PVC/PVDC. 3miHu | Tvny - 3MiHW 3 AKOCTi. [0TOBWMiA
nikapcbkuii 3aci6. CucTeMa KOHTelnHep/3aKynoproBasibHUIA

3aci6. 3miHa y meTofax BUNpobyBaHHA NEPBUHHOI YNaKoBKM
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

roTOBOrO NliKapCbKOro 3acoby (iHwWi 3MiHM y MeTogax
BMNPO6YBaHb (BK/IOUaUM 3aMiHy abo fofaBaHHSA)) BHECEHHS
3MiH g0 p. 3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHUIA
3aci6, a came fofaBaHHA ONKUCY BUKOHAHHA TECTOBOTO
napameTtpy “Supplier Certificate of Analysis verification” go
MeToZiB BUNPO6yBaHHA NepBrnHHOI ynakoskn 3 PVC/PVDC. Ak
HacnifoK, yTOUHEHHs Ha3BM BKa3aHOro TeCTOBOrO napameTpa
B cneyudikauii. 3MiHu | Tuny - 3MiHK 3 AKoCTi. FOTOBWMIA
nikapcbkuii 3aci6. Cuctema KoHTeliHep/3akynoptoBasibHUI
3aci6. 3miHa napameTpiB cneundikauii Ta/abo gonycTUMmX
MeX NepBMHHOT yNakoBKW rOTOBOTO NiKapCbKOro 3acoby
(3BYXKEHHSA AONYCTUMUX MEX, BU3HAUYeHUX y crieuudikadii)
BHECEHHS 3MiH g0 p. 3.2.P.7. Cuctema KoHTelHep/
3aKyrnoproBasibHWiA 3acib, a came 3BYXEHHS MeX cnevudikawii
Ta YTOYHEHHS Ha3BM TeCTOBOro napametpa “Total thickness in
Um ” Ansi NepBUHHOTO nakyBaHHsA 3 PVC-PVDC (3aTBepXeHo:
260,0 - 289,0; 3anponoHoBaHo: 260,0 — 288,8). 3miHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBa/ibHWiA 3aci6. 3MiHa y meTogax
BUNPO6YBaHHS NEPBUHHOI YNakoBKV rOTOBOTO NiKapCbKoro
3ac06y (He3HauHi 3MiHM y 3aTBEPAKEHNX MeTogax
BMNpOoGYyBaHb) BHECEHHS 3MiH Ao p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHUIA 3acib, a came He3HauHi 3MiHW B
onuci metody BunpobysaHHA . “Total weight” ans nepsuHHOI
ynakoBku 3 ALU /PVDC. 3MiHu | Tuny - 3MiHK 3 SKOCTi.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWIA 3aci6. 3miHa y meToaax
BUMPOOYBaHHA NEPBUHHOI YNaKOBKV rOTOBOTO NiKapCbKOro
3aco06y (iHWi 3MiHK y MeToAax BUNpobyBaHb (BKIOHaoUn
3amiHy abo fofaBaHHs)) BHECEHHSA 3MiH o p. 3.2.P.7.
CucTema KoHTeliHep/ 3aKynoproBasibHWiA 3acib, a came
[oAaBaHHSA Onu1cy BUKOHaHHS TeCTOBOro napameTpy “Supplier
Certificate of Analysis verification” o metogis BUNpPo6yBaHHs
nepBuHHOT ynakoBku 3 ALU /PVDC. Ak Hacnifok, yTOYHEHHS
Ha3BW BKa3aHOro TeCTOBOro napameTpa B cneuydikadii.

22,

BIMMNAT®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 50
Mmr, no 14 TabneTok
y 6nicTepi; no 1 abo
4 6nictepu B
KapTOHHI Kopoobui

IOCBb dapma
C.A

Benbris

BMPOBHUK
Hepo3dacoBaHo
T npoaykuii Ta
KOHTPO/b AKOCTI:
IOCB ®apma
C.A., benbris
BMPOBHUK
Hepo3dacoBaHo
T npoaykuii Ta
KOHTPO/b AKOCTI:
Elicika
PapmacbioTuKan
3 'M6X,

Bensbrisi/
HimeuunHa

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasis: 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
BBegeHHs abo 3MiHM A0 y3arasibHeHMX AaHUX Npo cucTemy
thapmakoHarnagy (BBe4eHHS y3arasibHeHUX AaHnx npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxKeHoT ocobu,
BiANOBIAA/ILHOI 32 34iiCHEHHA (dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asiBHvKa 405 34iINCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
YNOBHOBaXEHOI 0C06U, BiANOBiAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovarouy KOHTakKTHI gaHi) Ta/abo 3miHn y
pO3MilLleHHi MacTep-chaiina cuctemn hapmakoHarnsgy).
3MiHa yNnoBHOBaXeHOI 0cobu 3asBHUKA, BiANOBiAabHOI 3a
dhapMakoHarnsag.

3a
peyerimom

UA/10825/01/01




25

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HimeuunHa [itoua pepakuis: Henri Jacoby, MD. MNponoHoBaHa pefakLis:
nepBuHHe Ta Kees Bart TEEUW, PhD. 3MiHa KOHTaKTHUX AaHUX
BTOPVHHE YNOBHOBaXeHOT 0cobw, BignoBifanbHOI 3a thapmakoHarnsg,.
nakyBaHHS: 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0COOM 3asBHMKA,
Elicika BiANOBIAA/ILHOT 32 hapmakoHarnsg B Ykpaii.
PapmacbloTukan
3 M6X,
HimeuyunHa
BMPOBHUK
BignoBiganbHNIA
3a BuUNyck cepii
Ta KOHTPOS1b
AKOCTI:
Elicika
PapmacbloTukan
3M6X,
HimeyunHa
23. BIMMNAT® TabneTkun, BKpUTI HOCB dapma Benbrisa BMPOBHUK Benebrisi/ BHECEHHS 3MiH 40 peecTpaliinHux maTepiasis: 3MiHu | Tuny - 3a UA/10825/01/02
N1iBKOBOO C.A Hepo3dacoBaHo HimeuunHa 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
060/10HKO10, N0 100 T npoaykuii Ta BBefeHHA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
mr, no 14 TabneTok KOHTPOb SKOCTi: hapmakoHarnsay (BBeAEHHS y3arasibHEHUX AaHWX Npo
y 6nicTepi; no 1 abo HOCB dapma cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
4 6nictepu B C.A., Benbris BiANOBIAA/ILHOI 32 34iiCHEHHA (dapMakoHarnsay; KOHTakTHOT
KapTOHHI Kopobui BMPOBHUK ocobu 3 hapmakoHarnagy 3asBHvKa ANs 34IMCHEHHSA
Hepo3dacoBaHo thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
T npoaykuii Ta YNOBHOBaXEHOI 0C06U, BiANOBiAAILHOI 3a 34iiCHEHHS
KOHTPO/b AKOCTI: hapmakoHarnsagy (Bkaovaouy KOHTaKTHI gaHi) Ta/abo 3miHn y
Elicika pO3MilLleHHi MacTep-chaiina cuctemn hapmakoHarnsgy).
$apmacboTukan 3MiHa yNnoBHOBaXeHOI 0cobu 3asBHUKA, BiANOBiAabHOI 3a
3 m6X, thapmakoHarnag,.
HimeuunHa [itoua pepakuis: Henri Jacoby, MD. MNponoHoBaHa pefakLis:
nepBuHHe Ta Kees Bart TEEUW, PhD. 3MiHa KOHTaKTHUX AaHUX
BTOPVHHE yNOBHOBaXeHOT 0cobw, BignoBifanibHOI 3a thapmakoHarnsg,.
nakyBaHHS: 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0CObM 3asBHMKA,
Elicika BiANOBIAA/ILHOT 32 hapmakoHarnsag B Ykpaii.
PapmacboTukan
3M6X,
HimeyunHa
BMPOBHUK
BignoBiganbHMA
3a BUNyck cepii
Ta KOHTPOJ1b
AKOCTI:
Elicika
PapmacbioTuKan
3M6X,
HimeyunHa
24. BIMINAT® TabneTkun, BKpUTI HOCB dapma Benbrisa BMPOBHUK Benbrisi/ BHECEHHS 3MiH |0 peecTpaliiHMx MaTepiasis: 3MiHu | Tuny - 3a UA/10825/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
N/1iBKOBOO C.A Hepo3dacoBaHo HimeuunHa 3MiHu Wwopo 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay. peyenmom
060/10HKO10, Mo 150 T npoaykuii Ta BBefeHHA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cuctemy
Mr no 14 TabneTtok y KOHTPONb AKOCTI: thapmakoHarnagy (BBe4eHHs y3arasibHeHUX AaHnx npo
6nicTepi; no 1 a6o 4 HOCB dapma cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI ocobu,
6nictepu B C.A., Benbris BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
KapTOHHIA KOpO6L BMPOBHUK 0co6u 3 hapmakoHarnsay 3asaBHUKa AN 34iIACHEHHSN
Hepo3dacoBaHo thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
T npoaykuii Ta YNOBHOBaXEHOI 0c06U, BiANOBIAAILHOI 3a 34iiCHEHHS
KOHTPONb AKOCTI: hapmakoHarnsagy (Bkaovarouy KOHTakKTHI AaHi) Ta/abo 3MiHn y
Elicika pO3MilLieHHi MacTep-chaiina cuctemn hapmakoHarnsgy).
$apmacbloTukan 3MiHa yNnoBHOBaXXeHOT 0cobu 3asBHUKA, BiANOBiJaIbHOI 3a
3 m6X, thapmakoHarnag,.
HimeuunHa [itoua pepakuis: Henri Jacoby, MD. NponoHoBaHa pejakLis:
nepBuHHe Ta Kees Bart TEEUW, PhD. 3MiHa KOHTaKTHUX AaHUX
BTOPVHHE YNOBHOBaXeHOT 0cobw, BignoBifanbHOI 3a thapmakoHarnsg,.
nakyBaHHS: 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0COOM 3asBHMKA,
Elicika BiANOBIAA/ILHOT 32 hapmakoHarnsg B Ykpaii.
PapmacbioTuKan
3M6X,
HimeuyunHa
BMPOBHUK
BignoBiganbHNIA
3a BuUNyck cepii
Ta KOHTPOS1b
AKOCTI:
Elicika
PapmacbioTuKan
3M6X,
HimeyunHa
25. BIMMNAT® TabneTkun, BKpUTI HOCB dapma Benbrisa BMPOBHUK Benebrisi/ BHECEHHS 3MiH 40 peecTpaliintHux maTepiasis: 3MiHu | Tuny - 3a UA/10825/01/04
N1iBKOBOIO C.A Hepo3dacoBaHo HimeuunHa 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
060/10HKO10, N0 200 T npoaykuii Ta BBefeHHA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cuctemy
Mr no 14 TabneTok y KOHTPOb SKOCTI: hapmakoHarnsay (BBeAEHHS y3arasibHEHUX AaHWX NPO
6nicTepi; no 1 a6o 4 HOCB dapma cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
6nictepu B C.A., Benbris BiANOBIAA/ILHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
KapTOHHI Kopoobui BMPOBHUK ocobu 3 hapmakoHarnagy 3asBHvKa Ans 34iICHEHHSA
Hepo3dacoBaHo thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
T npoaykuii Ta YNOBHOBaXEHOI 0C06U, BiANOBiAAILHOI 32 34iiCHEHHS
KOHTPO/b AKOCTI: hapmakoHarnsagy (Bkaovarouy KOHTakKTHI gaHi) Ta/abo 3miHn y
Elicika pO3MilLeHHi MacTep-chaiina cuctemn hapmakoHarnsgy).
$apmacbioTukan 3MiHa yNnoBHOBaXeHOI 0cobu 3asBHUKA, BiANOBiAaIbHOI 3a
3 m6X, thapmakoHarnag,.
HimeuunHa [itoua pepakuis: Henri Jacoby, MD. MNponoHoBaHa pefakLis:
nepBuHHe Ta Kees Bart TEEUW, PhD. 3MiHa KOHTaKTHUX AaHUX
BTOPVHHE yNOBHOB&aXeHOT 0cobw, BignoBiganbHOI 3a thapmakoHarnsg,.
nakyBaHHS: 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0CObM 3asBHMKA,
Elicika BiANOBIAA/ILHOT 32 hapmakoHarnsg B Ykpaii.

PapmacbloTukan
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3M6X,
HimeuyunHa
BMPOBHUK
BignoBiganbHNIA
3a BuUNyck cepii
Ta KOHTPOS1b
AKOCTI:
Elicika
PapmacbloTukan
3M6X,
HimeyunHa
26. BITAMIH D3 PO34MH OpasibHUN, TOB YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHu | Tuny - 3a UA/18599/01/01
BOAHMIA, 15 000 "APTEPIYM "Tannudapm” 3MmiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabinbHICTb. peyenmom
MO/1 mn; no 10 mn nTar 3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
y donakoHi, no 1 rOTOBOrO /iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
chnakoHy B navi npuaaTHOCTI FOTOBOrO JlikapcbKoro 3acoby) - [ns Toprosoi
ynakoBku (MiATBEPAKYETHCA AaHUMUN peasibHOro yacy) -
36ibLUEHHS TEPMiHY NMPUAATHOCTI FOTOBOTO JiKapCbKOro
3aco0y (3aTBepAKeHo: TePMiH NPUAATHOCTI 2 POKY;
3anpornoHOBaHO: TePMiH NpUAATHOCTI 3 poku) BBeAeHHs 3MiH
NPOTAroM 6-T1 MICALLIB MiC/S 3aTBEPKEHHS
27. FEEPAIH TabneTku, BKpUTI Mini Xenckepe Benuvka Menpo IHais BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/6630/01/01
KMLLKOBOPO3YMHHO Nimiten BpuTaHis $apmacboTukan 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay. peuyenmom
o60onoHkoto, no 10 ¢ Mpisar 3MiHa y KOpOTKili XapakTepucTuL,i NiKapCbKoro 3acoby, TeKCTi
Mr; Mo 7 TabneTok y Nimiteq MapKyBaHHS Ta iHCTPYKLiT 415 MeNYHOro 3aCTOCyBaHHA Ha
6nictepi; no 2 nigcTasi peryssipHO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
6nictepn y nikapcbKoro 3acoby, abo AocnigpkeHb 3 6e3neky 3acToCyBaHHS
KapTOHHIA Kopoo6Li nikapcbKoro 3acoby B micnspeecTpaviliHvin nepioa, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHMX BiANOBIAHO
00 nnaHy negiatpuyHnx gocnigxerb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXEHVIM OpraHom)
3MiHV BHECEHO A0 IHCTPYKLT 418 MeANYHOro 3aCTOCYBaHHS
niKkapcbKoro 3acoby Ao posgainis: "OcobamMBoCTi
3acTocyBaHHs", "INo6i4HI peakuii” LWoa0 6e3nekun
3aCTOCYyBaHHSA Ailoyoi peyoBuHM pabenpasosn BignoBigHO A0
pekomeHpauiii PRAC BeefeHHs 3MiH MPOTAroM 3-X MicsuiB
nicns 3aTBepKeHHs
28. FEEPAIH TabneTkun, BKPUTI Mini Xenckepe Benuvka Menpo IHAjisA BHECEHHSA 3MiH [0 peecTpavuiitHux maTtepianis: 3MiHu | Tuny - 3a UA/6630/01/02
KMLLKOBOPO3YMHHOK Nimiteq BpuTaHis dapmacbloTukan 3MiHM Woao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsgy. peuyenmom
o60noHkoto, no 20 ¢ Mpisar 3MiHa Y KOpPOTKiil XapakTepuCTuLj NikapCbKoro 3acoby, TEKCTI
Mr; N0 7 TabneTok y Nimiteq MapKyBaHHS Ta IHCTPYKUiT A1 MeAUYHOr0 3aCTOCYBaHHA Ha

6nictepi; no 2
6nictepu y
KapTOHHi KOpO6L

nigcTaBi perysisipHO OHOBJ/TOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpaviiiHuii nepios, abo sk
pes3ynbTaT OLiHKM 3BITY 3 fOCNiILKEHb, NPOBEAEHNX BigNoBigHO
[0 nnaxy negiatpuyHux gocnimxkerb (PIP) (3MiHY y3rogpkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVM OpraHom)
3MiHM BHECEHO A0 IHCTPYKLIT 415 MeAMYHOro 3acTOCyBaHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

nikapcbkoro 3acoby Ao po3ginis: "OcobnnBoCTi
3acTocyBaHHs", "IMo6i4HI peakujii” Woa0 6e3nekun
3acTOCyBaHHS Ailo4oi peyoBuHM pabenpasosn BignoBigHO A0
pekomeHpauiii PRAC BBefeHHs 3MiH MPOTAroM 3-X MicAuiB
nicns 3aTBepAKeHHs

29.

FEEPAIH

niogpinizat gns
PO34nHY A5 iH'EKUINA
no 20 mr; 1 donakoH
o6'emom 10 mn 3
niodpinizatom B
ynakoBLij

Mini Xenckepe
Nimiten

Benuvka
BputaHis

Iychik
NavichcaiHcuc
Mpisart NimiTes

IHais

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
3MiHa Y KOpPOTKiil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLii 41151 MeMYHOro 3aCTOCYBaHHSA Ha
nigcTaBi peryaisipHO OHOBJ/THOBAHOIO 3BIiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHsA
nikapcbKoro 3acoby B micnspeecTpaviiiHvin nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iLKEHb, MPOBEAEHUX BiAMNOBiAHO
[0 nnaHy negiatpuyHux gocnimxkersb (PIP) (3MiHY y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVM OpraHom)
3MiHM BHECeHO [0 IHCTPYKLiT 418 MeAnYHOro 3acTOoCyBaHHS
nikapcbKoro 3acoby Ao po3sainis: "OcobamMBoCTi
3actocyBaHHs", "lMo6iyHI peakujii” LWoao 6e3nekun
3acTocyBaHHA Ailo40i peyoBrHY pabenpason BignoBiaHO 40
pekomeHaauili PRAC.

3a
peyernmom

UA/6630/02/01

30.

FENO®Y3NH

pO3unH Ns iHQysild;
no 500 M1 po3ynHYy
y thnakoHax; no 10
h1aKkoHIB y
KapTOHHI Kopo6Lyj;
no 500 Mn po3ymHy
y thnakoHax

B. bpayH
Menb3yHreH
Al

HimeyunH
a

b.bpayH
Megukan CA

LLisefiuapis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
BeefeHHs abo 3MiHU [0 y3araslbHeHNX [aHnX Npo cucTemy
thapmakoHarnsgy (BBe4eHHs y3arasibHeHUX AaHnx npo
cuctemy hapMakoHarnagy, 3miHa ynoBHoBaxeHoT ocobu,
BiANOBIAA/ILHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0co6u 3 dhapmakoHarnsay 3asiBHVKa 405 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, AKLWO0 BOHA BigMiHHa Bif,
YNOBHOBaXXEHOI 0CO6U, BiANOBiAAILHOI 32 34iiCHEHHS
hapmakoHarnsgy (Bkaovaouy KOHTakKTHI AaHi) Ta/abo 3miHu y
pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) 3miHa
YNOBHOBaXXEHOI 0CO6U 3asBHMKA, BifnoBigaibHOI 3a
hapMakoHarnsag.

[Oirova pepgakuisa: Dr. Marco Junginger. NponoHoBaHa
pepakuisi: Maiikn Maptunep / Michael Marschler. 3miHa
KOHTaKTHMX AaHWX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAaNbHOI 3a hapMakoHarnsg. 3MiHa KOHTaKTHOI 0co6u
3as1BHVIKa, BigNoBigasibHOI 3a (hapMakoHarnsg B Ykpaii.
[itoua pepakuis: JlebeanHeub €nnsaseta PomaHiBHaA.
MponoHoBaHa pedakuis: Muxaintok MapuHa CTaHicnasiBHa.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U 3asBHNIKa,
BiANOBIAa/IbHOI 3a thapmakoHarnsg B YKpaiHi.

3a
peyerimom

UA/5905/01/01

31.

FEHBOA®

TabneTku, BKpUTI
NiBKOBOO
o6onoHkoto; no 30
TabneTok y ¢hriakoHi;
no 1 donakony y
KapPTOHHI KOpooOLii

lneap
CaiieHcus
AlieneHg,
AHnimiTep

Komnawi

IpnaHgis

(BUnyck cepii,
nepBuHHa
ynakoBka,
BTOpPUHHA
ynakoBka,

KOHTPO/b cepii)

Kanaga/
CLIA/
Ipnangis

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHu Wwopao 6esnekn/ethekTUBHOCTI Ta hapMakoHarnsagy.
3MiHa y KOpPOTKili XapaKTepuCcTuL, NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT 4115 MeANYHOro 3aCTOCYBaHHS Ha
nigcTasi peryaspHo OHOB/IIOBAHOIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo AocnigpkeHb 3 6e3nekn 3acToCyBaHHs

3a
peyenmom

UA/16530/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
lneag nikapcbKoro 3acoby B MicnsipeecTpaviiiHvin nepios, abo sk
CaiieHcun3 pe3ynbTaT OLiHKM 3BITY 3 fOCNIMKEHb, NPOBEeAEHMX BigNoBigHO
Alleneng tOC, [0 nnaHy negiatpuyHux gocnimpkeHs (PIP) (iHWwi 3miHW) 3MiHK
Ipnangis BHECEHO B iHCTPYKLit0 4151 MELMYHOIO 3aCTOCYBaHHS
(BUpOGHMLTBO, nikapcbKoro 3acoby A0 po3zainy "OcobMBOCTi 3aCTOCyBaHHS"
nepBrHHa 040 6e3nekn 3acToCyBaHHS Ajl0UnNX PeYOBUH. BBegHEHHSA
ynakoBka, 3MiH NpOTArom 6-Tu MicALIB Nicns 3aTBEpPMKEHHS. 3MiHM | Tuny
BTOPVHHA - 3MiHu 3 siKocCTi. FoTOBWMIA Nikapcbkuii 3aci6. Onuc Ta cknag.
ynakoBkKa, 3MiHa y cknagi (4ONOMDKHUX peYOBMHAX) FOTOBOIO JliKapCbKOro
KOHTpPO/b cepii) 3aco6y (iHLWi 3MiHK) -
MaTteoH IHK., BHeceHHs 3MiH [0 cknagy AOoNOMiIXHUX peqyoBuH 13, a came
KaHapa AofasaHHA E — Homepis 415 AONOMDKHUX PeYOBUH. SMiHN
(BTOpPUHHA BHECEHO B iHCTPYKLit0 4151 MELMYHOIO 3aCTOCYBaHHS
yrnaxkoBKa) nikapcbKoro 3acoby go posginy "Cknag”. JogaHo E-Homepu
lnean ANA AONOMDKHUX PEYOBVH.
CalieHcus, IHK., 3MiHn |l Tuny - 3miHK Woao 6e3nekn/edhekTBHOCTI Ta
CWA hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
(koHTpOnb cepii) NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
Fneap MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMWN AaHMU 3
CaiieHcus, IHK., AKOCTI, AOKMIHIYHUMMU, KNIHIYHUMWU AaHUMW Ta AaHUMK 3
CWA thapmakoHarnagy - 3MiHu BHECEHO B IHCTPYKLit0 AN
(koHTpONb cepii) MeZMYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby o
€BpoduiHC po3ainy"B3aemMogis 3 iHLIMMK NiKapCbKMMK 3acobamu Ta iHLi
NaHkacTep BMAM B3aeMogiii" LLoA0 B3aeMOgii Ajto4oi pevoBMHM
Na6opaTtopis, KobiLycTaT Ta NosiBaUIEHTHUMM KaTioHaMu.
IHK., CLUA BBefHEHHS 3MiH NPOTAroM 6-TW MicALIB NiCNSA 3aTBEPIKEHHS.
(BTOPUHHA 3MiHn |l Tuny - 3miHK Wwoao 6e3nekn/edekTnBHOCTI Ta
yrakoBKa) thapmakoHarnsgy. 3MiHU y KOPOTKili XapakTepucTuui
MinmayHT niKkapcbKoro 3acoby, TeKCTi MapKyBaHHSA Ta iHCTPYKUIT ANns
Xenckea /114., MeZMYHOro 3aCTOCYBaHHA y 3B’A3KY i3 HOBUMU JaHUMK 3
IpnaHgjs SIKOCTi, AOK/IHIYHMMMU, KNIHIYHUMWU AaHUMK Ta AaHUMK 3
(BTOpPUHHA hapmakoHarnsagy - 3MiHM BHECEHO B iHCTPYKLitO ANs
ynakoBKa) MeAMYHOro 3aCTOCyBaHHS NikapCbKOoro 3acoby A0 po3ainy
AHpepcoHBpeko "B3aemogis 3 iHWVMKU NikapcbkMK 3acob6amMu Ta iHLWi BUau
H, IHK., CLLA B3aeMOAji" WoAo B3aeMogii Ailo4oi peyoBMHY KobiuucTar Ta

AHTUTPOMOGOLIMTAPHUMM NiKapCbKMMK 3acob6amn. BBegHEHHS
3MiH NPOTArom 6-Tu MiCALB Nicns 3aTBepMKeHHs. 3MiHu I
TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
chapmakoHarnsgy. 3MiHW y KOpoTKili XxapakTepucTui
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA Yy 3B'A3KY i3 HOBUMU AaHMU 3
AKOCTI, AOKNIHIYHUMW, KIHIYHUMUW AaHUMU Ta JaHUMK 3
thapmakoHarnsgy 3miHu BHECEHO B IHCTPYKLit0 AN
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao po3giny
"Mo6iuHI peakuji”. BBeAHEHHS 3MiH NPOTAroM 6-T MicALIB
nicns 3aTBepmkeHHs. 3miHu Il Tuny - 3miHK Wwoao
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsaay. 3mMiHu y KopoTkili

XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

IHCTPYKUT 4719 MEANYHOr0o 3aCTOCYBaHHSA y 3B'A3KY i3 HOBUMMU
OaHUMK 3 AKOCTI, AOKNIHIYHUMUN, KNIHIYHUMW faHUMK Ta
AaHvMu 3 chapmakoHarnsgy
3MiHV BHECEHO B iHCTPYKLItO 4719 MEANYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 posainy "B3aemogis 3 iHWmMu
nikapcbknMu 3acob6amu Ta iHLWi BUAW B3aeMOZin" Wwoao
OfIHOYACHOTO Yepe3LUKIPHOTro BBEAEHHS KOPTUKOCTEPOIAIB,
YyTANBUX A0 iHribyBaHHA CYP3A. BBeAHEHHS 3MiH MPOTSArom
6-Tn MmicALiB nicnsa 3aTBepAKeHHs. 3MiHK || TuRy - 3MiHK LWoAao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsaay. 3miHv y KOpoTKil
XapakTepucTuLi nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKLi A9 MeAUYHOro 3aCTOCYBaHHS Y 3B’'A3KY i3 HOBUMM
LAHUMU 3 SIKOCTi, AOKNIHIYHUMM, KNIHIYHUMW JaHUMK Ta
LaHuMu 3 dhapmakoHarnsaay - 3MiHM BHECEHO B IHCTPYKLUiO A1
MeJMNYHOro 3aCTOCYBaHHA NikapcbKoro 3acoby [0 po3Ainis
"MpoTunnoka3aHHa", "B3aeMogis 3 iHLIMMK NiKapCbKUMu
3aco6amMu Ta iHLWi BUAY B3aemogiii”, "OcobnmBocCTi
3acTocyBaHHA" "34aTHICTb BNAMBATY Ha LUBUAKICTb peakLii
npu KepyBaHHi aBTOTPAHCMOPTOM ab0 iHLWMMKY MexaHizmamn®,
"Cnoci6 3acTocyBaHHs Ta fo3u" Ta "MNo6ivHi peakuii”.
BBefieHHs 3MiH NpoTArom 6-Tu MiCALIB NicNa 3aTBEPMAKEHHS.

32.

rAPOKOPTU
30HY
ALETAT

cycneHsis ans
iH'ekuii, 25 mr/mo;
no 2 mn B amnyni 3i
ckna; no 10 amnyn y
naJui; no 2 mn B
amnyni 3i ckna; no 5
amnyn y 6nictepi; no
2 6nicTepun y nayui

TOB "BIOJIIK
PAPMA"

YkpaiHa

TOB "BIOJIIK
PAPMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHMX maTepiasiB: 3MiHa 3asBHMKa
N3 (MIBM) (BnacHuka peecTpawiiiHoro noceig4eHHs) (3rigHo
Hakasy MO3 Big 23.07.2015 Ne 460). TepmiH BBEAEHHS 3MiH -

npoTarom 6 micsAuiB nicnsA 3aTBepAKeHHs. 3MiHu | Tuny -

AAMIHICTPaTVBHI 3MiHW. (iHLWi 3MiHK). 3MiHa Ha3BU BUPOGHMKA

Ta NpMBEAEHHSA agpecy MicLe3HaxX0MKeHHS HOBOTO BUPOGHYMKa
Yy BifMOBIAHICTb 0 PEECTPY HA3B YPOAHOHIMIB Yy M. XapKoBi.

TexHonoris BUpobHULTBa, BUPO6HMYE 061aHaHHS,
BMPOGHMYI fiNbHNLi Ta MiCLLe NPOBEAEHHSA KOHTPO/TH0 SKOCTI
3aMWNANCE HE3MIHHUMUW. TepMiH BBEAEHHS 3MiH - MPOTArOM
6 MicALiB Nic/ia 3aTBepAXKEHHS.

3a
peyenmom

UA/5626/01/01

33.

AAMNOPUH

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, M0 60
Mmr, no 3 TabneTkn y
6nicTepi; no 1 abo 2
6nictepy B KOPO6L

TOB «YOP/[,
MEAULIAH»

Ykpaina

YOPN]]
MEOLIVH
INIAY CAH. BE
TIDK. A.LLL

TypeyunHa

BHECEHHS 3MiH 40 peecTpavliitHux maTepiasis: 3MiHu | Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
3MiHW Y KOPOTKIil XapakTepuCTuLi NiKapCbKoro 3acoby, TEKCTi
MapKyBaHHS! Ta IHCTPYKUii AN MEAMYHOTO 3aCTOCYBaHHS
reHepuYHUX/ribpuaHMx/6ionodibHNX nikapcbkmx 3acobiB nicns
BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA npenapart (3MiHa
He noTpebye HaJaHHS XOAHUX HOBUX A0AATKOBMX AaHUX) -
3MiHM BHECEHO [0 IHCTPYKLiT A4S MeAnYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby ao po3ainis "B3aemopis 3 iHWMMKN
nikapcbkvMK 3acobamm Ta iHWi BUAY B3aemogiii",
"Oco6nMBOCTI 3aCTOCyBaHHSA", "3acTocyBaHHS y nepiog,
BariTHOCTI abo rogyBaHHA rpyaat” (YyTOUHEHHs iHchopmadii),
"3AaTHICTb BNAMBATY Ha LWBWAKICTb peakLii Npu kepyBaHHi
aBTOTpaHCNOPTOM abo iHWUMK MexaHi3mamun”, "Cnocio
3acTocyBaHHA Ta 031" (yTOUHeHHs iHdhopmadii), "To6iyHi
peakuii" BiANOBIAHO A0 OHOBAEHOI iHthopMaLii pedpepeHTHOro

3a
peyerimom

UA/18366/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nikapcbKoro 3acoby Mpinimkun, TabneTkn BKPUTI N/1IBKOBOO
060/10HKOI. BBEAEHHSA 3MiH NPOTAroM 6-TU MicALiB nicns
3aTBEPKEHHS
34. AAMNOPUH TabneTku, BKpUTI TOB «YOP/NA YkpaiHa YOPNA TypeuunHa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/18366/01/01
nNiBKOBOIO MEANLNH» MEAOMUMH 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay. peyenmom
o6onoHkoto, no 30 INAY CAH. BE 3MiHW Y KOPOTKiil XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
Mr, no 3 TabneTkn y TIOK. A.LLL MapKyBaHHS Ta IHCTPYKU|ii AN MEAMYHOrO 3aCTOCYBaHHS
6nictepi; no 1 a6o 2 reHepUYHMX/ribpUaHNX/6ioNoAI6HMX NikapCbkMX 3ac06iB nicns
6nicTepy B KOPOOL BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHUIA npenapart (3MiHa
He noTpebye HafaHHA XOAHVX HOBVX AOAATKOBUX JaHUX) -
3MiHV BHECeHO A0 IHCTPYKLi A8 MeAMYHOro 3aCTOCYBaHHS
niKapcbKoro 3acoby o po3sginis "B3aemogis 3 iHWMMKN
nNikapcbkvMKU 3acob6amMu Ta iHLWi BUAY B3aemMogiii",
"Oco6nMBOCTI 3acToCyBaHHA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHs rpyAat"(yTOUHEHHSs iHdbopmaLiii),
"34aTHICTb BNAMBATY Ha LUBWAKICTb peakLii Npu KepyBaHHi
aBTOTPaHCMNOPTOM abo iHWUMKN MexaHi3mamun", "Crnocio
3acToCyBaHHA Ta [03K" (YTOUHEHHSs iHdopmadii), "MobiuHi
peakuii” BiAMOBIAHO 4O OHOBMEHOI iHchopMaL,ii pedhepeHTHOro
nikapcbKoro 3acoby Mpinimxun, TabneTky BKPpUTI NIiBKOBOHO
060/10HKOI0. BBEAEHHSA 3MiH NPOTArOM 6-TU MicALB nicns
3aTBEPAKEHHS
35. OEKATUNEH NboAsHUKKM Nno 8,75 TOB «TeBa YkpaiHa KOHTPO/Ib cepil IcnaHis BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny - 6e3 UA/19472/01/01
ony Mr; 1o 12 YKpaiHa» (nuwe dpismko- 3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta hapMakoHarnsay. peyenma

NbOASHUKIB Y
6nictepi, no 2
6nictepn y
KapTOHHIA Kopoo6Li

XiMiYHWi
aHanis):
IHdbapmage,
C.J1., IcnaHia
KOHTPO/Ib cepil
(vwe nokasHuK
"MikpobionoriuH
a yucrora"):
JNabopaTtopio
EueBapHe, C.A.,
Icnarnis
BMPOGHMLITBO
Hepo3gacoBaHO
T npoaykuii,
nepBuHHa Ta
BTOPVHHA
ynakoBka,
[03Bin Ha
BUNYCK cepil:
No3snc
PapmacbioTukan
3 C.J1., Icnanisa
KOHTPO/Ib cepil
(nuwe dismko-

3MiHa y KOpOTKiil XapaKTepuCTuLj NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT 4151 MeNYHOro 3aCTOCYBaHHA Ha
nigcTasi perysispHo OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepioa, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iLKEHb, MPOBEAEHUX BiAMNOBIAHO
00 nnaxy negiatpuyHux gocnimxkerb (PIP) (3MiHY y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXKEHVIM OPraHom).
3MiHM BHECEHO B IHCTPYKLilO 415 MeANYHOTO 3acTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainy "3acTocyBaHHs y nepios
BariTHOCTi abo rogyBaHHA rpyAat" BiANOBiAHO 40 OHOBMEHOI
iHchopmawii LWoAo 6e3nekn 3acTocyBaHHS Ait0H0i PeHYOBUHM.
TepMiH BBEAEHHS 3MiH - NPOTATOM 6 MicAuiB nicns
3aTBEPAKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
XiMiYHWi
aHanis):
CiHkpodhapm,
C.J1., Icnanis
36. OEKPICTON® | Ttabnetku no 500 TOB "MIBE YkpaiHa Mi6e Mm6X HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/18957/01/01
500 MO MO; no 10 TabneTtok YKPAIHA" ApuHarimitTens 3MiHM 3 aKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peyenma
y 6nicTepi, no 5 abo KOHTeliHep/3akynoptoBasibHWiA 3aci6 (iHLWwi 3MiHWM) OHOBEHHS
no 10 6nictepiB y p. 3.2.P.7. CcTeMa KoHTelHep/ 3aKynoptoBasibHuiA 3aci6 A0
nauuj HOBOrO )OopMaTy, OHOB/IEHHSA TEXHIYHOT JOKYMeHTaLil
NepBUHHOT YNakoBKW. AKICHWIA Ta Ki/TbKICHWI cknag, nepBUHHOT
YNaKoBKU 3a/IULLAETLCA HE3MIHHUM. 3MiHN | TUny - 3MiHK 3
AaKocTi. FoToBwWiA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBanibHWii 3aci6. 3MiHa nocTavanbHYKa
nakyBaslbHUX matepianiB abo KOMMIEKTYHUUX (SKLLO
3a3HayYeHo B A0CbE) (BUNYYEHHS nocTadasibHuKa) OHOBNEHHSA
p. 3.2.P.7. Cnctema KoHTelHep/3aKynoproBasibHUiA 3acib, a
came BUAANEHHS Ha3BW NOCTaYasIbHVKIB NEPBUHHOI YNaKOBKY.
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHoCTi abo ymoBax
36epiraHHs roToBOr0 NiKapcbkoro 3acoby (iHWi 3mMiHM)
OHOBNEHHSA AaHNX CTabIifIbHOCTI B PEXMMI peasibHOro Yacy 6e3
3MiHW TEPMIHY NpuAaTHOCTI abo yMOB 36epiraHHs Ans
nigTBEPKEHHA NPUAATHOCTI NEPBUHHOI YNakoBKW. BigcyTHi
pe3ynbTaTy cTabinbHOCTI AogatTbes Ao po3giny 3.2.P.8.3
nikapcbKknx 3acobis, W06 NiATPMMYBAaTW OLHKY CTabiflbHOCTI B
aKTya/lbHOMY CTaHi; OHOBNEHHA po3ainis 3.2.P.8.1 Ta
3.2.P.8.2.
37. AEKCKET PO34UH A5 iH'EKLA Crepun-xeH IHAjA Crepun-xeH IHAjia BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/19104/01/01
25 mr/mn; no 2 mn B Naiidp Naiigp CaiteHcuns 3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y peyenmom
amnyni, no 5 amnyn Caitencms (M) (m nrg, BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IouYatoumn giana3oH
Y KOHTYpHIlA nrtp, po3mipy cepii) roToBOro NikapcbKoro 3acoby (36iNbLUeHHs 40
ynakosLi, no 1 10 pasiB NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) - 36iMbLUEHHS
KOHTYPHIli ynakoBuj po3mipy cepii N3 3aTBepaxeHo: 50 niTpis (23,255 amnyn)
Y KapTOHHIli kopobui 3anponoHoBaHo: 185 niTpis (88,095 amnyn)
38. AEPMABIH masb no 15 r B Ty6i; TOB "3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnx maTepianis: 3mMiHu | Tuny - 3a UA/14273/01/01
no 1 1y6i y mavuyi 3 "BIO®APMA" "BIODAPMA" 3MiHM 3 IKOCTi. [0TOBWIA Nikapcbknii 3aci6. KOHTponb peuyenmom
KapToHy [LOMOMIXHMX peqyoBUH. 3MiHa napameTpiB crneuundikauiii Ta/abo
[0NYyCTUMUX MEX /15 AONOMIKHOT PEYOBUHM (AONOBHEHHSA ab0
3amiHa (3a BUHATKOM JliKapCbKMx 3aco6iB 6ioa10rivHOro Ta
iMyHONOrNYHOro NOXOMKEHHS) NapameTpa cneuudikadii 3
BiANOBIAHUM METOA0M BMNPOGYBaHHA 3a pesynbTaTtamu
AocnigpkeHb 3 6e3nekn abo AKOCTi) - NprBeAEHHST LOMOMIKHY
pevoBuHyY (BaszenMHoBe Macsio) 3a n. "MikpobionoriyHa
yucToTa" y BiANoBigHICTL [0 BUMOr AdY
39. AVNHACTAT niodpinizat gns Mdpaiizep IHk. CLUA BTOPUHHE Benebrisi/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3miHu | Tuny - 3a UA/2286/01/02
PO34UHY ON5 iH'EKUNA nakyBaHHs, CLWA AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
no 40 wr; 10 BUMNYCK Cepii: MiCLii NPOBaPKEHHS AISNbHOCTI BUPOOHMKa/imnopTepa
oNaKoHIB 3 Mdpaiizep roTOBOrO JliKapCbKOro 3acoby, BKIKYAKYMN AiNbHNL BUMYCKY
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
niodgpinizatom y MeHtodekuypunH cepii abo micue NpoBeAeHHS KOHTPOSIIO SKOCTI. (AisifbHICTb, 3a
KapTOHHilA KopooLi r benbrisa HB, SIKy BiANOBigae BUPOGHMK/IMNopTep, BKOYaUM BUMYCK Cepiid)
Benbris AAMiHICTpaTuBHa 3MiHa afpecy 3aTBepa)KEHOI BUPOOHUYOT
BMPOGHULITBO in AinbHuui M3 MNdaiizep MeHodekuypuHr benbris HB ana
bulk, nepBuHHe npuBeAEHHS Yy BiANOBIAHICTL A0 aApecy 3a3HaYeHoi Ha caiiTi
nakyBaHHs: EudraGMDP. He 6yn0 X04HWX 3MiH Yy Ha3Bi BUPOGHWNYOT
dapmauis i OiNbHWLI, di3VYHOMY po3TallyBaHHI AifIbHULI, NpoLeci Ta
AnNKoH KOHTPO/i, MOB'A3aHOMY 3 BUPOGHWLITBOM NiKapCbKoro 3acoby.
KomnaHi NINC, 3MiHM BHECEHO B IHCTPYKLiIO 415 MEANYHOTO 3aCTOCYBaHHS
CLIA nikapcbKoro 3acoby y po3ain «Micue3HaxokeHHs1 BUPOOHMKa
Ta agpeca Micus NPOBaKeHHA oro AisbHOCTI» 3
BIAMNOBIAHUMW 3MiHAMW Y TEKCTI MapKyBaHHS yNakoBKK
nikapcbKoro 3acoby. BBeAeHHS 3MiH NpOTArom 6-Tu MicAuiB
nicns 3aTBepapkeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHLwi 3miHn)
OHOB/IEHHA TEKCTY MapKyBaHHs yNakoBOK J1iKapCbKOro 3acoby.
BBefieHHA 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXEHHS.
40. ANHACTAT niogpinizat gns Mdpannzep IHk. CWA BTOPVHHE Benebrisi/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/2525/01/01
PO34nHYy A5 iH'EKUINA nakyBaHHs, CLUA/ AaMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
no 40 mr; 5 BUNYCK cepil: ITania MiCLLA MpOBaKEHHS AiANbHOCTI BUPO6HMKa/imnopTepa
h/1aKoHIB 3 Mdpaiizep rOTOBOrO /iKapCbkOro 3acoby, BK/IYaoun AiflbHUL BUMYCKY
niodpinizatom y MeHtodek4ypnH cepil abo micue NpoBeAeHHS KOHTPOSTIO SKOCTI. (AisfbHICTb, 3a
KoMnnekTi 3 5 r Benbrisa HB, SIKy BiANOBigae BUPOGHMK/IMNopTep, BK/OUaUM BUMYCK Cepiid)
amnynamu Benbris; AaMiHicTpaTuBHa 3MiHa afpecy 3aTBepL)KEHOI BUPOOHMYOT
PO34YMHHMKA MO 2 M/ BMPOGHULITBO in AinbHuui M3 MNdaiizep MeHtodekuypuHr benbris HB ana
(HaTpito xnopua, bulk, nepBuHHe npuBEeAEHHS Y BIANOBIAHICTL A0 aApecy 3a3HaYeHoi Ha caiiTi
BOAA ANS iH'EKUiN) Yy nakyBaHHs: EudraGMDP. He 6yno XogHuX 3MiH y Ha3Bi BUPOGHWNYOT
KapTOHHIA Kopoo6Li dapmauis i OiNbHWLI, di3VYHOMY po3TallyBaHHi AifIbHULI, NpoLeci Ta
AnpKoH KOHTPONI, NOB’A3aHOMY 3 BUPOBGHULITBOM NiKapCbKOro 3acoby.
KomnaHi NINC, 3MiHM BHECEHO B IHCTPYKLilO 415 MEANYHOTO 3acTOCyBaHHS
CLIA; nikapcbKoro 3acoby y po3ain «Micue3HaxokeHHs1 BUPOOHMKa
BUPOBHWKM Ans Ta agpeca Micus NPoOBaKeHHN oro AisnbHOCTI» 3
PO3YMHHVMKA: BiAMNOBIAHUMW 3MiHAMW Y TEKCTI MapKyBaHHS yNakoBKK
NOBHUIA LMK nikapcbKoro 3acoby. BBeAeHHS 3MiH NpPOTArom 6-Tu MicaLuiB
BMpO6GHUUTBA Ta nicns 3aTBepapKeHHs. 3MiHu | Tuny - 3MiHK Woao
BUNYCK: 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHLwi 3miHn)
Mdpaiizep OHOB/EHHSI TEKCTY MapKyBaHHS YNakoBOK JlikapCbKoro 3acoby.
MeHtohekuypuH BBefeHHA 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.
r benbrist HB,
Benbris;
NOBHUIA LMK
BMPOGHMLITBA Ta
BUMYCK:
AkTasic ITanis
C.n.A,, lTanis
41. AIOKCUAVH po34uH, 10 mr/mMn no AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/6867/01/01
10 ma B amnyni; no 3MiHM 3 IKOCTi. [0TOBMIA Nikapcbkuii 3acib. CTabisibHICTb. peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
10 amnyn y nayu,j 3 3MiHa y TepmiHax npuaaTHOCTi abo ymMmoBax 36epiraHHs
KapToHy; no 10 mn B roTOBOro Nikapcbkoro 3acoby (36iNbLUeHH TEPMiHY
amnyni; no 5 amnyn NpWAATHOCTI TOTOBOIO NiKapCbKoro 3acoby) - [ns Toproeoi
y 6nicTepi; no 2 yNakoBKM (NiATBEPKYETLCA 4AHUMU PEasTbHOrO Yacy)
6nictepy B navuj 3 36iNbLLEHHSA TepMiHY NPUAATHOCTI FOTOBOrO NikapCbKoro
KapToHy 3ac06y Ha OCHOBI MO3UTUBHWX pPe3y bTaTiB AOBrOCTPOKOBUX
JocnigpkeHb cTabifibHOCTI y peasibHOMY Yaci: 3aTBepKeHO:
TepMiH NpUAATHOCTI 2 POKMK.
3anponoHoBaHo: TepMiH NPMAATHOCTI 4 PokW. 3MiHN BHECEHI B
po3ain "TepMiH NPMAATHOCTI" B IHCTPYKUitO 415 MeAUYHOTO
3aCTOCyBaHHSA Nikapcbkoro 3acoby. BeBefeHHs 3MiH NpOTArom
6-T1 MicALIB MicNa 3aTBEPKEHHS
42, AOLIETAKCE | KoHUeHTpart ans AKkopA, IcnaHis BMPOGHMLTBO, IHgis/ BHECEHHS 3MiH [0 peecTpaviiiHMX maTepiasiB: 3MiHa 3asBHMKa 3a UA/17408/01/01
N AKKOPL, pO34uHy aons Xenckea KOHTPO/b SKOCTI, Benuka N3 (MIBM) (BnacHuka peecTpaviiiHoro noceig4eHHs) (3rigHo peuyenmom

iHcpy3iiA, 20 mr/mn, C.JYy. nepBuHHE Ta Bputanis/ Hakady MO3 Big 23.07.2015 Ne 460). 3miHa 3asBH/Ka
no 1 mn (20 mr) abo BTOPUHHE Monba/ (BNacHvka peecTpauiiHoro nNocBig4eHHs). 3miHu | Tuny - 3miHn
4 mn (80 mr) abo 8 nakyBaHHs: YropwmHa/ oo 6esneku/edpekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs
mn (160 mr) y IHTac Manbta/ a60 3MiHN [0 y3araslbHEHUX AaHWX NPo cucTemy
dhnakoHax, no 1 dapmacbloTikan TypeuunHa chapmakoHarnsgy (BBefileHHs y3araslbHEHUX AaHux npo

donakoHy B
KapTOHHIW nayu,i

¢ Nimitepn, IHais
BTOPUHHE
naKkyBaHHs:
Akkopf, Xenckea
Nimiten, Benvka
BputaHis
CuHonTus
IHpacTpian Cn.3
0.0., Monbwa
KOHTPO/Ib AKOCTI
cepii:
BeccniHr
XaHrepi K.,
YropLmHa
dapmagokc
Xenckea NTp4,,
ManibTa
BMPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs:
OHko Inak CaH.
Be Tipx. A.C.,
TypeyunHa
BignosifansHuii
3a BUMNYCK Cepii:
Akkopf Xesnckea
Nimiten, Benvka
BputaHis

cuctemMy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHA hapMakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnisay 3asBHVKa ANs 34iICHEHHS
thapMmakoHarnsgy B YkpaiHi, SKLW0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0c06U, BifNOBIAaIbHOI 3a 34iCHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsgy).
3MiHa YNOBHOBaXXeHOI 0CObM 3asiBHUKA, BiANOBiga/IbHOI 3a
hapmakoHarnsg. ditoua pegakuis: Dr. Naveen Chamalli Shiva
Kumar.

MponoHoBaHa pepgakuis: Arata lecesuu / Agata Gesiewicz.
3MiHa KOHTaKTHMX AaH1X YNOBHOBaXXEHOT 0CO6W 3asBHNIKA,
BignoBifgasbHOI 3a hapmakoHarnsa.3MiHa KOHTakTHOT 0cobu
3asBHVIKa, BigNoBiganbHOT 3a hapmakoHarnsag B Ykpaii.
[itoua pepakuis: Wyronesa MapiaHHa BikTopiBHa.
MponoHoBaHa pepakuis: Wynel, Onbra CepriiBHa. 3miHa
KOHTaKTHUX SAaHMX KOHTaKTHOI 0CO6M 3asiBHMKA,
BiAMOBIAa/IbHOI 3a hapMakoHarnag B YkpaiHi. 3miHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 hapMakoHarnsay. 3MmiHa
MiCLe3HaxXoMKeHHs MacTep-halina cuctemu dpapmakoHarnagy
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KoHTponb skocTi
cepi:
SAPMABANIL,
nro.
Mikpob6ionoriyHa
nab6opaTopis,
YropwmHa
43. EK3EMAPUH | Tabnetku, BKpUTI 3eHTiBa, K.C. Yecbka Bci cTagii Ipnangis BHECEHHS 3MiH 40 peecTpavliitHux maTepiasis: 3MiHu | Tuny - 3a UA/13698/01/01
N1iBKOBOIO Pecny6nik npouecy 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
060/10HKOI0, M0 25 a BUpPOGHMLTBA: 3MiHN Y KOPOTKIil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTi
mr; no 10 TabneTok ElileH d®apma MapKyBaHHS! Ta IHCTPYKUii AN MEAMYHOTO 3aCTOCYBaHHS
y 6nicTepi; no 3 Nivites, reHepnyYHUX/ribpuaHNx/6ionodibHNX Nikapcbknx 3acobisB nicns
6nictepu B nauui 3 Ipnangis BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA npenapart (3MiHa
KapToHy MepBuHHE i He NoTpebye HafaHHS XOAHUX HOBUX AOAATKOBUX AaHMWX).
BTOPUHHE 3MiHV BHECEHI A0 IHCTPYKLi 4151 MeANYHOro 3acToCyBaHHS
nakyBaHHs: niKkapcbKoro 3acoby y po3ginu "®apmakosnoriyHi BnactuBocTi",
MinmayHT "34aTHICTb BNAMBATY Ha LWBWAKICTb peakLii Npu kepyBaHHi
Xenckea N14, aBTOTpaHCMopToM abo iHWMMKN MexaHismamu', "TobiuHi
Ipnangis peaxuii” 3rigHo 3 iHhopMaLiero WoA0 MeANYHOro
3acToCyBaHHSA pethepeHTHOro nikapcbkoro 3acoby (ApoMasuH,
TabneTkv, BKpUTI LyKPOBOK 060/10HKO, No 25 Mr). BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/IA 3aTBEPAXKEHHS.
44, ENEBIT® TabneTkun, BKpUTI Baiiep LLiseiiuapi [paxeHodapm HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/9996/01/01
MPOHATA/Ib | nniBKOBOK KoHcblomep A AnoTtekep 3MiHu 3 aKocTi. CepTuddikar signosigHocTi/lE-cepTudikar peyenma
060/10HKOI0; M0 10 Kep Al Mownb MM6X BiAnoBiaHOCTI E€Bponeiickbkiit hapmakonei/MoHorpadii.
Tabnetok y 6nictepi; MopaHHA HoBOro abo oHoBNEHOro cepTuddikaTa BiANOBIAHOCTI
no 3 a6o 10 abo BunyyeHHs ceptudikaTta BiANOBIAHOCTI EBpONechbkili
6nictepiB y thapmakonei: gns A®l; ans BUXiAHOrO
KapTOHHI Kopo6Lyj; marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
no 20 Tabnetok y BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns LONOMDKHOT
6nictepi; no 5 peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONenchbkili
6nicTepiB y thapmakonei) - OHOBMeHUIA cepTuddikaT Bif yxe
KapTOHHI KOpO6L 3aTBEPAKEHOIO BUPOBGHUKA - NOAAHHS OHOB/IEHOTO
cepTudcpikaTa BignoBigHOCTI E€Bponeiickbkilt hapmakonei Ne R1-
CEP 1999-057 - Rev 05 (3atBepmxeHo: R1-CEP 1999-057 -
Rev 04) ana A®I Tiaminy rigpoxniopuay (y popmi TiamiHy
HiTpaty)( BiTamiH B1) Big BXe 3aTBEpXEHOro BUpobHUka DSM
Nutritional Products GmbH, Germany.
45, ENENICO NopOLLOK Mcpaiizep CWA BMPOGHMLITBO CuwA/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/14379/01/01
niocpinizoBaHuit ons Eiu.Ci.Mi. (cbopmyna, IpnaHgis/ ApMmiHicTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu peyenmom
PO34nHy ons KopnopeiwH acenTuyHe I13painb MicLA MPOBaKEHHS AissNIbHOCTI BUPOGHMKa/imnopTepa
iHcpysiii no 200 OJ, HanoBHEHHS, roTOBOrO JlikapCbKoro 3acoby, BK/IYakoun AiNlbHULL BUMYCKY
1 chnakoH 3 niodpinisayin), cepii abo MicLle NpoBeAEeHHS KOHTPOIO AKOCTI. (BisNbHICTb, 3a
NMOPOLLKOM Y nepBuHHE Ta SIKy BiZANoBigaEe BUPOOHMK/IMIOPTEP, BK/IOUAKYM BUMYCK Cepiii)
KapTOHHI KOpO6L BTOPWHHE PepakTopcbka 3MiHa Ha3BU Ta agpecy BUpobHuka MN13 Ha
nakyBaHHs, aHrniicobkili MoBi. TepMiH BBEAEHHS 3MiH NPOTArom 6 micAuiB
MapKyBaHHs, nicna 3aTBepKEHHS.
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

BWMNYCK Cepii:
dapmauis i
AnNKoH
Komnari /1/1C,
CLA
KOHTPO/Ib AKOCTI
npu BUMyCKy Ta
LOCNIMKEHHSA
cTabinbHOCTI:
Mdpaiizep
Ipnangis
dapmacbioTikan
¢, lpnangis
KOHTPO/b AKOCTI
npy BUMyckKy Ta
LOCAIIKEHHSI
cTabifbHOCTI:
MpoTtanikc N14,.,
I13painb

46.

ENIKBIC

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKO0, M0 2,5
mr; no 10 TabneTok
y 6nicTepi; no 2
6nictepn y nauui 3
KapToHy 3
MapKyBaHHSAM
aHrnincbko abo
iHLLOO iIHO3EMHOI0
MOBOIO 3i CTUKEPOM
YKpaiHCLKO
MOBOI0; no 10
Tabnetok y 6nictepi;
no 2 6nictepu y
nadui 3 KapToHy 3
MapKyBaHHSAM
YKpaiHCLKOH MOBOKO

N®ANIEP
IHK.

CLUA

Brpo6HMUTBO,
KOHTPO/b AKOCTI
Ta KOHTPO/b
AKOCTI NpK
BUWMYCKy Cepii:
BpicTton-Maiiepc
CkBi66
MeHtodek4ypnH
r Komnani, CLUA,;
MakyBaHHA,
KOHTPO/b AKOCTI
Ta BMNyCK cepil:
KataneHTt AHarHi
c.p.n.., Itanis;
nakyBaHHs,
KOHTPO/b AKOCTI
npvi BUMYyCKy
cepii Ta BANycK
cepii: Mdpaiizep

CuwA/
ITania/
Himeuunna/
Ipnangis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MmiHu Wwopao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM) 3MiHM BHECEHO A0 IHCTPYKLUIT ANS MeAUYHOro
3aCTOCyBaHHS NiKapCcbKoro 3acoby, a caMe YTOUHEHHS
iHchopMmawii B TekcTi po3ginis "dapmMakonoriyHi BnacTueocTi",
"B3aemogia 3 iHWKMMK Nikapcbkumm 3acobamu Ta iHWi Buan
B3aemogiin", "OcobmBoCTi 3acTocyBaHHs", "3acTocyBaHHs B
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHA Ta no3un”, "MepenosysBaHHA", "M06IYHI peakuii”.
BBefeHHs 3MiH NpoTArom 3-x MicALiB NiC/A 3aTBEPLYKEHHS.
3miHu | TUNY - 3MiHK Woao 6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLli
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS Ha NiAcTasi peryiiapHo
OHOBJ/OBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn 3acTocyBaHHSA MikapCbKoro 3acoby B
nicnsapeecTpauiiiHnii nepios, abo sk pe3ysibTaT OLiHKM 3BiTY 3
nocnimkeHb, NpoBeAeHNX BigNoBiAHO A0 NnaHy negiatpuydHmnx
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3 KOMNETEHTHUM

MeHtodek4ypnH YMOBHOB&XXEHVM OpraHom) 3MiHN BHECEHO A0 iHCTPYKLi ANns
r Joinunexg, MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby Ao po3giny
v6X, "Mo6iuHi peakuii" BiANOBIAHO A0 OHOBNEHOI iHChopMmaLii 3
HimeuunHa; 6e3neku Ajtoyoi pevoBuHK "anikcabaH" 3rigHo 3
BUPOBHMLTBO, pekomeHpauisvy PRAC.
KOHTPO/Ib AKOCTI BBefeHHs 3MiH NpoTArom 3-x MicsALiB NiC/A 3aTBEPLKEHHS.
npu BUNYCKY 3MiHn |l Tuny - 3miHn Wwoao 6e3nekn/edhekTBHOCTI Ta
cepii: Mdcpaiizep hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi
IpnaHgis NiKapCbKOro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLIT Ans

3a
peyernmom

UA/13699/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
dapmacbloTikan MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMU AaHMU 3
3, Ipnangis; AKOCTI, AOKMIHIYHUMMU, KNIHIYHUMWU AaHUMW Ta AaHUMK 3
BUMNYCK Cepii: hapmakoHarnsgy - 3MiHM BHECEHO A0 iHCTPYKLiT Ans
Coppas MeAMYHOro 3aCTOCYBaHHSA /liKapCbKOro 3acoby Ao po3giny
Nab6opaTtopi3 "Oco6NMBOCTI 3aCTOCYBaHHSA" 00 BUCOKOTO PU3NKY PO3BUTKY
T/A BpicTton- BEHO3HOI TPOMB0eM60iT | KPOBOTEY Y NaLiEHTIB 3 aKTUBHUM
Maiiepc Ckgi66 pakom. BBegeHHs 3MiH MPOTAroM 3-X MicAuiB nicns
dapmacbloTikan 3aTBEPAKEHHS.
OnepeiiHz,
EkcTtepHan
MeHtohekyypuH
r, lpnaHgis
47. ENIKBIC TabneTku, BKpUTI NeANIEP CLIA Brpo6HMUTBO, CLUA/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/13699/01/02
nNiBKOBOIO IHK. KOHTPO/Ib AKOCTI ITania/ 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsgy (iHwi peuyenmom
060/10HKOI0, N0 5 Mr; Ta KOHTPO/1b Himeuunna/ 3MiHM) 3MiHV BHECEHO A0 IHCTPYKLiT 415 MeAUYHOro
no 10 TabneTtok y AKOCTi Npw IpnaHgisa 3aCTOCYBaHHS /iKapcbKoro 3acoby, a came YyTOYHEHHS
6nictepi; no 6 BMNYCKY cepil: iHbopmawii B TekcTi po3ginis "®apmMakosnorivyHi BNactuBocTi",
6nicTepis y nayui 3 BpicTton-Maiiepc "B3aemogis 3 iHWVMKU NikapcbkuMu 3acobamu Ta iHLWi BUan
KapToHY CkBi66 B3aemogiin, "OcobmBOCTi 3acTocyBaHHs", "3acTocyBaHHS B
MapKyBaHHAM MeHtohekuypuH nepiog BariTHocTi abo rogyBaHHsA rpyaat”, "Cnocio
aHrnincobkoto abo r Komnani, CLUA,; 3acTocyBaHHs Ta go3n", "MepegosysaHHs", "Mob6iuHI peakwyii”.
iHLLOO IHO3eMHOI0 MakyBaHHs, BBefeHHS 3MiH NpoTArom 3-x MiCALIB MiC/1A 3aTBEPKEHHS.

MOBOIO 3i CTUKEPOM
YKpaiHCbKO0
MOBOI0; no 10
TabneTtok y 6nictepi;
no 3 a6o no 6, abo
no 10 6nictepiB y
nauuji 3 KapToHy 3
MapKyBaHHSIM
YKpaiHCbKOH
MOBOI0; Nno 14
TabneTtok y 6nictepi;
no 2 6nictepu y
nauuji 3 KapToHy 3
MapKyBaHHSIM
YKpaiHCbKOH MOBOO

KOHTPO/b AKOCTI
Ta BMUNycK cepii:
KaTtaneHT AHarHi
c.p.n.., Itanis;
nakyBaHHS,
KOHTPO/b AKOCTI
npy BUNYCKy
cepii Ta BANyCK
cepii: Mdpaiizep
MeHtohekyypuH
r Joiuneng,
v6X,
HimeuumnHa,
BMPOGHMLTBO,
KOHTPO/b AKOCTI
npy BUNYCKy
cepii: Mdpaiizep
IpnaHgjs
dapmacbioTikan
3, Ipnangis;
BWMYCK Cepii:
Copgas
NabopaTtopi3
T/A BpicTon-
Maliiepc CkBi66
dapmacbioTikan

3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOrO 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOB/OBAHOrO 3BITY 3 6e3NeKn NikapcbKoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acTocyBaHHA /ikapCbKoro 3acoby B
nicnspeecTpauiiHnii nepios, abo sk pe3ysibTaT OLiHKM 3BiTY 3
AocnigpKeHb, NPoBeAEHNX BIANOBIAHO A0 NiaHy negiaTpuyHnx
pocnimkeHs (PIP) (3MiHy y3rofkeHo 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHVM BHECEHO A0 IHCTPYKLUIT Ans
MEeAMYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby A0 po3giny
"Mo6iuHi peakuii" BiANOBIAHO [0 OHOBMEHOI iHChopMaLi 3
6e3nekun aityoi pevyoBuHY "anikcabaH" 3rigHo 3
pekomengauisamu PRAC.
BBefeHHS 3MiH NpoTArom 3-x MICALIB MiC/1A 3aTBEPKEHHS.
3MiHu Il TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA Yy 3B'A3KY i3 HOBUMU AaHVMU 3
AKOCTI, AOKNIHIYHUMW, KTIHIYHUMMW AaHMMU Ta JaHUMK 3
hapmakoHarnsgy - 3MiHM BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3aCTOCyBaHHA NikapCbKoro 3acoby Ao po3giny
"Oco6nMBOCTI 3aCTOCYBaHHA" W00 BUCOKOTO PU3NKY PO3BUTKY
BEHO3HOI TpOM60eM60iT | KPOBOTEY Y MaLieHTIB 3 aKTUBHUM
pakoM. BBefieHHs 3MiH NpoTArom 3-X MicALiB nicas
3aTBEPAKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
OnepenLH3,
ExcTtepHan
MeHtodekuypuH
r, lpnaHgis
48. ENIKBIC TabneTku, BKPUTI MNOAN3EP CWA Bupo6bHuuTBO, cuwA/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/13699/01/02
nNiBKOBOIO IHK. KOHTPO/Ib SAKOCTi ITania/ 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
060/10HKOI0, N0 5 Mr; Ta KOHTPOJ1b HimeuunHa/ 3MiHa y KOpOTKili XapakTepucTuL, NiKapCbKoro 3acoby, TeKCTi
no 10 TabneTtok y AKOCTi NpK IpnaHgis MapKyBaHHS Ta iHCTPYKL,iT 4115 MeANYHOro 3aCTOCYBaHHSA Ha
6nicTepi; no 6 BUMYCKY Cepii: nigcTasi perysispHO OHOB/IIOBAHOIO 3BITY 3 6e3neku
6nicTepiB y nayui 3 BpicTton-Maiiepc nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3Mnekn 3acTocyBaHHS
KapToHy CkBi66 nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios, abo sk
MapKyBaHHAM MeHtohekuypuH pes3ynbTaT OLiHKM 3BIiTY 3 OCAILKEHb, NPOBEAEHMX BigNoBigHO
aHrnincokoto abo r Komnani, CLUA; 00 nnaHy negiatpuyHnx gocnigpkeHb (PIP) (3MiHy y3rofkeHo 3
iHLLIOO iIHO3EMHOI0 MakyBaHHs, KOMNETeHTHUM YNOBHOBAXEHVM OpraHom)
MOBOIO 3i CTVKEPOM KOHTPO/b AKOCTI 3MiHM BHECEHO [0 IHCTPYKUIT AN19 MEANYHOrO 3aCTOCYBaHHS
YKPaiHCbKO Ta BUNyCK cepii: nikapcbkoro 3acoby Ao po3ainy "lMNob6iyHi peakuii” BigNoBigHO
MOBOI0; no 10 KataneHT AHarHi [,0 OHOBJIEHOI iHGhopMaLii 3 6e3nekun Ail4voi pevyoBUHN
Tabnetok y 6nictepi; c.p.n.., Itanis; "anikcabaHn" BeefeHHS 3MiH NpoTArom 3-x MicAuiB nicas
no 3 a6o no 6, abo nakyBaHHs, 3aTBEPAKEHHS.
no 10 6nictepiB y KOHTPO/Ib AKOCTI
nauuji 3 KapToHy 3 npy BUMYycKy
MapKyBaHHAM cepii Ta BANycK
YKpaiHCbKO cepii: Mdcpaiizep
MOBOIO; Nno 14 MeHtodekuypuH
Tabnetok y 6nictepi; r JouneHg
no 2 6nictepu y M6X,
nadui 3 KapTOHy 3 HimeuunHa;
MapKyBaHHSAM BUPOGHMLITBO,
YKpPaiHCbKOI MOBOIO KOHTPO/b AKOCTI
npy BUMYycKy
cepii: Mdpaiizep
Ipnangis
dapmacbtoTikan
3, Ipnangis;
BUNYCK cepil:
Copas
Na6opatopis
T/A Bpicton-
Maiiepc Ckgi66
dapmachboTikan
OnepenLuHs,
EkcTepHan
MeHtodek4ypnH
r, lpnaHgis
49. ENIKBIC TabneTkn, BKPUTI MN®AN3EP CLWA BupobHnuTBO, cuwA/ BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/13699/01/01
NNiBKOBOO IHK. KOHTPO/Ib AKOCTI ITania/ 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
060/10HKOI0, M0 2,5 Ta KOHTPO/1b HimeyunHa/ 3MiHa Y KOpPOTKiil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTI
Mr; no 10 TabneTok AKOCTI Npu Ipnangis MapKyBaHHS1 Ta IHCTPYKUii A1 MEAMYHOT0 3aCTOCYBaHHSA Ha
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
y 6nicTepi; no 2 BUMYCKy Cepii: nigcTaBi perysispHO OHOBJ/THOBAHOrO 3BIiTY 3 6e3neku
6nictepy y nauui 3 BpicTton-Maiiepc nikapcbkoro 3acoby, abo AocnimpkeHb 3 6e3nekn 3acTocyBaHHSA
KapToHy 3 CkBi66 nikapcbkoro 3acoby B nicnsapeecTpaviiiHuii nepios, abo sk
MapKyBaHHSIM MeHtodek4ypuH pe3ynbTaT OUiHKV 3BITY 3 AOC/iIKEHb, MPOBEAEHUX BiAMNOBIAHO
aHrnincokoo abo r Komnati, CLUA, 00 nnaHy negiatpuyHux gocnimxkers (PIP) (3MiHY y3rogkeHo 3
iHLLIOKO IHO3EMHOIO MakyBaHHS, KOMNETEHTHUM YNOBHOBaXKEHUM OpPraHoM)
MOBOIO 3i CTUKEPOM KOHTPO/Tb AKOCTI 3MiHV BHECEHO [0 IHCTPYKLIT 415 MEJUYHOIO 3aCTOCYBaHHS
YKpaiHCbKO Ta BMNyCK cepil: nikapcbKoro 3acoby Ao po3gainy "lMob6iyHi peakuii” BianoBigHO
MOBOI0; no 10 KataneHTt AHarHi [0 OHOBJEHOT iHhopMaLi 3 6e3nekun Ailyol pevoBUHN
Tabnetok y 6nictepi; c.p.n.., Itanis; "anikcabaH" BBefeHHS 3MiH NpoTArom 3-x MicAuiB micas
no 2 6nictepun y nakyBaHHS, 3aTBEPAKEHHS.
nauuj 3 KapToHy 3 KOHTPO/Ib AKOCTI
MapKyBaHHSAM npv BUMYCKy
YKpaiHCLKOH MOBOKO cepii Ta BUNycK
cepii: Mdpaiizep
MeHtodekuypunH
r Joiunens
'm6X,
HimeyumnHa;
BUPOGHULTBO,
KOHTPO/Ib AKOCTI
npv BUMYyCKy
cepii: Mdpaiizep
Ipnangis
dapmacbioTikan
3, Ipnangis;
BUMNYCK Cepii:
Copas
Nab6opaTtopi3
T/A Bpicton-
Maiiepc CkBi66
dapmacbioTikan
OnepeiiHz,
EkcTtepHan
MeHtohekyypuH
r, lpnaHgis
50. EH3UCTAN® | TabneTku, BKpUTI ToppeHT IHAaia ToppeHT IHAjsA BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/2874/01/01
LYKPOBOIO $apmacbloTika dapmacbioTikan 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay. peyenma
060/10HKOIO, nc itg clig BeeaeHHs ab0 3MiHU [0 y3arasibHEHNX AaHuX Npo cucTemy
KMLUKOBOPO3YUHHI; chapmakoHarnsgy (BBefileHHs y3araslbHEHUX AaHux npo

no 10 TabneTtok y
6nicTepi; no 2 abo 8
6nictepiB y
KapTOHHIiA ynakoBL,i

cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
BIANOBIAA/IbHOI 32 34iiCHEHHA dhapMakoHarnsagy; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iICHEHHS
thapmakoHarnsgy B YkpaiHi, SKL0 BOHa BigMiHHA Bif,
YMOBHOBaXEHOI 0C06U, BifNOBIAaIbHOI 3a 34iCHEHHSA
hapmakoHarnsgy (Bkovalouy KOHTakKTHI gaHi) Ta/abo 3miHu y
po3MilLieHHI MacTep-chaiina cuctemn hapmakoHarnsgy).
3MiHa KOHTaKTHOI 0CO6U 3as1BHMKA, BifgNoOBigaIbHOI 3a
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thapmakoHarnag, B Ykpaii.
[Litoua pepakuia: Mr. Jigar Jaswantsinh Jadeja. NponoHoBaHa
pegakuis: Onyshchuk Liudmyla Valeriivha. 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0COo6M 3asiBHMKA, BiAnoBiAa/IbHOT 3a
hapmakoHarnsg B YkpaiHi.
51. EHOKCAMAP | po3uviH Ans iH'ekuii, TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/14204/01/01
NH- 10000 aHTK-Xa "®APMEKC "®APMEKC 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
DPAPMEKC MO/mn, no 0,2 mn reyn" reyn 3MiHa Y KOpPOTKiil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTI

(2000 aHTM-Xa MO)
abo no 0,4 mn (4000
aHTK-Xa MO) a6o no
0,6 mn (6000 aHTK-
Xa MO) a6o no 0,8
M1 (8000 aHTU-Xa
MO) B nonepegHsL0
HarnoBHEHOMY
wnpuyi; no 1
nonepeAHbL0
HarnoBHEHOMY
LUMPULLY B KOHTYPHIlA
YapyHKOBIli ynakoBLyi
abo 6nictepi; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLyji
abo 6nictepy B
nauLj KapTOHHIlA; No
0,2 mn (2000 aHTK-
Xa MO) a6o no 0,4
M1 (4000 aHTU-Xa
MO) a6o no 0,6 mn
(6000 aHTU-Xa MO)
a6o no 0,8 mn (8000
aHTn-Xa MO) B
nonepegHL0
HarnoBHEHOMY
Lwnpuui; no 2
nonepegHL0
HanoBHEHWX
LnpuLa B KOHTYPHIi
YapyHKOBIli ynakoBLj
abo 6nictepi; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLj
abo 6nictepy B
naJui KapTOHHIN; No
0,2 mn (2000 aHTwK-
Xa MO) a6o no 0,4
M (4000 aHTK-Xa

MapKyBaHHS! Ta IHCTPYKUii A1 MEANYHOT0 3aCTOCYBaHHA Ha
nigcTaBi peryaisipHO OHOBJ/THOBAHOIO 3BIiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHsA
nikapcbKoro 3acoby B micnspeecTpaviiiHvin nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iLKEHb, MPOBEAEHUX BiAMNOBiAHO
[0 nnaHy negiatpuyHux gocnimxkersb (PIP) (3MiHY y3rompkeHo 3
KOMMETEHTHVMM YNOBHOB&XEHNM OpraHoMm)
3MiHV BHECEHO B iHCTPYKLItO 4719 MEANYHOI0 3aCTOCYBaHHS
nikapcbKoro 3acoby ao po3ainis "OcobaMBOCTi 3aCTOCyBaHHA"
Ta "Mob6iuHi peakwii" BigNOBiAHO 4O OHOB/EHOI iHChopmaLi
o0 6e3neky 3aCTOCyBaHHS Ail040i PEHOBUHU 3rifHO 3
pekomeHpauisvy PRAC.

BBefeHHs1 3MiH NpoTArom 6-T1 MIiCALIB MiCNA 3aTBEPAKEHHS




41

n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

MO) a6o no 0,6 mn
(6000 aHTK-Xa MO)
a6o no 0,8 mn (8000
aHTn-Xa MO) B
nonepegHL0
HarnoBHEHOMY
wnpuui; no 5
nonepegHLo
HanoBHEHWX
LUNPULLIB B KOHTYPHIl
YapyHKOBIli ynakoBLj
abo 6nictepi; no 2
KOHTYPHI YapyHKOBI
ynakoBKku abo
6nicTepy B nayi
KapToOHHiiA; no 0,2
M (2000 aHTU-Xa
MO) a6o no 0,4 mn
(4000 aHTK-Xa MO)
a6o no 0,6 mn (6000
aHTK-Xa MO) a6o no
0,8 mn (8000 aHTW-
Xa MO) B
nonepegHL0
HarnoBHEHOMY
wnpuui; no 10
nonepegHL0
HarnoBHEHWX
LUNPULLIB B KOHTYPHIi
YapyHKOoBIli ynakoBLi
abo 6nictepi; no 1
KOHTYPHIl
YapyHKOoBIli ynakoBLi
abo 6nictepy B
nauvli KapTOHHI

52.

EHOKCATMAP
NH-
DAPMEKC

PO3YNH A5 iH'EKLIN,
10000 aHTK-Xa
MO/mn; no 3 mn B
6ararof030BOMYy
thnakoHi; no 1
6araTtof030B0OMYy
chnakoHy B
KOHTYPHIi
YapyHKOBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLyj
B KapTOHHI kopobui

TOB
"®APMEKC
reymn"

YKpaiHa

TOB
"®APMEKC
reymn"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
3MiHa Y KOpPOTKiil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS! Ta IHCTPYKUii A1 MEeAMYHOr0 3aCTOCYBaHHA Ha
nigcTaBi peryaisipHoO OHOBJ/THOBAHOIO 3BIiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHs
nikapcbKoro 3acoby B micnspeecTpaviliHvin nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iLKEHb, MPOBEAEHUX BiAMNOBiAHO
[0 nnaHy negiatpuyHux gocnimxkers (PIP) (3MiHY y3rompkeHo 3
KOMMETEHTHVM YMOBHOB&XKEHM OpPraHOM)
3MiHV BHECEHO B iHCTPYKLItO 4719 MEANYHOI0 3aCTOCYBaHHS
nikapcbKoro 3acoby no po3ainis "OcobaMBOCTi 3aCTOCyBaHHA"
Ta "Mo6iyHi peakuii" BigNOBIAHO A0 OHOB/EHOI iHhopMmaLii

3a
peyerimom

UA/14324/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
o0 6e3neky 3aCTOCyBaHHS Ail040i PEHOBUHU 3riLHO 3
pekomeHpauisvy PRAC.
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALLIB MiC/A 3aTBEPKEHHS
53. ECNA- MOPOLLIOK ANt Ecnapma HimeuuunH BMPOGHMLITBO HimeuunHa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14782/01/01
DPOLUNH® OPa/ILHOIO PO3UNHY eX a Hepo3gacoBaHO 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOro peuyenmom
no 3000 mr/naker, ro NPOAYKTY, nikapcbkoro 3acoby. 3miHa y MeToAax BUnNpobyBaHHS
no 8 r mopoLuky nepBuHHe roTOBOrO NiKapcbKoro 3acoby (iHLwi 3MiHM y MeTogax
(3000 mr gjtouoi nakyBaHHs, BMNPOB6YBaHb (BKIOHAKOUM 3aMiHy ab60 [LONOBHEHHS)) -
PEeyYOBUHM) Yy MaKeTi; BTOPUHHE [OMNOBHEHHSA anbTepHatMBHuM metogom HPLC ans
no 1 nakety B nakyBaHHs, BM3HAYEHHS BMICTY Ail040i peYOBMHM Ta O4HOPIAHOCTI BMICTY
KapTOHHIiA ynakoBL,i KOHTPO/b SKOCTI, hocomiumHy TpoMeTaMony A0 3aTBEPAXEHOT METOANKN
BMNYCK cepil: HPLC 3anexHo Big, 3aBaHTaXeHOCTi 06nagHaHHA nabopaTopii
NiHpgodhapm KOHTPO/IO AIKOCTi BUPOGHYMKa
v6éX,
HimeuunHa,;
BTOPWHHE
nakyBaHHS:
ecnapma ®apma
Cepsices 'mM6X,
HimeyunHa
54, SIKNAPA Kpem 3,75 %; no 250 MEJA Ab LLseuis BMPOGHMLTBO, Benvka BHECEHHS 3MiH [0 peecTpavljiiiHiX MmaTepiasiB: YTOYHEHHA 3a UA/15272/01/01
Mr B calle; no 14 nepBrHHe BpuTanis/ HanucaHHs npoueaypu B Hakasi MO3 YkpaiHu Ne 1421 Bif peyenmom
calle B ynakoBLi nakyBaHHs, HimeyunHa 05.08.2022 B npoueci BHECEHHA 3MiH - 3MiHN | TUny - 3MiHK
BTOPVHHE 3 AKOCTi. F0TOBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
nakyBaHHs, 3amiHa abo BBeeHHS 40AaTKOBOI AiNbHULi BUPO6HULTBA ANS
BUNPOOYBaHHSA 4yacTuHK abo BCbOro BUPOBHNYOro NPoLEeCy roToBOro

KOHTPOSO SIKOCTI
Ta BUNYCK cepiii:
3M Xenc Kea
Nimiten, Benvka
BpuTaHis;
BUPOBHMLTBO,
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(chiznko-ximiyHi):
C.Nn.m.
KoHTpakTdapma
v6X,
HimeuumnHa;
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(mikpobionoriyHi)
: Nabop NIC CE i
Ko. KT,
HimeuumnHa;
nepBuHHe
nakyBaHHS,
BTOPUHHE

nikapcbKoro 3acoby (AiNbHULA 418 BTOPUHHOIO NakyBaHHS) -
BHeceHHs oaaTkoBoi AinbHuULi Ceicc Kenc MM6X,
[pacciHrepwrpacce 9, bag Ai6ninr, BaiiepH, 83043,
HimeuumnHa/ Swiss Caps GmbH, Grassingerstrasse 9, Bad
Aibling, Bayern, 83043, Germany y AKOCTi afilbTepHaTUBHOT
BMPOGHWYOI AiNbHML 4718 BTOPUHHOIO NakyBaHHSA roTOBOro
nikapcbkoro 3acoby. 3miHu | Tuny - 3MiHK 3 SKOCTi. [OTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY Cepii Ta KOHTPO/0
SIKOCTi FOTOBOrO flikapcbKoro 3acoby (3amiHa abo fogaBaHHSA
OiNbHWLI, Ha AKil 34iACHIOETLCS KOHTPO/b/BUNPOGYBaHHS
cepii) - BHeceHHs gonatkoBoi AinbHuui C.MN.M.
KoHTpakt®apma MmM6X, dptoniHrwtpacce 7, 83620
®enbpakipxeH-Bectepxam, HimevunHa/ C.P.M. ContractPharma
GmbH, Fruhlingsstrasse 7, 83620 Feldkirchen — Westerham,
Germany y SIKOCTi anbTepHaTUBHOI AiNbHULj 415 34iCHEHHS
KOHTPO/H0 AKOCTI (i3MKO-XiYiHWiA) FOTOBOrO NiKapcbKoro
3aco6y. 3miHu | TNy - 3MiHK 3 AKOCTI. FTOTOBUIA NiKapCbKUiA
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/I0 SAKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo fAofaBaHHA AiNbHULL, Ha SKil
3[iCHIOETbCA KOHTPO/Ib/BUNPOBYBaHHSA cepil) -
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nakyBaHHs, BHeceHHs goaatkoBoi ginbHuui labop /IC CE i Ko. KT,

BBE3€HHA Ta

BUWMYCK Cepili:

Csicc Kenc
'm6X,
HimeuunHa

MaHrenbcensg 4,5,6, bag boknet-I'pocceHbpax, BaliepH,
97708, HimeuunHa/ Labor LS SE & Co. KG, Mangelsfeld 4,5,6,
Bad Bocklet — Grossenbrach, Bayern, 97708, Germany y
AKOCTi aNlbTepHATUBHOI AiNIbHWL ANS 34iACHEHHS KOHTPOSHO
SIKOCTi (MiKpOGioNoriyHMiA) roToBOro Nikapcbkoro 3acoby. 3mMiHu
| TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
afpecu Micusa nNpoBafKeHHs AisANbHOCTI BUPOGHMKA
(BKKOUALOUM, 32 HEOOXIAHOCTI, MicLe NPOBEAEHHS KOHTPOSI0
AKOCTI), ab0 BnacHvka macTtep-chaiina Ha A®l, abo
nocravanbHuka A®I/BuxigHoro
marepiany/peareHTy/npomMiXHOro NPOAYyKTY, WO
3aCTOCOBYHOTLCA Y BUPOOHULTBI ADI (AKLWO 3a3HAYEHO Y JOChE
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BiNOBIAHOCTI €Bponelickkilt thapmakonei y 3aTBepaKeHoMy
[ocbe, abo BUPOGHKKA HOBOT JOMOMDKHOI PEUYOBUHM (SIKLLO
3a3HayeHo Yy 10Cbe) - 3MiHa agpecu Micusa NPoBaXeHHs
AisnbHOCTi BUpobHuka Orgapharm, BignosiganbHOro 3a
BUPOBHMLTBO, NaKyBaHHSA, BUNPOOYBaHHA KOHTPOJIIO SIKOCTi Ta
cepTugikaLjlo Ajtoyol peqyoBuHN imikBiMog, 3 Avenue du 11
Novembre, 45300 Pithiviers, France Ha Zone Industrielle, Rue
du Moulin de la Canne, 45300 Pithiviers, France.
Micue3HaxomKeHHs BUPO6HMKA He 3MIHIOETLCA. 3MiHM | Tvny -
3MiHu 3 aKocTi. A®Il. KoHTponb AdL. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BUXigHOro matepiasty/mnpoMikKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPO6HMLTBA ADI (iHLI 3MiHM Y MeToAax BUNPOGYyBaHHSA
(BKTrOHaOUM 3aMiHy abo JONOBHEHHS) Ad| abo
BVXiZAHOro/NPOMIXHOro NPoAyKTy) - JjloAaBaHHsA
anbTepHaTUBHOIO MeToAY BUNPOOYBaHHA 3aUINLLIKOBUX
KifIbKOCTEeW OpraHiYHnX po34mHHKKIB (MeTog napodyasHoi
raszoBoi xpomaTtorpadii/ mac-cnekTpomeTpii) ans Adl
iMiKBIMOZ, LLIO BUKOPUCTOBYETHLCA BUPOGHMKOM J13 C.MT.M.
KoHTpakt®apma 'm6X, HimeuunHa. laHa 3miHa € Hacniakom
[ofaBaHHA HOBOro BMpobHuka /13, a came C.MN.M.
KoHTpakTt®apma Mv6X, HimeuunHa. 3miHu | Tuny - 3MiHu 3
SKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTpO/b roTOBOro
nikapcbKkoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
rOTOBOrO /iKapCbKOro 3acoby (iHLWi 3mMiHKn) - 3MiHa meToay
B'AI3KOCTI, L0 BUKOPUCTOBYETbCS BMPObHUKOM /13 C.M.M.
KoHTpakt®apma 'M6X, HiMmeuunHa, 3 MeToo NpuBefeHHs
0ro y BifNOBIAHICTb 10 BXE 3apeeECTPOBaHOro MeToay
Bmpo6Huka 3M Xenc Kea Jliviteq,Benvika Bputanis, a came:
npvBeeHi y BiANOBIAHICTbL NapameTpu obnagHaHHa (giameTp
KOHyca Ta AameTp NAacTUHK), NPUroTyBaHHSA
BUNPOOYBasIbHOIO 3paska (Temneparypa ypiBHOBaXKEHHS
3paska), aHasli3 3pa3ka. Ha Bupo6Huuili ginbHuui C.MN.M.
KoHTpakt®apma 'm6X, HimeyunHa 6yna nposefeHa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BiANOBiAHA Bastigauis MeTofy 3 BUKOPUCTAHHAM BMIACHUX
BUMIpIOBasIbHUX Npunagis. OCKiNbky MeTof BUpo6HUKa 3M
Xenc Kea fimitea,Benvka bputaHis Bxe € 4yacTUHOO
3apeEcTPoBaHOro A0CbE, 3MiHa PO3rNAfacTbCA AK nepefava
aHaniTnyHoro metoay. 3miHu | Tvny - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3aMiHa abo BBEEHHS
[0[AaTKOBOI Ai/TbHNL BUPOGHMLTBA A4J15 YACTUHU abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapCbKoro 3acoby
(AiNbHMUA ANA NEPBMHHOIO NakyBaHHS) - BHeceHHs
popartkoBoi finbHuui Ceicc Kenc M'm6X, MpacciHrepwtpacce 9,
Bap, AlibniHr, BaliepH, 83043, HimeuunHa/ Swiss Caps GmbH,
Grassingerstrasse 9, Bad Aibling, Bayern, 83043, Germany y
AKOCTi aNlbTEPHATUBHOI BUPOOHUYOI AiNbHWL 415 NEPBUHHOMO
nakyBaHHs rOTOBOrO /1ikapCbKoro 3acoby. 3miHu | Tuny - 3MiHn
3 AIKOCTi. TOTOBWIA Nnikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI.
3amiHa abo BBeAEeHHSA 4OAATKOBOI Ai/TbHNLi BUPOOGHMLTBA A5
4yacTuHK abo BCbOro BUPOBHNYOro NpoLecy roToBoro
NiKapcbKoro 3acoby (finbHULSA, Ha Akl NPOBOAATLCA ByAb-SKi
BMPOGHUYI CTaAji, 3a BUHATKOM BUMYCKY CEPIii, KOHTPOSTIO
AKOCTi, NEPBMHHOIO Ta BTOPUHHOTO NakyBaHHA, ANs
HEeCTepW/IbHMX Nikapcbkux 3acobiB) - BHeceHHsA C.IM.M.
KoHTpakt®apma Mm6X, ®ptoniHrwTpacce 7, 83620
®enbakipxeH-Bectepxam, HimevunHa/ C.P.M. ContractPharma
GmbH, Fruhlingsstrasse 7, 83620 Feldkirchen — Westerham,
Germany y SIKOCTi a/IbTEpPHATUBHOI JOAATKOBOI BUPOGHMNYOT
[OiNbHULL TOTOBOrO NiKapcbkoro 3acoby. 3MiHu | Tuny - 3miHu 3
AKOCTi. FOTOBUIA NikapCbkuii 3aci6. 3MiHW Y BUPOBHULTBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYHTbCA BUMYCKY cepii Ta
KOHTPOJIO0 SIKOCTi rOTOBOrO NikapcbKoro 3acoby (3amiHa abo
[ofasaHHA BUPOOHWKA, LLO BiANOBifae 3a BBE3eHHA Ta/abo
BMMYCK cepii) - He Bk/oYaroun KOHTPO/b/BUNPO6YyBaHHS cepii -
BHeceHHs gogartkoBoi AinbHuli Ceicc Kenc MmbX,
IpacciHrepwTpacce 9, bag Ai6niHr, BaiiepH, 83043,
HimeuunHa/ Swiss Caps GmbH, Grassingerstrasse 9, Bad
Aibling, Bayern, 83043, Germany y iKOCTi a/ibTepHaTUBHOI
BVMPOGHWYOI AiNbHNL, BIANOBIAA/ILHOI 38 BBE3EHHS Ta BUNYCK
cepili roTOBOrO Jlikapcbkoro 3acoby. 3mMiHV BHECEHI B
IHCTPYKLi0 ANA MeAUYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acoby
y po34inu "BUpo6bHuK", "MicLe3HaxomKeHHs BUPOOHVKa Ta
afpeca MicLs NPoBaXEHHS Oro Ais/IbHOCTI" 3 BiANOBIAHUMY
3MiHaMU B TEKCTi MapKyBaHHS ynakoBOK. 3MiHW | Tuny - 3MiHK
3 AIKOCTi. TOTOBWIA Nnikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI.
3MiHM y NpoLieci BUPOGHMLTBA rOTOBOTO JiKapCbKOro 3acoby,
BK/THOHAKOUM MPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHCS MpU
BWPOGHMLTBI rOTOBOrO /iKapCbKOro 3acoby (He3HayHa 3miHa y
npovueci BUpobHULTBA) - He3HauHi 3MiHM B npoueci
BMPOGHMLTBA /13 Ha BUPOOHWYIN AinbHuLi C.M.M.
KoHTpakt®apma 'M6X, HiMeyunHa, Lo nonsraTb Y 3MiHi
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
npouecy 3millyBaHHs B npoLieci BUpo6HuuTBa M3, a cave:

3MilllyBaHHS BiOyBa€eTbCA B OAHIVi BUPOOHUYINA EMHOCTI, y SiKilA
XXUPOBi KOMMOHEHTU PO3NNABNSAOTLCS Y BOAHIN (hasi,
MOPIBHSAHO i3 3aTBEPKEHHNM BUPOGHNYMM MPOLIECOM
BUpo6HUKa 3M Xenc Kea Jlimites, Benuka bputaHis, konu
3MiLLyBaHHS iHrpigieHTiB B npoueci BupobHuuTtea M3
Bifj0yBAETLCA Y ABOX OKPEMUX EMHOCTSX. [laHa 3MiHa €
Hacnigkom gofaBaHHA HOBOro BMpO6HuMKa /13, a came C.MN.M.
KoHTpakTt®apma M6X, HimeuunHa. 3miHu | Trny - 3MiHu 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHMLTBI.
3MiHM y npoLieci BUPO6HULITBA FOTOBOTO iKapCbKOro 3acoby,
BK/TOYAKOUM MPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS MPU
BMPOGHMWLTBI FOTOBOTO NiKAPCbKOro 3acoby (iHLWi 3MiHN) -
36inbLUEHHS Yacy BUTPUMKV HEPO3(hacoBOHOTO NPOAYKTY 3 6
TUXHIB 0 20 TWXHIB Y NOPIBHAHHI 3 3aTBEPAKEHNM
BVMPOGHMKOM FOTOBOTO fikapcbkoro 3acoby 3M Xenc Kea
NimiTen, Benvika BputaHisi, Konu 3milLlyBaHHS IHIPIGIEHTIB B
npoueci BupobHuuTea N3 BigdyBaeTbCa y ABOX OKPEMUX
EMHOCTSAX. [laHa 3MiHa € HaCNigKOM A0AaBaHHA HOBOTO
BUpo6HUMKa /13, a came C.IM.M. KoHTpakTt®apma MvéX,
HimeyumHa. 3miHu | Tuny - 3MiHK 3 SIKOCTI. FOTOBWIA
nikapcbkuii 3aci6. KOHTPO/b rOTOBOrO /iKapCbKOro 3acoby.
3MiHa y meTogax BUNpobyBaHHA rOTOBOrO /1ikapCbKoro 3acoby
(iHwWi 3miHW y MeTogax BunpobyBaHb (BkIOYaoUy 3amMiHy abo
[I0MOBHEHHS)) - [lofaBaHHA a/ibTEPHATUBHOIO MeToay
BUNPOOYBaHHA BA3KOCTI /13, L0 BUKOPUCTOBYETLCA Ha
BUPOGHMYIN ainbHULi C.M.M. KoHTpakT®apma Mm6X,
HimeyunHa. laHa 3MiHa € HacniAKom JofaBaHHSA HOBOrO
BUpo6HUMKa /13, a came C.IM.M. KoHTpakTt®apma MvéX,
HimeyumHa. 3miHu | Tuny - 3MiHK 3 SIKOCTI. FOTOBWIA
nikapcbknii 3aci6. CucteMa KoHTelHep/3aKynoproBasIbHUI
3aci6. 3miHa napameTpiB cneuudikauii Ta/abo AonycTUMMX
MeX NepPBUHHOT YNaKoBKN rOTOBOIO /iKapCbKOro 3acoby
(3BY)XEHHSI fONYCTUMMUX MEX, BU3HAUYEHVX Y crneumdikauii) -
3BYXEHHA Mex cneuudikauii maTepiasiB NepBUHHOT yNakoBKN
N3, a came 3MEHLLEHHS TOBLUMHY NoniedipHOI NAiBKK Bif,
0,12 mm o 0,012 MM, TOBLLYMHWM 6isIOT MONIETUIEHOBOI NAIBKK
HW3bKOI WinbHocTi Big 0,13 MM 0 0,013 MM i TOBLUMHHK
anomiHiesoi donbru Big 0,09 mm go 0,009 mm. Kpim Toro,
3a9BHUK BHOCUTb pefakLiiiHi 3mMiHW. 3MiHu | Tuny - 3MiHu 3
AKOCTi. A®Il. KoHTposb A®I. 3miHa y meTogax BUNpobyBaHHS
A®| abo BMXiAHOrO MaTepiany/MpoMiKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLEC
BMPOGHMLTBA ADI (iHLWI 3MiHM Y MeToAax BUNPOGYyBaHHSA
(BKItOYatOUM 3aMiHy abo AONOBHEHHS) AD| abo
BUWXIi4HOro/MpOMiXXHOro NpoAykTy) - flofaBaHHsA
anbTepHaTVBHOIO KOMGIHOBAHOTO MeTOAY BUPOBYBaHHS Ha

BMICT 3a/IMLLKOBYX Ki/IbKOCTEl KaTanizatopa naaTvHu Ta
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3asisa (MeTof Mac-CnekToMeTpil 3 iHAYKTMBHO 3B'A3aHOI0
nnasmoto) ans APl imiksimMog, LLLO BUKOPUCTOBYETLCSA
BMpo6HuKom 13 C.M.M. KoHTpakt®apma M'm6X, HimeuunHa.
[JaHa 3miHa € HacnigKom gofasaHHs HOBOro BUpo6HUuKa /13, a
came C.IM.M. KoHTpakTt®apma M'mbX, HimeuunHa. 3miHum |
TUny - 3MiHu 3 ikocTi. FOTOBMIA Nikapcbkuii 3aci6.
CrtabinbHicTb. 3MiHa y TepMiHax NpuAATHOCTI a6o ymoBax
36epiraHHA roTOBOrO NiKapCbLKOro 3acoGy (3MeHLUEeHHs
TepMiHy NpuAaTHOCTi rOTOBOro MiKapcbKoro 3aco6y) - Ansa
TOProBOi YNakoBKWN - 3MEHLIEeHHA TeEPMiHY NPUAATHOCTI
Bia 30 mic. go 18 mic. ana HoBoro BMpoG6HUKa Ceicc Kenc
Fm6X, HimeuunHa (BignoBiganbHUii 3a BBE3EHHA Ta
BUNYCK cepil) y 3B’A3KY 3 TUM, L0 NapameTp B’A3KIiCTb
MoXXe BUIATY 3a MeXi cneuudikauii o KiHLs 3assBNeHOro
TepMiny (30 mic.). 3miHM BHeceHi B iHCTPYKLii Ans
MeiNYHOro 3acTOCyBaHHA NliKapCbKOro 3acoby y po3ain
"TepmiH npugatHocTi": ana Bupo6Huka 3M Xenc Kea
Nimitep - 30 micsAwis, AnA goaaTKOBOro BUPoGHUKa Ceicc
Kenc 'm6X - 18 micsuis.

55.

IBYNPO®EH
BEBI

CyCneHsis opasibHa,
100 mr/5 mn no 100
M abo no 200 mny
donakoHi; no 1
donakoHy pasom 3
[03y04nM
NPUCTPOEM Y
KOpo6L,i 3 KapTOHY

ToBapucTBO 3
06MexeHo
BignoBigasbHi
CTH
"®apmaueBTn
YyHa KOMMNaHist
"3popos'a”

YKpaiHa

ToBapucTso 3
obmexeHor
BignoBigabHICT
10
"dapmaLeBTUYH
a KoMnaHist
"3p0poB'a”

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHuX MaTepiasliB: 3MiHU 040
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. 3miHa y KopoTkil
XapaKTepucTuLi fikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKUT ANA Me4MYHOro 3aCToCyBaHHsA Ha nigcTasi
perynsipHO OHOBJ/THOBAHOTIO 3BIiTy 3 6€3MeKn NikapcbKoro
3acoby, abo gocnigpxeHb 3 6e3Mnekn 3acToCyBaHHS JlikapCbKoro
3acoby B nicnsipeecTpaviliinii nepios, abo sik pesynbTtar
OL|iHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BiAMOBIAHO A0 NaaHy
negjarpuyHux gocnigxerb (PIP) (3MiHy y3romkeHo 3
KOMNETeHTHUM YNOBHOBAXEHWM OpraHom). 3MiHW BHECEHO [0
IHCTPYKL|i 415 MeAUYHOro 3aCTOCyBaHHS likapCbkoro 3acoby y
po3gin "3acTtocyBaHHS y nepiof BariTHOCTi abo roflyBaHHs
rpyaar"” BiANoBiAHO A0 OHOBAEHOI iH(hopMaLii 3 6e3nekn
Aito40T pevoBrHN. BBEeAEHHS 3MiH NPOTAroM 6-Tn MicALiB 3
[aTun 3aTBEpPAXEHHS.

CynyTHS 3MiHa: 3MiHY LWoA0 6e3nekn/edpekTUBHOCTI Ta
hapmakoHarnsigy. BHeceHHs abo 3miHa(n) A0 3060B'A3aHb Ta
YMOB Buaui peecTpauiiHoro noceig4eHHs, Bkoyaroum Mnax
ynpaBniHHA py3vKamu (3aCTOCYBaHHS TEKCTY, AKuii
NOroKEeHN 3 KOMNETEHTHUM OpraHom). 3asiBHUKOM HafiaHo
OHOB/IEHWIA MnaH ynpaBniHHA pu3nkamu Bepcis 2.0. 3MiHn
BHeCeHO A0 yacTuH: Il "Cneumdikauia 3 6e3nekun”, V " 3axoan
3 MiHimi3auii pusukis”, VI "Pestome nnaHy ynpasniHHA
pusvkamu”, VIl "OogaTkn" Ha OCHOBI OHOBMEHOT iHGhopmaL;i 3
6e3neku LWoA0 BHECEHHS 3MiH Ta AONOBHEHb Ha NiAcTasi
pekomengauii PRAC.

6e3
peyenma

UA/11513/01/01

56.

KABA3 CNAN
60

KOHUEeHTpaT ana

pO34nHy Ans
iHpy3ivi no 60 mry

PP
$apmacbloTika
n3 MNpaiset

IHAjA

Ch Akyp labc
rert. /114,

IHAjia

BHECEHHS 3MiH [JO peecTpavjiiiHux maTepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay.
3MiHM Y KOPOTKili XapakTepucTyL,i NiKapcbKoro 3acoby, TeKCTi

3a
peyenmom

UA/18251/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
1,5 mn; 1 conakoH 3 Nimiten MapKyBaHHS Ta IHCTPYKU|ii A1 MEAMNYHOTO 3aCTOCYBaHHS
KOHUeHTpaTom Ta 1 reHepuyYHUX/ribpuaHMx/6ionofibHNX Nikapcbkx 3acobiB nicns
chnakoH 3 BHECEHHS Tiei caMoi 3MiHV Ha pedhepeHTHM npenapat (3miHa
PO3YNHHNKOM He noTpebye HafaHHSA XOAHNX HOBUX JOAATKOBUX AaHNX)
(eTaHon 96 %, Boga 3MiHV BHECeHi [0 IHCTPYKLT AN MegMYHOro 3acToCyBaHHsA
Ans iH'ekuiid) no 4,5 NiKapcbKoro 3acoby y po3ainu: "dapmakonoriyHi BnacTmeocTi",
M1y KOHTYpHIli "MokaszaHHsa" (yTOUHEHHS iHdhopMmauii), "B3aemogis 3 iHwWyMu
N1acTuKOBIl nikapcbkvMK 3acobamMu Ta iHLWi BUAY B3aeMogiii",
YapyHKOBIli ynakoBLj "Oco6nmBOCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
B KapTOHHI kKopo6ui no3n", "Mo6iuHi peakuyii” 3rigHoO 3 iHhopmaLieto Wwoao
MeAMYHOro 3acTOCyBaHHs pehepeHTHOro MiKapcbKoro 3acoby
(PKEBTAHA®, KOHLleHTpaT A1 po3unHy ans iHdysili no 60 mr
y 1,5 mn). MNpepacTasieHi 3miHW B iHhopma,ii 3 6e3neku woao
BHECEHHS 3MiH Ta [ONOBHEHb Y po3ainax iHCTPYKUiT 4ns
MeAUYHOro 3acTocyBaHHA npenapaTty “lNokasaHHA" (YTOUYHEHHS
iHchopmawii), “B3aemogis 3 iHLWIMMK nikapcbkumuy 3acobamu Ta
iHWI BMAW B3aemogiit”, “OcobnmBocTi 3acTocyBaHHS”, “INo6iYHi
peakuii” nikapcbkoro 3acoby Kabas Cnan 60, KOHLeHTpaT Ans
pO34nHy s iHdysili no 60 mry 1,5 mn; 1 chnakoH 3
KOHUeHTpaTom Ta 1 chnakoH 3 po3ymHHUKOM (eTaHon 96 %,
BOAA AN iH'EKLIA) No 4,5 My KOHTYpHIl NnacTuKoBili
YapyHKOBIli yNakoBLji B KApTOHHIl KOpo6Li Ha niacTasi
OHOB/EHOT iHhopMaLii 3 6e3nekn Woa0 MeANYHOro
3acTocyBaHHA pehepeHTHOro nikapcbKoro 3acoby
(KEBTAHA, 60 mr y 1,5 mn KkoHUeHTpaT Ta 4,5 M1 pO3UMHHUK
AN po3unHy Ans iHdysii / CaHodi-ABeHTic pyn). MoxyTb
6yTU peKOMeHA0BaHi 10 3aTBEpKEHHSI Ta BHECEHHS B
IHCTPYKLji0 4519 MEeANYHOro 3aCTOCYyBaHHS NiKapCbKoro 3acoby.
BBefieHHA 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXEHHS.
57. KAMNEUWBEK | Tabnetku, BKpUTI Akkopa Icnanis Brpo6HMUTBO IHAis/ BHECEHHS 3MiH [0 peecTpauliinHMx maTepiasis: 3MiHa 3asBHMKa 3a UA/14799/01/01
C 150 N1iBKOBOIO Xenckea roTOBOrO Benuka (BnacHvka peecTpauiiHoro nocBigyeHHs). 3miHu | Tuny - 3miHn | peyenmom
060/10HKO10, Mo 150 C.JLYy. nNiKapcbkoro BpuTaHis/ oo 6esnekv/edpekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs
mr; no 10 TabneTok 3acoby, ITania/ a60 3MiHM [0 y3araslbHEHMX JaHUX NP0 CUCTEMY
y 6nicTepi; no 3, 6 nepBuHHe HimeuunHa/ thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX AaHux npo
ab6o 12 6nicTepi y nakyBaHHs, MonbLua/ cucTemy hapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
KapTOHHI Kopoobui BTOPVHHE Icnanis/ BIANOBIAA/IbHOI 3a 34iiCHEHHA dhapmakoHarnsgy; KOHTakTHOT
nakyBaHHs, ManbTa ocobu 3 hapmakoHarnsay 3asBHuKa ANs 34iCHEHHS
KOHTPO/Ib AKOCTI thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
cepii: YNOBHOBaXEHOI 0c06U, BifNOBIAaIbHOI 3a 34iCHEHHSA
IHTac hapmakoHarnsgy (Bkovalouy KOHTaKTHI AaHi) Ta/abo 3miHu y

dapmacbioTikan
3 flimiteq, IHais
Brpo6HMLUTBO
roToBOro
nNiKapcbkoro
3acoby,
nepBuHHe Ta
BTOPWHHE

po3MilLieHHI MacTep-chaiina cuctemm hapmakoHarnsgy).
3MiHa KOHTaKTHOT 0CO6U 3asBHMKA, BifgNOBIgaIbHOI 3a
thapmakoHarnag B Ykpaini. [itoua pegakuis: Wnronesa
MapiaHHa BikTtopiBHa. MNponoHoBaHa pegakuis: Wynby Onbra
CepriiBHa. 3MiHa KOHTAKTHUX AaHWX KOHTaKTHOI 0Co6M
3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnisg B YkpaiHi.
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

nakyBaHHs,
KOHTPO/b AKOCTI
cepii
(anbTEpHaATMBHA
1 BUPOBHNK):
IHTac
dapmacbioTikan
3 NlimiTeq, IHAis
MepBuHHE Ta
BTOPWHHE
nakyBaHHS:
AKKopg, Xesnickea
Nimiten, Benvka
BpuTaHis
BTOPWHHE
nakyBaHHS:
a4 Canni
YeiiH, ITania
CIA, Itania
CK dapma
NopxucTike
v6X,
HimeuyunHa
CuHonTus
IHpacTpian Cn. 3
0.0., MNMonbLua
KOHTPO/Ib AKOCTI
cepii:
AcTpoH Pe3bopuy
Nimiten, Benvka
BputaHis
KOHTPO/b AKOCTI
cepii:

ANC
JNabopaTtopic
(FOKeid) MimiTepn,
Benvka
BpuTaHis
KOHTPO/Ib AKOCTI
cepii:
Na6opaTtopi
dyHpacio JAY,
Icnanis
dapmagokc
Xenckea N4,
ManbTa
BiANOBIga/IbHUIA
3a BUMNYCK cepii:
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Akkopf Xesnckea
NimiTen, Benvika
BputaHis
58. KANEUWMBEK | Tabnetku, BKpUTI Akkopa IcnaHis Bupo6bHMuTBO IHais/ BHECEHHS 3MiH [J0 peecTpaLiiiHMX MmaTepianis: 3MiHa 3asiBHMKA 3a UA/14799/01/02
C 500 NiBKOBOO Xenckea roToBOro Benuka (BNacHviKka peecTpauiiHoro nocBig4eHHs). 3miHu | Tuny - 3miHn peyenmom
o6onoHkoto, no 500 C.Nny. nikapcbkoro BputaHis/ woao 6e3nekn/ehekTBHOCTI Ta chapmakoHarnsgy. BeegeHHs
Mmr; no 10 TabneTok 3acoby, ITania/ a60 3MiHN [0 y3arasibHEHUX JaHuUX NPo cucTeMy
y 6nicTepi; no 3, 6 nepBuHHe Icnanis/ thapmakoHarnsgy (BBe4eHHs y3arasibHeHUX AaHnx npo
abo 12 6nictepiB y nakyBaHHs, HimeuunHa/ cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
KapTOHHIlA KOpooLi BTOPVHHE Manbta/ BiANOBIAA/ILHOI 32 34iiCHEHHA (dapMakoHarnsay; KOHTakTHOT
nakyBaHHs, Monbwa ocobu 3 hapmakoHarnagy 3asBHvKa AN 34iIMCHEHHSA
KOHTPO/Ib SKOCTI thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
cepi: YNOBHOBaXEHOI 0C06U, BiANOBiAAILHOI 3a 34iiCHEHHS
IHTac hapmakoHarnsagy (Bkaovarouy KOHTaKTHI gaHi) Ta/abo 3miHn y

dapmachboTikan
3 NlimiTes, IHAis;
Brpo6HMUTBO
roToBOro
nNiKapcbkoro
3acoby,
nepBuHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii
(anbTepHaTUBHU
1 BUPOGHNK):
IHTac
dapmachboTikan
3 NlimiTes, IHAis;
MepBuHHE Ta
BTOPWHHE
nakyBaHHS:
AKKOpA, Xerickea
NimiTen, Benvka
BpuTaHis;
BignosiganbHuia
3a BUNyCK cepii:
Akkopf, Xenckea
Nimiten, Benvka
Bputatis;
BTopuHHe
nakyBaHHS:
4 Canni
Yeiin, ITania
CIA, Itanis;

pO3MilLieHHi MacTep-chaiina cuctemn hapmakoHarnsgy).
3MiHa KOHTaKTHOI 0cobu 3as1BHMKA, BiANOBIAA/ILHOT 3a
thapmakoHarnag B Ykpaini. fitoua pegakuis: Wnronesa
MapiaHHa BikTopiBHa. MNponoHoBaHa pegakuis: Wynby Onbra
CepriiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
3asBHVIKa, BigNoBiganbHOI 3a hapmakoHarnsag B Ykpaii.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KoHTponb skocTi
cepiii:
ACTpOH Pe3bopuy
Nimiten, Benvka
BpuTaHis;
KOHTPO/Ib AKOCTI
cepii:
Na6opaTtopi
dyHpacio JAY,
IcnaHis;
KOHTPO/b AKOCTI
cepii:
ANC
JNabopaTtopic
(FOKeid) MimiTepn,
Benvika
BpuTaHis;
BTOPUHHE
nakyBaHHS:
CK dapma
NopxucTike
mBX,
HimeuumnHa,
KOHTPO/Ib AKOCTI
cepii:
dapmagokc
Xenckea N4,
MaubTa;
BTOPWHHE
nakyBaHHS:
CuHonTtus
IHgacTpian Cn. 3
0.0., MonbLua
59. KAPBALVA, TabneTku XxyBasbHi, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/13520/01/01
MEYAEBCbBK | no 10 tabneToky "TexHonor" "TexHonor" 3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuid 3aci6. 3MiHN y peyenma
nn 6nicTepi; no 2 BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IoYatoumn giana3oH
6nicTepn y nauuj 3 po3Mmipy cepii) roTOBOro NikapcbKoro 3acoby (36i/bLIeHHs 40
KapToHy; no 10 10 pasiB NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM) - 36i/bLUEHHS
Tabnetok y po3mipy cepii N3 3arBepaxeHo: 37,50 kr (30 000 TabneTok)
KOHTeliHepi; no 2 3anponoHoBaHo: 37,50 kr (30 000 TabneTok), 150,00 kr (120
KOHTEliHepy y nauui 000 TabneTok)
3 KApTOHY
60. KAPBETOLUM PO34UH ON15 iH'EKLLN, ToBapucTBO 3 Ykpaina TOB "®apmigen” Nartsis BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/16148/01/01
H 100 mkr/mn no 1 mn 06MeXeHo 3MiHK 3 siKoCTi. FoToBMIA Nnikapcbkuii 3aci6. CTabiNbHICTb. peuyenmom
y donakoHi; no 4 abo BiANOBIAA/bHI 3MiHa y TepmiHax npuaaTHoOCTi abo ymoBax 36epiraHHs
5 dpnakoHiB y cTio «<POKET- rOTOBOrO JliKapCbKoro 3acoby (36iNbLUEHHSI TEPMIHY
KapTOHHI nayw,i PAPM» NpUAATHOCTI FOTOBOIO NiKapCbKoro 3acoby) - [ns Toprosoi

yNakoBKM (NiATBEPKYETbCA AAHUMU peasibHOro yacy). 3MiHa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
y TepMiHi npugatHocTi 13, y 3B'A3Ky 3 pe3ysibTatamu
CTabinbHOCTI y peanbHOMY yaci. [itova pegakuis: TepMiH
npuaaTHocTi. 2 poku. MNMponoHoBaHa pegakuis: TepmiH
NpWAATHOCTI. 3 POKn
3MiHV BHECEHI a iIHCTPYKLilo 415 MenYHOro 3acTocyBaHHs
NiKapcbKoro 3acoby y po3ain "TepMiH npuaaTHOCTI".
61. KAPBOMNA KOHLeHTpaT Ans AKkopA, Monbwa Brpo6HMLUTBO IHgis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianiB: 3mMiHa 3asBHUKA 3a UA/13716/01/01
pO34nHy aons Xenckea roToBOro Benuka N3 (MIBM) (BnacHuka peecTpaviitHoro noceig4eHHs) (3rigHo peuyenmom
iHcpy3ii, 10 mr/mn no Moncka Cn. nikapcbkoro Bputanis/ Hakady MO3 Big 23.07.2015 Ne 460): 3miHu | TUnYy - 3MiHK
5 mn, abo no 15 mn, 3.0.0. 3acoby, Manbta/ woao 6e3nekn/ehpekTBHOCTI Ta chapmakoHarnsgy. BeegeHHs
a6o no 45 mn, abo nepBuHHe Ta YropuyHa ab0 3MiHM A0 y3arasibHeHWX AaHUX Npo cucTemy
no 60 mn y doakoHi; BTOPVHHE thapmakoHarnagy (BBe4eHHS y3arasibHeHUX AaHnx npo
no 1 dpakoHy B nakyBaHHs, cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaXKeHOT ocobu,
KapTOHHIlA KOpooLi KOHTPO/Ib AKOCTI BiANOBIAA/ILHOI 32 34iiCHEHHA (dapMakoHarnsay; KOHTakTHOT
cepii: ocobu 3 hapmakoHarnagy 3asBHvKa Ans 34iICHEHHSA
IHTac thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,

dapmacbioTikan
3 flimiteq, IHais
BTopuHHe
nakyBaHHS:
AKKOpA, Xerickea
NimiTen, Benvka
BpuTaHis
Brpo6HMUTBO
roToBOro
nNiKapcbkoro
3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii
(anbTepHaTMBHM
1 BUPOBHNK):
IHTac
dapmacbtoTikan
3 NlimiTen, IHAin
KOHTpOsb SiKOCTI
cepii:
dapmagokc
Xenckea NTp4,,
MasibTa
dapmasanig,
nra.
Mikpob6ionoriuHa
naboparopis,
YropLmHa
BignosiganbHuii

YNOBHOBaXEHOI 0C06U, BiNOBiAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cucteMmun papmakoHarnsagy) 3miHa

YNOBHOBaXXEHOI 0CO6U 3asBHMKA, BifnoBigabHOI 3a
thapmakoHarnag. ditova pegakuis: Dr. Naveen Chamalli Shiva

Kumar. MNponoHoBaHa pepakuis: Arata lecesny / Agata

Gesiewicz.
3MiHa KOHTaKTHUX faHMX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIAabHOI 3a hapMakoHarnisg. 3MiHa KOHTaKTHOI 0co6u
3asBHVIKa, BigNoBigasibHOI 3a (hapMakoHarnsg B Ykpaii.
[litoua pepakuis: LWuronesa MapiaHHa BikTopisHa.
MponoHoBaHa pepakuis: LWynby Onbra CepriiBHa. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6Y 3asiBHNKA,
BiANOBIAa/IbHOI 3a thapmakoHarnisg B Ykpaii.
3MiHa Micusa 34iliCHEHHS OCHOBHOI Aisi/TbHOCTI 3
thapmakoHarnagy.3miHa MicLie3HaxoMKeHHs MacTep-aiina
cmucTemu chapmakoHarnagy.
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3a BUMYCK Cepii:

Akkopf Xenckea

Nimiten, Benvka
BpuTaHis

62.

KEMMPA®

TabneTku, BKPUTI
060/10HKO0, N0 500
mr; no 10 TabneTok
y 6nictepi; no 3 abo
6 6nicTepiB y
KapTOHHI navu,i

HOCB dapma
C.A.

Benbris

HOCB ®apma
C.A.

Benbris

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
thapmakoHarnaay (BBeAEHHs y3araJlbHeHUX AaHux npo
cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/ILHOI 32 34iiCHEHHSA ddapMakoHarnsgy; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asBHuUKa Ansl 34iCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
YMOBHOBaXeEHOT 0c06U, BiANOBIAaILHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKIovaoun KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3MilLEeHHI MacTep-ghaiina cuctemmn papmakoHarnsagy) 3miHa
YMOBHOBaXXEHOT 0C06VM 3aABHMKa, BifMNoBigaIbHOI 3a
hapmakoHarnsg.

[Litoua pepakuin: Henri Jacoby, MD. MNMponoHoBaHa pegakuis:
Kees Bart TEEUW, PhD. 3miHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOI 0C06M, BigNoBiganbHOI 3a hapMakoHarniag.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M 3asiBHYKa,
BiANoBiAa/IbHOI 32 hapmakoHarnsg B YkpaiHi.

3a
peyenmom

UA/9155/01/02

63.

KEMMNPA®

TabneTtkn, BKPUTI
060/10HKO0, M0 1000
mr no 10 TabneTtok y
6nictepi; no 3 abo 6
6nictepiB y
KapTOHHI navw,i

HOCBb dapma
C.A.

Benbris

HOCB ®apma
C.A.

Benbris

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
BBeaeHHs1 ab0 3MiHU [0 y3arasibHeHUX AaHWX Npo cucTemy
thapmakoHarnaay (BBeAEHHS y3araJibHeHUX AaHux npo
cucTemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAANLHOI 32 34iiCHEHHSA dapMakoHarnsaay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asBHuKa ansl 34iliCHEHHS
thapmakoHarnsgy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
YMOBHOBaXeHOI 0co6y, BiANOBIAaIbLHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKIYaun KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLEeHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
YMOBHOBaXEHOT 0C06YM 3a8BHMKA, BifMNoBigabHOI 3a
hapmakoHarnsg.

[itoua pepakuin: Henri Jacoby, MD. MNMponoHoBaHa pegakuis:
Kees Bart TEEUW, PhD. 3miHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0C06M, BigNoBiganbHOI 3a hapMakoHarniag.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6K 3asBHYIKa,
BifNoBiAa/IbHOI 3a hapmakoHarnsa B YKpaiHi.

3a
peyenmom

UA/9155/01/03

64.

KEMMNPA®

TabneTkun, BKPUTI
060n10HKo0, Mo 250
Mr; no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nicTepiB y
KapTOHHI navwi

HOCBb dapma
C.A.

Benbris

HOCB ®apma
C.A.

Benbris

BHECEHHSA 3MiH [0 peecTpayiiiHux maTtepianis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsagy.
BBeaeHHs1 ab0 3MiHU 10 y3arasibHEHUX AaHWX Npo cucTemy
chapmakoHarnsgy (BBeeHHN y3araslbHEHUX AaHuX Npo
cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI 0cobu,
BiANOBIAA/ILHOI 32 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapmMakoHarnsay 3asBHuUKa ans 34iliCHEHHS
dhapMakoHarnsay B YKpaiHi, KLU0 BOHA BigMiHHA Bif,

3a
peyenmom

UA/9155/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
YMOBHOBaXEHOI 0c06U, BiANOBIAAILHOI 3a 34iiCHEHHS
thapmakoHarnagy (Bkiovaroun KOHTaKTHI AaHi) Ta/abo 3miHW Y
po3MilLEeHHI MacTep-haiina cuctemu thapmakoHarnagy) 3miHa
YMOBHOB&XXEHOT 0CO6M 3a8BHMKa, BifNoBiga/IbHOI 3a
hapmakoHarnsg.
[Oitoua pepakuin: Henri Jacoby, MD. MNMponoHoBaHa pegakuis:
Kees Bart TEEUW, PhD. 3miHa KOHTaKTHUX AaHNX
YNOBHOB&XEHOI 0C06M, BigNoBiganbLHOI 3a hapMakoHarnag,.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6u 3asiBHYKA,
BiANoBiAa/IbHOI 32 hapmakoHarnsg B YkpaiHi.
65. KEMMNPA® PO34MH OpasIbHUIA, HOCB dapma Benbris Hekct®apma dpaHuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/9155/02/01
100 mr/mn no 300 C.A. CAC 3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsgy. peyenmom
My donakoi; no 1 BBegeHHs abo 3MiHN [0 y3arasibHeHNX AaHUX Npo cuctemy
dhnakoHy 3 MipHUM chapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHux Npo
n1acTUKOBUM cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHoi ocobu,
LINPULOM Yy navi 3 BiANOBIAA/bLHOI 32 34iiCHEHHSA dapMakoHarnsgy; KOHTakTHOT
KapToOHyY 0cobu 3 hapmakoHarnsgy 3asBHUKa AN 34ICHEHHN
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
YMOBHOBaXEHOT 0co6u, BiANOBiAaILHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKI4vatoUun KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
YMOBHOBaXEHOT 0C06V 3aABHMKa, BifMNoBiga/IbHOI 3a
hapmakoHarnsg.
[Litoua pepakuin: Henri Jacoby, MD. MNMponoHoBaHa pegakuis:
Kees Bart TEEUW, PhD. 3miHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOI 0C06M, BigNoBiganbHOI 3a hapMakoHarniag.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M 3asiBHYKa,
BiANoBiAa/IbHOI 32 hapmMakoHarnsg B YkpaiHi.
66. KOMBICMNA3 Tabnetku; no 10 OPIrAHOCUVH OAE NOBHUIA LMK IHais/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - Ne10; Ne20 - UA/3088/01/01
M® TabneTtok y 6nictepi NAN®CAEHC BUPOGHMLTBA: CnoseHis 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. 6e3
3 hosbrn N3 (E® 3ET 1) EBepTogxeH 3MiHa y KOpPOTKiil XapaKTepuCTuLj NikapCbKoro 3acoby, TEKCTI peyenma;
IOMIHIEBOT Ta Naiid CaeHcns MapKyBaHHS Ta IHCTPYKLii 4719 Me4MYHOr0 3aCTOCYBaHHS Ha Ne100 - 3a
nniBkn Nimiteq, IHAis; nigcTaBi perysisipHO OHOBJ/TOBAHOTO 3BITY 3 6e3nekn peyenmom
NONIX/IOPBiHINOBON; MOBHWIA LMK nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
no 1 a6o 10 BUPOGHMLTBA: nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepioa, abo sk
6nicTepis B TOB pe3ynbTaT OLiHKV 3BITY 3 AOC/iLKEHb, MPOBEAEHUX BiAMNOBIAHO
KapTOHHI/ nayuj; no "MAPI®APM", 00 nnaxy negiatpuyHux gocnimkerb (PIP) (3MiHY y3rogkeHo 3
10 TabneTok B CnoseHis KOMNETEeHTHUM YNOBHOBAXEHVM OpraHom) .

antoMiHieBOMY
6nicTepi; no 1
6nictepy B
KapTOHHIN nauyuj; no
10 KapTOHHMX NA4okK
y FYPTOBIli KAPTOHHiIl
nadui; no 10
Tabnetok B
IOMIHIEBOMY
6nictepi; mo 1

3MiHN BHECEHO A0 IHCTPYKLiT 415 MeAnYHOro 3acTocyBaHHSA
nikapcbKoro 3acoby A0 po3zinis: "B3aemogis 3 iHWyMK
nikapcbkrMKU 3acobamMu Ta iHLWi BUAY B3aeMogiii",
"Oco6/1MBOCTI 3aCTOCYBaHHSA" LWOA0 6e3neky 3acTOCyBaHHS
Ail040T pevoBMHN NapaueTamon BiAnoBiAHO [0 pekoMeHaaLliii
PRAC. BBefeHHS 3MiH NpOTAroM 6-Tu MicALiB nicns
3aTBEPIKEHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY

(nikapcbka ¢hopma,

ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

6nictepy B
KapTOHHIA nayuj; no
10 TabneTok B
anoMiHieBOMY
6nictepi; no 2
6nictepu B
KapTOHHIW navw,;
no 10 Ta6neTok B
atoMiHiEBOMY
6nicTepi; no 10
6nictepis B
KapTOHHIiA nayui

67.

KOMAKCOH
40

PO34MH A8 iH'EKLN,
40 mr/mn; no 1 mn
pO34unHYy B
nonepegHL0
HarnoBHEHOMY
wnpuui; no 1
wnpuly B 6nicTepi;
no 12 wnpuuis B
KapTOHHI Kopobui

TOB «TeBa
Ykpaina»

YkpaiHa

Bupo6HnLTBO 3a
NOBHUM LMK/TOM:
TeBa
dapmaueBTikan
IHpacTpi3 NT4,.,
13pains;
Bupo6HnLTBO 3a
NOBHUM LMK/TOM:
HopToH
Xenckea
Nimiten T/A
AMBEKC
PapmacbloTuKan
3 lOK, Benvka
BpuTaHis;
KoHTpornb cepii
(Tinbkn
6ionoriuHe
TECTYBaHHS):
AGik 114,
13pains;
KoHTpornb cepii
(noBHe
TeCTyBaHHS,
BK/TIOHAIOUN HA
CTepPUIIbHICTb Ta
GakTepiasibHi
©HA0TOKCUHM,
asne oKpim
6ionoriyHoro
TECTYBaHHS):
dbapmaxemi
B.B.,
HigepnaHgu;
KoHTpornb cepil
(Tinbkn

I3pains/
Benuka
Bputanis/
HigepnaHvgn
/

YropLmHa

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHu 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabiNbHICTb.
3MiHa y TepMiHax NpuaaTHoOCTi abo ymoBax 36epiraHHs
rOTOBOrO JliKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
NPUAATHOCTI FOTOBOIO NiKapCbKOro 3acoby) - s Toprosoi
ynakoBKku (NiATBEPLKYETHCA AAHUMUN PeasibHOro Yacy)
36inbLIeHHS TEPMiHY NPUAATHOCTI FOTOBOrO NiKapCbKOro
3acoby, Lo niagTBepMKYETbCA AaHNMU CTabINbHOCTI Y
peanibHOMy yaci. 3aTBepAKeHo: TepMiH NpuAaTHOCTI 2 poKu
3anponoHoBaHo: TepMiH NpuAAaTHOCTI 3 POKU. 3MiHM BHECEHO
B iHCTPYKL,i0 415 MEAMYHOrO 3aCTOCYyBaHHS NikapcbKoro
3acoby y po3ain «TepMiH NpuAATHOCTI».
BBefeHHS 3MiH NpOTArom 6-Tu MiCALIB MiCNs 3aTBEPMAKEHHS.

3a
peyenmom

UA/6307/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6ionoriuHe
TECTYBaHHS):
AT
PapmaueBTUYHN
11 3aBof TeBa,
YropuuHa;
KoHTponb cepii
(aHanitnyxe
TecTyBaHHA Ta
BWBYEHHSA
cTabinbHocTi):
Asia Kemikan
IHpacTpis N14.,
13painb
68. KOMAKCOH PO3YNH A5 iH'EKLIN, TOB «TeBa Ykpaina Bupo6HuLTBO 3a I3painb/ BHECEHHS 3MiH 40 peecTpaliitHux maTepiasis: 3MiHu | Tuny - 3a UA/6307/01/02
40 40 mr/mn; no 1 mn YkpaiHa» NOBHUM LK/IOM: Benuka 3miHu 3 gKkocTi. A®l. KoHTponb A®Il. 3miHa y napameTpax peyenmom
pO34uMHy B TeBa BpuTaHis/ cneumdikaLii Ta/abo AONYCTUMUX MEX, BU3HAUYEHUX Y
nonepegHL0 dapmauesTikan Higepnangn cneundikauisix Ha A®l, abo BMXigHWUIA/NPOMKHWIA
HarnoBHEHOMY InaacTpis /174,., / NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y NPOLECI
wnpuui 3 13pains; YropwmHa BUpOGHULUTBA AP (iHLLI 3MiHK).
MapKyBaHHAM Bupo6HuLTBO 3a BHeceHHs 3MiH B cnewudikaLito BUXigHUX MaTepianis LWoao
YKPaiHCbKO0 MOBHUM LIK/TOM: 3MiHM NapameTpy onucy MOHOMepIB rnaTvpamepy auetary, a
MOBOIO; no 1 HopToH came pO3LUMPEHHS KpUTEpIito NPUIAHATHOCTI KObopy
Lwnpuy B 6nicTepi Xenckea rnytamary: i3 «White, crystalline powder» Ha «White to off-
(3 MapkyBaHHsIM Nimiten T/IA white to yellowish crystalline powder» 3 BignosigHumu 3miHamm
YKpaiHCbKOK MOBOI AMBEKC B po3ain 3.2.S.2.3. KoHTponb matepianis (Starting Materials
abo 6e3 dapmacboTrKan Quality Information/Monomer Representative Results). 3minu |
MapKyBaHHs1); no 12 3 10K, Benuka TUny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpOGHMYOT
Lnpu1uis B BpuTaHis; OinbHUUI (BKNOYaouM AinbHUL Ana APl TpOMKHOIo
KapTOHHI Kopobui KoHTponb cepii npoaykTy abo roToBOro NikapCcbKoro 3acoby, AifbHULI AnA
(TinbKM NpoBefieHHS NaKyBaHHS, BUPOGHMKa, BigNoBiganbHOro 3a
6ionorivyHe BUWMYCK Cepiid, MicLie NPOBELEHHSI KOHTPOSKO cepii) abo
TECTYBaHHS): nocTavanbHviKa BUXiGHOTO Matepiasy, peareHTy abo
A6ik NTA4., [OMOMDKHOT PEYOBMHM (SIKLLLO 3a3HAYEHO Y A0CbE). BunyyeHHs
13pains; noctavanbHUKIB BUXiZHOro Matepiany (MoHoMepiB) Sanofi
KoHTponb cepii Chimie Ta BASF Pharma (Evionnaz) SA, siki 3a3HayeHi B
(noBHe po3gaini 3.2.S.2.3. KoHTponb maTepiasniB. A TakoX BHOCATbCSA
TeCTyBaHHS, peakLiiHi 3MiHU 040 BK/IFOYEHHS HOBILLUX

BK/IOYAI0UM Ha
CTepU/IbHICTb Ta
6akTepiasibHi
€HO0TOKCUHM,
ane okpim
6ionoriyHoro
TECTYBaHHS):
dapmaxemi
B.B.,
HigepnaHngu;

penpeseHTaTUBHYX pe3ybTaTiB TECTYBaHHA AN
noctayasibHUKiB akTMBHUX MOHOMepiB Lonza AG Ta Isochem
(Groupe SNPE), siki 3anmwatoTbCs.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KoHTponb cepii
(Tinbkn
6ionorivuHe
TecTyBaHHs): AT
PapmaueBTUYHU
1 3aBof TeBa,
YropwuHa;
KoHTpornb cepil
(aHaniTnyHe
TecTyBaHHSA Ta
BMBYEHHSA
cTabinbHOCTI):
Asist Kemikan
IHpacTpi3 NTg,.,
I3painb
69. KOMAKCOH® | po3uviH Ans iH'eKuii, TOB «TeBa YkpaiHa BMPOGHULITBO 3a I3pains/ BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/6307/01/01
-TEBA 20 mr/mn; no 1 mn YKpaiHa» NOBHUM LK/IOM: Benuka 3MiHu 3 aKocTi. A®Il. KoHTponb A®L. 3MiHa y napameTpax peyenmom
npenapary y TeBa Bputanis/ cneundikauii Ta/abo AONYCTUMUX MEX, BUSHAYEHUX Y
nonepegHL0 dapmaueBTikan HigepnaHvgn cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
HarnoBHEHOMY IngacTpis /74,., / NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLECI
wnpuui; no 1 13pains; YropumHa BMPO6HMLTBA AP (iHLI 3MiHN).
nonepegHbL0 BMPOGHULITBO 3a BHeceHHs 3MiH B cnewudikauiio BUXiAHUX MaTepianis LWoao
HarnoBHEHOMY NOBHUM LMK/TOM: 3MiHM NapameTpy onucy MOHOMepIB rnaTvpamepy auetary, a

LUNPULLY B KOHTYPHIl
YapyHKOBIli ynakoBLj
3anasHiii nanepom 3
MapKyBaHHSIM
YKpaiHCbKOH MOBOO
abono 1
nonepeAHbL0
HarnoBHEHOMY
LUMPULLY B KOHTYPHIlA
YapyHKOBIli ynakoBLyji
3anasHii NiBKow
6e3 MapKyBaHHs; no
28 nonepefHLO
HarnoBHEHWX
wnpuuis y
KOHTYPHUX
YapyHKOBUX
ynakoBkax y
KapTOHHI Kopoobui

HopToH
Xenckea
Nimiten T/A
AMBEKC
PapmacbloTuKan
3 lOK, Benvka
BpuTaHis;
KOHTpO/b cepii
(noBHe
TecTyBaHHs,
BK/TIOHAIOUN HA
CTepPUIIbHICTb Ta
GakTepiasibHi
©HA0TOKCUHM,
asne oKpim
6ionoriyHoro
TECTYBaHHS):
dbapmaxemi
B.B.,
HigepnaHgu;
KOHTPO/Ib cepil
(Tinbkn
6ionoriuHe
TecTyBaHHs): AT
PapmaueBTUYHU

came pO3LUNPEHHS KPUTEPI0 NPUIAHATHOCTI KONbOpy
rnytamarty: i3 «White, crystalline powder» Ha «White to off-
white to yellowish crystalline powder» 3 BignoBigHVMK 3MiHaMn
B po3ain 3.2.5.2.3. KoHTposnb matepianis (Starting Materials
Quality Information/Monomer Representative Results). 3miHu |
TMNy - AAMIHICTPaTUBHI 3MiHW. BunyyeHHss BUPOGHMYOT
AinbHUUI (BKIOYaoum AinbHuui Ana A®l, npoMixHoro
npoaykTy abo roToBOro nikapcbKoro 3aco6y, AinbHULI Ans
npoBefeHHsA NakyBaHHSA, BUPOOHWMKa, BiANOBIfabHOIO 3a
BWMYCK CepiiA, MicLie NPoBeAEHHSI KOHTPOIO cepii) abo
nocTavanbHviKa BUXigHOrO Marepiany, peareHTy abo
[OMOMIXHOI PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCLE). BunyyeHHs
nocTavyanbHVKiB BUXIAHOrO matepiany (MoHomepis) Sanofi
Chimie Ta BASF Pharma (Evionnaz) SA, siki 3a3Ha4eHi B
po3aini 3.2.S.2.3. KOHTposb MmatepianiB. A TakoX BHOCATbCSA
pefakuiiHi 3MiHW w040 BKIHYEHHS HOBILLNX
penpeseHTaTVBHUX pe3y/bTaTiB TeCTyBaHHA A/1A
noctavya/ibHUKIB aKTUBHUX MOHOMepiB Lonza AG Ta Isochem
(Groupe SNPE), siki 3amwaroTbes.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
11 3aBog TeBa,
YropLmHa;
KOHTPO/b cepii
(TinbKM
6ionoriuHe
TECTYBaHHS):
AGik /T4,
13pains;
KOHTPO/b cepii
(aHaniTnuHe
TecTyBaHHs Ta
BWBYEHHS
cTabinbHOCTI):
Asia Kemikan
IHpacTpis N14.,
I13painb
70. KOPBA3AH® | Tabnetku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/1371/01/01
nNiBKOBOIO "KuiBmegnpen "Knismegnpenap 3MiHu 3 sikocTi. CepTudikat BignosigHocTI/l E-cepTudikat peyenmom
o060n0Hkoto, no 25 apat"” at" BiANOBIAHOCTI EBponelickbkiin hapmakonei/MoHorpadii.
Mmr; no 10 TabneTok MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa BigNoBIgHOCTI
y 6nicTepi; no 3 abo BunyyeHHs ceptucpikata BiANOBIAHOCTI €BPONENChKili
6nictepn y navui thapmakonei: gns A®l; ana BuxigHoro
mMatepiany/peareHTy/NPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; Ana JONOMKHOT
peyoBuHM (CepTudikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuiA cepTudikat Bif, HOBOro BUPOGHUKaA
(3amiHa abo [ONOBHEHHS) - NOAaHHS HOBOTO cepTudikara
BiAgnoBigHOCTI E€Bponeiickkili hapmakonei Ne R1-CEP 2004-
287 - Rev 05 gns A®I kapseaniony Bif HOBOrO BUPOGHMKa
Zhejiang Huahai Pharmaceutical Co., Ltd., Kutai
(OONOBHEHHS)
71. KOPBA3AH® | Tabnetku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny - 3a UA/1371/01/02
nNiBKOBOO "KuiBmegnpen "KniBmegnpenap 3MiHn 3 sikocTi. CepTudikat BignosigHocTi/l E-cepTudikat peyenmom
o060noHkoto, no 12,5 apar” at" BiANoBigHOCTI EBponeiickbkii hapmakonei/MoHorpadii.
Mmr; no 10 TabneTok MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa BigNOBIAHOCTI
y 6nicTepi; no 3 abo BunyyeHHs ceptucpikata BiANOBIAHOCTI €BpONENChkili
6nictepn y nauui thapmakonei: gns A®l; ans BUXigHOro
mMartepiany/peareHTy/NpoMibKHOIo NPOAYKTY, WO
BMKOPMCTOBYHOTbCS Y BUPOOHULTBI AD|; Ans JONOMKHOT
peyoBUHM (CepTudikaTt BiAMNOBIAHOCTI EBpONechbkili
thapmakonei) - HouiA cepTudpikat Bif, HOBOro BUPOGHUKA
(3amiHa abo [ONOBHEHHS) - MOAaHHS HOBOTO cepTudikara
BignoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2004-
287 - Rev 05 gns A®I kapseaniony Bif HOBOrO BUPOGHMKa
Zhejiang Huahai Pharmaceutical Co., Ltd., Kutai
(0ONOBHEHHS)
72. KOPAAPOH® | po3uuH Ans iH'ekuiii, | TOB "CaHodi- YkpaiHa CaHodpi BiHTpon PpaHLin BHECEHHSA 3MiH [0 peecTpavuiitHux maTtepianis: 3MiHu | Tuny - 3a UA/3683/01/01
50 mr/mn ABEHTIC IHgacTpia 3MmiHM 3 sikocTi. A®I. KoHTponb A®I. 3miHa y napameTpax peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Ne 6: mo 3 mn B YkpaiHa" cneumdikauii Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
amnyni; no 6 amnyn cneumgikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
B NONIMEPHNX NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLEC
YyapyHkax y BMPOOHMLTBA AD| (3BYXXEHHSA AONYCTUMUX MEX, BUSHAUEHNX Y
KapTOHHilA KopooLi cneumdikadii) 3MiHa oNyCTUMUX MeX LLI0A0 BMICTY Moauais,
BM3HA4YeHUX y cneyudpikauii Ha APl amiogapoHy rigpoxsopua.
3arBepmpkeHo: NMT 150 ppm 3anponoHosaHo: NMT 100 ppm
73. KOPOAPOH® | Tabnetku no 200 mr; | TOB "CaHodi- YkpaiHa CaHodpi BiHTpon PpaHuis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/3683/02/01
Ne 30 (10x3): no 10 ABEHTIC IHgacTpia, YropLwmHa 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
Tabnetok y 6nictepi; Ykpaina" dpaHujs; 3MiHa y KOpOTKili XapakTepucTuL, NiKapCbKoro 3acoby, TeKCTi
no 3 6nictepu y XIHOIH 3aBog MapKyBaHHS Ta IHCTPYKLii 4719 Me4MNYHOro 3aCTOCYBaHHSA Ha
KapTOHHI Kopo6Lyj; PapmaueBTUYHN nigcTasi perysispHO OHOB/IIOBAHOIO 3BITY 3 6e3neku
Ne 30 (15x2): no 15 X Ta XiMiYHUX nikapcbkoro 3acoby, abo AocnimkeHb 3 6e3Mnekn 3acTocyBaHHS
Tabnetok y 6nictepi; MpoaykTis nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios, abo sk
no 2 6nictepu B MpawisiT Ko. pes3ynbTaT OLiHKM 3BIiTY 3 OCAILKEHb, NPOBEAEHMX BigNoBigHO
KapTOHHIA Kopoo6Li nra. 00 nnaHy negiatpuyHnx gocnigpkeHb (PIP) (3MiHy y3rofxeHo 3
MNignpremcTtao 2 KOMNETeHTHUM YNOBHOBAXEHVM OpraHom)
(nignpnemcTBo 3MiHU BHECEHO B IHCTPYKLiIO 415 MEANYHOTO 3acTOCyBaHHS
Bepelueabxas), nikapcbKoro 3acoby A0 po3zainis "Bsaemogis 3 iHWNMK
YropwumHa nikapcbkMuU 3acobamu Ta iHWi BUuAmn B3aemogiii" Ta "Mo6iyHi
peakuii" BiANOBIAHO 4O OHOBMEHOI iHChopMaL,i Woao 6e3nekn
3aCTOCyBaHHSA fjl040i PEYOBWHM 3MiAHO 3 PEKOMeHAALE
PRAC.
74. KCWUNA30/- cnpeii HasaslbHUIA, TOB «YOP//, YkpaiHa YOPNA4 TypeuunHa | BHECEHHsI 3MiH 40 peecTpauiiiHux MaTepiasis: 3MiHa 3asBHVKa 6e3 UA/18501/01/01
Kiac po34uH; no 10 mny MEANLUNH» MEAOMUWH (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenma
onakoHi 3 INAY CAH. BE Bifg 23.07.2015 Ne460). TepmiH BBeAEHHS 3MiH NPOTArom 6
posnuaBayemM Ta TIOXK. A.LL. MicALIB MicnsA 3aTBepKEHHSA. 3MiHu | Tuny - 3MiHn Wwoao
3aXUCHUM 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
KoBMaykom; no 1 3MiHU [0 y3araslbHEHVX AaHnX Npo cucTeMy hapMakoHarnagy
chnakoHy B (BBEAEHHSA Y3araslbHEHUX JaHWX MPO cucTemy
KapTOHHIlA KopoobLi hapmakoHarnsgy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAA/ILHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0Cco6u 3 hapmakoHarnsay 3asiBHVKa 405 34iINCHEeHHS
hapmakoHarnsagy B YkpaiHi, AKLWO0 BOHA BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BiANOBiAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cucteMmn dpapmakoHarnsgy).
3MiHa yNnoBHOBaXXeHOI 0cobu 3asBHUKA, BiANOBiAaIbHOI 3a
thapmakoHarnag. fitoua pegakuis: Mescim lnbkbaxap
[LiHuenb / Mrs. Mevsim llkbahar Dincel. NMponoHoBaHa
pepaxuis: Myano MNaHHa CTaHicnasiBHa. 3MiHa KOHTaKTHUX
[AaHvX YNOBHOBaXEHOI 0CO6M 3asBHYKa, BignoBiganbHOT 3a
thapmakoHarnsg. 3miHa MicLs 34iACHEHHSI OCHOBHOT
LisiNbHOCTI 3 hapmakoHarnagy. 3MiHa MicLe3Haxo4KeHHs
MacTep-chaiina cuctemu dpapmakoHarisgy.
75. KCUNMOCMNPE | cnpeii Ha3anbHWiA, TOB Ykpaina MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/19065/01/02
n 1,0 mr/mn no 10 mn "APTEPIYM "Tanuudgpapm" 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peyenma
y hbriakoHi 3 nTar KOHTeliHep/3akynoptoBasibHWIA 3acib. 3miHa napameTpis
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nNiKapcbkoro
3acoby, BunycK
cepi:

AcTpa3eHeka

3aTBepAKeHoro Bupo6Huka Actpa3eHeka AB MepTyHeBereH,
Copeptat’e, 151 85, Llseuis B8 MKA /13. BBeAeHHs 3MiH
NpPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPMXEHHS; 3MiHu | TNy -

3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y

BMPOGHMLTBI (iHWi 3MiHW) - KOPEryBaHHs nepkiagy onucy

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Hacocom [03aTopoM cneumdikauin Ta/abo AONYCTUMKX MEX NEPBUHHOT YNakKoBKU
i3 po3nusnoBayvem; roToOBOro NikapcbKoro 3acoby (iHLi 3MiHW) - OHOBNEHHSM
no 1 chnakoHy B cneumgikaLii Ha Hacocu f03aTopu 3 po3nNuaoBaYeM
nauuj BMpo6HULTBa Shenzhen Bona Pharma Technology Co., Ltd,
KnTaii.
CynyTHS 3MmiHa
- 3MiHK 3 AKOCTi. F0TOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa y MeTofax
BUNPOBGYBaHHS NEPBUHHOI YNaKOBKV rOTOBOTO NiKapCbKOro
3ac06y (He3HauHi 3MiHM y 3aTBEpPAKEHNX MeTogax
BMNPO6YBaHb);
3MiHK | TNy - 3MiHK 3 SIKOCTi. FTOTOBWIA Nikapcbknii 3aci6.
CucTema KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa
noctayanbHuKa nakyBasibHVX MaTepianis abo KOMNNEKTYIUNX
(AKLLLO 3a3HaYeHO B JOCLE) (BUTYYEHHS NOCTaYaulbHKKA) -
BU/TyYEHHS NocTavasibHMKa NEPBUHHOT yNakoBkn (Hacocu
[03aTopy 3 po3nNuoBaYeM), a came BUPobHMKa Yuyao
Nuobang Plastic Factory, Kutaii Ta Buny4YeHHs iHdyopmadiii
LLOZ0 NOCWU/IaHHA Ha BUPOGHUKIB MEPBUHHOI YNakoBKK (Hacocu
posatopu 3 posnuioBadem) 3 p. 3.2.P.7. Cuctema KoHTeliHep/
3aKyrnoproBasibHUiA 3aci6
76. KYTEPH TabneTku, BKpUTI AcTpa3eHeka LLiBeuis BMPOGHMLTBO CLUA/ BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/17484/01/01
nNiBKOBOIO ABb nNiKapcbkoro Lsewis/ AOMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHMYOT AinbHUL peuyenmom
060/10HKO, 5 Mr/10 3acoby, Benvka (BKNtOYauM AinbHuyi s APl nPOMiKHOTO NPOAYKTY abo
Mr, no 14 tabnetok nepBuHHe BpuTaHis roTOBOrO J1iKapCbKOro 3acoby, AiNbHWLi 415 MPOBEAEHHS
y 6nictepi, no 2 nakyBaHHs Ta nakyBaHHS, BUPOOHWKa, BigNoBifaIbHOTO 3a BUMYCK Cepil,
6nictepu y npoBefeHHA MiCLie NpOBEAEHHSA KOHTPO/IIO cepii) abo noctadasibHyKa
KapTOHHIA Kopoo6Li BMNPOGYBaHb: BMXifHOro MaTtepiany, peareHTy abo fONOMiXHOT peYOBUHN
AcTpa3eHeka (AKW0 3a3HAYEHO Y OCLE) - BUSTYYEHHS BUPOOHUYOT AiNbHALLI
PapmacbloTukan AcTpa3eHeka M6X, HimewunHa, BIiANOBIAA/ILHOI 38 NepBUHHE
c /1M, CLWA; Ta BTOPVHHE MakKyBaHHS, BUMYCK cepii. 3MiH1 BHECEHO A0
nepBuHHe Ta IHCTPYKUIT 415 MEAVYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby
BTOPVHHE LLIOA0 BUYYEHHS BUPOOHMKA 3 BiANOBIAH/MMN 3MiHAMW B TEKCTI
nakyBaHHS MapKyBaHHHS YNakoBOK /likapcbkoro 3acoby. BBefeHHs 3MiH
nNiKapcbkoro NPOTArom 6-Tu MicALIB Nicna 3aTBepMKeHHs; 3MiHu | Tuny -
3acoby, 3MiHu 3 sKocTi. FoTOBMIA NiKapCbkuii 3aci6. 3MiHN y
npoBefeHHs BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHOTbLCA
BUNPOOGYBaHb, BUMYCKY Cepii Ta KOHTPOJIKO AKOCTi FOTOBOTO NiKapCbKOro
BWMNYCK Cepil: 3acoby (3amiHa abo JofaBaHHA AibHULI, Ha SKiR
AcTpa3eHeka 3[iICHIOETLCS KOHTPO/b/BUNPOGYBaHHS cepii) - JoAaBaHHS
AB, LBeUis; BMPOGHUYOT AinbHUUI AcTpa3eHeka AB dopckaprataH 18,
nepBuHHE Ta Copeptan’e, 151 85 LUBeuis, BiANOBIAa/IbHOI 3@ NPOBEAEHHS
BTOPWHHE BUNPOOYBaHb NiKapcbKoro 3acoby. 3a3HauyeHHs agpecu
nakyBaHHs
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

HOK NimiTep,
Benuka
BpuTaHis;
npoBefeHHsA
B/MNPO6YBaHb
niKapcbkoro
3acoby:
AcTpa3eHeka
AB, LLiBewjs

doyHKLin BUpo6HWMKiB: AcTpa3eHeka ®apmacbkioTukasnc M,
CLUA; Actpa3eHeka Ab, leptyHeBereH, CogepTtaut’e, 151 85,
LWseuis Ta Actpa3eHeka HOK NlimiTes, Benunka BputaHis.
BBeaeHHs 3MiH NpoTArom 6-Tu MIiCALIB MiCNA 3aTBEPMAKEHHS;
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHn) - BHeceHo pefakLiliHi npasku
[0 [HCTPYKLT AN MeANYHOro 3aCTOCYBaHHS /liKapCbKOro
3aco6y B po3ginun "dapmakonoriyHi BnactmeocTi", "B3aemogis
3 iHLWKXMK NiKapcbkMMK 3acob6amu Ta iHLLI BUAY B3aEMOLINR",
"Mepeno3yBaHHA" 3rigHO 3 MaTepiasiamy peecTpauiitHoro
[ocbe. BBeeHHS 3MiHM NPOTArom 6-Tv MicsLiB nicns
3aTBepMKEHHS; 3MiHu Il Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsaay. 3mMiHn y KOpoTKil
XapakTepucTuLi nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKLi 4191 MeAUYHOro 3aCTOCYBaHHS Y 3B’AA3KY i3 HOBUMM
LAHUMU 3 SIKOCTi, AOKNIHIYHUMM, KNIHIYHUMW faHUMK Ta
OaHumn 3 hapmakoHarnsagy - 3MiHM BHECEHO [10 iIHCTPYKUT
ONsi MEAVYHOTO 3aCTOCYBaHHSA NikapCbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BractusocTi", "Oco6MBOCTi 3aCTOCYBaHHA",
"Cnocib 3acTtocyBaHHs Ta go3n", "TobiuHi peakuii” woao
pe3ynbTaTiB KAiHiYHOro gocnimkeHHs D1693C00001
(DECLARE) 3rigHo 3 MaTepianamMu peectpaviiiHoro focCbe.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALIB Nic/A 3aTBepAXEHHSA

77.

NA30/IBAH®

PO34MH AN
iHranaujn Ta
nepopasibHOro
3acTocyBaHHs, 15
Mr/2 mn

no 100 mny
donakoHi 3
KpanenbHuLeto; no 1
donakoHy y
KOMMEKTI 3 MipHUM
KOBMaykoM B
KapTOHHIlA KOpooLi

TOB "Onenna
Xenckea
YkpaiHa"

Ykpaina

IcTiTyTO AE
Anxeni C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3miHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTuddikat
BiAnoBiaHOCTI E€Bponeiickbkilt hapmakonei/MoHorpadii.
MopaHHA HoBOro abo oHoBNEHOro cepTuddikaTa BiANOBIAHOCTI
abo BunyyeHHs cepTudpikaTta BiANOBIAHOCTI EBpONechbkili
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYOTLCS Y BUPOOHULTBI AD|; ANns JONOMKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - Houii cepTudikar Bif, HOBOrO BUPOGHUKA
(3amiHa abo fOMOBHEHHS)
noAaHHs HOBOro cepTudikaTa BiANOBIAHOCTI EBpONechbkili
dapmaxkonei Ne R1-CEP 2004-201-Rev 04 ans gitouoi
peyosuHM Ambroxol hydrochloride Big HoBOro Bupo6Huka
SHILPA MEDICARE LIMITED, IHAia B 4ONOBHEHHSA A0
3aTBEPKEHOro BMpOo6HMKa Bidachem S.p.A., ITanis.

6e3
peuyenma

UA/3430/06/01

78.

NAMIKOH®

Tabnetkn no 0,25 r
no 7 Tabnetok y
6nictepi; no 2
6nictepy B navui

AT "dapmak”

YKpaiHa

AT "dapmak"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHu 3 sikocTi. FoToBwMiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3mMiHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX NEPBUHHOT YNaKoBKU
roTOBOrO NikapcbKoro 3acoby (iHLi 3MiHX) BHECEHHS 3MiH A0
po3giny 3.2.P.7 Cuctema KoHTeliHep/ 3aKyrnoproBasibHWiA
3acib, a came OHOB/IEHHS cneuundikauii 4ns donbrn
1IOMIHIEBOI /TaKOBaHOI pyKOBaHOI 3a NOKa3HWKOM «TOBLUMHA
donbrv». 3miHu | Trny - 3MiHKn 3 SKOCTi. FoTOBMIA NiKapCbKuii

3a
peyenmom

UA/2714/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3aci6. Cuctema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa

napameTpiB cneuudikauii Ta/abo AONYyCTUMUX MEX NEPBUHHOT
yMNakoBKM rOTOBOTO NiKapCbKOro 3acoby (iHLUi 3MiHN) BHECEHHS
3MiH go po3giny 3.2.P.7 Cnuctema koHTelHep/
3aKyrnoproBasibHWiA 3acib, a came OHOB/IEHHS crieumdikalii gns
NAiBKM NOMIBIHINX0PUAHOT 38 MOKA3HUKOM «TOBLLMHA NIBKU».
3miHu | TNy - 3MiHKW 3 AKOCTi. F0TOBUIA NiKapcbkuii 3aci6.
CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MEX NEPBUHHOT
YNaKoBKM rOTOBOTO /TiKapPCbKOro 3acoby ([OMNOBHEHHSA
cneuuqikaLii HOBUM NOKa3HUKOM 3 BiNOBILAHAM METOAOM
BMNPOGYBaHHA) OHOBMEHHSA po3giny 3.2.P.7 Cuctema
KOHTeliHep/ 3aKynoproBasIbHUIA 3acib, a came AONOBHEHHS
crneundikavii Ha NNiBKy NOMIBIHIIXI0PUAHY NOKA3HUKOM
«laeHTudikauis».
3miHu | TNy - 3MiHKW 3 AKOCTi. F0TOBUIA Nikapcbkuii 3aci6.
CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MEX NEPBUHHOT
YNaKoBKM rOTOBOTO /TiKapCbKOro 3acoby ([OMNOBHEHHSA
cneuuqikaLii HOBUM NOKa3HUKOM 3 BiNOBIAHAM METOAO0M
BMNPOGYBaHHA) OHOBMEHHSA po3giny 3.2.P.7 Cuctema
KOHTeliHep/ 3aKynoproBasIbHUIA 3acib, a came AONOBHEHHS
cneuuagikauii Ha )oNnbry astoMiHIEBY flakoBaHy pyKOBaHy
NoKa3HNKOM «laeHTudikayis» (Moka3HWK BU3HAYa€eTbCA ANs
BMpo6HuKa “MTC Polska Sp. Z.0.0.). 3MiHu | TUnYy - 3MiHK 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKyrnopoBasibHWiA 3aci6. 3MiHa napameTpis
cneundikauin Ta/abo AONYCTUMKX MEX NEPBUHHOT YNaKoBKU
roTOBOrO NiKapCcbKoro 3acoby (BMYyYEeHHS HE3HAYHOro
nokasHuka (Hanpvknag 3acTapisioro NokasHMka)) OHOB/IEHHS
po3giny 3.2.P.7 Cuctema KoHTeliHep/ 3aKyrnoproBasibHWiA
3acib, a came: BUy4YeHHs 3i crnieyudikadii nnisku
NONIBIHIIXOPUAHOI HE3HAYHMX NOKa3HWKIB N. «Marepian»,
«Po3mipu pynoHy», «lUupuHa nniskun», «LinbHiCTb NAiBKW»,
«Temnepatypa po3m'akLeHHs 3a Bika (VST)», «MiyHicTb npu
po3TAryBaHHi», «Ycagka npv nporpisaHHi (NoB3[0BXHS)»,
«KoedpiyieHT cBiT/IONpONyCcKaHHsA (415 CBIT/I03aXUCHOI
nniBkn)». 3MiHu | TMNY - 3MiHK 3 SIKOCTi. FOTOBMIA NiKapCbKUii
3aci6. Cuctema KoHTeliHep/3aKkynoptoBasibHUiA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MEX MEePBUHHOT
yNakoBKM FOTOBOTO MiKapCbKOro 3acoby (BUTyYEHHS
HEe3Ha4YHOro nokasHuka (Hanpukiag 3acTapifioro NokasHuka))
OHOBJ/IEHHS po3giny 3.2.P.7 Cuctema koHTeliHep/
3aKynoproBasibHWIA 3acib, a came: BUyYeHHs 3i cneyudikaii
415 honbrn antoMiHIEBOT NlakoBaHO! APYKOBAHOI HE3HAYHUX
nokasHukiB n. «Matepian», «I'padiuHe othopMIEeHHS,
NPaBUIbHICTb HAHECEHHSI TEKCTY», «P0O3Mipu pynoHy»,

«LLnpuHa ponbrn ApykoBaHoi», «MoBepxHeBa LibHICTb
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n/n

JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

79.

NAMITOP

dhonbrm», «MoBepxHeBa LLi/IbHICTb DO/IbIV APYKOBAHOI»,
«BW3HaYeHHs HagiHOCTI HAHECEHHS ApyKapcbkux hap6 Ta

3aXMCHOro naky Ha chonbry (agresis dpiekcorpadycbkoro
APYKY)», «CTiliKiCTb NOBEPXHEBOTO Wapy ¢h0brv 40 BUCOKOT

Temnepatypu (TeMnepaTypHuii TecT)», «CknetoBaHHs 3 MBX».

nocsio4YeHHs

80.

NAMITOP

Tabnetkun no 25 mr;
no 10 Tabnetok y
6nictepi; no 3
6nictepn y
KapTOHHIA Kopoo6Li

Tabnetkun no 50 wmr;

TOPPEHT
®APMACHIOT
IKANC NTA,

TOPPEHT

IHais

TOPPEHT
®APMACBHIOTIK
ANC NTA,

IHais

BHECEHHS 3MiH 0 peecTpaliintHux maTepiasis: 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
BBegeHHs abo 3MiHM A0 y3arasibHeHWX AaHUX Npo cucTemy
thapmakoHarnsgy (BBe4eHHs y3arasibHeHUX AaHnx npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxKeHoT ocobu,
BiANOBIAA/ILHOI 32 34iiCHEHHA (dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHVKa 405 34iINCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
YNOBHOBaXEHOI 0C06U, BiANOBiAAILHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovarouy KOHTaKTHI gaHi) Ta/abo 3miHn y
pO3MilLieHHi MacTep-chaiina cuctemn hapmakoHarnsgy).
3MiHa KOHTaKTHOI 0cobu 3as1BHMKA, BiANOBIAA/ILHOT 3a
thapmakoHarnsg, B Ykpaii.

[Oitoua pepakuis: Mr. Jigar Jaswantsinh Jadeja. NponoHoBaHa
pepakuisi: Onyshchuk Liudmyla Valeriivha. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOI 0CcOo6u 3asiBHMKA, BiANOBIAA/IbHOT 32
hapMakoHarnisg B YkpaiHi

3a
peyernmom

UA/2915/01/01

81.

NAMITOP

no 10 TabneTtok y
6nicTepi; no 3
6nictepn y
KapTOHHI KopoobLi

OAPMACHIOT
IKA/IC NITA,

IHais

TOPPEHT
®APMACBIOTIK
ANC NTA,

IHais

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy
chapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHuX Npo
cucTemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAANLHOI 32 34iiCHEHHSA dapMakoHarnsaay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asBHuKa ansl 34iliCHEHHS
thapmakoHarnsgy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
YMOBHOBaXeHOI 0co6y, BiANOBIAaIbLHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKIYaun KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MmilLieHHi MacTep-chaiina cuctemn hapmakoHarnsgy).
3MiHa KOHTaKTHOT 0CO6W 3asIBHUKA, BignoBigasibHOI 3a
hapMakoHarnsag B Ykpaii.

[itoua pegakuis: Mr. Jigar Jaswantsinh Jadeja. NponoHoBaHa
pepakuis: Onyshchuk Liudmyla Valeriivha. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu 3asiBHMKA, BiANOBIAA/ILHOT 38
hapmakoHarnsg B YkpaiHi

3a
peyenmom

UA/2915/01/02

Tabnetku no 100 wmr;
no 10 TabneTtok y
6nictepi; no 3
6nictepu y
KapTOHHi KOpO6L

TOPPEHT
®APMACHIOT
IKANC NTA,

IHais

TOPPEHT
®APMACBIOTIK
ANC NTA,

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHu Wwopao 6esnekn/ethekTUBHOCTI Ta hapMakoHarnsagy.
BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
thapmakoHarnaay (BBeAeHHs y3araJibHeHUX AaHnx npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHOBaXKeHoI ocobu,
Bi4NOBIAA/IbHOI 32 3AiICHEHHS hapMakoHarisAy; KOHTakTHOT
ocobu 3 dhapmakoHarnsay 3asBHuKa Ans 34iCHEHHS
hapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
YMOBHOBaXXEHOT 0CO6MU, BigNoBigaIbHOI 3a 34iCHEHHS

3a
peyenmom

UA/2915/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MiLLieHHI MacTep-thaiina cuctemm hapmakoHarnsgy).
3MiHa KOHTaKTHOT 0CO6U 3asBHMKA, BigNOBIAaIbHOI 3a
thapmakoHarnag, B Ykpaii.
[Litoua pepakuia: Mr. Jigar Jaswantsinh Jadeja. NponoHoBaHa
pegakuis: Onyshchuk Liudmyla Valeriivha. 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0Co6M 3asiBHMKA, BiAnoBiAa/IbHOT 3a
hapmakoHarniag B YkpaiHi
82. NATAHOIMPO | onisa (cybcTaHuis) y EBPOATI YropLmHa EBPOATI YropumHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3mMiHa 3asBHUKA - UA/17763/01/01
CT CKSIHMX hriakoHax XaHrepi /174, XaHrepi /14, N3 (MIBIM) (BnacHuka peecTpawiiiHoro noceig4eHHs) (3rigHo
ans Haka3y MO3 Big 23.07.2015 Ne 460): 3miHu | Tuny -
thapmaueBTUYHOro AgaMiHicTpaTuBHi 3MiHN. 3MiHa HalilmMeHyBaHHs Ta/abo agpecu
3acTocyBaHHS MiCLil NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA (BK/THOYatoum, 3a
Heo6XifHOCTI, MicLe NPOBeAEHHS KOHTPOJIO SKOCTI), abo
BNacHuka mactep-caiina Ha Adl, abo noctavanbHuKa
A®l/BuxigHoro matepiasy/peareHTy/MPOMIXHOIO NPOAYKTY, L0
3aCTOCOBYHOTLCS Y BUPOOHULTBI ADI (SIKLLO 3a3HAYEHO Y AOChE
Ha nikapcbknii 3acib) 3a BigCyTHOCTI cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[oCbe, ab0 BMPOBHMKA HOBOT AOMOMDKHOI PEYOBUHU (SIKLLLO
3a3HayYeHo y 0CbE) 3MiHa HaliMeHyBaHHS BUPOGHMKa AP| 6e3
3MiHW Micus BUpobHuuTBa. 3MiHu | TURYy - 3MiHK 3 sKocTi. AL,
KoHTponb A®I (iHwWi 3MiHM) 3MiHa MOBW BUknageHHss MKSA 3
POCIiCbKOI Ha YKpaiHCbKy
83. NEBOKOM Tabnetku AciHo ®apma LLiBeiiuapi MoBHWI LKA LBeiuapis/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiB: TexHiuHa 3a UA/16261/01/01
PETAP[, NPOJIOHIOBaHOI Aji, Al A BUPOGHMLTBA: EcToHis nomusika (3rigHo Hakasly MO3 Big 23.07.2015 Ne 460) peyenmom
ACIHO no 200 mr/50 mr, no AciHo ®apma BrinpaBneHHs TexHiYHOT NoMuAkK, 3rigHo n.2.4. posgainy VI
10 TabneTok y Ar, LLiseliuapis Haka3y MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y pepakuii
6nictepi; no 3 abo nepBuHHa Ta Haka3y MO3 Ykpainu Big 23.07.2015 p Ne 460) —
10 6nicTepiB y BTOPVHHA BunpasneHHs TeXHIYHOT MOMUIKKM, NOB'A3aHO 3
KapTOHHIlA KopoobLi ynakoBka: HEBIANOBIAHICTIO (PI3HOYMTAHHS) B MEXax O4HOro AOKyMEHTa,
AciHo ®apma LonyLeHHs noMunkn y Cneumdikalii Ha TepMiH NpuaaTHOCTI
Ar, LLiseliuapis 3a NOKa3HMKOM «[lOMiLLKM», & caMe: HEBIPHO 3a3Ha4yeHo
a/bTepHaTVBHa KpuTepili NpUAHATHOCTI «CyMy HEBIZOMUX [OMILLOK».
OinbHUUS ons 3a3HayeHe BUNpaB/IeHHA BignoBigae maTepianam
NEPBUHHOrO Ta peECTpaLinHOro AOChE.
BTOPVHHOIO
nakyBaHHS:
AciHo EcToHifA
OY, EcToHis
84. NEBOKOM TabneTkun AciHo ®apma Lseliuapi MoBHWIA LMKN Lseliuapis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: TexHiyHa 3a UA/16260/01/01
PETAPJ, NPOJIOHTOBaHOI Aji, Al A BMPOGHMUTBA: EcToHis nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) peuyenmom
ACIHO no 100 mr/25 wmr, no AciHo ®apma BunpaBneHHs TeXHIYHOI NOMWIIKY, 3rigHo N.2.4. po3ainy VI

10 TabneTok y
6nictepi; no 3 abo
10 6nicTepiB y
KapTOHHi KOpO6L

AT, Wseliuapis
nepBuHHa Ta
BTOPVHHA
ynakoBka:
AciHo ®apma

Haka3y MO3 YkpaiHu Bif 26.08.2005p. Ne 426 (y pegakuii
Haka3y MO3 Ykpainu Big 23.07.2015 p Ne 460) —
BunpasneHHsA TEXHIYHOT NOMW/IKU, NOB’A3aHO 3
HeBIANOBIAHICTIO (PI3HOUMTAHHSA) B MEXax OAHOr0 AOKYMEHTa,
L0NyLEeHHst noMukM Yy Cneumdikalii Ha TepMiH NpUMAATHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Ar, LLiBeliuapis 3a NOKa3HMKOM «[lOMiLLK/», a caMe: HEBIPHO 3a3Ha4yeHo
aNbTepHaTVBHa KpuTepili NpUiAHATHOCTI «CyMK HEBIZOMUX [OMILLOK.
OinbHUUs ons 3a3HayeHe BUMNpaB/IeHHSA BignoBigae maTepianam
NepBUHHOTO Ta peecTpaLiiHoro A0CbeE.
BTOPVHHOIO
nakyBaHHS:
AciHo EcToHis
OY, EcToHis
85. NEBOMEKO/N | masbno 25ry MpAT YKpaiHa MpAT YKpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 6e3 UA/0867/01/01
b KoHTeliHepax; no 30 dapmaueBTny dapmaneBTMYHA 3MmiHK 3 SKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema peyenma
r,abono40ry Ha thabpuka habpuka KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa Y NepBUHHIl
Ty6ax antoMiHiEBMX; "Biona" "Biona" yMakoBLji FOTOBOT0 NiKapCbKOro 3acoby (SKICHWI Ta KiNbKiCHWIA
no30r,abono40r cknap) - M'siki Ta HecTepunbHI pigki Tikapcbki hopmu -
y Ty6i a/ItOMiHI€BIlA; BBEEHHS [04aTKOBMX yrnakoBok No 20 r,no 30rtano40ry
no 1 1y6iy Ty6ax namiHatHux Tuny ABL 3 6yloHamu y nayui Ta 6e3
KapTOHHI/ nayy,j ; no nauku, 3 BiANOBIAHUMY 3MiHAMY A0 P. «YNaKoBKa». 3MiHU
20 ry Ty6ax BHECEHI B p034in "YnakoBka" B iHCTPYKLiO 4151 MeANYHOro
antomiHiesmnx; no 20 3aCTOCYBaHHS NiKapCbKOro 3acoby y 3B"A3Ky 3 BBEAEHHAM
Iy Ty6i antoMiHieBIA; [04aTKOBUX YMaKOBOK, SIK HACMIAOK - 3aTBEPKEHHS TEKCTY
no 1 1y6iy MapKyBaHHA [OAATKOBUX YNaKOBOK JIiKapCbKOro 3aco0y.
KapTOHHI/ nayvj; no BBefeHHs 3MiH NpoTArom 6-Tu MICALB MiCNS 3aTBEPAKEHHS.
20, mo 30 r abo no
40 r y Tybax
namiHaTHux; no 20,
no30rabono40r
y Ty6i NamiHaTHil;
no 1 Ty6i B
KapPTOHHI/ nauuj
86. NEHAHIMNO Kancynu TBepai, no O-p Peppi'c IHais O-p Peppj'c IHais BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/17270/01/01
5 mr, 28 kancyny Nab6opaTtopic NabopaTtopic 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
KOHTeliHepi, no 1 nrtp, nrh 3MiHa y KOpPOTKiil XapaKTepuCTuLj NikapCbKoro 3acoby, TEKCTI
KOHTelHepy B (Brpo6bH1ymii MapKyBaHHS Ta iHCTPYKLiT 4151 MeNYHOro 3aCTOCYBaHHA Ha
KapTOHHI KopoobLi Bigain - 7) nigcTasi perysispHo OHOB/IHOBAHOIO 3BIiTY 3 6e3neku

nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepioa, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iLKEHb, MPOBEAEHUX BiAMNOBIAHO
00 nnaxy negiatpuyHux gocnimkerb (PIP) (3MiHY y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OPraHom).
3MiHN BHECEHI A0 IHCTPYKLi 415 MeANYHOro 3acToCyBaHHS
nikapcbKoro 3acoby y po3ainu "OcobnnBoCTi 3aCToCyBaHHSA",
"Mo6iuHI" BigNOBIAHO A0 OHOBMEHOT iIHChopMaLi 3 6e3neku
Ait04O0T PEYOBVHM LLLOAO CUHAPOMY Ni3vcy NyX/uH. BBeaeHHs
3MiH NPOTArom 6-Tu MiCALIB NicNia 3aTBepIKEHHSA. 3MiHN | Tuny
- 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsaay.
3MiHa y KOpOTKili XapakTepucTyL,i NiKapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeNYHOro 3aCTOCyBaHHA Ha
nigcTasi peryssipHO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo AocnimpkeHb 3 6e3nekn 3acToCyBaHHS
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

nikapcbKoro 3acoby B MicnsipeecTpaviiiHvin nepios, abo sk
pe3ynbTaT OLiHKM 3BITY 3 fOCNIMKEHb, NPOBEeAEHMX BigNoBigHO
[0 nnany negiatpuyHnx gocnimpxkerb (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YMOBHOB&XEHNM OpraHom). 3MiHW BHECeHI [10
IHCTPYKLiT N8 Me4UYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby y
po3ainn «Ocobnuei 3axoan 6e3nekn», «OcobanBOCTI
3acToCyBaHHA», «3acTOCyBaHHA y nepiog BaritTHOCTi abo
roflyBaHHs rpyant», «MobivHi peakuii» BignoBiAHO A0
OHOB/1EHOT iHGhopMaLiii 3 6e3nekn Ail4oi PeYoBUHM LWOA0
pV3NKy BUHUKHEHHS! emMbpiodheTasibHOI TOKCUYHOCTI Ta peakuii
MyX/IMHHOTO crnasiaxy, a Takox 0coB6ANBOCTi 3aCTOCYBaHHS Y
XIHOK | YO/MTOBIKIB 3 PENPOAYKTVBHUM NOTEHLia/IOM.
BBeaeHHS 3MiH NpOTArom 6-Tu MIiCALIB MiCAA 3aTBEPMAKEHHS.
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTuL
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHs Ha niAcTasi perynsapHo
OHOB/OBAHOrO 3BITY 3 6e3neKn Nikapcbkoro 3acoby, abo
JocnimpKeHb 3 6e3neky 3acToCyBaHHA /ikapCbKoro 3acoby B
nicnsapeecTpauiiHnii nepios, abo K pe3ysibTaT OLiHKM 3BiTy 3
AocnigpKeHb, NPoBeAEeHNX BIANOBIAHO A0 NiaHy nefiaTpuyHnx
pocnimkeHb (PIP) (3MiHy y3rofkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom). 3MiHW BHECEHI 10 iHCTPYKUiT AN
Me[MYHOro 3aCTOCYBaHHS /likapcbKoro 3acoby y po3ainv
"Oco6MBOCTI 3aCTOCYBaHHSA" BiANOBIAHO O OHOB/IEHOT
iHhopmawii 3 6e3neku AitoHoi pevHOoBUHM LLLOAO0 MPOrpecyoUol
MynbTUchoKabHOT nelikoeHuedanonarii. BBefeHHA 3MiH
NpOTSArom 6-Tv MicsLiB Nic/1s 3aTBEPAKEHHS.

87.

NEHAHIMNO

kancynv Teepgi, no
10 mr, no 28 kancyn
Y KOHTelHepi, no 1
KOHTEliHepy B
KapTOHHI Kopoobui

[-p Peppi'c
Nab6opaTtopic
nTp,

IHais

[-p Peapi'c
NabopaTtopic
nTa
(Bupo6HUunii

Bigain - 7)

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NiKapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 4115 MeANYHOro 3aCTOCyBaHHSA Ha
nigcTasi perysispHO OHOB/IIOBAHOIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3Mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iLKEHb, MPOBEAEHUX BiAMNOBILHO
00 nnaHy negiatpuyHnx gocnigpkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXKEHVIM OPraHom).
3MiHW BHECEHI A0 IHCTPYKLi 415 MeANYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby y po3ainu "OcobnnBoCTi 3aCToCyBaHHSA",
"Mo6iuHI" BiNOBIAHO A0 OHOBMEHOT iIHChopMaLii 3 6e3neku
L0401 PEYOBVHM LLLOAO CUHAPOMY Ni3WCy NyX/IH. BBeaeHHs
3MiH MPOTAroM 6-TW MicALiB nicns 3aTBepAKEHHS. 3MiHK | TUNYy
- 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsagy.
3MiHa y KOpOTKiil XxapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT A1 MeANYHOro 3aCTOCYBaHHA Ha
nigcTasi perysisipHO OHOBJ/TOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo AocnimpkeHb 3 6e3nekn 3acToCyBaHHsS

3a
peyenmom

UA/17270/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

nikapcbKoro 3acoby B MicnsipeecTpaviiiHvin nepios, abo sk
pe3ynbTaT OLiHKM 3BITY 3 fOCNIMKEHb, NPOBEeAEHMX BigNoBigHO
[0 nnany negiatpuyHnx gocnimpxkerb (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YMOBHOB&XEHNM OpraHom). 3MiHW BHECeHI [10
IHCTPYKLiT N8 Me4UYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby y
po3ainn «Ocobnuei 3axoan 6e3nekn», «OcobanBOCTI
3acToCyBaHHA», «3acTOCyBaHHA y nepiog BaritTHOCTi abo
roflyBaHHs rpyant», «MobivHi peakuii» BignoBiAHO A0
OHOB/1EHOT iHGhopMaLiii 3 6e3nekn Ail4oi PeYoBUHM LWOA0
pV3NKy BUHUKHEHHS! emMbpiodheTasibHOI TOKCUYHOCTI Ta peakuii
MyX/IMHHOTO crnasiaxy, a Takox 0coB6ANBOCTi 3aCTOCYBaHHS Y
XIHOK | YO/MTOBIKIB 3 PENPOAYKTVBHUM NOTEHLia/IOM.
BBeaeHHS 3MiH NpOTArom 6-Tu MIiCALIB MiCAA 3aTBEPMAKEHHS.
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTuL
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHs Ha niAcTasi perynsapHo
OHOB/OBAHOrO 3BITY 3 6e3neKn Nikapcbkoro 3acoby, abo
JocnimpKeHb 3 6e3neky 3acToCyBaHHA /ikapCbKoro 3acoby B
nicnsapeecTpauiiHnii nepios, abo K pe3ysibTaT OLiHKM 3BiTy 3
AocnigpKeHb, NPoBeAEeHNX BIANOBIAHO A0 NiaHy nefiaTpuyHnx
pocnimkeHb (PIP) (3MiHy y3rofkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom). 3MiHW BHECEHI 10 iHCTPYKUiT AN
Me[MYHOro 3aCTOCYBaHHS /likapcbKoro 3acoby y po3ainv
"Oco6MBOCTI 3aCTOCYBaHHSA" BiANOBIAHO O OHOB/IEHOT
iHhopmawii 3 6e3neku AitoHoi pevHOoBUHM LLLOAO0 MPOrpecyoUol
MynbTUchoKabHOT nelikoeHuedanonarii. BBefeHHA 3MiH
NpOTSArom 6-Tv MicsLiB Nic/1s 3aTBEPAKEHHS.

88.

NEHAHIMNO

kancynu TBepai, no
15 wr, no 21 kancyni
Y KOHTelHepi, no 1
KOHTEliHepy B
KapTOHHI Kopoobui

[-p Peppi'c
Nab6opaTtopic
nTp,

IHais

[-p Peapi'c
NabopaTtopic
nTa
(Bupo6HUunii

Bigain - 7)

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NiKapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 4115 MeANYHOro 3aCTOCyBaHHSA Ha
nigcTasi perysispHO OHOB/IIOBAHOIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3Mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iLKEHb, MPOBEAEHUX BiAMNOBILHO
00 nnaHy negiatpuyHnx gocnigpkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXKEHVIM OPraHom).
3MiHW BHECEHI A0 IHCTPYKLi 415 MeANYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby y po3ainu "OcobnnBoCTi 3aCToCyBaHHSA",
"Mo6iuHI" BiNOBIAHO A0 OHOBMEHOT iIHChopMaLii 3 6e3neku
L0401 PEYOBVHM LLLOAO CUHAPOMY Ni3WCy NyX/IH. BBeaeHHs
3MiH MPOTAroM 6-TW MicALiB nicns 3aTBepAKEHHS. 3MiHK | TUNYy
- 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsagy.
3MiHa y KOpOTKiil XxapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT A1 MeANYHOro 3aCTOCYBaHHA Ha
nigcTasi perysisipHO OHOBJ/TOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo AocnimpkeHb 3 6e3nekn 3acToCyBaHHsS

3a
peyenmom

UA/17270/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

nikapcbKoro 3acoby B MicnsipeecTpaviiiHvin nepios, abo sk
pe3ynbTaT OLiHKM 3BITY 3 fOCNIMKEHb, NPOBEeAEHMX BigNoBigHO
[0 nnany negiatpuyHnx gocnimpxkerb (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YMOBHOB&XEHNM OpraHom). 3MiHW BHECeHI [10
IHCTPYKLiT N8 Me4UYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby y
po3ainn «Ocobnuei 3axoan 6e3nekn», «OcobanBOCTI
3acToCyBaHHA», «3acTOCyBaHHA y nepiog BaritTHOCTi abo
roflyBaHHs rpyant», «MobivHi peakuii» BignoBiAHO A0
OHOB/1EHOT iHGhopMaLiii 3 6e3nekn Ail4oi PeYoBUHM LWOA0
pV3NKy BUHUKHEHHS! emMbpiodheTasibHOI TOKCUYHOCTI Ta peakuii
MyX/IMHHOTO crnasiaxy, a Takox 0coB6ANBOCTi 3aCTOCYBaHHS Y
XIHOK | YO/MTOBIKIB 3 PENPOAYKTVBHUM NOTEHLia/IOM.
BBeaeHHS 3MiH NpOTArom 6-Tu MIiCALIB MiCAA 3aTBEPMAKEHHS.
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTuL
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHs Ha niAcTasi perynsapHo
OHOB/OBAHOrO 3BITY 3 6e3neKn Nikapcbkoro 3acoby, abo
JocnimpKeHb 3 6e3neky 3acToCyBaHHA /ikapCbKoro 3acoby B
nicnsapeecTpauiiHnii nepios, abo K pe3ysibTaT OLiHKM 3BiTy 3
AocnigpKeHb, NPoBeAEeHNX BIANOBIAHO A0 NiaHy nefiaTpuyHnx
pocnimkeHb (PIP) (3MiHy y3rofkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom). 3MiHW BHECEHI 10 iHCTPYKUiT AN
Me[MYHOro 3aCTOCYBaHHS /likapcbKoro 3acoby y po3ainv
"Oco6MBOCTI 3aCTOCYBaHHSA" BiANOBIAHO O OHOB/IEHOT
iHhopmawii 3 6e3neku AitoHoi pevHOoBUHM LLLOAO0 MPOrpecyoUol
MynbTUchoKabHOT nelikoeHuedanonarii. BBefeHHA 3MiH
NpOTSArom 6-Tv MicsLiB Nic/1s 3aTBEPAKEHHS.

89.

NEHAHIMNO

kancynu TBepai, no
25 wr, no 21 kancyni
Y KOHTelHepi, no 1
KOHTEliHepy B
KapTOHHI Kopoobui

[-p Peppi'c
Nab6opaTtopic
nTp,

IHais

[-p Peapi'c
NabopaTtopic
nTa
(Bupo6HUunii

Bigain - 7)

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NiKapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 4115 MeANYHOro 3aCTOCyBaHHSA Ha
nigcTasi perysispHO OHOB/IIOBAHOIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3Mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iLKEHb, MPOBEAEHUX BiAMNOBILHO
00 nnaHy negiatpuyHnx gocnigpkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXKEHVIM OPraHom).
3MiHW BHECEHI A0 IHCTPYKLi 415 MeANYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby y po3ainu "OcobnnBoCTi 3aCToCyBaHHSA",
"Mo6iuHI" BiNOBIAHO A0 OHOBMEHOT iIHChopMaLii 3 6e3neku
L0401 PEYOBVHM LLLOAO CUHAPOMY Ni3WCy NyX/IH. BBeaeHHs
3MiH MPOTAroM 6-TW MicALiB nicns 3aTBepAKEHHS. 3MiHK | TUNYy
- 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsagy.
3MiHa y KOpOTKiil XxapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT A1 MeANYHOro 3aCTOCYBaHHA Ha
nigcTasi perysisipHO OHOBJ/TOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo AocnimpkeHb 3 6e3nekn 3acToCyBaHHsS

3a
peyenmom

UA/17270/01/04
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

nikapcbKoro 3acoby B MicnsipeecTpaviiiHvin nepios, abo sk
pe3ynbTaT OLiHKM 3BITY 3 fOCNIMKEHb, NPOBEeAEHMX BigNoBigHO
[0 nnany negiatpuyHnx gocnimpxkerb (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YMOBHOB&XEHNM OpraHom). 3MiHW BHECeHI [10
IHCTPYKLiT N8 Me4UYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby y
po3ainn «Ocobnuei 3axoan 6e3nekn», «OcobanBOCTI
3acToCyBaHHA», «3acTOCyBaHHA y nepiog BaritTHOCTi abo
roflyBaHHs rpyant», «MobivHi peakuii» BignoBiAHO A0
OHOB/1EHOT iHGhopMaLiii 3 6e3nekn Ail4oi PeYoBUHM LWOA0
pV3NKy BUHUKHEHHS! emMbpiodheTasibHOI TOKCUYHOCTI Ta peakuii
MyX/IMHHOTO crnasiaxy, a Takox 0coB6ANBOCTi 3aCTOCYBaHHS Y
XIHOK | YO/MTOBIKIB 3 PENPOAYKTVBHUM NOTEHLia/IOM.
BBeaeHHS 3MiH NpOTArom 6-Tu MIiCALIB MiCAA 3aTBEPMAKEHHS.
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTuL
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHs Ha niAcTasi perynsapHo
OHOB/OBAHOrO 3BITY 3 6e3neKn Nikapcbkoro 3acoby, abo
JocnimpKeHb 3 6e3neky 3acToCyBaHHA /ikapCbKoro 3acoby B
nicnsapeecTpauiiHnii nepios, abo K pe3ysibTaT OLiHKM 3BiTy 3
AocnigpKeHb, NPoBeAEeHNX BIANOBIAHO A0 NiaHy nefiaTpuyHnx
pocnimkeHb (PIP) (3MiHy y3rofkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom). 3MiHW BHECEHI 10 iHCTPYKUiT AN
Me[MYHOro 3aCTOCYBaHHS /likapcbKoro 3acoby y po3ainv
"Oco6MBOCTI 3aCTOCYBaHHSA" BiANOBIAHO O OHOB/IEHOT
iHhopmawii 3 6e3neku AitoHoi pevHOoBUHM LLLOAO0 MPOrpecyoUol
MynbTUchoKabHOT nelikoeHuedanonarii. BBefeHHA 3MiH
NpOTSArom 6-Tv MicsLiB Nic/1s 3aTBEPAKEHHS.

90.

NIHKOMILWH
-AAPHULA

PO34UH O151 iH'EKLLNA,
300 mr/mn, no 1 mn
abono2wmns
amnyni; no 5 amnyn
Y KOHTYpHIl
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B nauLli

MpAT
"®apmaueBTun
yHa chipma
"fNapHuus"

YKpaiHa

MpAT
"dapmaLeBTUUH
a hipma
"fapHuus”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NiKapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 4115 MeANYHOro 3aCTOCyBaHHSA Ha
nigcTasi perysispHO OHOB/IIOBAHOIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3Mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iLKEHb, MPOBEAEHUX BiAMNOBILHO
00 nnaHy negiatpuyHnx gocnigpkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXKEHVIM OPraHom).
3MiHN BHECEHO A0 IHCTPYKLiT 418 MeAnYHOro 3acToCcyBaHHS
nikapcbkoro 3acoby Ao po3ginis: "OcobnnBoCTi
3acTocyBaHHA", "Mo6iYHI peakuii” Woao 6e3neku
3aCTOCyBaHHSA Ait040T PEYOBVHM MIHKOMILMH BiAMoBIigHO A0
pekomeHpauili PRAC. BBefeHHS 3MiH NpoTArom 6-tu micauis
nicns 3aTBepAKeHHs

3a
peyenmom

UA/4582/01/01

91.

NINO®NIABO
H-O®TA

Kpansi OuHi,
niodpinisar ana
emy/bCeil; 1 dpnakoH
3 niocpinizatom Ta 1

TOB "BIOJIIK
OAPMA"

Ykpaina

AT "BIONIK"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiinHMxX maTepiasis: 3MiHa 3asBHMKa
N3 (MIBIM) (BnacHuka peecTpawiiiHoro noceig4eHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). TepMiH BBEAEHHS 3MiH -
npoTAroM 6 MicsiliB nicns 3aTBepAKEHHS.

6e3
peuenma

UA/3053/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
chnakoH 3 1,5 mn
PO34MHHMKA (PO34NH
HaTpito xnopugy 9
Mr/M1) pasom i3
KpYILLIKOO-
KpanesnbHuULEeto B
iHOVBIAYaNbHMX
naykax 3 KapToHy
92. NOrecT® TabneTkun, BKpUTI Banep Al HimeuunH BMPOGHMLITBO HimeuunHa BHECEHHS 3MiH 40 peecTpavliitHux maTepiasis: 3MiHu | Tuny - 3a UA/4859/01/01
060n0HKot0; no 21 a npoaykuii in- AAMIHICTpaTUBHI 3MiHW. BunyyeHHst BUPO6HUYOT AinbHUL peyenmom
Tabnetui y 6nictepi bulk, koHTpoNb (BKNtOYAOUM AinbHULI ana APl NPOMIKHOIO NPOAyKTY abo
3 KauleHJapHo cepii: roTOBOrO /1iKaPCbKOro 3acoby, AiNbHUL 415 MPOBEAEHHS
wKanoto; no 1 Baiiep Baiimap nakyBaHHs, BUPOOHWKa, BigNoBifanibHOr0 3a BUMYCK Cepil,
6nictepy y nauui 'm6X i Ko. KT, MicLle NpoBefEeHHS KOHTPOIO cepil) abo noctavyanbHUKa
HimeuunHa,; BMXiAHOro Martepiany, peareHTy abo AONOMiXHOT pEYOBUHN
nepBuHHe Ta (AKWO 3a3Ha4eHo y A0CbE) - BuganeHHs anbTepHaTMBHOIO
BTOPVHHE Bupo6Huka N3 denbtapm Ninnb C.A.C., PpaHuisf. 3miHn
nakyBaHHS, BHECEHO A0 IHCTPYKLiT 4719 MeANYHOro 3acTOCyBaHHS
BWMYCK Cepii: nikapcbKoro 3acoby Ao po3zinis "BupobHuk” Ta
Baiiep AT, "MicLe3Haxo4KeHHs1 BUPOGHMKa Ta 1ioro agpeca Micus
Himeuunna NPOBaKEHHS AiS/IbHOCTI" Ta BigMNOBIAHI 3MiHN [0 TEKCTY
MapKyBaHHS YNakoBKu Nikapcbkoro 3acoby BeeAeHHs 3MiH
npoTarom 3-x MicsuiB nicnsa 3aTBepKeHHs; 3MiHu | Tvny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NiKapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 4115 MeANYHOro 3aCTOCYBaHHSA Ha
nigcTasi perysispHO OHOB/IIOBAHOIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3Mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iLKEHb, MPOBEAEHUX BiAMNOBILHO
00 nnaHy negiatpuyHux gocnimkerb (PIP) (iHWwi 3mMiHK) - 3MiHK
BHECEHO [0 iHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby o posginis "MpoTunokasaHHA",
"B3aemogis 3 iHWVMKU NikapcbkMK 3acob6amMu Ta iHLWi BUau
B3aemogijit", "Ocob/IMBOCTi 3aCTOCYBaHHA", a came A0MNOBHEHO
iHchopMmavito Wwoao 6e3nekn 3aCTOCyBaHHA NiKapcbKoro 3acoby
BBefeHHS 3MiH NpoTArom 3-x MiCALIB MiC/A 3aTBEPKEHHS;
3MiHM | TUny - AAMIHICTPaTWBHI 3MiHW. 3MiHa HaliMEeHyBaHHSI
Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMPO6HMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BK/THOYA0OUN AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
KOHTPOIO AKOCTI. (AiANbHICTb, 3a Ky BifgnoBigae
BMPOGHUK/IMNOpPTEp, He BK/IKOYaKUM BUMYCK Cepill) - BHOCUTLCSA
npaBeka Ao agpecu BupobHuka /13 Baliep Balimap Mv6X i Ko.
KT, sikvin Bignosigae 3a BMpobHMLTBO npoaykuii in-bulk, Ta
KOHTpOb cepil
93. MAAJIOKC® CYCNeHsis opasibHa; TOB "Onenna YkpaiHa dapmaric PpaHLis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/9219/01/01
Ne 30: no 15 mny Xenckea 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta dhapmMakoHarisgy. peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nakeTti; no 30 YkpaiHa" 3MiHa y KOpOTKili XapakTepucTuL, NiKapCbKOro 3acoby, TeKCTi
nakeTiB Y KapPTOHHiIl MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHSA Ha
KopoobLi nigcTasi peryaspHo OHOB/IIOBAHOIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3Mnekn 3acTocyBaHHSA
nikapcbKoro 3acoby B nicnspeecTpaviliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IKEHb, MPOBEAEHNX BiAMNOBILHO
00 nnaHy negiatpnyHux gocnimkeHb (PIP) (iHwi 3miHW) 3MiHM
BHECEHO [0 iHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
niKapcbKoro 3acoby o po3ginis "B3aemopis 3 iHWMMKN
nNikapcbkvMK 3acob6amMu Ta iHWi BUAY B3aemMogiii",
"Oco6nmBOCTi 3acTocyBaHHA" Ta "Mo6iYHI peakuii” BiaNoBiAHO
[0 pekomeHgauin PRAC. BBefeHHs 3MiH NpoTsArom 6-tu
MiICALIB MIiCNSA 3aTBEPIKEHHS.
3MiHu Il TUny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
chapmakoHarnsgy. 3MiHW y KOpoTKili XxapakTepucTui
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA Yy 3B'A3KY i3 HOBUMU AaHVMU 3
AKOCTI, AOKNIHIYHUMMW, KIHIYHUMUW AaHUMU Ta JaHUMK 3
hapmakoHarnsgy - 3mMiHM BHECEHO A0 iHCTPYKLiT Ans
MeAUYHOro 3acTocyBaHHS NikapcbKoro 3acoby [0 po3fainis
"®apmakoTepanesTuyHa rpyna. Kog ATX." (yTOYHEHHS Ha3BK
rpynu 6e3 3miHu Kkogy), "dapmMakonoriyHi BnacTuBoCTi"
BiANOBIAHO A0 MaTepianiB peecTpauiiiHoro focke. BBeaeHHs
3MiH NPOTArOM 6-TW MIiCLIiB MiCNS 3aTBEPLKEHHS.
94. MAIHE-B6 ® | Tabnetku, BKpuTI TOB "Onenna YkpaiHa OMENNA ®paHuia/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/4130/01/01
AHTUCTPEC nNiBKOBOIO Xenckea XEJICKEA YropwmHa 3MiHu 3 siKkocTi. CepTuddikat signosigHocTi/lE-cepTudikat peuyenma
060/10HKOI0 YkpaiHa" IHTEPHELLHN BiANOBIAHOCTI EBponelickbkin hapmakonei/moHorpadii.
Ne 60 (15x4): no 15 CAC, ®paHuis; MopaHHA HoBOro abo oHOBEHOTO cepTuddikaTa BiANOBIAHOCTI
Tabnetok y 6nictepi; XIHOIH 3aBog ab0o BUNyYeHHs cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
no 4 6nictepu B PapmaueBTUYHN thapmakonei: gna A®l; ans BuxigHoro
KapTOHHI kopo6Lyj; X Ta XiMiYHUX matepiany/peareHTy/npomMiKHOro NpPOAYKTY, WO
Ne 60 (20x3): no 20 MpoaykTis BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI A®I; Ans AONOMIKHOT
Tabnetok y 6nictepi; MpaisiT Ko. peyoBuHM (cepTudikat BiANOBIGHOCTI EBPONENChkili
no 3 6nictepu B nra. thapmakonei) - OHOBIEHUIA cepTuddikaT Bif yxe
KapTOHHIlA KOpooLi MignpuemcTso 2 3aTBEPKEHOr0 BUPOBHYMKA - NOAAHHSA OHOBEHOTO
(nignpnemcTBo cepTudiikaTa BignosigHOCTI EBponelickbkiin dhapmakonei CEP
Bepelueabxas), Ne R1-CEP 2009-017-Rev 01 gns A®| marnito uutpary Big
YropwumHa BXe 3aTBepakeHoro BupobHuka Dr. Paul Lohmann GmbH KG,

Germany. 3MiHV NPONoOHYTLEA Y BignosigHocTi Ao ICH Q3D.
Takox, notToyHe BugaHHsa Ph. Eur monograph no 2339
“Magnesium citrate” 4ONOBHEHHSI BUNPOGYBAHHAMM LLIOA0
Hikento(Ni) y signosigHocTi o CEP Ne R1-CEP 2009-017-Rev
01. 3atBepaxeHo: CEP Ne R1-CEP 2009-017-Rev 00
3anponoHosaHo: CEP Ne R1-CEP 2009-017-Rev 01
3MiHn | TURY - 3MiHn 3 axocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponenchbkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro abo OHOBEHOTO
cepTucpikaTa BiANOBIAHOCTI 260 BUYYEHHS cepTudikara
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

95.

MEAETPOM

BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns A®l; ons
BUXiAHOrO MaTepiany/peareHTy/MPoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; AN1a JONOMKHOT
peyoBuHM (CepTudikaTt BiANOBIGHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPKEHOr0 BUPOOHNMKA - NOJAHHS OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI EBponeiicbkiin dhapmakonei CEP
Ne R1-CEP 2009-017-Rev 02 ana A®| marHito uutpary Big,
BXe 3aTBepKEHOro BUPOGHUKA KNI 3MiHVB HaliMeHyBaHHS 3
Dr. Paul Lohmann GmBH KG, Germany Ha DR. PAUL
LOHMANN GMBH & CO. KGAA, Germany. 3miHu | Tvny -
3MmiHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBponelickbkii hapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOBMEHOTO cepTudikaTa BiANOBIAHOCTI
ab0 BuNyYeHHs cepTudikaTa BignoBigHOCTI €Bponeichbkii
thapmakonei: gna Ad®l; ans BUxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; AN1a JONOMDKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHNMKA - NOJAHHS OHOB/IEHOTO
cepTudpikaTa BignosigHOCTI EBponeiicbkiin dhapmakonei CEP
Ne R1-CEP 2015-129-Rev 00 ana A®| marHito uutpary Big,
BXe 3aTBepAXeHoro BupobHuka Jungbunzlauer Ladenburg
GmbH, Germany y 3B’A3Ky 3 3MiHOI Nepiofy NOBTOPHMX
BMNpobyBaHb A®I 3 48 micsuiB Ha 36 MicsLiB. 3aTBepKEHO:
CEP Ne RO-CEP 2015-129-Rev 01 3anponoHoBaHo: CEP Ne
R1-CEP 2015-129-Rev 00

nocsio4YeHHs

96.

Kpansi O4YHi,
cycneHsiano 5 mny
chnakoHi-
KpanenbHuyj; no 1
onakoHy-
KpanenbHuui y
KapTOHHIlA KOpooLi

TOB «YOPN],
MEANLMH»

YKpaiHa

K.O. POM®APM
KOMIAHI
C.P.N.

PymyHis

BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKili XapakTepucTuL, NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS
reHepuyHuX/ribpuaHMx/6ionogibHNX Nikapcbkmx 3acobis nicns
BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA npenapart (3MiHa
He noTpebye HafaHHsA XOAHNX HOBUX JOAATKOBUX AAHMX).
3MiHM BHECEHO [0 IHCTPYKUIT A9 MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu: "dapmMakonoriyHi BnactTmeocTi",
"MpoTunokasaHHs", "B3aeMogis 3 iHLWMMKW NiKapCbKuMu
3acobamu Ta iHWi BUAW B3aemogiii”, "OcobamBocCTi
3acTocyBaHHs", "Cnoci6 3actocyBaHHs Ta fo3un", "IMobiuHi
peakuii” 3rigHo 3 iHhopMaLi€elo WoA0 MeANYHOro
3acToCyBaHHA pehepeHTHOro nikapcbkoro 3acoby
(TOBPALEKC, kpanni ouHi). BBeAeHHS 3MiH NpoTArom 6-Tu
MicAILiB NicNs 3aTBEPKEHHS.

3a
peyenmom

UA/12903/01/01

MEAONPAM

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 10

mr no 10 TabneTok y

Megokemi
nTa

Kinp

Megokemi 1T
(3aBog AZ), Kinp

$apmaueBTiL

Kinp/
HigepnaHnan

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
3MiHW Y KOPOTKiil XapakTepuCTuLi NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS! Ta IHCTPYKUii AN MEAMYHOTO 3aCTOCYBaHHS

3a
peyerimom

UA/14937/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

6nicTepi; no 3
6nictepu y
KapTOHHIlA KOpO6L

AHaniTiw
Nab6opaTopiym
[yiseH b.B.,
HigepnaHvgu

reHepnyHUX/ribpuaHMx/6ionogibHNX nikapcbknx 3acobiB nicns
BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA npenapart (3MiHa
He NoTpebye HafaHHSA XOAHUX HOBUX AOAATKOBUX AaHWX)
3MiHV BHECEHI A0 IHCTPYKLi 4719 MeANYHOro 3acToCyBaHHS
nikapcbKoro 3acoby y po3ginu "®apmakosoriyHi BnacTuBocTi",
"MokaszaHHsa", "MpoTunokasaHHsa", "B3aemogis 3 iHWMMK
nNikapcbkvMK 3acob6amMu Ta iHWi BUAY B3aemogiii",
"Oco6nMBOCTI 3acTOCyBaHHA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHA rpyaar”, "Cnocib 3acTocyBaHHsA Ta
no3n", "MepenosyBaHHs", "Mo6GiyHI peakuii” 3rigHo 3
iHhopmaLieto WoA0 MeanyYHOro 3acTocyBaHHsA pepepeHTHOro
nikapcbkoro 3acoby (Liunpanekc, TabneTku, BKpUTI NNIBKOBOHO
060/10HKOI0, MO 10 Mmr).

BBefeHHA 3MiH NpoTAroM 3-x MicsiLiB NiCNs 3aTBEPLXKEHHS.
3MiHu | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3mMiHu) 3MiHWM BHECEeHi J0 IHCTPYKUIT
AN MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby y po3ain
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBNEHOI iHthopMmaLii 3
6e3neku Aitovoi peyoBmHN. BBeaeHHA 3MiH NpoTArom 3-x
MicALiB Nicsa 3aTBepAKeHHs

97.

MEAOMNPAM

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKO10, M0 20
mr no 10 TabneTok y
6nicTepi; no 3
6nictepu y
KapTOHHI Kopoobui

Megokemi
nTa

Kinp

Megokemi T4
(3aBopg AZ), Kinp

dapmaunesTiL
AHaniTiw
Na6opaTopiym
[yiseH B.B.,
HigepnaHvgu

Kinp/
HigepnaHvgn

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
3MiHN Y KOPOTKiil XapakTepuCTuLi NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS! Ta IHCTPYKUii AN MEAMYHOTO 3aCTOCYBaHHS
reHepnyYHUX/ribpuaHMx/6ionodibHNX Nnikapcbknx 3acobiB nicns
BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA Nnpenapart (3MiHa
He NoTpebye HafaHHsA XOAHUX HOBUX AOAATKOBUX AaHWX)
3MiHV BHECEHI A0 IHCTPYKLi 415 MeANYHOro 3acToCyBaHHS
nikapcbKoro 3acoby y po3ginu "®apmakosoriyHi BnactuBocTi",
"MokaszaHHs", "MpoTunokasaHHsa", "B3aemogis 3 iHWMMu
nNikapcbkvMKU 3acob6amMu Ta iHLWi BUAY B3aemMogiii",
"Oco6nMBOCTI 3acToCyBaHHA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHA rpyaar”, "Cnocib 3actocyBaHHsA Ta
no3n", "MepenosyBaHHs", "Mo6iYHI peakuii” 3rigHo 3
iHhopmaLieto o0 MeanyYHOro 3acTocyBaHHs pepepeHTHOro
nikapcbkoro 3acoby (Liunpanekc, TabneTkun, BKpUTI NAIBKOBOHO
060n10HKot0, No 10 Mmr).

BBefeHHS 3MiH NpoTAroM 3-x MicsLiB NiCNs 3aTBEPKEHHS.
3MmiHu | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3mMiHu) 3MiHWM BHECEeHi J0 IHCTPYKUIiT
AN MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby y po3ain
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBNEHOI iHChopMmaLii 3
6e3neku Aitlovoi pevoBMHN. BBeAeHHSA 3MiH NpoTAroMm 3-x
MicALiB Nicasa 3aTBepAKeHHs

3a
peyernmom

UA/14937/01/03

98.

MEAONPAM

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKOI0, N0 5 Mr
no 10 TabneTtok y

Megokemi
nTa

Kinp

Megokemi 1T
(3aBog AZ), Kinp

$apmaueBTiL

Kinp/
HigepnaHnan

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepianiB:3miHu | Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
3MiHW Y KOPOTKiil XapakTepuCTuLi NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS! Ta IHCTPYKUii AN MEAMYHOTO 3aCTOCYBaHHS

3a
peyerimom

UA/14937/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

6nicTepi; no 3
6nictepu y
KapTOHHIlA KOpO6L

AHaniTiw
Nab6opaTopiym
[yiseH b.B.,
HigepnaHvgu

reHepnyHUX/ribpuaHMx/6ionogibHNX nikapcbknx 3acobiB nicns
BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA npenapart (3MiHa
He NoTpebye HafaHHSA XOAHUX HOBUX AOAATKOBUX AaHWX)
3MiHV BHECEHI A0 IHCTPYKLi 4719 MeANYHOro 3acToCyBaHHS
nikapcbKoro 3acoby y po3ginu "®apmakosoriyHi BnacTuBocTi",
"MokaszaHHsa", "MpoTunokasaHHsa", "B3aemogis 3 iHWMMK
nNikapcbkvMK 3acob6amMu Ta iHWi BUAY B3aemogiii",
"Oco6nMBOCTI 3acTOCyBaHHA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHA rpyaar”, "Cnocib 3acTocyBaHHsA Ta
no3n", "MepenosyBaHHs", "Mo6GiyHI peakuii” 3rigHo 3
iHhopmaLieto WoA0 MeanyYHOro 3acTocyBaHHsA pepepeHTHOro
nikapcbkoro 3acoby (Liunpanekc, TabneTku, BKpUTI NNIBKOBOHO
060/10HKOI0, MO 10 Mmr).

BBefeHHA 3MiH NpoTAroM 3-x MicsiLiB NiCNs 3aTBEPLXKEHHS.
3MiHu | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3mMiHu) 3MiHWM BHECEeHi J0 IHCTPYKUIT
AN MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby y po3ain
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBNEHOI iHthopMmaLii 3
6e3neku Aitovoi peyoBmHN. BBeaeHHA 3MiH NpoTArom 3-x
MicALiB Nicsa 3aTBepAKeHHs

99.

MEAYNAK

cupon no 667,0
mr/m; no 180 mn
a60 500 mny
donakoHi; no 1
chnakoHy B
KapTOHHIlA KOpooLi

TOB «YOP/[,
MEAULIAH»

Ykpaina

ABC
dapmaveyTivi
C.n.A.

ITanis

BHECEHHS 3MiH 40 peecTpaliintHux maTepiasis: 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
3MiHa Y KOpPOTKiil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS! Ta IHCTPYKUii A1 MEAMYHOT0 3aCTOCYBaHHA Ha
nigcTaBi peryaisipHoO OHOBJ/THOBAHOIO 3BIiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B micnspeecTpaviliHvin nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iLKEHb, MPOBEAEHUX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnimxkerb (PIP) (3MiHY y3rompkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHNM OpraHoM). 3MiHVY BHECEHO A0
IHCTPYKUIT 415 MEJUYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby
00 po3ainy "Mo6iyHi peakuii” Woa0 6e3nekn 3acTocyBaHHs
Ai040T PEYOBVHM NlakTy103a BiANOBIAHO [0 pekoMeHaaLii
PRAC. BBefeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS

6e3
peuyenma

UA/17234/01/01

100.

METOKCU®/1
YPAH

piguHa (cybcTaHuis)
y 6oukax 3
HepXasitouoi cTani
ans
dhapmaLeBTU4YHOro
3aTOCyBaHHs

TOB "lOpis-
Papm”

Ykpaina

BMPOBHUK
BignoBiganbHMA
3a (piHanbHy
OUMNCTKY Ta
BUNYCK cepil:
TOB "tOpis-
dapm"’, YkpaiHa;
BMPOBHUK
XiMiYHO YmnCTOI
CUPOBUHM:
HaHToHr Baokaii
dapmacbioTikan
Ko. fitg., Kutaii

Ykpaina/
Kutaii

BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis: 3MiHu | Tuny -
3MiHM 3 sKocTi. A®I. Bupo6HMLTBO. 3MiHa BUPO6HUKA
BUXIAHOrO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHUYOMY npoLeci ADl, abo 3miHa
BUPOGHMKa (BKNOYatoun, e HeobxigHo, MicLie NpPoBeAeHHS
KOHTpOH0 siKocTi) AdI (3a BiacyTHOCTI cepTudpikarta
BIANOBIAHOCTI EBponeiichbkili hapmakonei y 3aTBepapkeHoMy
[0Cbe)(3anponoHoBaHUii BUPOGHWK HaNeXuTb 40 Tiei camol
BMPOGHMYOT rpynu NigNpUEMCTB, L0 i 3aTBEPAKEHWIA)

— BBElEHHS A0AATKOBOT AifIbHULL, BiANOBIAA/IbHOI 3a
hiHa/IbHY O4MCTKY Ta BUNYyck cepii APl MeTokeudpaiypaHy.
3MiHu | TUNY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus NPOBaMKEHHA AisSIbHOCTI BUPOOHMKA

UA/18567/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(BKtOYAKOUM, 38 HEOOXIAHOCTI, MicLLe NPOBEAEHHS KOHTPOSIO
AKOCTi), ab0 BnacHWKa macTep-chaiina Ha A®l, abo
noctavanbHvka A®1/BuxigHoro
matepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
3aCTOCOBYIOTbCS Y BUPOOHULTBI AD| (SKLLO 3a3HAYEHO Y AOChE
Ha nikapcbKuii 3acib) 3a BifgcyTHOCTI cepTudikata
BiANOBIAHOCTI EBpoNeiickbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHKKA HOBOT LONOMIKHOI PEUYOBUHM (SIKLLO
3a3HayeHo y A0CLE) - 3MiHa afpecn BUPOOHMKA,
BignoBiAa/IbHOro 3a thiHa/IbHY O4YNCTKY Ta BMNycK cepii AdI.
101. | MIKAPAUCIH Tabnetku, 80 BepiHrep HimeuuunH Bupo6bHuuTBO, Ipeuis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/0465/01/02
noce mr/12,5 mr no 7 IHrenbxanm a nepBuHHE Ta HimeuunHa 3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsgy. peyenmom
Tabnetok y 6nictepi; IHTEpHEeLLHN BTOPUHHE BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
no 4 6nictepu y veX nakyBaHHs, hapmakoHarnsagy (BBeeHHs y3araslbHeHUX AaHuxX Npo
KapTOHHI KOpoobLyi KOHTPO/Ib SAKOCTi cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHoi ocobu,
Ta BUNyCK cepii: BiANOBIAA/bLHOI 32 34iiCHEHHSA dapMakoHarnsgy; KOHTakTHOT
BepiHrep 0ocobu 3 hapmakoHarnsay 3asBHuKa Ans 34iiCHEHHS
IHrenbxanmv thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
dapma 'vbX i YMOBHOBaXEHOT 0co6u, BiANOBiAaILHOI 3a 34iiCHEHHS
Ko. KT, thapmakoHarnagy (BKI4vatoUun KOHTaKTHI AaHi) Ta/abo 3MiHu y
HimeuunHa; pO3MilLEeHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
Brpo6HMUTBO, KOHTaKTHOI 0CO6U 3asiBHKKA, BiAnoBigasibHOI 3a
nepBuHHe Ta hapMakoHarnsag B YkpaiHi.
BTOPVHHE [itoua pepakuis: Monisyak OneHa BikTopisHa. MponoHoBaHa
nakyBaHHs, pepakuif: Yymak Aptem Bonogummposuy. 3mMiHa KOHTaKTHUX
KOHTPO/b AKOCTI [JaHNX KOHTaKTHOT 0CObM 3asBHWKa, BiANOBIAaIbHOI 3a
Ta BUNycK cepii: thapmakoHarnag B YkpaiHi.
BepiHrep
IHrenbxaiim
Xennac CvHrn
Membep C.A.,
peuis
102. | MoCcua MT Tabnetku no 5 wmr, ToppeHT IHAaia ToppeHT IHAjisa BHECEHHS 3MiH 40 peecTpavliitHux maTepiasis: 3MiHu | Tuny - 3a UA/3509/01/02
no 10 Tabnetok y PapmacbioTika dapmachbioTikasn 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
cTpuni; no 3 cTpunm nec nrp, c ity BBeaeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cucTemy

Y KapTOHHIi
ynaxoBLii

thapmakoHarnsgy (BBe4eHHs y3arasibHeHUX AaHnx npo
cuctemy hapMakoHarnagy, 3miHa ynoBHoBaxeHoT ocobu,
BiANOBIAA/ILHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0co6u 3 dhapmakoHarnsay 3asiBHVKa 405 34iNCHEeHHS
hapmakoHarnsagy B YkpaiHi, KO0 BOHA BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BiANOBiAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI AaHi) Ta/abo 3MiHu y
po3MilLieHHi MacTep-chaiina cucteMn hapmakoHarnsgy).
3MiHa KOHTaKTHOT 0CO6U 3asBHMKA, Bi4NOBIAabHOI 3a
thapmakoHarnag B Ykpaii.
[Litoua pepakuia: Mr. Jigar Jaswantsinh Jadeja. MNponoHoBaHa
pegakuis: Onyshchuk Liudmyla Valeriivha. 3mMiHa KOHTaKTHUX
[AHUX KOHTaKTHOI 0Cco6M 3asiBHMKA, BiAnoBiAa/IbHOT 38
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
papmakoHarnsg B YKpaiHi.
103. | HI®YPOKCA3 | kancynu no 200 wmr, CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/8638/01/01
MnAa-CNeEPKoO no 12 kancyn s YKparHCbKO- YKpaiHCbKO- 3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
KOHTeliHepi; no 1 icnaHcbke icnaHcbke 3MiHa y TepmiHax npuaaTHOCTi abo ymoBax 36epiraHHs
KOHTEliHepy B nauLli nigNPUEMCTBO nignpueMcTBo roTOBOro Nikapcbkoro 3acoby (36iNbLUeHHs TEPMiHY
3 KapTOHY "Cnepko "Cnepko NpWAATHOCTI TOTOBOIO NiKapCbKOro 3acoby) - s Toproeoi
Ykpaina" YkpaiHa" ynakoBku (MiATBEPAXKYETLCS AAHNMMN peasnbHOro vacy) -
(NOBHWMIA LUKN 36iNbLlUeHHsA TepMiHy npugaTHocTi /13 ditoya pefakuis:
BMPOGHMLTBA, TepmiH npugaTHocTi. 2 poku MponoHoBaHa pegakuis: TepMiH
BWMYCK Cepil; npugaTHoCTi. 3 pokv BBeAeHHS 3MiH NpoTArom 6-Tu MicauiB
KOHTPO/b nicns 3aTBepaKeHHn
AKOCTI)
104. | HI®YPOKCA3 | cycneHsist opasibHa, CninbHe Ykpaina CninbHe YkpaiHa BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/13326/01/01
na-Cnerpko 200 mr/5 mn no 100 YKpaiHCbKO- YKpaiHCbKO- 3MiHK 3 siKocTi. FoToBUIA Nnikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
My KOHTeWHepi; No icnaHcbke icnaHcbke 3MiHa y TepmiHax npuaaTHoOCTi abo ymoBax 36epiraHHs
1 KOHTelHepy 3 nigNPUEMCTBO nignpueMcTBO rOTOBOrO JliKapCbKoro 3acoby (36iNbLUEHHSI TEPMIHY
[,03YH040H0 JTOXKKOK "Cnepko "Cnepko NpUAATHOCTI FOTOBOIO NiKapcbKoro 3acoby) - [ns Toprosoi
B Nauuj 3 KApTOHY Ykpaina" YkpaiHa" yNakoBKK (NigTBEPAXKYETLCSA AaHVMN peasibHOro vacy)
(MOBHWMIA LUKN 36inbLIeHHsA TepMiHy npuaaTtHocTi 13 [itova pefakyis:
BUPOBHMLTBA, TepMmiH npuaaTHoOCTI. 2 poku MNponoHoBaHa peAakuis: TepmiH
BWMNYCK Cepil; npugaTHocTi. 3 poku 3MiHN BHECEHI B po3ain "TepmiH
KOHTPO/b NPUAATHOCTI" B IHCTPYKL,iI0 4151 MeANYHOrO 3aCTOCYBaHHS
SAKOCTI) nikapcbKoro 3acoby. BeeieHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepAKeHHS.
105. | HOBIHET TabneTku, BKpUTI BAT "leneoH YropwmHa BAT "l'egeoH YropwmHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/7314/01/01
o6onoHkoto, 0,15 Pixtep" Pixtep" 3MiHu Woao 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHLwi peyenmom
mr/0,02 wr, no 21 3MiHW) - 3MiHW BHECEHO B iHCTPYKLiO 415 MegnyHoro
Tabnetui y 6nictepi, 3acTOCyBaHHS NiKapcbKoro 3acoby A0 po3ainis
no 1 a6o no 3 "MpoTunokasaHHa", "B3aeMogis 3 iHLWIMMU NiKapCbKUMu
6nictepu B 3acob6amu Ta iHWi Buau B3aemogiit”, "OcobmBocCTi
KapTOHHIA ynakoBsL,i 3acTocyBaHHA" LLOA0 OHOB/EHOI iHchopMalii 3 6e3neku
3aCTOCYBaHHA AjiloyMX PevyoBUH (0AHOYACHOrO 3aCTOCyBaHHS 3
niKkapcbknmu 3acobamu, Wo MiCTSATb
rnekanpesip/nibpeHTacsip). BBegeHHs 3MiH NpOTArom 6-Tu
MicsLiB NiCNsA 3aTBEPAYKEHHS; 3MiHM | TUMNY - 3MiHM WoA0
6e3nekn/edpekTBHOCTI Ta hapmakoHarnagy (iHwi 3miHm) -
3MiHV BHECEHO B iHCTPYKLIitO 4719 MEANYHOI0 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3ainis "Ocob6aMBOCTI 3acTOCyBaHHSA"
Ta "Mo6iyHi peakuii" LWOAO OHOBMEHOT iHChopMaLii 3 6e3nekn
3aCTOCyBaHHS Ajilo4nX Pe4oBUH (MOCUIEHHA CUMNTOMIB
HabyToro Ta cnajKoBoro aHrioHEBPOTUYHOIO HABPSKY).
BBegeHHs1 3MiH NPOTAroM 6-Tu MiICALB NiC/1A 3aTBepPAKEHHS
106. | HO-NAT TabneTku, BKpUTI ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/17026/01/01
060/10HKOI0, 20 Mr; 06MexeHo obmexeHoro 3MiHu Wwopao 6esnekn/ethekTUBHOCTI Ta hapmMakoHarnsagy. peyenmom
no 10 Tabnetok y BiANOBIAA/TbHI BiANOBIga/bHICT 3MiHM Y KOPOTKili XapakTepucTuL, NikapcbKoro 3acoby, TeKCTi
6nicTepi, no 9 cTo HaykoBo- to HaykoBo- MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCYBaHHS
6nicTepis y nayui 3 BMPOGHMYA BMPOGHMYA reHepuyHuX/ribpuaHMx/6ionogibHNX Nikapcbkmx 3acobis nicns
KapTOHY dipma ipma BHECEHHS Ti€i caMoi 3MiHM Ha peddepeHTHUI npenapar (3miHa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
«MIKPOXIM>» "MIKPOXIM", He NoTpebye HafJaHHS XOAHMX HOBUX AOAATKOBUX AaHWX).
YKpaiHa 3MiHV BHECEHO [0 iHCTPYKUIT 415 MEAUYHOIO 3aCTOCYBaHHSA
(ropnapyHa nikapcbKoro 3acoby y po3ainu: "B3aemogis 3 iHwWmmu
agpeca Ta nNikapcbkvMK 3acob6amMu Ta iHWi BUAy B3aemogiii",
naboparopis "Oco6nmBOCTI 3acTocyBaHHSA “, "Mo6iYHI peakwji” 3rigHo 3
isnko- iHhopmaLieto o0 MeanyHOro 3acTocyBaHHs pehepeHTHOro
XiMiYHOro nikapcbkoro 3acoby (PEBAUMO, TabneTku, BKpUTI NAIBKOBOO
aHanisy Ta 060/10HKOI0). BBEIEHHS 3MiH NPOTArOM 6-TW MiCALB nics
KOHTPO/O 3aTBEPKEHHS.
BUMPOGHMLITBA; BN
pobHuya
AinbHUUA (BC
cTagji
BMPOBHUYOro
npouecy);
naboparopis
6ionoriyHoro
aHanisy)
107. | HOOTPONIN PO34MH A5 iH'EKLN, HOCB dapma Benbrisa Elicika ITanisa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/0054/01/01
200 mr/mn, no 5 mn C.A. $apmacboTukan 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay. peuyenmom
B amnyni; no 6 3C.P.. BBefeHHS abo 3MiHM [0 y3arasibHeHNX JaHWX NPo cucTemy
amnyn y 6nictepi; no thapmakoHarnsgy (BBeAeHHS y3arasibHeHUX AaHuxX npo
2 6nicTepun y nayui cucTemy hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
KapToOHHIiA; no 15 mn BIANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy; KOHTakTHOT
B amnyni; no 4 ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iICHEHHS
amnynu y 6nictepi; thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa Bif,
no 1 6nictepy y YMOBHOBaXEHOI 0c06U, BifNOBIAaIbHOI 3a 34iCHEHHS
nauLj KapTOHHI hapmakoHarnsgy (Bkovalouy KOHTakKTHI gaHi) Ta/abo 3miHu y
PO3MilLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3miHa
YNOBHOBaXXEHOI 0COOU 3asBHMKA, BifnoBigaibHOI 3a
thapmakoHarnsag,.
[Litoua pepakuin: Henri Jacoby, MD. lNMponoHoBaHa pejakuis:
Kees Bart TEEUW, PhD. 3MiHa KOHTaKTHUX AaHuX
yNOBHOBaXeHOT 0cobw, BignoBiganbHOT 3a chapmakoHarnsg,.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0CObM 3as8BHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg B YKpaiHi.
108. | HOOTPOMIN TabneTku, BKpUTI HOCB dapma Benbris CXC a6 CimoH Benbrisa BHECEHHS 3MiH [JO peecTpavjiiiHux maTepianis: 3miHu | Tuny - 3a UA/0054/04/02
nNiBKOBOIO C.A. CA, benbris 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay. peuyenmom
o060n0Hkoto, no 800 (nopaTkoBa BeeaeHHs ab0 3MiHU [0 y3arasibHeHWX AaHuX Npo cucTemy
mr; no 15 Tabnetok AinbHUUA chapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHuX Npo
y 6nicTepi; no 2 KOHTPO/O SIKOCTI cuctemy hapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu,
6nictepu B ); FOCBb ®apma BIANOBIAAbHOI 3a 34iiCHEHH:A dapmakoHarnsay; KOHTakTHOT
KapTOHHI navwi C.A., benbris ocobu 3 hapmakoHarnisay 3asBHvKa Ans 34iCHEHHS

thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHa Big,
YMOBHOBaXEHOI 0c06U, BifNOBiAaIbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3MiHa
YNOBHOBaXKEHOI 0CO6U 3as1BHMKA, BifgnoBigasbHOI 3a
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
chapmakoHarnsag,.
[Oitova pepakuin: Henri Jacoby, MD. lNMponoHoBaHa pefakuis:
Kees Bart TEEUW, PhD. 3MiHa KOHTaKkTHUX AaHuX
yNOBHOB&XeHOT 0cobw, BignoBiganbHOI 3a chapmakoHarnsg,.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0CObM 3as8BHMKA,
BiANOBIAa/IbHOI 3a (hapmakoHarnsAg B YKpaiHi.
109. | HOOTPONIN TabneTku, BKpUTI HOCB dapma Benbrisa CXC a6 CimoH Benbris BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/0054/04/01
nNiBKOBOIO C.A. CA, benbris 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay. peuyenmom
060/10HKOI0, No 1200 (nopaTkoBa BeeaeHHs ab0 3MiHU [0 y3araslbHEHNX AaHuX Npo cucTemy
mr: no 10 TabneTtok AinbHUUA chapmakoHarnsgy (BBefileHHs y3araslbHEHUX AaHux npo
y 6nicTepi; no 2 KOHTPOSO SIKOCTI cucTemy hapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
6nictepy B ); FOCB ®apma BIANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy; KOHTakTHOT
KapTOHHI navu,i C.A., benbris ocobu 3 hapmakoHarnsgy 3asBHVKa ANs 34iICHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOBaXEHOI 0C06U, BifNOBIAaIbHOI 3a 34iCHEHHSA
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3miHa
YNOBHOBaXXEHOI 0CO6U 3asBHMKA, BifnoBigaibHOI 3a
thapmakoHarnsag,.
[Litoua pepakuin: Henri Jacoby, MD. lNMponoHoBaHa pefakuis:
Kees Bart TEEUW, PhD. 3MiHa KOHTaKTHUX AaHuX
yNOBHOBaXeHOT 0cobw, BignoBiganbHOT 3a chapmakoHarnsg,.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0COBM 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsAg B YKpaiHi.
110. | NAKNITAKCE | koHueHTparT ans Akkopa Monbla AkKopg, Xernckea Benuka BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepiasiB: 3MiHa 3asBHMKa 3a UA/13924/01/01
N AKKOPL, pO34nHy ons Xenckea Nimiten, Benvka BpuTaHis/ N3 (MIBM) (BnacHUka peecTpawiitHoro noceig4eHHs) (3rigHo peyenmom
iHcpy3iiA, 6 mr/mMmn no Moncka Cn. BputaHis IHAis/ Hakazy MO3 Big 23.07.2015 Ne 460). 3miHu | TUnYy - 3MiHK
5 mn (30 mr), no 3.0.0. (BignoBigansHuii ITania/ woao 6e3nekn/edhekTBHOCTI Ta chapmakoHarnsgy. BeegeHHs
16,7 mn (100 mr), no 3a BUNyck cepii); YropwmHa a60 3MiHN [0 y3arasibHEHUX JaHUX NPO cUcTeMy

50 mn (300 mr) y
donakoHi; no 1

donakoHy y
KapTOHHI KopoobLi

AKKOpA, Xernckea
Nimiteqn, Benuka
BpuTaHis
(BTOPUHHE
nakyBaHHs);
AcTpoH Pe3bopuy
Nimiten, Benvka
BpuTaHis
(kOHTpO/Ib
AKOCTI cepii);
IHTac
dapmacbioTikan
3 flimiteq, IHaia
(BMpPOGHMLTBO
roToBOro
NiKapcbkoro
3acoby,
BMPOBOHULITBO
bulk, nepBuHHe

thapmakoHarnagy (BBe4eHHs y3arasibHeHUX AaHnx npo
cuctemy hapMakoHarnagy, 3miHa ynoBHoBaxeHoT ocobu,
BiANOBIAA/ILHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0Cco6u 3 hapmakoHarnsay 3asiBHVKa 405 34iINCHEeHHS
hapmakoHarnsagy B YkpaiHi, AKLWO0 BOHA BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BiANOBiAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHu y
po3MilLieHHi MacTep-thaiina cucteMn hapmakoHarnsgy).
3MiHa yNnoBHOBaXXeHOI 0cobu 3asBHUKA, BiANOBiAaIbHOI 3a
thapmakoHarnag. ditova pegakuis: Dr. Naveen Chamalli Shiva
Kumar. MponoHoBaHa pefakuisa: Arata 'ecesuy / Agata
Gesiewicz.
3MiHa KOHTaKTHUX faHWX YNOBHOBaXEHOT 0COOM 3asBHUKA,
BiANOBIAaNbHOI 3a hapMakoHarnsg. 3MiHa KOHTaKTHOI 0co6u
3as1BHVIKa, BigNoBigasibHOI 3a (hapMakoHarnsg B Ykpaii.
[itoua pepakuis: LWuronesa MapiaHHa BikTopiBHa.
MponoHoBaHa pepakuis: Wynbl, Onbra CepriiBHa. 3miHa
KOHTaKTHUX faHWX KOHTaKTHOI 0CO6Y 3asBHYKa,
BiANOBIAa/IbHOI 3a hapmakoHarisa B YKpaiHi.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nakyBaHHs, 3MiHa Micusa 34iiCHEHHS OCHOBHOI Aisi/TbHOCTI 3
BTOPVHHE thapmakoHarnsgy. 3MiHa MicLe3HaxomKeHHs MacTep-chaiina
nakyBaHHS, cmucTemMu chapmakoHarnagy.
KOHTPO/Tb AKOCTI
cepii); IHTac
dapmacbloTikan
c Nimitepq, IHgis
(BUPOBHMLTBO
roTOBOroO
nikapcbkoro
3acoby,
nepBrHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHS,
KOHTPO/Tb AKOCTI
cepii
(anbTepHaTUBHK
1 BUPOGHWK));
NabAHanisic
C.p.n, ITania
(koHTpO/b
SIKOCTI cepiid);
dapmasanig,
nro.
Mikpob6ionoriyHa
nab6opaTopis,
YropwmHa
(kOHTpO/b
AKOCTI cepiid)
111. | NAPAAQH pO34uH N8 iHQy3il, €Bpo Benuka Ec.Ci. IHdhomen PymyHis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/15371/01/01
10 mr/mn; no 50 mn Navicokep NTg, BpuTaHis dnyinc C.P.J. AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuyenmom
a6o 100 mny 3asBHMKa (BNacHvKa peecTpauiiHoro noceigveHHs) 3miHa
KOHTelHepax, no 1 afpecu 3aaBHuKa. 3MiHu | TUny - 3MiHK Woao
a60o 12 koHTeliHepiB 6e3nekn/edeKkTMBHOCTI Ta thapmakoHarniagy (iHwi 3MiHu)
Y KapTOHHIl kopoobLi 3MiHN BHECEHO B TEKCT MapKyBaHHS BTOPVHHOI YNakoBku, a
came: BUIyYeHHs iHdhopmaLii Wwoao 3asBHuka (MyHKT 11) Ta
BHECEHHS iHhopMalLil LLIoA0 KOMNaHii, Lo 34iCHI0E
MapKeTuHr (MyHKT 17). TepMiH BBeEHHSA 3MiH NPOTAroM 6
MicsILiB Micnsi 3aTBepAKEHHS.
112. | NAPALUETAM | cynosutopii MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny - 6e3 UA/5984/01/01
on pekTasibHi no 0,08 ; "MoHchapm" "MoHdpapm" 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenma

no 5 cynosuTtopiis y
cTpuni, N0 2 CTpUnu
B NauLj 3 KapToHy

3MiHa y KOpOTKiil XapaKTepuCTuLj NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT 4151 MeNYHOro 3aCTOCYBaHHA Ha
nigcTasi perysispHO OHOB/IIOBAHOIO 3BITY 3 6e3neku

nikapcbKoro 3acoby, abo JocnimkeHb 3 6E3MNeKN 3aCTOCYBaHHS

nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepioa, abo sk

pe3ynbTaT OLiHKV 3BITY 3 AOC/iKEHb, MPOBEAEHUX BifMNOBIAHO
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

[0 nnaHy negiatpuyHnx gocnigpxkerb (PIP) (3MiHy y3rofkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM OpraHoM) - 3MiHU BHECEHO A0
IHCTPYKUIT AN MEeAUYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby
[0 po3gainis: "B3aemogisa 3 iHWKMKM NikapcbkuMn 3acobamu 1a
iHWi BMAW B3aemogiin", "Ocob6MBOCTi 3aCTOCYBaHHA" 1040
6e3nekun 3acTocyBaHHSA Ajlo4ol pevyoBMHY Nnapaletamorn
BiANOBIAHO A0 pekomeHAauin PRAC.

CynyTHSA 3MiHa
- 3MiHM Wopao 6esnekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB BUAAYi
peecTpauiiHoro noceig4yeHHs, BKIYaroum MNnaH ynpasniHHA
pu3nkamMu (3aCTOCyBaHHSA TEKCTY, KW NOTOKeHNI 3
KOMNETEHTHUM OpraHoMm) - 3MiHW BHECEHO [0 YacTuH: ||
"Cneuudikauia 3 6e3nekun”, lll "MnaH 3 hapmakoHarnagy”, V="
3axogu 3 MiHimizauii pusukis”, VIl "JoaaTkn" Ha OCHOBI
OHOBJIEHOT iH(hopMmaLii 3 6e3neku Aikoyoi pe4oBUHU

113.

MAPALEETAM
on

cynosuTopii
pekTasibHi no 0,17 ;
no 5 cynosuTopiiB y
cTpuni, N0 2 cTpunu
B nauLj 3 KapToHy

NAT
"MoHdpapm"

YKpaiHa

NAT
"MoHdbapm"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTHL, NiKapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHA Ha
nigcTasi perysispHO OHOB/IIOBAHOIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3Mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iLKEHb, MPOBEAEHUX BiAMNOBILHO
[0 nnaHy negiatpuyHnx gocnigpkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVIM OPraHom) - 3MiHU BHECEHO A0
IHCTPYKUIT AN MEAUYHOrO 3aCTOCYBaHHS NikapcbKoro 3acoby
[0 po3gainis: "B3aemogis 3 iHWKMKU nikapcbkuMK 3acobamu 1a
iHWi BMAW B3aemogiin", "Ocob6MBOCTi 3aCTOCYBaHHSA" 1040
6e3nekn 3acTocyBaHHS Ajil040i pe4yoBUHU napaueTamor
BiANOBIAHO A0 pekomeHAauin PRAC.

CynyTHS 3MiHa
- 3MiHM Wwopao 6esnekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB BUAaYi
peecTpauiiHoro noceig4eHHs, BKIYaroum MNnaH ynpasniHHA
pvi3vKamu (3aCTOCyBaHHS TEKCTY, KW MOTOMXEHWUIA 3
KOMNETEHTHUM OpraHoMm) - 3MiHW BHECEHO [0 YacTuH: ||
"Cneuudikauia 3 6e3nekun”, lll "MnaH 3 dpapmakoHarnagy”, V"
3axogu 3 MiHimizauii pusukis”, VIl "JogaTkn" Ha OCHOBI
OHOBJIEHOT iH(hopMaLii 3 6e3neku Aikoyoi pe4yoBUHU

6e3
peyenma

UA/5984/01/02

114.

MAPALEETAM
on

cynosuTopii
pekTasibHi no 0,33 ;
no 5 cynosuTtopiis y
cTpuni, N0 2 CTpUnu
B NauLj 3 KapToHy

NAT
"MoHdapm"

YKpaiHa

NAT
"MoHdapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XapaKTepuCTuLj NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT 4151 MeNYHOro 3aCTOCYBaHHA Ha
nigcTasi perysispHO OHOB/IIOBAHOIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepioa, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iKEHb, MPOBEAEHUX BifMNOBIAHO

6e3
peuyenma

UA/5984/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

[0 nnaHy negiatpuyHnx gocnigpxkerb (PIP) (3MiHy y3rofkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM OpraHoM) - 3MiHU BHECEHO A0
IHCTPYKUIT AN MEeAUYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby
[0 po3gainis: "B3aemogisa 3 iHWKMKM NikapcbkuMn 3acobamu 1a
iHWi BMAW B3aemogiin", "Ocob6MBOCTi 3aCTOCYBaHHA" 1040
6e3nekun 3acTocyBaHHSA Ajlo4ol pevyoBMHY Nnapaletamorn
BiANOBIAHO A0 pekomeHAauin PRAC.

CynyTHSA 3MiHa
- 3MiHM Wopao 6esnekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB BUAAYi
peecTpauiiHoro noceig4yeHHs, BKIYaroum MNnaH ynpasniHHA
pu3nkamMu (3aCTOCyBaHHSA TEKCTY, KW NOTOKeHNI 3
KOMNETEHTHUM OpraHoMm) - 3MiHW BHECEHO [0 YacTuH: ||
"Cneuudikauia 3 6e3nekun”, lll "MnaH 3 hapmakoHarnagy”, V="
3axogu 3 MiHimizauii pusukis”, VIl "JoaaTkn" Ha OCHOBI
OHOBJ1EHOI iHdhopMaLlii 3 6e3nekn Ail4oi PpevyoBrHU

115.

MEOPCIH®

TabneTtku, BKPUTI
NiBKOBOO
060/10HKO, NO 20 Mr
no 10 TabneTtok y
6nictepi, no 2
6nictepn y navui

AT "dapmak”

YKpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHu 3 sKocTi. A®Il. KoHTponb AdI. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BUXiAHOrO MaTepiasty/MpoMiKHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPMKEHNX METOaxX
BMNPOOYBaHHS)
3MiHa meTofy aHanizy 3a NokasHUMKOM «BTpara B mMaci npu
BUCYLLYBaHHI» BUPOGHMKOM /13 Ha A®| EKCTpakT cyxuii 3
KOpPeHiB nenaproHii 04MTKoBOT, BUpOGHMKa AnbaH Mionnep
IHTEepHeLWwHN i3 MeToay AdY* 2.2.32. Ha meTog, AdY*, 2.8.17 —
BM3HAYEHHS BTpaTW B Maci Npu BUCYLLYBaHHI eKCTpakTiB. B
MEeTOANLj BU3HAYEHHS BifbynMcsa HaCTyMHi 3MiHU: -
3MEHLLEHHSI TeMnepaTypu, Npu sikii BiAbyBaeTbCA
BucyLyBaHHs A®| 3 120 °C Ha 105 °C; - 36inbLUeHHs Yacy
BUcywyBaHHA A®| 3 2 roa Ha 5 rog.

6e3
peyenma

UA/16343/03/01

116.

MONMDKUHAK
C BIPIO

emy/ibCist
BariHaslbHa y
Kancynax; rno 3
Kancynu B 6nictepi;
no 2 6nictepn y
KapTOHHIA Kopoo6Li

Nab6opaTtopis
IHHOTEK
IHTepHacbiioH
anb

PpaHuis

Bupo6HMK,
BiANOBIga/IbHUI
3a nakyBaHHs,
KOHTPOSb |
BMNYCK cepil:
IHHOTepa LLysi,
PpaHuis
Bupo6HMK,
BignoBiganbHMA
3a BUPOGHULITBO
in bulk:
KataneHt
dpaHL,
BeiHxelim CA,
PpaHuis
Bupo6HuK,
BiANOBIga/IbHUI

dpaHuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3miHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudiikat
BiANoBigHOCTI EBponeiickbkii hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa BigNOBIAHOCTI
abo BunyyeHHs ceptucpikata BiANOBIAHOCTI €BpONENChkili
thapmakonei: gns A®l; ans BUXigHOro
mMartepiany/peareHTy/NpoMibKHOIo NPOAYKTY, WO
BMKOPMCTOBYHOTbCS Y BUPOOHULTBI AD|; Ans JONOMKHOT
peyoBUHM (CepTudikaTt BiAMNOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/EHUIA cepTudpikaT Bif yxe
3aTBEPIAKEHOr0 BUPOOHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BigNoBigHOCTI EBponeiickbkiii hapmakonei Ne R1-
CEP 1998-061-Rev 04 (3aTBepaxeHo: R1-CEP 1998-061-Rev
03) ana A®I MonimikcrHy B cynbpart Bif BXe 3aTBEPAXEHOr0
BMPOGHMKA, SKMIA 3MiHMB Ha3By Ha XELLIA
PHARMACEUTICALS ApS (3atBepaxeHo: Axellia
Pharmaceuticals ApS). 3MiHu | TMNy - 3MiHK 3 AKOCTI.

3a
peyenmom

UA/7254/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3a BUPOGHMLTBO
in bulk:

IHHOTepa LLysi,
®paHuia

CeprtudpikaT BignosigHocTi/l E-cepTudikart BiANOBIAHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo BUTYYEHHS
cepTudikaTa BignoBigHOCTI EBponelichkin dhapmakonei: ans
A®|; ons BUXiAHOTO MaTepiany/peareHTy/NMPoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOGHULTBI A®I; Ans
[OOMOMIKXHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkilt hapmakonei) - OHOBNEHWIA cepTudikaT Big yxe
3aTBEPAKXEHOTO BUPOGHUKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI EBponeiicbkii hapmakonei Ne R1-
CEP 1998-061-Rev 05 ana A®I MonimikcuHy B cynbdat Big
BXe 3aTBepaKeHoro BupobHuka XELLIA
PHARMACEUTICALS ApS.

117.

NMPALAKCA®

Kancynu TBepai no
no 110 mr: no 10
kancyn y 6nictepi;
no 6 6nictepis y
KapTOHHI Kopoobui

BepiHrep
IHrenbxanm
IHTEepHeLLHN

M6X

HimeyunH
a

BepiHrep
IHrenbxanmv
dapma M'vbX i
Ko. KI

Himeyunna

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHN [0 y3arasibHeHNX AaHuX Npo cuctemy
chapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHux Npo
cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/LHOI 32 34iiCHEHHSA dapMakoHarnsgy; KOHTakTHOT
0ocobu 3 hapmakoHarnsay 3asBHuKa ans 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAaILHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKIovaoun KOHTaKTHI AaHi) Ta/abo 3miHu Y
pO3MilLEeHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
KOHTaKTHOI 0CO6U 3asiBHKKA, BiAnoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi.

[itoua pepakuis: MecTtynosa MapuHa BanepiiHa.
MponoHoBaHa pepgakuis: Yymak Aptem BonognMmposuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0CObM 3as8BHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsAg B YKpaiHi.

3a
peyenmom

UA/10626/01/02

118.

NMPAJAKCA®

kancynu TBepai no
75 mr: no 10 kancyn
y 6nictepi; no 1 abo
3, abo 6 6nicTepiB y
KapTOHHIlA KopooLi

BepiHrep
IHrenbxainm
IHTepHeLuHN

M6X

HimeyunH
a

BepiHrep
IHrenbxanm
dapma M'm6X i
Ko. KI

HimeuunHa

BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay.
BeeaeHHs abo 3MiHU [0 y3arasibHeHWX AaHuX Npo cucTemy
chapmakoHarnsgy (BBefieHHs y3araslbHEHUX AaHuX Npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
BIANOBIAA/bHOI 32 34iiCHEHH:A dapmakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asBHUka AN 34IACHEHHN
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Big,
YMOBHOBaXEHOI 0c06U, BigNOBiAaIbHOI 3a 34iCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3MiHa
KOHTaKTHOI 0CO6U 3asiBHKKA, BifnoBigasibHOI 3a
hapmakoHarnsag B YkpaiHi.

[Oitoua pepakuin: MecTtynosa MapuHa BanepiisHa.
MponoHoBaHa pepgakuisa: Yymak Aptem BonoanMmposuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0CObM 3asBHMKA,
BiANOBiAA/ILHOI 32 hapmakoHarnsg B YkpaiHi.

3a
peyenmom

UA/10626/01/01

119.

NPAJAKCA®

Kancynv TBepgi no

BepiHrep

HimeyumnH

BepiHrep

HimeyunHa

BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny -

3a

UA/10626/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

150 mr: no 10 IHrenbxanm a IHrenbxanmv 3MiHu Wwopo 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay. peyenmom
Kancyn y énictepi; IHTepHeLwwHN dapma 'M6X i BBefeHHA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cuctemy
no 3 abo no 6 M6X Ko. KI thapmakoHarnagy (BBe4eHHs y3arasibHeHUX AaHnx npo
6nictepiB y cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOI ocobu,
KapTOHHilA KopooLi BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT

0co6u 3 hapmakoHarnsay 3asaBHUKa AN 34iIACHEHHSN

thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,

YNOBHOBaXEHOI 0c06U, BiANOBIAAILHOI 3a 34iiCHEHHS

hapmakoHarnsagy (Bkaovarouy KOHTakKTHI AaHi) Ta/abo 3MiHn y
pO3MilLEHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
KOHTaKTHOI 0Cco6M 3asBHKKa, BifnoBigabHOI 3a
thapmakoHarnag B Ykpaii.
[itoua pepakuis: Mectynosa MapviHa BanepiiBHa.
MponoHoBaHa pefakuis: YUymak Aptem Bonognmuposuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6u 3asiBHYKA,
BiANoBiAa/IbHOI 32 hapmakoHarnsg B YkpaiHi.
120. | NPErANOH Kancynu Teepai no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/18908/01/01

75 wmr; no 7 kancyny "TexHonor" "TexHonor" 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom

6nicTepi; no 2 abo
no 3 6nictepu B
naJui 3 KapTOHy

3MiHa y KOpOTKili XapakTepucTHL, NiKapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHA Ha
nigcTasi perysispHO OHOB/IIOBAHOIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3Mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iLKEHb, MPOBEAEHUX BiAMNOBILHO
[0 nnaHy negiatpuyHnx gocnigpkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVIM OPraHom) - 3MiHU BHECEHO A0
IHCTPYKUIT AN MEAUYHOrO 3aCTOCYBaHHS NikapcbKoro 3acoby
[0 po3ginis "OcobmnBocTi 3acTocyBaHHA", "IM06iYHi peakuii” 3
6e3nekn 3aCTOCyBaHHs Ajlo40i pevyoBMHM Bi4NOBIAHO A0
pekomeHgauii PRAC. BBefeHHS 3MiH NpoTArom 6-Tu micsuis
nicns 3aTBepmkeHHs; 3MiHu | Tuny - 3MiHu Woao
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKLi 415 MeAUYHOro 3aCTOCyBaHHS Ha niAcTasi
perynsipHo OHOB/IKOBAHOTO 3BITY 3 6e3nekn nikapcbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3aCTOCyBaHHS NiKapcbKoro
3acoby B micnsipeecTpaviiiHvii nepiod, abo sk pesynbTtar
OLLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHWX BiANOBIAHO 40 NiaHy
negiarpuyHnx gocnigxerb (PIP) (3MiHy y3rofkeHo 3
KOMMNETEHTHUM YNOBHOBEXKEHVIM OPraHom) - 3MiH1 BHECEHO A0
IHCTPYKUIT 415 MEAVYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby
[0 po3ainis "3acTtocyBaHHA Y nepiog, BariTHOCTi abo
rogyBaHHs rpyaao”, "TobiuHi peakuii” 3 6e3neku
3aCTOCYBaHHSA Ail04oi pe4oBUHW. BBEeAEHHS 3MiH NPOTAroM 6-
TN MiCALB NiCNS 3aTBEPMKEHHS; 3MiHM | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHa y KopoTkii
XapakTepucTuLi nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKLi 415 MeAUYHOro 3aCTOCyBaHHSA Ha NiAcTasi
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

perynsipHoO OHOB/IIOBAHOTO 3BITY 3 6e3nekn NiKapCcbKoro
3acoby, abo gocnimxeHb 3 6e3nekn 3acToCyBaHHS NikapCbkoro
3acoby B nicnspeecTpauiliHnii nepios, abo sik pesynsTar
OL|iHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX BiAMOBIAHO A0 NiaHy
negiatpuyHux gocnigpxeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OpraHoM) - 3MiHW BHECEHO [0
IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro 3acoby
00 po3ziny "Mo6iyHi peakuii" 3 6e3nekn 3acTocyBaHHA Ajto4ol
peyoBMHM BiANOBIAHO A0 pekomeHaauili PRAC. BBefeHHS
3MiH NpOTArom 6-Tu MicALIB Nicns 3aTBEPMKEHHS; 3MiHM | Tuny
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsaay.
3MiHa y KOpOTKili XapakTepucTuL Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLiT A1 MeMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHoO OHOB/IIOBAHOTO 3BITy 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B MicnsipeecTpaviiiHvin nepios, abo sk
pe3ynbTaT OLiHKM 3BITY 3 fOCNIMKEHb, NPOBEAEHUX BiANoBigHO
[0 nnaxy negiatpuyHnx gocnigpxersb (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBEXKEHVM OPraHom) - 3MiHM BHECEHO A0
IHCTPYKUIT 415 MEeAUYHOrO 3aCTOCYBaHHS NikapCcbKoro 3acoby
00 po3giny "Mo6iyHi peakuii" 3 6e3nekn 3acToCyBaHHA 4jito4ol
peyoBUHM BigNOBIAHO f0 pekoMeHpauii PRAC. BBegeHHs
3MiH NPOTArom 6-Tu MicALIB Nicna 3aTBepKeHHs; 3MiHN | Tuny
- 3MiHM Wwopao 6esnekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB BUAAYi
peecTpauiiHoro noceig4eHHs, BKIoYaroum MNnaH ynpasniHHA
pu3nkamMu (3aCTOCyBaHHSA TEKCTY, AKWIA NOTroKeHNl 3
KOMMNETEHTHUM OpraHoMm) - 3asiBHUKOM HajaHO OHOBJIEHWIA
MnaH ynpasniHHA pusnkamu Bepcis 2.0. 3MiHM BHECEHO [0
yacTuH: | «3aranbHa iHthopmavis» |l «Cnevudikanis 3
6e3nekn» (mogynb CVIII «Pestome npobnem 6esnekn»), |l
«MnaH 3 chapmakoHarnagy», V «3axoan 3 MiHimizauii
pu3ukie», VI «Pestome nnaHy ynpasniHHA pusvkamu» VII
«JlofaTkn» y 3B’A3Ky 3 OHOBJ/IEHHAM nepeniky npobnem 3
6e3nekun Ha nigcTasi oHoB/IeHHs MYP pedhepeHTHOro /13

121.

MPErATIOH

Kancynu Teepai no
150 wmr; no 7 kancyn
y 6nictepi; no 2 abo
no 3 6nictepu B
nauuj 3 KapToHy

MpAT
"TexHonor"

YKpaiHa

MpAT
"TexHonor"

YKpaiHa

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasis: 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
3MiHa Y KOpPOTKiil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS! Ta IHCTPYKUii A1 MEeAMYHOr0 3aCTOCYBaHHA Ha
nigcTaBi peryaisipHoO OHOBJ/THOBAHOIO 3BIiTYy 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHs
nikapcbKoro 3acoby B micnspeecTpaviliHvin nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iLKEHb, MPOBEAEHUX BiAMNOBiAHO
[0 nnaHy negiatpuyHux gocnimxkers (PIP) (3MiHY y3rompkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OpraHoM) - 3MiHW BHECEHO [0
IHCTPYKUIT 415 MEJUYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby
0o posginis "Oco6MBoCTi 3acTocyBaHHA", "Mo6iuHi peakuii” 3
6e3nekn 3acToCyBaHHS f1il040i Pe4YOBMHM BifNOBIAHO A0

3a
peyerimom

UA/18908/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

pekomeHpauii PRAC. BBeAeHHS 3MiH NpoTArom 6-Tu micsuis
nicnsa 3aTBepKeHHs; 3MiHK | Tuny - 3MiHK Wwoa0
6e3nekn/edheKTMBHOCTI Ta hapMakoHarnsgy. 3MiHa y KopoTkili
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKUT ANA MeAMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/THOBAHOrO 3BIiTYy 3 6€3MneKn NikapcbKoro
3acoby, abo gocnimkeHb 3 6e3Mnekn 3acTOCyBaHHS JlikapCbKoro
3acoby B nicnspeecTpaviliHnii nepios, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCAIXEHb, MPOBEAEHNX BiAMNOBIAHO A0 NAaHy
negiarpnyHux gocnimpxkeHb (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM OpraHom) - 3MiHU BHECEHO A0
IHCTPYKUIT AN MEAUYHOrO 3aCTOCYBaHHS NiKapcbKoro 3acoby
[0 po3ainis "3acTtocyBaHHS Y nepiog, BariTHOCTi abo
rogyBaHHs rpyaar”, "TobivHi peakuii” 3 6e3neku
3acToCyBaHHA Aitlo40i peyoByHN. BBeAeHHS 3MiH NpoTArom 6-
TN MiCALB NicNs 3aTBEPMKEHHS; 3MiHM | Tuny - 3MiHW Wwoao
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsagy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKLi 415 MeAUYHOro 3aCTOCyBaHHS Ha niAcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn NikapcbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3aCTOCyBaHHS NiKapcbKoro
3acoby B micnsipeecTpaviiiHvii nepiod, abo sk pesynbTar
OLiHKM 3BITY 3 AOCNiMKEeHb, NPOBeAEHMX BIAMNOBIAHO 40 NnaHy
negiarpuyHnx gocnigxernb (PIP) (3MiHy y3rofpkeHo 3
KOMMNETEHTHUM YNOBHOBEXKEHVM OPraHom) - 3MiH1 BHECEHO A0
IHCTPYKUIT 415 MEeAUYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby
00 po3giny "Mo6iyHi peakuii" 3 6e3nekn 3acToCyBaHHA Ajito4ol
peyoBUHM BigNOBIAHO f0 pekoMeHpauii PRAC. BBegeHHs
3MiH NPOTArom 6-Tu MicALIB Nicna 3aTBepKeHHs; 3MiHN | Tuny
- 3MiHM Wopao 6esneku/ethekTUBHOCTI Ta thapmMakoHarnsagy.
3MiHa y KOpOTKili XapakTepucTHL, NiKapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHSA Ha
nigcTasi peryaspHo OHOB/IIOBAHOIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo AocnimpkeHb 3 6e3Mnekn 3acTocyBaHHSA
nikapcbKoro 3acoby B nicnspeecTpaviliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iKEHb, MPOBEAEHNX BiAMNOBILHO
00 nnaHy negiatpuyHnx gocnimpkerb (PIP) (3MiHy y3rofkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM OpraHoM) - 3MiHU BHECEHO A0
IHCTPYKUIT AN MEAUYHOrO 3aCTOCYBaHHS NiKapcbKoro 3acoby
[0 po3giny "MNo6iyHi peakuii” 3 6e3neku 3acTOCyBaHHS Aito4ol
peyoBUHM BigNOBIAHO A0 pekoMeHaauii PRAC. BBeaeHHs
3MiH NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPMKEHHS; 3MiHM | TUny
- 3MiHM Wwopo 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB Buaadi
peecTpauiiHoro NocBigYeHHs!, BK/IKOYatoum MNnaH ynpasniHHA
pu3nkamu (3aCTOCyBaHHSA TEKCTY, AKWIA NOTOKEHNI 3
KOMNETEHTHUM OpraHoMm) - 3asiBHUKOM HajaHO OHOBIEHWIA
MnaH ynpasniHHg pu3vkamu Bepcis 2.0. 3MiHWM BHECEHO [0
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
yacTuH: | «3aranbHa iHcopmavis» |l «Cneuudikauis 3
6e3nekn» (Mogynb CVIII «Pe3tome npobnem 6esnekn»), Il
«MnaH 3 dhapmakoHarnagy», V «3axogn 3 MiHimisauii
pu3ukiB», VI «Pe3tome nnaHy ynpasniHHSA pusvkamu» VI
«JlogaTkn» y 3B’A3Ky 3 OHOB/IEHHAM nepeniky npobnem 3
6e3nekun Ha nigctasi oHoBAeHHA MYP pedpepeHTHoro /13
122. | NPEFANOH Kancynv TBepgi no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/18908/01/03
300 mr; no 7 kancyn "TexHonor" "TexHonor" 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay. peuyenmom

y 6nicTepi; no 2 abo
no 3 6nictepu B
naJi 3 KapToHy

3MiHa y KOpPOTKiil XxapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT A1 MeANYHOro 3aCTOCYBaHHA Ha
nigcTasi perysisipHO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo AocnigpkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B micnsipeecTpaviiiHvin nepios, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHMX BiANoBigHO
[0 nnaHy negiatpuyHnx gocnimpxkerb (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBEXKEHVIM OPraHom) - 3MiH1 BHECEHO A0
IHCTPYKUIT 415 MEAVYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby
[0 po3ginis "Oco6mnBoCTi 3acTocyBaHHsA", "IM06iYHi peakuii" 3
6e3nekn 3aCTOCyBaHHS fiil040i Pe4OBUHM Bi4NOBIAHO 40
pekomeHpauili PRAC. BBeeHHS 3MiH NpOTArom 6-Tu Micsiuis
nicns 3aTBepmkeHHs; 3MiHu | Tuny - 3MiHu Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHa y KopoTkii
XapakTepucTuLi nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKLi 415 MeAUUYHOro 3acToCyBaHHS Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn NikapCcbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acToCyBaHHS JliKapCbKOro
3acoby B nicnsipeecTpauiiiHnii nepiod, abo sik pesynbTar
OL|iHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX BiAMOBIAHO A0 NiaHy
negiatpuyHux gocnimpxkerb (PIP) (3MiHy y3rompkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OpraHoM) - 3MiHW BHECEHO [0
IHCTPYKUIT 415 MEJUYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby
[0 po3ginis "3acTtocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "TMobiuHi peakuii” 3 6e3nekun
3acToCyBaHHS Ajito4oi peyoBrHW. BBeEHHSA 3MiH NpoTArom 6-
TW MiICALIB NicNa 3aTBEPAXEHHS; 3MiHK | TUNy - 3MiHW WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. 3miHa y KopoTkil
XapaKTepucTuLi fikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKUT ANA Me4MYHOro 3aCToCyBaHHSA Ha nigcTasi
perynsipHO OHOBJ/THOBAHOTIO 3BIiTy 3 6€3MeKn NikapcbKoro
3acoby, abo focnimgxeHb 3 6e3neky 3aCTOCyBaHHS NMiKapCbKoro
3acoby B nicnsipeecTpauiliinii nepios, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX BiAMNOBIAHO A0 NaaHy
negjarpuyHux gocnigxerb (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHVM OPraHom) - 3MiHU BHECEHO A0
IHCTPYKUIT AN MEeAUYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
[0 po3giny "MNo6iyHi peakuii” 3 6e3neky 3acToCyBaHHS Aito4ol
peyoBMHM BigNOBIAHO A0 pekoMeHaauii PRAC. BBeaeHHs
3MiH NpOTArom 6-T1 MicALiB Nicas 3aTBEPMKEHHS; 3MiHM | Tuny




86

n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

- 3MiHM Wwopao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
3MiHa Y KOpOTKiil XapakTepuCTuLj NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLii A1 MeNYHOro 3aCTOCYBaHHA Ha
nigcTaBi perysisipHO OHOBJ/THOBAHOIO 3BIiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neky 3acTocyBaHHsA
nikapcbkoro 3acoby B nicnsapeecTpaviiiHuii nepios, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/iLKEHb, MPOBEAEHUX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnimxkerb (PIP) (3MiHY y3rogpkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OpraHoM) - 3MiHW BHECEHO [0
IHCTPYKUIT 415 MEJUYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby
00 po3ziny "Mo6iyHi peakuii” 3 6e3nekn 3acTocyBaHHA Ajto4ol
peyoBMHM BiANOBIAHO A0 pekomeHaauili PRAC. BBefeHHS
3MiH NpOTArom 6-Tu MiCALIB Nicns 3aTBEpPMKEHHS; 3MiHM | Tuny
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta papMakoHarnsaay.
BHeceHHs abo 3miHa(u) 4o 3060B'A3aHb Ta yMOB Buaadi
peecTpauiiHoro NocBigYeHHs, BkIoYatoum MNnaH ynpasniHHA
pu3nkamMu (3aCTOCyBaHHSA TEKCTY, KW NOTOKEHNI 3
KOMMNETEHTHUM OpraHoMm) - 3asiBHUKOM HajaHO OHOBJIEHWIA
MnaH ynpaBniHHA pu3vikamu Bepcis 2.0. 3MiHWM BHECEHO [0
YyacTuH: | «3aranbHa iHhopmauis» |l «Cneuudikauia 3
6e3nekn» (Mogynb CVIII «Pestome npobnem 6e3nekn»), il
«MnaH 3 dhapmakoHarnagy», V «3axogn 3 MiHimisauii
pusukiB», VI «Pe3stome nnaHy ynpasniHHS pusnkamu» VI
«Jlopatkn» y 3B’3Ky 3 OHOB/IEHHAM Neperniky npobnem 3
6e3nekn Ha nigcTasi oHoBAeHHs MYP pedepeHTHoro /13

123.

MPECTAPIYM
® APIIHIH
KOMBI

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0, MO 14
a6o 30 TabneTok y
KOHTelHepi; no 1
KOHTEliHepy y
KopoOLi 3 KapTOHY

ne
NTABOPATYA
P CEPB'€

PpaHuis

Nab6opatopii
Ceps'e IHgacTpi,
®paHuis; Ceps'e

(IpnaHgis)
IHgacTpic /Ta,
IpnaHgjs

PpaHuis/
Ipnangis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHN [0 y3arasibHeHNX AaHUX Npo cuctemy
chapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHux npo
cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHOi 0cobu,
BiANOBIAA/ILHOI 32 34iiCHEHHSA ddapMakoHarnsgy; KOHTakTHOT
0ocobu 3 hapmakoHarnsay 3asBHuKa Ans 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAaILHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKIovaoun KOHTaKTHI AaHi) Ta/abo 3MiHu Y
pO3MilLEeHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
KOHTaKTHOI 0CO6U 3asiBHKKA, BiAnoBigasibHOI 3a
hapMakoHarnsag B Ykpaii.

[itoya pepakuis: PokyHb OkcaHa tOpiisHa. MNponoHoBaHa
pepakuis: Jlywnexko Jilogmmna bopucisHa. 3mMiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0co6u 3asiBHMKA, BiANOBIAA/ILHOT 38
dhapmakoHarnag B YkpaiHi.

3a
peyenmom

UA/5654/01/01

124,

MPOCTUH €2

renb BariHa/ibHUi, 1
mr/3r,no3re
nonepegHsL0
HarnoBHEHOMY
wnpuyi; no 1
LUNPULLY B KAPTOHHIi

Mdpaiizep IHkK.

CLUA

Mdpaiizep
MeHtohekuypuH
r benbris HB

Benbris

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekun/edpekTUBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHM) 3MiHW BHECEHI B TEKCT MapKyBaHHs yNakoBOK
nikapcbKoro 3acoby y n. 4 (NepBnHHa ynakoBka) Ta 'y n.8
(BTOpPUHHA ynakoska) JATA 3AKIHYEHHA TEPMIHY
MPNOATHOCTI. BBeeHHS 3MiH NpoTArom 6-T1 MicauiB nicnas

3a
peyenmom

UA/10048/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KopobL; 3aTBEPMKEHHS. 3MiHM | TMny - AOMIHICTPaTMBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLsA NPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro NikapcbKoro 3acoby,
BK/IOYAI0UM AiNbHULj BUMYCKY cepil abo micue npoBeeHHSs
KOHTPO/O SIKOCTI. (AiS/IbHICTB, 3a SIKy BiAnosigae
BMPOGHWK/IMNOPTEpP, BK/OYAKOUMN BUMYCK CEPiid)
AaMmiHiCTpaTuBHa 3MiHa agpecy 3aTBepKEHOI BUPOOHMYOT
AinbHuui M3 Mdaiizep MeHodekuypuHr benbriss HB ans
npvBeAeHHS y BiANOBIAHICTb 4O aApecy 3a3HaveHol Ha caiTi
EudraGMDP. He 6yno XogHWX 3MiH y Ha3Bi BUPOGHMYOT
OinbHUUI, (hi3UYHOMY po3TallyBaHHI Ai/bHULI, NpoLeci Ta
KOHTPO/i, NOB’A3aHOMY 3 BUPOOHULITBOM NiKapCbKOro 3acoby.
3MiHV BHECEHO B iHCTPYKLItO A4/19 MEANYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin «Micue3HaxomkeHHs BUPOOHMKa
Ta agpeca Micus NPOBaKEeHHs 0ro Ais/ibHOCTi» 3
BiAMOBIAHUMM 3MiHAMW Y TEKCTi MapKyBaHHS! YNakoBKU
nikapcbkoro 3acoby. TepMmiH BBEEHHSA 3MiH MPOTArom 6
MicALIB MiCNA 3aTBEPKEHHS.
125. | PABEMPA30 | TabneTtku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/10505/01/01
N-340POB'A | nniskoBolO 06MeXeHo 06MeXeHO 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay. peuyenmom
060/10HKOI0, BiANOBIAA/IbHI BiANOBIga/bHICT 3MiHa y KOpPOTKiil XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
KMLUKOBOPO3YMHHI NO CTI0 10 MapKyBaHHS Ta iHCTPYKLiT A1 MeANYHOro 3aCTOCYBaHHSA Ha
10 mr, no 10 "®apmaueBTun "GapmaueBTU4H nigcTasi perysisipHO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
Tabnetok y 6nicTepi; | 4Ha KomnaHis a KkoMnaHis nikapcbKoro 3acoby, abo AocnimpkeHb 3 6e3nekn 3acTocyBaHHA
no 1 a6o 2 6nictepu "3nopos'a” "3popos's”, nikapcbKoro 3acoby B micnspeecTpaviiiHvin nepios, abo sk
B KOPOOLL YkpaiHa (Bci pes3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHMX BigNoBigHO
cTagii 00 nnaHy negiatpuyHnx gocnimpxkerb (PIP) (3MiHy y3rofxeHo 3
BMPOGHMLITBA, KOMNETEHTHUM YNOBHOBEXKEHVIM OPraHom).
KOHTPO/b SIKOCTI, 3MiHM BHECEHO B iHCTPYKLiI0 AN MeAMNYHOro 3aCTOCyBaHHSA
BMNyCK cepi); niKkapcbKkoro 3acoby o po3sainis "Ocob6MBOCTI 3acToCyBaHHSA"
ToBapucTBO 3 Ta "MobiyHi peakuii" BignoBiAHO A0 OHOBEHOI iHhopMaLii 3
06MeXeHO 6e3nekn 3aCTOCYBaHHSA Aio40T pevyoBrHU NiKapCbKoro 3acoby.
BiANOBIga/bHICT BBefeHHs1 3MiH NpoTArom 6-T1 MIiCALIB MiCNA 3aTBEPAKEHHS
10 "®GAPMEKC
FPYTI", YkpaiHa
(Bci cTagji
BMPOGHMLITBA,
KOHTPO/b
AKOCTI)
126. | PABEMPA30 | Tabnetku, BKpUTI ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/10505/01/02
N-300POB'A | nniskoBoO 06MeXeHo 06MEXEHO 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay. peuyenmom
060/10HKOI0, BiANOBIAA/bHI BiANOBIgaUbHICT 3MiHa y KOpOTKili XapakTepucTyL,i NiKapCbKoro 3acoby, TeKCTi
KMLUKOBOPO34YUHHI N0 CTI0 10 MapKyBaHHS Ta iHCTPYKLiT 415 MeNYHOro 3aCTOCyBaHHA Ha
20 mr, no 10 "®apmaueBTun "GapmaueBTU4H nigcTasi perysisipHO OHOBJ/IOBAHOTO 3BITY 3 6e3neku
Tabnetok y 6nicTtepi; | 4YHa KomnaHis a KoMnaHis nikapcbKoro 3acoby, abo AocnifpkeHb 3 6e3nekn 3acTocyBaHHA
no 1 a6o 2 6nictepu "3nopos'a” "3popos's”, nikapcbKoro 3acoby B micnspeecTpaviliHvin nepioa, abo sk
B KOPOOLL YkpaiHa (Bci pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHMX BiANOBIAHO

cTagii

A0 nnaHy negiatpuyHnx gocnimkerb (PIP) (3MiHy y3rofkeHo 3
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BMPOGHMLITBA, KOMMNETEHTHUM YNOBHOBEXKEHVIM OPraHom).
KOHTPO/b SIKOCTI, 3MiHV BHECEHO B iHCTPYKLIitO A/19 MEANYHOIO 3aCTOCYBaHHS
BMNycCK cepi); nikapcbkoro 3acoby fo po3ainis "Ocob6aMBOCTI 3acTOCyBaHHSA"
ToBapucTBO 3 Ta "MobiyHi peakuii" BignoBiAHO A0 OHOB/EHOI iHhopMaLii 3
06MeXeHOI0 6e3neky 3acTOCyBaHHs Ail040i PeHOBUHU NiKapCbKOro 3acoby.
BiANOBIAaUIbHICT BBefieHHs1 3MiH NPOTArom 6-T1 MIiCALLIB MiCNA 3aTBEPIKEHHSA
10 "®GAPMEKC
FPYI", YkpaiHa
(Bci cTagji
BMPOGHMLTBA,
KOHTPO/b
AKOCTI)
127. | PAMI Tabnetkn no 5 mr/25 CaHpo3 CnoBeHis Nek C. A, Monba/ BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/4259/01/02
CAHAO3® Mmr; no 10 TabneTok $apmacbloTika Monbua HimeuunHa 3MiHu 3 siKkocTi. CepTuddikat BignosigHocTI/lE-cepTudikat peuyenmom
KOMMO3WUTY | y 6nictepi; no 3 n3 a.4. (Bupo6HuyTBO BiANOBIAHOCTI EBponelickbkin hapmakonei/MmoHorpadii.
M 6nictepy B Hepo3dacoBaHo MopaHHA HoBOro abo oHOBMEHOTO cepTuddikaTa BiANOBIAHOCTI
KapTOHHIlA KOpooLi ro NPOAyKTY, ab0o BUNyYeHHs cepTudpikaTta BiANOBIAHOCTI EBpONechbkili
[03BiN Ha thapmakonei: gna A®l; ans BuxigHoro
BWMYCK Cepil; matepiany/peareHTy/npomMiKHOro NpPOAYKTY, WO
MNepBuHHa Ta BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI A®I; Ans AONOMIDKHOT
BTOPVHHA peyoBuHM (cepTudikat BiANOBIGHOCTI EBPONENChKili
ynakoBka, thapmakonei) - OHOB/IEHUIA cepTuddikaT Bif yxe
[03BiN Ha 3aTBEPAKEHOIO BUPOGHUKA - NOAAHHS OHOBNIEHOTO
BUMYCK cepii); cepTudiikaTa BignosigHocTi EBponelickbkin dhapmakonei R1-
Cantotac CEP 2004-013-Rev 04 ans Aito4oi peyoByHA
dapma M'v6X, rigpoxnopoTiasung, Bif yxe 3aTtBepakeHoro BupobHuka IPCA
HimeuunHa Laboratories Limited, India 3atBepgxeHo: R1-CEP 2004-013-
(Bupo6HuuTBO Rev 03
3a NOBHUM 3anponoHosaHo: R1-CEP 2004-013-Rev 04
LIMK/I0M)
128. | PEBMOKCUB | karncynu no 200 wmr, MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/3808/01/01
no 10 kancyny "Kuismepgnpen "Knismegnpenap 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay. peyenmom
6nictepi; no 1 apat” ar" 3MiHM Y KOPOTKIill XapaKTepuCcTuLi NikapcbKoro 3acoby, TEKCTI

6nicTepy B nauui 3
KapTOHY

MapKyBaHHS Ta IHCTPYKUiT 4151 MEANYHOTO 3aCTOCYBaHHSA
reHepUYHMX/ribpuaAHNX/6ioNoAi6HMX NikapCbkMx 3ac06iB nicns
BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHUIA npenapart (3MiHa

He noTpebye HafaHHsA XOAHNX HOBMX JOAATKOBUX AaHNX).
3MiHW BHECEHO B IHCTPYKLiIO 415 MEANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis "®apMakonorivHi
BnactusocTi”, "lMoka3aHHs" (YTOYHEHHS), "TpoTunokasaHHA",
"B3aemogia 3 iHWMMM NikapcbkuMn 3acobamm Ta iHWi Buan
B3aemogiin", "OcobmBOCTi 3acTocyBaHHs", "3acTocyBaHHS Y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat” (6esneka), "Cnocib
3acTocyBaHHA Ta fo3un"” (6esneka), "MepenosysaHHs", "MobiYHi
peakujii" BiANOBIAHO 4O OHOBMEHOT iHhopMaLi Wwoao
3acTocyBaHHA pethepeHTHOro Nikapcbkoro 3acoby
LIENEBPEKC®, kancynu no 200 mr. BBeeHHS 3MiH NpOTAroM
6-TV1 MicALIB Nicn1s 3aTBEPKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
129. | PEFY/IOH® TabneTku, BKpUTI BAT "lepeoH YropuwyHa BAT "legeoH YropuHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/7293/01/01
060/10HKOM, 0,15 PixTep" PixTep" 3MiHV Woao 6e3nekn/edekTUBHOCTI Ta chapmMakoHarnsgy (iHwi peyenmom
mr/0,03 wr, no 21 3MiHM) - 3MiHN BHECEHO B IHCTPYKL,iIO A1 MeANYHOro
Tabnetui y 6nictepi, 3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ginis
no 1 a6o no 3 "MpoTunokasaHHs", "B3aeMogis 3 iHLIMMU NiKapCbKUMu
6nictepu B 3acobamu Ta iHLWi BUAW B3aemogiii”, "OcobnuBocTi
KapTOHHI ynakoBsL,i 3acTocyBaHHA" LWOAO0 OHOBIEHOI iHchopMaii 3 6e3nekn
3aCTOCyBaHHS AjloUnX pevyoBKH (OAHOYACHOrO 3aCTOCyBaHHSA 3
nikapcbkMu 3acob6amu, LWo MICTATb
rnekanpesip/nibpeHTacsip). BBegeHHs 3MiH NpOTArom 6-Tu
MicALiB Nicna 3aTBepKeHHs; 3MiHW | Tuny - 3MiHW Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHu) -
3MiHV BHECEHO B iHCTPYKLItO A4/19 MEANYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby fo po3ainis "OcobaMBOCTI 3aCTOCyBaHHA"
Ta "Mob6iuHi peakuii" LWOA0 OHOBNEHOT iHChopMaLii 3 6e3neku
3aCTOCYBaHHSA Ajil0UnX PeYOBUH (MOCUIEHHA CUMNTOMIB
HabyToro Ta cnajKoBOro aHriOHEBPOTUYHOrO HABPSKY).
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/A 3aTBEPKEHHS
130. | PUCNEPOH® | TabneTtku, BKpUTI 3AT NvtoBcbka | BAJIKAHOAPM Bonrapis BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13764/01/02
NNiBKOBOIO «Papmnira» Pecny6nik A-AYNHWUA 3MiHu 3 sikocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema peyenmom
060/10HKOI0, MO 2 Mr, a Al KOHTeWHep/3aKynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBKku
no 10 Tabnetok y rOTOBOrO JliKapCbKoro 3acoby (3MiHa KiIbKOCTi OANHMLb
6nictepi, no 1 (Hanpuknag TabneTok, amnyn TOLLO) B ynakoBsLi:) - 3mMiHa nosa
6nictepy a6o no 3 AianasoHoM 3aTBEpPKEHNX PO3MIPIB YNakoBKKW - OAAETHCA
abo no 6 6nictepis B [04aTKOBWIA po3mip ynakoBku: no 10 TabneTok y 6nictepi, no 1
KapTOHHI nauwi 6nicTepy B KapTOHHIlA Nayli 3 BiANOBIAHUMY 3MiHaMK A0
po3sgainy “Ynakoska” MKA 13, 6e3 3MiHW NepBUHHOTO
nakyBa/lbHOro Martepiany. 3MiHM BHeCeHi B po3ain "Ynakoska"
B iHCTPYKL,i0 415 MEAMYHOrO 3aCTOCYyBaHHS NikapcbKoro
3aco06y y 3B"A3Ky 3 BBELlEHHAIM [A0AATKOBOrO PO3Mipy
YyNaKoBKK, SIK HACNIAOK - 3aTBEPIPKEHHS TEKCTY MapKyBaHHS
[04aTKOBOI YNakoBKy Nikapcbkoro 3acoby. BeefeHHs 3MiH
NPOTAroM 6-T1 MICALLIB MiC/1SA 3aTBEPKEHHS
131. | PUCNEPOH® | TabneTtku, BKpUTI 3AT NutoBcbka | BAJIKAHOAPM Bonrapis BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13764/01/01
nNiBKOBOIO «Papmnira» Pecny6nik A-AYNHWUA 3MiHu 3 sikocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema peyenmom
060/10HKOI0, MO 4 Mr, a ALl KOHTelHep/3aKynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBKku

no 10 Tabnetok y
6nictepi, no 1
6nictepy abo no 3
abo no 6 6nictepis B
KapTOHHI navw,i

rOTOBOrO JlikapCbKoro 3acoby (3MiHa KiIbKOCTi 0AMHULb
(Hanpuknag TabneTok, amnyn TOLLO) B ynakoBsLi:) - 3miHa nosa
AianasoHoM 3aTBepA)KEHNX PO3MIpIB YNaKkoBKM - 4OAAETHCA
[04aTKOBWIA po3mip ynakoBku: no 10 TabneTok y 6nictepi, no 1
6nicTepy B KapTOHHIlA Nayui 3 BiANOBIAHUMY 3MiHaMK [0
po3sgainy “Ynakoska” MKA 13, 6e3 3MiHW NepBUHHOIO
nakyBa/lbHOro martepiasy. 3MiH/ BHeCeHi B po3Aia "Ynakoska"
B iHCTPYKL,i0 4151 MEAMYHOIO 3aCTOCYBaHHS NiKapcbKoro
3aco6y y 3B"S3Ky 3 BBE[IEHHAIM [AOAATKOBOrO PO3Mipy
YNaKoBKK, SIK HACNIAOK - 3aTBEPIPKEHHS TEKCTY MapKyBaHHS
[04aTKOBOI YNakoBKV Nikapcbkoro 3acoby. BeefeHHs 3MiH
NPOTAroM 6-TM MICALLIB MiC/S 3aTBEPKEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
132. | PITOCCE® cvpon, 7 mMr/mn, no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/18588/01/01
AL 100 mn 'y dpnakoHi; "®apmaueBTu "bapmaueBTUYH 3MiHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabiNbHICTb. peyenma
no 1 donakony 3 YyHa hipma a hipma 3MiHa y TepmiHax npuaatHocTi abo ymoBax 36epiraHHs
MipHOIO JTOXKOH B "NapHuus" "NapHuus" rOTOBOrO JliKapCbKOro 3acoby (36iNbLUEHHSI TEPMIHY
nauui NPUAATHOCTI FOTOBOrO NiKapCbKoro 3acoby) - [ns Topro.oi
ynakoBku (MiATBEPAKYETLCA AAHNMMN peasnbHOro yacy) -
36ibLIEeHHS TEPMiHY NPUMAATHOCTI NikapcbKoro 3acoby 3 2
pokiB A0 3 pokiB. BBeeHHA 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAXKEHHS
133. | CAJIODANDbK | rpaHynu [Op. danbk HimeuuunH Brpo6HMK HimeuunHa BHECEHHS 3MiH O peecTpaLiiHiX MaTepiasiB: yTOUHEHHSA 3a UA/3745/01/01
racTpope3nCTEHTHI, dapma 'M6X a BiANOBIAa/IbHUIA HanucaHHsA AesKMX BUPOGHUKIB B Hakasi MO3 YkpaiHu Ne peuyenmom

MPOJIOHrOBaHOI fji
no 500 mr; no 930
MI rpaHyn y
nakeTnkax «paHy-
Ctuke»; no 50
nakeTuKiB y KopobL,i
3 KapTOHY

3a BUMNYCK Cepiit
KiHLLeBOro
npoaykTy Ta
asbTepHaTBHe
BTOPUHHE
nakysaHHs: p.
Pasibk Papma
v6X,
HimeuuunHa;
Bupo6HMK,
BignoBiganbHMA
3a BUPOGHULITBO
[,030BaHoOil
chopmu,
nepBuHHE,
BTOPVHHE
nakyBaHHS Ta
KOHTPO/b SKOCTI:
Jlo3aH ®apma
v6X,
HimeuuunHa;
dap6in dapma
v6X,
HimeuuunHa;
BupoGHuK,
BiANoBiAa/IbHU
i 3a NnepBuUHHE,
BTOPVHHE
nakyBaHHA Ta
KOHTPO/Nb
AKOCTI: Jlo3aH
®dapma 'M6X,
HimeuuuHa;
BUPOBHUK,
BignoBiganbHMA
3a KOHTPOJ1b
AKocTi: HaykoBo-

1767 Big 29.09.2022 B npoLieci BHECEHHSA 3MiH Y 3B'A3KY 3
NpoBeAEeHHAM NpoLeaypy "BUNpaBeHHS TEXHIYHOI MOMWU/IKA B
peecTpauiiiHoMy noceigyeHHI". Pepakuisi B Hakasi - BUpOGHWK,

BiANOBIAaIbHNIA 38 NEPBMHHE, BTOPMHHE NakyBaHHA Ta
KOHTPO/b SIKOCTI:

JNlozaH ®apma Mv6X (Ewbax caiit), HimevyunHa. BipHa
pepakuis - BUpoGHUK, BignoBiga/ibHUII 3a NepBUHHE,
BTOPWHHE NaKyBaHHA Ta KOHTPO/Ib AKOCTI: JlosaH dapma
m6X, HimeuuunHa.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
pocnigHnii
iHCTUTYT
Xennenep
v6X,
HimeuumnHa,
anndamves
®APBIN
ApuHalimiTTens
m6X,
HimeyunHa
134. | CUHEKOJ, Kpanni opasbHi ons rCK LLiBeiiuapi | BMPOGHMLTBO 3a LLiBeiiuapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/5260/02/01
aiteii, 5 mr/mn; no KoHcbomep A NOBHUM LMK/IOM: 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
20 mny donakoHi 3 Xenckep ICK BBegeHHs abo 3MiHN [0 y3arasibHeHNX AaHUX Npo cuctemy
KpanesibHULEeHo i CAPN KoHcbomep hapmakoHarnsagy (BBeeHHs y3araslbHeHUX AaHuxX Npo
KpULLKOLO; no 1 Xenckep CAP/ cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHoi ocobu,
chnakoHy y BiANOBIAA/bLHOI 32 34iiCHEHHSA dapMakoHarnsgy; KOHTakTHOT
KapTOHHIlA KOpooLi 0ocobu 3 hapmakoHarnsay 3asBHuKa Ans 34iiCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
YMOBHOBaXEHOT 0co6u, BiANOBiAaILHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKI4vatoUun KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MilLEeHHI MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
YMOBHOBaXEHOT 0C06V 3aABHMKa, BifMNoBiga/IbHOI 3a
hapmakoHarnsag.
[itoua pepgakuis: Dr. Jens-Ulrich Stegmann, MD.
MponoHoBaHa pepakuisi: John Poustie. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0CO6U 3aABHMKa, BifNoBigabHOI 3a
hapmakoHarnag. 3miHa KOHTaKTHOT 0CO6M 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarifg B YkpaiHi.
[Oitova pepakuis: JlanunHebka IHHa IropiBHa. MNponoHoBaHa
pegakuis: Kupunisa ManunHa MeopriiBHa. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOT 0Co6M 3asiBHMKA, BiAnoBiAa/IbHOT 3a
thapmakoHarnsag B YkpaiHi. 3MmiHa MicLe3HaxokeHHs macTep-
haiina cuctemu thapmakoHarnisay Ta noro Homepa. 3miHa
MicLs 3AiiCHEHHS1 OCHOBHOI Aisi/IbHOCTi 3 dapMakoHarnsay.
135. | CONAHTPA® | kpewm, 10 mr/r; no 30 Fangepma CA | LWseliuapi Brpo6HMUTBO, PpaHLis BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/16320/01/01
ry Ty6i; no 1 Ty6i B A nakyBaHHs, 3miHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudiikat peyenmom
KapTOHHIA Kopoo6Li MapKyBaHHS, BiANoBigHOCTI EBponeiickbkiit hapmakonei/MoHorpadii.
BMNPO6YBaHHA MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa BigNoOBIAHOCTI
KOHTPO/O abo BunyyeHHs ceptudpikata BiANOBIAHOCTI €BpONENChbkili
AKOCTI, thapmakonei: gns A®l; ans BUXigHOro
BMNPO6YBaHHA mMatepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO

cTabinbHOCTI Ta
BMNYCK Cepiii:
NABOPATOPII
FTANOEPMA,
PpaHuis

BMKOPMCTOBYHOTbCS Y BUPOOHULTBI AD|; Ans JONOMKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BigNoBigHOCTI EBponeiickbkiii hapmakonei Ne R1-
CEP 1999-176 - Rev 05 (3atBepaxeHo: R1-CEP 1999-176 -
Rev 03) ana APl iBepMeKTUHY Bif BXe 3aTBEPAKEHOr0
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PeecmpayjiliHa npoyedypa

Ymosu

Howmep
peecmpayiliHo2o

n/n

Hassa
JliKapcbK0O20

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

BUPOGHUKa

Kpaina

Bionycky

BMpo6HMKa Zhejiang Hisun Pharmaceutical Co., Ltd, Kutaii.

3a

nocsio4YeHHs

UA/18590/01/02

3acoby

Exkcenna rmex

Himeyunna

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -

peyenmom

136.

TAN3EHHA

kancynu no 1 mr no
30 kancyny
chnakoHi; 1 donakoH
Y KapTOHHIli kopobLi

KopnopeiiwH

Mcpaiizep
Eiu.Ci.Mi.

CWA

& Ko. KI

3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabiNbHICTb.
3MiHa y TepmiHax npuaaTHOCTi abo ymoBax 36epiraHHs
roTOBOro Nikapcbkoro 3acoby (36iNbLUeHHs TEPMiHY
NpWAATHOCTI TOTOBOIO NiKapCbKOro 3acoby) - s Toproeoi
ynakoBku (MiATBEPAKYETLCSA AaHUMMN pPeasIbHOro Yacy)
36iNbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOrO NiKapCbKoro
3acoby.
3aTBepakeHo: 3 poku 3anponoHoBaHo: 4 poku. 3MiHK
BHECEHO [0 iHCTPYKLT 415 MeANYHOro 3aCTOCyBaHHS
niKkapcbKoro 3acoby A0 po3ainy "TepMmiH npugaTHocTi".
BBefeHHS 3MiH NpOTArom 6-Tu MiCALIB MiCNs 3aTBEPMAKEHHS.
3MiHu | TUny - 3MiHK Wopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOB/OBAHOIO 3BITY 3 6e3NeKn NikapcbKoro 3acoby, abo
AocnimkeHb 3 6e3nekn 3acTocyBaHHS NikapCbkoro 3acoby B
nicnspeecTpauiiHnii nepios, abo sk pe3ysibTaT OLiHKM 3BiTY 3
AocnigpKeHb, NPoBeAEHNX BIANOBIAHO A0 NiaHy negiaTpuyHnx
npocnigkeHs (PIP) (iHwi 3MiHW) 3MiHN BHECEHO [0 iIHCTPYKL,i
AN MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby f0 po3giny
"Oco6nMBOCTI 3aCcTOCyBaHHA"" BifMNOBIAHO 4O OHOBNEHOI
iHchopMmawii 3 6e3neky 3aCToCyBaHHS NiKapCbKOro 3acoby.
BBefeHHHS 3MiH NPOTAroM 6-Tu MicALIB NiCNSA 3aTBEPKEHHS.
3MiHn |l Tuny - 3miHK Wwoao 6e3nekn/ehekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuui
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKUIT ANns
MeAMYHOro 3aCTOCYBaHHSA Yy 3B'A3KY i3 HOBUMU AaHUMU 3
SIKOCTi, AOK/TIHIYHUMMU, KNIHIYHUMU AaHUMK Ta AaHUMK 3
thapmakoHarnagy - 3MiHM BHECEHO [0 IHCTPYKLUIT Ansa
MeJMNYHOro 3aCTOCYBaHHA MikapcbKoro 3acoby [0 po3ainis
"®apmMakonoriyHi BracTuBocTi", "B3aemogis 3 iHWrMm
nikapcbkvMK 3aco6amMu Ta iHLi BUAY B3aeMOAi" Ta
"Oco611BOCTI 3acTOCyBaHHS" Bi4NOBIAHO JO MaTepianis
peecTpauiiHoro gocke. BBeeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKEHHS.
BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -

3a
peyerimom

137.

TAN3EHHA

kancynu no 0,25 mr
no 30 kancyny
donakoHi; 1 dpnakoH
Y KapTOHHIll kopoobui

Mdpaiizep
Eity.Ci.Mi.
KopnopeiiH

CLUA

Ekcenna rméxX
& Ko. KI

3MiHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO /liKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
NPVAATHOCTI FOTOBOTO NiKapcbkoro 3acoby) - [na Toprosoi
ynakoBku (MiATBEPAKYETLCS AaHUMM peasibHOro Yacy)
36inbLIeHHS TeEPMiHY NPUAATHOCTI FOTOBOrO MiKapCbKOro
3acoby.

3arBepKeHo: 3 poku 3anponoHoBaHo: 4 poku. 3MiHK
BHECEHO [0 IHCTPYKLIT 4718 MeANYHOro 3acTOCyBaHHs

UA/18590/01/01
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n/n

Hassa
JliKapcbK0O20

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3acoby

nikapcbkoro 3acoby Ao po3giny "TepmiH npuaaTHocTi".
BBefieHHA 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXEHHS.
3MmiHu | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKUIT ANns
MeAUYHOro 3acTocyBaHHA Ha nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo
pocnimkeHb 3 6e3nekn 3acToCyBaHHS JlikapCcbKoro 3acoby B
nicnsipeecTpawiiinii nepiog, abo sk pe3ynbTar OLiHKK 3BITY 3
AOCNimpKeHb, NPOBeAEeHNX BIANOBIAHO A0 NiaHy nediaTpuyHnx
pocnipkeHb (PIP) (iHWi 3mMiHW) 3MiHY BHECEHO A0 iHCTPYKLIT
0151 MeANYHOro 3acTOCyBaHHSA NikapCcbKoro 3acoby Ao po3giny
"Oco6nMBOCTI 3aCTOCYBaHHA"" BiAMOBIAHO 4O OHOB/EHOI
iHchopMmawii 3 6e3neky 3aCToCyBaHHS NiKapcbKoro 3acoby.
BBefieHHHSA 3MiH NPOTAroM 6-TW MiCALiB NICNSA 3aTBEPAXKEHHS.
3MiHn |l Tuny - 3miHK Woao 6e3nekn/edhekTBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMWN AaHMU 3
AKOCTI, AOKMIHIYHUMMU, KNIHIYHUMWU AaHUMW Ta AaHUMK 3
hapmakoHarnsgy - 3MiHM BHECEHO A0 iHCTPYKLiT Ans
MeJMNYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby [0 po3ainis
"®apmakonoriyHi BnacTneocTi”, "BaaemMogis 3 iHWMMK
nikapcbkvMK 3aco6amMu Ta iHLWi BUAY B3aeMogili" Ta
"Oco611BOCTI 3acTOCyBaHHS" BigNOBIAHO J0 MaTepianis
peecTpauiiiHoro gocke. BBefieHHs1 3MiH NpoTArom 6-T1 MicAuiB
nicns 3aTBepAKeHHs.

UA/14890/01/01

138.

TEBOKAH

TabneTku, BKpUTI
NNiBKOBOIO
06010HKOt0, N0 120
Mr; no 20 TabneTok
y 6nictepi; no 1, 2
abo 3 6nictepu B
KapTOHHIA KopoobLi

[Op. Binbmap
LliBa6e Mm6X i
Ko. KI

HimeuumnH
a

[Op. Binbmap
LLisabe Mv6X i
Ko. KI

HimeuunHa

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta dhapmakoHarnsaay.
BeeaeHHs ab0 3MiHU [0 y3arasibHEHNX AaHuX Npo cucTemy
chapmakoHarnsgy (BBefileHHs y3araslbHEHUX AaHux npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
BIANOBIAA/IbHOI 32 34iiCHEHHA dhapMakoHarnsagy; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iICHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa Bif,
YMOBHOBaXEHOI 0C06U, BigNOBIAaIbHOI 3a 34iCHEHHSA
hapmakoHarnsgy (Bkovalouy KOHTakKTHI gaHi) Ta/abo 3miHu y
pO3MilLeHHi MacTep-dhaiina cucteMmu hapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6U 3as1BHMKA, BifNOBigaIbHOI 3a
thapmakoHarnag B Ykpaini. [itoua pegakuis: BoiteHko AHTOH
leopriioBuy. MNMponoHoBaHa peaakuis: byask OnekcaHgpa
CepriiBHa. 3MiHa KOHTAKTHUX AaHWX KOHTaKTHOI 0Co6M
3as1BHMKA, BignoBigabHOI 3a chapMakoHarnsa B YKpaiHi

6e3
peuyenma

UA/17895/01/01

139.

TENKOMJIAHI
H

MOPOLLIOK
(cybeTaHuis) ans
chapmayeBTUYHOTO
3aCTOCYBaHHs y

EBPOATI
ITANI C.P.JL.

ITanisa

Bupo6bHmuTBO
aKTVBHOrO

hapmaueBTUYHO

ro iHrpegieHTa,

ITania/
PpaHuin

aHaNITUYHI

BHECEHHS 3MiH [0 peecTpaLiiiHMXx maTepianis: 3MiHa 3asiBHMKa
13 (BnacHuka peecTpaviiHoro noceig4eHHs) (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460). 3miHu | TUNY - AOMIHICTPaTUBHI

3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo afpecu Micus

NPOBaPKEHHA AiSNIbHOCTI BUPOOHUKa (BK/IKOYaouu, 3a

noABINHNX
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nonieTuIeHoBMX BMNPOGYBaHHSA HeoOXiZHOCTI, MicLie NPOBEeAEHHS KOHTPOSIIO AKOCTI), abo
nakeTtax Ta KiHueBuii BNnacHvka mactep-caiina Ha A®l, abo noctavasibHMKa
BUNYCK cepil: Adl/BuxigHoro matepiasy/peareHTy/NPOMiIXXHOTO NPOAYKTY, LLO
EBPOATMI ITANI 3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO Y AOCHE
C.P.N., Itanis; Ha nikapcbKuii 3acib) 3a BigCcyTHOCTI cepTudikata
BMNPOOYBaHHA BiANOBiAHOCTI EBponeiichbkili hapmakonei y 3aTBepakeHoMy
Ha b6akTepiasibHi [ocbe, abo BUPOGHKKA HOBOT JOMOMDKHOI PEUYOBUHM (SIKLLO
€HOO0TOKCUHU: 3a3HayeHo y 10cbe) 3MiHa BUpobHuka A®I i3 CaHodi C.n.A.,
CAHO®I C.P.N1., ITanis Ha EBPOATIMI ITA/I C.P.J1., ITania Ta yTO4HEHHS ioro
ITanis; dhyHKLUil, 6e3 3MiHM Micus BUpO6HULTBA. 3MiHN | TURY - 3MiHK
BMNPOGYBaHHSA 3 akocTi. A®l. BupobHuuTBo. 3MiHa BUpOOHUKA
Ha 6akTepia/ibHi BMXiHOro/NPOMKHOro NPoAyKTy/peareHTy, Lo
€HA0TOKCUHM: BMKOPWCTOBYIOTLCA Y BUPOGHNYOMY npoueci AdDl, abo 3miHa
NABOPATOPIA BMpOoOHUKa (BK/THOYaKOUK, Ae HeobXiaHO, MicLe NpoBeeHHs
IKAP, ®paHuis KOHTpOt0 sikocTi) AP (3a BigcyTHOCTI cepTuddikata

BIANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy
[0CbE)(3MiHM 0 3ax0piB, NOB'A3aHMX 3 KOHTponeM A®l, abo
[ofasaHHA AiNbHULI, Ae NPOBOAUTLCSA
KOHTPO/b/BMNPOGYBaHHSA cepii) AogasaHHs AinbHuui CAHO®I
C.P.N1,, ITania, Ae NpoBOAUTLCA BUNPOOYBaHHSA Ha
6akTepiasibHi eHAOTOKCUHW. 3MiHW | TUny - 3MiHM 3 AKocCTi. ADI.
Brpo6HMLTBO. 3MiHa BUPO6HUKA BUXiAHOro/MpOMKHOrO
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpo6HMKa (BKOUaKouK, ae
HeobXxiHO, MicLe NpoBefeHHS KOHTPOso sikocTi) APl (3a
BiICYTHOCTI cepTudikaTa BignosigHOCTI EBponechkili
thapmakonei y 3aTBepKeHOMY [OCbE)(3MiHW [0 3aX0p4iB,
noB'A3aHnX 3 koHTponem A®l, abo foAaBaHHsA finbHULI, Ae
NPOBOAMUTLCA KOHTPO/Ib/BUNPOBYBaHHA cepil) AoAaBaHHS
AinbHuui TJABOPATOPIA IKAP, ®dpaHuisa, fe npoBoAnNTbCA
BMNPOGYBaHHS Ha GakTepiasibHi eHAOTOKCHN.b 3MiHM | Tuny -
3MiHu 3 siKocTi. A®L. Cuctema KoHTeliHep/3akKynoproBasbHWi
3aci6 (iHWi 3MiHM) BHECEHHSA 3MiH [0 po34iny «MapKyBaHHs»
MKA Ha A®I. 3aTBepaxeHo:

MapkyBaHHS. Ha eTuKeTLj HaHOCATb Ha3BYy Cy6CTaHLji, macy
HeTTO, aKTUBHICTb, HOMep cepii, AaTy BUPO6HMLTBA, AaTy
3aKiHYEHHS TepMiHy NMPUAATHOCTI, yMOBM 36epiraHHs, Has3By,
agpecy Ta 1oroTun BUPOBHMKA, BHYTPILLHI TEXHOOTIYHI
Nno3HayeHHs. 3anpornoHoBaHo:

MapkyBaHHs . Ha eTukeTLj HaHOCATL Ha3By, agpecy Ta
noroTun BMPO6HUKa; Ha3By cybCTaHLii, Homep cepii, Macy
HEeTTO, Macy 6pyTTO, AaTy 3akKiHYeHHs TePMiHY NpUAAaTHOCTI,
AaTy BUpOOHMLTBa, YMOBU 36epiraHHs, KpaiHy BUPOOHNLTBA,
afpecy ofepxyBaua, kog, cybcTaHuii B r1obanbHiii 6asi gaHnx
pviHKOBOI iHthopmauii (GMID), macy Tapu, OAVHULI0 BaHTaxy;
ifeHTMIkaTop oneparopa, Wo APYKyeE eTUKETKY, Ta Aarty
LOPYKY; LUTPUX-KOA, BHYTPILLHI TEXHONMOTIYHI NO3HAYEHHS. 3MiHU
3 AKocTi. APl. KoHTponb A®I (iHwi 3miHW) BUKNageHHs MKA 113
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
[EpXaBHOK MOBOIO.
140. | TEPA®/NIO NopoLUoK AN rCK LLiseiiuapi LENbOAPM PpaHuis BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/5529/01/01
BIA4 revny OpasibHOro PO34nHY; KoHcbomep ] OPJIEAH 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy. peyenma
TA BACTYAWN | 1 naket 3 Xenckep BBeaeHHs ab0 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
31 CMAKOM nopowkom; 10 CAPN hapmakoHarnsagy (BBeAeHHs y3arasibHeHUX AaHux Npo
NMMOHA nakeTiB 3 NOPOLLKOM cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
Y KapTOHHIli kopobLi BiANOBIAA/LHOI 32 34iiCHEHHSA ddapMakoHarnsagy; KOHTakTHOT
0ocobu 3 hapmakoHarnsay 3asBHuUKa Ans 34iCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBiAaILHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKIvaoumn KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MmilLieHHI MacTep-chaiina cuctemn hapmakoHarnsgy).
3MiHa YNnoBHOBaXXeHOI 0CO6M 3asiBHUKA, BiAMNOBIAA/IbHOI 3a
thapmakoHarnsag.
[itoua pepgakuis: Dr. Jens-Ulrich Stegmann, MD.
MponoHoBaHa pepakuis: John Poustie. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOT 0CO6U 3aABHMKa, BifNoBigabHOI 3a
hapmakoHarnag. 3miHa KOHTaKTHOT 0CO6M 3asiBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarifg B YkpaiHi.
[Oitova pepakuis: JlanunHebka IHHa IropiBHa. MNponoHoBaHa
pegakuis: Kupunisa ManunHa MeopriiBHa. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0Co6u 3asiBHMKA, BiAnoBiAa/bHOT 3a
thapmakoHarnsag B YkpaiHi. 3MmiHa MicLe3HaxokeHHs macTep-
haiina cuctemu thapmakoHarnisay Ta noro Homepa. 3miHa
MicLs 3AiiCHEHHS1 OCHOBHOI Aisi/IbHOCTi 3 dapMakoHarnsay.
141. | TAMOINOBY | niodinizoBaHuiA xeH3alim Higepnax BMPOBOHULITBO PpaHuis/ BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/15575/01/01
NIH® NMopoLLUOK AN tOpon B.B. an Hepo3dacoBaHo Ipnangis 3MiHn 3 akocTi. A®I. (iHLWi 3MiHK) 3aNpPONOHOBaHO peyenmom
NPUroTyBaHHsA ro NpoAykKTy, BMPOGHMLITBO Ki/IbKOX BiPYCHMX BEKTOPIB Ha HasBHOMY Boui
KOHUeHTpaTy ans [03BiN Ha BipycHux BekTopis (Viral Vector Unit). OHOBNEHHSA po3ainy
PO3YuHy Ans BWMNYCK Cepil: 3.2.A.1 Facilities and Equipment. [jtoua pegakuis: Mono-
iHpy3ili no 25 mr; Ne [xeHzaiim product manufacturing on the Viral Vector Platform
1: no 1 dpnakoHy B MoniknoHanc MponoHoBaHa pepakuis: Multi- product manufacturing on the
KapTOHHI KOpooLyi CAC, dpaHuis; Viral Vector Platform.
nepBuHHa Ta
BTOPVHHA
ynakoBka,
[03BiN Ha
BUNYCK cepil:
[xeHsaiim
Ipnang Niviteq,
Ipnangis
142. | TONOTEKAH KOHLEHTpaT ans AKKOpA Monbwa Bupo6bHMuTBO IHgis/ BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHa 3asiBHUKa 3a UA/17720/01/01
AKKOP/J, PO34unHYy Ana Xenckea roToBOro Benuka (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
iHdy3iid, 1 mr/mn; no Moncka Cn. nikapcbkoro Bputanis/ Bif 23.07.2015 Ne 460): 3miHu | TUMy - 3MiHK Wo[0
1 mn abo no 4 mn 3.0.0. 3acoby, YropwmHa 6e3nekn/edpekTBHOCTI Ta hapMakoHarnisgy. BeegeHHs abo
KOHLieHTpaTy y nepBuHHeE, 3MiHU [0 y3araslbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
CKNSAHOMY (DNaKOoHi; BTOPUHHE (BBEAEHHSA y3araslbHEHUX AaHuX Npo cucTemy
no 1 cpsiakoHy y nakyBaHHs, dhapMakoHaraisay, 3MiHa YNoBHOBaXXEHOT 0cobu,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHI KopoobLi KOHTPO/Ib SKOCTI BIANOBIAA/IbHOI 32 34iiCHEHH:A dapMakoHarnsagy; KOHTakTHOT
cepii: 0cobu 3 hapmakoHarnsay 3asBHUKa AN 34iICHEHHN
IHTac thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
dapmacboTikan YMOBHOBaXEHOI 0c06U, BiANOBIAAILHOI 3a 34iiCHEHHS
3 NlimiTeq, IHAis thapmMakoHarnagy (BKIovaroUun KOHTaKTHI AaHi) Ta/abo 3miHW y
BTopuHHe PO3MiLLEHHI MacTep-ghaiina cucteMmn papmakoHarnsgy) 3MiHa
nakyBaHHs: YMOBHOB&XEHOT 0CO6VM 3a8BHMKa, BifMNoBiga/IbHOI 3a
Akkopg, Xernckea thbapmakoHarnag. ditova pegakuisn: Dr. Naveen Chamalli Shiva
Nimiten, Benvka Kumar. MponoHoBaHa pegakuis: Arata Necesud / Agata
BputaHis Gesiewicz.
BignoBigansHuii
3a Bunyck cepil: 3MiHa KOHTaKTHUX [jaHnX YNOBHOBaXeHOi 0co6Y 3asBHIKa,
AKKOpA, Xenckea BiANOBIAA/ILHOI 32 (hapMakoHarnsg,. 3MiHa KOHTaKTHOT 0co6y
Nimiten, Benvka 3asBHVKa, BiANOBIAANbHOI 38 (hapMakoHarNisg B YKpaiHi.
BpuTaHia Ditoua pepakuis: LLuronesa MapiaHHa BikTopisHa.
KoHTposnb MponoHoBaHa peaakuis: LWynby, Onbra CepriisHa. 3MiHa
AKOCTL: KOHTaKTHUX [aHNX KOHTaKTHOI 0COBM 3aBHIKA,
ACTpOH Pesbopu BigNOBiAANLHOI 3a thapmakoHarnsg B YkpaiHi. 3miHa micus
Nimiten, Benvka 30j/ACHEHHS! OCHOBHOI AjsiIbHOCTI 3 hapMakoHarisay. 3miHa
BpuTaHia MiCLie3Hax0KeHHA MacTep-aiina cuctemu
KoxTponb thapmakoHarnsgy.
AKOCTI:
BeccniHr
Xanrepi K.,
YropwmHa
KoHTposb
AKOCTI:
PAPMABANILA,
nra.
Mikpob6ionoriuHa
naboparopis,
YropLmHa
143. | TOPACEMIA- | Ttabnetku no 10 wr, TOB "TeBa YkpaiHa MNiBA XopBarTis BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/10754/01/02
TEBA no 10 TabneTtok y YkpaiHa" XpBaTcka A.0.0. 3MiHu 3 siKkocTi. CepTuddikat signosigHocTi/lE-cepTudikat peuyenmom
6nicTepi; no 2 abo 3 BiAnoBigHOCTI EBponelickbkiin hapmakonei/moHorpadii. 3miHu,
6nicTepy B KOpPOOL noB'sA3aHi 3 HeOOXiHICTIO MPUBEAEHHS Y BiANOBIAHICT A0
MoHorpadii 4dY abo Esponeiicbkoi thapmakonei, abo iHwoT
HauioHas1bHOI chapmakonei gepxasmn €C (3miHa y
cneuudikayisix, noB'A3aHa 3i 3MiHamu B JdY, abo
€Bponelicbkiin hapmakonei, abo iHLUI HalioHaNbHIl
thapmakonei gepxasu €C) npusefeHHs cneuudikauii Ad|
Topacewmig y BignoBigHicTb A0 MoHorpadii €® Torasemide
(Ph. Eur. 2132), 30kpema BU1ly4eHO NOKa3HWK «PO3YNHHICTb»,
«BwmicT Bogn» Ta «KinbkicHuii aHanis (BEPX)».
144. | TOPACEMIA- | TabneTku no 5 wmr, TOB "TeBa Ykpaina NNIBA Xopsaris BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/10754/01/01
TEBA no 10 TabneTtok y YkpaiHa" XpBaTcka A4.0.0. 3MiHu 3 sikocTi. CepTudikat BignosigHocTI/lE-cepTudikat peuyenmom

6nicTepi; no 2 a6o 3

BiANoBigHOCTI €Bponelickbkii hapmakonei/MmoHorpadii. 3miHu,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepy B KOpPOOL noB'sA3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BiAMOBIAHICT A0
MoHorpadii dY abo Esponeiicbkoi thapmakonei, abo iHwoi
HauioHasIbHOT chapmakonei gepxasun €C (3MiHa y
cneuudikayisix, noB'A3aHa 3i 3MiHamu B JdY, abo
€Bponelicbkiin hapmakonei, abo iHLUI HalioHaNbHIl
thapmakonei gepxasu €C) npusefeHHs cneundikauii Ad|
Topacewmig y BignoBigHicTb A0 MoHorpadii € Torasemide
(Ph. Eur. 2132), 30kpema BU1ly4eHO NOKa3HWUK «PO3YUHHICTb»,
«BmicT Boamn» Ta «KinbkicHuid aHanis (BEPX)».
145. | TOPCNA® PO34MH A5 iH'EKLN, AT "dapmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/9173/02/01
5 mr/mn; no 2 mn 3MiHK 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabiNbHICTb. peuyenmom
abo 4 mn B amnyni; 3MiHa y TepmiHax npuaaTHoOCTi abo ymoBax 36epiraHHs
no 5 amnyn B nauui rOTOBOrO JliKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
3 KapPTOHY; N0 2 M NpVAATHOCTI FOTOBOTO Nikapcbkoro 3acoby) - [ns Toprosoi
a6o 4 mn B amnyni; yNakoBKK (NigTBEPLAKYETLCA AaHVMM PeasibHOro vacy)
no 5 amnyn B 36iNbLUEHHA TEPMiHY MPUAATHOCTI NikapCbKoro 3acoby 3 2
6nictepi; no 1 pokiB 0 3 pokiB. 3MiHW BHECEHI B IHCTPYKLitO 471 MeANYHOr0
6nicTepy B nauui 3 3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3ain "TepmiH
KapToHY npuaaTtHocTi" BBeAeHHS 3MiH NPOTArom 6-Tm MicsALUiB 3 gatu
3aTBEPAKEHHS.
146. | YNCENAH Tabnetku TOB «YOPNJ, Ykpaina YOPNLA TypeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3mMiHa 3asBHUKA 3a UA/12747/01/01
KMLLKOBOPO3YUHHI, MEANLUNH» MEAOMUWH N3 (MIBIM) (BnacHuka peecTpawiiiHoro noceig4eHHs) (3rigHo peyenmom
no 40 wmr, no 7 INAY CAH. BE Haka3y MO3 Bif 23.07.2015 Ne 460): TepMiH BBEAEHHS 3MiH
Tabnetok y 6nictepi; TIOXK. A.LL. npoTArom 6 micsuiB Nicnsa 3aTBepAKeHHs. 3MiHu | Tuny -

no 2 a6o 4 6nictepu
B KapTOHHiiA
ynakoBLi

AOMiHICTpaTVBHI 3MiHU. BUly4YeHHS BUPOGHWYOT AibHNL
(BKNtOYAOUM AinbHULi ana APl NPOMKHOIO NPOAYKTY abo
rOTOBOrO /1iKaPCbKOro 3acoby, AiNbHUL 415 MPOBEAEHHS
nakyBaHHS, BUPOGHUKA, BifNOBIAAIbHOMO 3a BUMYCK Cepil,
MicLie NpoBeAEHHS KOHTPOIO cepil) abo noctavyanbHUKa
BMXiAHOro Matepiany, peareHTy abo AONOMiXHOT peYOBUHN
(AKWo 3a3HaveHo y focbe) AAMIHICTpaT1BHA 3MiHa Y 3B'A3KY 3
BW/IYYEHHSIM 3aTBEPKEHOro BUpobHuka 13 biochapma Inay
CaH. Be Tigpk. A.LL., TypeuunHa/ Biofarma llac San. ve Tic.
A.S., Turkey, BiANoOBigaIbHOrO 3a BUPOGHMLTBO, BUMYCK CEpil,
npoBeAeHHs1 KOHTPO/IO SKOCTi Cepiii, NePBUHHE Ta BTOPUHHE
nakyBaHHs. 3aNvLWaeTcs anbTepHaTUBHUIA BUPOOHUK, KOTPUI
BWKOHYE BCi (DyHKLUiT, Lo i Bunyyennii (YOPAL MEQNLIMH
INAY CAH. BE TIAXK. A.LW., Typewunna/ WORLD MEDICINE
ILAC SAN. VE TIC. A.S., Turkey). TepmiH BBef,E€HHS 3MiH
NPOTArom 6 MicsLiB nicns 3atBepKeHHs. 3MiHW | Tuny - 3MiHu
wopao 6esneku/edpekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs
ab0 3MiHN [0 y3araslbHEHUX AaHWX NPo cucTemy
thapmakoHarnagy (BBeAeHHs y3arasibHeHUX AaHunx npo
cucTemy hapmakoHarnsgy, 3MiHa ynosHOBaXXeHoi ocobu,
BIANOBIAANLHOI 3a 34iiCHEHH:A hapmakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asBHUka AN 34IACHEHHN
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0c06U, BifNOBiAaIbHOI 3a 3AiCHEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3MiHa
YNOBHOBaXKEHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag. fitoua pegakuis: Mescim lnbkbaxap
LiHuensb / Mrs. Mevsim llkbahar Dincel. MponoHoBaHa
pegaxuis: Myano MNaHHa CTaHicnasiBHa. 3MiHa KOHTAKTHUX
[aHVX YNOBHOBAaXEHOI 0CO6U 3asBHNKa, BigNoBigabHOT 3a
thapmakoHarnsag. 3MiHa MicLsa 34ilACHEHHSI OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy.
3MmiHa MicLe3HaxomkeHHs MacTep-daiina cucremm
chapmakoHarnsgy.
147. | YMKAJIOP® cupon no 100 mn [p. Binbmap HimeuunH Brpo6HMUTBO HimeuunHa BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/6691/02/01
abo no 200 mny LLiBabe Mv6X i a npoaykuii in 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenma
NakoHi 3 MipHUM Ko. KI bulk, nepBuHHe BBefeHHA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cuctemy
KoBnaykom; rno 1 Ta BTOPVHHE thapmakoHarnsgy (BBe4eHHs y3arasibHeHUX AaHnx npo
donakoHy B nakyBaHHs, cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxKeHOT ocobu,
KapTOHHIlA KOpooLi KOHTPO/Ib AKOCTI BiANOBIAA/ILHOI 32 34iiCHEHHA (dapMakoHarnsay; KOHTakTHOT
Ta BUNYyCK cepiit: ocobu 3 hapmakoHarnagy 3asBHvKa Ans 34iICHEHHSA
[Op. Binbmap thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
LLisabe Mv6X i YNOBHOBaXEHOI 0C06U, BiANOBiAAILHOI 32 34iiCHEHHS
Ko. KT, hapmakoHarnsagy (Bkaovaouy KOHTaKTHI AaHi) Ta/abo 3miHn y
HimeuumnHa; po3MilLeHHi MacTep-ghaiina cucteMmu hapmakoHarnsagy) -
MepBuHHE Ta 3MiHa KOHTaKTHOI 0Cco6u 3asiBHMKA, BiANOBIAA/ILHOT 3a
BTOPVHHE thapmakoHarnag B Ykpaini. [itoya pegakuis: BoiTeHko AHTOH
nakysaHHsa: [p. leopriioBuy. MNponoHoBaHa peakuis: byask OnekcaHgpa
Binbmap LUBabe CepriiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
v6X i Ko. KI, 3a8BHMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag, B YkpaiHi
HimeyunHa
148. | YMKAJIOP® TabneTtkn, BKPUTI [p. Binbmap HimeuuunH [Op. Binbmap HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/6691/03/01
nNiBKOBOO LLIBa6e M'm6X i a LLIBabe Mm6X i 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyernma
o6onoHkoto, no 20 Ko. KI Ko. KI BBeaeHHs ab0 3MiHU 10 y3arasibHeHUX AaHWX Npo cucTemy
mr, no 15 TabneTtok chapmakoHarnsgy (BBeeHHS y3araslbHEHUX AaHux Npo
y 6nictepi; no 1 abo cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
2 6nictepu B BiANOBIAANLHOI 32 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
KapTOHHIlA KopooLi 0cobu 3 hapmMakoHarnsay 3asBHuKa ansl 34iliCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
YMOBHOBaXeHOI 0co6U, BiANOBIAaILHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKIYaoUun KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MiLLEHHI MacTep-haiina cucteMu hapmakoHarisgy) -
3MiHa KOHTaKTHOI 0CO6U 3asiBHUKA, BifgnoBigasibHOI 3a
thapmakoHarnsg B Ykpaini. [itoua peaakuis: BoiTeHko AHTOH
leopriioBuy. MNponoHoBaHa peakuis: byask OnekcaHgpa
CepriiBHa. 3MiHa KOHTAKTHUX JaHWX KOHTaKTHOI 0co6u
3asBHYKA, BiANOBiAa/IbHOI 3a hapmMakoHarnsa B YKpaiHi
149. | YHIKNO®EH Kpansii O4Hi, po3unH TOB "YHIMEL, | CnoBaupbk TOB "YHIME[, CnoBaubka BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHW | Tuny - 3a UA/7856/01/01
0,1% no 5 mn a6o PAPMA" a PAPMA" Pecny6nika 3MiHu 3 sKocTi. CepTuddikar signosigHocTI/lE-cepTudikar peyernmom
10 Mn y KoHTelHepi- Pecny6nik BiANOBIAHOCTI €Bponelickkilt thapmakonei/MoHorpadii.
KpanesibHuuj; mo 1 a MogaHHsA HOBOTO abo OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

KOHTEliHepy-
KpanesbHULi B
KapTOHHIlA KOpO6L

abo BunyyeHHs ceptudpikaTta BiANOBIAHOCTI €BpONeCchbkili
thapmakonei: gns A®l; ans BUXiAHOro
marepiany/peareHTy/npomMiXHOro NPoAyKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI AD|; ANns JONOMDKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
dhapmakonei) - OHOBNEeHWIA cepTudikar Big yxe
3aTBEPAKEHOIO BUPOOHUKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI EBponeiickbkiit hapmakonei Ne R1-
CEP 2009-303 - Rev 03 (3arsepmxeHo: R1-CEP 2009-303 -
Rev 02) ana A®| guknodpeHaky HaTpito Bif Bxe
3aTBepaxeHoro Bupo6Hrka OLON S.P.A, ITanis; 3MiHu | Tuny
- 3miHu 3 sKocTi. CepTudikat BignosigHocTi/lE-cepTuddikat
BiANOBIAHOCTI EBponelickbkii hapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOBMEHOTO cepTudikaTa BiANOBIAHOCTI
ab0 BuNyYeHHs cepTudikaTa BignoBigHOCTI €Bponeichbkii
thapmakonei: gna Ad®l; ans BUxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; AN1a JONOMDKHOT
peyoBuHM (cepTudikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOr0 BUPOOHNMKA - NOJAHHS OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI EBponeiickbkiin hapmakonei Ne R1-
CEP 2009-303 - Rev 04 gna A®| auknodpeHaky HaTpito Bif,
BXE 3aTBepakeHoro BupobHuka OLON S.P.A, ITanis

150.

YPCONI3NH

kancynu no 300 mr
no 20 kancyny
6nictepi, no 1
6nictepy y
KapTOHHI KopobLj,
no 25 kancyny
6nicTepi, no 4
6nictepay
KapTOHHI Kopoobui

Maric
dapmacbioTivi
C.p.n.

ITanis

ABL
dapmachioTivi
C.nA.

ITanis

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBanbHuii 3aci6. 3miHa chopmmn abo
pO3Mipy KOHTelHepa Yy 3aKynoploBasIbHOro 3acoby
(NepBUHHOI ynakoBkK) (HeCTepusbHi Nikapcbki 3acobu) — 3miHa
pPO3Mipy NEPBMHHOIO NakyBaHHs (6nicTepa), a came 3miHa
KiflbkoCTi kancyn y 6nictepi. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
FoTOBMIA Nnikapcbkuii 3aci6. KOHTPOsIb rOTOBOTO JliKapCbKOro
3acoby. 3miHa y MeTogax BMNpo6yBaHHsS rOTOBOTO
nikapcbKoro 3acoby (iHwi 3MiHKM y MmeTogax BUnpobyBaHb
(BKNKOYalOUM 3aMiHy abo [ONOBHEHHS)) — 3amiHa MeToay
BMNpobyBaHHA /13 3a nokasHnkoM «CrnopigHEHI peYOBUHU» 3
mMeToay TWX (Esp. ®apm. 2.2.27) Ha meTog BEPX . 3MiHn |
Tuny - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
roTOBOrO /liKapCbKoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOrO MiKApCbKOro 3acoby (iHLWi 3MiHN Yy
MeToAax BUNpobyBaHb (BKIOYaUM 3aMiHy ab0o JONOBHEHHS))
— 3MiHN y 3aTBEPXEHOMY METOZji BUNnpobysaHHs N3 3a
NokasHUKOM «KinbKiCHe BU3HaYeHHS ypCoAe30KCMX0oneBoi
kucnotu» (BEPX). 3miHu | Tuny - 3miHu 3 sikocTi. FoToBWMiA
nikapcbknii 3aci6. Onuc Ta cknag. 3miHa y cknagi (40noMiKHNX
peyvoBMHax) roTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHW)
OHOBNEHHSA nigpo3ainy 3.2.P.1. Onuc Ta cknag /13, y 3B'A3Ky i3
OHOBJ/IEHHAIM CK/1afly AONOMIKHUX PEYOBUH. 3MiHM | Tuny -

3a
peyenmom

UA/8078/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
3MmiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Onvc Ta cknag.

3MiHa y cknagi (4ONOMDKHUX pevyoBUHAX) roTOBOrO JiKapCbKoro
3ac006y (iHLWi AONOMDKHI peYOBUHYM) - 3aMiHa OAHIEl
[OMNOMDKHOI PEYOBWHW Ha iHLLY 3 TUMW camyrmMu
OyHKLIOHATBHMU XapakTepucTkamm Ta Ha TOMy caMmoMy
piBHI — 3MiHW y cknagi /13: gogasaHHs Sodium Starch
glyconate, 3amiHa Precipitated silica Ha Anhydrous colloidal
silica, Ha ToMy camoMy piBHi. B iHCTPyKUit0 4151 MeAUYHOTO
3acTocyBaHHSA NikapcbKoro 3acoby y po3gin «Cknag»
(monomixHi peyoBuHM). 3MiHK | TUMy - 3MiHK 3 AKkoCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa po3mipy cepil
(BKMKOYAOUM Ajana3oH po3Mipy cepii) roToBOro NikapcbKoro
3aco0y (36inbweHHsA fo 10 pasisB NOPiBHSAHO i3 3aTBEPAKEHNM
po3Mipom) — 36inbLUeHHsA po3mipy cepil 13: 3aTBepaxeHo: The
authorized batch size are 100 000 and 183 333 capsules
3anponoHoBaHo: The authorized batch sizes is 400 000
capsules. 3MiHu | TUNY - 3MiHK 3 SIKOCTi. [OTOBWIA NikapcbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/IO SAKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo foAaBaHHSA BUPOGHMKA, L0
BignoBigae 3a BBe3eHHA Ta/abo BMNycK cepii) - Bkaovaroum
KOHTPO/b/BMNPOGYBaHHSA cepii. 3amiHa BUPOGHNKa,
BifNOBiga/IbHOro 3a KOHTPO/b Ta BUNYycK cepii /13:
3arBepmkeHo: Mitim C.p.n./Mitim S.r.l. Bia Kauamani, 34-38 —
25125 Bpewwa, ITanis/Via Cacciamali, 34-38 — 25125 Brescia,
Italy. 3anponoHoBaHo: ABL, ®apmacbtoTivi C.n.A./ABC
Farmaceutici S.p.A. Bia KaHToHe MopeTTi 29, IBpea, 10015,
ITanis/Via Cantone Moretti 29, Ivrea, 10015, Italy. 3miHn | Tuny
- 3MiHK 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3MiHM y
BMPOOHULTBI. 3amiHa abo BBEAEHHS [,0AaTKOBOI AiNbHUL
BMPOGHMLITBA [/151 HACTWHM ab0 BCbOro BUPOBGHMYOrO npoLiecy
roTOBOrO NiKapCcbKoro 3acoby (A4inbHULA 415 NEPBUHHOIO
nakyBaHHs) — 3aMiHa BUPO6HMKa, BiAMNoBiga/IbHOrO 3a
nepBuHHe nakyBaHHSA J13: 3aTBepmkeHo: Mitim C.p.1./Mitim
S.r.l. Bia Kavamani, 34-38 — 25125 Bpeluua, Itanis/Via
Cacciamali, 34-38 — 25125 Brescia, Italy. 3anponoHosaHo:
ABL| ®apmacbtoTivi C.n.A./ABC Farmaceutici S.p.A. Bia
KaHToHe MoperTTi 29, IBpea, 10015, Itanis/Via Cantone Moretti
29, Ivrea, 10015, Italy. 3miHu | TNy - 3miHK 3 AKoCTi. FOTOBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPO6GHMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOT AiNbHUL BUPOBHMLTBA A1 YACTUHU ab0 BCbOro
BMPOBHMYOro NpoLEeCy rOTOBOrO JiKapCbKOro 3acoby
(BiNbHMUSA 4NS BTOPMHHOTO MakyBaHHS) 3amiHa BUPOOHNMKa,
BiiNOBiAa/IbHOTO 3a BTOPVHHE NakyBaHHA J13: 3aTBepAXeHo:
Mitim C.p.n./Mitim S.r.l. Bia Kavamani, 34-38 — 25125
Bpewwa, ITanis/Via Cacciamali, 34-38 — 25125 Brescia, Italy.
3anponoHoBaHo: ABL, ®apmacstoTivi C.n.A./ABC Farmaceutici
S.p.A. Bia KaHToHe MopeTTi 29, IBpea, 10015, ITanis/Via
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

Cantone Moretti 29, Ivrea, 10015, Italy. 3miHn | Tuny - 3miHn 3
sKocTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHMLITBI.
3amiHa abo BBefeHHA [0AaTKOBOI AiNbHULi BUPOOHULTBA ANA
4acTuHK abo BCbOrO BUPOGHNYOro NPoLECY roToBOro
nikapcbKoro 3acoby (AiNbHULS, Ha sKili NpoBOAATLCA OyAb-SKi
BUPOGHWYI cTagii, 38 BUHATKOM BUMYCKY Cepiii, KOHTPOJIIO
AKOCTi, NEPBVMHHOIO Ta BTOPUHHOTO NakyBaHHA, 415
HeCTepW/IbHUX JliKapcbknx 3acobiB) 3amMiHa BUPOGHMKa,
BiANOBIAA/ILHOrO 3a BUPOGHMLTBO Hepo3acoBaHO! NPOAYKL;i:
3arBepmkeHo: Mitim C.p.n./Mitim S.r.l. Bia Kauamani, 34-38 —
25125 Bpewwma, ITanis/Via Cacciamali, 34-38 — 25125 Brescia,
Italy. 3anponoHoBaHo: ABL, ®apmacbtoTivi C.n.A./ABC
Farmaceutici S.p.A. Bia KaHToHe MopeTTi 29, IBpea, 10015,
ITania/Via Cantone Moretti 29, Ivrea, 10015, Italy. 3miHu | Tuny
- 3MiHu 3 skocTi. APl KoHTponb AdI. 3miHa y napameTpax
cneumdikauii Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
cneumgikauisix Ha A®I, abo BMXigHWIA/NPOMKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLEC
BMPOG6HMLTBA AD| (qogaBaHHS abo 3amiHa (3a BUHATKOM
aKTMBHOI pevoBUHU 6i0N0rivYHOro abo iMyHOOrYHOro
NOXOKEHHS) NapameTpa cneuudikauii 3 BiANOBIAHUM
MeTOoA0M BUNPOBYBaHHSA 3a pesynbTaramm AOCiHKeHb 3
6e3nekn abo AKocTi) 3MiHa BUMor cneuudikauii APl 3a
nokasHukom «Particle size Distribution» (MeTog nasepHoi
Andppaxuii). 3miHu | Trny - 3miHn Wwoao 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHun) 3amiHa po3sginy «IpadiyHe
300paxeHHs ynakoBku» Ha po3fin «MapkyBaHHs. BignosigHo
[0 3aTBEPAXKEHOro TEKCTY MapKyBaHHs» MKHA /13, BHeceHi B
TEKCT MapKyBaHHS YNakoBKv Nikapcbkoro 3acoby, a came
BHECEHHS iHhopMauii LLOA0 3a3HaYEHHS OAVNHULb
BMMIiptOBaHHA y cuctemi Sl. 3minu | Tuny - AgMiHicTpaTuBHi
3MiHW. BunyyeHHs BUPOOHUYOT AiNbHULI (BKIOYAKOUN AiNTbHUL
ana A®l, npoMiXXHOro NpoAyKTy abo roToBOro /ikapcbkoro
3aco6y, AiNbHULI 4718 NPOBEAEHHS NaKyBaHHS, BUPOOHNKa,
BiANOBIAA/IbHOrO 3a BUMYCK CEPIii, MiCLie NPOBeAEHHS
KOHTPO/IO cepii) abo noctayanbHVKa BUXIGHOTO matepiasny,
peareHTy abo AOMOMIKHOT PEYOBMHY (SIKLLO 3a3HAYEHO Y
[0CbE) BUTYYEHHS a/lbTePHATUBHOIO BUPOGHMKa AdI
ERREGIERRE S.p.A Via F. Baracca, 19. 24060 San Paolo d'
Argon, 3a HasiBHOCTi BUpo6HuKa ICE S.p.A., ITanis. 3miHum |
TMny - 3MiHK 3 AkocTi. CepTudpikat BignosigHOCTI/TE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHA HOBOro a6o OHOBIEHOTO
cepTucpikaTa BiANOBIAHOCTI a60 BUYyYEHHS cepTudikaTa
BifNOBigHOCTI E€Bponelickkili hapmakonei: ana Adl; ons
BUXIiQHOr0 Marepiany/peareHTy/MpoMiKHOro NPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI A®I; Ans AONOMIKHOT
pevoBUHM (cepTudikaT BiANOBIAHOCTI EBpoNeichbkili
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
thapmakonei) - OHOBMIEHUIA cepTuddikaT Bif yxe
3aTBepXeHoro BUpo6Hvika. NogaHHa oHosrieHoro CEP Ha
A®I Big 3aTBEpMKEHOrO BUpO6HUKaA ICE S.p.A., ITania — R1-
CEP 2005-198-Rev 04 (nonepegHs Bepcis RO-CEP 2005-198-
Rev 03). 3miHu | TNy - 3MiHK Woa0 6e3neku/edpekTMBHOCTI Ta
hapmakoHarnagy. BunyyeHnHs (cuna gii) - BunyyYeHHs cunu gii
150 wmr.
151. | ®ABIMIPABIP | nopoLuok TOB HB® YkpaiHa XoHop /1ab IHais BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - - UA/18652/01/01
(cybeTaHuis) y "MIKPOXIM" Nimiteq AgaMiHicTpaTuBHi 3MiHN. 3MiHa HallMeHyBaHHs Ta/abo agpecu
nonieTuIeHoBmX 3asBHMKa (BNacHVKa peecTpauiiHoro noceigYeHHs) - 3miHa
nakeTtax gns afpecu 3asBHUKa
thapmaueBTUYHOro
3aCTOCYBaHHS
152. | ®EPUHXXEKT | po3uuH ans iH'ekuiii Bichop LLieiiuapi BMPOBOHULITBO HimeyunHa/ BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/13356/01/01
® Ta iHdysiii, 50 (IHTepHewwHn) A Hepo3dacoBaHo LLisefiuapis AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOGHUYOI AinbHUL peyenmom
mr/mn, no 2 mn abo IHK. T npoaykui, (BrIrovaroum AinbHuui ana A®l, npoMixXHOro NpoaykTy abo
no 10 mn y donakoHi; nepBuHHa Ta roTOBOrO NikapCbKOro 3acoby, AiNbHULI 4715 NPOBEAEHHS
no 1 a6o 5 dnakoHis BTOPVHHA nakyBaHHs, BUPO6HWKa, BigNoBifaibHOr0O 3a BUMYCK Cepil,
Y KapTOHHiIli kopobui ynakoBka, MicLie NpoBeAEHHS KOHTPOJIO cepil) abo nocTayasibHrKa
BMNPO6YBaHHA BUXIAHOIO MaTepiasny, peareHTy abo AOMNOMIDKHOI pe4OBUHM
KOHTPO/O AKOCTI (AKLLO 3a3HaYEeHO Y A0CbE) BunyyeHHss BUPOGHMYOI AinbHNL
(cTepunbHICTb): [N roToBOro nikapcbkoro 3acoby BINCO Mv6X, HimeuuunHa,
IAT Bionorika BiANOBIAA/ILHOT 32 BUPOOHULITBO HEpo3hacoBaHO! NpoayKLii,
v6X, nepBrHHA Ta BTOPVHHA ynakoBka. 3MiHu | Tuny - 3MiHu 3
HimeuyunHa sKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHMLITBI.
BTOPVHHA 3MiHa iMnopTepa/3miHu, L0 CTOCYOTLCS BUNYCKY cepii Ta
yrnakoBKa: KOHTPO/H0 SIKOCTi FOTOBOrO MiKapCbKoro 3acoby (3amiHa abo
BANIJA, [0[aBaHHs AiNbHUL, Ha SKilA 34iRCHIOETLCA
LLiseiiuapis KOHTPONb/BUNPOBYBaHHSA cepii) JoaaBaHHs hyHKLT
BTOPUHHA BMNPOOGYBaHHSI KOHTPOO SIKOCTi (CTEPUIIBHICTL) 40 BXE
yNakoBKa, 3aTBepaxeHoro BupobHuka IAT Bionorika MTM6X, HimeuunHa,
[03BiN Ha BiANoBiAa/IbHOro 3a BUPOGHULITBO Hepo3dhacoBaHO! NPOAYKLi,
BWMNYCK Cepil, nepBrHHA Ta BTOPVHHA ynakoBka. 3MiHu | Tuny - 3MiHu 3
BMNPOGYBaHHSA sKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHMLITBI.
KOHTPO/O SIKOCTI 3MiHa iMnopTepa/3miHu, L0 CTOCYOTLCS BUNYCKY cepii Ta
(3a BUHATKOM KOHTPOJHO0 SIKOCTi TOTOBOrO MiKapCbKoro 3acoby (3amiHa abo
CTepW/IbHOCTI): [0[aBaHHs AiNbHUL, Ha SKilA 34iRCHIOETLCA
Bidhop KOHTPONb/BUNPOBYBaHHSA cepii) JoaaBaHHs hyHKLT
(IHTepHeLwHn) BMNPOGYBaHHSA KOHTPO/IO AKOCTI (38 BUHATKOM CTEPUSIbHOCTI)
IHK., LWBeiiLapis [0 BXe 3aTBep/pKeHoro BUpo6Hyvka Bichop (IHTepHewwHn) IHK.,
Lseiiuapis (Vifor (International) Inc., Switzerland)
BiANOBIAA/IbHOrO 3a BTOPMHHA YNakoBKa, A03Bi/1 HA BUMYCK
cepii.
153. | ®IHFONIMOJ, | kancynu no 0,5 wmr; Mictpan AHrnis Brpo6HMUTBO, Yunil BHECEHHS 3MiH 10 peecTpaLiiHnx maTepianis: 3mMiHu | Tuny - 3a UA/17846/01/01
-BICTA no 7 kancyny Kenitan nepByrHHE, IcnaHisi/ 3MiHn 3 sikocTi. CepTudikat BignosigHocTI/l E-cepTudikat peuyenmom
6nicTepi, no 4 MeHeKMeHT BTOPVHHE Yecbka BiANoBigHOCTI EBponeiicbkil hapmakonei/MoHorpadii.
6nictepu B Nimiten nakyBaHHs, Pecny6nika MopaaHHA HoBOro abo oHoBMEHOro cepTudpikaTa BiANOBIAHOCTI

KapPTOHHI KOpooOLii

KOHTPOJ1b SAKOCTI:

ab0 BUyYEHHs cepTudiikaTta BignoBigHOCTI EBpONEchKii




103
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3acoby yrnakoska) nocsi0O4YeHHs1
CiHTOH Yuni thapmakonei: gna Ad®l; ana BuxigHoro
Ntpa., Yuni; mMatepiany/peareHTy/NPoOMbKHOIo NPOAYKTY, WO
[MepBuHHe, BMKOPUCTOBYHOTbCS Y BUPOOHULTBI AD|; AN1a JONOMKHOT
BTOPUHHE peyoBuHM (CepTudikaTt BiANOBIGHOCTI EBpONechbkili
nakyBaHHs, thapmakonei) - HoBuiA cepTudpikat Bif BXe 3aTBEpIXEHOro
KOHTPOb AKOCTI, BMPOOHUKA - NOJaHHS HOBOrO cepTudikarta BifnoBigHOCTI
BWMNYCK Cepil: €sponelicbkin hapmakonei Ne RO-CEP 2020-220 - Rev 00
CiHTOH XicnaHis, ans pitovol pevosrHK Fingolimod hydrochloride Big Bxe
C.J1., IcnaHis; 3aTBepxeHoro supobHnka SYNTHON BV
KoHTponb skocTi
Pi3MKO XiMiYHWIA:
KBiHTa -
AHaniTika c.p.o.,
Yecbka
Pecny6nika
154. | ®JIEMOKCWUH | Tabnetku, Wwo YEMIADAPM HimeuuunH BCi cTagii HigepnaHvgn BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/4379/01/01
CO/NIOTAB® aucnepryoTbes no ApuHaiimiTTen a BUPOGHMLTBA, / 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsgy (iHwi peuyenmom
125 mrno 5 b M'M6X nepBuHHE Ta ITanisa 3MiHV) OHOBMIEHHS TEKCTY MapKyBaHHS NEPBUHHOI Ta
Tabnetok y 6nictepi; BTOPUHHE BTOPUHHOI yMakoBKM Nikapcbkoro 3acoby y n. 6 ta 17 IHLLUE,
no 4 6nictepu y nakyBaHHs, BiANoBIAHO.
KapTOHHI KOpoobLyi KOHTPO/Ib SAKOCTi
Ta BUNyCK cepii:
AcTtennac
dapma HOpon
B.B.,
HigepnaHamn
BCi cTagil
BMPOGHMLITBA,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
Ta BUNycK cepii:
XaynT ®apma
Nartina C.P.N,
ITanis
155. | ®JIEMOKCWUH | Tabnetku, Lo UEMNADAPM HimeyunH BCi cTagii HigepnaHnan BHECEHHS 3MiH [JO peecTpavjiiiHux maTepianis: 3miHu | Tuny - 3a UA/4379/01/02
CO/NMIOTAB® aucnepryoTbes no ApuHaiimitTen a BUPOBHMLTBA, / 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsgy (iHwi peuyenmom
250 mrno 5 b M'M6X nepBuHHE Ta ITanisa 3MiHV) OHOB/IEHHS TEKCTY MapKyBaHHS NEPBUHHOI Ta
Tabnetok y 6nictepi; BTOPUHHE BTOPUHHOI yMakoBKM NikapcbKkoro 3acoby y n. 6 ta 17 IHLLUE,
no 4 6nictepu y nakyBaHHs, BiANOBIAHO.

KapTOHHI KopoobLi

KOHTPO/b SKOCTI
Ta BUNYCK cepil:
AcTtennac
Papma HOpon
B.B.,
HigepnaHnamn
BCi cTagil
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

BMPOGHMLTBA,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
Ta BUNycK cepii:
Xaynt ®apma
Nartina C.P.N,
ITanis

156.

®/IEMOKCUH
CO/NMIOTAB®

TabneTtku, Wo
[AMcnepryoTbes Mo
500 mr no 5
Tabnetok y 6nictepi;
no 4 6nictepu y
KapTOHHI Kopoobui

YEMNADAPM
ApuHaiimiTTen
b M'M6X

HimeuumnH
a

BCi cTagii
BUPOGHMLTBA,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
Ta BUNyCK cepii:
AcTtennac
dapma HOpon
B.B,,
HigepnaHamn
BCi cTagil
BMPOGHMLITBA,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
Ta BUNycK cepii:
XaynT ®apma
Nartina C.P.N,
ITanis

HigepnaHvgn
/

ITanis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edpekTUBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHV) OHOBMIEHHS TEKCTY MapKyBaHHS NEPBUHHOI Ta
BTOPUHHOT yMakoBKM Nikapcbkoro 3acoby y n. 6 ta 17 IHLLUE,
BiANOBIAHO.

3a
peyenmom

UA/4379/01/03

157.

®/IEMOKCUH
CO/NIOTAB®

TabneTtku, Wo
[AncnepryoTbes Mo
1000 mrno 5
Tabnetok y 6nictepi;
no 4 6nictepu y
KapTOHHI KopoobLi

YEMNTADAPM
ApuHaiimitTen
b M'M6X

HimeyunH
a

BCi cTagii
BUPOBHMLTBA,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI
Ta BUNYCK cepil:
AcTtennac
Papma HOpon
B.B.,
HigepnaHnamn
BCi cTagil
BMPOGHMLITBA,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
Ta BMUNyCK cepii:

HigepnaHnan
/

ITanis

BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edpekTUBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHV) OHOBMIEHHS TEKCTY MapKyBaHHS NEPBUHHOI Ta
BTOPUHHOI yNakoBKM NikapcbKkoro 3acoby y n. 6 ta 17 IHLLUE,
BiANOBIAHO.

3a
peyenmom

UA/4379/01/04
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3acoby yrnakoska) nocsi0O4YeHHs1
Xaynt ®apma
Nartina C.P.N,
ITanisa
158. | ®/IIKCOHA3 cnpeii Ha3asTbHUIA, nakcoCmiTKn Benuka nakco Icnanis/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/8702/01/01
E BOAHWIA, [,O30BaHUIA, SANH BpuTaHis Bennkom C.A., ITania/ 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay. peyenma
50 mKr/go3sy; no 60 KoHcbtomep Icnanis Benuka BeeaeHHs ab0 3MiHU [0 y3arasibHEHNX AaHuX Npo cucTemy
[03y dhnnakoHi; no 1 Xenckep (FOK) (BUpOGHMLTBO, BpuTaHis thapmakoHarnsgy (BBeAEHHS y3arasibHeHUX AaHuxX npo
donakoHy 3 TpeigiHr KOHTPO/b SKOCTI, cucTemy hapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,
[03ylounm Nimiten BMNYCK Cepii, BIANOBIAA/LHOI 32 34iiCHEHHA hapmakoHarnsaay; KOHTakTHOT
NPVCTPOEM B nepBuHHe Ta ocobu 3 hapmakoHarnsgy 3asBHUKa AN 34IMCHEHHN
KapTOHHIlA KOpooLi BTOPVHHE thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHa Bif,
nakyeaHHs); CIT YNOBHOBaXEHOI 0c06U, BifNOBIAaIbHOI 3a 34iCHEHHSA
C.P.N., Itanis hapmakoHarnsgy (Bkovalouy KOHTaKTHI AaHi) Ta/abo 3miHu y
(BTOpPUHHE PO3MiLLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3miHa
nakyBaHHs); YMOBHOBaXEHOT 0CO6M 3a8BHMKA, BifAMNOBIiga/IbHOI 3a
CnpiHrgbio thapmakoHarnsag,.
NimiTen, Benvka [itova pepakuis: Dr. Jens-Ulrich Stegmann, MD.
BputaHis MponoHoBaHa pegakuis: John Poustie. 3MiHa KOHTaKTHUX
(BTOPUHHE [aHVX YNOBHOBAaXEHOI 0CO6U 3asBHNKa, BigNoBiganbHOT 3a
nakyBaHHs) thapmakoHarnag. 3mMmiHa KOHTaKTHOT 0CObM 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnisg B Ykpaii.
[itoua pepakuis: SlanumHebka IHHa IropiBHa. MponoHoBaHa
pepakuis: Kupwnisa ManuHa MeopriiBHa. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOI 0Cco6u 3asiBHMKA, BiANOBIAA/IbHOT 3a
thapmakoHarnag B YkpaiHi. 3mMiHa MicLie3Haxo4KeHHs1 MacTep-
(paiina cuctemu chapmakoHarnsay Ta oro Homepa. 3MmiHa
MicLS 34iiCHEHHS OCHOBHOI AiiIbHOCTI 3 hapmakoHarnsgy.
159. | ®/IIOKONA®- | TabneTku no 4 Habpoc IHais Habpoc ®apma IHais BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - Ne 4; Ne 12 UA/6266/01/01
N TabneTtkn y cTpuni, dapwma lBT. MeT. N14. 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPOb FOTOBOrO — 6e3
no 1 ctpuny B nra. nikapcbKkoro 3acoby. 3miHa napameTpis cneuudikauin Ta/abo peuyenma,
naneposomy L0NyCTUMKUX MEX FOTOBOTO J1iKapCbKoro 3acoby (BUTy4eHHs Ne 200 — 3a
KoHBepTi; no 4 He3Ha4yHOro nokasHuka (Hanpukiag 3acTapinoro NokasHuka, peyenmom
Tabnetkun y cTpuni, TaKoro sk 3anax Ta cMak, abo igeHTudikauis 6apBHUKIB un
no 3 cTpunuy CMakKoBUX 06aB0OK)) BUYyYEHHS 3i cneuudikaLlii rotToBoro
KapTOHHI KopobLyj; nNikapcbKoro 3acoby NokasHukiB: «CTUpaHHICTb»; «CTiliKicTb A0
no 4 Tabnetkm y PO34aB/IOBaHHA»; «TOBLUHA TaBMETKU».
cTpuni, no 1 ctpuny
B ManepoBomMy
KOHBepTi, no 50
KOHBepTIB Yy
KapTOHHI KopooLi
160. | XEMINOP PO34MH O1s1 pOTOBOI AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiiB: 3MiHu | TNy - 6e3 UA/10910/02/01
NOPOXHUHU, no 100 3MiHM 3 aKocTi. A®l. KoHTponb A®I (iHWi 3MiHW) - BunyyeHHs peyenma

My chnakoHi; no 1
donakoHy y nauui 3
KapTOHY

MOBHOrO BUKNaAy NPOBEAEHHA METOAMKM 3a M.
«MikpobiosioriyHa YmcToTa» Ta BHECEHO MOCUIaHHS A0
nirovoro BugaHHA EP ana A®l Xoniny caniumnat 80%

«Siegfried Evionnaz SA», LLefiuapis; 3mMiHn | Tuny - 3MiHun 3

AKOCTi. A®Il. KoHTposib A®I. 3MiHa y napameTpax
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3acoby yrnakoska) nocsi0O4YeHHs1

cneumdikauii Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
cneumgikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLEC
BMPO6HMLTBA ADI (iHLWi 3MiHK) - BunyyeHo sikicHy peakuito 3
BUMoOTr p. lgeHTudpikauis ana A®l Xonivy caniumnat 80%
«Siegfried Evionnaz SA», LLBeiiuapisa (HasBHUIA TECT WOA0
BM3Ha4eHHs |Y cnekTpy Ta skicHa peakuis); 3miHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax
cneumdikauiii Ta/abo fONYCTUMUX MEX, BUSHAYEHNX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLECI
BMpO6HMLTBA AP| (ONOBHEHHS cneundikauii HOBUM
NMOKa3HWKOM SIKOCTi Ta BiANOBIAHUM METOA0M BMNPOOYBaHHS) -
[lonoBHeHHs cneumdikalii HOBUM NOKA3HUKOM «
KonboposicTe» ana A®I Xoniny caniyunat 80% «Siegfried
Evionnaz SA», LLiseliuapist; 3miHn | Tuny - 3miHu 3 sikocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax crneumdikauiii Ta/abo
[ONyCTUMUX MEX, BU3HaUYeHnX y creuudikalisx Ha Ad®l, abo
BMXigHWIA/NPOMDKHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTHCS
y npoueci Bupo6HuuTBa A®I (BUNYyYEHHA HE3HAYHOro
nokKasHvKa SIKoCTi (Hanpukiag, BUTyYeHHs 3actapifioro
nokasHuka)) - BunyyeHo n. «Baxki meTanu» 3i cneumdikaii Ha
A®| XoniHy caniumnat 80% «Siegfried Evionnaz SA»,
Lseliuapis; 3MiHW | TUNY - 3MiHK 3 AKocTi. API. KoHTponb AdI.
3miHa y meTogax BunpobysaHHA APl abo BuxigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuLUTBa AP| (HE3HAYHI
3MiHM y 3aTBEPAKEHNX METoax BUNPO6yBaHHS) - 3MiHU B
mMeToaax koHTpons ana A®l «Siegfried Evionnaz SA»,
LLBeliLapia 3a NokasHUKOM «TpUMeTUIaMIH», a came
OHOBJIEHO METOAUKY BU3HAYEHHS MOKa3HMKa «TpumeTniamiH»
y BiANOBIAHOCTI A0 aKkTyanizoBaHol aHaNiTUYHOT METOAUKN
BMpo6HMKa API; 3MiHN | TUNY - 3MiHK 3 aKocTi. AdI.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepiogy 36epiraHHA abo ymoB 36epiraHHs Ad|
(3a BiACYTHOCTI y 3aTBEPAKEHOMY [OCbE cepTudikara
BiANOBIAHOCTI €Bponeiichbkili hapmakonei, LWo BKIoYaE nepiog,
NOBTOPHOrO BMNpPo6yBaHHS) (Nepios NOBTOPHOrO
BMNpobyBaHHsA/nepios 36epiraHHs) - 36iNbLUEHHA abo
BBE/JEHHS Nepioay NOBTOPHOrO BUMPOOyBaHHs/Nepiogy
36epiraHHA Ha OCHOBI pe3ynbTaTiB AOCNiKEHb Y peaslbHOMY
yaci - MNMpoBeAeHHs foCNifpKEHHS CTabinbHOCTI cybCcTaHujil
BignosigHo Ao HactaHosu ICH Q1A (R2) «Stability testing of
new drug substances and drug products», B TOMy yucni
36i/bLUEHO Mepiog peTecTyBaHHsA 3 36 MicALiB A0 48 micAuis
ana A®l XnopbyTtaHon remirigpat BupobHuka «JSC
Olainfarm»», Natsis; 3MiHu 1l TUNY - 3MiHKU 3 AKOCTi. AP, (iHLLi
3MiHW) - OHoBeHHs Bepcii AM® ans APl XoniHy caniumnar
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3acoby yrnakoska) nocsi0O4YeHHs1
80% «Siegfried Evionnaz SA», LLIBeliLapis (3aTBepmXEHO:
DMF Basf Pharma (Evionnaz) SA/ Choline salicylate 80%
version 2012-10-15, 3anponoHoaHo: DMF Siegfried/ Choline
salicylate 80% version 0001/2021-10-07)
161. | XEMINOP cnpeii a4ns poToBoi AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 6e3 UA/10910/01/01
3MmiHu 3 aKocTi. APl KoHTposib API (iHWi 3MiHW). BunyyeHHs peyenma

NMOPOXHUHWU, no 20
M abo no 50 mny
donakoHi; no 1
thnakoHy y nauuj 3
KapTOHY

MOBHOrO BUK/ay NPOBEAEHHA METOANKM 3a N.
«Mikpo6iosioriyHa YncToTa» Ta BHECEHO NOCWU/IAaHHS [0
aitoyoro BuaaHHa EP ana A®l Xoniny caniyunat 80%
«Siegfried Evionnaz SA», LLiseliyapis. 3miHu | Tuny - 3mMiHn 3
AKoCTi. A®I. KoHTponb A®L. 3MiHa y napameTpax
cneundikauii Ta/abo AONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYTLCA Y NPOLECI
BMPO6HMLTBA AP (iHLI 3MiHN).

BunyueHo sikicHy peakLito 3 BUMOr p. |geHTudpikauis ana Adl
XoniHy caniumnat 80% «Siegfried Evionnaz SA», LLBeliyapis
(HasiBHWIA TeCT WoA0 BrU3HaYeHHs |Y cnekTpy Ta skicHa
peakuis). 3miHu | Trny - 3miHu 3 akocTi. A®l. KoHTposib AdI.
3MiHa y napameTpax cneyudikaii Ta/abo AONyCTUMUX MEX,
BM3HAYeHuX y cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTHCSA
y npoueci Bupo6HuLTBa A®I (4ONOBHEHHS cneumdikawi
HOBVIM MOKa3HWKOM SKOCTi Ta BifNOBIAHUM METOA0M
BMNPOGYBaHHS). [JonoBHeHHS cneundikauii HOBUM
NoKasHNKOM « KonboposicTb» ans APl Xoniny caniuunat 80%
«Siegfried Evionnaz SA», LLiseliuapis. 3miHu | Tuny - 3MiHn 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
cneumdikaLii Ta/abo AONYCTUMUX MEX, BU3HAUYEHUX Y
cneumnagikauisx Ha A®Il, abo BUXigHWIA/MPOMDKHWI
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECi
BUPOGHMLTBA AD| (BUTyHYEHHA HE3HAYHOIO NOKa3HUKa AKOCTI
(Hanpvknag BUNyYeHHs 3acTapisioro nokasHvka)). BunyyeHo
n.«Baxki meTann» 3i cneundikauii Ha A®| XoniHy caniumnar
80% «Siegfried Evionnaz SA», LLiseiiuapisi. 3miHu | Trny -
3MiHuM 3 sKocTi. A®Il. KoHTponb AdI. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BUXiAHOro MaTepiasty/mnpoMiKHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPMKEHNX METoax
BMNPOGYBaHHS). 3MiHN B MeToAax KoHTpons ans Ad|
«Siegfried Evionnaz SA», LLIBeliLapis 3a NOKa3HUKOM
«TpuMeTuiamiH», a caMe OHOB/IEHO METOAVKY BU3HAYEHHS
nokasHuka «TpruMeTuaIamiH» y BiANoBiAHOCTI f0
akTyasizoBaHol aHaNiTUYHOI MeToANKM BUPOOHUKA ADI. 3MiHU
| TMny - 3miHK 3 AkocTi. API. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BMNPOGYBaHb/nepiogy 36epiraHHa abo yMoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpAXEHOMY A0ChE
cepTucpikaTa BiANOBIAHOCTI EBpoNeiichbki hapmakonei, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BK/IHOUAE Nepiof, MOBTOPHOrO BUNPOGYBaHHS) (Mepiog,
NOBTOPHOro BMNpobyBaHHA/Nepios 36epiraHHs) - 36ibLLEHHS
abo BBeieHHA nepiogy NOBTOPHOro BUNPo6yBaHHs/nepioay
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOCIIKEHb Y PeasTbHOMY
yaci. NMpoBeaeHHs AoCNigpKeHHS CTabisIbHOCTi cyoCcTaHLji
BignosiaHo no HactaHosn ICH Q1A (R2) «Stability testing of
new drug substances and drug products», B TOMy uunchi
36iNbLUEHO Nepiog peTecTyBaHHsA 3 36 MicauiB A0 48 micsuis
ana A®| XnopbytaHon remirigpat BupobHuka «JSC
Olainfarm», Mlatgis. 3miHu Il TMNY - 3MiHK 3 AkocTi. ADI. (iHLWi
3MiHK). OHOBNEHHSA Bepcii AM® ana Ad®| XoniHy caniumnat
80% «Siegfried Evionnaz SA», LLBeliuapisa (3aTBepAXeEHO:
DMF Basf Pharma (Evionnaz) SA/ Choline salicylate 80%
version 2012-10-15, 3anponoHoBaHo: DMF Siegfried/ Choline
salicylate 80% / version 0001/2021-10-07)
162. | LETPUIEB TabneTku, BKpUTI €BPO IHais oAC NimiTepq, IHais BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/9079/01/01
NNiBKOBOIO NANDKEP 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta dhapmakoHarnsaay. peuyenma
060/10HKOI0, N0 5 Mr MPAVBIT 3MiHW Y KOPOTKiil XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
no 10 Tabnetok y NIMITEL MapKyBaHHS Ta IHCTPYKU|ii AN MEAMNYHOrO 3aCTOCYBaHHS
6nictepi; no 1, no 3 reHepUYHMX/ribpUaAHNX/6ioNoAI6HMX NiKapCbkMX 3ac06iB nicns
abo no 10 6nictepis BHECEHHS Ti€l caMoi 3MiHW Ha pedhepeHTHUIA npenapart (3MiHa
Y KapTOHHIli kopobLi He NoTpebye HaJaHHS XOAHMX HOBUX AOAATKOBUX AaHMWX).
3MiHM BHECEHO [0 IHCTPYKLIT 415 MEAUYHOrO 3aCTOCYBaHHS
niKapcbKoro 3acoby y po3ginu: "MpoTnnokasaHHsa",
"3acTocyBaHHs y nepioA BariTHOCTi abo rofyBaHHs rpyaar”,
"3[aTHICTb BNAMBATU Ha LWUBUAKICTL peakLii Npy KepyBaHHi
aBTOTPaAHCNOPTOM abo iHWUMK MexaHismamu”, "Cnocio
3acTocyBaHHs Ta go3n", "Mepego3yBaHHs", "MobiuHI peakwyii™
3riHO 3 iHGhopmaLieto WoA0 MeaNyYHOro 3acToCyBaHHS
pedoepeHTHOro nikapcbkoro 3acoby (Xyzal, 5 mg film-coated
tablets) BBeeHHS 3MiH NpoTArom 6-Tu MicAUiB 3 gatu
3aTBEPAKEHHS.
163. | LETPOTIA® MOPOLLOK Ta Apec TpeligiHr | LUseiiuapi BMPOBHUK HimeuunHa/ BHECEHHS 3MiH 40 peecTpavliitHux maTepiasis: 3MiHu | Tuny - 3a UA/4898/01/01
0,25 MI PO3YMHHUK AN C.A. A Hepo3gacoBaHO PpaHuia/ 3MiHu 3 sKoCTi. FOoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y peyenmom
PO34UHY ON151 iH'EKLLIA T npoaykuii, HigepnaHnan BMPOGHULITBI. 3aMiHa ab0 BBeAEHHS OAATKOBOI AiNbHUL
no 0,25 mr nepBuHHe BMPOBGHMLTBA 47151 YacTUHM abo BCbOro BUPOGHNYOro npoLecy
1 chnakoH 3 nakyBaHHA Ta roTOBOrO NliKapcbKoro 3acoby (AiNbHULSA, Ha AKili TPOBOASATHLCSA
NOPOLLKOM Y KOHTPO/b AKOCTI: 6yab-Ki BUPOOHMUI CTajii, 3a BUHATKOM BUMYCKy cepii,
KommnnekTi 3 1 Bakctep KOHTPO/IH0 IKOCTi Ta BTOPMHHOIO NakKyBaHHS A1 CTEPUbHUX
nonepegHbL0 OHkonoaxi nikapcbKunx 3aco6iB (BKOHYAKUN BUPOGEHI aCenTUYHUM
3arnoBHEeHUM m6X, MEeTOA0M), KPiM NikapCbkux 3aco6iB
LLNPULOM 3 HimeuumnHa; 6i0/10r4YHOr0/iIMyHOMOrYHOTO MOXOKEHHS) - AOAaBaHHSA
PO34MHHMKOM (BOga DAPEBA MAY 1, anbTepHaTUBHOIO BUPOGHMYOro npuMilieHHa UVF4, wo
ANs iH ekuiin) no 1 PpaHuis; BignoBigae 3a BUPOOHULTBO HEPO3hacoBaHOro NikapCcbKoro
M/, 1 rofnkoto ansa BMPOBHUK 3ac06y Ha 3apeecTpoBaHiii BUpo6HWUIl ginbHULi PAPEBA
PO34YMHEHHSA, 1 Hepo3gacoBaHO MAY 2, ®paHujis. BupobHnunii npouec 3araiom Ta BUPOOHMK
TONIKOK A5 iH EKUil T npoaykuii Ta 3aULLAITLCA HE3MIHHMMU. TakoX He 3MIHIOKTbLCA aHalITUYHI

Ta 2 TaMNOHaMU,

nepBrHHe

MeToAMKM Ta cneuvdikadii nikapcbkoro npenapary.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NPOCOYEHNMMN nakyBaHHS: [itoya pefakuis MNponoHoBaHa peAakuis
cnupTomMm, y DAPEBA MAY 2, Brnpo6HMLTBO Ha BUPOGHMUIl AinbHULi DAPEBA MAY 2
KOHTYpHiIlA PpaHLis; - Bupo6Hnye npumilieHHs UVF3 BUpOGHULTBO Ha BUPOGHMYIl
YapyHKOBIl BTOPUHHE OinbHUU PAPEBA MAY 2
ynakosLi; no 7 nakyBaHHs: - Bupo6Huye npumileHHs UVF3
KOHTYPHUX AG6OTT - Bupo6Huye npumiwieHHs UVF4
YapyHKOBWX Bionogxikans 3MiHM | TUny - 3MiHK 3 AKOCTi. OTOBWIA NlikapCcbkuii 3aci6.
ynakoBOK B B.B., 3MiHV Yy BUPOOHMUTBI. 3MiHU Y npoLieci BUPO6HMLTBA FOTOBOMO
KapTOHHIli KopooLi HigepnaHaw; nikapcbKoro 3aco6y, BKIOUaUM NPOMiXHUI NPOAYKT, WO
BiAMNOBIAa/IbHUIA 3aCTOCOBYETLCSA MNPV BUPOOHULITBI FOTOBOrO MiKapCbKOro
3a BMNyCK cepil: 3acoby (He3HayHa 3miHa y npoueci BUPOOHULTBA) - HE3HAYHI
Mepk Xenckea 3MiHM y NpoLeci BUPOGHULTBA rOTOBOTO JIiKapCbKOro 3acoby -
KraA, 3MiHM Y Mpoueci BUCYyLLIYBaHHS NPo60okK. OgHoYacHO
HimeyunHa nepeab6ayeHo pefakuiiHe YTOUHEHHS - BUAAIEHHS iHchopmali
NpO KOHLLEHTPAL,il0 OLTOBOT KNCOTK i3 610K - CXemMu
BMPO6GHMYOro npouecy y posgini 3.2.P.3.3,;
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NlikapcbKuMii 3aci6.
3MiHM Y BUPO6HULITBI. 3MiHa po3mipy cepii (BKIoYatoum
AianasoH po3Mipy cepii) roToBoro Jlikapcbkoro 3acoby
(36inbLueHHs Ao 10 pasiB NOpPiBHAHO i3 3aTBEPAKEHNM
pO3MipoMm) - fofaBaHHS aflbTEPHATUBHOIO PO3Mipy cepii Bif
80 n go 115 n gnsa /13, BUPO6GAEHOrO Y BUPOGHNYOMY
npumiweHHi UVF4 ainbHudi ®APEBA MAY 2, ®paHuis,
[04AaTKOBO A0 3aTBEppKEHOro po3mipy cepii 113 n gns
BMPOGHUYOro npuMiweHHss UVF3 Uiel X ginbHuui
164. | UACONATUH | koHUeHTpaT ans Akkopa Monbwa Bupo6bHmuTBO IHais/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa 3a UA/15240/01/01
A AKKOP/, PO34UnHY 4118 Xernckea '3, nepBuHHe Benuka N3 (MIBM) (BnacHuka peecTpauiiHoro nocBigyeHHs) (3rigHo peyenmom
iHcpy3ii, 1 mr/mn no Moncka Cn. Ta BTOpPVHHE BputaHis/ Hakazy MO3 Big 23.07.2015 Ne 460): 3miHu | TUnYy - 3MiHK
10 mn, no 25 mn, no 3.0.0. nakyBaHHs, Manbta/ oo 6esnekv/edpekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs
50 mn, no 100 mny KOHTPO/Ib AKOCTI YropumHa a60 3MiHN [0 y3araslbHEHUX AaHWX NPo cucTemy
thnakoHi; no 1 cepii: thapmakoHarnsgy (BBeAEHHS y3arasibHeHUX AaHux npo
IHTac cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,

donakoHy y
KapTOHHI Kopoobui

dapmacbtoTikan
3 NlimiTen, IHAin
(anbTepHaTMBHU
1 BUPOBHNK):
IHTac
dapmacbioTikan
3 flimiteq, IHais
BTopuHHe
naKkyBaHHs:
AKKOpA, Xesnickea
NimiTen, Benvka
BpuTaHis
BignosiganbHuia
3a BUNyCK cepii:
Akkopf, Xenckea

JNimiTeq, Benvka

BIANOBIAA/IbHOI 32 34iiCHEHHA dhapMakoHarnsagy; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iICHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa Bif,

YMOBHOBaXEHOI 0C06U, BigNOBIAaIbHOI 3a 34iCHEHHSA
hapmakoHarnsgy (Bkovalouy KOHTakKTHI gaHi) Ta/abo 3miHu y
PO3MilLEHHI MacTep-ghaiina cucteMun papmakoHarnsgy) 3miHa

KOHTaKTHOI 0CO6U 3asiBHKKA, BifnoBigasibHOI 3a
thapmakoHarnag B Ykpaini. [itoua pegakuis: Wnronesa

MapiaHHa BikTtopiBHa. MNponoHoBaHa pegakuis: Wynby Onbra

CepriiBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0CObM 3asBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag B Ykpaii.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BputaHis
KOHTPO/b AKOCTI
cepiii:
AcTpoH Pe3bopuy
NimiTen, Benvika
BputaHis
KOHTPO/Tb AKOCTI
cepiii:
dapmagokc
Xenckea JIta.,
ManbTa
KOHTPO/Ib AKOCTI
cepiii:
dapmasanif
nra.
Mikpob6ionoriyHa
nab6opaTopis,
YropLumHa
165. | UUTPAMOH Tabnetku no 6 AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - bes UA/5535/01/01
Yy Tabnetok y "Ny6Hnapm" "ly6HUhapm" 3MiHu 3 sikocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema peuyenma:
6nictepax; no 6 KOHTeWHep/3aKynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBKku mabnemku
Tabnetok y 6nictepi; rOTOBOrO JliKapCbKoro 3acoby (3MiHa KiIbKOCTi OANHMLb Ne 6, Nel0.
no 10 6nictepiB y (Hanpuknag TabneTok, amnyn TOLW0) B YNakosL;i:) - 3miHa y 3a
nauuj; no 10 Aiana3oHi 3aTBEpAKEHVX PO3MIPIB YNakoBKM - AOAAETLCA peyenmom:
Tabnetoky [04aTKOBUIA BUA, ynakoBku: no 10 TabneTok y 6nictepi, no 1 mabnemku
6nictepax; no 10 6nicTepy y nayuj 3 BiANOBIAHUMW 3MiHAMW [0 PO34iny Ne 60
“Ynakoska” MKA 13, 63 3MiHW NEePBMHHOrO NakyBas/lbHOTO (6x10), Ne

TabneTtok y 6nictepi;
no 1 a6o no 10
6nictepiB y nauui

matepiany. BBegeHHs 0AaTKOBOT yNakoBKM MiKapCbKoro
3acoby (no 10 Tabnetok y 6nictepi, no 1 6nicTepy B nauw).
BBefeHHs 3MiH NpoTArom 6-Tu MICALB NiCNS 3aTBEPMAKEHHS;
3MiHM | TUny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS Ha NiAcTasi peryiiapHo
OHOBJ/OBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn 3acTocyBaHHSA MikapCbKoro 3acoby B
nicnsapeecTpauiiiHnii nepios, abo sk pe3ysibTaT OLiHKM 3BiTY 3
nocnimkeHb, NpoBeAeHNX BigNoBiAHO A0 NnaHy negiatpuydHmnx
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3 KOMNETEHTHUM
YNOBHOB&)XXEHNM OpraHom) - 3MiHW BHECEHO A0 IHCTPYKUiT Ans
MeAUYHOro 3acTocyBaHHS NikapcbKoro 3acoby [0 po3zainis
"B3aemogis 3 iHWVMKU NikapcbkMu 3acobamu Ta iHLWi BUan
B3aemogiit", "OcobMBOCTi 3acTOoCyBaHHsA" 3 6e3neku
3aCTOCYBaHHS! il04MX PEYOBUH BiANOBIAHO A0 pekoMeHAaLlii
PRAC. BeefeHHS 3MiH NpoTArom 6-Tu mMicauis nicns
3aTBEPAKEHHSA 3asABHUKOM HafaHO OHOB/IeHWIA MnaH
ynpasniHHA pusmkamu Bepcia 1.1 3MiHM BHeCeHO [0 YacTuH: |l

"Cneuvndikauis 3 6esnekun”, lll "MNnaH 3 papmakorarnagy”, V"

100 (10x10)
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs1

3axoam 3 MiHimizauii pusukis”, VI "Pe3tome nnaHy ynpasniHHSA
pusukamun”, VIl "Joaatkn" Ha OCHOBI OHOBNEHOI iHchopMaLii 3
6e3nekun Ailo4oi pevoBUHN.
CynyTHS 3MmiHa
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta papMakoHarnsaay.
BHeceHHs abo 3miHa(u) 4o 3060B'A3aHb Ta yMOB Buaadi
peecTpauiiHoro NocBigYeHHs, BkIoYatoun MNnaH ynpasniHHA
pu3nkamMu (3aCToCyBaHHS TEKCTY, AKWIA NOTOAKEHNI 3
KOMMNETEHTHUM OpraHoMm);
3MiHM | TUny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHun) - 3MiHU BHECEHO A0 IHCTpyKU;i
0151 MeANYHOro 3acTOCyBaHHSA NikapCcbKoro 3acoby Ao po3giny
"Mo6iyHi peakwyji" 3 6e3nekn 3acTOCyBaHHA Ail0UMX PEYOBUH.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALIB Nic/A 3aTBepAKEHHSA

B.o. HayasIbHUKa

dapmMaLeBTUYHOIO yNpaB/liHHA

Onekcanap I'PIHEHKO
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