MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

04 tpaBHs 2023 poky Ne 841

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

BiamnosigHo o ctaTTi 9 3akoHy YKpainu «IIpo mikapchbKi 3aco6m», MyHKTIB 5,
7, 10 Tlopsiaky [mep>kaBHOI peecTpariii (miepepeecTpaliii) JiKapCbKUX 3acobiB,
3aTBep/pKeHOro 1mocTaHoBoio Kabinety MiuicTpiB Ykpaiau Big 26 TpaBHs 2005 poKy
Ne 376, ab3aily ABaALAaTb CbOMOTO IMAMYHKTY 12 myHKTy 4 Ilojio)KeHHsSI TIpo
MiHicTepcTBO 0XOpPOHHU 370pOB’Sl YKpaiHU, 3aTBep)KeHOro MocTaHoOBO0 KabiHery
MinictpiB Ykpainu Bim 25 Oepe3ns 2015 poky Ne 267 (B pefakiiii mocTaHOBU
KabGinery MinictpiB Ykpainu Bifg 24 ciuns 2020 poky Ne 90), Ha mizacraBi
pe3y/IbTaTiB eKCIIePTHU3M peecTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAUUHUX
iMyHoOionoriuHMX  TmperapartiB), 1[0 TOJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHECEHHs 3MiH /10 peeCcTpalliiHUX MaTepiasiB, MpOBe/leHUX
[ep>xaBHUM MiATIPUEMCTBOM «/lep>KaBHUM eKCIepTHUM 1ieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB 110710 eheKTUBHOCTi, Oe3reyHOCTi Ta
AKOCTI, IJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (rmepepeecTpariii) abo BHeCeHHs 3MiH ZI0 peeCTpalliiHiX MaTepiasiB,

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH A0 [lep>KaBHOTO peECTPY JiKapChbKHX 3aco0iB
YKpaiHd miKapckKi 3acobu (MeauuHi iMyHoOGiomnoriuHi mperapaTu) 3rifHO 3
Jomatkom 1.

2. [lepepeecTpyBaT Ta BHECTU /10 Jlep>XKaBHOT'O PeECTPY JTiKapChbKUX 3aco0iB
YKpaiHM fiKapcbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3riHO 3
JI0JIaTKOM 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. dapmarieBTuHOMY yripaBmiHHIO (Tapacy JIsgcKoBcbkOMy) 3a0e3neunTu
OTIPU/TFOJHEHHSI 1[bOTO Haka3dy Ha odiliiiHOMy BeOcaiiti MiHicTepcTBa 0XOpOHU

310pOB’d YKpaiHu.

5. KoHTpo/ib 32 BUKOHAHHSIM I1bOT'0 HaKa3y MOK/IAaCTH Ha MepIoro 3acTyHUKA
Minictpa Cepris [Iy6posa.

MinicTp BikTop JIAIIKO



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEJVNYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Jopartok 1
[0 Haka3y MiHicTepcTBa OXOpPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLdito (nepepeecTpadiio)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»
Big, 04 TpaBHA 2023 poky Ne 841

dnakoHy y nauui 3
KapTOHY

BiAMOBIAHO A0 Mopsaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHK
3[,0p0B’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTposaHoro
B MiHicTepcTBi tocTuLii Ykpainu 29
ciyHs1 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3HavYeHMMN y NepioguuHoCTi
noAaHHsA perynsipHux 3BiTiB 3
6e3neku.

Hassa dopma BUMYCKY 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu PeknamysaHHs Homep
Ne JNliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjitiHo2o
n/n 3acoby yrnakoska) NocBi0YeHHs1
1. APrIHIH PO34uH NS iHdy3ilA, [ouipHe Ykpaina [JouipHe YkpaiHa peecTpauis Ha 5 pokis 3a He UA/20009/01/01
42 mr/mn; no 100 mny nignpPUeEMCTBO nignpueMcTBO MepioAnYHICTb NOAAHHSA PETYNAPHO | peyernmom nionsicae
KOHTeliHepi 3 "papmaTtpeing" "®hapmaTtpeng” OHOBJOBAHOrO 3BiTY 3 6GE3NeKu,
noninponisieHy; no 1 BiANOBIAHO 0 MopsAAKy 34iACHEHHS
KOHTelHepy B chapmakoHarnsgy, 3aTBepaAxXeHoro
KapTOHHIN ynakoBLi Haka3oM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHuu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTposaHoro
B MiHicTepcTBi tocTuLii Ykpainu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3Ha4YeHMMN y NepioguyuHOCTI
nojaHHA perynspHux 3siTiB 3
6esneku.
2. BOPUKOHA3 | nopoLloK A1 po3ynHy [xeHodbapm NTg, Benvka XaiHaHb Moni Kutaii peecTpauist Ha 5 pokis 3a He UA/20010/01/01
on ans iHdy3ili no 200 mr BpuTaHis $apm Ko., MepioAnYHICTb NOAAHHSA PETYNAPHO | peyernmom niossieae
y donakoHi, no 1 nra. OHOB/IHOBAHOrO 3BITY 3 6e3neku,
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100 mkr/Mn, no 2 My
amnyni, no 1 amnyni y
nauuj 3 KapToHy; no 2
MAny amnyni, no 5
amnyn y 6nictepi, no 1
abo 5 6nicTtepiB y
nauui 3 kKapToHy; no 4
M1y dh/1akoHi, no 1
hnakoHy y nauui 3
KapToHy; Mo 4 MmNy
dnakoHi, no 4
dhnakoHu y bnicTepi,
no 1 6nictepy y nauui
3 KapToHy; no 10 mn y

OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiAgMNoBigHO A0 MopaaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepaxeHoro

Haka3oM MiHicTepcTBa OXOPOHU

3[,0p0B’sA YKpaiHu Big 27 rpygHs

2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi rocTuLii Ykpainu 29
ciyHs 2007 poky 3a Ne 73/13340 (y
pepaxuii Hakaly MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3HavYeHMMN y NepioguuHoCTi
nofaHHsA perynsipHunx 3BiTiB 3

Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu PeknamysaHHs1 Howmep
Ne JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOBGHUKa Bionycky peecmpayjiliHo2o
n/n 3acoby yrnakoska) nocsio4YeHHs1
3. BOPUWKOHA3 | nopoLLOK A/15 po3ynHy [xeHodbapm /Tg, Benuka XaviHaHb IMoni Kutaii peecTpauis Ha 5 pokis - He UA/20011/01/01
on ons iHdysili no 200 mr BpuTaHis $apm Ko., MepioAnYHICTb NOAAHHS perynspHO niosnsieae
in bulk: no 100 nTa. OHOB/IOBAHOrO 3BiTY 3 6e3neKu,
dhakoHiB y navui 3 BiAMNOBIAHO A0 Mopsaaky 34iACHEHHS
KapTOHYy. chapmakoHarnsgy, 3aTBepAxeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTposaHoro
B MiHicTepcTBi rocTuLii Ykpainu 29
ciyHsa 2007 poky 3a Ne 73/13340 (y
pepaxuii Hakazy MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiognUUHOCTI
NoAaHHs perynsipHyX 3BiTiB 3
6esneku.
4, FABAMEHTU NOPOLLIOK MpAT "TexHonor" Ykpaina L3AHICI Kutaii peecTpauif Ha 5 pokis - He UA/20012/01/01
H KpucTanivyHmi CUHEP KN niosisi2ae
(cybeTaHuin) B SPAPMACHIOT
NoABINHMX NakeTax i3 IKAN KO., 14
nniBKu
nonieTuneHoBoi Ans
hapmaLeBTUYHOrO
3aCTOCyBaHHSA
5. r'YAU®EHE3 KpUcTanivyHmi AT "dapmak” Ykpaina XKesHr Kutaii peecTpauis Ha 5 pokis - He UA/20013/01/01
VH NOPOLLIOK (Cy6CTaHLis) Xaiiwkoy nionsicae
B nakeTax dapmacbloTuK
AsoLlapasunx an Ko., /114,
nonieTuneHoBux Ans
chapmaLeBTUYHOro
3aCcTOCyBaHHSA
6. AEKCAHECT KOHUEHTpaT gns AT "dapmak” Ykpaina AT "dapmak” YkpaiHa peecTpauist Ha 5 pokis 3a peyenmom He UA/20014/01/01
PO34uHy N8 iHQy3ilA, MepioAnYHICTb NOAAHHSA pPerynsapHO niossieae
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KopooLi

BUNYCK Cepiil:
AJIKANOIL AL
Ckon’e,
Pecny6nika
MiBHiuHa
MakepnoHis

nepBuHHE Ta
BTOpPUHHE
nakyBaHHs1,
KOHTPO/Ib
AKOCTi/TecTyBa
HHSA:
CiHTOH
XicnaHia C.J1.,
IcnaHis

nepBuHHe Ta
BTOPWHHE
nakyBaHHs:
e
dapmachbioTika
nc nrg,.,
Bonrapis

BMPOGHMLITBO
roToBOro
NPOAYKTY,

nepBrHHE Ta

3[10pOB’A YKpaiHuu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTposaHoro
B MiHicTepcTBi rocTuLii Ykpainu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3Ha4YeHMMN y NepioguyYHOCTI
nojaHHsA perynspHux 3siTiB 3
6e3neku.

Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu PeknamysaHHs1 Howmep
Ne JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOBGHUKa Bionycky peecmpayjiliHo2o
n/n 3acoby yrnakoska) nocsio4YeHHs1
dnakoHi, no 1 6e3neku.
hnakoHy y nauui 3
KapToHy; no 10 mny
dnakoHi, no 4
dhnakoHun y 6nicTepi,
no 1 6nictepy y nauui
3 KapTOHY
7. AEKCMEAET | nopoLuok (cy6cTaHLis) AT "dapmak” Ykpaina ®epwmioH Ol PiHNAAHIA peecTpavuis Ha 5 pokis - He UA/20015/01/01
OMIAUNHY B NOJETUNEHOBUX nionisieae
FAPOXNOPU | koHTeliHepax Ans
A chapmaLeBTUYHOro
3aCTOCYBaHHS
8. EPNOTUHIB TabneTkn, BKpUTI ANKANOIL AL Pecny6nik KOHTPO/1b Pecny6nika peecTpauis Ha 5 pokis 3a peyenmom He UA/20016/01/01
ANKANOIp, NNiBKOBOIO Ckon'e a lMiBHiyHa | sKocTi/TecTyBa MiBHiYHaA MepioAnYHICTb NOAAHHS pPerynsapHo nionseae
o60s10HKot0, Nno 100 MakefoHis HHA: MakenoHis/ OHOB/IHOBAHOrO 3BITY 3 6e3nekwu,
Mr, no 10 Tabnetok y $apmagokc Icnanis/ BiANoOBIAHO A0 Mopsaaky 34iMCHEeHHS
6nictepi, no 3 Xenckea N1T4., Bonrapis/ hapmakoHarnagy, 3aTBepaxeHoro
6nicTepN Y KapTOHHIN ManbTa Yuni Haka3oM MiHicTepcTBa OXOPOHU
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Kopoo6Li

BVNYCK Cepiii:
ANKANOIA AL,
Ckorr’e,
Pecny6nika
MiBHiuHA
MakefoHis

nepBUHHE Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Ib
SKOCTi/TecTyBa
HHS:
CiHTOH
XicnaHis C.1.,
Icnanis

nepBuHHe Ta
BTOPWHHE
nakyBaHHs:
e
dapmachboTika
nc nrg.,
Bonrapis

BMPOOHULITBO
roToBOro
NPOAYKTY,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpO/b
SIKOCTi/TecTyBa

300pOB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuuii Ykpainu 29
ciuHs1 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa
OXOPOHU 310POB's YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMu,
3a3HavyeHMu y nNepiognYHOCTI
NoAaHHA perynsipHuX 3BiTiB 3
6e3neku.

Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu PeknamysaHHs1 Howmep
Ne JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOBGHUKa Bionycky peecmpayjiliHo2o
n/n 3acoby yrnakoska) nocsio4YeHHs1
BTOPWHHE
nakyBaHHs,
KOHTPO/b
AKoCTI/TecTyBa
HHS:
CiHTOH Yuni
Nrtpa., Yuni
9. EP/IOTUHIB TabNeTKN, BKPUTI ANIKANOIQ AL Pecny6ik KOHTPO/Tb Pecny6nika peecTpaujsi Ha 5 pokis 3a peyenmom He UA/20016/01/02
ANKANOIA NAiBKOBOO Ckon'e a NiBHiyHa | sAKocTi/TecTyBa MiBHiyHa MepioAnyHICTL MOAAHHS perynsipHo niosisi2ae
060/10HKOH0, Mo 150 MakefoHis HHSA: MakepoHis/ OHOBJ/IOBAHOrO 3BIiTY 3 6e3neKku,
mr, no 10 Tabnetok y dapmagokc Icnanis/ BiANOBIAHO A0 Mopsaaky 34iNCHEHHS
6nicTepi, no 3 Xenckea N1Tq,, Bonrapis/ hapmakoHarnsgy, 3aTBepXeHoro
6nicTepun y KapTOHHiIl ManbTta Yuni Haka3oM MiHicTepcTBa OXOPOHU
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Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu PeknamysaHHs1 Howmep
Ne JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOBGHUKa Bionycky peecmpayjiliHo2o
n/n 3acoby yrnakoska) nocsio4YeHHs1
HHS:
CiHTOH Yuni
Ntpa., Yuni
10. HATPIIO KpucTanu (cybcTaHuis) MpAT Ykpaina KeHTOoH IHais peecTpauis Ha 5 pokis - He UA/20017/01/01
TIOCYNb®AT | y noagiliHnx "dapmaueBTUyHa Na6opatopiec nionisieae
MEHTATIAPA | nonietnneHoBux ipma "OapHuus” Mer. N14,.
T nakeTtax ansa
hapmaLeBTUYHOIO
3aCTOCyBaHHSA
11. HEOCINACTWU | Tabnetku, BKpUTI MpAT Ykpaina MpAT YkpaiHa peecTpauis Ha 5 pokis 3a peyenmom He UA/18292/02/01
ne NAiBKOBOO "bapmaueBTnyHa "papmaueBTu MepioAnyHICTb MOAaHHSA perynsipHo nionsicae
060/10HKOI0, No 10 hipma "OapHuus” yHa thipma OHOB/IHOBAHOrO 3BITY 3 6e3nekwy,
Tabnetok y 6nictepi; "fapHuus” BiANOBIAHO A0 MopsaaKy 34iMCHEHHS
no 1 6nictepy B navui hapmakoHarnsgy, 3aTBepXeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHuu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuLii YkpaiHu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTBa
OXOPOHW 3[0POB'sA YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HavyeHMu y nepiognyYHOCTI
nofaHHsA perynsipHunx 3BiTiB 3
6e3neku.
12. ONONATAAWN | kpanni o4Hi, po3unH, 1 TOB «YHIME[, CnoBaubk TOB CnoBaubka peecTpauis Ha 5 pokis 3a peyernmom He UA/20019/01/01
H YHIME], mr/mn, no 5 mn a6o no DAPMA» a «YHIME[, Pecny6nika MepioAnYHICTL NoAaHHA perynsipHo nions2ae
DPAPMA 10 Mn y donakoHi- Pecny6nik DAPMA» OHOBJIOBAHOrO 3BITY 3 6GE3NeKu,
KpanesibHuuj; no 1 a BiANOBIAHO A0 Mopsaaky 34iNCHEHHS
h1akoHy-kpanenbHuLj hapmakoHarnsgy, 3aTBepXeHoro
B KAPTOHHIli Kopobu,i Haka3oM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuuji YKpaiHn 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTea
OXOPOHU 340POB'st YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3Ha4YeHMM y NepiognYHOCTI
nofaHHsA perynsipHux 3siTiB 3
6e3neku.
13. MAPALIETAM | TabneTku, BKpUTI MpAT "TexHonor" YkpaiHa MpAT YkpaiHa peecTpauist Ha 5 pokis 6e3 peyenma niosisi2ae UA/20020/01/01
on 060/10HKOH0, Mo 500 "TexHonor" MepioAnYHICTb NOAAHHS perynsapHO

mr; no 10 TabneTok y
6nicTepi; no 1, abo no

OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BignoBigHO A0 Mopaaky 34iRCHEHHS
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Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu PeknamysaHHs1 Howmep
Ne JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOBGHUKa Bionycky peecmpayjiliHo2o
n/n 3acoby yrnakoska) nocsio4YeHHs1
2, abo no 5 6nicTepis hapmakoHarnsgy, 3aTBepXeHoro
y nauyLi 3 KapToHy Haka3oM MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuuii YkpaiHu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa
OXOPOHU 3[10POB's YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW,
3a3HavyeHMu y nepiognyHOCTI
NoAaHHA perynspHyX 3BiTiB 3
6e3neku.
14. CAnuunoB pO34nH Ans ToBapucTBo 3 Ykpaina BUpPO6GHUK. YkpaiHa peecTpauis Ha 5 pokis 6e3 peyenma nionsieae UA/20021/01/01
A KNCNOTA 30BHILLUHBLOIO 06MEXEHO0 ToBapucTso 3 MepioAnYHICTb NOAAHHS PEryIsiPHO
3aCTOCyBaHHA, BiiNOBigaNbHICTIO 06MeXeHoI0 OHOB/IIOBAHOTO 3BITY 3 6e3neku,
cnupToBuii 1 %, no 40 "YKPCNEL®APM" BignoBigasbHi BiANOBIAHO A0 MopsaaKy 34iNCHEHHS
My donakoHax CTHO thapmakoHarnsgy, 3aTBepiXeHoro
CKIAHNX «YKPCMEL® Haka3oM MiHicTepcTBa OXOpPOHU
APM>» 3[10pOB’A YKpaiHuu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTulii Ykpainu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTBa
OXOPOHU 37,0POB'A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHMU Y NepiognYHOCTI
nofaHHsA perynsipHunx 3siTiB 3
6e3neku.
15. TETPAMETU KpucTanivyHmi ToBapucTBo 3 Ykpaina ToBapucTBo 3 YkpaiHa peecTpauis Ha 5 pokis - He UA/20022/01/01
NrNHOKOHYP | nopoluok (cybcTaHLis) 06MEXEHOI 06MeXeHo nionseae
mn y nosnieTuneHoBNxX BiANOBIAALHICTIO BiANOBIAa/bHI
MilLKax s "GAPMXIM" CTHo
hapmaLeBTUYHOIO "PAPMXIM"
3aCTOCYBaHHS
16. TYCNAH® cupon 1,5 mr/mn; no AT «BITAMIH» Ykpaina AT YkpaiHa peecTpauis Ha 5 pokis 6e3 peyenma nionszae UA/20023/01/01

100 mn a6o 200 mn
cupony y hnakoHax
noniMepHuXx,
3aKynopeHnx
KpyLLKamm
noniMmepHumMu, no 1
dNakoHy 3 MipHUM
CTakaH4MKOM Yy nauui 3
KapTOoHYy

«BITAMIHN»

MepioAnYHICTL NoAaHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekwu,
BiANOBIAHO A0 Mopsaaky 34iNCHEHHS
hapmakoHarnsgy, 3aTBepXeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuLji YKpaiHn 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MinicTepcTea
OXOPOHW 3710POB'st YKpaiHu Big 26
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Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu PeknamysaHHs1 Howmep
Ne JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOBGHUKa Bionycky peecmpayjiliHo2o
n/n 3acoby yrnakoska) nocsio4YeHHs1
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiognUyuHoCTI
noAaHHs perynsipHyX 3BiTiB 3
6esneku.
HavanbHuK

dapmMaleBTUYHOr0 ynpaB/IiHHSA

Tapac JIICKOBCHKUN




ITEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKHNX 3ACOBIB (MEJNYHUNX IMYHOBIOJIOTTYHUX ITPEITAPATIB), SIKI
BHOCATBHCS /10 IEPXKABHOI'O PEECTPY JIIKAPCHKHNX 3ACOBIB YKPAIHU

Jopatok 2
[0 Haka3y MiHicTepcTBa OXOpPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLdito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»

Big 04 TpaBHa 2023 poky_Ne 841

Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina PeecmpayitiHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakosKa) nocsioYeHHs1
1. ABAHA®IN nopoLuUok (cybcTaHLis) AT YkpaiHa XoHoyp /a6 IHAjs MepepeecTpauis Ha HEOGMEXEHN TEPMIH - He UA/17048/01/01
y nakeTax noABiHNX "KNIBCbKW Nimiten (FOHIT 1) niossieae
nonieTuneHoBux A5 BITAMIHHUIA
hapmavneBTUYHOro 3ABO"
3aCTOCYyBaHHSA
2, A3ENAIHOBA nopoLuLoK (cybcTaHLis) NAT YkpaiHa TYWE IHAis MepepeecTpallisi Ha HEOBMEXEHNI TEPMIH - He UA/17000/01/01
KNCNOTA y nakeTax noggiHmx "Kuismegnpen IHOACTPIEC nidnsieae
nonieTuneHoBux As apat” NIMITEL
hapmaLeBTU4HOro
3aCTOCYyBaHHSA
3. APTOKCAH niodpinizat ans TOB "YOPNLA YkpaiHa Medbap Inau CaH. TypeyunHa MepepeecTpauisi Ha HEOBMEXEHWIA 3a He UA/16802/01/01
PO3UMHY ANA IH EKLA MEANLIAH" A.LL. TepMiH. OHOBNEHO iHdhopMaLio B peyenmom nions2ae
no 20 mr, 3 pnakoxu 3 IHCTPYKLT 4519 MEAMYHOro 3aCTOCYBaHHSA
niodpinizaTtom ansa niKkapcbKoro 3acoby B po3ginax
PO3UMHY ANA IH'EKLIA Y "3acTocyBaHHs y nepio BariTHoCTi abo
KOMMJIEKTi 3 3 rogyBaHHs rpyaar”, "Mobivni peaxuii”
amnynamu BiNOBIAHO 4O OHOBEHOI iHChopMaLi 3
po3uMHHKKa (Boga ANns 6e3nekun A4ityoi pevyoBUHN.
iH'EKLiT) Y KOHTYPHIi MepiognyHICTb NOAAHHS PErynsipHo
YapyHKOBIli ynakoBLj; OHOB/IOBAHOrO 3BIiTY 3 6e3neku,
1 KOHTYpHa YapyHKoBa BiANOBIAHO A0 MOPsAKY 34iICHEHHS
ynaKkoBKa y KapTOHHii dhapmakoHarnsgy, 3aTBepikeHoro
KopooLi Haka3oM MiHicTepcTBa OXOPOHU 340P0B’A
Ykpainu Bif, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTmLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHM 300POB'A YKpaiHu Bifg, 26 BepecHs
2016 poky Ne 996), cTaHOBMUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHoCTI
noJaHHs perynsipHuX 3BiTiB 3 6e3neku.
4, BAPIO nopoLuok (cybcTaHLis) TOB "VcTok- YkpaiHa BMPOOHULITBO, KnTaii/ MepepeecTpadisi Ha HEOBMEXEHWIA - He UA/17268/01/01
CYNb®AT ANSA | y nonieTuneHosmx Mntoc" nepBuHHE YkpaiHa nions2ae
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6nicTepiB y KAPTOHHIl
Kopoo6Li

Al', HimeuyunHa

BMPOBHULTBO
Hepo3dacoBaHoro
NpoaykTy,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b Cepiii:
Akkopg, FOK
Nimiten,
BenvkobpurtaHis

nikapcbKoro 3acoby y po3ginax:
"MpoTunokasaHHA", "lMepenosysaHHA",
"Mo6iyHi peakuii" BigNoBigHO A0
OHOBJIEHOT iHdhopMalLlii 3 6e3neku aitouol
peyoBUHN.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiNOBIAHO [0 MOPsAKY 34iCHEHHS
dhapmakoHarnsgy, 3aTBepiKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’S
Ykpaiuu Bif, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi ocTuuii

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs
PEHTFEHOCKO | wmiwkax ans nakyBaHHs1, TEPMiH.
ni hapmaLeBTUUHOrO BTOPUHHE
3aCTOCyBaHHs nakyBaHHs1,
KOHTPO/Tb AKOCTI:
Linnpao Pepg,
BatTepdchnaii
MpeciwwH
Marepiasic Ko.,
Nitp, Kutai
BTOPVHHE
nakyBaHHs
(mapkyBaHHs),
KOHTPO/b AKOCTI,
BiNOBIfaIbHWIA 32
BUMYCK Cepii:
TOB "McTok-
Mnioc",
YkpaiHa
5. HITPO®YPA3O | nopotuok (cybcTaHLis) TOB "VcTok- YkpaiHa LaHaoHr Kutai MepepeecTpaLisi Ha HEOOMEXEHWIA TEPMIH - He UA/16978/01/01
H y nonieTUIeHoBUX Mntoc" PEHrKCIHr nionsi2ae
Millkax gns TexHonooxi
hapmaLeBTUYHOIO [JesenonmeHT Ko.,
3aCToCyBaHHA nrp,
6. NNATUDINIHY KpucTanivyHmi ToBapucTBO 3 YkpaiHa TOB Ipysis MepepeecTpaLisi Ha HEOBMEXEHUIA TEPMIH - He UA/16640/01/01
FNAPOTAPTPA nopoLuoK (cybcTaHLis) 06MEXEHOo "BIONOAOC" nidnsieae
T y NoABIAHUX BignosiganbHi
nonieTNeHoBnx CTIo
naketax gns "®hapmaueBTu
hapmaLeBTUYHOIO YHa KoOMNaHis
3aCTOCyBaHHA "3popos'a”
7. ®NEKAIHIA Tabnetku no 100 wmr, CTALA HimeyunHa BUWMYCK Cepiii: HimeyuunHa/ MepepeecTpauisi Ha HeOBMEXEHWIA 3a He UA/16013/01/01
CTALA® no 10 Tabnetok y ApuHaimitten CTALA Benvkobput TepMiH. OHOBJ/IEHO iHGhopMmaLlito B peyenmom nionsieae
6nictepi; no 5 b Al ApuHaiimiTTeNnb aHis IHCTPYKL,i AN151 MeANYHOro 3aCTOCYBaHHS
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mr, no 1 a6o 10
(h1aKOHIB 3 NOPOLLKOM
Y KapTOHHili Kopobui

dapmacboTikas
KomnaHi Mimiteq

IHCTPYKLT 4718 MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y posginax
"MokasaHHa" (pefarysaHHs),
"Oco61BOCTI 3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta A03un" (pegaryBaHHs),
"Mo6iuHi peakuii" BigNoBigHO A0
iHdbopMmalLii pedhepeHTHOro Nikapcbkoro

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs
Ykpainu 29 ciuHs 2007 poky 3a Ne
nepBrHHe Ta 73/13340 (y pegakuii Hakasy MiHicTepcTBa
BTOPUHHE OXOPOHW 300pPOB'A YKpaiHu Bif 26 BepecHs
nakyBaHHs: 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
Knoke CTpOKaMW, 3a3Ha4YeHVMU Y NepiogUYHOCTI
depnakyHrc- NoAaHHA perynsipHuX 3BiTiB 3 6e3neku.
Cepgice 'M6X,
Himeuunna
8. LE®TA3SNANM | mopoLUOK ANS PO3YMHY [xeHodapm Benuka HCIC Xeb6ei Kutaii MepepeecTpauisi Ha HeOGMEXEHWIA - He UA/17047/01/01
Ons iH'ekuii no 1000 nth BpuTaHis XyamiH TEPMIH. nionsieae
mr in bulk: no 10 dapmacboTikas MepioAnYHICTb NOAAHHS PEryNsApHO
(h/1aKOHIB 3 MOPOLLIKOM KomnaHi flimiteq OHOB/THOBAHOrO 3BITYy 3 6e3neku,
B KapTOHHI1 kopobLu;. BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[0POB’S
Ykpainu Bif 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0pPOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NePIOSUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
o. LE®TA3SUNONM | MOpOLUOK AN PO3YMHY xeHodapm Benuka HCIC Xeb6ei Kutaii MepepeecTpauisi Ha HeOBMEXEHWIA - He UA/17047/01/02
Ons iH'ekuii no 2000 Nt BpuTaHis XyamiH TEPMiH. nionsieae
mr, in bulk: no 10 dapmacboTikas MepioAnyHICTb MOAAHHS PErynsapHO
(h1aKOHIB 3 NOPOLLKOM KomnaHi Mimites OHOBJ/IHOBAHOrO 3BITYy 3 6e3neku,
B KapTOHHIi1 kopobu;. BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’S
YkpaiHu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLji
Ykpainun 29 ciuHa 2007 poky 3a Ne
73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0pPOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTPOKaMW, 3a3Ha4YEHVMU Y NEPIOSUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
10. LE®TA3SNONM | nopoLUOK AN PO3YMHY xeHodapm Benuka HCIC Xeb6eit Kurai MepepeecTpadisi Ha HeOBMEXEHWIA 3a He UA/17046/01/01
Ons iH'ekuii no 1000 nTg BpuTaHis XyamiH TepMiH. OHOBJ/IEHO iHGhopMmaLlito B peyenmom nionsieae
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

3acoby (POPTYM™, nopoLuok gns
PO34mMHyY NS iH'ekwiii no 500 mraéono 1,
abono2r).

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MOPsAKY 34iCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[,0POB’A
Ykpainu Bif, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTumLji
Ykpainu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTsa
OXOPOHM 300pPOB'A YKpaiHu Bifg, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHoCTI
noJaHHs perynsipHuX 3BiTiB 3 6e3neku.

11.

LEDTA3NANM

NMOPOLLOK A/151 PO34KHY
ANns iH'ekuii no 2000
mr, no 1 a6o 10
(h1aKOHIB 3 NOPOLLKOM
Y KapTOHHIi KOpoobLii

xeHohapm
nrtg

Benwvka
BputaHis

HCIMC Xebeii
XyamiH
dapmacbloTikan
KomnaHi Mimiteq

KuTait

MepepeecTpadisi Ha HEOBMEXEHWIA
TepMiH. OHOBNEHO iHdhopMaLito B
IHCTPYKLT AN MeAUYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby y posginax
"MokasaHHa" (pegaryBaHHs),
"Oco6nmBOoCTI 3acTocyBaHHS", "Cnoci6
3acTocyBaHHA Ta A03un" (pegaryBaHHs),
"Mo6iuHi peakuii" BigNoBIgHO A0
iHhopMmauii pechepeHTHOro nikapcbkoro
3acoby (POPTYM™, nopowlok ans
PO34nHy NS iH'ekyin no 500 mraéono 1,
abono2r).

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neky,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOPOHY 3[40POB’SA
Ykpainu Big, 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi toCTULIT
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI

noJaHHs perynsipHuX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/17046/01/02

HauanbHUK
dapMaineBTUYHOT0 yIIPaB/IiHHA

Tapac JISCKOBCHKUH
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ITEPEJIIK
JIIKAPCBKUMX 3ACOBIB MEANYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), INOJ0 AKX BYJ/IX BHECEHI
3MIHU /10 PEECTPAIIIMHMX MATEPIAJIIB, IKI BHOCATECS 10 JEP)KABHOI'O PEECTPY JIIKAPCEKUX

3ACOBIB YKPAIHU

Hoparok 3
[0 Haka3y MiHicTepcTBa OXOpPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLdito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»
Bix 04 TpaBHa 2023 poky Ne 841

o60s1oHkot0, No 500
Mr; Mo 3 TabneTkn y
6nictepi; no 1
6nictepy B
KapTOHHIA KopooLi

KPKA Monbwa Cn.3
0.0., MonbLa

6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkili
XapakTepucTuLi nikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeZIMYHOro 3aCTOCYBaHHs Ha niacTasi
perynsipHoO OHOBJIOBAHOTO 3BITY 3 6e3neku

Ne Hassa dopma sUMyCcKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKA BionycKy yBaHHs1* | peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
1. ANEHOCTEPWUA- | Tabnetku, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagji Ykpaina BHECEHHS 3MiH [0 peecTpavinHmx 3a He UA/2653/01/01
340POB'A NNiBKOBOO 06MeXeHo BMPOOHULITBA, MaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. peyenmom | nidssieae
060/10HKO0, N0 5 Mr, | BignosiganbHi KOHTPO/Ib SKOCTI, ["oTOBMIA Nikapcbknit 3aci6. 3MiHK Y
no 10 TabneTok y CTIo BUNYCK cepii: BMPOGHULTBI. 3MiHa iMnopTepa/3MiHuy, Lo
6nictepi; no 3 "®apmaueBTn ToBapucTso 3 CTOCYHTbCS BUMYCKY cepil Ta KOHTPO/I0
6nictepn B YHa KOMMaHis 06MeXeHo SIKOCTi rOTOBOrO MiKapCbKoro 3acoby
KapTOHHIA KopoobLi "3p0pos'a” Bi4nNoBigaNbHICTIO (3amiHa abo foAaBaHHS BUPOGHMKA, LU0
"®apmaLeBTnyHa BignoBifae 3a BBe3eHHA Ta/abo BMNycK
KoMmnaHis "310pos'a”, cepii) - He Bkntovatoun
YkpaiHa KOHTPO/b/BMNPOGYBaHHSA cepii -
[o[aBaHHA BUPOOHUYOI AiNbHULI, Lo
BCi cTagii BignoBigae 3a Bunyck cepii TOB
BMPOGHMLITBA, “®@APMEKC I'PYI", Ykpaina (YkpaiHa,
KOHTPO/Ib SIKOCTI, 08300, KviiBcbka 061., MicTo Bopucnine,
BMNYCK cepil: Byuus LesueHnka, 6yanHok 100). 3MiHu
ToBapucTBO 3 BHeCeHi y po3ginu "BupobHuk" Ta
06MeXeHo "Micue3HaxokeHH BUPOGHMKa Ta
Bi4NOBiAA/TbHICTIO agpeca MicLs npoBaKeHHs oro
"OAPMEKC Py, LOiSNIbHOCTI" B IHCTPYKUi0 4151 MeANYHOro
Ykpaina 3aCTOCyBaHHSA Ta K Hac/iAoK - BiANOBIAHI
3MiHW Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. BBegeHHs 3MiH
NpOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHSA
2. A3NBIOT® TabneTku, BKPUTI KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis/ BHECEHHS 3MiH [JO peecTpavinHmx 3a He UA/13452/01/01
NNiBKOBOO HoBso mecTo mecTo, CroBeHis; MonbLa MaTepianis: 3miHu | TUny - 3MiHK WoA0 peyenmom nionseae
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

nikapcbKoro 3acoby, abo foCimKeHb 3
6e3neky 3acToCyBaHHSA NikapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHWX BignoBigHO A0 niaHy
negjiarpnyHux gocnigpkeHs (PIP) (iHwi
3MiHM) 3MiHM BHECEHO A0 iHCTPYKLi A1
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y po3ginu: "B3aemogis 3 iHwWuMmn
nikapcbkrMmn 3acobamu Ta iHLWi BUau
B3aemogiit", "OcobmMBOCTi 3acToCcyBaHHS"
BiAANOBIAHO [0 OHOBMEHOI iHhopMaLi 3
6e3neku Ajloyoi pevoBnHN. BBeAeHHS 3MiH
NpOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHSA. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn) 3MiHn
BHECEHO [0 IHCTPYKLiT 418 MegnyHoro
3aCTOCyBaHHSA NiKapcbkoro 3acoby y
po3ain "Mo6iyHI peakuii” Woa0 BaX/IMBOCTI
3BiTyBaHHS Npo No6iyHi peakuii. BBegeHHA
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS

ASUTEP®

Kpansi O4Hi, PO34uH,
15 wmr/r, no 250 mry
0fIHOA,030BOMY
KOHTelHepi, no 6
OfiHOA,030BUX
KOHTEliHepiB Yy
cawe, Ne6 (1 cawe)
Y KapTOHHiIil kopobLi

NABOPATYA
P TEA

PpaHuis

NABOPATYAP
IOHITEP

PpaHLin

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu mMicus
NPOBaKEHHS AiS/IbHOCTI
BMpo6HUKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIHOYAUN AifbHUL
BMNYCKy cepii abo MicLe NpoBeAeHHS
KOHTPOJIHO AKOCTI. (AiSNbHICTb, 3a AKY
BiAnoBigae BMPOGHMK/iMNopTep,
BK/IHOYAOUM BUMYCK Cepild)
AAMiHICTpaTVBHa 3MiHa agpecu
BUPOGHMKA, CIPUYMHEHA NPUBELEHHAM
HanmcaHHa agpecwm, Lo 3a3HadveHa y
aKTyanizoBaHoMy ceptuduikaty GMP.

3a
peyernmom

He
niosisiecae

UA/16891/01/01

ASIIEKT

Tabnetkv no 1 mr no
10 TabneTtok y
6nictepi; no 3
6nictepu B
KapTOHHIA Kopoo6Li

TOB «TeBa
YkpaiHa»

YkpaiHa

BMPOBHUK, SKWiA
Bignosigae 3a
BUPOBHULTBO

npoaykty in bulk,
NepBUHHE NakyBaHHSA,
BTOPUHHE NaKyBaHHS,

KOHTPO/b Cepil,

BUNYCK cepi:
TeBa ®apmavesTikan
IHgacTpi3 114,

I3paine/
HigepnaHau

BHECEHHS 3MiH [0 peecTpalinHx
MaTtepianis: 3MiHu | TUny - 3MiHK 3 AKOCTI.
A®|. Bupo6HMUTBO. 3MiHV BUNPOGYBaHb
abo gonycTummnx Mex y npoueci
BMPO6HMLTBA A®I, 110 BCTAHOB/IEHI Y
cneumaikayiax (iHwWi 3MiHW) 3miHa
BMNPOOYBaHHA y NpoLieci BUPO6HMLTBA
A®I, a came 3MiHa npunagy BakyyMHOI
nevi Ha npunag Mettler y Bunpo6ysaHHi
«BTpaTta macu npu BUCYLLYBaHHI» Ha

3a
peyernmom

UA/13573/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

13painb; BUPOOHUK,
AKWIA BiOMoBigae 3a
KOHTPO/b cepii:
dapmaxemi B.B.,
Higepnanau

ctagii lll/IV BHyTpiwHbOro koHTposto (IPC-
II/1V) pasariniHy mesunaty nepeg
noapibHeHHAM. Onuc OHOBNEHO B PO3A4iNi
3.2.5.2.4 KOHTpO/b KPUTUYHUX CTagild i
NPOMDXHOI NPOAYKLUIT AOCbE, W06
BiJOOPA3NTY L0 3MiHY: -BUAASIEHO
iHchopmavito Mpo MeToa BakyyMHOI neui,
AKUIA HE BUKOPUCTOBYETHLCA NPOTArOM
H6aratboX poKiB 4717 BUMIpIOBaHHA BTpaTu
Macu Npy BUCYLLYBaHHI NPY BHYTPILLHbOMY
KoHTponi (IPC-1I/IV) -goaaHo BifoMOCTI
npo metog Mettler ons BUMiptoBaHHsS
BTPaTU Macu Npun BMUCYLLYBaHHi Npu
BHYTPILLUHbOMY KOHTponi (IPC-III/1V), wo6
Bifl06pa3nTh BUPOBHMUMIA NpoLiec,
iCTOPMYHO 3 camoro noyaTky BUMIPIOBaHHS
npoBOAUNOCS BIAMOBIAHO A0 BHYTPILLUHBLOT
COIN gns BMMIipOBaHHSA BOMOrocTi
(Mettler). - oHoBneHo Tabnuuto 11 3
pesynbTaTamu BunpobysaHHa «BTtapa
Macw Npu BUCYLLYBaHHI» npwu
BHYTpiLWHbOMY KOHTposi (IPC-II1) Mettler.
3asaBHMK BHOCUTb pefakLiliHi npaskv B
po3gin 3.2.5.2.2 Onuc BMPO6GHUYOro
npoLecy Ta Noro KOHTPOJIH0: OHOB/EHHS
Temneparypy cyLiHHA 3 60°-68°C o 60°-
70°C, W06 BMNpaBUTM NOMUKY, SKa 6yna
JonyleHa B peecTpauiiHoMy [OCbeE.
3MiHY | TUNY - 3MiHK 3 AKocTi. AdI.
Brpo6HMUTBO. 3MiHM BMNpo6yBaHbL abo
[OMYyCTUMUX MeX Y npoLeci BUPobHMLTBA
A®I, Wo BCTaHOB/EHI Y cneuundikavisx
(IHLWi 3MiHW) MeTot0 LbOro NoAaHHs €
3BY)XXEHHS AONYCTUMUX MEX crneumdikauii
ONs BUNPOBYBaHHsi «BTpaTa mMacu npu
BUCYLLYBaHHi» 3 He b6inbwe 0,5% fo He
6inbLe 0,2% Ha cTagisax H/IV
BHYTPILLIHBbOrO KoHTposito (IPC-III/IV) nig,
yac BMpo6HMUTBA pasarisiiHy Mesnnaty
nepeg, ioro nogpi6GHeHHAM. FK HacnigoK
BHECEHHS 3MiH 4,0 HACTYMHUX PO34iNiB:
3.2.S.2.2 Onuc BUPOGHMYOro npoLiecy Ta
noro KoHTponto; 3.2.S.2.4 KoHTposb
KPUTUYHMX CTagii i NpoMixkHOI NpoAykKuil

AKBAMAKC

Kpansi Ha3asibHi
0,65 % no 20 mny
oNakoHi 3 KPULLIKOKO
KpanesbHuUUeto 3i

ToBapucTso 3
0bMexeHot
BignoBigasbHi
CTH

YkpaiHa

BCi cTagii
BMPOOHMLITBA,
KOHTPO/b AKOCTI,
BMNYCK cepil:

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHx
Marepianis: 3MiHu | TUny - 3MiHM 3 AKOCTI.
[OTOBWIA NikapcbkuMii 3aci6. 3MiHK y
BMPO6HULTBI. 3amiHa abo BBEEHHS

6e3
peyenma

UA/12832/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
CK/ISIHOO MINEeTKOH, "hapmaueBTu ToBapuncTBO 3 [04aTKOBOT AiNbHULI BUPOGHMLTBA AN
no 1 cpnakony y YHa KOMNaHis 06MeXeHOo 4acCTUHM a60 BCbOro BUPOBHMYOrO
KOpo6Li 3 KapTOHY "3popos'sa"” Bi4NoBiAA/IbHICTIO npoL,ecy roToBoOro Nikapcbkoro 3acody
"®apmavueBTUYHa (ainbHULA, Ha AKIN NPOBOAATLCSA OyAb-SKi
KoMnaHis "3gopos'a”, BMPOGHUYI cTagji, 3a BUHATKOM BUMYCKY
Ykpaina cepiii, KOHTPOIIO AKOCTi, NEPBMHHOTO Ta
BTOPVHHOTO MakyBaHHSA, A1
BCi cTagii HeCTepW/IbHUX JliKapCbknx 3acobiB)

BMPOGHWLITBA, OKPIM
KOHTPOJIIO AKOCTi Ta
BUNYCKY cepii:
ToBapucTeo 3
06MeXeHOI0
BigNoBiga/IbHICTIO
"®GapmaLeBThyHa
KoMmnaHis "310pos'a”,
YkpaiHa

CynyTHS! 3MiHa - 3MiHM 3 AKOCTi. FoTOBMIA
nikapcbknii 3aci6. 3MiHM Y BUPOGHULTBI.
3amiHa abo BBeAEHHS [,04aTKOBOI
AiNbHULI BUPOGHMLTBA 151 YaCTUHM abo
BCbOr0 BMPOOHMNYOro NpoLecy roToBoro
nikapcbKoro 3acoby (a4inbHuuA ans
BTOPUHHOTO NakyBaHHS) - 3MiHU 3 AKOCTI.
[OTOBWIA Nikapcbknii 3aci6. 3MiHM Yy
BMPOGHULTBI. 3amiHa abo BBEEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA ANs
4acTuHM abo BCbOrO BUPOGHNYOTO
npoLiecy roToBOro Mikapcbkoro 3acoby
(AiNbHUUA ANA NEPBUHHOIO NakyBaHHS)
BBE[EHHS 404ATKOBOI AiNbHMLI M/TD
(appeca: YkpaiHa, 08301, KuiBcbka 06/1.,
M. Bopucnine, Byn. LesueHka, 6yg. 100,
nit. B-1l (kopnyc 4)) fo 3aTBepAKeHOI
AinbHuui MP1®CTaA (uex ®XLU) (agpeca:
YkpaiHa, 61013, Xapkiscbka 0611., MiCTO
XapkiB, Bynuus LLieByeHka, 6yanHOK 22).
Ha ginbHuui M/1® 6yayTe NpoBOAUTUCS
yci BUpobHuyi cTagii (y Tomy uncni
nepBUHHE Ta BTOPVMHHE NakyBaHHS), 3a
BUHATKOM KOHTPO/0 SKOCTi /13 Ta BUNycKy
cepii. BBefjieHHs1 3MiH NpoTArom 6-Tn
MicsLiB MicnsA 3aTBepAKeHHs. 3MiHu | Tvny
- 3MiHU 3 AKOCTi. [0TOBUIA NiKapCbKuii
3aci6. 3MiHM Yy BUPOOHULITBI. 3MiHA
po3mipy cepii (Bktouaruy gianasoH
po3Mipy cepil) roToBOro Nikapcbkoro
3aco06y (iHWi 3MiHW1) BBEAEHHSA
[04aTKoBOro po3mipy cepii /13 - 100,00 n
a60 5,000 Tuc. yn ons 3anponoHoBaHol
AinbHUUi BUpo6HMLTBa ToBapucTea 3
06MEXEHOH0 BignoBiAa/IbHICTIO
"®apmMaLeBTMYHa KOMNaHisa "3popos’'a” -
Lex MJ/1®, 1o 3HaxoanTbCA 3a apecolo:
YkpaiHa, 08301, Kuiscbka 0611., M.
Bopucnine, Byn. LesyeHka, 6ya. 100, NiT.
B-Il (kopnyc 4). flitoya pefakuis:
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

3arBepmkeHunin po3mip cepii: 55,00 n abo
2,500 Tuc. yn., 300,00 n abo 13,636 TuC.
yn., 500,00 n a6o 22,727 Tuc. yn.
MponoHoBaHa pefakuin: 3aTBepaKkeHnii
po3mip cepii: 55,00 n a6o 2,500 TunC. yn.,
300,00 n a6o 13,636 Tuc. yn., 500,00 n
abo 22,727 tuc. yn., logatkoBuii po3mip
cepii: 100,00 n a6o 5,000 Tuc. yn.
BBefieHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKEHHS.

AKCE®D®

TabneTtku, BKPUTI
060/10HKO0, M0 500
mr no 10 TabneTok y
6nictepi; no 1 a6o 2
6nictepn y
KapTOHHI ynakoBL,i

HOBE/ INAY
CAHAI BE
TIIXKAPET
ALl

TypeyyuH
a

HOBE/1 IIAY CAHAT
BE TIOXAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [JO peecTpaLiinHmx
marepianis: 3miHu | Tuny -
AIMiHICTpaTMBHI 3MiHW. BunyyeHHs
BMPOOHUYOI AiNbHULI (BKNOYA0UM
AinbHuui ana A®l, npoMiXXHOro NpoaykTy
ab0 roToBOro slikapcbkoro 3acoby,
AiNbHWLI AN NPOBEEHHA NaKyBaHHS,
BMPOGHMKA, BiAMNOBIAAIBHOO 3a BUMYCK
cepili, Mmicue NpoBeAeHHsI KOHTPOSHO cepii)
ab0 nocrtavyasibHMKa BUXIAHOIO MaTepiasy,
peareHTy ab0 fONOMIKHOI pEHOBUHM
(AKLL,0 3a3HAYEHO Y [JO0CbE) BUTYUYEHHS
BMPOBHUYOT AinbHULI ADP| uedypokeumy
akcetuny Aurobindo Pharma Ltd , India.
3MiHu | TUNYy - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTI/IE-cepTudpikat
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii. NogaHHs HOBOroO
a60 OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI EBpONEChKIi
thapmakonei: gns A®l; ans BUXiAHOrO
martepiany/peareHTy/NPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; A58 AONOMDKHOT
peyoBuMHYM (cepTudiikaTt BifMNoBIAHOCTI
€Bponelicbkin hapmakonei) - OHOBEHWIA
cepTuqikaT Bif yxe 3aTBepaKeHoro
BVMPOGHMKA - NOAAHHSA OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI EBpONEChKIi
hapmakonei Ne R1-CEP 2009-045 - Rev
02 (3atBeppxeHo: R1-CEP 2009-045 -
Rev 01) gns A®I| uechypokcmmy akceTuy
Bif BXe 3aTBepaKeHoro BupobHuka Nectar
Lifesciences Limited, India

3a
peyenmom

UA/3767/01/02

ANMNECTA®

TabneTku, BKpUTI
NnNiBKOBOKO
060/10HKOH, Mo 10

AJTKANOIQ AL
Ckon'e

Pecny6nik
a MisHiuHa
MakefoHis

AJTKANIOI[, ALl Ckon'e

Pecny6nika
MiBHiYHA

MakefoHis

BHECEHHS 3MiH [0 peecTpavinHmx
MaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikat

3a
peyenmom

UA/4290/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

mr no 10 TabneTok y
6nictepi, no 3
6nictepu B
KapTOHHI Kopoo6Li

BiANOBIAHOCTI €BpONechbkili
thapmakonei/moHorpadii. NogaHHsA HOBOro
a60 OHOBNEHOTO cepTudikaTa
BIAMNOBIAHOCTI @60 BUyYEHHS
cepTudikaTa BiANoOBiAHOCTI EBpONEiiChKiit
thapmakonei: gna A®l; gns suxigHoro
marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI API; AN [ONOMIXKHOT
peyoBuMHYM (cepTudiikaTt BigMnoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTuddikaT Bif y)Xe 3aTBepIKeHOro
BUPOOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BiANoOBiAHOCTI EBpONeiiChKiit
dhapmakonei Ne R1-CEP 2010-130 - Rev
04 pna A®| cumBacTaTuHy Bif, BXe
3aTBEPAKEHOro BUpobHMka Teva
Pharmaceutical Industries Ltd., YropwmHa.
3Mminu | TURYy - 3miHu 3 sKocTi. CepTudikat
BignosigHocTi/TE-cepTudpikat
BiNoBigHOCTI EBponelickkilt
thapmakonei/moHorpadii. logaHHs HOBOroO
a60 OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
martepiany/peareHTy/NPOMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; AN 4ONOMIXHOT
peyoBuHYM (cepTudiikat BiANOBIAHOCTI
€Bponelicbkin dhapmakonei) - OHOBMEHWIA
cepTuqikart Bif yxe 3aTBepaKeHoro
BVMPOGHMKA - NOAAHHSA OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
hapmakonei Ne R1-CEP 2010-130 - Rev
02 (3atBepmxeHo: R1-CEP 2010-130 -
Rev 01) gns A®| cumBacTaTvHy Bif BXe
3aTBEPAKEHOro BMpobHMKa Teva
Pharmaceutical Industries Ltd., YroplmHa

ANMNECTA®

TabneTku, BKpUTI
NiBKOBOIO
060/10HKOI0, M0 20
mr no 10 TabneTok y
6nictepi, no 3
6nictepu B
KapTOHHI kopobuyj,
no 14 tTabneTtok y
6nicTepi, no 2

AJIKANOIQ AL
Ckon'e

Pecny6nik
a MisHiuHa
MakefoHis

AJTKANIOIA, AL, Ckon'e

Pecny6nika
MiBHiYHA
MakefoHis

BHECEHHS 3MiH O peecTpavlinHmx
MaTepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI.
CeprtuchikaT BignosigHocTi/lE-cepTuddikart

BiANOBIgHOCTI EBpONechbkili
thapmakonei/moHorpadii. NMogaHHsA HOBOro
a60 OHOBNEHOTO cepTudiikaTa
BiAMNOBIAHOCTI @60 BUMYYEHHS
cepTudikaTa BiANoOBiAHOCTI EBpONEiCHKiit
dhapmakonei: ana A®l; ans suxigHoro

3a
peyenmom

UA/4290/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

6nictepu B
KapTOHHiA KopooLi

marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI API; AN [ONOMIXKHOT
peyoBuMHY (cepTudiikaTt BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuddikaT Bif y)Xe 3aTBepIKeHOro
BUPOOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BiANoOBiAHOCTI EBpONEiiChKiit
dhapmakonei Ne R1-CEP 2010-130 - Rev
04 pna A®| cumBacTaTuHy Bif BXe
3aTBEpPAKEHOro BUpobHMKa Teva
Pharmaceutical Industries Ltd., YropwmHa.
3Mminu | TUnYy - 3miHu 3 sKocTi. CepTudikat
BignosigHocTi/TE-cepTudpikat
BiNoBigHOCTI EBponelickkilt
thapmakonei/moHorpadii. NogaHHs HOBOroO
a60 OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
martepiany/peareHTy/NPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; AN 4ONOMIXHOT
peyoBuHYM (cepTuddikaTt BiAMNoBIAHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTuaikart Bif yxe 3aTBepaKeHoro
BMPOGHMKA - NOAAHHA OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
hapmakonei Ne R1-CEP 2010-130 - Rev
02 (3atBepmxeHo: R1-CEP 2010-130 -
Rev 01) gns A®| cumBacTaTvHy Bif BXe
3aTBEPAKEHOro BUpobHMKa Teva
Pharmaceutical Industries Ltd., YroplmHa

ANMNECTA®

TabneTku, BKpUTI
NiBKOBOIO
060/10HKOI0, M0 40
Mr no 15 TabneTtok y
6nictepi no 2
6nictepu B
KapTOHHI kopo6uyj,
no 14 tTabneTtok y
6nicTtepi, no 2
6nictepu B
KapTOHHIA KOopoo6Li

AJTKANOIQ AL
Ckon'e

Pecny6nik
a MisHiuHa
MakefoHis

AJTKANIOIA, AL, Ckon'e

Pecny6nika
MiBHiYHA
MakefoHis

BHECEHHS 3MiH [0 peecTpavliinHx
MaTepianis: 3MiHu | TUNy - 3MiHK 3 AKOCTI.
CeprtuchikaT BignosigHocTi/lE-cepTuddikart

BiANOBIgHOCTI EBpoNechbkili
thapmakonei/moHorpadii. NMogaHHSA HOBOro
a60 OHOBNEHOTO cepTudiikaTa
BiAMNOBIAHOCTI @60 BUMYYEHHS
cepTudikaTa BiANoOBiAHOCTI EBpONEiiChKiit
thapmakonei: gna A®l; gns suxigHoro
matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y

BMPOGHULTBI A®I; AN [ONOMIXHOT

peyoBuMHYM (cepTudiikaTt BigMnoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTuddikaT Bif Y)Xe 3aTBEpKEHOr0

3a
peyenmom

UA/4290/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
BUPOOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BiANoBiAHOCTI EBpoNeiiChKiit
dhapmakonei Ne R1-CEP 2010-130 - Rev
04 pna A®| cumBacTaTuHy Bif BXe
3aTBEPAKEHOro BUpobHMKa Teva
Pharmaceutical Industries Ltd., YropwmHa.
3miHu | TURYy - 3miHu 3 sKocTi. CepTudikaT
BignosigHocTI/TE-cepTudpikat
BiNOBigHOCTI EBponelickkilt
thapmakonei/moHorpadii. NogaHHsa HOBOroO
a60 OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
martepiany/peareHTy/NPoOMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCH Y
BMPOGHULTBI A®I; AN 4ONOMIXHOT
peyoBuHYM (cepTuddikaTt BiAMNoBIAHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTuaikar Bif yxe 3aTBepaKeHoro
BVMPOGHMKA - NOAAHHSA OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
hapmakonei Ne R1-CEP 2010-130 - Rev
02 (3atBepmxeHo: R1-CEP 2010-130 -
Rev 01) gns A®| cumBacTaTuHy Bif BXe
3aTBEPAKEHOro BUpobHMKa Teva
Pharmaceutical Industries Ltd., YroplmHa
10. AMBPOKCONY Tabnetku no 30 mr; My6niyHe YkpaiHa BMPOBHULITBO 3a YkpaiHa BHECEHHS 3MiH [0 peecTpavliinHx 6e3 UA/1437/01/01
rigpoxnoruj no 10 TabneTtok y akuioHepHe NOBHUM LMK/IOM: mMartepianis: 3MiHu | TUNY - 3MiHK WOA0 peuyenma
6nicTepi; no 2 TOBapuCTBO My6niyHe akuioHepHe 6e3nekn/edhekTMBHOCTI Ta
6nictepun y nauui 3 "HaykoBo- ToBapucTBO "HaykoBo- hapmakoHarnagy (iHwi 3MiHn).
KapToHy BPOGHNYMIA BMPOBHUUNIA LLEHTP YTOUYHEHHS BUKIaAEHHA po3ainis
LeHTp "BopLyariscbkuii "Mopatkosa iHdhopmadis. [l-1. Ynakoska"
"BopuyariBcbk Ximiko- MKS$A Ta posginy P/l 3.2.P.7. OHOBNEHHSA
niA XiMiko- hapmaLeBTUYHNI TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro
hapmaneBTny 3asopg", 3ac06y WoA0 BUYYEHHS iHdopMalLil, ska
HWi1 3aBog" YkpaiHa HaHOCUTbLCS POCICbKO0 MOBOK. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
BUPOGHULITBO, 3aTBEPLKEHHS.
nakyBaHHS1, BUMYCK
cepiii:
ToBapucTeo 3
06MeXeHoH0
Bi4NoBiAa/IbHICTIO
"ArPO®APM",
YkpaiHa
KOHTPO/b Cepiii:
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
ToBapuncTBO 3
obMmexeHoo
Bi4NoBiAA/IbHICTIO
"Hatyp+",
YKpaiHa
11. AHANbLIH Tabnetkn no 0,5r; TOB YkpaiHa TOB "TepHodhapm" Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnX 6e3 nionseae UA/1410/01/01
no 10 TabneTok y "TepHodhapm" Marepianis: 3miHu | TUny - 3MiHN LWOA0 peyenma

6nicTtepax

6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acToCyBaHHS /likapCbKoro
3acoby B nicnapeecTpauiiHnii nepiog, abo
SIK pe3yfbTar OLIHKN 3BIiTY 3 AOCNIKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
negiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM
YMNOBHOB&XEHWM OpraHom) 3MiHWN BHECEHI
[0 IHCTpyKUii AN MeauyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3ginis : "OcobnuBi 3axoan 6e3nekn”,
"Oco6nmBoCTi 3acTocyBaHHSA", "Mo6iuHi
peakuii" Wwoao 6e3nekn 3acTocyBaHHSA
Aito4oi peyoBrHW. 3MiHK | Tuny - 3MiHK
oo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkili
XapakTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKUii Ans
MeAMYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo AoC/iAKeHb 3
6e3neky 3acToCyBaHHSA MikapCbKoro
3acoby B nicnsipeecTpawiliHiii nepiog, abo
AIK pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHWX BifnoBigHO A0 niaHy
negiatpnyHux gocnimpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHU BHECEHI
00 IHCTpyKUii AN MefuyHoro
3aCTOCyBaHHS /iKapcbKoro 3acoby Ao
po3ainis : "Ocobnusi 3axoau 6e3nekn”,
"Oco6nmBocCTi 3acTocyBaHHA", "Mo6iuHi
peakuii” Wwoao 6e3nekn 3acTocyBaHHs
Lito4oi peqyoBuHN. CynyTHSA 3MiHa - 3MiHK
wopao 6e3snekn/edpekTMBHOCTI Ta
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

thapmakoHarnagy. BHeceHHs abo 3miHa(h)
[10 3060B'A3aHb Ta YyMOB Buavi
peecTpaLiiHoro NocBifAYeHHs, BKIYAUN
MnaH ynpasniHHA pusnkamu
(3acTocyBaHHS TEKCTY, KNI NOrOMKEHW 3
KOMNETEeHTHUM OopraHoM) 3asiBHUKOM
HaZiaHO OHOBJ/IEHWIA [MnaH ynpaBniHHA
pu3nkamu Bepcis 2.1. 3MiHW BHECEHO [0
yacTuH: Il «Cneuudpikauis 3 6esneku» , |11
«MnaH 3 dhapmakoHarnsgy», V " 3axoam 3
MiHiMi3auii pusukis",VI "Pe3tome 3axogis B
nnaHi ynpasniHHA pusnkamu A5t KOXKHOro
nikapcbKoro 3acoby”, VIl «Jogatku»,
3rigHo pekomeHgauin PRAC

12.

AHANbLIIH

Tabnetkv no 500 wmr,
no 10 TabneTok y
6nictepi, no 1
6nicTepy B nauyui; no
10 TabneTtok y
6nictepax

TOB
"Arpochapm”

YkpaiHa

TOB "Arpochapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | TURy - 3MiHN LWOA0
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acToCyBaHHS likapCbKoro
3acoby B nicnapeecTpauiiHnii nepiog, abo
SIK pe3ybTar OLIHKW 3BIiTY 3 AOCNIKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
negiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpraHoM) 3MiHU BHECEHO
[0 IHCTpyKUii AN MeguyHoro
3aCcTOCyBaHHS Nikapcbkoro 3acoby y
po3ginu "Ocob6aMBOCTi 3acTOCyBaHHS",
"Mo6iuHi peakwii" BignoBigHO A0
OHOB/EHOI iHGhopMaLi Woao 6e3neku
3aCTOCyBaHHS Ail040l pe4OBMHY 3rigHO 3
pekomeHpauieto PRAC. 3MmiHn | Tuny -
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acToCyBaHHS /likapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
SIK pe3ybTar OLIHKW 3BIiTY 3 AOCNIKEHD,
npoBefleHnX Bi4NOoBiAHO A0 NaaHy

6e3
peyenma

nionsieae

UA/7018/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
nepiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHNUM
YNOBHOB&XEHNM OpraHoM) 3MiHU BHECEHO
[0 IHCTpyKLUii NS MefuyHoro
3acToCyBaHHS Nikapcbkoro 3acoby y
po3ain "OcobaMBOCTi 3acTOCyBaHHS",
BiAMOBIAHO A0 OHOBMEHOI iHhopMaLi
o0 6e3neku 3acToCyBaHHs Ajito4oi
pevyoBMHM 3rifHO 3 pekoMeHgauieio PRAC
13. AHTUMITPEH- TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpavliinHx 3a He UA/3947/01/02
340POB'A NNiBKOBOO 06MeXeHo BMPOOHULTBA, MaTepianis: 3MiHu | TUNy - 3MiHK 3 AKOCTI. peyenmom | nidssieae
060n10HKot0, No 50 BiANOBIAA/bHI KOHTPO/Ib SKOCTI, [oTOBMIA Nikapcbknit 3aci6. 3MiHW y
mr, no 1 Tabnetuyiy CTHO BMNYCK Cepil: BMPO6HMLTBI. 3MiHa iMnopTepa/3MiHuy, Lo
6nictepi; no 1 a6o 3 “papmaueBTu ToBapucTBo 3 CTOCYHOTbCS BUMYCKY cepil Ta KOHTPOSI0
6nictepn B YHa KOMMNaHis 06MEeXEHO SIKOCTi rOTOBOrO MiKapCcbKoro 3acoby
KapTOHHI kopo6uyj; "3popos'a” BigNoBifa/IbHICTIO (3amiHa abo foAaBaHHS BUPOGHMKA, LU0
no 3 Tabnetkn y "®apmaLeBTnyHA BignoBifae 3a BBe3eHHA Ta/abo BUMNYyCK
6nictepi; no 1 KoMmnaHis "3g0pos'a”, cepii) - He Bknoyaroun
6nictepy B YkpaiHa KOHTPO/b/BMNPOGYBaHHS cepii -
KapTOHHIA KOopoo6Li [ofaBaHHA BUPOOHUYOI AiNbHULI, Lo
BCi cTagii Bignosigae 3a Bunyck cepii TOB
BMPOOHMLITBA, “©APMEKC I'PYIN", YkpaiHa (YkpaiHa,
KOHTPO/1b SIKOCTI, 08300, KuiBcbka 0611., MicTo Bopucnine,
BMNYCK cepil: Byuus Lesuenka, 6yanHok 100). 3MiHu
ToBapucTBo 3 BHeCeHi y po3ginu "BupobHuk" Ta
06MEeXeHO "Micue3HaxokeHHs BUPOGHMKa Ta
BigNoBiAA/IbHICTIO agpeca MicLs npoBaKeHHs oro
"®APMEKC TPy, [OISNbHOCTI" B IHCTPYKLUiO 415 MeAUYHOro
Ykpaina 3aCcTOCyBaHHSA Ta K Hac/ifoK - BiANOBIAHI
3MiHW Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. BBegeHHs 3MiH
NpOTArom 6-Tu MicALiB nicas
3aTBEPAKEHHSA
14. AHTUMITPEH- TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpavinHmx 3a He UA/3947/01/01
340POB'A NNiBKOBOO 06MeXeHo BMPOOHULITBA, MaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. peyenmom | nidssieae
060/10HKOt0, N0 100 BiANOBIAaAbHI KOHTPO/Ib SKOCTI, ["oTOBMIA Nikapcbknit 3aci6. 3MiHK Y
mr, no 1 Tabnetuyiy CTIo BUNYCK cepi: BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
6nictepi; no 1 a6o 3 “papmaueBTu ToBapucTBo 3 CTOCYHTbCS BUMYCKY cepil Ta KOHTPO/I0
6nictepu B YHa KOMMNaHis 06MEXEHO SIKOCTi rOTOBOrO MiKapCbKoro 3acoby
KapTOHHI kopo6uyj; "3p0pos'a” Bi4nNoBIgaNbLHICTIO (3amiHa abo foAaBaHHS BUPOGHMKA, LU0
no 3 Tabnetkn y "®apmaLeBTnyHa BignoBifae 3a BBe3eHHA Ta/abo BMNyCcK
6nictepi; no 1 KoMmnaHis "3g0pos'a”, cepii) - He Bkntoyatoun
6nictepy B Ykpaina KOHTPO/b/BMNPOGYBaHHSA cepii -
KapTOHHI KOpooLi [0[aBaHHA BUPOOHUYOI AiNbHULI, Lo
BCi cTagii Bignosigae 3a Bunyck cepii TOB
BMPOGHMLITBA, “®@APMEKC I'PYI", Ykpaina (YkpaiHa,
KOHTPO/Ib SIKOCTI, 08300, KviiBcbka 061., MicTo Bopucnine,
BMNYCK cepil: By/mus LeByeHka, 6yanHok 100). 3MiHu




n/n

Hassa
JliKapcbKo20

dopma sunycKy
(nikapcbka ¢hopma,

3asBHUK

KpaiHa

Bupo6Huk
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3acoby

ynakoska)

3asiBHUKa

ToBapuncTBO 3
06MeXeHo

KpaiHa

BUPOGHUKa

PeecmpayjitiHa npoyedypa

BHeCeHi y po3ginu "BupobHuk" Ta

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

15.

AHTPANIb®

TabneTku, BKpUTI

060/10HKO10, no 0,1

AT "dapmak"

YkpaiHa

BiANOBIAA/IBHICTIO
"®APMEKC IPy1",
YkpaiHa

AT "dapmak"

"MicLe3HaxomKeHHs1 BUPOGHMKa Ta
ajipeca MicLs NpoBaKeHHs oro
[OISNbHOCTI" B IHCTPYKLUiO 415 MeANYHOro
3aCTOCyBaHHA Ta K Hac/iJoK - BiANOBIAHI
3MiHW Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbKkoro 3acoby. BBegeHHs 3MiH
NpOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHSA

16.

AHTPANIb®

6nictepi; no 3
6nictepun y nayui 3
KapToHy

TabneTtku, BKPUTI
o60s0HKoto, Mo 0,2

r, no 10 Tabnetok y

AT "®apmak”

YKpaiHa

AT "®apmak”

YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliinHx
mMartepianis: 3miHu Il TMny - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKiii
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B’A3KY i3
HOBUMMW JaHVMM 3 SKOCTI, AOK/IHIYHUMMU,
KNIHIYHUMW AaHVMU Ta JaHuMy 3
thapmakoHarnsgy - 3MiHu BHeceHi go
IHCTPYKLUIT 418 MEeAUYHOr0 3aCTOCYBaHHSA
niKapcbKoro 3acoby Ao posainy
"®apmakonorivyHi B1lacTMBoOCTi" BigNOBIAHO
[0 maTepianiB peecTpauiiHoro oChe.
BBefeHHs1 3MiH NpoTArom 6-Tn MicauiB
nicns 3aTBepKeHHs

6e3

peyenma €

Mionsiza

UA/6893/01/01

17.

ACKOLVH®
MAKC

r, no 10 TabneTtok y
6nictepi; no 3
6nicTtepn y nayui 3
KapToHy

TabneTky Wwuny4i no
10 a6o no 20

TOB
«NE®APM

YKpaiHa

KYCYM XENTXKEP

IHgis

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3miHu Il Tvny - 3MiHK Woao
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKild
XapakTepucTuLi Nikapcbkoro 3acooby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHSA Yy 3B'A3KY i3
HOBUMMW JaHVMM 3 SIKOCTi, AOK/iHIYHUMMU,
KNiHIYHMW AaHUMK Ta JaHuMK 3

hapmakoHarnsgy - 3MiHu BHeCeHi Ao
IHCTPYKUIT AN MEeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby [0 po3ainy
"apMakonoriyHi B1actusBocCTi" BigNOBILHO
[0 MaTepianis peecTpauiiHoro gocke.
BBefeHHA 3MiH NpOTAroM 6-Tu micsauis
nicns 3aTBeppkeHHs

6e3
peuyenma

nionsieae

UA/6893/01/02

LUMMYYnX TabneTok y

nosinponisieHoB.in
Ty6i, no 1 Ty6i y
KapTOHHIiA KOpo6Li

NTh»

nBT NT4,

BHECEHHS 3MiH 40 peecTpaliiHNX
mMaTtepianis: 3mMiHu Il TMMy - 3MiHW 3 AKOCTI.
A®I|. BupobHuLTBO. 3MiHa BUPOGHMKa

BUXiAHOTO/NPOMIXXHOro
NpPoAyKTy/peareHTy, Lo

BUKOPUCTOBYHTLCA Y BMpOGHI/ILIOMy

6e3
peyenma

npoueci A®Il, abo 3miHa BUPOGHMKA

UA/18993/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

(BrTrOYatouM, fie HeoobXigHoO, Micue
npoBefieHHA KOHTPOso AkocTi) APl (3a
BiICYTHOCTI cepTucpikaTa BiANoOBIAHOCTI

€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [0CHE)(BBEAEHHS HOBOTO
BMpO6HMKa AP| 3 HaAaHHAM MacTep-
thaiina Ha A®l). BBegeHHs
anbTepHaTUBHOIO BUPOGHMKa AdI
(kucnota ackop6iHoBa),
3aTrBepmxeHo: Amoli Organics Private
Limited, India. 3anponoHosaHo: Amoli
Organics Private Limited, Bajaj Healthcare
Limited, India

18.

ATEHATUB 1000
MO

MOPOLLIOK Ta
PO3UMHHWK AN
pO34nHy AnA
iHcpysiii, 50 MO/Mn;
1 donaxoH 3
nopotukom (1000
MO) Ta 1 cpnakoH 3
PO34nHHMKOM (20
MJ1) B KAPTOHHIA
Kopobui

Oktadhapma
PapmaLeBTuK
a
MpoaykTioHcre
c. M.6.X.,

ABCTpist

BUPOGHMLTBO Bif
nnasmm Ao in bulk
NPoAYKTY, NEPBUHHA
ynakoBka Ta
MapKyBaHHS! NOPOLLIKY
AN PO34MHY ANns
iHdpysiin, BUNycK cepil
KIHLLEBOrO MPOAYKTY
(nopowwok ans
PO34uHY ANs iHQy3il
Ta PO3UMHHNK):
OkTadapma AB,
LLseuis

BUNPOOYBaHHA LWOA0
Bi3yasibHOro
KOHTPO/II0, NepeBipku
yinicHocTi gns
NOPOLLKY A1 PO3UMNHY
Ans iHdysiin,
MapKyBaHHS,
BTOPVHHE NaKyBaHHS
KIHLLEBOrO MPOAYKTY
(nopowwok ans
PO34UHY aNs iHQy3il
Ta PO3UMHHNK):
OkTadhapma [Jeccay
'M6X, HimeuunHa

BUMNPOOYBaHHA WOA0
Bi3yasibHOro
KOHTPO/II0, NepeBipku
yinicHocTi gns
NOPOLLKY A1 PO3UMNHY
Ans iHQysin:

Lseuis/
Himeuumnna/
AscTpisi/
IcnaHis

BHECEHHS 3MiH [JO peecTpaLiinHmx
marepianis: 3miHu Il Tvny - 3miHn Woano
6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. 3MiHn y TepaneBTUHHUX
nokasaHHsx (4ofasaHHA HOBOroO
TepaneBTWYHOTO MokKazaHHs abo 3MiHa y
3aTBEPLKEHOMY NOKasaHHi) 3MiHu
BHECEHO A0 IHCTPYKUIT 4719 MeANYHOro
3aCTOCyBaHHS /liKapcbKoro 3acoby Ao
po3ziny "MokasaHHA" (4o4aBaHHA HOBOTO
TepaneBTUYHOrO NokasaHHs: MNauieHTam 3
HabyTUM AediLuToM aHTUTPOMOGIHY), K
HacnifoK, BHECEHI YTOUHEHHS Ta
[OMNOBHEHHS iHhopMaLii B po3ginax
"®apmakonoriyHi BnacTmBocTi”,
"Oco611BOCTi 3acTocyBaHHA ", "Cnoci6
3acTocyBaHHs Ta go3u", "MobiuHi peakwii”.
TepMiH BBEZIEHHS 3MiH - NPOTArom 6
MicAILiB Micns 3aTBepKEHHS.

3a
peyenmom

He
nionseae

UA/17557/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

OkTadapma
dapmaueBTnKa
MpopaykTioHcrec.
M.6.X., ABCTpis

BMPOGHMLTBO
PO3YMHHYMKA:
Contodapm

dapmavoiiTie
EpuotirHicce Mm6X,
Himeuunna

BMPOGHMLTBO
PO3YMHHYMKA:

B. BpayH Megikan,
C.A., Icnanis

19.

ATEHATUB 500
MO

MOPOLLIOK Ta
PO3YMHHVIK AN
pO34nHy Ans
iHdysiii, 50 MO/mn;
1 donakoH 3
nopotukom (500 MO)
Ta 1 donakoH 3
pO34nHHKKOM (10
MJ1) B KQPTOHHIA
Kopoo6ui

OkTadhapma
dapmaLeBTuK
a
MpopykTioHcre
c. Mm.6.X.

AscTpist

BVMPOGHWLTBO Bif
nnasmm Ao in bulk
npoAyKTY, NepPBUHHA
ynakoBka Ta
MapKyBaHHS MOPOLLIKY
AN PO34MHY ANns
iHdys3in, BUNYyCK cepii
KIHLLeBOro NpoayKTy
(nopowwok ans
PO3unHy ANs iHdy3il
Ta PO3UMHHNK):
Oktadhapma AB,
LLseuis

BUNPOBYBaHHA LWOA0
Bi3yaslbHOro
KOHTPOJII0, NEePEBIPKM
uinicHocTi gns
MOPOLLKY AN PO3UNHY
Ans iHdysii,
MapKyBaHHS,
BTOPVHHE NaKyBaHHS
KIHLLeBOro NpoayKTy
(nopowwok ans
PO3unHy ANs iHdy3il
Ta PO3YMHHNK):
Oxktadhapma [eccay
'm6X, HimeyunHa

BUNPOBYBaHHA LWOA0
Bi3yaslbHOr0

LLiseuisi/
HimeuuunHa/
ABcTpisi/
IcnaHis

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu Il TMny - 3MiHK Woao
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnagy. 3MiH1 y TepaneBTUYHNX
rokasaHHsX (fofaBaHHS HOBOIO
TepaneBTWYHOTO Noka3aHHs abo 3MiHa y
3aTBEPAKEHOMY NOKa3aHHi) 3MiHu
BHECEHO A0 IHCTPYKLIiT 4519 MeaNYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3giny "MokasaHHsA" ([ofaBaHHSA HOBOTO
TepaneBTUYHOTO Noka3aHHs: MNauieHTam 3
HabyTuUM AediuuToM aHTUTPOMOBIHY), AK
HacnifoK, BHECEHI YTOUYHEHHA Ta
[OMNOBHEHHS iHhopMaLii B po3ginax
"apmakosorivyHi BnactusocTi”,
"Oco611BOCTi 3acTocyBaHHSA ", "Cnoci6
3acTocyBaHHsA Ta go3u", "MobiuHi peakuii”.
TepMiH BBEAEHHS 3MiH - MPOTAroM 6
MiICALIB MiCNA 3aTBEPLKEHHS.

3a
peyernmom

He
niosisieae

UA/17557/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
KOHTPOJTI0, NEePEBIPKM
uinicHocTi gns
NOPOLLKY A/151 PO3UUNHY
4ns iHdysin:
OkTathapma
dapmaveBTVKa
MpopykTioHcrec.
M.6.X., ABCTpIs
BMPOGHMLTBO
PO3YMHHYMKA:
Contodhapm
dapmavoiiTiwe
EpuolirHicce Tm6X,
Himeuunna
BUPOOHULTBO
PO3UMHHYKA:
B. BpayH Megikan,
C.A., IcnaHis
20. ATOPBACTATWUH | Tabnetku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavinHmx 3a UA/15437/01/01
-AAPHULSA 060/10HKO10, M0 10 "papmaueBTu "®apmaLeBTUYHA mMartepianis: 3MiHu | TUNy - 3MiHK WOA0 peyenmom
mr; no 10 TabneTok yHa thipma hipma "JapHuus” 6e3nekn/edhekTMBHOCTI Ta
Y KOHTYpHili "NapHuus" hapmakoHarnagy (iHwi 3MiHn).
YapyHKOBIi OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBK/
ynakosLi; no 3 nikapcbKoro 3acoby, a came AoAaBaHHA
KOHTYPHi YapyHKOBI iHchopmawii Wwopo HaHeceHHss QR-koay Ha
ynakoBKM y nauli; no BTOPVHHY YNaKOBKY Ta BU/IyYEHHS TEKCTY,
14 TabneToK y AKWI HAHECEHWIA POCIICHKO MOBOIO.
KOHTYPHiIl TepMiH BBEZIEHHS 3MiH - NPOTArom 6
YapyHKOBIli MicAILiB Micns 3aTBepKEHHS.
ynakosLi; no 2
KOHTYPHi YapyHKOBI
yNakoBKM y nauli
21. ATOPBACTATUH | Tabnetku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHx 3a UA/15437/01/02
-A0APHNUA 060/10HKOH0, Mo 20 "papmaueBTu "apmMaueBThYHa mMarepianis: 3MiHu | TUNy - 3MiHK WoA0 peyenmom
mr; no 10 TabneTok yHa hipma hipma "JapHuus” 6e3nekun/edheKTUBHOCTI Ta
Y KOHTYpHIli "fapHuus” thapmakoHarnsgy (iHwi 3MiHn).
YapyHKOBIi OHOB/IEHHSI TEKCTY MapKyBaHHS yNakoBK/
ynakoBLi; no 3 nikapcbKoro 3acoby, a came o/ aBaHHs
KOHTYPHIi YapyHKOBI iHchopmawii Lwoao HaHeceHHss QR-koay Ha
ynakoBKM y nautli; no BTOPVHHY YNakKOBKY Ta BU/TyYEHHS TEKCTY,
14 TabneTtok y SIKUIA HAHECEHWIA POCIICbKO MOBOH).
KOHTYPHIl TepMmiH BBEL,EHHS 3MiH - NPOTArom 6
YapyHKoBIl MiCAILiB Micns 3aTBEPKEHHS.
ynakoBLi; no 2
KOHTYPHi YapyHKOBI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
YNaKoBKM y nauLli
22. AYKCUNEH® PO3YUH O151 iH'EKLLNA, AT "Kanuekc" NatBia BCi cTagii CnoBayumHa BHECEHHS 3MiH [JO peecTpaLiinHmx 3a He UA/17119/01/01
50 mr/2 mn no 2 mn BMPOBHNYOTO / NatBisa MaTepianis: 3miHu | TMny - 3MiHK WoA0 peyenmom nionseae

B amnyni; no 5
amnyn B KOHTYPHIl
YapyHKOBIl yrnakoBLi
(nipgooHi); mo 1
KOHTYPHili
YapyHKOBIl yrnakoBLi
(nipaoHy) B nayui 3
KapToHy

npouecy, Kpim BAMYCKY
cepii: XBM dapma
C.p.0., CnoBayuunHa;
BMUPOGHUK, SKWiA
Bignosigae 3a
KOHTPONb
cepii/BMNpobyBaHHs:
AT "I'piHgekc”, NaTsis;
BMPOGHUK, SKWiA
BiAMOBIgae 3a BMNycK
cepii: AT "Kanuekc",
Natsis

6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKild
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKUii Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHuX/ribpuaHMx/6ionoaibHMX
NiKapCbKNx 3aco6iB Nicns BHECEHHS Tiel
camoi 3MiH1 Ha pechepeHTHUIA npenapaT
(3MiHa He NoTpebye HafaHHS XOAHMX
HOBUX AOAATKOBMX AaHWNX) 3MiHU BHECEHI
00 IHCTPYKLUiT ANna MeguyHoro
3aCTOCYBaHHS NMikapCbKoro 3acoby y
po3ainu "dapmakosnoriyHi BNacTueocCTi",
"MpoTunokasaHHA", "B3aemopis 3 iHWMMKN
nikapcbkMun 3acobamu Ta iHLWi BUan
B3aemogiin", "OcobMBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHSA y nepiog, BariTHOCTi abo
rogyBaHHA rpyaar”, "34atHicTb BNaMBaTtm
Ha LWBWAKICTb peakLii Npu KepyBaHHi
aBTOTPaAHCMNOPTOM a60 iHWMMKN
MexaHismamu”, "Cnocib 3acTocyBaHHs Ta
no3n", "Mo6iuHi peakwyji”, "HecymicHicTb"
3rigHO 3 iH(hopmaLieto LWoA0 MeANYHOTO
3acTocyBaHHsA pehepeHTHOro Nikapcbkoro
3aco6y Dolmen 50 mg/2 ml solution for
injection (B YkpaiHi 3apeecTpoBaHuii siK
LEKCAJTTIH® IH'EKT, po3uuH ans
iH'ekuil/iHdoy3ili, 50 mr/2 mn). BBegeHHs
3MiH NPOTArom 6-Tv MicaLiB nicns
3aTBEPMKEHHS. 3MiHu | TUny - 3MiHK Woao
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsay. 3MiHa y KOpoTkiii
XapakTepucTuLi fikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKUii Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo foC/imKeHb 3
6e3neky 3acToCyBaHHSA MikapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepiog, abo
AIK pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHWX BignoBigHO A0 niaHy
negiatpuyHux gocnimpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHNUM
YNOBHOB&XXEHUM OpraHom) 3MiHU BHECEHI
[0 iHCTPYKUIT AN MeAn4HOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
3aCTOCyBaHHSA NiKapcbkoro 3acoby y
po3ain "3acTocyBaHHSA y nepiof BariTHOCTI
abo rogyBaHHs rpyaa0" BignosigHo fo
OHOBJ/IEHOT iHhopMaLii 3 6e3neku ailyoi
peyoBvHW. BBEEHHSA 3MiH NPOTArOM 6-Tw
MicsLiB MiCNsA 3aTBEPAKEHHS
23. APNETUH Kancysm M'siki no AT YkpaiHa AT "KNIBCbKUW YkpaiHa BHECEHHS 3MiH [0 peecTpavliinHx 6e3 niosisieae UA/17176/01/01
125 wmr; no 10 "KNIBCbKM BITAMIHHNIA mMartepianis: 3MiHu | TUny - 3MiHW 3 AKOCTI. peuyenma
Kancyny énictepi; BITAMIHHWIA 3ABO" [oToBWIA Nikapcbkunii 3aci6. CTabiNbHICTb.
no 2 6nictepu y 3ABOA" 3miHa y TepmiHax npugatHocTi abo
nadui; no 20 kancyn ymoBax 36epiraHHsi roTOBOrO /ikapCbKoro
y 6nicTepi; no 1 3aco0y (36i1bLEeHHA TepMiHy NpuaaTHOCTI
6nictepi y nauui roTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBOi yNakoBKW (MigTBEPLKYETLCS
[aHVMU peanibHOro vacy) 36i/bLlIeHHs
TepMiHy NMpUAAaTHOCTI FOTOBOrO
NikapcbKoro 3acoby Ha OCHOBI NO3UTUBHUX
pe3ynbTaTiB fOBrOCTPOKOBUX AOCAIAKEHD
CTabisIbHOCTi y peasibHOMY Yaci:
3aTBepxeHo: TepMiH npuaaTHoCTi: 2
POKK. 3anponoHoBaHoO: TepMmiH
npugaTHocTi: 3 poku. BBefeHHS 3MiH
NpOTArom 6-Tu MicALiB nicas
3aTBEPKEHHS.
24, BANAHC 4,25% PO34MH Ans PpeseHiyc HimeuuunH ®peseHiyc Megukan HimeuunHa BHECEHHS 3MiH [0 peecTpavinHmx 3a UA/16101/01/01
rNHOKO3u 1,75 nepuToHeas1bHOro Meaukan Kep a Kep Ooiunang MrmexX MaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. peyenmom
MMOnNbIN Aianisy no 2000 mn [onunang CeprtucpikaT BignosigHocTi/l E-cepTuddikart
KANbLUJIO a6o 2500 mny veX BiANOBIgHOCTI EBpoNechbkili

cucTemi
[BOKaMepHoro
MilLLIKa cTeleceiid;
no 4 miwwka y
KapTOHHI Kopoo6Li 3i
CTUKEPOM
YKpPaiHCbKOK MOBOK
ab0 3 MapKyBaHHAM
YKpaiHCbKOK Ta
HLUIMMKN MOBaMW;

no 3000 mny
cucTemi
[BOKaMepHoro
MiLlKa cnineceid; no
4 MilLKa y KapTOHHIi
KopobLi 3i CTMKepoM
YKpaiHCbKOH MOBOIO
ab0 3 MapKyBaHHAM
YKpPaiHCLKOK Ta
iHLUMMW MOBaMMU;

thapmakonei/moHorpadii. NMogaHHsA HOBOro
a60 OHOBMEHOTO cepTudiikaTa
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BiANoBiAHOCTI EBpONEiChKiit
hapmakonei: gna A®l; gns suxigHoro
marepiany/peareHTy/nPoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; AN ONOMIXHOT
peyoBuHY (cepTuddikat BignoBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTudikaT Bif YXe 3aTBepAXEHOro
BUPOOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTy BiAnoBigHOCTI €EBponeichkili
thapmakonei R1-CEP 2008-105-Rev 02
onsa A®l HaTpilo xiopuay Bif, BXxe
3aTBepAKeHoro BupobHnka DANSK SALT
AJ/S, BKNOYAKOUN OHOBJIEHHS HA3BU
BrnacHuka CEP 6e3 3miHu iioro agpecu
(3aTBepaxeHo: R1-CEP 2008-105-Rev 01
BnacHuk CEP: DANSK SALT A/S
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

no 5000 mny
cucTemi
[BOKaMepHoro
MiLLKa cninecelidp; no
2 MilllKa y KapTOHHii
KopobLi 3i CTKepoMm
YKpaiHCbKOK MOBOIO
ab0 3 MapKyBaHHAM
YKparHCbKOto Ta
iHWMMK MOBaMu

Hadsundvej 17 Denmark-9550 Mariager;
BMpOGHMYa ainbHuus: DANSK SALT A/S
Hadsundvej 17 Denmark-9550 Mariager;
3anponoHosaHo: R1-CEP 2008-105-Rev
02 BnacHuk CEP: MARIAGER SALT
SPECIALTIES A/S Hadsundvej 17
Denmark-9550 Mariager; BUpobHuya
ginbHuus: DANSK SALT A/S Hadsundvej
17 Denmark-9550 Mariager). 3miHu | Tuny
- 3MmiHu 3 sKocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat
BiNoBigHOCTI EBponelickkilt
thapmakonei/moHorpadii. logaHHs HOBOroO
a60 OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
mMartepiany/peareHTy/NPoOMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCH Y
BMPOGHULTBI A®I; AN 4ONOMIXHOT
peyoBuHYM (cepTuddikat BifMNoBIAHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTuqikart Bif yxe 3aTBepaKeHoro
BMPOGHMKA - NOAAHHA OHOB/IEHOTO
cepTuddikaTy BiAnoBigHOCTI €EBpoNenchbkili
thapmakonei R1-CEP 2010-083-Rev 01
ana A®| Hatpito xnopuay Bif BXxe
3aTBepAXeHoro BupobHuka Esco France
SAS, ®paHLis BKIOYAUYN OHOB/IEHHS
Ha3Bu BnacHvka CEP Ta itoro agpecu, Ta
Ha3BW BUPOOHMNYOT AiNbHULI 6€3 3MiHK
agpecy BUpOOHNYOT AiNbHULL
(3aTBepaxeHo: R1-CEP 2010-083-Rev 00
BracHuk CEP: ESCO FRANCE SAS
European Salt Company 49 avenue
Georges Pompidou France-92593
Levallois Perret; BMpo6HMya AinbHULS:
ESCO FRANCE SAS - Saline de
Dombasle ZA Solvay Porte Est Route des
Digues France-54110 Dombasle-sur-
Meurthe; 3anponoHosaHo: R1-CEP 2010-
083-Rev 01 BnacHuk CEP: K+S France
SAS 1 rue des Docks Remois france-
51100 Reims; BUpo6HMYa AinbHULA: K+S
France SAS Site Saline de Dombasle ZA
Solvay Porte Est — Route des Digues
France-54110 Dombasle-sur-Meurthe)

25.

BE/IAPA®

TabneTkn, BKPUTI

BAT "lefeoH

YropwimHa

BAT "lepeoH Pixtep"

YropLymHa

BHECEHHS 3MiH 10 peecTpayinHmx

3a

UA/2059/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20

3acoby ynakoska) nocsioYeHHs
NIBKOBOIO PixTep" marepianis: 3miHu Il Tuny - 3miHK Woao peyenmom
060/10HKOM, 2 6e3nekn/edheKTUBHOCTI Ta
mr/0,03 wr; no 21 hapmakoHarnsagy. BHeceHnHs abo 3miHa(n)
Tabnetui y 6nictepi; [0 3060B'A3aHb Ta YMOB BuAaui
no 1 a6o 3 6nictepu peecTpaLiiiHoro NocBigYEHHS, BKIKYaum
Y KapTOHHiiA MnaH ynpasniHHA pu3nkamn
ynakoBLi (3acTocyBaHHs 3MiH(1), SKi(a)
B/MaratoTb(€) noganbLioro
06r'pyHTYBaHHS HOBUMW A04ATKOBUM
AaHumMu, WO MatoTb HagaBaTucs
KOMNETeHTHUM OpraHoM, OCKi/TbKu
BUMAraeTbCs CyTTEBA OL{iHKa
KOMMNEeTEeHTHUM opraHoM) 3asBHUKOM
OHOBJ/IEHO NaH ynpasiHHA pu3vKamn 4ns
nikapcbkoro 3acoby benapa®, Tabnetku,
BKPUTI NNiBKOBOI 060/10HKOM0, 2 Mr/0,03
Mr; no 21 Tabnetui y 6nictepi; no 1 a6o 3
6nicTepy y KAPTOHHI yNakoBLi Ha NiacTaBi
pekomeHpauili i BucHoBkiB PRAC wwopao
HOBMX 3aX0AiB A/15 MiHIMi3auil pu3nky
MEHIHFIOMW, PerynsipHo OHOBJIOBaHWX
3BiTiB 3 6e3nekn (PSUR) Ta NOBTOPHOI
OL|iHKM pU3UKIB 3riAHO 3 BUMOramu o
CraHgapTtusoBaHoro dpopmary NMyP
(EMA/PRAC/613102/2015 Rev.2
accompanying GVP , Module V Rev.2,
Human Medicines Evaluation Guidance on
the format of the risk management plan
(RMP) in the EU — in integrated format)

26. BIONIK PO34nH ANS iH'EKLRA TOB "BIOJIIK YkpaiHa TOB "BIOJIIK PAPMA" Ykpaina BHECEHHS 3MiH [0 peecTpaLinHmx - UA/15772/01/01
TYBEPKYNIH 3 aKTUBHICTIO 2 PAPMA" Marepianis: 3mMiHu | TUny - 3MiHM 3 AKOCTI.
nna-n TO/po3a; in bulk: no [oTOBWIA Nikapcbkuii 3aci6. KoHTposb

30 amnyn no 0,6 mn roTOBOrO /iKapCbKOro 3acoby. 3miHa
(6 po3), abo no 1 mn napameTpiB cneuudikauii Ta/abo
(10 po3), a6o no 20 [0NYyCTUMUX MEX rOTOBOIO J1iKapCbKOro
amnyn no 3 mn (30 3aco6y (BW/TyYEHHST HE3HAUYHOTO
[03) Y KaPTOHHIl nokasHuka (Hanpuknag, 3actapiforo
YapyHKOBIi NoKasHWKa, Takoro sk 3anax Ta cmak, abo
ynakosLi; no 10 a6o iaeHTudikauis 6apBHUKIB YN CMaKoBUX
no 20 KapTOHHMX [06aB0K)) BuyyeHHs! nokasHMKa SKOCTi
YapyHKOBUX «AHOMasIbHa TOKCUYHICTb>» 3i cnevmdikadii
yNakoBOK B yNakoBLj Ta MeToAiB KOHTposto /13 y 3B'A3Ky 3

3 KAPTOHY BW/TyYEHHAM TecTy 3 dY.

27. BIONIK PO3YUH A5t iH'EKLLIA TOB "BIOJIIK YkpaiHa TOB "BIOJIIK PAPMA" Ykpaina BHECEHHS 3MiH [JO peecTpavjiinHmx 3a UA/15771/01/01
TYBEPKYNIH 3 aKTUBHICTIO 2 DPAPMA" marepianis: 3MiHu | TUMy - 3MiHK 3 AKOCTI. peyenmom
nna-n TO/go3a; no 0,6 mn ["oTOBWIA Nikapcbkuii 3aci6. KoHTponb

(6 po3), no 1 mn (10 roTOBOro NikapcbKoro 3acoby. 3miHa
003), no 3 mn (30 napameTpis cneundikauivi Ta/abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
f03) B amnynax Ne [0MyCTUMUX MEX rOTOBOTO NiKapCbKOro
10; a60o komnnekT: 1 3aco06y (BW/TyYEHHSI HE3HAaYHOTrO
amnyna no 0,6 mn (6 nokasHuka (Hanpvknag 3acTtapisnioro
£03), 3 wnpnum 3 nokKa3HuKa, Takoro sk 3anax Ta cmak, abo
ronkamv ans iaeHTudiKaLia 6apBHUKIB YN CMaKOBUX
BUTAraHHA, 3 rosiku [06aB0K)) BunyyeHHs nokasHuka SKocTi
0151 BBEAEHHS1; ab0 «AHOMasIbHa TOKCMYHICTb» 3i crnevudikauii
KomnnekT: 1 amnyna Ta MeToAiB KOHTposto /13 y 3B’A3Kky 3
no 1 mn (10 o3s), 5 BUIYYEHHAM TecTy 3 IPY.
LUMPWLIB 3 rofikamu
[ONA BUTAraHHA, 5
ronok ans
BBE/[EHHS; ab0 1
donakoH no 1 mn (10
£03), 10 wnpuuis
CaMOb10KyHUMX
28. BIOCENT 70 pO34nH ANns TOB " 3HAK YkpaiHa MpAT "Bbionik", Ykpaina BHECEHHS 3MiH [JO peecTpaLiinHmx 3a He UA/13166/01/02
30BHiLLIHBbOIO AKOCTI YkpaiHa martepianis: 3miHa 3assHuka /13 (MIBI) peyenmom nionseae
3actocyBaHHs 70 % NOKC ™ MM "Kinadpdh", (BNacHvka peecTpauiiHoro NocBigYeHHs)
no 100 mny Ykpaina (3rigHo Haka3zy MO3 Big 23.07.2015 Ne

hnakoHax abo
6aHKax CKNSAHUX; No
100 mn y dhnakoHax
nonimepHux; no 1 n
y KaHicTpax
nosiMepHuUx

460): 3miHn | Tuny - 3MiHK 3 AKOCTI.
["OTOBWMIA NikapcbkWii 3aci6. 3miHN Y
BMPOOHULTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYHOTbCSI BUMYCKY Cepil Ta KOHTPO/IHO
SIKOCTi FOTOBOr0 MiKapCbKOro 3acoby
(3amiHa abo fofaBaHHS BUPOOHUKA, LLO
BiANOBIAAaE 3a BBE3EHHA Ta/abo BMNYyCK
cepii) - Bkoyatoum
KOHTPONb/BUNPOBYBaHHSA cepil -
[0faBaHHsA anbTepHAaTUBHOI AiNbHUL
BMpo6HuuTBa M3 MM "Kinadd", YkpaiHa.
3MiHu | TUNY - 3MiHK 3 siKkocCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI.
3amiHa abo BBeAEHHS1 A0AATKOBOI
OiNbHULI BUPOGHMLTBA A1 YaCTUHM abo
BCbOr0 BMPOGHMYOro NPOLLECY rOTOBOrO
nikapcbKoro 3acoby (AinbHWLSA, Ha AKil
npoBoAATLCA Byb-AKi BUPOOHMYI cTaj,i,
3a BUHSATKOM BWMNYCKY CEPiil, KOHTPO/IHO
AKOCTi, NEPBMHHOIO Ta BTOPUHHOTO
nakyBaHHS, 4151 HECTePUSIbHUX NIKAPCbKUX
3aco06iB) - foAaBaHHS afibTepHATUBHOI
AinbHuui BMpo6HuuTBa MN13 MM "Kinadd",
YkpaiHa.

CynyTHS 3MiHa - 3MiHW 3 AKOCTI. F0TOBWIA
nikapcbknii 3aci6. 3MiHM y BUPOGHULTBI.
3aMiHa abo BBeAEHHS A,04ATKOBOI
[iNbHULI BUPOGHMLTBA A1 YACTUHM abo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

BCbOr0 BMPOOHMNYOro NpoLecy roToBoro
niKkapcbKoro 3acoby (a4inbHuuA ans
NepPBUHHOIO NakyBaHHsA) 3MiHW | Tuny -
3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
Cuctema KoHTeliHep/3akynoptoBasibHUl
3aci6. 3MiHa y NepBWHHIi ynakoBLj
roTOBOrO JlikapcbKoro 3acoby (Tun
KOHTeliHepa abo fofaBaHHS HOBOTO
KOHTelHepa) - TBepai, M'sAki Ta
HecTepw/bHi pifki Nnikapcbki hopmn —
BBe/leHHs1 0AATKOBOI YNakoBKu, a came
no 100 mn y donakoHu 3
nonietuneHTepedTanarty, 3akynopeHi
KpULLKaMK 3 MoslieTUeHy HU3bKOro TUCKY
3 NpoKIagKamMm 3i CNiHEHOro NoNieTUIEHy,
3 Bi4NOBIAHUMMN 3MiHAMKN A0 p.
«YnakoBka». 3MiHu | TUny - 3MiHK WoA0
6e3nekun/edhekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn
[0 y3arabHeHUX AaHvx npo cuctemy
thapmakoHarnsgy (BBe4eHHs
y3ara/lbHeHUxX JaHnx npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi
0oco6W, BiANoBiga/IbHOI 3a 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHOi ocobm 3
thapmakoHarnsgy 3asBHuka gns
3pilicHeHHA hapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
oco6u, BiANoBifaIbHOI 3a 34iICHEHHS
hapmakoHarnsagy (Bkiovaoum KOHTaKTHi
[AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXEHOI 0CO6Y 3asBHNIKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. [iroya
pepakuisi: bputaH OkcaHa BaneHTuHiBHa.
MponoHoBaHa pepakuis: Kanbmbax
Bionetta OnekcangpiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu
3a8BHVKa, BiANOBiAaIbHOI 3a
thapmakoHarnag. 3MiHa
MiCLLe3HaXOKEHHS MacTep-haiina
cucteMu chapmakoHarnsgy Ta moro
HoMepa. 3MiHa MicLA 34iACHEHHS
OCHOBHOI [ifANbHOCTI 3 dpapmMakoHarnsay.

29.

BIOCOH

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO10, No 10
TabneTtok y bnicrepi;

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHx
Marepianis: 3MiHu | TUny - 3MiHM 3 AKOCTI.
[OTOBWIA NikapcbkuMii 3aci6. 3MiHK y
BMPOGHMUTBI (iHLWi 3MiHN) — BHECEHHS 3MiH

6e3
peyenma

UA/15137/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
nol, 2,3a6o 10 [0 peecTpauiiHoro focbe, a came 3MiHa
6nictepiB y nepiognYHOCTI NPOBELleHHA KOHTPO/IIO B

KapTOHHI navui

PYTUHI 4na Macu ans tabneTyBaHHs.
3arBepkeHo: Ans macu Ans
TabneTyBaHHS KOHTPO/b 3a NOKa3HMKaMm
TeKyuiCTb, HacunHa ryctuHa, 34aTHICTb A0
ycafku, rycTuHa nicnsa ycagku: Ha
cepepHii Npobi KoXHOT nigcepii.
3anponoHoBaHo: 419 Macu gns
TabneTyBaHHS KOHTPO/b 38 NOKa3HMKaMm
TeKyu4iCTb, HACMMHa ryCTWHa, 34aTHICTb A0
ycagKu, ryCTuHa nicns ycagku: B pexvmi
MOHITOPUHTY HE pifLLe, HX Ha KOXHOT 10-i1
cepii. 3MiHu | TMNy - 3MiHW 3 SKOCTI.
[OTOBWIA NiKapcbkuii 3aci6. 3MiHN Y
BMPOGHWLTBI (iHLWi 3MiHW) - BHECEHHS 3MiH
[10 peecTpaujiiiHoro Aocke, a came 3MiHa
NpOoBeEeHHSI KOHTPOJIO NOKA3HUKIB B
pYTUHI Ta Banigauii gnsa tabneTok-saep.
MpoBeAeHHSA KOHTPOJTIO NOKa3HWKIB B
PYTUHI Ansa TabneTtok-agep: 3aTBepikeHo:
- onuc, cepeiHA Maca: Npy HanawTyBaHHi,
Ha noyarky, B cepeuHi, KiHui, BNPOA0BX
TabneTyBaHHA Ta Ha cepefHili Npooi
KOXHOI nigcepii; - 04HOPIAHICTb Macw,
BWCOTa, fiaMeTp, CTIlKICTb A0
pO34aBMOBaHHSA: MPU HauTaLWTyBaHHI, Ha
noyartky, B CepeAVHi, KiHLji, BMIPOA0BX
Tab/ieTyBaHHs Ta Ha cepegHiii npobi
KOXHOT nigcepii; - CTUpaHHICTb Ta
po3nafaHHsA: Npu HanawTyBaHHi, Ha
nouarky, B cepeavHi, KiHui TabneTyBaHHA
Ta Ha cepepfHili Npob6i KoXHOT nigcepii.
3anponoHoBaHo: - ONKC, CepefiHs mMaca:
npy HanawTyBaHHi, Ha noyaTtky, B
cepefyiHi, KiHUi TabneTyBaHHA Ta Ha
cepepfHili Npo6i; - 0 AHOPIAHICTL Macw,
BWCOTa, fiaMeTp, CTIlKICTb A0
po3aB/oBaHHSA: NMPW Ha/laWTYyBaHHI Ta Ha
cepepHili Npo6i; - CTYPaHHICTb Ta
po3najaHHs: Npu HasawTyBaHHI Ta Ha
cepepHili npo6i. NMpoBefeHHA KOHTPO0
NOoKa3HWKIB Ha Bavligayii gns TabneTok-
aaep: 3aTBepAXeHO: - onuc, cepegHs
mMaca, OfHOpIAHICTb Macu, BUCOTA,
CTIfKICTb 40 PO3JaB/Il0BaHHA: Npun
HanalwTyBaHHi, Ha noyaTtky, B CepeauHi,
KiHLi, BNPOAOBX TabneTyBaHHs Ta Ha
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

cepepHivi Npobi KOXHOT migcepii; - giameTp:

npy HanawTyBaHHi, Ha noyaTtky, B
cepefviHi, KiHLi, BNIPoAoBX TabneTyBaHHA
Ta Ha cepefHili Npo6i KOXHOI nigcepi; -
CTMPaHHICTb Ta po3nafaHHsa: npu
HanalTyBaHHi, Ha noyaTky, B cepefuHi,
KiHLj TabneTyBaHHS Ta Ha cepefHiii npobi
KOXHOI nigcepil; - PO34UNHEHHS,
OfHOPIZHICTb 4030BaHNX O4UHULLb,
KifIbKiICHE BM3HAYEHHS: Ha cepeaHili Mpobi
KOXHOI nigcepii. 3anponoHoBaHo: - Onuc,
cepefHsa Maca, OfHOPIAHICTb Macwy,
BWCOTA, CTilKICTb 40 PO34aB/IHOBaHHS: Mpu
HanalwTyBaHHi, Ha no4aTtky, B CepeauHi,
KiHLi TabneTyBaHHA Ta Ha cepepHili Npobi;
- fiameTp: Npu HasalTyBaHHI Ta Ha
cepepHili Npo6i; - CTUpaHHICTbL Ta
po3nagaHHs: Npu HanlalwTyBaHHI, Ha
noyatky, B CepefvHi, KiHui TabneTyBaHHA
Ta Ha cepefHili npooi;

- PO3YMHEHHS, OAHOPIAHICTb 4030BaHNX
OVHWLb, KITbKICHE BU3HAYEHHS: Ha
cepepHili Npo6i. 3MiHK | TUny - 3miHK 3
AKoCTI. FoTOBUIA Nikapcbkuii 3aci6.
KOHTPO/1b roTOBOrO NiKapchbkoro 3acoby
(iHWi 3miHKW) - 3miHa popmarty poszinis
3.2.P.3.3,3.2.P.34,3.2P.3.5123.2.P.5.1.
3 po3giny 3.2.P.5.1 BuganeHo
cneumdikauii N8 KOHTPOIO TabeTok
Hepo3dgacoBaHux Ta /13 npoTarom
BMBYEHHS CTabinbHOCTI. MNpeacTaBneHo
crneuuqikauito nuwe A58 KOHTPOs
roTOBOrO NPOAYKTY Ha BUNYCK TanpoTArom
TepMiHy npugatHocTi. Moka3Hukv Ans
KOHTPO/O SKOCTi Hepo3dhacoBaHoOI
npoaykuii npeAcTasneHi B po3gini
3.2.P.3.4 1a 3.2.P.3.5, cneuudpikayia Ha
BMBYEHHSA CTabiNbHOCTI NpefcTaBneHa B
po3gini 3.2.P.8.1. 3 po3giny 3.2.P.5.1.
BVAAUIEHI MPUMITKU, LLIO CTOCYIOTbCS
KOHTPOIO0 NPOMDKHOT NpoAykuii. Mopsgok
Ta 06’€M KOHTPO/IHO AETA/ILHO ONUCaHWii y
p. 3.2.P.3.4. Ta 3.2.P.3.5. [ponoHyeTbCA
BUAaneHHs 3 posginis 3.2.P.3.3, 3.2.P.3.4,
3.2.P.3.5 iHchopmawii LWoA0 KOHTPONo
rOTOBOI NPOAYKLUIT Y 3B’A3KY 3
npuseaeHHaAM no copmaty 3TA.
IHpopMaLis LWOAO0 KOHTPOIO rOTOBOI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

npoaykuii npuBegeHa y posgini 3.2.P.5.

3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA

nikapcbknii 3aci6. 3MiHW y BUPOBHULTBI
(iHLWi 3MiHW)

— 3MiHM [0 peecTpauiiHnx MaTepianis Ha
N3, a came y po3gini 3.2.P.3.5 y cxewmi
NpOBefeHHA KOHTPOJII0 B NPOLEC
(pe)Banigauii Ha eTani «TabneTyBaHHA Ta
3HEMWUIEHHS» BUNPAB/IEHO TEXHIYHY
NOMUJIKY - BUAA/IEHO KOHTPO/Ib MOKa3HMKa
«lpeHTudpikauis» y posginax 3.2.P.3.3,
3.2.P.3.4 ta 3.2.P.3.5 Ta BHeceHo
YTOUHEHHS, WO Ha eTani «[puroTyBaHHs
CycneHsil AN15 NOKPUTTA Ta HAHECEHHS
nokpuTTa 3a 1 abo binbLue pasis»
NpPOBOANTLCS KOHTPOSb ifeHTudikauil
MeTtogom BEPX. 3MiHu | Tuny - 3miHu 3
AKoCTi. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MiKapCbKOro 3acooy.
3MiHa napameTpiB cneyudikauii Ta/abo
[0NYCTUMUX MEX FOTOBOTO NiKapCbKoro
3ac006y (iHLWi 3MiHK) — 3MiHa NepioANYHOCTI
KOHTPOIO NnokasHuka «MikpobionoriyHa
YynUCTOTa» Ta BHECEHHS BifNOBIAHOI
npuMITKN y cneumdikadito 13, a came:
KoHTposb nokasHuka «MikpobionoriyHa
yncToTa» 3AiICHINETLCA Ha NepLuili cepii B
pouj i He pifLe, HiX Ha KOXHin 10-i cepii.
3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbknii 3aci6. 3MiHW y BUPOBHULTBI
(iHLWi 3MiHW) - BHECEHHS 3MiH A0
peecTpauiiiHux maTepianis Ha /13, B
posginax 3.2.P.3.3. Onunc Bupo6bHN4oro
npouecy Ta KOHTponto npouecy, 3.2.P.3.4.
KOHTPO/Ib KPUTUYHUX CTagili i MPOMIXHOT
npoaykuii, 3.2.P.3.5. Banigauis npouecy
Ta/abo 11oro OuiHKa, a came YTOYHEHHS
iH(hopMaLii CTOCOBHO HaHECEeHHS HoMepy
cepii Ta TepMiHY NpMAATHOCTI Ha cTagiax
«®dacyBaHHA» Ta «llakyBaHHS», L0
06YMOB/IEHO TEXHOJIOMYHOI0 MOX/IMBICTIO
HaHeceHHs1 HoMepy cepii Ta TepMiHy
NpUAATHOCTI — METOAOM [PYKY B
[IONOBHEHHS 0 MEeTOAY HaHeCeHHs
BiATMCKY. 3MiHM | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA Nikapcbknii 3aci6. 3MiHK Y
BUPOGHUUTBI (iHLWi 3MiHM) - BHECEHHS 3MiH
[0 peecTpaujiiiHux maTtepianis y posginax
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
3.2.P.3.3123.2.P.3.5, a cave
akTyanisauis Ha3B, OAUHULb BUMIpY Ta
[Liana3oHiB AeskMx napameTpiB npouecy
HaHEeCeHHs MOKpUTTA TabneTok, y 3B'A3Ky 3
MOZEpHi3aLlielo yCTaHOBKW A1 HAHECEHHS
NOKPUTTS, @ CamMe OHOBJIEHHS anapaTHOro
Ta nporpamMHoro 3abesneuyeHHs. [iioua
penaxuis: MapameTp «TuUck BXiAHOro
nosiTpsi» TUCK BXiAHOrO NOBITPS,
MM.BOZA.CT [ponoHoBaHa pefakLis:
MapameTp «TUCK BXiAHOr0O NOBITPA» TUCK
BXiZJHOrO MOBITPS, MM.BOA.CT A6O Butparta
BXiAHOro NoBiTps, M3/rog 3anexHicTb
3HayeHb napameTpis m3/rog =580 x
MM.BOA.CT.0,43
30. BI®OH® CKIH PO34MH HaLLKipHWIA 1 TOB "MIBE YkpaiHa Mi6e MmM6X HimeuunHa BHECEHHS 3MiH [0 peecTpavlinHmx 6e3 UA/13616/01/01
%; no 15 a6o 35 mn YKPAIHA" ApuHaiimiTTens MaTepianis: 3miHu | TMny - 3MiHK WoA0 peuyenma
PO34KMHY y thr1akoHi- 6e3nekn/edhekTMBHOCTI Ta
KpanesnbHuui, no 25 hapmakoHarnagy (iHwi 3mMiHn) OHOBNEHHS
M — Yy pNaKoHi- TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro
cnpei 3 [,03aTopom, 3acoby, a came: 3miHa y . 4. «JATA
no 1 donakoHy y 3AKIHYEHHA TEPMIHY NPUOAHOCTI»
KapTOHHIN nayui Ta n. 6. k<HOMEP CEPIi NIKAPCbLKOIO
3ACOBY» nepBuHHOI ynakoBku, y n. 8.
«JATA 3AKIHYEHHA TEPMIHY
MPUAAHOCTI» Ta n. 13. <cHOMEP CEPIT
NNIKAPCbKOIO 3ACOBY» BTOPUHHOI
ynakoBku. TepmiH BBEAEHHS 3MiH
NpoTArom 6 MicsiLiB nicns 3aTBepaKeHHs
31. BA3AP A TabneTkn, BKpUTI TOB «TeBa YkpaiHa BankaHtapma- Bonrapis BHECEHHS 3MiH [0 peecTpaLinHx 3a UA/16612/01/01
NNiBKOBOO YkpaiHa» AynHvus AT mMartepianis: 3MiHu | TUNy - 3MiHW 3 AKOCTI. peyenmom
060/10HKOI0, M0 5 [OTOBWIA NikapcbkuWii 3aci6. 3MiHK y
Mmr/80 mr no 7 BMPOGHMLTBI. 3MiHKN y npoLeci
TabneTok y 6nicTepi; BMPOGHMLITBA FOTOBOrO /1iKapCbKOro
no 2 abo 4 6nictepu 3aco6y, BK/IKYAKUM NPOMIKHUIA NPOAYKT,
y kopob6uj; no 10 LLIO 3aCTOCOBYETLCS NMPY BUPOOHNLTBI
Tabnetok y 6nictepi; rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW)
no 3 abo 9 6nictepis 36iNbLUEHHS Yacy 36epiraHHa 0o 12
y KOpoo6Li MicsLiB A8 HepO3dhacoBaHOro NPOAYKTY
Ta Hepo3ghacoBaHOro NPOAYKTY y
TpaHCMNOpPTHIli Tapi. TakoX BHECEHO
peaakuiini 3miHn go posginy 3.2.P.1.
Onuc i cknag nikapcbKoro 3acooby.
32. BA3AP A TabneTtku, BKPUTI TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH [JO peecTpavjiitHmx 3a UA/16612/01/03
NNiBKOBOIO YkpaiHa» [AynHuus AT mMartepianis: 3MiHu | TUny - 3MiHW 3 SKOCTI. peyenmom
o060n0HkKoto, no 10 [OTOBWIA NikapcbkuWii 3aci6. 3MiHN Y
Mr/160 mr no 7 BMPOGHMLTBI. 3MiHK Y npoLieci
TabneTtok y brictepi; BMPO6GHMLTBA FOTOBOrO NiKapCbKoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
no 2 a6bo 4 6nictepu 3aco6y, BK/IHOYAKUM NPOMDKHUIA NPOAYKT,
y Kopob6uj; no 10 LLIO 3aCTOCOBYETLCA NPU BUPOOHULITBI
Tabnetok y 6nictepi; rOTOBOrO /iKapCbKoro 3acoby (iHLUi 3MiHK)
no 3 abo 9 6nictepis 36iNbLUEHHS Yyacy 36epiraHHsa go 12
y KOpoo6Li MiCALiB AN15 HepO3(hacoBaHOro NPOAYKTY
Ta Hepo3dhacoBaHOro NPoAyKTy y
TPaHCMOpPTHIl Tapi. Takox BHECEHO
peakuiiHi 3mMiHn fo posginy 3.2.P.1.
Onuc i cknag NikapcbKoro 3acoby.
33. BA3AP A TabneTku, BKpUTI TOB «TeBa YkpaiHa BankaHdapma- Bonrapis 3MiHW | TUny - 3MiHK 3 AKoCTi. FoTOBMIA 3a UA/16612/01/02
NNiBKOBOO YkpaiHa» OynHuus AT nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. peyenmom
060/10HKOHD, M0 5 3MiHM y npoueci BUpobHULITBA rOTOBOIO
mr/160 mr no 7 nikapcbKoro 3acoby, BKIYaym
Tabnetok y 6nictepi; NPOMKHUIA NPOAYKT, L0 3aCTOCOBYETHLCS
no 2 abo 4 6nicrepu npw BUPOBHULTBI FOTOBOTO JTiKAPCbLKOr0
y kopob6uj; no 10 3aco6y (iHLWi 3MiHK) 36iNbLUEHHS Yacy
Tabnetok y 6nictepi; 36epiraHHa 0o 12 micsauis ans
no 3 abo 9 6nictepis Hepo3(hacoBaHOro NPOAYKTY Ta
y KOpoo6Li Hepo3dhacoBaHOro NpoaykTy y
TpaHCMNOpPTHIl Tapi. TakoX BHECEHO
peaakuini 3miHn go posginy 3.2.P.1.
Onuc i cknag nikapcbKoro 3acooby.
34. BA3OCTAT- TabneTku, BKPUTI ToBapucTso 3 YkpaiHa BCi cTagii Ykpaiva BHECEHHS 3MiH [JO peecTpavjiinHmx 3a He UA/3579/01/02
3400POB'A NNiBKOBOO 06MEXEHO BMPOGHULTBA, MaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. peyenmom nionsieae
o060n10HKoto, no 20 BignoBigasbHi KOHTPOJ1b SIKOCTI, [OTOBWMIA NikapcbkuMii 3aci6. 3miHN Yy
mr, no 10 TabneTok CTHo BUMYCK cepil: BMPOOHULTBI. 3MiHa iMNopTepa/3miHu, Lo
y 6nicTepi; no 3 "hapmaueBTn ToBapucTBO 3 CTOCYHOTbCS BUMYCKY cepil Ta KOHTPO/I0
6nictepu B kopobLi YHa KoOMNaHis 06MexeHo SIKOCTi FOTOBOr0 MiKapCbKoro 3acoby
"3popos'a" Bi4NoBiAa/IbHICTIO (3amiHa abo foaaBaHHS BUPOOHUKA, LLO
"®GapmaLieBThyHA BiANOBIAAaE 3a BBE3EHHA Ta/abo BMNYyCK
KoMnaHis "3gopos'a”, cepii) - He Br/Itoyaroumn
Ykpaina KOHTPONb/BUNPOGYBaHHS cepil -
[0AaBaHHsA BUPOOHWNYOT AiNbHWULI, L0
BCi cTagii Bignosigae 3a Bunyck cepii TOB
BMPOOHULITBA, “©APMEKC I'PYMN", Ykpaina (YkpaiHa,
KOHTPO/Ib SIKOCTI, 08300, Knicbka 0611., MicTo Bopucnine,
BUNYCK cepi: Byuus LeBueHka, 6yanHok 100). 3MiHu
ToBapucTBo 3 BHECeHi B po3aiin "BupobHuk" tTa
06MEXEHO "MicuesHaxomKkeHH BUPOOHMKa Ta
Bi4nNoBIgaNbLHICTIO agpeca MicLs NPoBaXEHHS oro
"®APMEKC I'Pyn", LOiSTIbHOCTI" B IHCTPYKLi0 4151 MeANYHOro
YkpaiHa 3aCTOCyBaHHSA NikapcbKoro 3acoby, sk
Hacnigok - BiANOBIAHI 3MiHN Y TEKCTI
MapKyBaHHS YNakoBKV NiKapcbKoro
3aco6y. BBefeHHs 3MiH NpoTSArom 6-Tu
MicSLIB MicNsa 3aTBEpPAKEHHS
35. BA3OCTAT- TabneTtku, BKPUTI ToBapucTBo 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [JO peecTpavjiitHmx 3a He UA/3579/01/03
340POB'A NNiBKOBOO 06MEXEHO BMPOGHULITBA, MaTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peyenmom | niosnsieae
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
o6osoHkoto, no 40 BiANOBIAa/bHI KOHTPO/Ib SKOCTI, [OTOBWMIA Nikapcbknii 3aci6. 3MiHM Yy
mr, no 10 TabneTok CTIo BUMYCK cepil: BMPOOHULTBI. 3MiHa iMnopTepa/3mMiHu, Lo
y 6nicTepi; no 3 "papmaueBTu ToBapucTBO 3 CTOCYHOTbCS BUMYCKY cepil Ta KOHTPO/I0
6nictepu B kOopoobLi YHa KOMNaHis obmexeHo AKOCTi rOTOBOrO MiKapPCbKOro 3acoby
"3p0pos'a" Bi4NoBiAa/IbHICTIO (3amiHa abo fofaBaHHS BUPOOHUKA, LLO
"®GapmaLieBThyHa BiNOBIAAaE 3a BBE3EHHA Ta/abo BMNYyCK
KoMmnaHis "310pos'a”, cepii) - He Bktovatoun
Ykpaina KOHTPONb/BUNPOBYBaHHSA cepil -
[ofaBaHHsA BUPOOHNYOT AiNbHULI, L0
BCi cTagii BiAgnosigae 3a Bunyck cepii TOB
BMPOGHMLITBA, “®@APMEKC I'PY1", Ykpaina (YkpaiHa,
KOHTPO/Ib SIKOCTI, 08300, KuiBcbka 0611., MicTo Bopucnine,
BVNYCK Cepil: Byuus LeBueHka, 6yauHok 100). 3MiHu
ToBapucTBO 3 BHeCeHi B po3aisin "BupobHuk" tTa
06MEXEHO0 "MicuesHaxokeHHA BUPOGHMKa Ta
BigNoBiAa/IbHICTIO agpeca MicLs NPOBaXEHHS Noro
"®APMEKC I'pyn-, LOiSNTIbHOCTI" B IHCTPYKUi0 4151 MeANYHOro
YkpaiHa 3aCTOCYBaHHSA NikapcbKoro 3acoby, sk
HacnifokK - BiANOBIAHI 3MiHM y TEKCTI
MapKyBaHHS YNakoBKV NikapcbKoro
3acoby. BBefeHHs 3MiH NpOTArom 6-Tu
MiCsILiB Mic/1a 3aTBepAKEHHS!
36. BA3OCTAT- TabneTtku, BKPUTI ToBapucTBO 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [JO peecTpaLiinHmx 3a He UA/3579/01/01
3400POB'A NNiBKOBOIO 06MEXeEHO BMPOGHULTBA, MaTepianis: 3MiHu | TMNy - 3MiHK 3 AKOCTI. peyenmom nionseae
o6onoHkoto, no 10 BiANOBIAa/bHI KOHTPO/Ib SKOCTI, ["OTOBWMIA NikapcbkuWii 3aci6. 3miHN Y
Mmr, no 10 TabneTok CTIo BUMYCK cepil: BMPOOHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
y 6nicTepi; no 3 "hapmaueBTn ToBapucTBO 3 CTOCYHOTbCS BUMYCKY cepil Ta KOHTPO/I0
6nictepm B kOpoobLi YHa KOMNaHis o6mexeHo SIKOCTi FOTOBOr0 MiKapCbKOro 3acoby
"3popos'a" Bi4NoBiAa/IbHICTIO (3amiHa abo fofaBaHHS BUPOOHUKA, LLO
"®GapmaLeBTnyHa BiANOBIAAaE 3a BBE3EHHA Ta/abo BMNYyCK
KoMmnaHis "310poB'a”, cepii) - He Bktovaoun
Ykpaina KOHTPONb/BUNPOBYBaHHSA cepil -
[0AaBaHHA BUPOOHWNYOT AiNbHULI, L0
BCi cTagii BiAnoBigae 3a Bunyck cepii TOB
BMPOOHULTBA, “©@APMEKC I'PYM", Ykpaina (YkpaiHa,
KOHTPO/Ib SIKOCTI, 08300, Kniscbka 061., MicTo Bopucnine,
BMNYCK Cepil: Byuus LeBueHka, 6yauHok 100). 3MiHu
ToBapucTBo 3 BHECeHi B po3Aisin "BupobHuk" Ta
06MEeXEHO "Micue3HaxomKeHH BUPOGHMKa Ta
BignoBifa/IbHICTIO agpeca MicLs NpoBaXEHHS Moro
"®APMEKC I'pyn-, LOiSTbHOCTI" B IHCTPYKUiO 4151 MeANYHOro
YkpaiHa 3aCTOCyBaHHSA NikapCbKoro 3acoby, sk
HacnifokK - BiANOBIAHI 3MiHM Y TEKCTI
MapKyBaHHS YNakoBKV NikapcbKoro
3acoby. BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micna 3aTBepAKEHHSs!
37. BAnoAain TabneTku, BKPUTI KPKA, a.4., CnoseHis BifNOBigabHWIA 3a CnoseHis BHECEHHS 3MiH [J0 peecTpavjiinHmx 3a He UA/14358/01/01
NNiBKOBOO HoBso mecTo BMpPo6HMUTBO "in bulk”, MaTepianis: 3miHu | TMny - 3MiHK Woa0 peyenmom nionsieae
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
060/10HKOI0 N0 5 nepBuHHE Ta 6e3nekn/edpeKkTNBHOCTI Ta
Mr/160 mr no 7 BTOPWHHE NaKyBaHHS, thapmakoHarnagy. 3MiHa y KOpoTkiii
Tabnetok y 6nictepi, KOHTPO/Ib Ta BUMYCK XapakTepucTuLi nikapcbKoro 3acoby,
no 2, no 4, no 8 abo cepii: KPKA, a.4., TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
no 14 6nictepis y HoBo mecTo, MeAMYHOro 3acTocyBaHHA Ha nigcTasi
KapTOHHiiA Kopo6L; CnoseHis; perynspHO OHOB/IHOBAHOTO 3BiTY 3 6e3neku
no 10 TabneTok y BignoBigasibHWi 3a nikapcbKoro 3acoby, abo fociiKeHb 3
6nictepi, no 3, no 6, KOHTpOsb cepil: KPKA, 6e3nekn 3aCTOCyBaHHS NiKapcbKoro
no 9 a6o no 10 A.4., Hoeo mecTo, 3acoby B nicnspeecTpauiiHnii nepiog, abo
6nictepiB y CnoBeHis AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
KapTOHHiA Kopoo6Li npoBeAeHWX BignoBigHO A0 niaHy
negjiatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHM) 3MiHM BHECEHO A0 iHCTPYKLi A1
MeAMYHOro 3acTOoCyBaHHA NikapCbKoro
3acoby y po3gain "MepenosyBaHHs"
BiANOBIAHO [0 OHOBMEHOI iHGOpMaLi 3
6e3nekun Ajtoyoi pevyoBuHU. BBegeHHs
3MiHW NPOTAroM 6-Tv MicsAiB nicns
3aTBEPAKEHHS.

38. BAnoain TabneTtku, BKPUTI KPKA, a.4., CnoseHis BiANoBigabHUIA 3a CnoseHisa BHECEHHS 3MiH [JO peecTpaLiinHmx 3a He UA/14357/01/01
NNiBKOBOIO HoBso mecTo BMPO6HMLTBO "in bulk”, MaTepianis: 3miHu | TMny - 3MiHK WoA0 peyenmom nionseae
060/10HKOI0 N0 5 nepBuHHe Ta 6e3nekn/edpeKkTNBHOCTI Ta
mr/80 mr, no 10 BTOPWHHE NaKyBaHHS, thapmakoHarnagy. 3MiHa y KOpoTkili
TabneTtok y 6nictepi, KOHTPO/1b Ta BUMYCK XapakTepucTuLi Nikapcbkoro 3acooby,
no 3, no 6, no 9 abo cepii: KPKA, a.4., TEKCTi MapKyBaHHS Ta iHCTpyKUii Ans
no 10 6nictepiB y HoBo mecTo, MeAMYHOro 3acTocyBaHHA Ha niacTasi
KapTOHHI kopo6Lyj; CnoseHis; perynspHO OHOB/HOBAHOTO 3BiTY 3 6e3nekn
no 14 tabnetok y BignoBiganbHWi 3a nikapcbKoro 3acoby, abo AoC/imKeHb 3
6nictepi, no 1, no 2, KOHTPOsb cepil: KPKA, 6e3nekn 3aCTOCyBaHHS NikapcbKoro
no 4 aéono7 4.4., HoBo mecTo, 3acoby B nicnsipeecTpauiiiHnii nepiog, abo
6nictepiB y CnoBeHis AIK pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,

KapTOHHIA KOopoo6Li npoBeAeHWX BignoBigHO A0 niaHy
neajiatpnyHux gocnigpkeHb (PIP) (iHwi
3MiHM) 3MiHM BHECEHO A0 iHCTPYKLi ANns
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y po3gain "MepenosyBaHHs"
BiANOBIAHO [0 OHOBEHOI iIHGhopMaL,i 3
6e3nekun Ajtoyoi pevyoBuHU. BBegeHHs
3MiHW NPOTAroM 6-Tv MicsALiB nicns
3aTBEPAKEHHS.

39. BAnoAain TabneTku, BKPUTI KPKA, a.4., CnoseHis BifNOBigabHWIA 3a CnoseHis BHECEHHS 3MiH [JO peecTpavjiinHmx 3a He UA/14357/01/02
NNiBKOBOO HoBso mecTo BMPO6HMLTBO "in bulk”, MaTepianis: 3miHu | TMny - 3MiHK WoA[0 peyenmom nionseae
060/10HKot0 no 10 nepBrHHE Ta 6e3nekn/edheKkT1BHOCTI Ta
Mr/160 mr no 7 BTOPWHHE NakKyBaHHS, thapmakoHarnsgy. 3MiHa y KOpoTkiii
TabneTtok y 6nictepi, KOHTPO/b Ta BUMYCK XapakTepucTuLi Nikapcbkoro 3acooby,
no 2, no 4, no 8 abo cepii: KPKA, g.4., TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
no 14 6nictepis y HoBo mecTo, MeAMYHOro 3acToCyBaHHA Ha NiacTasi
KapTOHHI kopo6uyj; CnoBeHis; peryasipHoO OHOB/IOBAHOTO 3BiTY 3 6e3neku
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
no 10 TabneTok y BignoBigasbHWi 3a nikapcbKoro 3acoby, abo foCimKeHb 3
6nictepi, no 3, no 6, KOHTpOsb cepii: KPKA, 6e3nekn 3aCTOCyBaHHS NiKapcbKoro
no 9 a6o no 10 A.4., Hoeo mecTo, 3acoby B nicnspeecTpauiiHnii nepiog, abo
6nictepiB y CnoBeHis AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
KapTOHHiA KopooLi npoBeAeHWX BignoBigHO A0 niaHy
negjiarpnyHux gocnigpkeHs (PIP) (iHwi
3MiHM) 3MiHM BHECEHO A0 iHCTPYKLi A1
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y po3gain "MepenosyBaHHs"
BiANOBIAHO [0 OHOBEHOI iIHGhOpMaLi 3
6e3nekun gjtoyoi pevyoBuHU. BBegeHHs
3MiHW NPOTAroM 6-Tv MicsAUiB nicns
3aTBEPAKEHHS.
40. BA/NICAPTAH NOpPOLLOK TOB "dapma YkpaiHa INMKA Na6opaTtopic IHais BHECEHHS 3MiH [JO peecTpaLiinHmx - UA/18632/01/01
(cybeTaHuisn) y Crapt" Niviten MaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI.
noABiNHNX CeprtudpikaT BignoigHocTi/l E-cepTudikart
nosieTuIeHoBMX BiANOBIAHOCTI EBpoNechkili
nakeTtax gnisa thapmakonei/moHorpadii. NMogaHHs HOBOro
hapmaLeBTUYHOro abo oHoBNeHoro ceptudiikata
3acTOCyBaHHA Bi4NOBIAHOCTI a60 BUYYEHHS
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: ans A®l; gns BuxigHoro
mMatepiany/peareHTy/nPoOMKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; ANS [ONOMIXHOT
peyoBuHY (cepTuddikat BigNOBIAHOCTI
€sponelicbkin dhapmakonei) - OHOBMEHWIA
cepTudikaT Bif yXe 3aTBepIXEHOro
BMPOOBHMKA - NOAAHHSI OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei Ne R1-CEP 2010-100 - Rev
05 (3arBepmxeHo: R1-CEP 2010-100 -
Rev 04). Ak Hacnigok 3miHa iHgekcy y
agpeci BUPOOHNYOT AinbHULI (CTano:
MowrToBe BigaineHHs CexasTa IHAiA-457
001 Patnam, Magx's MpageL, IHaia / P.O.
Sejavta India-457 001 Ratlam, Madhya
Pradesh, India); 3miHn y meToauLi
BU3HAYEHHS 3/TNLLKOBUX PO3YMHHMKIB
41. BEHO®EP® pPO34MH Ans Bidhop LLiBefiuapi BANIJA, LWseliuapis LBeiuapis/ BHECEHHS 3MiH [0 peecTpavlinHmx 3a UA/8015/01/01
BHYTPILLUHbOBEHHMWX (IHTepHeLwHn) a (BTOpUHHA yNakoBKa); HimeuuunHa/ mMaTtepianis: TexHiyHa nomunka (3rigHo peyenmom
iH'ekuji, 20 mr/mn, IHK. Bichop (IHTepHeLHN) ABcTpis Haka3y MO3 Big 23.07.2015 Ne 460)
no 5 mn B amnyni; IHK., LBeiuapis TexHiYHy NOMW/IKY BUNPAaB/IEHO B TEKCTI
no 5 amnyny (BTOpUHHa ynakoBKa, nanepoBol BepCil iIHCTPYKLiT ANs
KapTOHHI Kopoo6Li [03BiNT Ha BUMYCK MeMNYHOro 3aCTOCYBaHHS NikapCbKoro
cepii); 14T Bionorika 3acoby, a came npvBefeHo iHhopMmaLito y
v6X, HimeyunHa BiANOBIAHICTb 40 3aTBEPKEHOT
(BMpPOGHMLTBO €/1eEKTPOHHOI BepCii B po3dinax
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
Hepo3dacoBaHol "apmakoTepaneBTuyHa rpyna. Kog ATX"
npoAayKuii, nepBrHHa Ta "OCco6/IMBOCTI 3aCTOCYBaHHS".
Ta BTOPUHHA IHhopmaLis 6yna BTpaueHa 3 TEXHIUHMX
ynakoBka); Takega NpUYMH. 3a3HayeHe BUNPaB/EHHS
ABcTpis TM6X, BignoBigae apxiBHUM matepianam
ABCTpIs (BUPOOHNLTBO peecTpaLiiHoro Aocke
Hepo3dacoBaHol
npoAayKuii, nepBrHHa
Ta BTOPUHHA
ynakoBka); Takega
vM6X, HimeuunHa
(B1POGHNLTBO
Hepo3dacoBaHol
npoAayKuii, nepBrHHa
Ta BTOPUHHA
ynakKoBka)
42, BEPPYKYTAH® PO34MH HaLLKIpHWNA, TOB «MIBE YkpaiHa Mibe Mm6X HimeuuunHa BHECEHHS 3MiH [JO peecTpaLiinHmx 3a UA/18313/01/01
5 wmr/r, 100 mr/r no YKPATHA» ApuHavimiTTens marepianis: 3MiHu | TURy - 3MiHK LWOA0 peyenmom
13 mn y donnakoHi 3 6e3nekn/edpeKkTNBHOCTI Ta
nosieTuNeHoBO hapmakoHarnagy (iHwi 3MiHuM) OHOBNEHHS
KPULLIKOIO TEKCTY MapKyBaHHS yNakoBKW NiKapCbKoro
HefoCTynHO ANA 3acoby, a came: 3miHa y . 8. «JATA
BIAKPUTTA AITbMU, 3AKIHYEHHA TEPMIHY NPUOAHOCTI»
LU0 3arBMHYYETHLCSA tan. 13. <HOMEP CEPIi IKAPCbKOIO
Ta npuegHaHum Ao 3ACOBY» nepBUHHOI ynakoBku, y n. 8.
Hel wnaresem; no 1 «AATA 3AKIHYEHHA TEPMIHY
hnakoHy y nauui MPNOAHOCTI», n. 12. «<HOMEP
PEECTPALIINHOIO MOCBIAYEHHS» Ta
n. 13. <cHOMEP CEPIi IKAPCbKOIO
3ACOBY» BTOPVHHOI ynakoBku. TepMiH
BBE/EHHS 3MiH MPOTAroM 6 MicauiB nicns
3aTBEPAKEHHS
43. BITAMIH E Kancynm m'ski no AT YkpaiHa AT "KNIBCbKUW Ykpaina BHECEHHS 3MiH 40 peecTpavLiiHnX 6e3 Mionsiza UA/0717/01/01
100 mr no 10 kancyn "KNIBCbKW BITAMIHHAIA mMartepianis: 3MiHu | TUny - 3MiHW 3 AKOCTI. peyenma €
y 6nictepax; no 10 BITAMIHHUIA 3ABO4" [oTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb.
Kancyn y énictepi; 3ABOA" 3miHa y TepmiHax npugatHocTi abo
no 1, a6o no 3, abo ymMoBax 36epiraHHA roTOBOro ikapCbKoro
no 5 6nictepis y 3aco06y (36iNbLUeHHS TepMiHY NPUAATHOCTI
nadui; no 20 kancyn roTOBOro Nikapcbkoro 3acoby) - s
y 6nicTepi; no 1, abo TOProBOi yNakoBku (NiaTBEPAKYETHCA
no 2, abono 3 LaHUMK peasibHOro yacy) 36inbLUeHHs
6nictepm y nauui; no TepMiHy NpUAATHOCTi FOTOBOrO
50 kancyny NiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
6nictepi; no 1 pe3ynbTaTiB AOBrOCTPOKOBUX AOCAIAKEHD
6nicTepy y navui CTabinbHOCTI y peasibHOMY Yaci:
3arBepmKeHo: TepMiH NpuaartHocTi: 2
poKu. 3anponoHoBaHo: TepMiH
npuaaTHOCTI: 3 pokW. 3MiHW BHECEHI B
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

po3gin "TepMiH NpUAaTHOCTI" B IHCTPYKLitO
LNSi MEAMYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby. BeefeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPAXKEHHS.

BITAMIH E

Kancysm mM'siki no
200 mr no 10 kancyn
y 6nictepax; no 10
Kancyny énictepi;
no 3 6nictepn y
nauui

AT

"KNIBCbKWM

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KI/ITBCbKI{JI/I
BITAMIHHUA
3ABO"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3MiHu | TMNy - 3MiHX 3 AKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. CTabiNbHICTb.

3miHa y TepmiHax npugatHocTi abo
ymoBax 36epiraHHsi FoTOBOrO NiKapCbKoro
3aco06y (36iNbLUeHHS TePMiHY NPUAATHOCTI
roTOBOro NikapcbKoro 3acoby) - s
TOProBOi yNakoBKW (MigTBEPLKYETLCS
LaHUMK peasibHOro Yacy) 36iNbLUeHHs
TEepMiHy NpUAATHOCTI FOTOBOrO
NiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB JOBrOCTPOKOBYKX AOCAIAKEHD
CTabinbHOCTI y peasibHOMY Yaci:
3arBepaKeHo: TepMiH NpuaaTHOCTI: 2
poKu. 3anponoHoBaHo: TepMiH
npuaaTHoOCTI: 3 poKW. 3MiHV BHECEHI B
po3gin "TepMiH NpuAaTHOCTI" B IHCTPYKLtO
AN MeAnYHOro 3acToCyBaHHA
nikapcbkoro 3acoby. BeefeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPMKEHHS.

6e3
peyenma

Mionsiea
€

UA/0717/01/02

45.

BITAMIH E

Kancysm M'siki no
400 wmr no 10 kancyn
y 6nictepi, no 1 abo
no 3 6nictepn y
navui

AT

"KNIBCbKWN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KI/I'I'BCI:KI{‘II/I
BITAMIHHUN
3ABO"

Ykpaina

BHECEHHS 3MiH [0 peecTpalinHx
mMartepianis: 3MiHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb.

3miHa y TepmiHax npugatHocTi abo
ymMoBax 36epiraHHA roTOBOro NikapCbKoro
3aco6y (36iNbLUeHHs TepMiHY NPUAATHOCTI
roTOBOro Nikapcbkoro 3acoby) - s
TOProBOi yNakoBKW (MigTBEPLKYETLCS
LaHUMK peasibHOro yacy) 36inbLueHHs
TepMiHy NpUAAaTHOCTIi FOTOBOrO
NiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB JOBrOCTPOKOBKX AOCAIAKEHD
CTabinbHOCTI y peasibHOMY Yaci:
3arBepmKeHo: TepMiH NpuaartHocTi: 2
poKu. 3anponoHoBaHo: TepMiH
npuaaTHoOCTI: 3 pokn. 3MiHV BHECEHi B
po3ain "TepMiH NpuaaTHOCTI" B iHCTPYKL,itO
AN MeAnMYHOro 3acToCyBaHHA
nikapcbkoro 3acoby. BeefeHHs 3MiH
NPOTArom 6-Tu MicALiB nicas
3aTBEPKEHHS.

6e3
peyenma

nionsieae

UA/0717/01/03

46.

BOMIKAHA-MA,

TabneTtku, Wwo

MAHKANH]

IHais

MaHkaitHg ®apma

IHgis

BHECEHHS 3MiH 40 peecTpaLiiHNX

3a

He

UA/18097/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

AMCnepryoTbes B
POTOBI NOPOXHWHI
no 4 wmr, no 10
Tabnetok y 6nictepi,
no 1 6nictepy B
KapTOHHIlA ynakoBLi

PAPMA
NIMITEL

Nimitea, HOHIT-II

marepianis: 3mMiHu | TMNYy - 3MiHK WOA0
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHN y KOpOTKild
XapaKTepucTuLi fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMXx/6ionoai6HNX
NiKapcbKMNx 3aco6iB Nicnsi BHECEHHS Tiel
camoi 3MiHU Ha pechepeHTHUIA npenapat
(3MiHa He NoTpebye HafaHHS XOAHMX
HOBWX AOAATKOBUX AaHUX). 3MiHW BHECEHO
[0 IHCTPYKLIT ANna MeAn4HOro
3aCTOCyBaHHSA NiKapcbkoro 3acoby y
po3ginu: "dapmakoTepaneBTUYHa rpyna.
Kog ATX" (yToUuHEeHHs iHdhopmadii 6e3
3miHM kogy ATX), "dapmakosoriyHi
BnactmeocTi", "lMoka3aHHs", "B3aemogis 3
IHLLIMMKM NikapCbKUMK 3acobamu Ta iHLWi
BMAWN B3aemogiit", "OcobmMBOCTi
3acTocyBaHHA", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rofyBaHHs rpyaar”,
"3paTHICTb BN/IMBATU Ha WBWAKICTb
peakLii npy KkepyBaHHi aBTOTPaHCNOPTOM
abo iHW1MK1 mexaHiamammn”, "Cnocio
3acTocyBaHHA Ta gosn",
"Mepepo3yBaHHsa", "TMo6GIYHI peakuii”
BIANOBIAHO A0 iHhopMmaL,i woao
MeAMYHOr0o 3acTOCYBaHHsSI ped)epeHTHOro
nikapcbkoro 3acoby (ZOFRAN MELT,
TabneTku, Wo ANCNEPryTLCA B POTOBIi
MOPOXHWHI).
BBeneHHs 3MiH NpOTAroM 6-Tu MicsALiB
nicns 3aTBepakeHHs

peyerimom

niosisiecae

47.

BOMIKANHA-MA,

8

TabneTtku, Wo
AncnepryoTbes B
POTOBI NOPOXHWHI
no 8 mr, no 10
Tabnetok y 6nictepi,
no 1 6nictepy B
KapTOHHI ynakoBL,i

MAHKAHS,
SAPMA
NIMITEL,

IHais

MaHkaiiHg ®apma
Nimites, FOHIT-1I

IHgis

BHECEHHS 3MiH [0 peecTpavliinHx
mMartepianis: 3MiHu | TUNY - 3MiHK WOA0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpOTKiii
XapaKTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3aCTOCyBaHHSA
reHepuyHUX/ribpmuaHnx/6ionodibHmx
NiKapCbKnx 3aco6iB Nic/isi BHECEHHS Tiel
camoi 3MiHM Ha peddepeHTHUIA Npenapar
(3miHa He noTpebye HagaHHSA XOLHUX
HOBUWX A0AATKOBMX AaHWX). 3MiH/ BHECEHO
[0 iHCTPYKUiT A8 Mean4HOro
3acToCyBaHHS Nikapcbkoro 3acoby y
po3ginuv: "dapmakoTepaneBTuyHa rpyna.

3a
peyenmom

He
nionsieae

UA/18097/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
Kog ATX" (yTouHEeHHs iHdhopmaLii 6e3
3MiHKn kogy ATX), "dapmakonoriyHi
BnactmsocTi”, "lMokasaHHs", "B3aemogis 3
IHLIMMKW NikapcbknMK 3acobamu Ta iHLWi
BMAW B3aemogiit”, "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHA Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaai”,
"3paTHICTb BNIMBATU Ha WBWAKICTb
peakuii npy KepyBaHHi aBTOTPaHCMOPTOM
abo iHWKYMK MexaHizmamu”, "Cnocio
3acTocyBaHHs Ta [o3n”,
"Mepeno3yBaHHs", "MoGIYHI peakuii”
BIANOBIAHO A0 iHhopMmaL,i Wwoao
MeAUYHOr0o 3acTOCYBaHHs1 ped)epeHTHOro
nikapcbKoro 3acoby (ZOFRAN MELT,
TabneTky, WO AMCNepryloTbCs B POTOBIl
MOPOXHUHI).
BBefieHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepKeHHs
48. FEMNIBPA® PO34UH A5 iH ekt TOB "Pow YkpaiHa BUPOBHULTBO AnoHis/ BHECEHHS 3MiH [JO peecTpaLiinHmx 3a UA/16914/01/02
no 150 mr/1 mn; no YkpaiHa" Hepo3sdacoBaHoi Pecny6nika marepianis: 3MiHu | TUny - 3MiHK 3 AKOCTI. peyenmom
0,4 mn (60 mr) y npoayKuii, NnepBnHHe Kopes/ A®I. CtabinbHicTb. 3miHa nepiogy
donakoHi; no 0,7 mn nakyBaHHs, HimeuuunHa/ NOBTOPHUX BUNpobyBaHb/nepioay
(105 mr) y chnakoHi; BMNPOGYBaHHSA LLisefiuapis 36epiraHHa abo ymoB 36epiraHHa AdI (3a
no 1 mn (150 mr) y KOHTPOJIHO SIKOCTI: BiICYTHOCTI y 3aTBEpAXEHOMY [OCbE
donakoHi; no 1 Uyraii ®apma cepTudikaTa BiANoBiAHOCTI EBpONEiiChKiit
chnakoHy B MaHydekTypuHr Ko, chapmakonel, Lo BK/Yae nepiog,
KapTOHHIA KopooLi Nitp, AnoHis; CamcyHr NOBTOPHOrO BMNpPo6yBaHHS) (nepiog,
Biollomkuke Ko, NTa, NOBTOPHOro BUNpobyBaHHsA/nepios
Pecny6nika Kopes; 36epiraHHs) - 36iNblUEHHA ab0 BBEAEHHSA
BUMPOOYBaHHSA nepiofy NOBTOPHOrO
KOHTPOJIH0 SIKOCTI: BMNPO6YBaHHsa/Nepiony 36epiraHHs Ha
Uyrain dapma OCHOBI pe3y/ibTaTiB JOCMiLKEHb Y
MaHydpekTypuHr Ko, peasibHOMYy 4aci - BifibLUEHHS TEPMIHY
Nta, AnoHig; Pow npugatHocTti APl emiunsymaby 3 36
dapma Al MicsUiB A0 60 micsLiB Ha OCHOBI
HimeuuunHa; Pow MO3UTUBHUX Pe3y/bTaTiB [JOBrOCTPOKOBYUX
[OiarHocTrke MvbX, pocnigpkeHb cTabinbHOCTI Y peasibHOMY
HimeuumnHa; yaci 3 BignoBigHMMM 3MiHaMKn B po34in
BMNPOGYBaHHSA 3.2.5.7.1. Pe3tome o0 cTabinbHOCTI Ta
KOHTPO/IIO AKOCTI, BMCHOBKW. BBeleHHA 3MiH NpoTArom 6-Tu
BTOPWHHE NaKyBaHHS, MicsLiB MiCNsA 3aTBEPAYKEHHS
BMNYCK Cepil:
®.XodhhmaHH-/1a PoLu
Nta, Wseiuapis
49, FEMNIBPA® PO34UH A8 iH ek TOB "Pow YkpaiHa BMPOGHMLTBO AnoHis/ BHECEHHS 3MiH [0 peecTpavinHmx 3a UA/16914/01/01
no 30 mr/1 mn; no 1 YkpaiHa" Hepo3chacoBaHol Pecny6nika MaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. peyenmom
M (30 mr) y npoayKuii, NnepB1HHe Kopes/ A®I. CtabinbHicTb. 3miHa nepiogy




48

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
chnakoHi, no 1 nakyBaHHs, HimeuunHa/ NOBTOPHMX BMNpoGyBaHb/nepioay
donakoHy B BUNPO6YBaHHSA LLiBeiiuapis 36epiraHHa abo yMoB 36epiraHHa Ad®I (3a
KapTOHHI KOpooLi KOHTPOJIHO SIKOCTI: BiCYTHOCTI Y 3aTBEP)KEHOMY [,0CLE
Uyrai ®apma cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
MaHyekTypuHr Ko, hapmakonei, Lo BKIoYae nepios
N, Anowia; CamcyHr NOBTOPHOrO BMNPOBYBaHHS) (Nepiog,
Biolomxuke Ko, NTa, NOBTOPHOroO BMUMNpobyBaHHs/nepios
Pecny6nika Kopes; 36epiraHHs) - 36inblueHHA abo BBeAEHHS
BMNPOGYBaHHS nepiogy NOBTOPHOrO
KOHTPOJTHO SIKOCTI: BMNpoGyBaHHs/Nepioy 36epiraHHsA Ha
Uyraii ®apma OCHOBI pe3y/bTaTiB JOCNiLKEHb Y
MaHydekTypuHr Ko, peasibHOMY Yaci - BiflbLUEHHSA TEPMIHY
Nitp, AnoHis; Pow npugatHocTi A®| emium3ymaby 3 36
dapma Al Micauis o 60 micsLiB Ha OCHOBI
HimeuuunHa; Powu NMO3UTUBHUX Pe3y/bTaTiB [OBrOCTPOKOBUX
[LiarHocTrke MMm6X, pocnipkeHb cTabifibHOCTi y peaslbHOMY
HimeuuunHa; yaci 3 BignoBigHMMK 3MiHaMK1 B po3Ain
BMNPOGYBaHHSA 3.2.5.7.1. Pe3tome o0 cTabinbHOCTI Ta
KOHTPO/TIO AKOCTI, BWCHOBKW. BBEiIeHHA 3MiH NpoTArom 6-Tu
BTOPWHHE NaKyBaHHS, MicALiB Nicnsa 3aTBepAKeHHs
BMNYCK cepil:
®.XodpcpmaHH-/15 Powu
Nta, Wseiiuapis
50. FEHCY/IH M30 cycneHsis gns BIOTOH C.A. Monba BMPOOBHUK, Monbwa BHECEHHS 3MiH 40 peecTpaLiiHnX 3a UA/1978/01/01
iH'ekuin, 100 O4/mn; BignoBiganbHWi 3a marepianiB: yTOUHEHHA peecTpavjiiiHOi peyenmom
no 10 mny BMPOOHULITBO, npoueaypu B Hakasi MO3 YkpaiHu Ne

CKNSiHOMY (hN1aKoHi;
no 1 donakoHy B
KapTOHHIA nayui; no
3 M1 B KapTpuaXi;
no 5 kapTpuaxis y
6nictepi; no 1
6nictepy B
KapTOHHI navi

nepBUHHE | BTOPUHHE
nakyBaHHs, KOHTPO/Tb
Ta BUNycK cepi:
BIOTOH C.A.,
MonbLa;
BUPOOBHUK,
BiANOBiAaIbHUI 3a
KOHTpPO/b cepii:
IHCTUTYT BioTexHonorii
Ta AHTUBIOTHKIB,
Monba

510 Big 22.03.2022 - BunpasneHo
TEeXHIYHY NOMW/IKY (rpaMaTnyHi Ta
opcporpadivHi NOMUNKM) B TEKCTI
MapKyBaHHS BTOPUHHOI YNakoBK/
nikapcbKoro 3acoby (mo 10 mn y dnakoHax
Nel ta kapTpuaxi no 3 mn Ne5).
3ATBEPXXEHO:

3. MEPENIK AOMOMDKHWX PEHOBWH
LJonoMikHI peqyoBuHN: M-Kpe3os, heHon,
rniLepviH, npoTamiHy cynbaT, LUHKY
okcua, HaTpito gurigpodhocdpar, aurigpat
(4Nns oTpuMaHHA AeTasbHOT iHhopmali
[OVB IHCTPYKLiO AN18 MeAnyHOro
3acToCyBaHHS), kKucnota
X/10pUCTOBOAHEBA (PO3BeaeHa), BoAa Ans
IH'EKLINA.

11. HAMMEHYBAHHS |
MICUE3HAXOMXEHHA BUPOBHUKA
TA/ABO 3AABHUKA
Bupo6Huk: BIOTOH C.A., Monbla, 02-
516 Bapluasa, By/1. CTapoymHcbka, 5
14. KATETOPISA BIAMNYCKY
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

BignyckeTcs 3a peLenTom.
15. ANA NIKAPCbKUX 3ACOBIB, FAKI
NMPN3HAYEHI ON1A CAMOCTINHOIO
NIKYBAHHA — IHPOPMALIIA WOAO
3ACTOCYBAHHA

3acTocoByeTbCs 3a NPU3HAYEHHSAM Aikapsi.

3AMNPOMOHOBAHO:

3. MEPENIK JOMNOMDKHNX PEYOBWH
JlonoMiXHI peyoBUHU: M-Kpesos, dheHon,
rNiLepyviH, NpoTamiHy cynbhaT, LUHKY
okcug, Hatpito gurigpodocdpat, aurigpat
(ana oTpuMaHHA getanbHoT iHdopmaii
[OVIB. IHCTPYKLO A58 MeANYHOro
3acTocyBaHHs), kucnota
X/10pUCTOBOAHEBA (PO3BEAEHA), BOAa ANns
IH'EKLiNA.

11. HAMMEHYBAHHS |
MICUE3HAXOMXEHHA BVPOBHUKA
TA/ABEO 3AABHUNKA
Bupo6Huk: BIOTOH C.A., Monbua, 02-
516, BapluaBsa, By/. CTapoymHcbka, 5
14. KATEIOPIA BIAMYCKY
BignyckaeTbca 3a peuenTtom.

15. 4719 NIKAPCbKMX 3ACOBIB, FKI
MPU3HAYEHI 419 CAMOCTINHOIO
NIKYBAHHSA — IHPOPMALIIA WOAO
3ACTOCYBAHHHA
3acToCOBYETLCA 3a NMPU3HAYEHHAM JliKaps.

51.

FEHCY/NIHH

cycneHsisa gns
iH'ekujin, 100 O4/mn;
no1l0 mny
CKNAHOMY (P/1aKOHi;
no 1 donakoHy B
KapTOHHI navvi; no
3 M B KapTpuaxi;
no 5 kapTpuaxis y
6nictepi; no 1
6nictepy B
KapTOHHIM nayui

BIOTOH C.A.

MonbLua

BIOTOH C.A,,
MonbLa (BUPOGHNK,
BignoBiganbHWi 3a
BMPOOHULITBO,
nepBUHHE | BTOPUHHE
nakyBaHHS, KOHTPO b
Ta BUNycK cepii);
IHCTUTYT BioTexHonorii
Ta AHTMGIOTVKIB,
MonbLa (BUPOGHUK,
BiANOBIAaIbHNI 3a
KOHTpPO/Ib cepii)

MonbLa

BHECEHHS 3MiH [JO peecTpaLiinHmx
MaTepianiB: yTOYHEHHS1 peecTpauiiiHoT
npoueaypu B Hakasi MO3 YkpaiHu Ne
673 Big, 22.04.2022 npoueci BHECEHHS

3MiH - BunpaBneHo TeXHIYHY NOMUIIKY
(rpamatunuHi Ta opdoorpadpiuHi NOMUIKK) B
TEKCTi MapKyBaHHS BTOPWHHOT yNakoBKM
(no 10 mn y donakoHax Nel Ta kapTpuaxi
no 3 mn Ne5).
3ATBEPXKEHO:

3. MEPEJIK JOMNOMDKHNX PEYOBWH
JlonomixxHi peqoBrHN: M-Kpe3on, doeHon,
rNiLepuH, NpoTamiHy cynbgar, UMHKY
okcua, HaTpito gurigpodpocdbar, gurigpat
(ansa oTpumaHHA getanbHoi iHdopmaLii
[OVB IHCTPYKLUitO ANS MeAUYHOro
3acTOCyBaHHs), KucotTa
X/TOpUCTOBOAHEBA (PO3BeAeHa), BoAa Ans
IH'EKLLINA.

11. HAUMEHYBAHHS |

3a
peyenmom

UA/1016/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

MICUE3HAXOMXXEHHA BUPOBHNKA
TA/ABEO 3AABHUKA
BupobHuk: BIOTOH C.A., Monba, 02-
516 Baplwasa, Byn. CTapounHebka, 5
14. KATEIOPIA BIAMNYCKY
BignyckeTtcsa 3a peuenTtom.

15. A4 NIKAPCbKMX 3ACOBIB, FKI
MPU3HAYEHI 4151 CAMOCTINHOIO
NIKYBAHHA — IHPOPMALLIA LWOAO0
3ACTOCYBAHHA
3acTocoByeTbCs 3a NPU3HAYEHHAM fikapsl.
3AMPOMNOHOBAHO:

3. MEPENIK AOMNOMDKHWX PEHOBWH
J0onomiHi pe4oBUHU: M-Kpe30os1, heHor,
rniLepvH, npoTaminy cynbtaT, LUHKY
okcua, HaTpito gurigpodhocdpar, aurigpat
(4Nns oTpuMaHHA AeTasbHOT iHhopmali
[OVB. IHCTPYKLiO A58 MeANYHOro
3acToCyBaHHs), kucnota
X/TIOpUCTOBOAHEBA (PO3BeaeHa), BoAa Ans
iH'EKLIA.

11. HAMMEHYBAHHS |
MICUE3HAXOMXEHHA BUPOBHUKA
TA/ABO 3AABHUKA
Bupo6Huk: BIOTOH C.A., Monbla, 02-
516, Bapluasa, By/n. CTapoymHcbka, 5
14. KATEIOPIA BIANYCKY
BignyckaeTbca 3a peuenTtom.

15. A9 NIKAPCbKMX 3ACOBIB, FKI
MPU3HAYEHI A151 CAMOCTIAHOIO
NIKYBAHHSA — IHPOPMALIIA WOAO
3ACTOCYBAHHA
3acToCOBYETLCS 3a NPU3HAYEHHAM JliKapsi.

52.

FNIKNA3NA-
340POB'A

TabneTku no 80 mr
no 10 TabneTtok y
6nictepi; no 3
6nictepu B
KapTOHHI Kopobuyj;
no 30 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI/ Kopoo6Li

ToBapucTso 3
06MexeHoto
BiANOBIAaA/bHI
CTHO
"®apmaueBTn
YHa KOMNaHis
"3p0pos'a”

YkpaiHa

BCi cTagii
BMPOOHULTBA,
KOHTPO/Ib SIKOCTI,
BMNYCK Cepil:
ToBapucTBO 3
06MEXEHOI0
BignoBifa/IbHICTIO
"GapmaueBTuyHa
KoMmnaHis "310pos'a”,
YkpaiHa

BCi cTagii
BMPOOHMLITBA,
KOHTPO/b AKOCTI,
BMNYCK cepil:

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliinHx
mMartepianis: 3MiHu | TUNy - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbknit 3aci6. 3MiHK Y
BMPO6HULTBI. 3MiHa iMnopTepa/3MiHuy, Lo
CTOCYIOTbCSA BUMYCKY Cepii Ta KOHTPOIO
SIKOCTi rOTOBOrO MiKapCbKoro 3acoby
(3amiHa abo foAaBaHHS BUPOGHMKA, LU0
BignoBifae 3a BBe3eHHA Ta/abo BMNYyCcK
cepii) - He Bkaovaroumn
KOHTPO/Ib/BUNPOBYBaHHS cepii.
[JopasaHHA BUPOBHUYOI AiNbHUL, L0
Bignosigae 3a sunyck cepii TOB
“©APMEKC I'PYIN", YkpaiHa (YkpaiHa,
08301, KuiiBcbka 0611., M. Bopucnine, By.
LLleBueHka, 6ya. 100). 3MiHM BHECEHI Y

3a
peyenmom

He
nionsieae

UA/7826/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

ToBapuncTBO 3
obMmexeHoo
BiANOBIAA/IBHICTIO
"®APMEKC I'Py11",
YkpaiHa

po3ginv "BupobHuk" Ta
"MicLe3HaxomKeHHs1 BUPOGHMKa Ta
ajipeca MicLs NpoBaKeHHs oro
[OISNbHOCTI" B IHCTPYKLUiO 415 MeANYHOro
3aCTOCyBaHHA Ta K Hac/iJoK - BiANOBIAHI
3MiHW Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbKkoro 3acoby. BBegeHHs 3MiH
NpOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHSA

53.

FNIOKODAX XR

Tabnetku
NPOMOHIoBaHoI Aji
no 500 wmr; no 15
Tabnetok y 6nictepi;
no 2 a6o no 4
6nictepu B
KapTOHHIA KopooLi

Mepk CaHTe
c.a.c.

®paHuis

Mepk CaHTe

dpaHLis

BHECEHHS 3MiH [0 peecTpavliinHx
mMaTtepianis: 3MiHu |l Tuny - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(h)
00 30608B'A3aHb Ta YMOB Buadi
peecTpavuiniHOro NOCBIAYEHHS, BKIOYAOUN
MnaH ynpasniHHA pusnkamu
(3acTocyBaHHSA 3MiH(K), sKi(a)
BMMaralTb(€) NOAA/IbLIOIO
00r'pyHTYBaHHA HOBVMMW AOAATKOBUM
JaHumMu, WO MatoTb HajaBaTucs
KOMMETEHTHUM OpraHoM, OCKiflbKK
BUMAraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm). 3asiBHUKOM
HafaHO OHOB/IEHWIA MnaH ynpasniHHA
pvi3vikamu Bepcis 8.1. 3MiHW BHECEHO A0
yacTuH: Il «Cneundpikanlis 3 6e3nexku»
(moayni CVII «lgeHTudikoBaHi Ta
noTeHLiliHi pu3unkn», CVIII «Pestome
npo6nem 6e3nekn»); V «3axoam 3
MiHimi3auii pusunkie»; VI «Pestome nnaHy
ynpaBniHHA pu3nkamu»; VII «JogaTku», y
3B'AA3KY 3 OHOB/IEHHAM Npo6/iem 3 6e3neku
BiACYTHbOI iHChopMmaL,i LWoAo BigfaneHnx
HacnigkiB Ha NOTOMCTBO Micnsi
BHYTPILLUHLOYTPOGHOro BNANBY
MeT(OopMiHy, Ha NigCTaBi aHasi3y
nicnspeecTpauiiHoro AocnimpkeHHs 3
6e3neku, Ta npuBeAeHHs MNnaHy
yNpaBiHHA pU3nKamu 40 OHOBIEHOT
CTPYKTYpW, BiANOBIAHO A0 BUMOr EMA
(Rview I1). Pe3stome MnaHy ynpaBniHHA
pvi3vkamu Bepcis 8.1 fofaeTbes.

3a
peyenmom

UA/3994/02/01

54.

FMIOKODAX®

TabneTku, BKpUTI
NAiBKOBOIO
060/10HKO0, M0 500
Mr no 15 TabneTok y
6nicTepi; no 2 abo
no 4 6nictepn y

Mepk CaHTe
c.a.c.

PpaHuis

Mepk CaHTe, ®paHuis
(BUPOGHMLTBO 3a
NOBHUM LMKOM);
Mepk, C/1, IcnaHis
(BUPOGHMLTBO 3a
NMOBHWUM LKIOM)

PpaHuia/
IcnaHis

BHECEHHS 3MiH [0 peecTpavinHmx
MaTepianis: 3MiHu |l Tuny - 3MiHK Woa0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(n)
00 3060B'A3aHb Ta YMOB Buadi
pPeECTpaLiiHOro NOCBIAYEHHS, BKIOYAKUM

3a
peyenmom

UA/3994/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

KapTOHHI kopo6uyj;
no 20 TabneTok y
6nictepi; no 3
6nictepu y
KapTOHHiA KopooLi

MnaH ynpasniHHA pusnkamu
(3acTocyBaHHSA 3MiH(M), sKi(a)
BMMaralTb(€) NOAA/IbLIOIO
00r'pyHTYBaHHA HOBVMW AOAATKOBUM
JaHumMu, WO MatoTb HajasaTtucs
KOMNETEHTHUM OpraHoOM, OCKi/TbKK
BUMAraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm). 3asiBHUKOM
HaaHo OHOBJIEHWIA MNaH ynpaBniHHA
pvi3vikamu Bepcis 8.1. 3MiHW BHECEHO A0
yacTuH: Il «Cneyudikauisi 3 6e3nekn»
(moayni CVII «lgeHTudikoBaHi Ta
noTeHLUiliHi pu3unkn», CVIII «Pestome
npo6em 6e3nekn»); V «3axoam 3
MiHiMi3auii pusunkie»; VI «Pestome nnaHy
ynpaBniHHA pu3nkamu»; VIl «JogaTku», y
3B'A3KY 3 OHOB/IEHHAM NpPo61emMu 3
6e3nekun BiACYTHLOT iHChopmaLii Wwoao
BiAAa/IeHNX HaCNiAKiB HA NOTOMCTBO MicNs
BHYTPILLUHLOYTPOGHOro BNAMNBY
MeT(OopMiHy, Ha NigcTasi aHasi3y
nicnspeecTpauiiHoro AocnimkeHHs 3
6e3neku, Ta npuBeAeHHs MNnaHy
ynpaBiHHA pu3nKamu [0 OHOB/IEHOT
CTPYKTYpW, BiAMNOBIAHO A0 BUMOr EMA
(Review ll). Pe3stome MnaHy ynpaBniHHA
pvi3vkamu Bepcis 8.1 qofaeTbes.

55.

FNMIOKODAX®

TabneTku, BKpUTI
NiBKOBOIO
060/10HKOI0, M0 850
Mr no 15 TabneTtok y
6nicTepi; no 2 abo
no 4 6nictepn y
KapTOHHI kopo6uyj;
no 20 TabneTok y
6nictepi; no 3
6nictepu y
KapTOHHIA KOopoo6Li

Mepk CaHTe
c.a.c.

®paHuis

Mepk CaHTe, ®paHuis
(BUPOBHMLTBO 3a
NOBHUM LMKOM);
Mepk, C/1, Icnanis
(BUPOBHMLTBO 3a
MOBHWM LK/I0OM)

®paHuia/
IcnaHis

BHECEHHS 3MiH [0 peecTpavliinHx
MaTtepianis: 3MiHu |l Tuny - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(h)
00 30608B'A3aHb Ta YMOB Buadi
peecTpavuiniHOro NOCBIAYEHHS, BKIOYAOUN
MnaH ynpasniHHA pusnkamu
(3acTocyBaHHSA 3MiH(K), sKi(a)
BMMaralTb(€) NOAA/IbLIOIO
00r'pyHTYBaHHA HOBVMMW AOAATKOBUM
JaHumMu, WO MatoTb HajaBaTucs
KOMNETEHTHUM OpraHoM, OCKi/TbKu
BUMAraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm). 3asiBHUKOM
HafaHO OHOB/IEHWIA [MnaH ynpasniHHA
pvi3vikamu Bepcis 8.1. 3MiHW BHECEHO A0
yacTuH: Il «Cneundpikanlis 3 6e3neku»
(moayni CVII «lgeHTudikoBaHi Ta
noTeHLiliHi pu3unkn», CVIII «Pestome
npo6nem 6e3nekn»); V «3axoam 3
MiHimi3auii pusunkie»; VI «Pestome nnaHy

3a
peyenmom

UA/3994/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

ynpaBniHHA pu3nkamu»; VIl «JogaTku», y
3B'A3KY 3 OHOB/IEHHAM Npo6emMu 3
6e3nekun BiACYTHLOT iHChopmaLii Wwoao
BiAAa/IeHNX HaCNiAKIB HA NOTOMCTBO Micns
BHYTPILLUHLOYTPOGHOro BNAMNBY
MeT(OopMiHy, Ha NigcTasi aHasi3y
nicnspeecTpauiiHoro AocnimKeHHs 3
6e3nekun, Ta NnpuBeAeHHs MNnaHy
ynpaBiHHA pu3nKamu [0 OHOB/IEHOT
CTPYKTYpW, BiAMNOBIAHO A0 BUMOr EMA
(Review ll). Pe3stome MNnaHy ynpasBniHHA
pvi3vkamu Bepcis 8.1 fofaeTbes.

56.

FNIOKODAX®

TabneTku, BKpUTI
NiBKOBOIO
060/10HKOI0, MO
1000 mr no 15
Tabnetok y 6nictepi;
no 2 abo no 4
6nictepu y
KapTOHHIA KOopoo6Li

Mepk CaHTe
c.a.c.

®paHuis

Mepk CaHTe, ®paHuis
(BUPOBHMLTBO 3a
NOBHUM LMKOM);
Mepk, C/1, Icnanis
(BUPOBHMLTBO 3a
MOBHWM LKIOM)

®paHuia/
IcnaHis

BHECEHHS 3MiH O peecTpavlinHmx
MaTtepianis: 3MiHu |l Tuny - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(n)
00 3060B'A3aHb Ta YMOB Buadi
peecTpaviniHOro NOCBIAYEHHS, BKIOYAOUM
MnaH ynpasniHHA pu3nkamu
(3acTocyBaHHSA 3MiH(M), sKi(a)
BMMaralTb(€) NOAA/IbLIOIO
00r'pyHTYBaHHA HOBVMMW AOAATKOBUM
JaHumMu, WO MatoTb HajaBaTucs
KOMNETEHTHUM OpraHoM, OCKi/TbKu
BUMAraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm). 3asiBHUKOM
HafaHO OHOB/IEHWIA [MnaH ynpasniHHA
pvi3vikamu Bepcis 8.1. 3MiHW BHECEHO A0
yacTuH: Il «Cneundpikanlis 3 6e3neku»
(moayni CVII «lgeHTudikoBaHi Ta
noTeHLUiliHi pu3unkn», CVIII «Pestome
npo6nem 6e3nekn»); V «3axoam 3
MiHimi3auii pusunkie»; VI «Pestome nnaHy
ynpaBniHHA pu3nkamu»; VIl «JogaTku», y
3B'A3KY 3 OHOB/IEHHSAAM Npo6emMu 3
6e3nekun BiACYTHLOT iHChopmaLlii Wwoao
BiAAa/IeHNX HacnigkiB Ha NOTOMCTBO MicNs
BHYTPILLUHLOYTPOGHOro BNANBY
MeT(OopMiHy, Ha NigCTaBi aHasi3y
nicnsipeecTpauiiHoro AocnimkeHHs 3
6e3nekun, Ta npuBeAeHHs MNnaHy
yNpaBiHHA pU3nKamu 40 OHOBIEHOT
CTPYKTYpW, BiANOBIAHO A0 BUMOr EMA
(Review ll). Pe3stome MnaHy ynpaBniHHA
pvi3vkamu Bepcis 8.1 fofaeTbes.

3a
peyenmom

UA/3994/01/03

57.

FPANNOCTAL®
PWHO 0,05%
HASA/bHI

Kpanni HasasibHi,
po3uuH 0,05 %; no
10 mA y d1akoHi; no

CTAIA
ApuHaiimitten
b Al

HimeyunH
a

CTAIA
ApuHaiimittens Al

HimeuunHa

BHECEHHS 3MiH [0 peecTpavinHmx
mMartepianis: 3MiHu | TNy - 3MiHW 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikat

6e3
peyenma

UA/3090/02/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

KPANN

1 donakoHy B
KapTOHHiA KopooLi

BiANOBIAHOCTI €BpONechbkili
thapmakonei/moHorpadii. NogaHHsA HOBOro
a60 OHOBNEHOTO cepTudikaTa
BIAMNOBIAHOCTI @60 BUyYEHHS
cepTudikaTa BiANoOBiAHOCTI EBpONEiiChKiit
thapmakonei: gna A®l; gns suxigHoro
marepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI API; AN [ONOMIXKHOT
peyoBuMHYM (cepTudiikaTt BigMnoBigHOCTI
€Bponelicbkiii hapmakonei) - Howii
cepTudikart Big HOBOro BUPOGHMKa (3amiHa
ab0 [OMNOBHEHHS)
noJaHHa HoBOro cepTudpikata
BiNOBigHOCTI €Bponelickkili hapmakonet
Ne RO-CEP 2017-054 - Rev 00 gnsa Adl
KcunomeTasoniHy rigpoxnopuay Big,
HOBOTO a/IbTEPHATVBHOIO BUPOGHUKA
Przedsiebiorstwo Innowacyjno
Wdrozeniowe "Ipochem” SP. Z O.0O.,
MonbLia.

58.

FPANNOCTAL®
PWHO 0,1%
HASA/bHI
KPAN/I

Kpanni Haza/bHi,
po3umH 0,1 %, no 10
My chnakoHi; no 1
chnakoHy B
KapTOHHIA KOopoo6Li

CTAIA
ApuHaiimitten
b Al

HimeuumnH
a

CTAIA
ApuHaiimiTtens Al

HimeuunHa

BHECEHHS 3MiH [0 peecTpavinHmx
mMartepianis: 3MiHu | TUNy - 3MiHW 3 AKOCTI.
CeprtuchikaT BignosigHocTi/lE-cepTuddikart

BiANOBIgHOCTI EBpoNechbkili
thapmakonei/moHorpadii. NMogaHHSA HOBOro
a60 OHOBNEHOTO cepTudiikaTa
BiAMNOBIAHOCTI @60 BUMYYEHHS
cepTudikaTa BiANoOBiAHOCTI EBpONEiCHKiit
thapmakonei: gna Ad®l; gns suxigHoro
matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y

BMPOGHULTBI A®I; AN ONOMIXKHOT

peyoBuMHYM (cepTudiikaTt BifMnoBigHOCTI
€Bponelicbkili hapmakonei) - Howii
cepTudikar Big HOBOro BUPO6GHMKa (3amiHa
ab0 JOMNOBHEHHS)
noJaHHa HoBOro cepTucpikata
BIANOBIAHOCTI EBponeiickbkin thapmakonei
Ne RO-CEP 2017-054 - Rev 00 gnsa Adl
KcunomeTasoniHy rigpoxnopuay Big,
HOBOTO &/1bTEPHATUBHOTO BUPOGHUKA
Przedsiebiorstwo Innowacyjno
Wdrozeniowe "Ipochem” SP. Z O.0O.,
MonbLia.

6e3
peyenma

UA/3090/02/01

59.

[NE3PAJVH®

TabneTku, BKpUTI
NnNiBKOBOKO
060/10HKO0, N0 5 Mr,

KPKA, 4.4.,
HoBo mecTto

CnoseHis

BignoBiganbHWi 3a
BMpPO6HMLTBO "in bulk”,
nepBUHHe Ta

CnoBeHisa

BHECEHHS 3MiH [0 peecTpavinHmx
mMartepianis: 3MiHu | TUNy - 3MiHK WOA0
6e3nekn/edeKTMBHOCTI Ta

6e3
peyenma

nionsizae

UA/15474/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

no 10 TabneTok y
6nictepi; no 1 a6o
no 3 6nictepu 'y

KapTOHHI Kopoo6Li

BTOPUHHE NaKyBaHHS,
KOHTPO/1b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis;
BiNOBIfaIbHWIA 32
KOHTpO/b cepii: KPKA,
A.4., HoBo mecTo,
CnoseHis

thapmakoHarnagy. 3MiHU y KOPOTKiii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA
reHepuyHUX/ribpuaHnx/6ionodibHux
NiKapcbkunx 3acobiB Nic/is BHECEHHS Tiel
camoi 3MiHM Ha peddepeHTHUIA Npenapar
(3miHa He noTpebye HafaHHSA XOOHUX
HOBUWX A0AATKOBUX AaHuX). 3MiH/ BHECEHO
[0 iHCTPYKUiT A4S MeAnYHOro
3acToCyBaHHS Nikapcbkoro 3acoby y
po3gin "Mo6iuHi peakwyji" 3rigHo 3
iHhopMmaui€eto LLoA0 MeaNYHOro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro
3acoby (EPIYC, TabneTku, BKpuUTI
NAiBKOBOIO 060/I0HKOI0). BBEAEHHS 3MiH
NpOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHSA. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHoO OHOBJ/IOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo fociiKeHb 3
6e3neky 3acToCyBaHHSA NikapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHVX BignoBigHO A0 niaHy
negjiarpnyHux gocnigpkes (PIP) (iHwi
3MiHM). 3MiHV BHECEHO A0 IHCTPYKLi AN
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y po3gin "Mob6iuHi peakwi”
BiANOBIAHO [0 OHOBEHOI iIHGhOpMaLi 3
6e3neku Ajloyoi pevoBnHU. BBeeHHS 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHSA

60.

LOEKPICTON®
20000 MO

Kancysm m siki 20000
MO no 10 kancyn y
6nictepi; no 1 abo
no 2, abo no 5
6nicTtepis y nauui;
no 20 kancyny
6nictepi; no 1
6nictepy y nauuj; no
25 kancyny
6nictepi; no 2
6nictepa y nayui

TOB «MIBE
YKPAIHA»

YKpaiHa

nepBuHHe Ta
BTOPWHHE NakyBaHHS,
KOHTpO/b cepii Ta
BUMYCK cepil:
Mi6e MmM6X
ApuHaiimiTTenNb,
HimeuunHa
BMPOOHULITBO Ta
Bunyck "in bulk™:
KeTeneHt [xepmaHi
E6epbax 'm6X,

HimeuumnHa/
LLisefiuapis

BHECEHHS 3MiH [JO peecTpaLiinHmx
mMarepianis: 3MiHu | TURy - 3MiHK LWOA0
6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) OHOBNEHHS
TEKCTY MapKyBaHHS yNakoBKW NiKapCbKoro
3acoby, a came: 3miHa y n. 3. <cHOMEP
CEPIi IKAPCbKOIO 3ACOBY» Tan. 4.
«JATA 3AKIHYEHHA TEPMIHY
NMPNOAHOCTI» nepBUHHOI ynakoBku, y n.
8. «JATA 3AKIHUEHHA TEPMIHY
NPUAAHOCTI», n. 12. <cHOMEP

3a
peyenmom

UA/17901/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
HimeuunHa PEECTPALINHOIO NOCBIAYEHHSA» Ta
BUPOBHULITBO Ta n. 13. «kHOMEP CEPII IKAPCBKOIO
Bunyck "in bulk: 3ACOBY» BTOPUHHOI YNakoBku. TepMiH
Csicc Kanc AT, BBE/EHHS 3MiH MPOTAroM 6 MicauiB nicns
Liseliuapis 3aTBEPMAKEHHS.
61. AEHOBE/Nb® 30 TabneTku, BKPUTI TOBAPUCTB YkpaiHa Mi6e M'meX HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHnX 3a UA/15836/01/01
NAiBKOBOIO 03 ApuHaiimiTTens Marepianis: 3miHu | TUny - 3MiHN LWOA0 peyenmom
060/10HKo10, 1o 0,03 OBMEXXEHO 6e3nekun/edheKTUBHOCTI Ta
Mr/2 mr no 21 ,0) thapmakoHarnagy (iHwi 3mMiHn) OHOBNEHHSA
Tabnetui y 6nictepi; BIAMOBIAAN TEKCTY MapKyBaHHS yNakoBKM NiKapCbKoro
no 1 a6o no 3, abo bHICTIO 3acoby, a came: 3miHa y n. 3. <HOMEP
no 6 6nictepis y "MIBE CEPIl IKAPCbKOIO 3ACOBY» Tan. 4.
KapTOHHIA KopooLi YKPAIHA" «OATA 3AKIHYEHHA TEPMIHY
MPNAAHOCTI» nepBUHHOT yNnakoBku, y n.
8. «JATA 3AKIHYEHHA TEPMIHY
MPUOAHOCTI», n. 12. <HOMEP
PEECTPALLINHOIO MOCBIAYEHHSA» Ta
n. 13. <HOMEP CEPII IKAPCBKOIO
3ACOBY» BTOPVHHOI YNakoBku. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPAKEHHSA
62. MKAKABI Tabnetku no 5 wmr; Hosapric LLiBefiuapi B1po6HMLTBO, LLiBefiuapis BHECEHHS 3MiH [0 peecTpavinHmx 3a He UA/13456/01/01
no 14 TabneTtok y dapma Al a KOHTPO/1b SIKOCTI, MaTepianis: 3MiHu |l Tuny - 3MiHK Woa0 peyenmom | nidssieae
6nicTepi; no 4 nepBUHHE Ta 6e3nekn/edhekTMBHOCTI Ta
6nictepm y kopobuj BTOPWHHE NakKyBaHHS, hapmakoHarnsagy. 3miHu y TepaneBTUUYHUX
i3 KapTOHY BUNYyCK cepii: HoBapTic nokasaHHsX (LofaBaHHSA HOBOMO
nakyBaslbHOro dapma LLTeliH AT, TepaneBTUYHOro NokasaHHs abo 3miHa y
LLiBefiuapisi; KoHTposib 3aTBEPMKEHOMY MoKasaHHi). 3MiHn
AKOCTi 38 BUHATKOM BHeCeHO A0 IHCTpyKuii Ana MmeauyHoro
BM3HAYEHHSs 3acTOCyBaHHS NikapcbKkoro 3acoby ao
Mikpo6iosnoriyHol po3giny "MokasaHHA" (4ofaBaHHA HOBOTO
4yncToTU: TepaneBTUYHOrO nokasaHHs: Peakuis
®apmaHanituka CA, «TpaHcnaaHTaT npotu xassiHa» (PTMX)),
LLiBeiuapis Ta AK Hac/ifoK OHoB/eHa iHhopmalis B
po3ainax "®dapmakonoriyHi BNacTmeocTi",
"MokazaHHA" "Oco6MBOCTI
3acTocyBaHHs", "Cnoci6 3acTocyBaHHS Ta
posn”, "Oitn", "Mo6iuHi peakuii”. BBeAeHHA
3MiH NpoTArom 6-Tn Micauis nicns
3aTBEPAKEHHS.
63. MKAKABI Tabnetku no 15 mr; Hosaprtic Lseliuapi Bnpo6HMLTBO, LBeliuapis BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a He UA/13456/01/02
no 14 TabneTtok y dapma Al A KOHTPO/Tb SIKOCTI, MaTepianis: 3MiHu |l Tuny - 3MiHM WoZ0 peyenmom | niossieae
6nictepi; no 4 nepBrHHE Ta 6e3nekn/edheKkTNBHOCTI Ta
6nictepun y kopobui BTOPUHHE NaKyBaHHS, hapmakoHarnagy. 3MiH1 y TepaneBTU4HNX
i3 KapTOHY BUMYCK cepii: HoBapTic nokasaHHsX (4oAaBaHHSA HOBOTO
nakysasibHOro dapma LUTeliH AT, TepaneBTUYHOro NokasaHHs abo 3miHa y
Leliuapis; KoHTponb 3aTBEPAKEHOMY NoKasaHHi). 3MiHn
AKOCTi 38 BUHATKOM BHECEeHO A0 [HCTPyKUii 418 MegnyHoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20

3acoby ynakoska) nocsioYeHHs

BU3HAYEHHSA 3aCTOCyBaHHS /iKapcbKoro 3acoby Ao
Mikpo6ionoriyHol po3giny "MokasaHHA" (ofaBaHHA HOBOrO

4yncToTH: TepaneBTUYHOro nokasaHHsa: Peakuis
dapmaHanituka CA, «TpaHcnaHTaT NpoTtu xassiHa» (PTMX)),

LLiBeiiuapis Ta AK Hac/ni4oK OHOB/eHa iHhopmalis B
po3ainax "dapmakonoriuHi BNacTmeocTi",
"MNokazaHHA" "Oco6aMBOCTI
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
fosun”, "Oitn", "Mo6iyni peakui”. BBefeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMAKEHHS.

64. MKAKABI Tabnetku no 20 mr; Hosaprtic LLsenuapi Bnpo6HMUTBO, LLisefiuapis BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/13456/01/03
no 14 tabnetok y dapma Al A KOHTPO/Ib SKOCTI, Marepianis: 3miHu Il Tuny - 3MiHM WoAao peyenmom | nidnsizae
6nictepi; no 4 nepBrHHe Ta 6e3nekun/edheKTUBHOCTI Ta
6nictepmn y kopobuj BTOPWHHE NakyBaHHS, hapmakoHarnagy. 3MiH1 y TepaneBTUYHNX
i3 KapTOHY BMNycK cepii: HoBapTic nokasaHHsx (4ofaBaHHs HOBOrO
nakysasibHOro dapma LUTeliH AT, TepaneBTUYHOrO Noka3aHHs abo 3MiHa y

LLisefiuapisi; KoHTposb 3aTBEPKEHOMY NoKasaHHi). 3MiHu
AKOCTi 38 BUHATKOM BHeCeHO A0 IHCTpyKuii Ana MeanyHoro
BU3HAYEHHS 3aCTOCyBaHHS NikapcbKoro 3acoby Ao
MiKpo6ionioriyHol po3giny "MokasaHHsA" (4ofaBaHHSA HOBOTO
4yncToTU: TepaneBTUYHOTO NokasaHHs: Peakuis
dapmaHanituka CA, «TpaHcnaaHTar npotu xassiHa» (PTMX)),
LLiseiuapis Ta SIK HacnigoK OHOBMEeHa iHchopmauis B
po3sgainax "®apmakosnoriyHi BnactueocTi",
"MokasaHHa" "Oco6nBOCTI
3acTocyBaHHs", "Cnoci6 3acTocyBaHHA Ta
fosn”, "Oitn", "MNo6iuHi peakuii”. BBegeHHS
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPKEHHS.
65. ANKNO®EHAK Kancynu no 25 mr, ToBapucTBo 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpavlinHmx 3a He UA/1477/01/01
HATPIIO no 10 kancyny 06MeXeHo 06MEeXEHO mMartepianis: 3MiHu | TUNy - 3MiHK WoOA0 peyenmom | nidssieae
6nictepi; no 3 BiANOBIAaA/bHI BiANOBIAA/IbHICTIO 6e3nekn/epekTnBHOCTI Ta
6nictepun y kopobui 3 CTIo "XapkiBcbke thapmakoHarnsgy. 3MiHa y KopoTkiii
KapToHy "XapkiBcbke hapmavueBTUYHE XapakTepucTuLi nikapcbKoro 3acooby,
hapmaneBTuy nignpUEMCTBO TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
He "3p0poB's Hapoay" MeAMYHOro 3acTocyBaHHA Ha niacTasi
niaNpueMcTBO perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
"340poB's nikapcbKoro 3acoby, abo focnigpkeHb 3
Hapogy" 6e3neky 3acToCyBaHHSA NiKkapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHKM 3BITy 3 AOC/IKEHb,
npoBeeHuX BifnoBigHO 40 niaHy
negiatpuyHmx gocnimpxkers (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHUM OpraHom).
3MiHV BHECeHOo A0 IHCTpykuii ans
MeZNYHOro 3aCTOCYBaHHS NikapcbKoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
3aco6y A0 po3ainy "3actocyBaHHs y
nepiog, BaritTHoCTi abo rogyBaHHs rpyaar”
BiAANOBIAHO [0 OHOBMEHOI iIHhopMaL,i 3
6e3nekn 3acToCyBaHHSA [it04H0T Pe4YoBUHY
niKapcbkoro 3acoby.
BBefieHHs1 3MiHM NpoTArom 6- Tn Micauis
nicnsa 3aTBepKEHHS.
66. ONPEPENIH® nopotwuok no 0,1 mr INCEH PpaHuis Mopovuok: PpaHuis BHECEHHS 3MiH [JO peecTpaLiinHmx 3a UA/0695/02/01
Ta PO3YMHHUK ONs PAPMA Bnpo6HMuTBO, marepianis: 3MiHu | TUny - 3MiHK 3 AKOCTI. peyenmom
po3uunHy ons TeCTyBaHHS, [OTOBWMIA NikapcbKWii 3aci6. 3miHN y
iH'ekwjin; no 7 nakyBaHHs1, BUMYCK BUPOGHMLTBI. 3MiHU Y npoLieci
h1akoHiIB 3 cepii: INCEH ®APMA BMPOGHMLITBA rOTOBOTO NiKapCbKOro
nopoLukom Ta 7 BIOTEK, ®paHuis; 3aco6y, BK/IHOYAKUM NPOMDKHUIA NPOAYKT,
amnyn 31 mn PO34MHHWK: LL|0 3aCTOCOBYETHCA NPU BUPOOHULTBI
PO3UYMHHMKA (PO3UMNH Bnpo6HMUTBO, rOTOBOrO /iKapCbKOro 3acoby (HesHauyHa
HaTpito xnopuay 0,9 NepBrHHE MaKyBaHHS 3MiHa y npoueci BUpOOHNLTBA) - He3HaYHa
%) Y KapTOHHiiA Ta KOHTPO/1b AKOCTI: 3MiHa B npoueci BupobHuutea N3 Ha
Kopoo6ui CEHEKCI, ®paHuis; ctagii «Sterile filtration», a came
BTopvHHe nakyBaHHS, NPONOHYETLCA fofdaTh Apyry tinbTpauito
Bunyck cepii: INCEH 0,22 MKM KiHL,EBOro Hepo3g)acoBaHoro
PAPMA BIOTEK, NpoayKTy
PpaHujs
67. AOP30MTUK Kpansi O4Hi, pO34uH, BapLuaBcbKuii Monbua BapLuaBschbkuii Monbwa BHECEHHS 3MiH [JO peecTpavjiinHmx 3a UA/14472/01/01
20 mr/mn no 5 mn hapmaneBTuy hapmaueBTUYHNI mMarepianis: 3MiHu | TUny - 3MiHK 3 AKOCTI. peyenmom
PO34UMHY Y (hriakoHi- HW 3aBOf, 3aBog, Monbtha AT [oTOBWIA Nikapcbkuii 3aci6. KoHTponb
KpanesnbHuui; no 1 Monbcha AT roToBOro NikapcbKoro 3acoby. 3miHa y
chnakoHy B mMeTofax BUNPO6yBaHHS roTOBOro
KapTOHHIA KopoobLi nikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax
BUNPO6YBaHb (BKIOYAOUM 3aMiHy abo
[OMOBHEHHS)) 3MiHA METOAMKM
BMNpo6yBaHHSA /13 3a nokasHUKoOM «BmicT
piAvHM Y hnakoHi» 3 MeToAMKM KoMnaHii
MB/3/001/01/03 Ha MeToAMKY KOMMaHil
MB/4/143301/16. KpuTepiii NpUAHATHOCTI
He 3MiHMBCS. BBEEHHSA 3MiH NpoTArom 6-
TV MicsiLiB nicnsi 3aTBepAKEHHS
68. AOP30MNTUK Kpansi O4Hi, pO34uH, BapLuaBcbkuii Monbua BapLuaBcbkuii Monbwa BHECEHHS 3MiH [JO peecTpaLinHmx 3a He UA/14472/01/01
20 mr/mn; no 5 mn hapmanesTuy chapmaLeBTUYHUI marepianis: 3MiHu | TUNY - 3MiHK LWOAO peyenmom | nions2ae
PO34MHY y thr1akoHi- HWUIA 3aBOf, 3aBog, Monbtha AT 6e3nekn/edheKTMBHOCTI Ta
KpanesnbHuuj; no 1 Monbtha AT thapmakoHarnsgy. 3MiHa y KOpoTkiii
donakoHy B XapakTepucTuLi nikapcbKoro 3acoby,
KapTOHHI KOpooLj TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHs Ha niacTasi
perynspHoO OHOB/IIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo focnigpkeHb 3
6e3neky 3acToCyBaHHSA NikapCbKoro
3acoby B nicnsapeecTpauiiHuii nepiog, abo
SIK pe3ybTar OUiHKW 3BiTY 3 AOCNIMKEHDb,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
npoBefeHnX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimxkers (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHUM OpPraHoMm).
3MiHV BHECEHO [0 iHCTPYKUIT ANns
MeMNYHOro 3aCTOCYBaHHA NikapcbKoro
3acoby Ao po3ginis "Cnocib 3acTocyBaHHs
Ta gosun", "Mo6iyHi peakuii” Bi4NOBIAHO A0
OHOB/IEHOT iHdhopMaLlii 3 6e3neku aiyoi
PEYOoBMHM 3iAHO 3 pekoMeHAaLisMn
PRAC.
69. APOCMIPEM® 30 | Tabnetku, BKPUTI TOB "MIBE YkpaiHa Mi6e M'meX HimeuunHa BHECEHHS 3MiH A0 peecTpaLiiHnX 3a UA/15868/01/01
NAiBKOBOIO YKPAIHA" ApuHaiimiTTens Marepianis: 3miHu | TUny - 3MiHN LWOA0 peyenmom
060/10HKo10, 1o 0,03 6e3nekun/edheKTUBHOCTI Ta
mr/3 wmr; no 21 hapmakoHarnagy (iHwi 3MiHn) 3MiHKn
Tabnetui y 6nictepi; BHECEHi B TEKCT MapKyBaHHS ynaKkoBKu/
no 1, aéo no 3, abo nikapcbKoro 3acoby y nyHkTax: "daTta
no 6 6nictepis y 3aKiHYEHHS TepMiHy npugartHocTi","Homep
KapTOHHI ynakoBL,i peecTpadiiHoro noceigyeHHs", "Homep
cepii nikapcbkoro 3acoby". BBeeHHsA 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHSA
70. EBKANIATA nneta, no 75ry MpAT YkpaiHa MpAT "NiktpaBn" Ykpaina BHECEHHS 3MiH [JO peecTpavjiinHmx 6e3 UA/5756/01/01
NPYTOBUAHOIO | naykax 3 BHYTPiLLHIM "NikTpasn” marepianis: 3MiHu | TUNy - 3MiHX 3 AKOCTI. peyenma
nncTt4a nakeTom; no 2,5ry [oToBWIA Nnikapcbkuii 3aci6. Cuctema
inbTp-nakeTi; no KOHTelHep/3aKkynoptoBasibHUIA 3aci6 (iHLWi
20 chinbTp-nakeTiB y 3MiHW) - BHECEHHS 3MiH A0 cneumdikauii 3
nayui; no 2,5ry KOHTPO/TI0 NEPBUHHOIO NakKyBaslbHOTO
inbTp-nakeTi; no matepiany (Manip inbTpyBasbHWiA), a
20 chinbTp-nakeTiB y came [0MOBHEHHSA MoKasHuKa
nadui 3 BHYTPILLHIM «lpeHTudpikauis (30BHILHI 03HaKW)»
nakeTom BK/TOYEHHSIM [0aTKOBUX O3HaK 4715
Bi3yaslbHOr0 KOHTposto «6) Konip».
71. EAAPBIKNIOP® TabneTku, BKPUTI AciHo ®apma LWeluapi | Takepa lpnaHgia NTa, IpnaHgis BHECEHHS 3MiH [JO peecTpaLinHmx 3a UA/15205/01/01
NNiBKOBOO Al a IpnaHgis mMaTtepianis: TexHiuyHa noMunka (3rigHo peyenmom
060/10HKOH, 40 (BUPOGHMLTBO 3a Hakasy MO3 Big 23.07.2015 Ne 460)
Mr/25 mr; no 14 NOBHUM LK/IOM) BUNPABNEHHS TEXHIYHOT NOMUKM NpU
Tabnetok y 6nictepi; nepeknagi cneyucpikauii Ta metoais
no 1 a6o no 2 KOHTPOJT0 TOTOBOIO JliKapCbKoro 3acoby 3a
6nictepu y NokasHMKoOM “Onnc” CTOCOBHO KOPPEKTHOro
KapTOHHIiA KOpo6Li HanucaHHs Konbopy TabneTok Ta
[03yBaHHA. 3arBepakeHo: METOAN
KOHTPO/IO AKOCTI. 1. OMNnC.
TabneTkn CBITNI0-POXEBOro KObOPY,
KpYrnoi hopmu, BKPUTI NAIBKOBOIO
060/10HKOI0, 3 Hanncom «A/C» Ta «40/25x»
3 0aHoro 60ky. MeTog;: BisyanbHuii
KOHTPO/Ib. MponoHoBaHa peaakLy:
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
METOAWN KOHTPO/IO AKOCTI 1. Onnc
TabneTkn poXeBoro Kosbopy, Kpyrnoi
chopmu, BKpUTI NIIBKOBOK 0B0SIOHKOIO, 3
Hanucom «A/C» Ta «40/25» 3 ogHOro 6okKy.
MeTop; BidyasibHWi1 KOHTPO/b. Y 3B'SI3KY 3
HEKOPEeKTHMUM nepekiafom iHhopmadi 3
3arBepmxeHnx MKA (Hakas MO3 Ykpainu
Ne 610 Big 21.06.2016 p), nig yac
BHECEHHSA 3MiH f0 MKA rotosoro
nikapcbKoro 3acoby (Hakas MO3 Ne2740
Bif 09.12.2021 p.)

72. ENEKACON 36ip, no 60 r abo no MpAT YkpaiHa MpAT "/ikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx 6e3 UA/5757/01/01
75 1y naykax 3 "NikTpasn” marepianis: 3MiHu | TMNy - 3MiHX 3 AKOCTI. peyenma
BHYTPILLHIM [oTOBWIA Nnikapcbkumii 3aci6. Cuctema
naketom; no 1,5ry KOHTeWHep/3aKynoptoBasibHWI 3aci6 (iHLi
inbTp-nakeTi; no 3MiHW) - BHECEHHS 3MiH A0 cneuundikauii 3
20 chinbTp-nakeTiB y KOHTPO/TI0 NEPBMHHOIO NaKyBaslbHOTO
nauyi; mo1,5ry matepiany (Manip dinbTpyBanbHWin), a
hinbTp-nakeTi; no came [JONOBHEHHS NOKa3HUKa
20 hinbTp-nakeTiB y «lpeHTudikauis (30BHILLHI 03HaKW)»
nayuj 3 BHYTpILLHIM BK/IIOYEHHAM [04aTKOBUX O3HAK AN1s
naketom; no 1,5ry Bi3yaslbHOr0 KOHTPOS0 «6) Konip».
inbTp-nakeTi B
iHaMBigyanbHOMY
nakeTuky; no 20
inbTp-nakeTiB y
navi

73. EHANO3NA® 25 Tabnetkv no 10 AT "dapmak” YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [0 peecTpavinHmx 3a UA/5568/01/01
TabneTtok y 6nictepi; MaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. peyenmom
no 2 a6o 3 6nictepu [oTOBWIA Nnikapcbkumii 3aci6. Cuctema
y nauui 3 KapToHy KOHTeliHep/3aKyrnopoBanbHuii 3aci6.

3MiHa napameTpiB cneyudikadii Ta/abo
[ONYCTUMUX MEX NEPBUHHOT YNakoBKU
roTOBOrO NiKapPCbKOro 3acoby (BUyYeHHs
He3Ha4yHOro nNokasHuka (Hanpuknag
3aCTapifioro NokasHyka)) OHOB/IEHHS
po3giny 3.2.P.7 Cuctema koHTeliHep/
3aKynoproBasibHUIA 3aci6, a came:
BUYYEHHS 3 cneuudikauii Ha donbry
atoOMiHIEBY 1aKoBaHy ApYyKOBaHy M.
«['pacpiuHe ochopmneHHs, NpaBu/IbHICTb
HaHeCEeHHs1 TEKCTY», «P03Mipu pynoHy»,
«WvprHa onbru pykoBaHoi»,
«BuW3HaYeHHsA HaAiiHOCTi HAHECEHHSI
LpYyKapcbkmx hapb Ta 3axMCHOro Naky Ha
donbry (agresisa donekcorpadpcbkoro
OPYKy)», «CTiliKicTb NOBEPXHEBOTO LIapy
dhonbrv 40 BUCOKOI TeMnepaTypu
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

(TemnepatypHuii TecT)», «Ck/1eloBaHHs 3
MBX». 3MiHu | TUNY - 3MiHN 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBasibHWii 3aci6.

3MiHa napameTpiB cneyudikauii Ta/abo

[0NYCTUMUX MEX NepBUHHOT YNaKoBKU
rOTOBOrO JliKapCbKoro 3acoby
(DonoBHeHHS cneumdikaLii HOBUM
NoKa3HUKOM 3 BifNOBIAHNM METOAOM
BMMPOGYBaHHS) OHOB/IEHHS PO34iny
3.2.P.7 Cuctema KoHTeliHep/
3aKynoproBasIbHWIA 3aci6, a came
[OMNOBHEHHSA cneumdikayii Ha donbry
namiHosaHy MNMBX Ta noniamigom
noKasHUKoM «laeHTudikauis» (nokasHuk
BM3HAYa€ETbCA 4718 BUPO6HMKa “MTC
Polska Sp. Z.0.0., MonbLua). 3miuun | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6.
CurcTemMa KOHTelHep/3aKynoproBasIbHUIA
3aci6. 3MiHa napameTpiB cneuudikadii
Ta/abo foNyCTUMUX MEX NEPBUHHOT
yMNakoBKM rOTOBOTO NiKapCbKOro 3acoby
(BMyYEHHS HE3HAYHOTO NoKasHMKa
(Hanpwvknag 3acTapinioro NokasHuka))
OHOBJ/IEHHS po3ainy 3.2.P.7 Cuctema
KOHTeliHep/ 3aKynoproBasibHUiA 3acib, a
came: BU/lyYeHHs 3 cneumdikadii Ha
chonbry namiHosaHy MNBX Ta noniamigom
n. «Marepian», «Po3Mipy pynoHa»,
«WwupuHa donbrn», «ToBLLMHA». 3MiHN |
MMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbKuii
3aci6. Cucrema
KOHTelHep/3aKynopoBasibHWiA 3aci6.
3miHa napameTpiB cneundikauii Ta/abo
[0MyCTUMUX MEX NEPBUHHOI YNakoBKY
roTOBOrO NikapCbKOro 3acoby
(monoBHeHHs cnevmdikalii HoBUM
NOKa3HWKOM 3 BiANOBIAHUM METOA0M
BMNPOGYBaHHS) OHOBMIEHHS PO34iny
3.2.P.7 Cuctema
KOHTeliHep/3aKynopoBasibHKiA 3aci6, a
came [0MOBHEHHs cneuudikauii Ha
hosbry antoMiHiEBY lakoBaHy ApPYKOBaHy

NoKasHUKOM «laeHTudikauis» (NoKasHuK
BM3HAYaETLCA A/17 BUPOOHMKa “MTC

Polska Sp. Z.0.0., MNonbwwa). 3miHu | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.

Cuctema KoHTeliHep/3akynoptoBasibHUlA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

3aci6. 3miHa napameTpiB cneundikaui
Ta/abo fonyCTUMUX MEX NEPBUHHOT
yMaKkoBKWU FOTOBOr0 NiKapCbKoro 3acoby
(iHWi 3MiHW) OHOBIEHHS po3ainy 3.2.P.7
Cuctema KoHTelHep/ 3aKynoproBanibHWiA
3acib, a caMe BHECEHHS 3MiH [0
cneuudikauii Ha obry amtoMiHIEBY
NakoBaHy ApyKoBaHy 3a M. «30BHiLLHil
BUINa4» Ta «ToBLMHA hONbIv»

74.

ENINENTAN®

Tabnetku no 25 mr,
no 10 TabneTtok y
6nictepi; no 3
6nictepun y nauui 3
KapToHy

AT "dapmak"

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliinHx
mMartepianis: 3MiHu | TUNy - 3MiHW 3 AKOCTI.
CeprtuchikaT BignosigHocTi/l'E-cepTudikart

BiANOBIgHOCTI EBpoNechbkili
thapmakonei/moHorpadii. NMogaHHsA HOBOro
a60 OHOBNEHOTO cepTudiikaTa
BiAMNOBIAHOCTI @60 BUMYYEHHS
cepTudikaTa BiANoBiAHOCTI EBpONEiiChKiit
thapmakonei: gna A®l; gns suxigHoro
matepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y

BMPOGHULTBI API; AN ONOMIXKHOT

peyoBuMHY (cepTudiikaTt BifMnoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTuddikaT Bif YXe 3aTBEPKEHOro

BUPOGHWMKa. MNMogaHHA OHOBIEHOrO
cepTudikaTa BiANoBiAHOCTI EBpONEiiChKiit
chapmakonei Ne R1-CEP 2008-261-Rev 02
(3aTBepmxeHo: R1-CEP 2008-261-Rev 01)
Ons aioyoi peyoBrHU Lamotrigine Big, Bxe
3aTBEPKEHOr0 BUPOOHYMKa. AK HACIfoK,

3MmiHa Ha3Bwu BnacHuka CEP Ta 3miHa
Ha3BMW Ta afpecy BUPOOHNYOI AiNAHKM
3aTtBeppxeHo: RA Chem Pharma Limited
R.S.No0.50/1, Mukteswarapuram,
Jaggaiahpet Mandal, Krishna (Dist), A.P.
521 175, India 3anponoHoBaHo: Cohance
Lifesciences Limited API Unit-I
R.S.N0.50/1, Mukteswarapuram Village,
NTR District India-521 457 Jaggaiahpet
Mandal, Andhra Pradesh, India

3a
peyenmom

UA/6296/01/01

75.

ENNENTAN®

Tabnetku no 50 mr,
no 10 TabneTtok y
6nictepi; no 3
6nictepun y nayui 3
KapToHy

AT "®apmak”

YKpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [JO peecTpavjiinHmx
marepianis: 3MiHu | TMNy - 3MiHX 3 AKOCTI.
CepTudpikar signosigHocTi/lE-cepTudpikar

BiANOBIgHOCTI EBponeichkili
thapmakonei/moHorpadii. MogaHHs HOBOroO
abo oHoBNeHoro ceptudiikata
Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTuguikaTa BignoBigHOCTi €Bponeichbkiii

3a
peyenmom

UA/6296/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

thapmakonei: ana Ad®l; gns BuxigHoro
mMatepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMUTBI A®I; AN [ONOMIXHOT
pevoBuHY (cepTuddikat BigNOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBMEHWIA
cepTudikaT Bif Y)Xe 3aTBepAXEHOro
BMPOGHWKa. MogaHHA OHOBIEHOrOo
cepTucpikaTa BiANoBiAHOCTI EBpONEiiChKiit
chapmakonei Ne R1-CEP 2008-261-Rev 02
(3aTBepmxeHo: R1-CEP 2008-261-Rev 01)
ANnsa dilyoi peyoBuHY Lamotrigine Big Bxe
3aTBEPKEHOr0 BUPOGHUKA. AK HACifoK,
3MiHa Ha3Bu BnacHuka CEP Ta 3miHa
Ha3BW Ta afpecyt BUPOBHNYOI AiNAHKM
3aTtBeppxeHo: RA Chem Pharma Limited
R.S.N0.50/1, Mukteswarapuram,
Jaggaiahpet Mandal, Krishna (Dist), A.P.
521 175, India 3anponoHoBaHo: Cohance
Lifesciences Limited API Unit-|
R.S.N0.50/1, Mukteswarapuram Village,
NTR District India-521 457 Jaggaiahpet
Mandal, Andhra Pradesh, India

76.

ENINENTAN®

Tabnetkv no 100 wmr,
no 10 TabneTok y
6nictepi; no 3
6nicTtepn y nauui 3
KapToHy

AT "®apmak”

YkpaiHa

AT "dapmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3MiHu | TMNy - 3MiHX 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTucpikat

BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii. NogaHHs HOBOroO
a60 OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI EBpONEChKIi
thapmakonei: gns A®l; ans BUXiAHOrO
martepiany/peareHTy/NPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; A58 AONOMDKHOT
peyoBuMHYM (cepTudiikaTt BifMNoBIAHOCTI
€Bponelicbkin hapmakonei) - OHOBEHWIA
cepTuqikaT Bif yxe 3aTBepaKeHoro

BMPO6HUKA. [1ogaHHA OHOBEHOTO
cepTudikaTa BiANOBIAHOCTI EBpONEChKIi
thapmakonei Ne R1-CEP 2008-261-Rev 02

(3aTBepmxeHo: R1-CEP 2008-261-Rev 01)
ANs gitoyoi peyoBrHK Lamotrigine Big Bxe
3aTBEPKEHOr0 BUPOGHUMKA. K HACifoK,
3miHa Ha3Bwu BnacHuka CEP Ta 3miHa
Ha3BW Ta afijpecy BUPOOHNYOI AiNAHKN
3aTtBepmxkeHo: RA Chem Pharma Limited
R.S.N0.50/1, Mukteswarapuram,

3a
peyernmom

UA/6296/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

Jaggaiahpet Mandal, Krishna (Dist), A.P.
521 175, India 3anponoHoBaHo: Cohance
Lifesciences Limited API Unit-I
R.S.No0.50/1, Mukteswarapuram Village,
NTR District India-521 457 Jaggaiahpet
Mandal, Andhra Pradesh, India

77.

ECKY3AH®
KPANI

Kpanni opasibHi; no
20 mn 'y chnakoHi 3
KpanenbHuueto; no 1
chnakoHy B
KapTOHHI Kopoo6Li

Ecnapma
M6X

HimeuumnH
a

dapwma BepHirepoge
6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavliinHx
MaTepianis: 3MiHu | TUNy - 3MiHK 3 AKOCTI.
[oToBMiA nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBanbHuii 3aci6.
3MiHa Y NepBUHHIli yNakoBLji roTOBOro
NikapcbKoro 3acoby (SKiCHWIA Ta KinbKicHUIA
cknap) - M’siki Ta HecTepunbHi pigki
nikapcbki opmy - BHECEHHS 3MiH [0
mMaTtepianis peecTpauiiHoro gocke, p.
3.2.P.7. Cucrema
KOHTeliHep/3aKkynopoBasibHKii 3aci6, a
came 3MIHIETbCS 6apBHYIK, LLO
BUKOPVCTOBYETLCA NPU BUTOTOB/IEHHI
KOBMayka Ta kpanesnbHWLi (onakoHHa.
3aTtBepmkeHo: Dropper/Screw cap Color
concentrate HT MAB PE 9071.
3anponoHoBaHo: Dropper/Screw cap Color
concentrate HT MAB SE 9050 or
REMAFIN-EP-white

6e3
peyenma

UA/0217/01/01

78.

ECMNA-NINOH®
600

TabneTtku, BKPUTI
060/10HKO0, M0 600
mr no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI ynakoBL,i

Ecnapma
M6X

HimeyunH
a

KOHTPO/b AKOCTI:
dapma BepHirepoge
m6X, HimewunHa,;
BUPOBHULTBO
Hepo3cacoBaHoro
NPOAYKTY, NePBUHHE
nakyBaHHsl, BTOPUHHE
nakyBaHHs!, KOHTPO/1b
SAKOCTI, BUMYCK cepii:
ApnBaHc dPapma 'M6X,
HimeuunHa; BTOpMHHE
nakyBaHHS: ecnapma
$apma Cepsices
'm6X, HimeyunHa;
BMPOGHMLTBO
Hepo3dhacoBaHoro
NPOAYKTY, NEPBUHHE
nakyBaHHs!, BTOPUHHE
nakyBaHHs1, KOHTPO b
SKOCTI, BUNYCK cepi:
Na6opaTopioc
MegikameHTOC
IHTepHacboHavec,

Himeuumnna/
IcnaHis

BHECEHHS 3MiH [J0 peecTpaviinHmx
marepianis: 3mMiHu | TUNYy - 3MiHK WOAO
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHK).
OHOB/IEHHA TEKCTY MapKyBaHHA BTOPUHHOT
yNaKoBKM NliKapCbKOro 3acoby.

3a
peyenmom

UA/4179/01/02
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6nictepu y
KapTOHHI ynakoBLi

hapMakoHarnsigy. 3miHa y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHS likapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
SIK pe3ybTar OLIHKN 3BiTY 3 AOCNILKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
negiatpuyHux gocnimkers (PIP) (3miHy
Y3rO)KEHO 3 KOMMETEHTHUM
YMOBHOB&XEHVNM OpraHom)
3MiHV BHeCeHOo A0 IHCTpyKuii ans
MeAMYHOro 3acTOCYBaHHA NikapCbKoro
3acoby Ao po3ginis "Oco6/MBOCTI
3acTocyBaHHA", "3acTocyBaHHSA Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”,

"Mo6iyHi peakuii" BigNoBigHO A0

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
C.A,, Icnanis
79. ECCOBE/N® TabneTtku, BKPUTI HOBEN INAY TypeyuuH HOBE/T IIAY CAHAIT TypeyunHa BHECEHHS 3MiH [JO peecTpaLiinHmx 3a He UA/10328/01/02
060/10HKO0, Mo 20 CAHAI BE a BE TIOXAPET A.LL. marepianis: 3MiHu | TURy - 3MiHK LWOA0 peyenmom | nionsi2ae
mr; no 14 Tabnetok TIOXXAPET 6e3nekn/edpeKkTNBHOCTI Ta
y 6nicTepi; no 2 A.LL. thapmakoHarnagy. 3MiHa y KOpoTkili
6nictepn y XapakTepucTuLi Nikapcbkoro 3acooby,
KapTOHHI ynakoBL,i TEKCTi MapKyBaHHS Ta iHCTpyKUii Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHoO OHOBJ/IOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo AoC/iAKeHb 3
6e3neky 3acToCyBaHHSA MikapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BiTy 3 AOC/iKEHb,
npoBeAeHWX BignoBigHO A0 niaHy
negiatpuyHux gocnimpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHV BHECeHO A0 IHCTpyKuii ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby Ao po3ginis "Oco6/MBOCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”,
"Mo6ivHI peakuii BigNOBIAHO A0
pekomeHgauin PRAC.
TepmiH BBeAleHHSI 3MiH NPOTAroM 6 micauis
nicns 3aTBepKeHHs
80. ECCOBEN® TabneTkun, BKpUTI HOBE/ INAY TypeuuunH HOBE/1 IIAY CAHAT TypeuunHa BHECEHHS 3MiH [0 peecTpalinHx 3a He UA/10328/01/01
060/10HKOH0, Mo 10 CAHAI BE a BE TIO>KAPET A.LL. mMaTtepianis: 3MiHu | TUny - 3MiHK WoA0 peyenmom nionsizae
Mmr; no 14 TabneTok TIOXKAPET 6e3nekun/edheKTUBHOCTI Ta
y 6nicTepi; no 2 A.LLL
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
pekomeHgauiii PRAC.
TepMiH BBEAEHHS 3MiH MPOTAroM 6 micAuiB
nicns 3aTBepapkeHHs
81. ETOPUKOKCWUB- | TabneTtku, BKpUTI Mictpan AHrnis CiHTOH Xicnanis, C.J1. Icnanis BHECEHHS 3MiH [0 peecTpavyinHmx 3a He UA/19770/01/02
BICTA NNiBKOBOO Kenitan mMartepianis: 3MiHu | TUNy - 3MiHW 3 AKOCTI. peyenmom | nidssieae
060/10HKOI0 N0 60 MeHemXMeHT [oToBWIA Nnikapcbkumii 3aci6. Cuctema
Mr; no 7 TabneTok y Nimiten KOHTeliHep/3aKyrnopoBanbHWii 3aci6.
6nictepi, no 1 a6o 4 3MiHa po3mipy ynakoBKu roTOBOro
6nictepu B nayui nikapcbkoro 3acoby (3MiHa KinibKOCTi
oAvHMUb (Hanpuknag Tabnetok, amnyn
TOLLO) B ynakoBLi:) - 3miHa nosa
Aiana3oHoM 3aTBepPA)KEHNX PO3MIpIB
ynakoskun. [JofaeTbcs A0AATKOBWIA BUA,
ynakoBku: Mo 7 TabneTok y 6nictepi, no 1
6nicTepy B nayui 3 BignNoBiAHUMYN 3MiHAMMN
00 po3ainy “Ynakoka” MKA 13. 3miHu
BHECEHI B iHCTPYKLitO AN1S MeANYHOro
3aCTOCYBaHHS NMikapCbKoro 3acoby y
po3gin "YnakoBka" 3 BignoBigHUMM
3MiHaMKN B TEKCTi MapKyBaHHS ynakoBKM.
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKEHHS.
82. ETOPUKOKCUB- | TabneTku, BKpUTI MicTtpan AHrnis CiHTOH XicnaHis, C.J1. IcnaHis BHECEHHS 3MiH [JO peecTpavjiinHmx 3a He UA/19770/01/03
BICTA NNiBKOBOO Kenitan mMartepianis: 3MiHu | TUNy - 3MiHW 3 SKOCTI. peyenmom nionsieae
o060/10HKot0 no 90 MeHepKMeHT [oToBWIA Nnikapcbkuii 3aci6. Cuctema
Mr; o 7 TabneTok y Nimiteq KOHTeliHep/3aKyrnopoBasibHUiA 3aci6.
6nictepi, no 1 a6o 4 3MiHa po3mipy ynakoBKku roToBOro
6nictepu B nayuj nikapcbKoro 3acoby (3MiHa KinibKoCTi
oAMHMLb (Hanpuknas TabneTok, amnyn
TOLLO) B yMakoBLii:) - 3miHa nosa
Jiana3oHoOM 3aTBepXeHnX po3MipiB
ynakoBku. [loaaeTbca foaaTkoBuii BUA,
ynakoBKK: Mo 7 TabneTok y 6aictepi, no 1
6nicTepy B nayui 3 BigNOBIAHUMY 3MiHAMMN
[0 po3ainy “Ynakoska’ MKA 13. 3miHn
BHECEHIi B IHCTPYKLIit0 AN MEANYHOrO
3acToCyBaHHS Nikapcbkoro 3acoby y
po3zin "Ynakoska" 3 BignoBigHUMY
3MiHaMu B TEKCTi MapkyBaHHS yNaKkoBKW.
BBefeHHA 3MiH NpOTAroM 6-Tu micsauis
nicnsa 3aTBepKEHHS.
83. ETOPUKOKCUB- | TabneTku, BKpUTI MicTtpan AHrnis CiHTOH XicnaHisi, C.J1. IcnaHis BHECEHHS 3MiH 40 peecTpaliiHNX 3a He UA/19770/01/01
BICTA NNiBKOBOO Kenitan mMarepianis: 3MiHu | Tuny - 3MiHW 3 AKOCTI. peyenmom | nidssieae
060/10HKOt0 NO 30 MeHepKMeHT FoToBWI1 Nikapcbknii 3aci6. Cuctema
MTr; M0 7 TabneToK y Nimiteq KOHTeliHep/3akynoptoBasibHUI 3aci6.

6nictepi, no 1 a6o 4
6nictepu B nayui

3MiHa po3Mipy ynakoBKv roTOBOro
NiKapcbKoro 3acoby (3MiHa KilbKOCTi
oAvHMUbL (Hanpuknag TabneTok, amnyn
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

TOLLO) B yMakoBLi:) - 3miHa nosa
Jiana3oHoOM 3aTBepXeHuX po3Mipis
ynakoBku. [loaaeTbca foaaTkoBuii BUA,
ynakoBku: no 7 TabneTtok y 6nictepi, no 1
6nictepy B naydi 3 BiANOBIAHUMU 3MiHAMMA
[0 po3ainy “Ynakoska’ MKA /13. 3miHn
BHECEHi B IHCTPYKLIit0 A1 MEeANYHOro
3acToCyBaHHS Nikapcbkoro 3acoby y
po3gin "Ynakoeka" 3 BignoBigHUMM
3MiHaMK B TEKCTi MapKyBaHHS yrnakoBKM.
BBeneHHs 3MiH NpOTAroM 6-Tu MicsLiB
nicns 3aTBepkKeHHs.

84.

ETOPUKOKCWB-

BICTA

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0 Mo 120
Mr; 0 7 TabneTok y
6nicTtepi, no 1 a6o 4
6nictepu B nayui

Mictpan
Kenitan
MeHeKMeHT
Nimiteq

AHrnis

CiHTOH XicnaHisi, C.J1.

IcnaHis

BHECEHHS 3MiH O peecTpavlinHmx
mMartepianis: 3MiHu | TUny - 3MiHW 3 AKOCTI.
[oToBMiA nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBanbHUii 3aci6.
3MiHa po3mipy ynakoBKu roTOBOro
NiKapcbKoro 3acoby (3MiHa KilbKOCTi
oAVHMUb (Hanpuknag Tabnetok, amnyn
TOLLO) B ynakoBLi:) - 3miHa nosa
JAiana3oHoM 3aTBEPA)KEHNX PO3MIpIB
ynakoskun. [JofaeTbcs A0AATKOBWIA BUA,
ynakoBku: o 7 TabneTok y 6nictepi, no 1
6nicTepy B nayui 3 BignNoBiAHUMM 3MiHAMMN
00 po3ainy “Ynakoka” MKA 13. 3miHu
BHECEHI B iHCTPYKLitO ANS MeANYHOro
3aCTOCYBaHHS MikapCbKoro 3acoby y
po3ain "YnakoBka" 3 BignoBigHUMM
3MiHaMKN B TEKCTi MapKyBaHHS ynakoBKM.
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKEHHS.

3a
peyenmom

He
nionsieae

UA/19770/01/04

85.

E®EPA/ITTAH

cynosuTopii
pekTasibHi no 80 mr,
no 5 cynosutopiis y
6nicTepi; no 2
6nictepu B
KapTOHHIA KopoobLi

YINCA CAC

PpaHuis

YMNCA CAC

PpaHuis

BHECEHHS 3MiH [JO peecTpavjiinHmx
marepianis: 3mMiHu | TUNYy - 3MiHK WOAO
6e3nekn/edheKkT1BHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbkoro 3acoby, abo AOoCNiAKEHb 3
6e3neky 3acToCyBaHHSA NikapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepiog, abo
SIK pe3ybTar OUiHKW 3BiTY 3 AOCNIMKEHb,
npoBeAeHWX BifMnoBigHO A0 naHy
negiatpuyHux gocnimpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom).
3MiHV BHECEHO A0 IHCTpyKLii Ans

6e3
peuyenma

nionsieae

UA/5237/03/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

MeAMYHOro 3acTOCYBaHHSA NiKkapCbKOro
3acoby y po3ginu "B3aemogis 3 iHWMMu
nikapcbKMKn 3acobamu Ta iHLWi BUan
B3aemogiin", "OcobamBOCTi 3acToCyBaHHS"
BiANOBIAHO 4,0 OHOB/EHOT iH(hopmaLLii
LLI0A0 6e3nekn 3acTocyBaHHs Aito4oi
PeyvoBUHM 3rigHO 3 pekomeHpauieto PRAC.
BBeneHHs 3MiH NpOTAroM 6-Tu MicsLiB
nicns 3aTBepkKeHHs.

86.

E®EPA/ITTAH

cynosuTopii
pekTasibHi no 150
Mr; o 5
CynosuTopiiB y
6nicTtepi; no 2
6nictepu B
KapTOHHIA KopooLi

YMNCA CAC

®paHuis

YMNCA CAC

dpaHLis

BHECEHHS 3MiH [0 peecTpavliinHx
mMartepianis: 3MiHu | TUNY - 3MiHK WOA0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkiii
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3neky 3acToCyBaHHSA NikapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/IKEHb,
npoBefeHnX BigNoBiAHO A0 NnaHy
negiatpuyHux gocnimxkers (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHUM OpraHoMm).
3MiHW BHECEHO A0 IHCTpYKUii ans
MeJMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginu "B3aemogis 3 iHWmMn
niKkapcbknmuy 3acobamu Ta iHWi BUAN
B3aemogiin", "OcobamMBOCTi 3acToCyBaHHS"
BiAMOBIAHO A0 OHOBMEHOT iHGhopMaLi
o0 6e3neku 3acToCyBaHHs Ajito4oi
pPeyoBUHM 3rigHO 3 pekomeHaauieto PRAC.
BBefeHHs1 3MiH NpoTArom 6-Tn MicsAuiB
nicnsa 3aTBepKeHHS.

6e3
peyenma

niosisiecae

UA/5237/03/02

87.

E®EPANTAH

cynosuTopii
pekTasibHi no 300
Mmr; no 5
CynosunTopiie y
6nictepi; no 2
6nictepu B
KapTOHHI Kopoo6Li

YMNCA CAC

®paHuis

YMNCA CAC

PpaHuin

BHECEHHS 3MiH [0 peecTpaLinHx
mMarepianis: 3MiHu | TUNy - 3MiHK WoA0
6e3nekun/edheKTUBHOCTI Ta
hapmMakoHarnsigy. 3miHa y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3
6e3neky 3acToCyBaHHsA NiKapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
SIK pe3ybTar OLIHKN 3BiTY 3 AOCNILKEHD,
npoBefeHnX BigNoBigHO A0 naaHy

6e3
peyenma

nionsieae

UA/5237/03/03




Hassa

dopma sunycKy

3asBHUK
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n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

88.

E®EPA/ITTAH

PO34UH OpasibHUiA 3

YINCA CAC

nepiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHNUM
YNOBHOB&XEHVM OpPraHoMm).
3MiHU BHeCeHO A0 IHCTpyKuii Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y po3ginu "B3aemogia 3 iHWMMu
nikapcbkrMun 3acobamu Ta iHLWi BUau
B3aemogiit", "OcobmMBOCTi 3acTocyBaHHS"
BIANOBIAHO A0 OHOBMEHOI iHChopMmaLi
o0 6e3neku 3acToCyBaHHs Aito4oi
peyoBUHM 3rigHO 3 pekomeHgauieto PRAC.
BBefieHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepKEHHS.

89.

E®EPA/TTAH 3

%, no 90 mny
chnakoHi; no 1
donakoHy B
KOMMNAEKTI 3 MipHOO
JIOXKKOH Y KaPTOHHIl
Kopobui

PpaHuin

YIMNCA CAC

PpaHuis

BHECEHHS 3MiH [JO peecTpaLiinHmx
marepianis: 3mMiHu | TUNYy - 3MiHK WOA0
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsay. 3MiHa y KOpoTkili
XapakTepucTuLi fikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpyKUii Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo foCnimKeHb 3
6e3neky 3acToCyBaHHSA MikapCbKoro
3acoby B nicnsipeecTpawiiiHnii nepiog, abo
AIK pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHWX BignoBigHO A0 niaHy
negiatpuyHux gocnigpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHNUM
YNOBHOB&XXEHUM OpraHom).
3MiHV BHECEHO A0 IHCTpyKuii ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro
3acoby y po3ginu "B3aemogia 3 iHWMMu
nikapcbkvMun 3acobamu Ta iHLWi BUan
B3aemogiin”, "OcobamBoCTi 3acTocyBaHHS"
BiANOBIAHO OHOBNEHOI iHhopMaLii 3
6e3nekn 3acTocyBaHHs Ajit040i PEHOBUHM
3rigHo pekomeHgauin PRAC. BBegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAKEHHSA

6e3
peyenma

nionsieae

UA/5237/02/01

BITAMIHOM C

Tabnetky wunyui,
330 mr/200 wmr, no
10 TabneTok y Ty6i;
no 1 a6o no 2 Ty6u
B KapTOHHIi KopobLi

YMNCA CAC

PpaHuis

YMNCA CAC

PpaHuis

BHECEHHS 3MiH [0 peecTpavlinHmx
mMartepianis: 3MiHu | TUNy - 3MiHK WoOA0
6e3nekn/edhekTMBHOCTI Ta

thapmakoHarnsgy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHs Ha NiacTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku

niKapcbKoro 3acoby, abo gocnigpkeHb 3

6e3
peyenma

nionsizae

UA/7278/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

6e3neky 3acToCyBaHHSA NMiKapCbKoro
3acoby B nicnsapeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHKM 3BITY 3 AOC/IKEHb,
npoBefeHnX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimpxkers (PIP) (3miHy
Y3rO)KEHO 3 KOMMETEHTHUM
YNOBHOB&XEHUM OpPraHoMm).
3MiHV BHeceHo A0 IHCTpykLii ans
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby y po3ginu "B3aemogis 3 iHwWmmn
nikapcbknmuy 3acobamu Ta iHWi BUAn
B3aemMogiin", "OcobmBoCTi 3acToCyBaHHA"
BiANOBIAHO [0 OHOBMEHOI iIHGhOpMaL,i 3
6e3nekn 3acToCyBaHHA [it0H0T pe4yoBUHY
3rigHO pekomeHgauili PRAC. BBefeHHSs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS

90.

E®DAXOIN 600

TabneTkn BKpUTI,
NNiBKOBOIO
060/10HKO10, No 600
mr, no 30 TabneTok
y donakoHi; no 1
donakoHy y
KapTOHHI ynakosLi

Makneogc
dapMacbTUK
anc Nimiteq,

IHais

Makneopc
dapmacboTrKanc
NimiTen

IHgis

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3mMiHu | TUny - 3MiHN LWOA0
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHKn
BHECEHi B TEKCT MapKyBaHHS Ha BTOPUHHIN
ynakoBLii nikapcbKoro 3acoby y n. 8 "Aata
3aKiHYEHHS TepMiHy npugaTHocTi".
BBefeHHs1 3MiH NpoTArom 6-Tn MicsAuiB
nicns 3aTBepKeHHs

3a
peyernmom

UA/14377/01/01

91.

€BPO
LATPAMOH®

Tabnetku no 10 abo
20 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHIM navi

TOB «MIBE
YKPAIHA»

YkpaiHa

Mi6e MmM6X
ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH [0 peecTpalinHx
mMaTtepianis: 3MiHu | TUny - 3MiHK WoA0
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) OHOBNEHHSA
TEKCTY MapKyBaHHsA ynakoBKW NiKapCbKoro
3acoby, a came: 3miHa y n. 3. «<HOMEP
CEPII NIKAPCBKOIO 3ACOBY» Tan. 4.
«JATA 3AKIHYEHHA TEPMIHY
MPNAAHOCTI» nepBUHHOT yNnakoBku, y n.
8. «IATA 3AKIHYEHHA TEPMIHY
NPUOAHOCTI», n. 12. <cHOMEP
PEECTPALLINHOIO MOCBIAYEHHSA» Ta
n. 13. <HOMEP CEPIi IKAPCBKOIO
3ACOBY» BTOPUHHOT ynakoBku. TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPKEHHS.

6e3
peyenma

UA/10827/01/01

92.

SEPBAKCA®

NOPOLUOK 47151
KOHLeHTpaTy Ans
pO3unHy Ans
iHcpysiid, 1 1/0,5 1; no
10 cpnakoHis 3
MOPOLUKOM Y

Mepk LWapn i

Joym IAEA
6X

LLiBeiiuapi
P

BMPOBHULITBO 3a
MOBHUM LMK/IOM:
Crepi-®apwma, /1/1C,
CLIA;
a/lbTepHaTUBHWIA
BUPOGHWK: BTOPUHHE

CLUA/
PpaHLin

BHECEHHS 3MiH [JO peecTpaLinHmx
marepianis: 3MiHu | TUNy - 3MiHX 3 AKOCTI.
Adl. BUpo6bHMLTBO. 3MiHa BUPOGHMKA
BUXIAHOrO/NPOMIXHOro
npoaykTy/peareHTy, LWo
BUKOPVCTOBYHOTbCS Y BUPOOHNYOMY

3a
peyenmom

UA/16362/01/01
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®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
KapTOHHI KOopoo6Li nakyBaHHs1, KOHTPO/Tb

Hassa

AKOCTI,
BiNOBIfabHWIA 32
Bunyck cepii: PAPEBA
Mipa6enb, ®paHuis

npoueci A®l, abo 3miHa BUpOOHMKa
(BKNOYatouu, ae HeobxigHo, Micue
npoBefeHHsA KOHTPOsIIo akocTi) APl (3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPMKEHOMY [OCLE)(3MIHN [0 3aX04iB,
noB'sA3aHnx 3 KoHTponem Adl, abo
[oAaBaHHA AinbHUL, Ae NPOBOANUTLCS
KOHTPO/b/BUNPOBYBaHHA cepii). BBegeHHs
HOBOT BUPOBOHWYOT AiNbHWL, WO 3ajisHa y
BMPOGHMLTBI Ai040i pEYOBUHN
uedTonosaHy cynbart (3rigHo
(Generation 2) — Pegokc CP/1, ITanis
(Redox SRL, Italy) y 3B’A3Ky 3 BBE4EHHSIM
aNbTepHaTMBHOIO NpoLiecy BUPO6HULITBA
07151 KOHTPO/II0 TeCcTy Ha nannagiii. 3minu |
TMny - 3MiHK 3 sikocTi. A®l. BUpo6GHMLTBO.
3MiHa BUPOGHYKa BUXiAHOTO/MPOMIXHOIO
NpoAyKTy/pearenTy, Lo
BUKOPVICTOBYIOTHCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUPO6HMKaA
(BrTrOvatoum, fie HeobXxigHo, micue
npoBefieHHA KOHTPOso AkocTi) APl (3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBepAKeHOMY A0Cbe)(iHLWi 3MiHW). Y
3B'A3KY 3 BBE,EHHSIM a/IbTEPHATUBHOIO
npouecy BUPOGHULTBA Ajil040i PEHOBUHM
LedTonosaHy cynbat (Generation 2),
dyHKLUiT BUPO6HUYOI ginbHuLi ACS Dobfar,
S.p.A (ACSD2), ltaly npu
afbTepHaTUBHOMY MpoLieCi BUPOOGHULTBA
Lito40i pevyoBuHY LedhTono3laHy cynsdar
(Generation 2) 3miHI0OIOTbCA (MOPIBHSAHO 3
BMPOGHMLITBOM 3rigHO BUPOGHNYOrO
npouecy Generation 1) (3aTBepaXeHo:
ACS Dabfar, S.p.A (ACSD2), (MI) Italy DS
Microbial limits, BE Release.
3anponoHoBaHo: ACS Dobfar, S.p.A
(ACSD2), (MI) ltaly DS Microbial limits, BE
Release A6o ACS Dobfar, S.p.A (ACSD2),
(Milano), Italy DS Microbial limits, BE
uedTonosaHy cynbdar (Release and
Stability test). 3miHu | TUNY - 3MiHK 3
akocTi. A®l. BupobHuuTBOo. 3miHa
BMPOGHMKA BUXiZHOro/MPOMIXKHOTO
NpoAyKTy/peareHTy, Lo

BUKOPVCTOBYHOTHCS Y BUPOBHUYOMY
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

npoueci A®l, abo 3miHa BUpOOHMKa
(BKNOYatouu, ae HeobxigHo, Micue
npoBefeHHsA KOHTPOsIIo akocTi) APl (3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPMKEHOMY [OCHE)(iHLI 3MiHW).
BeefieHHs1 anbTepHaTUBHWIA Npouec
BMPOGHMLTBA Ait0HOI peHOBUHU
LecTonosaHy cynbat (Generation 2).
3rifHO LOro asibTEPHATVBHOTO NpoLecy
BMPOGHMLTBA, (PYHKLiT BUPOBHNYOT
AinbHuui ACS Dobfar, S.p.A (ACSD4),
Italy npn anbTepHaTtuBHOMY npoueci
BMPOGHMLTBA Ai0HOI peHOBUHU
uedTonosaHy cynbat (Generation 2)
3MiHIOOTbCS (MOPIBHAHO 3 BUPOGHULITBOM
3rigHO BMpOGHMYOro npouecy Generation
1) (3arBepaxeHo: ACS Dobfar, S.p.A
(ACSD4),- Manufacture of DS, DS
Release test; 3anponoHosaHo: ACS
Dobfar, S.p.A (ACSD4), Manufacture of
DS, DS Release test A6o ACS Dobfar,
S.p.A (ACSD4),- Manufacture of DS,
Release and Stability test uedTonosany
cynbpat DS). 3minu Il Tuny - 3MiHn 3
AKocTi. A®l. BUpo6HULTBO. 3MiHU B
npoueci BupobHuutea APl (3HauHa 3miHa
y npouieci BUpo6HMuTBa AdI, o Moxe
MaTu iCTOTHUIA BNIMB Ha SKICTb, 6e3neky
ab60 ehekTMBHICTb NikapcbKoro 3acoby).
BBefeHHs anlbTepHaTUBHW METOA,
CUHTe3y LedTono3aHy cynbarty
(Generation 2). FibTepHaTWBHW METOL,
CMHTe3y LedTo103aHy cynbdary
(Generation 2) 3a6e3neyye OTpUMaHHs
Ai040T PEYOBMHM 2 NOKONIHHSA
eKBiBa/IEHTHOI ab0 BULLLOT SIKOCTI, HiX
Aitoya pevoBuHa 1 NoKoNiHHA. LLnax
cuHTesy LedTono3aHy cynbgaty 1
NOKO/IHHSA 3a/IMLLAETLCSA KOMEPLIHO
XUTTE3AATHUM, | 06MABA NPOLLECU MOXHA
BMKOPWUCTOBYBATM [/ BUPOGHMLITBA
[ilo4oi peyvoBrHY LedTono3aHy cynbdary
B MaiibyTHbOMY.

93.

IMINEHEM/
LUANACTATUH

MOPOLLIOK ANs
pO34nHy AnA
iHcpysiid, 500 mr/500
Mr y dpiakoHax; in

[xeHodapm
nTa,

Benvka
BpuTaHis

Dxeii Aabn-tO
dapmacbloTikan
KopnopeiLuH

Pecny6nika
Kopes

BHECEHHS 3MiH [0 peecTpaLinHx
marepianis: 3miHu | TUny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BU
nikapcbKoro 3acoby.

He
niosisiecae

UA/18692/01/01




73

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
bulk: no 660 3arBeppxeHo: MNpeneHem/ Prepenem®.
dhnakoHiB y 3anponoHoBaHo:
KapTOHHI KOopoo6Li ImineHem/UpnnactatnH/Imipenem/Cilastatin
94. IMINEHEM/ MOPOLLIOK ANs [xeHodapm Benuka Dxeii fabn-tO Pecny6nika BHECEHHS 3MiH [0 peecTpavyinHmx 3a He UA/18693/01/01
UMNACTATUH pO34MHYy AN nth BpuTaHia PapmacbloTikas Kopes martepianis: 3mMiHu | Tuny - peyenmom | nidssieae
iHcpysii, 500 mr/500 Kopnope/iLuH AfMiHiCTpaTMBHI 3MiHX. 3MiHa Ha3BMK
Mr y dp/iakoHax; no nikapcbKoro 3aco6y.
10 hnakoHiB y 3arBepaxeHo: NpeneHem/ Prepenem®.
KapTOHHI KOpooLi 3anponoHoBaHo:
ImineHem/UpnnactatunH/Imipenem/Cilastatin
95. IHOOBA3UH- renb, no 45 ry Ty6i; TOB «TeBa YkpaiHa BankaHgapma-TposiH Bonrapis BHECEHHS 3MiH [J0 peecTpavjiiHmx 6e3 UA/0400/01/01
TEBA no 1 1y6iy YkpaiHa» mMarepianis: 3MiHu | TUny - 3MiHK 3 AKOCTI. peyenma

KapTOHHIM navi

CepTudpikar signosigHocTi/lE-cepTudpikar
BiANoOBIgHOCTI EBponeichkili
thapmakonei/MmoHorpadii. MogaHHs HOBOroO
abo oHoBNeHoro cepTudiikata
Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTuguikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: gnsa A®l; ans BuxigHOro
martepiany/peareHTy/npoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMLTBI A®I; AN [ONOMIXHOT
peyoBuHY (cepTuddikat BigNOBIAHOCTI
€sponelicbkin dhapmakonei) - OHOBMEHWA
cepTuaikart Bif yXe 3aTBepIKeHOoro
BMPOOGHMKA - NOAAHHS OHOB/IEHOTO
cepTuguikaTa BignoBigHOCTI €Bponeiichbkiii
thapmaxonei Ne R1-CEP 2005-263-Rev 06
(3aTBepmxeHo: R1-CEP 2005-263-Rev 05)
Ans A®| TpokcepyTvHy Big, BXe
3aTBepAXeHOro BUpobHuka Expansia
PCAS (France). 3MiHu | Tuny - 3miHn 3
akocTi. CepTtudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NMogaHHsA HOBOro
a60 OHOBMEHOTO cepTudiikaTa
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BiANoBiAHOCTI EBpONEiCHKiit
thapmakonei: gna A®l; gns suxigHoro
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; AN ONOMIXHOT
peyoBuHY (cepTuddikat BignoBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTudikaT Bif yXe 3aTBepAXeHOro
BUPOOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BiANoBiAHOCTI EBpONEiCHKiit
dapmakonei Ne R1-CEP 2005-263-Rev 07
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

ans A®| TpokcepyTvHy Big, BXe
3aTBepAXEHOro BUpo6Huka Expansia
PCAS (France), sikuit 3MiHUB Ha3BYy Ha
PCAS (France). 3MmiHn | Tuny - 3miHn 3
AKocTi. CepTudpikaT BignosigHOCTI/lE-
cepTudikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. NogaHHs HOBOroO
a60 OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
martepiany/peareHTy/NPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHUUTBI A®I; AN 4ONOMIXHOT
peyoBuHYM (cepTuddikat BiAMNOBIAHOCTI
€Bponelicbkin dhapmakonei) - OHOBEHWIA
cepTuqikart Bif yxe 3aTBepaKeHoro
BVMPOGHMKA - NOAAHHSA OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
hapmaxonei Ne R1-CEP 2008-004-Rev 06
(3aTBepmxeHo: R1-CEP 2008-004-Rev 05)
ona A®| lHgomeTaumHy Bif BXe
3aTBepaKeHoro BupobHuka CSPC OUYI
PHARMACEUTICAL CO., LTD. (China)

96.

IHOAHPUNKC™
INB XIB |
INFANRIX™ IPV
HIB
KOMBIHOBAHA
BAKLUMHA ANnsi
MPO®INAKTUKA
OVNOTEPII,
NPABLS,
KALLJTHOKY
(ALEMIONSIPHN
 KOMIMOHEHT),
nonioMieNITY
TA
3AXBOPIOBAHb,
3BYAHNKOM
AKNX €
HAEMOPHILUS
INFLUENZAE
TMny B

cycnensis (DTPa-
IPV) gns iH’ekuiin no
0,5mn (1 go3a) Ta
niodpinizar (Hib);
cycneHsis (DTPa-
IPV) gns iH’ekujn no
0,5mn (1 goza) y
nonepeaHLo
HanoBHEHOMY
0fiHOPa30BOMY
wnpuui Ne 1y
KOMMNEKTI 3 ABOMA
ronkamu Ta
niocpinizat (Hib) y
chnakoHi Ne 1, wo
3MiLYOTLCA Nepes
BUKOPVCTaHHAM; Mo
1 nonepegHbL0
HanoBHEHOMY
0fiHOpPa30BOMY
LUNPULY Y KOMMIEKTI
3 IBOMa rosikamv Ta
1 cbnakoHoM 3
nioginizatom (Hib) y

nakcoCmiTKn
AlH EkcnopT
Nimiten

Benuka
BpuTaHis

nakcoCmiTKnsiiH
Bionoaxikans C.A.

Benbris

BHECEHHS 3MiH [0 peecTpavliinHx
MaTepianis: 3MiHu | TUNy - 3MiHK 3 AKOCTI.
["oTOBWIA NiKapcbknii 3aci6. KoHTposnb
roTOBOrO JliKapcbKoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro
3ac00y (3BY)XEHHS JOMYCTUMUX MEX)
3BY)XEHHS1 KpUTEPIiB NPUAHATHOCTI ANA
nokasHvka BmicT Bogu 3a metogom K.
®diwepa NpoTArom TepMiHy NpuaaTHOCTI
roTOBOro NPoAyKTy. 3aTBepaxeHo: He
6inbLue Hix 5,0% Big w/w 3anponoHoBaHoO:
He 6inbLwe Hix 3,0% Big w/w BHeceHHs
pepakuiiHnx npaBok Ao po3ainis 3.2.P.5.1
T1a3.2.P.5.6.

3a
peyenmom

UA/15832/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

BaKyyMHili
CTEpUsbHIl
ynakosLj; no 1
BaKyyMHili
CTEPUSIbHIl ynakoBLi
Y KapTOHHii Kopobui

97.

IPUHOTEKAH
ME[AK

KOHLieHTparT Ans
NpUroTyBaHHs
po3unHy Ans
iHcpysiiA, 20 mr/mn no
2 mn (40 mr), abo no
5 mn (100 mr), abo
no 15 mn (300 mr) y
CKNSAHOMY (P/1aKOHi;
no 1 donakoHy B
naui

Mepgak
lesenbladt
dorop KniHiwe
LLneujanbnpe
napate M6X

HimeuumnH
a

Brpo6HWK, Wo
Bignosigae 3a
MapKyBaHHs
NepBUHHOI YNaKoBKu,
BTOPUHHE NaKyBaHHS,
HaHeCeHHs 3axXuCHOT
nAiBKM (ONUioHaIbHO),
KOHTPO/b/BUNPOGYBaH
HS cepii Ta 3a BUNycK
cepii: Mepak
lesenbliadT rop
KMiHiwe
Lnevyjansnpenapate
M6X, HimeyunHa;
Brpo6HuK, Lwo
BignoBsigae 3a
BUPOBHULTBO
niKkapcbkoro 3acooy,
NepBUHHE NakyBaHHSA,
MapKyBaHHs
NepPBUHHOI YNaKoBKY,
BTOPUHHE NaKyBaHHs,
KOHTPO/b/BUNPOGYBaH
Hs cepii: OHKOTeK
®apma lNMpogakiuH
M6X, HimeuunHa;
Brpo6HuK, Lwo
BignoBsigae 3a
MapKyBaHHs Ta
BTOPWHHE NakyBaHHS,
HaHECEeHHSA 3axUCHOT
nniBky (ONUioOHasIbHO):
Meg-IKC-TMpecc M'vbX,
HimevunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpavliinHx
MaTepianis: 3miHu | TNy -
ALMIHICTPaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHSA AiSIbHOCTI BUPOOHMKA
(BK/tOUatOuM, 3a HEOOXiZHOCTI, Micue
NpoBefeHHs KOHTPOJTO AKOCTI), abo
B/lacHMKa MacTep-aiina Ha Adl, abo
noctavasibHuka A®I/BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYIOTHCSA Y
BMPOGHMLTBI AP (SKLLO 3a3HaYEHO Y
[0CbE Ha Nikapcbkuii 3acib) 3a BiAgcyTHOCTI
cepTudikaTa BiANoOBiAHOCTI EBpONEiCHKiit
thapmakonei y 3aTBepKeHOMY fOCkE, a60
BMPOGHMKA HOBOI OMOMIKHOI PEeYOBUHM
(SIKLLLO 3@a3HAYeHO Y [0CbE) BHECEHHS 3MiH
B N. 3.2.5.2.1 Bupo6HuK(-1), a came 3MiHa
HaliMeHyBaHHS Ta NMPU3HAYeHHs
BiANoBiAa/IbHMUX NOCaA0BMUX OCI6. 3MiHN |
TUny - 3miHn 3 akocTi. A®I. KoHTponb AdI.
3miHa y MeTogax BunpobyBaHHs AD| abo
BUXIQHOIO MaTepiany/npoMixxHOro
npoaykTy/peareHTy, W0 BUKOPUCTOBYETLCS
y npoueci Bupo6HuuTBa A®!I (iHWi 3MiHK y
MeToAax BUNpobyBaHHsA (BKIoYaoun
3amiHy abo JonoBHeHHs) Ad| abo
BMXiHOro/MpoMiKHOro NpoAayKTy)
BHECEHHS 3MiH B N.3.2.S.3.2.[loMiLku, a
came BNPOBaXEHHS MeToay
BUMPOOYBaHHA eNeMEHTHUX [OMILLIOK
(ICP-MS, mac-cnekTpomeTpisi 3
iHAYKTVBHO 3B'13aHO0 N1a3MOH0), OCKISIbKM
BMPOGHMK A®| Laurus Labs Limited
npuab6as BignoBigHe 06n1agHaHHA. 3MiHK |
TUny - 3miHn 3 sakocTi. A®I. KoHTponb AdI.
3miHa y MmeTogax BunpobyBaHHs AD| abo
BUXIQHOIO MaTepiany/npoMixxHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BUpo6HMuTBa AD| (He3HauHI
3MiHW Y 3aTBEpKEHNX MeTofax
BMNPO6YBaHHSA) 3MiHW B

3a
peyenmom

UA/11702/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
n.3.2.S.4.2. AHaniT4Hi MeToAMKN, a came
OHOBNEHHSA 3BiTY «Method comparison
report for Related substances & Assay by
using In -house and Ph. Eur. Methods».
Bumoru cneyudpikauii Ta metog,
BMNPOBYBaHHA 3a/1MLLIA0TLCSA 6€3 3MiH.
98. KIOBII pO34uH ANs iHdysii Bakctep Al ABcTpist BMPOOGHMLITBO, Benebrisi/ BHECEHHS 3MiH [0 peecTpavliinHx 3a UA/16884/01/01
100 mr/mn; no 10 mn nepBrHHe Ta ABCTpis MaTepianis: 3MiHu | TUNy - 3MiHK 3 AKOCTI. peyenmom
(2 r/10 mn), no 25 BTOPWHHE NaKyBaHHS, ["oTOBWMIA NiKapcbknii 3aci6. KoHTposnb
mn (2,5 r/25 mn), 50 KOHTpOb AKocTi M3, roTOBOrO JliKkapcbKoro 3acoby. 3miHa y
mn (5 r/50 mn), 100 BUMYCK cepil: MeToAax BUNpobyBaHHS roTOBOr0
M (10 r/100 mn), Bakcanta bengxiym NiKapcbKoro 3acoby (iHwi 3MiHM y MeTogax
200 mn (20 r/200 MaHychekTypiHr CA, BMNpobyBaHb (BK/IOUaoUn 3amMiHy abo
ms1), 300 mn (30 Benbrisi; KOHTPOb [ONOBHEHHS)) 3amiHa cTaHAapTHOro
/300 mn) y donakoHi; akocTi [N3: bakctep 3pasky iMyHOr106yniHy A, Lo
no 1 doiakoHy B Ar, ABcTpis BVIKOPVICTOBYETbLCS MpY BUNPOGYBaHHi
Kopo6ui roToBOro nikapcbkoro 3acoby 3a
nokasHnkom «IgA» metogom ELISA, 3
X0908 by Dako/Agilent Ha ERM 470 by by
Institute for Reference Materials and
Measurements. TepMmiH BBEEHHS 3MiH -
npoTsrom 6 MicsiliB Micnsi 3aTBEPAKEHHS.
99. KNEKCAH® po3uuH ans iH'ekuii, | TOB "CaHodi- YkpaiHa CAHO®I BIHTPOIN PpaHuis BHECEHHS 3MiH [JO peecTpavjiinHmx 3a UA/7182/01/01
10 000 aHTK-Xa ABeHTIC IHOACTPIA mMarepianis: 3MiHu | TUny - 3MiHK 3 AKOCTI. peyenmom
MO/mn YkpaiHa" A®|. KoHTposnib A®I. 3miHa y napameTtpax

Ne 10 (2x5): no 0,2
My WNpUL-A03i i3
3aXMCHOI0
CUCTEMOIO FO/IKN
ERIS; no 2 wnpwuu-
[o3u y bnictepi; no
5 6nictepiB y
KapTOHHI kopo6Lyj;
no 0,2 M1y wnpuy-
[03i i3 3aXMCHOI0
CMCTEMOIO FOJIKM
PREVENTIS; no 2
LUNPUL-A03K1 Y
6nictepi; no 5
6nictepiB y
KapTOHHI Kopobuyj;
no 0,2 Mny wnpuy-
[003i 6e3 3axX1CHoT
cUCTEMM TONKU; NO 2
LNpUL-4031 Y
6nictepi; no 5
6nictepiB y
KapTOHHI kopo6uyj;

cneyudikalin Ta/abo fonycTUMUX MEX,
BM3HAYeHNX Y cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPWCTOBYIOTHCSA Y NPOLECI
BMPO6HULTBA AP (3BY)KEHHSA JOMYCTUMUX
MeX, BU3HaueHux y cneumdikauii) amiHa
napameTpiB cneuudikaLii BUXigHoro
marepiany, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuutea Ad®l, a came:
pefakuiiiHa 3MiHa KpUTepis NPUAHATHOCTI
TeCTy Ha i4EeHTUYHICTb renapuHy Hatpito C:
1H NMR
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

no 0,4 Mny wnpuy-
[03i i3 3aXMCHOI0
CMCTEMOIO FOJIKM
ERIS; no 2 wnpwuu-
[o3un y 6nictepi; no
5 6nictepiB y
KapTOHHI kopo6uyj;
no 0,4 MmNy wnpuu-
[03i i3 3aXMCHO0
CUCTEMOIO FOJIKN
PREVENTIS; no 2
LNpUL-403n Y
6nictepi; no 5
6nictepiB y
KapTOHHiiA Kopo6L;
no 0,4 mny wnpuy-
0030 6e3 3axXncHol
CUCTEMU TOJIKK; Mo 2
LUMPVL-A03K1 Y
6nictepi; no 5
6nictepiB y
KapPTOHHI KOpooL

100.

KNIMEH®

TabneTtku, BKPUTI
060/10HKO0, 671010
KOMbOpY Mo 2 Mr +
TabneTku, BKPUTI
060/10HKOIO,
POXEeBOro Kosbopy,
2 mr/1 Mr kom6i-
ynakoska Ne 21: 11
TabneTok 6inoro
Konoopy + 10
TabneToK poXeBoro
Konbopy y 6nictepi 3
KaneHaapHoto
wKanoto; no 1
6nictepy y
KapTOHHI nayi

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

OENBb®APM NIN1b
CAC

PpaHuis

BHECEHHS 3MiH [JO peecTpaLiinHmx
marepianis: 3MiHu | TMny - 3MiHX 3 AKOCTI.
CeprtudpikaT BignoigHocTi/l E-cepTudikart

BiANOBIgHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHs HOBOroO
abo oHoBNeHoro ceptudiikata
Bi4NOBIAHOCTI a60 BUYYEHHS
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: ana A®l; gns BuxigHoro
mMatepiany/peareHTy/nPoOMKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y

BMPOGHMLTBI A®I; ANS [ONOMIXHOT

peyoBuHY (cepTuddikat BigNOBIAHOCTI
€sponelicbkiin thapmakonei) - Hosui
cepTudikaT Big HOBOro BUpo6HuMKa (3amiHa
a60 [ONOBHEHHS).

HoBwuii cepTudikat Bif HOBOrO BMPOGHMKA
(3amiHa abo gonoBHeHHS)(B.I11.1. (a)-
3,lAHN), MogaHHsA HoBOrO cepTudikaTy
BIANOBIAHOCTI EBponeiickbkin thapmakonei
(CEP Ne R1-CEP 2010-224 Rev 03) Big,
HOBOro BMpPO6HUka Ad®| EcTpagiony
Banepat VALDEPHARM, ®paHujs.
3MiHu | TUNYy - 3MiHK 3 sKocTi. CepTudikaT
BignosigHocTI/TE-cepTudpikat
BiANOBIAHOCTI €BpoNnenchbkili

3a
peyenmom

UA/4856/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
thapmakonei/moHorpadii. logaHHs HOBOroO
a60 OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gns A®l; ans BUXiAHOTO
martepiany/peareHTy/NPOMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; AN 4ONOMIXHOT
peyoBuHYM (cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkii hapmakonei) - Howia
cepTudikaT Big HOBOro BUpo6HuMKa (3aMiHa
a60 [ONOBHEHHS).
MoaaHHA HOBOrO cepTudiikaty
BiANOBIAHOCTI EBponeiickbkili hapmakonei
(CEP Ne R1-CEP 2013-244 Rev 00) Big,
HOBOro BMpo6Huka APl LiunpotepoHy
auetaT Hubei Gedian Humanwell
Pharmaceutical Co., Ltd., Kutaii
101. | KNIMOHOPM TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [Jenbdapm Ninnb ®paHLis BHECEHHS 3MiH [0 peecTpavlinHmx 3a He UA/3008/01/01
NNiBKOBOO Pecny6nik CAC MaTepianis: 3miHu | TMNy - 3MiHK WoOA0 peyenmom | nidssieae
060/10HKOH), MO 2 Mr a 6e3nekn/edhekTMBHOCTI Ta
+ TabneTkun, BKPUTI thapmakoHarnsgy. 3miHa y KopoTkiii
NNiBKOBOO XapaKTepucTuLi Nikapcbkoro 3acooy,
060/10HKOI0, MO 2 TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
mr/0,15 mr, Ne 21: 9 MeZMYHOro 3aCTOCYBaHHs Ha niacTasi
Tabn1eToK XOBTOro perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn
KO/IbOpy nikapcbKoro 3acoby, abo gocnigkeHs 3
(ecTpagiony 6e3nekn 3aCTOCyBaHHS JlikapcbKoro
Basiepaty 2 Mmr) Ta 3acoby B nicnspeecTpauiiHnii nepiog, abo
12 Tabnetok AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/IKEHb,
KOPUYHEBOTO npoBefeHunx BiAnoBigHO [0 NaaHy
KONbopy negiatpuyHux gocnimxkers (PIP) (3miHy
(ectpagiony Y3rO[)KEHO 3 KOMMETEHTHUM
Basniepary 2 Mmr, YMOBHOB&XXEHVM OpraHom) 3MiHN BHECEHI
neBoHoprecTpeny B iHCTPYKLO 4151 MeANYHOro
0,15 mr) y 6nicTepi; 3acTOCyBaHHS NikapcbKoro 3acoby ao
no 1 6nictepy B po3ginis "lNpoTrnokasaHHsA",
KapTOHHI nayi "Oco6nmBocCTi 3acTocyBaHHA", "MobiYHi
peakuii" BiANOBIAHO A0 OHOBMEHOI
iHchopmalii 3 6e3nekn 3acToCcyBaHHs
Lito4nx peyoBvH. BBeeHHS 3MiHK
npoTArom 6- TM MicALIB Micns
3aTBEPAKEHHSA
102. | KOPBANON® H Kpanni opasibHi No AT "dapmaxk" YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [JO peecTpavjiinHmx 6e3 nionseae UA/3684/01/01
25 mn 'y donakoHi 3 MaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. peyenma
npo6koto- [oTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb.
KpanenbHuueto; no 1 3MiHa y TepMiHax npugartHocTi abo
donakoHy B nauyui yMOBax 36epiraHHsi roTOBOr0 J1iKapCbKOro
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n/n

JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

103.

KOPCAP® AM

3aco6y (36i1bLEeHHSA TePMiHY NPUAATHOCTI
roTOBOro Nikapcbkoro 3acoby) - Ans
TOProBol ynakoBku (NiATBEPLKYETbCA
AaHVMU peanbHOro vacy) 36inbLUeHHs
TepMiHy NpuaaTHOCTI Nikapcbkoro 3acoby,
3riAHO OTPUMaHNX pe3ynbTaTiB
OOCMiHKEHHS cTabiNbHOCTI B peasibHOMY
yaci. 3arBepgxeHo: TEPMIH
MPNOATHOCTI 2 poku 6 micsuis
3anponoHosaHo: TEPMIH MPUAOATHOCTI
5 pokiB BBefieHHs 3MiH NPOTArom 6-1m
MiCALIB MiCNA 3aTBEPLYKEHHS.

nocsBi0OYeHHs

104.

KOPCAP®AM

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0, 5
mr/160 wmr; no 10
Tabnetok y 6nictepi;
no 3 abo 5, abo 6
6nicTepiB y nauui 3
KapToHy

AT "dapmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH O peecTpavlinHmx
MaTepianis: 3miHu | TMNy - 3MiHK WoA0
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapaKTepucTULi Nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3neky 3acToCyBaHHSA NikapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/IKEHb,
npoBefeHnX BigNoBiAHO A0 NnaHy
negiatpuyHux gocnimxkers (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVM OpraHom) 3MiHN BHECEHI
00 IHCTPYKLUiT ANna MeguyHoro
3aCTOCYBaHHS NMikapCbkoro 3acoby y
po3gain "Mepeno3yBaHHS" BigNOBIgHO A0
OHOBJIEHOT iH(hopmaLii 3 6e3nekn aitoyol
peyoBuHW. TepMiH BBEAEHHS 3MiH
npoTsirom 6 MicsiLiB nicnsi 3aTBepAKEHHSI

3a
peyenmom

He
ninsieae

UA/16393/01/01

TabneTtku, BKPUTI
NNiBKOBOKO
060/10HKO0, 10
mr/160 wmr; no 10
TabneTtok y 6nicrepi;
no 3 a6o 5, a6o 6
6nicTepiB y navui

AT "®apmak”

YKpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaviinHmx
mMarepianis: 3MiHu | TURy - 3MiHK LWOAO
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuLi NikapcbKoro 3acooby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbkoro 3acoby, abo JOoCNiAKeHb 3
6e3neky 3acToCyBaHHSA NikapCbKoro
3acoby B nicnsipeecTpauiliHnii nepiog, abo
SIK pe3ybTar OUiHKW 3BiTY 3 AOCNIMKEHb,

npoBeAeHWX BifMNoBIAHO A0 NiaHy

3a
peyenmom

He
nifisizae

UA/16392/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

nepiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHNUM
YMNOBHOB&XEHVNM OpraHom)
3MiHU BHECEHi [0 iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y po3gain "MepenosyBaHHs"
BiANOBIAHO [0 OHOBEHOI iIHGhOpMaLi 3
6e3neku Ajloyoi pevoBnHU. BBeeHHS 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHSA

105.

KOPCAP®AM

TabneTtku, BKPUTI
NNiBKOBOIO
060s10HKOM, 5 Mr/80
Mmr; no 10 TabneTok
y 6nicTepi; no 3 abo
5, abo 6 6nicTepiB y
nauui

AT "®apmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiinHmx
mMarepianis: 3MiHu | TURy - 3MiHK LWOA0
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPyKUii Ans
MeAMYHOro 3acTOCyBaHHs Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo AoC/iAKeHb 3
6e3neky 3acToCyBaHHSA MikapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHD,
npoBeAeHWX BignoBigHO A0 niaHy
negiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHN BHECEHI [0 iIHCTPYKLi ANns
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y po3gain "MepenosyBaHHS"
BiANOBIAHO A0 OHOBMEHOI iIHGhopMaLi 3
6e3neku Ajtloyoi pevoBnHN. BBeAeHHS 3MiH
NpOTArom 6-Tu MicALiB nicas
3aTBEPAKEHHS

3a
peyenmom

He
nifisizae

UA/16392/01/01

106.

KO®AH
BOCHANEK®

Tabnetku, no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHIA KopoobLi

BocHanek g.4.

BocHis i
lepuerosun
Ha

BocHanek a.4.

BocHis i
lepuerosuH
a

BHECEHHS 3MiH [0 peecTpavinHmx
mMartepianis: 3MiHu | TUNy - 3MiHK WoOA0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS Ha NiacTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekun
nikapcbKoro 3acoby, abo focnigkeHb 3
6e3neky 3acToCyBaHHSA MiKkapCbKoro
3acoby B nicnspeecTpauiliHnii nepiog, abo
AK pe3ynbTaT OLiHKM 3BITy 3 AOC/IKEHb,
npoBeeHuX BifnoBigHO 40 niaHy
negiatpuyHmx gocnimpxkers (PIP) (3miHy
Y3rODKEHO 3 KOMNETEHTHUM

6e3
peyenma

nionsizae

UA/3998/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
YMNOBHOB&XEHUM OpPraHoMm).
3MiHV BHeCeHi A0 IHCTpyKUii Ans
MeMYHOro 3aCTOCYBaHHA NikapCbKoro
3aco6y A0 po3ginis: "B3aemogis 3 iHWyMM
nikapcbknmu 3acobamu Ta iHWi BUan
B3aemMogiin", "OcobmBoCTi 3acToCyBaHHA"
o0 6e3neku 3acToCyBaHHs Aito4oi
PEYOoBVHN.
3MiHu | TMny - 3MiHK Woao
6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn). 3MiHn
BHECEeHi A0 IHCTPpyKUiT N8 MeanmyHoro
3aCTOCyBaHHS /iKapCbKoro 3acoby Ao
po3ainy "Mo6iyHi peakuyii” Wwono
3BiTyBaHHS NPO NoBGiYHI peakujii.
107. | KPOMBU nvcts no 30 r abo MpAT YkpaiHa MpAT "NikTpasu” YkpaiHa BHECEHHS 3MiH [0 peecTpavlinHmx 6e3 UA/7000/01/01
nncTsd no 50 r y naykax 3 "NikTpasn” mMartepianis: 3MiHu | TUNy - 3MiHW 3 AKOCTI. peuyenma
BHYTPILLHIM [oToBWI Nnikapcbkumii 3aci6. Cuctema
naketom; no 1,5ry KOHTelHep/3aKynoptoBasibHUIA 3aci6 (iHLWi
inbTp-nakeTi; no 3MiHW) BHECEHHS 3MiH [0 crneundikavii 3
20 chinbTp-nakeTiB y KOHTPOJ10 MEPBUHHOTO NaKyBaulbHOr0
nauyj abo y nauui 3 matepiany (Manip dinbTpyBanbHWit), a
BHYTPILLHIM NakeToM came [ONOBHEHHS NOKa3HUKa
«lpgeHTudikalis (30BHILLHI 03HaKN)»
BK/TOYEHHAM [04aTKOBUX O3HAK A/1A
Bi3ya/IbHOr0 KOHTPOoso «6) Konip».
108. | KPYLUMHW KOPA | kopa no 75 r abo MpAT YkpaiHa MpAT "Niktpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpalinHx 6e3 UA/6049/01/01
100 r y naukax 3 "Niktpasn” mMartepianis: 3MiHu | Tuny - 3MiHW 3 AKOCTI. peyenma
BHYTPILLHIM [oTOBWIA Nnikapcbkumii 3aci6. Cuctema
naketom; no 2,5ry KOHTeWHep/3aKynoptoBasibHWIA 3aci6 (iHLi
inbTP-nNakeTi; no 3MiHW) BHECEHHS 3MiH [0 creundikavii 3
20 hinbTp-nakeTiB y KOHTPO/TI0 NEPBUHHOIO NaKyBaslbHOTO
nauyj abo y nayui 3 matepiany (Manip inbTpyBanbHWit), a
BHYTPILLHIM NakeToM came [JONOBHEHHS NOKa3HUKa
«lpeHTudpikauis (30BHILLHI 03HaKW)»
BK/IIOYEHHSAM A0aTKOBMX O3HaK [A1s
Bi3ya/IbHOr0 KOHTPO/I0 «6) Konip»
109. | NA®EPOBIOH® cynosuTopii no 500 TOB "®3 YkpaiHa TOB "$3 Ykpaina BHECEHHS 3MiH [JO peecTpavjiitHmx 6e3 UA/13779/01/02
000 MO; no 3 "BIO®APMA" "BIODAPMA" MaTepianis: 3MiHu | TMNy - 3MiHK 3 AKOCTI. peuyenma

cynosutopiino 1ry
KOHTYpHili
YapyHKOBIlA
ynakosLi; no 1
KOHTYpHili
YapyHKOBIli ynakoBLi
B NauLii 3 KapPTOHY;
no 5 cynosuTopiis
no 1 1y KOHTYpPHil

[OTOBWIA NikapcbkuMii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHW BUNpPOBYyBaHbL abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikauisix, nig yac BUpobHULTBa
roTOBOrO /iKapCbkoro 3acoby (foAaBaHHsA
HOBOro MeToAY BUNPOOYBaHHsA Ta
ponyctummnx mex) 3miHa Ao cneundikauii
MexonepauiiiHoro koHTponto Cn.5.14-02-
44 MpomixkHa NpoAYKLisi “MOpPOLLIOK
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

YapyHKOBIl
ynakosLi; no 1 a6o
N0 2 KOHTYPHI
YapyHKOBI YNakoBKu
B NauLi 3 KapToHy

iHTepchepoHy anbda - 2 B", a came
BBEJEHHSA HWXHIO MeXy AN cepefHbol
npo6u ansa n. "Muroma npoTusipycHa
aKTUBHICTL", (3aTBEpAXEHO: Big 80%A40
125% Big 3aAB1€HOT MMTOMOT
NPOTMBIPYCHOT aKTMBHOCTI;
3anporoHoBaHo: cepefiHs npoba — He
MeHLLe 600 000 MO/Mr; y KOXHili ofuHUL
NepBMHHOTO NakoBaHHs — Bifg 80% [0
125% Big, cepeHbOI MMTOMOI
NPOTUBIPYCHOI aKTUBHOCTI). 3MiHK | TUMy -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiH Yy BUPOGHMLTBI. 3MiHK BUNpobyBaHb
abo [oNyCTUMUX MEX, BCTAHOBMEHNX Y
cneumdikauisx, nig yac BUpobHMLTBA
rOTOBOrO J1iKapCbkoro 3acoby
(oonoBHeHHst a60 3amiHa BUNPO6YBaHHS B
npoueci BMpobHULTBA 3a pe3ybTatamu
nocnimxkeHb 3 6e3nekn abo skocTi) 3miHa y
crneundikavii Ha NPOMKHY NPOAYKLi0
Cn.5.14-02-90 ana 7. "KinbkicHe
BM3Ha4eHHs. Tokothepony auetar”, a
came OHOBJIEHO NPO6ONIArOTOBKY PO3UNHY
S1 Ta X0/10CTOr0 PO34MHYy

110.

NA®EPOBIOH®

cynosuTopii no 150
000 MO; no 3
cynosutopiino 1ry
KOHTYPHiIl
YapyHKOBIli
ynakosLi; no 1
KOHTYPHiIl
YapyHKOBIli ynakoBLi
B NayL,i 3 KAPTOHY;
no 5 cynosuTopiis
no 1 ry KOHTYpHilA
YapyHKOBIl
ynakoBLi; no 1 a6o
Nno 2 KOHTYpPHi
YapyHKOBi YNakOBKM
B MauLi 3 KapToHy

TOB "®3
"BIO®APMA"

YkpaiHa

TOB "3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliinHx
MaTepianis: 3MiHu | TUNy - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbknit 3aci6. 3MiHW Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[LOMYyCTUMMX MEX, BCTAHOBMEHNX Y
cneumdikauisx, nig yac BUpobHuLTBA
roTOBOrO Jlikapcbkoro 3acoby (foAaBaHHs
HOBOrO MeTOAY BMNPOBYBaHHS Ta
gonyctummx mex) 3miHa go cneuudikawii
MexonepadiiHoro koHTposnto Cn.5.14-02-
44 IMpomikHa NpoAayKLis "NMopoLLoK
iHTepdhepoHy anbga - 2 B", a came
BBEEHHS HWKHIO MeXy AN cepefHbol
npo6bu ansa n. "rNMuroma nNpoTMBipycHa
aKTUBHICTL", (3aTBEpPAXEHO: Bif 80%40
125% Big 3a8BM1€HOT MMTOMOT
NPOTUBIPYCHOI aKTUBHOCTI;
3anporoHoBaHo: cepefiHs npoba — He
MeHLLe 600 000 MO/Mr; y KOXHili 0guHUL
NepBMHHOIO NakoBaHHA — Big, 80% [0
125% Big, cepeHbOi MMTOMOI
NPOTUBIPYCHOI aKTUBHOCTI). 3MiHu | TRy -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHN y BUPO6HMLTBI. 3MiHK BUNpobyBaHb

6e3
peyenma

UA/13779/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

abo [onNyCTUMUX MEX, BCTAHOB/IEHNX Y
cneumgikalisx, nig yac BUPo6HULTBA
roTOBOrO NikapCbKoro 3acoby
(BONoBHEHHA abo 3aMiHa BUNPOOYBaHHSA B
npoueci BUpo6HMLTBA 3a pe3ybTataMm
nocnimxkeHb 3 6e3nekn abo akocTi) 3miHa y
cneuudikaLii Ha MPOMiXHY NPOAYKLit0
Cn.5.14-02-90 ansa T1. "KinbkicHe
BM3HaYeHHs. Tokodhepony auertat”, a
came OHOBJIEHO NPO6ONIArOTOBKY PO3UNHY
S1 Ta X0/10CTOro PO34MHYy

111.

NA®EPOMAKC

cynosuTopii no 1
000 000 MO; no 3
cynosutopiino 1ry
KOHTYPHIl
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIll yrnakoBLi
B NauLi 3 KApPTOHY;
no 5 cynosuTopiis
no 1 ry KOHTYpHIli
YapyHKOBIli
ynakosLi; no 1 a6o
N0 2 KOHTYpHI
YapyHKOBI YNakoBKu
B NnauLj 3 KapTOHy

TOB "®3
"BIO®PAPMA"

YkpaiHa

TOB "®3
"BIO®PAPMA"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3MiHu | TMNy - 3MiHX 3 AKOCTI.
[OTOBWIA NlikapcbkuMii 3aci6. 3MiHK y
BMPO6HMLTBI. 3MiHN BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneumgikalisx, nig yac BUPo6HMLTBA
roTOBOrO /liKapCbkoro 3acoby (foAaBaHHSA
HOBOrO MeTOAy BUNPOOYBaHHS Ta
gonyctummx mMex). 3MiHa o cneuudikadii
MixonepaviiHoro KoHTposio Cn.5.14-02-
44. MpomikHa NpoayKuis “nopoLuok
iHTepdpepoHy anbga - 2 B", a came
OOAAHHSA HUKHIO MEXY HOPMYyBaHHS 415
cepefgHbOi Npo6u, ans n. “rNutoma
NPOTUBIPYCHA aKTUBHICTb",
(3aTBepmxeHo: Big 80%a0 125% Bia
3a8B/1€HOI NUTOMOT NPOTUBIPYCHOT
aKTMBHOCTI; 3arMpOMNOHOBaHO: CepeaHs
npoba — He meHLwe 600 000 MO/wmr, y
KOXHili OfMHWLI MEPBMHHOIO NaKyBaHHS —
Big, 80% [0 125% Bif cepeHbOT NUTOMOI
NPOTUBIPYCHOT aKTUBHOCTI).

MeTopg, KOHTPO/I0 NNLLIMBCS 6e3 3MiH.
3MiHu | TUNY - 3MiHK 3 siKkocCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3MiHu BUNpobyBaHb abo A0MyCTUMMX
MeX, BCTaHOBJ/IEHMX Y cneumdikaLisx, nig
yac BMpoBHMLTBA FOTOBOrO NiKapCbKoro
3acoby (gonoBHeHHs abo 3amiHa
BUNPOBYBaHHSA B NpoLeci BUpo6HMLTBA 3a
pesynbTatamv 4ocnifpKeHb 3 6e3nekn abo
AkocTi). 3miHa y cneundikauii Ha
npomixHy npogykuito Cn.5.14-02-90 ana 7.
"KinbkicHe BU3Ha4yeHHs. Tokodepony
auervar”, a came OHOBJ/IEHHA
npo6oniAroToBky po3ynHy S1 Ta
XO0/10CTOro po3ymHy. Poboui KoHUeHTpauii,

3a
peyermom

UA/13779/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
po3paxyHKoBa chopmya Ta fonycTvmi
MeXi cneundikauii 3aNMWnANCb HE3MiHHI.

112. | NTA®EPOMAKC cynosuTopii no 3 TOB "®3 YkpaiHa TOB "$3 YKkpaina BHECEHHS 3MiH 40 peecTpaLiiHnX 3a UA/13779/01/04
000 000 MO; no 3 "BIO®APMA" "BIO®APMA" marepianis: 3MiHu | TMNy - 3MiHX 3 AKOCTI. peyenmom
cynosutopiino 1ry [OTOBWIA NikapcbkuMii 3aci6. 3MiHK y
KOHTYPHIl BMPO6HMLTBI. 3MiHN BUNpobyBaHb abo
YapyHKOBIi [OMYCTUMUX MEX, BCTAHOB/IEHNX Y
ynakosLi; no 1 cneumgikalisx, nig yac BUPO6HMLTBA
KOHTYpHil roTOBOro NikapCbkoro 3acoby (goAaBaHHs
YapyHKOBIll yrnakoBLi HOBOr0 MeToZy BMNPOGYyBaHHA Ta
B Nnauuji 3 KApTOHY; gonyctummx mMex). 3MiHa o cneuudikadii
no 5 cynosuTopiis MixonepaviiHoro KoHTposio Cn.5.14-02-
no 1 ry KOHTYpHIl 44. MpomikHa NpoAyKuis "nopoLuok
YapyHKOBIli iHTepdpepoHy anba - 2 B", a came
ynakosLi; no 1 a6o OOAAHHA HUKHIO MEXY HOPMYyBaHHSA 415
N0 2 KOHTYpHI cepefgHbOi Mpo6u, ans n. “ruroma
YapyHKOBI YNakoBKu NPOTUBIPYCHA aKTUBHICTb",

B NnauLj 3 KapTOHy (3aTBepmxeHo: Big 80%a0 125% Big
3a8B/1€HOI NUTOMOT NPOTUBIPYCHOT
aKTMBHOCTI; 3arMpOMNOHOBaHO: CepeaHs
npoba — He meHLwe 600 000 MO/wmr, y
KOXHili OfMHWLI NEPBUHHOIO NaKyBaHHS —
Big, 80% [0 125% Bif cepeHbOT NUTOMOI
NPOTUBIPYCHOT aKTUBHOCTI).

MeTopg, KOHTPO/I0 NNLLIMBCS 6e3 3MiH.
3MiHu | TUNY - 3MiHK 3 siKkocCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3MiHu BUNpobyBaHb abo A0MyCTUMMX
MeX, BCTaHOBJ/IEHMX Y cneumdikaLisx, nig
yac BMpo6HMLTBA FOTOBOrO NiKapCbKoro
3acoby (gonoBHeHHs abo 3amiHa
BUNPOBYBaHHSA B NpoLeci BUpo6HMLTBA 3a
pesynbTatamv 4ocnifpKeHb 3 6e3nekn abo
AkocTi). 3miHa y cneundikauii Ha
npomixHy npogykuito Cn.5.14-02-90 ana 7.
"KinbkicHe BU3Ha4veHHs. Tokodepony
auervar”, a came OHOBJ/IEHHA
npo6oniAroToBky po3ynHy S1 Ta
XO/10CTOro po3umHy. Poboui KOHLEeHTpaui,
po3paxyHKoBa chopmyna Ta fonycTumi
MeXi cneundikauii 3aNMWnANCb HE3MIHHI.

113. | NEPNOTAB TabneTkv BKpUTI Megak HimeuunH Brpo6HWK, LWo Himeuunna BHECEHHS 3MiH [0 peecTpalinHx 3a UA/12013/01/01
060/10HKOH0, Mo 10 lesenbadr a Bignosigae 3a MaTtepianis: 3MiHu | TUny - 3MiHK WoA0 peyenmom
mr, no 30 TabneTok orop KNiHiwe MapKyBaHHS, 6e3nekun/edheKTUBHOCTI Ta
y KOHTelHepi; no 1 Lneujanbnpe BTOPWHHE NaKyBaHHS, hapmakoHarnsgy. 3miHa yactotn Ta/abo
KOHTelHepy B nauui napare M6X KOHTpO/b/BMNPOOYBaH TepMIiHiB NOAaHHS perynsipHo

HS1 cepii Ta BUNyCcK OHOB/IOBAHWX 3BITIB 3 6€3MeKn NiKapCbKnx
cepii: Megak 3aco06iB - 3MiHa 4acToTK Ta TEPMIHY
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
lesenbliadT drop nofAaHHA PerynspHO OHOBJ/IIOBAHOIO 3BITY
KNiHiwe 3 6e3neku nikapcbKoro 3acoby: fitoua
Lneujansnpenapate pegakuis: Yactota nogaHHa PO3B - 1 pik;
M6X, HimeuyunHa; KiHueBa gata 4ns BK/OUYEHHST AaHWX A0
Bupo6HuK, Lo PO3b - 10.09.2018 p.; Aarta nogaHHsa —
Bignosigae 3a 19.11.2018 p. MponoHoBaHa pegakuis:
BMPOOGHMLITBO rOTOBOT YacTtoTa nogaHHa PO3B — 3 poku;
nikapcbkoi hopmu, KiHueBa faTta A1 BKIYEHHSA AaHWX [0
NepBUHHE NakyBaHHA, PO3B - 10.09.2023 p.; faTa nofaHHs —
MapKyBaHHS, 09.12.2023 p. PekomeHA0BaHO 10
BTOPVHHE MakKyBaHHS, 3aTBEPXEHHSA BifNOBIAHO [0
KOHTPO/b/BUNPOGYBaH nepioguYHOCTI NOAAHHS PerynsapHo
HS1 cepii Ta 3a BUMycK OHOBJ/IHOBAHUX 3BITIB 3 6€3MeKN NiKkapCbknx
cepii: Xaynt ®apma 3aco6iB y €sponelicbkomy Coto3i
MioHcTep 'mM6X,
HimeyunHa
114. | NE®NOTAB TabneTkun BKpUTI Mepak HimeuuunH Bupo6HuK, Lo HimeuuunHa BHECEHHS 3MiH [JO peecTpaLiinHmx 3a UA/12013/01/02
060/10HKO0, Mo 20 lesenbwadt a Bignosigac 3a marepianis: 3MiHu | TURy - 3MiHK LWOA0 peyenmom
mr, no 15 a6o no 30 dotop KniHiwe MapKyBaHHs, 6e3nekn/edpeKkTNBHOCTI Ta
Tabnetok y Lneuiansnpe BTOPWHHE NakKyBaHHS, hapmakoHarnagy. 3miHa yactoTu Ta/abo
KOHTeliHepi; no 1 napate M6X KOHTpO/b/BUNpobyBaH TEPMiHiB NOAAHHSA PerynsipHo
KOHTeliHepy B naui HS cepii Ta BUNyCK OHOBJ/IHOBAHUX 3BITIB 3 6€3MeKN JliKapCbKnx
cepii: Megak 3aco6iB - 3MiHa 4acToTK Ta TepPMiHY
lesenbadT drop NOAAHHSA PerynsipHO OHOBJIIOBAHOTO 3BITY
KiHiwe 3 6e3nekn sikapcbkoro 3acoby: [iroya
Lneuiansbnpenapare pegakuis: Yactota nogaHHsa PO36 - 1 pik;
M6X, HimeuunHa; KiHueBa gata 4n1s BK/OYEHHST faHuX 40
Brpo6HWK, Wo PO3B - 10.09.2018 p.; faTa nofaHHs —
Bignosigae 3a 19.11.2018 p. MponoHoBaHa pejakuis:
BMPOOGHMLITBO rOTOBOT Yacrtota nogaHHa PO3B — 3 poku;
nikapcbkoi hopmu, KiHueBa farta A1 BKIYEHHA AaHnX [0
NnepBUHHE NakyBaHHS, PO3b - 10.09.2023 p.; darta nogaHHsa —
MapKyBaHHs, 09.12.2023 p. PekomeHA0BaHO [0
BTOPVIHHE MaKyBaHHS, 3aTBEPKEHHSA BiANOBIAHO [0
KOHTPO/b/BUNPOGYBaH nepioguyYHOCTI NOAAHHS PerynspHo
HS cepil Ta 3a BUNycK OHOB/IOBAHMX 3BITIB 3 6€3MEKN NiKAPCbKNX
cepii: Xaynt ®apma 3aco6iB y €sponelicbkomy Coto3i
MioHcTep 'mM6X,
Himeuunna
115. | NIBA3O TabneTku, BKpUTI Pekoppaarti Ipnangis BMPOGHUK PpaHuisa/ BHECEHHS 3MiH [0 peecTpavlinHmx 3a UA/11963/01/01
NNiBKOBOO AineHp Nta Hepo3dghacoBaHOro ITania MaTepianis: 3miHu | TUny - 3MiHK WoA0 peyenmom
060/10HKOH), MO 1 Mr, npoaykty: M'ep dabpe 6e3nekn/edhekTMBHOCTI Ta
no 7 TabneTtok y MegikamaH hapmakoHarnsgy. 3miHa yactotn Ta/abo
6nictepi; no 1 MpopatokcoH, PpaHuis; TEePMIiHIB NofaHHA perynsipHo
6nictepy B BMPOBHUK, SKWiA OHOB/IHOBAHUX 3BITIB 3 6€3MeKN NiKkapCbknx
KapTOHHI kopo6uyj; 3[jICHIOE NEPBMHHE Ta 3ac006iB - 3MiHa YacTOTV Ta TEPMiHY
no 14 TabneTtok y BTOPVHHE MakKyBaHHS, nofaHHA perynsapHoO OHOB/OBAHOIO 3BITY
6nicTepi; no 2 Bignosigae 3a 3 6e3nekn nikapcbkoro 3acoby: ditoya
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
6nictepu B KOHTPO/b SKOCTi Ta pepakuisi: YactoTta nogaHHa PO36 — 1 pik;
KapTOHHI kopobuyj; BUMYCK cepil: KiHueBa faTa A1 BK/IIOYEHHS faHuX 40
no 15 tabneTtok y Pekopparti IHgacTpia PO3b - 31.01.2018 p.; Aarta nogaHHsA —
6nictepi; no 2 Ximika e 10.04.2018 p. MponoHoBaHa pepakuis:
6nictepu B dapmacesTika C.M.A., YacTtoTa nogaHHa PO3B — 3 poku;
KapTOHHI KopooLi ITania KiHueBa fata A1 BK/OYEHHS faHuX 40
PO3B - 16.07.2022 p.; JaTa nofaHHs —
14.10.2022 p. PekomeHAo0BaHoO 40
3aTBepKEHHS BiANOBIAHO A0
nepioANYHOCTI NOJaHHA PerynsapHo
OHOBJ/IHOBAHUX 3BITiB 3 6E3MEKN JTiKapChKMX
3acobiBy EC
116. | NIBA3O TabneTku, BKpUTI Pekopgaari IpnaHgjs BMPOGHUK ®paHuia/ BHECEHHS 3MiH O peecTpavlinHmx 3a UA/11963/01/02
NNiBKOBOO AineHp Nta Hepo3dhacoBaHoOro ITania MaTepianis: 3miHu | TMNy - 3MiHK WoA0 peyenmom
060/10HKOH), MO 2 MT; npoaykty: M'ep dabpe 6e3nekn/edhekTMBHOCTI Ta
no 7 TabneTtok y MegikamaH hapmakoHarnsgy. 3miHa yactotn Ta/abo
6nictepi; no 1 MpopatokcoH, PpaHuis; TEePMIiHIB NofaHHA perynsipHo
6nictepy B BMPOBHUK, KNI OHOB/IHOBAHUX 3BITIB 3 6€3MeKN NTiKkapCbknx
KapTOHHI kopo6uyj; 3[jICHIOE MEpPBMHHE Ta 3ac006iB - 3MiHa YacTOTV Ta TEPMiHY
no 14 TabneTtok y BTOPVHHE MakKyBaHHS, nofaHHA perynsapHoO OHOB/IIOBAHOIO 3BITY
6nicTepi; no 2 Bignosigae 3a 3 6e3nekn nikapcbkoro 3acoby: Mitoya
6nictepu B KOHTPO/b SKOCTi Ta pepakuis: YactoTta nogaHHa PO36 — 1 pik;
KapTOHHI Kopobuyj; BUMYCK cepil: KiHueBa faTa A1 BK/IIOYEHHS faHuX 40
no 15 tabnetok y Pekopparti IHgacTpia PO3b — 31.01.2018 p.; AaTta nogaHHsA —
6nictepi; no 2 Ximika e 10.04.2018 p. MponoHoBaHa pepakuis:
6nictepu B dapmacesTika C.n.A., YacTtoTa nogaHHa PO3B — 3 poku;
KapTOHHI kopo6Lyj; ITanisa KiHueBa fata 419 BKIYEHHS AaHWX [0
no 20 TabneTok y PO3B - 16.07.2022 p.; JaTa nofaHHs —
6nictepi; no 5 14.10.2022 p. PekomeHao0BaHo 40
6nictepis y 3aTBEPKEHHS BiANOBIAHO A0
KapTOHHIA KopooLi nepiofMYHOCTI MOAaHHS PerynsipHo
OHOB/IOBAHMX 3BITIB 3 6€3MeKn NiKapCbknx
3acobiBy €EC
117. | NIBA30O TabneTku, BKpUTI Pekoppaarti Ipnangis BMPOGHUK PpaHuia/ BHECEHHS 3MiH [0 peecTpavinHmx 3a UA/11963/01/03
NNiBKOBOO AineHp Nta Hepo3dghacoBaHOro ITania MaTepianis: 3miHu | TUny - 3MiHK WoA0 peyenmom
060/10HKOH), MO 4 Mr, npoaykty: M'ep dabpe 6e3nekn/edhekTMBHOCTI Ta
no 7 TabneTtok y MegikamaH hapmakoHarnsgy. 3miHa yactotn Ta/abo
6nictepi; no 1 MpopatokcoH, PpaHuis; TEePMIiHIB NofaHHA perynsipHo
6nictepy B BMPOBHUK, SKWiA OHOB/IHOBAHUX 3BITIB 3 6€3MeKn NTikapcbknx
KapTOHHI kopo6uyj; 3[jICHIOE NEPBMHHE Ta 3ac006iB - 3MiHa YacTOTV Ta TEPMiHY
no 14 TabneTtok y BTOPVHHE NakKyBaHHS, nofaHHA perynsapHoO OHOB/OBAHOIO 3BITY
6nicTepi; no 2 BignoBsigae 3a 3 6e3nekn nikapcbkoro 3acoby: Mditoua
6nictepu B KOHTPO/b AKOCTi Ta pepakuis: YactoTta nogaHHa PO36 — 1 pik;
KapTOHHI Kopobuyj; BUMYCK cepil: KiHueBa fata A1 BK/IIOYEHHS faHuX A0
no 15 TabneTtok y Pekopparti IHgacTpia PO3b — 31.01.2018 p.; AaTta nogaHHsA —
6nictepi; no 2 Ximika e 10.04.2018 p. MNMponoHoBaHa pefakuis:
6nictepu B dapmacesTika C.n.A., YacTtoTa nogaHHa PO3B — 3 poku;
KapTOHHI KOpooLi ITanis KiHueBa gaTa 71 BKAYEHHST aHuX 40
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
PO3B - 16.07.2022 p.; JaTa nofaHHs —
14.10.2022 p. PekomeHA0BaHoO A0
3aTBEepPKEHHS Bi4NOBIAHO A0
nepioANYHOCTI NOAaHHA PerynsapHo
OHOBJ/IHOBAHUX 3BITiB 3 6E3MEKN JTiKapChKMX
3acobiBy EC
118. | NOPICTA® H TabneTku, BKpUTI KPKA, a.4a., CnoBeHia | BMpo6HMLTBO "in bulk", CnoBeHis BHECEHHS 3MiH [0 peecTpavliinHx 3a He UA/6454/01/01
NNiBKOBOO HoBo mecTo nepBrHHe Ta MaTepianis: 3miHu | TMny - 3MiHK WoA0 peyenmom | nidssieae

o60/10HKot0, 50
mr/12,5 mr no 10
Tabnetok y 6nictepi;
no 3 abo no 6 a6o
no 9 6nictepiB y
KapTOHHI Kopobuyj;
no 14 TabneTtok y
6nictepi, no 1, abo
no 2, a6o no 4, abo
no 6, abo no 7
6nictepiB y
KapTOHHIA KOopoo6Li

BTOPWHHE NakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHif; KOHTPO/b
cepi:

KPKA, a.4., Hoso
MecTo, CrnoBeHis;
KOHTPO/b Ccepil:
NabeHa f.0.0.,
CnoBeHis

6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkiii
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3neky 3acToCyBaHHSA MikapCbKoro
3acoby B nicnspeecTpauiiHuii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/IKEHb,
npoBefeHNX BigNoBiAHO A0 NnaHy
negiatpnyHux gocnimxkeHns (PIP) (iHwwi
3MiHM) 3MiHN BHECEHO B IHCTPYKLilO ANA
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby Ao po3ginis "Oco6/MBOCTi
3actocyBaHHs", "Mob6iyHI peakwyii"
BiANOBIAHO [0 OHOBEHOT iHGhopMaL,i 3
6e3nekn 3acToCyBaHHSA [it0H0T pe4yoBUHY
nikapcbkoro 3acoby. BBBefeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPKEHHS. 3MiHM | TNy - 3MiHK Woa0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKiii
XapaKTepucTuLi Nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCyBaHHSA
reHepuyHUX/ribpmuaHnx/6ionodibHmx
NiKapCbKknx 3aco6iB Nic/is BHECEHHS Tiel
camoi 3MiHM Ha pedoepeHTHUIA Npenapar
(3miHa He noTpebye HagaHHSA XOLHUX
HOBUWX A0AATKOBMX AaHnX) 3MiHU BHECEHO
B IHCTPYKL,O 418 MeAnyYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3ainis "B3aemogis 3 iHLWMMMK
nikapcbkMu 3acobamu Ta iHLWi BUau
B3aemogiit”, "OcobMBOCTi 3acToCyBaHHS"
BiAMNOBIAHO A0 OHOBMEHOI iHChopMmaLi
pedhepeHTHOro slikapcbkoro 3acoby
Cozaar - Comp (B YKpaiHi He
3apeecTpoBaHuit).
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepaKeHHst

119.

NOPICTA® HD

TabneTtku, BKPUTI
NAiBKOBOIO
060/10HKO0, 100
Mmr/25 wmr; no 10
Tabnetok y 6nictepi;
no 3, abo no 6, abo
no 9 6nictepis y
KapTOHHI kopo6uyj;
no 14 tTabneTtok y
6nicTtepi, no 1, abo
no 2, abo no 4, a6o
no 6, abo no 7
6nictepiB y
KapTOHHIA KopooLi

KPKA, o.4.,
HoBo mecTto

CnoBeHis

BMPO6HMLTBO "in bulk”,
nepBuHHe Ta
BTOPUHHE NaKyBaHHS,
KOHTPO/Ib Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnOBEHIS; KOHTPO/Tb
cepii:

KPKA, a.4., Hoso
mecTo, CnoBeHis;
KOHTpPO/b cepii:
NabeHa a.0.0.,
CnoseHis

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | TUny - 3MiHN LWOA0
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3neky 3acToCyBaHHsA NiKapCbKOro
3acoby B nicnspeecTpauiiHnii nepiog, abo
SIK pe3ybTar OLIHKW 3BIiTY 3 AOCNIKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigkeHs (PIP) (iHwi
3MiHK) 3MiHW BHECEHO B IHCTPYKLiO ANs
MeMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao posginis "OcobmBocTi
3acTocyBaHHsA", "Mo6ivHi peakuii”
BiANOBIAHO A0 OHOBMEHOI iIHGhopMaLi 3
6e3nekn 3acToCyBaHHA [fit04H0T pe4yoBUHY
niKkapcbKoro 3acoby. BeegeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoA0
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTkii
XapaKTepucTuLi fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMNYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMXx/6ionoaibHNX
nNiKapcbkunx 3acobiB Nic/is BHECEHHSA Tiel
camoi 3MiHM Ha ped)epeHTHUIA Npenapar
(3MiHa He NoTpebye HafaHHS XOAHMX
HOBUX A0JATKOBUX AaHWX) 3MiHN BHECEHO
B IHCTPYKL,O 418 MeAnyYHOro
3aCTOCyBaHHS /liKapcbKoro 3acoby Ao
po3ainis "B3aemogis 3 iHWMMMK
nikapcbkvMu 3acobamu Ta iHLWi BUan
B3aemogiin”, "OcobamBoCTi 3acTocyBaHHS"
BiANOBIAHO 4,0 OHOB/IEHOT iHGhopmaLLii
pedhepeHTHOrO /likapcbKoro 3acoby
Cozaar - Comp 100/25mg film-coated
tablets. (B YkpaiHi He 3apeecTpoBaHuii).
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepKeHHs

3a
peyermom

He
niosisiecae

UA/6454/01/02

120.

MATHIHO
CYNIb®AT -

PO3YUH OJ151 iH'EKLLNA,
250 mr/mn, no 5 mn

MpAT
"®GapmMaueBTu

YKpaiHa

MpAT
"®GapmMaLeBTnyHa

YkpaiHa

BHECEHHS 3MiH [J0 peecTpavjiinHmx
marepianis: 3MiHu | TMNy - 3MiHK 3 AKOCTI.

3a
peyenmom

UA/6095/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
AAPHNUA B amnyni; no 5 yHa hipma dipma "AapHuusa” CeprtudpikaT BignoigHocTi/l E-cepTuddikart
amnys y KOHTYpHIiA "NapHuus" BiANOBIAHOCTI EBponeichkili
YapyHKOBIi hapmakonei/moHorpadii. MogaHHsa HOBOroO
ynakoBLj; no 2 abo oHoBNeHoro ceptudiikata
KOHTYPHi YapyHKOBI BiANOBIAHOCTI 260 BUMYYEHHS
yNakoBKM B mauLii; no cepTudikaTa BignoBigHOCTI E€Bponelichkili
10 mn B amnyni; no thapmakonei: ana Ad®l; gns BuxigHoro
5 aMnyn y KOHTYpHiii mMatepiany/peareHTy/nPoMiKHOro
YapyHKOBIi NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
ynakoBLij; no 2 BMPOGHMUTBI A®I; AN [ONOMIXHOT
KOHTYPHIi YapyHKOBI peyoBuHY (cepTuddikat BigNoOBIAHOCTI
yNakoBKM B nayLi €sponelicbkili hapmakoner) - OHOBNEHWIA
cepTuddikaT Bif y)Xe 3aTBEpAXEHOro
BMpPOGHMKa. [NNogaHHA OHOBMIEHOTO
cepTudcpikaTa BiANoBiAHOCTI EBpONEiiChKiit
chapmakonei Ne R1-CEP 2016-148-Rev 00
(3aTBepaxeHo: Ne RO-CEP 2016-148-Rev
00) ans APl MarHito cynbdpat rentarigpar
Bif] BXXe 3aTBepAKeHoro BupobHuka Macco
Organiques, s.r.o., Czech Republic
121. | MEAPONTIH po3unH Ang iH'ekuii, | TOB «YOPN[ YkpaiHa dapmaBixH CaH. Be TypeuunHa BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/14770/01/01
30 mr/m; no 1 mn MEANLH» Tigpx. A.LL. marepianis: 3MiHu | TUNy - 3MiHX 3 AKOCTI. peyennmom | nionsizae
pO34MHYy B amnyni; [oTOBWMIA Nikapcbkuii 3aci6. CTabiNbHICTb.
no5amnyny 3MiHa y TepMiHax npugartHocTi abo
KOHTYPHiIl ymMoBax 36epiraHHsi FoTOBOrO NiKapCbKoro
YapyHKOBIli 3aco06y (36iNbLUeHHS TePMiHY NPUAATHOCTI
ynakoBLi; no 1 roTOBOro NikapcbKoro 3acoby) - s
KOHTYPHiIl TOProBOi ynakoBku (NiATBEPAXYETbCA
YapyHKOBIli yrnakoBLi LaHUMK peasibHOro Yacy) 36inbLIeHHs
B KQpPTOHHI kopooLi TEepMiHy NpUAATHOCTi FOTOBOrO
NiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB OBrOCTPOKOBUX A0CAIAKEHD
CTabinbHOCTI y peasibHOMY Yaci:
3arBepakeHo: TepMiH NpuaaTHOCTI: 3
poKK. 3anponoHoBaHo: TepMmiH
npugaTHocTi: 5 pokiB. 3MiHV BHECEHI B
po3gin "TepMiH NpuAaTHOCTI" B IHCTPYKLtO
AN MeAnYHOro 3acToCyBaHHA
nikapcbkoro 3acoby. BeefeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPKEHHS.
122. | METOTAB Tabnetku no 7,5 wr, Mepak HimeuumnH Bupo6HuK, Lo HimeuunHa BHECEHHS 3MiH 40 peecTpavLiiHnX 3a UA/11318/01/02
no 10 TabneTok y lesenbadr a Bignosigae 3a MaTtepianis: 3MiHu | TUny - 3MiHK WoA0 peyenmom
6nictepi, no 1 a6o 3 orop KNiHiwe MapKyBaHHs 6e3nekun/edheKTUBHOCTI Ta
6nictepu 3 Lneujanbnpe NepPBUHHOI YNaKoBKY, hapmakoHarnsgy. 3miHa yactotn Ta/abo
/1IOMIHIEBOT dhO/1bIN napate mM6X BTOPWHHE NakKyBaHHS, TEePMiHiB NogaHHA perynsipHo
i MIBX/MBAX-nniBku KOHTPONb/BUNPOGYBaH OHOB/IOBAHWX 3BITIB 3 6€3MeKn NiKapCbKnx
B nauuj HS cepii Ta 3a BUMycK 3ac06iB - 3MiHa YacToTu Ta TEpPMiHY




90

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
cepii: Mepak nofAaHHA PerynspHO OHOBJ/IIOBAHOIO 3BITY
esenbliadT drop 3 6e3neku nikapcbKoro 3acoby: fitoua
KMiHiwe pepakuis: Yactota nogaHHs PO3b6 — 3
Lneujanenpenapare poku; KiHueBa aata 4151 BKIIOUYEHHSA JaHnX
M6X, HimeuunHa; 0o PO3b — 30.06.2020 p.; Aarta nogaHHs
Brpo6HuK, LWo —28.09.2020 p. MNMponoHoBaHa pefakuis:
BignoBsigae 3a YacTtoTa nogaHHa PO3B — 2 poku;
BUPOGHMULITBO rOTOBOI KiHueBa faTta A1 BKIYEHHSA AaHWX [0
[o30BaHol chopmu, PO3B - 31.10.2023 p.; faTa nofaHHs —
nepBrHHE Ta 29.01.2024 p. PekomeHpoBaHo A0
BTOPVHHE MakKyBaHHS, 3aTBEPXEHHSA BifNOBIAHO [0
MapKyBaHHs nepiofMYHOCTI NOAaHHSA PerynsipHo
NepBUHHOI yNaKoBKM, OHOBJ/IHOBAHUX 3BITIB 3 6€3MeKN NiKkapCbknx
KOHTPONb/BUNPOGYBaH 3aco6iB y €sponelicbkomy Coto3i
Hs cepii: Ekcenna
'M6X eHpg Ko. KrI,
Himeuunna
123. | METOTAB Tabnetku no 10 mr, Mepak HimeuumnH BupobHuk, Lo HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHnX 3a UA/11318/01/03
no 10 TabneTok y le3enbwadt a Bignosigae 3a Marepianis: 3mMiHu | TUny - 3MiHN LWOA0 peyenmom
6nictepi, no 1 a6o 3 orop KNiHiwwe MapKyBaHHs 6e3nekun/edheKTUBHOCTI Ta
6nictepu 3 Lneujanbnpe NepPBUHHOI YNaKoBKY, hapmakoHarnsagy. 3miHa yactotn Ta/abo
antoMiHieBOT oosbrm napate mM6X BTOPWHHE NakyBaHHS, TEPMiHIB NOAAHHSA perynsipHo
i IBX/MBAX-nniBku KOHTPO/b/BUNPOGYBaH OHOB/IOBAHMX 3BITIB 3 6€3MeKn NiKapCbknx
B nauu, HS cepii Ta 3a BUMycK 3ac06iB - 3MiHa YacToTV Ta TEPMIHY
cepii: Mepak nofAaHHA PerynsapHO OHOB/IIOBAHOIO 3BITY
lesenbliadT rop 3 6e3nekn nikapcobkoro 3acoby: Mitoya
KMiHiwe pegakuis: Yactota nogaHHs PO3b6 — 3
Lnevujanenpenapate poku; KiHueBa aata 4ns BKIIOYEHHSA JaHnX
M6X, HimeuunHa; 0o PO3b — 30.06.2020 p.; Aarta nogaHHs
Brpo6HuK, Lwo —28.09.2020 p. MNMponoHoBaHa pefakuis:
BignoBsigae 3a YacTtoTa nogaHHa PO3B — 2 poku;
BUPOGHMLITBO rOTOBOI KiHueBa faTta A1 BKIYEHHSA AaHNX [0
[o30BaHoi chopmu, PO3B - 31.10.2023 p.; faTa nofaHHs —
nepBrHHE Ta 29.01.2024 p. PekomeHpoBaHoO A0
BTOPVHHE MakKyBaHHS, 3aTBEPXEHHS BiANOBIAHO [0
MapKyBaHHs nepiogMYHOCTI NOAaHHSA PerynsipHo
NepBUHHOT YNaKoBKM, OHOBJ/IHOBAHUX 3BITIB 3 6€3MeKN JliKapCbKnX
KOHTPO/b/BUNPOGYBaH 3aco6iB y €sponelicbkomy Coto3i
Hs cepii: Ekcenna
'mM6X eHpg Ko. KI,
HimeuunHa
124. | METOTAB Tabnetkun no 2,5 mr Mepak HimeuumnH Bupo6HuK, Lo HimeuunHa BHECEHHS 3MiH 40 peecTpavLiiHnX 3a UA/11318/01/01
no 10 TabneTok y lesenbadr a Bignosigae 3a MaTtepianis: 3MiHu | TUny - 3MiHK WoA0 peyenmom
6nicTtepi, no 3 abo orop KNiHiwe MapKyBaHHs 6e3nekun/edheKTUBHOCTI Ta
no 10 6nictepis 3 Lneujanbnpe NepPBUHHOI YNaKoBKY, hapmakoHarnsgy. 3miHa yactotn Ta/abo
/1IOMIHIEBOT dhO/1bIN napate mM6X BTOPWHHE NakKyBaHHS, TEePMiHiB NogaHHA perynsipHo
i MIBX/MBAX-nniBku KOHTPONb/BUNPOGYBaH OHOB/IOBAHWX 3BITIB 3 6€3MeKn NiKapCbKnx
B nauuj HS cepii Ta 3a BUMycK 3ac06iB - 3MiHa YacToTu Ta TEpPMiHY
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
cepii: Mepak nofAaHHA PerynspHO OHOBJ/IIOBAHOIO 3BITY
esenbliadT drop 3 6e3neku nikapcbKoro 3acoby: fitoua
KMiHiwe pepakuis: Yactota nogaHHs PO3b6 — 3
Lneujanenpenapare poku; KiHueBa aata 4151 BKIIOUYEHHSA JaHnX
M6X, HimeuunHa; 0o PO3b — 30.06.2020 p.; AaTa nogaHHA
Brpo6HuK, LWo —28.09.2020 p. MNMponoHoBaHa pefakuis:
BignoBsigae 3a YacTtoTa nogaHHa PO3B — 2 poku;
BUPOGHMULITBO rOTOBOI KiHueBa faTta A1 BKIYEHHSA AaHWX [0
[o30BaHol chopmu, PO3B - 31.10.2023 p.; faTa nofaHHs —
nepBrHHE Ta 29.01.2024 p. PekomeHpoBaHo A0
BTOPVHHE MakKyBaHHS, 3aTBEPXEHHSA BifNOBIAHO [0
MapKyBaHHs nepiofMYHOCTI NOAaHHSA PerynsipHo
NepBUHHOI yNaKoBKM, OHOBJ/IHOBAHUX 3BITIB 3 6€3MeKN NiKkapCbknx
KOHTPONb/BUNPOGYBaH 3aco6iB y €sponelicbkomy Coto3i
Hs cepii: Ekcenna
'M6X eHpg Ko. KrI,
Himeuunna
125. | MINAPOKAPA-H PO34UNH A5 iH'EKLN, TOB YkpaiHa KoHTposb, Bunyck Ykpaina/ BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/10376/01/01
100 mr/mano5mnB | «®APMACE/ cepii: HimeuunHa marepianis: 3miHu | TUny - peyenmom
amnyni; no 10 » TOB «®APMACE/», AAMIHICTpaTVBHI 3MiHW. 3MiHa
amnyn y nauuj 3 YkpaiHa HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa
KapToHYy (BNacHvka peecTpauiiHoro NocBigYeHHs).
BTopuHHa ynakoBka, 3MiHa topuamn4YHoi agpecy 3asiBHUKa
KOHTPONb: (BNacHvika peecTpauiiHoro nocBigYeHHs).
XONOMAK
depnakyHrcTexHik
'm6X, HimeuunHa
Bupo6bHMLTBO
Hepo3acoBaHoi
npoayKuii, NnepBnHHa
Ta BTOPMHHA
yNakoBKa, KOHTPO/Ib:
XONOMAK
depnakyHrcTexHik
'm6X, HimeyunHa
126. | MIO/TOKAP/, PO34UH A5 iH ek, TOB YkpaiHa MpAT «Jlekxim- Ykpaina BHECEHHS 3MiH [JO peecTpavjiitHmx 3a UA/15151/01/01
100 mr/mano5mnB | «®APMACEN XapkiB» marepianis: 3miHu | TUny - peyenmom
amny/i CKsHii; no 5 » AJMiHICTpaTVBHI 3MiHW. 3MiHa
amnyn y 6nictepi; no HalilMeHyBaHHs Ta/abo afpecy 3asiBHMKA
2 6nictepu B navui 3 (BNacHviKka peecTpauiiHoro NocBigYeHHs).
KapToHy 3MiHa topuamnyHoi agpecy 3asBHUKa
(BNacHvka peecTpaLiiHoro nNocBig4yeHHs!).
127. | MIOPUKC® Kancynm TOB "ACIHO YkpaiHa nepBrHHa Ta MonbLua/ BHECEHHS 3MiH 40 peecTpaliiHNX 3a UA/14641/01/01
NPONOHIroBaHoI Aji YKPAIHA" BTOPWHHA YNakoBKa, CLWA MaTtepianis: 3MiHu | TUNy - 3MiHK 3 AKOCTI. peyenmom
TBEpAi no 15 mr, no [03BiNT Ha BUMYCK A®I. KoHTposnb A®I (iHLWi 3mMiHK) nogaHo
14 kancyny cepii: Opichapm OHOB/EHY Bepcito DMF Ha AdI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
6nictepi; no 1 MaHydhekyepiHr LinknobeHsanpuvHy rigpoxiopug Big,
6nictepy y Monbwa Cn. 3 0.0., BMpobHuka Dipharma Francis S.r.l., ITanis.
KapTOHHI KOpooLi MonbLa; 3aTtBepmkeHa Bepcis: DMF dated October
BMPOGHMLTBO 2021 OHoBneHa Bepcis: DMF dated
Hepo3acoBaHol November 2022
npoaykuii: Agape
dapmacbloTikans, IHK.,
CLLA
128. | MIOPUKC® Kancynm TOB "ACIHO YkpaiHa nepBrHHa Ta MonbLua/ BHECEHHS 3MiH A0 peecTpaLiiHnX 3a UA/14641/01/02
NPOJIOHroBaHoi fji YKPAIHA" BTOPUHHA YNaKoBkKa, CLWA Marepianis: 3MiHu | TUny - 3MiHM 3 AKOCTI. peyenmom
TBepAi no 30 mr; no [03BiN Ha BUNYCK A®|. KoHTposib A®I (iHLWi 3MiHK) nogaHo
14 xancyny cepii: Opichapm oHOoBNeHy Bepcito DMF Ha AdI
6nictepi; no 1 MaHydhekyepiHr LinknobeHsanpuvHy rigpoxiopug Big,
6nictepy y Monbwa Cn. 3 0.0., BMpobHuka Dipharma Francis S.r.l., ITanis.
KapTOHHI KOpoOLi MonbLa; 3aTtBepmkeHa Bepcisi: DMF dated October
BMPOGHMLTBO 2021 OHoBneHa Bepcis: DMF dated
Hepo3acoBaHol November 2022
npoaykuii: Agape
dapmacbloTikans, IHk.,
CLLA
129. | MOKCUD/TIOKCA | kpansi ouHi, 5 TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnX 3a UA/16662/02/01
LUNH-®APMEKC Mmr/mn, no 5 mny "®APMEKC reyn MaTtepianis: 3MiHu | TUny - 3MiHU 3 AKOCTI. peyenmom

donakoHi, no 1 reyn" CepTuddikat BignosigHocTi/lE-cepTucpikat

hnakoHy pasom 3
KPULLIKOO-
KpanesibHULEe y
nauuj 3 KapToHy

BiANOBIAHOCTI E€BpONenchbkili
hapmakonei/moHorpadii. NogaHHA HOBOro
a60 OHOBNEHOrO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI EBpONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
mMartepiany/peareHTy/NPOMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; Ana AONOMDKHOT
peyoBunHY (cepTudiikaTt BifMoBIgHOCTI
€Bponelicbkiii hapmakonei) - Howii
cepTudikar Big HOBOro BUpO6HMKa (3amiHa
ab60 AONOBHEHHS) NOAAHHA HOBOMO
cepTudikaTa BiANOBIAHOCTI EBpONECHKIi
hapmakonei Ne R1-CEP 2014-101 - Rev
00 aNns Ajiroyoi pevyoBUHN
MOKCUIOKCaUMHY Tigpoxiopuay Bif
HoBoro Bupo6Huka ARAGEN LIFE
SCIENCES PRIVATE LIMITED, Ingis
(BONOBHEHHS). 3MiHM | TUNY - 3MiHK 3
AKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauinn Ta/abo
[OMYCTUMUX MeX, BUSHAYEHNX Y
cneumdikayisx Ha Adl, abo
BWXigHW/NPOMIDKHUIA NpoAyKT/peareHT, Wwo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

BMKOPVCTOBYIOTBCS y NpoLeci
BMPO6HMLTBA AD| (4ONOBHEHHS
cneumdikaLii HOBUM NMOKA3HNKOM AKOCTi Ta
BiANOBIAHMM MEeTOA40M BUNPOOYBaHHS)
[OONOBHEHHS cnevmdikayii BxigHoro
KOHTPO/IO Ait0H0i pevOBUHM
MOKCUdQ/IOKCaLMHY Fifpoxiopuay
BMpo6HuuTBa ARAGEN LIFE SCIENCES
PRIVATE LIMITED, IHAis noka3H1KOM
AKOCTI «3a/IMLLKOBI PO3UMHHUKNY». 3MiHU |
TMNYy - AOMIHICTPaTVBHI 3MiHWU. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKNOYaOUn
AinbHuui Ana A®l, npoMiXXHOro NpoaykTy
ab0o roToBOro Jlikapcbkoro 3acoby,
AINbHULI ANA NPOBEAEHHS NakKyBaHHS,
BMPOGHMKA, BiAMOBIfa/IbLHOMO 3a BUMYCK
cepild, MicLe NpoBeAEHHs1 KOHTPOSHO cepii)
ab0 nocTtavyasibHMKa BUXIAHOTO MaTepiasy,
peareHTy abo A0NOMIXHOT pe4yoBUHM
(AKLL,0 3a3HAYEHO Y AOCLE) BUTYYEHHS
BMPOGHUKA Ail040i peYoBUHU
MokcudpiokcauyHy rigpoxnopugy NOSCH
LABS PVT. LTD,, IHgis

130.

MOJIECKIH®

Kpem 0,1 %, no 15 r
y Ty6i; no 1 1y6iy
naui 3 KapToHy

AT "®apmak”

YkpaiHa

AT "dapmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3MiHu | TUMy - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KoHTposb
[O0MNOMDKHMX PeqyoBUH. 3MiHa napameTpis
cneumdikauin Ta/abo fonycTumMmnx Mex
0151 LONOMDKHOI peqoBUHM (IHLWI 3MiHWM)
BunyuyeHHsa nokasHuka "[osa
onpoMiHeHHS" i3 cneyndikauii ans
[L0MOMDKHOT peyoBrHM ANOMIHIEBA Ciflb
OKTEHINCYKLUMHATY KPOXMaslto, OCKINIbKM He
€ NMOoKa3HUKOM sIKOCTi."[lo3a onpoMiHeHHS"
- e iHdbopmaLis, sika HagaeTbes
BMPOGHUKOM i B SIKili BiH 3a3Havae, Lo
06'ekT 06p06IABCA f030t0 pagiauii ans
[OOCATHEeHHA BiAMNOBIAHOCTI NOKa3HUKY
"MikpobionoriyHa uncrora”. A Takox
BUMPaB/IEHHS TEXHIYHOT NOMW/IKK, AKa
6yna gonylueHa npy BUKNaAeHHI
MeToAMKM TecTy "ifgeHTudikauin”, a came
3a3HayeHo KOHLEeHTpaU,ito Cycnensii y
Ba3eniHoBoMy macni ik 20%, BipHOW €
KOHUEeHTpauisa 25%. 3aTBepa)KeHo:
[lo3a onpomiHeHHs1. Big 0, 20 Mpag, oo
0,60 Mpag,. lpeHTudpikauisi. Y XimiyHui
CTakaH MicTKicTio 50 M/ BigBaxytTb 2,5 T

3a
peyernmom

UA/7002/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

nopoLLKy Ta 7,5 r Ba3eniHOBOro macna;
peTesnibHO NepeMillyoTb 3a [0NoMOro
CKNAHOT NasINykM 40 YTBOPEHHSA
OHOpIZHOI cycneHsii. MNpw nepernsgi 3a
nonomoroto Mikpockony 20 % cycneHsiiy
Ba3eNiHOBOMY Machi npy 36iMbLIEHHI X
600 MatoTb BUABNATUCH YaCTKK, LLO
MarTb cneLudiyHnii BUrnaa.
3anponoHoBaHo: BunyyeHo -
laeHTudikalisa. Y ximiyHuii ctakaH
MicTKicTio 50 MN BigBaxkytoTb 2,5 T
nopoLLKy Ta 7,5 r Ba3eniHoBOro Macna,;
peTesibHO NepemiLlyroTh 3a JONOMOror
CK/ISHOT NaUTMYKM [0 YTBOPEHHSA
ofHopigHOI cycneHsii. Mpu nepernsgi 3a
Jonomoroto mikpockony 25 % cycnessii y
Ba3eliHOBOMY Mac/i npy 36iMbLUEHHI X
600 MaloTb BUSABNATUCA YACTKW, LLIO
MatoTb CneundiYHnA BUrIag,

131.

MOMETA3OH-
TEBA

cnpeii HasaslbHUiA,
cycneHsisi, 50
MKr/go3y, no 10 r
(60 0o3) y donakoHi 3
[03yto4nm cnpei-
Hacocom Ta
posnunoBavem,
3aKpUTUM
KoBnauykom; no 1
dhnakoHy B
KapTOHHI/ Kopoo6Li

TOB «TeBa
YkpaiHa»

YKpaiHa

BMPOOHULITBO 3a
NOBHUM LpKIOM: TeBa
Yex IHpacTpis c.p.o.,
Yecbka Pecny6nika;
KOHTPO/Ib cepii 3a
MOKa3HNKOM
"Bu3HauveHHsA
MOMeTa3oHy diypoarty
y Masmnx
Kpannsx/yacTtkax'":
Menb6ypH CaliHTudik
Nimiteq, Benvka
BpuTaHis

Yecbka
Pecny6nika/
Benvka
BpuTaHis

BHECEHHS 3MiH [JO peecTpaLiinHmx
marepianis: 3MiHu | TMny - 3MiHK 3 AKOCTI.
A®|. Bupo6HMLTBO. 3MiHM B NpoLiECi
BUpo6HMLUTBa AP| (HE3HaUYHA 3MiHa Y
3aKpuUTIin YacTuHI macTep-halina Ha Adl) —
He3HauHi 3MiHV Y BUPOBHUYOMY NpoLeci y
3aKpUTIll YacTuHI MacTep-chaiiny Ha ADL.
Brpo6Huk A®I 3a3Havae, Lo BUPOGHUYNIA
npoLec, onMcaHuii B YMHHIN pedakui
n.3.2.S.2.2. Onuc BUpo6HMYOro npoLiecy
Ta 1i0ro KOHTPOJIK0 MOBHICTHO iAEHTUYHNI
npouecy, OnMcaHoMy B 3MiHEHUX YacTUHaX
macTep-aiiny. BBefeHHA 3MiH NpoTArom
6-T MicALIB MiCNA 3aTBEPMKEHHS. 3MiHM |
TMny - 3MiHK 3 aKkocTi. A®l. BUpo6HMLTBO.
3MiHM B npoveci BupobHuuTea AP| (iHLi
3MiHW) — OHOB/IEHHSA po3giny 3.2.5.2.2.
Onuvc BMPOGHMYOro NpoLecy Ta oro
KOHTPO/IO YaCTUHW 3asiBHMKA MacTep-
chaviny no Bepcii 40400-EUDMF.01.2021
napasieNlbHO 3 OHOB/IEHHAM 3aKpUTOT
yacTuHu. BkoyeHo gogatkoBy
iHchopmawito Wwoao ovikyBaHOro
pesynbTaty Ta BUXoAy NpoAyKLii.
MpuHUMN Ta NpoLiec BUPO6HULTBA He
3MIHIOETbCA. BBEAEHHS 3MiH NpoTArom 6-
TN MiCALiB Nicns 3aTBepAKEeHHS. 3MiHu |
MYy - 3MiHK 3 AKOCTi. ADL. (iHLWi 3MiHW) -
He3HayHi 3MiHW Y YacTUHI 3asBHKKa Ta B

3a
peyenmom

UA/15611/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
3aKpuTIil YacTuHi MacTep-ghaiina Ha AdI.
BBeneHHs 3MiH NpOTAroM 6-Tu MicsLiB
nicns 3aTBepkKeHHs.
132. | MOoTONPUA, TabneTku, BKpUTI AT YkpaiHa AT "K/NIBCbKUW YkpaiHa BHECEHHS 3MiH [0 peecTpavyinHmx 3a UA/17445/01/01
NNiBKOBOO "KNIBCbKM BITAMIHHNIA mMartepianis: 3MiHu | TUNy - 3MiHW 3 AKOCTI. peyenmom
060510HKot0, Mo 50 BITAMIHHWIA 3ABO" [oToBWMIA Nikapcbkunii 3aci6. CTabiNbHICTb.
mr; no 10 TabneTok 3ABOA" 3miHa y TepmiHax npugatHocTi abo
y 6nictepi; no 1, 2 ymoBax 36epiraHHsi roTOBOrO /ikapCbKoro
abo 4 6nictepn y 3acoby (36i1bLEeHHA TepMiHy NpuAaTHOCTI
nauui roTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBOi yNakoBKW (MigTBEPLKYETLCS
[aHVMU peanbHOro vacy) 36i/bLlIeHHs
TepMiHy NMpUAAaTHOCTI FOTOBOrO
NikapcbKoro 3aco6y Ha OCHOBI NO3UTUBHUX
pe3ynbTaTiB fOBrOCTPOKOBUX AOCAIAKEHD
CTabisIbHOCTi y peasibHOMY Yaci:
3aTBepxeHo: TepMiH npuaaTHoCTi: 2
POKK. 3anponoHoBaHoO: TepMmiH
npuaaTHoCTi: 3 pokn. 3MiHV BHECEHi B
IHCTPYKLi0 AN MeANYHOT0 3aCTOCYBaHHS
nNiKkapcbKoro 3acoby y po3ain "TepmiH
npugaTHocTi". BBeaeHHs 3MiH npoTsarom 6-
TV MicALIB NicAsa 3aTBepAKEHHSA
133. | HASA/IOHI® cnpeii HasaslbHWiA, TOB YkpaiHa TOB "Mikpochapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHx 6e3 UA/10620/01/01
[o3oBaHuit 0,05%; "BAJNTAPTIH MaTtepianis: 3MiHu | TUNy - 3MiHK 3 AKOCTI. peyenma
no 10 r y donakoHi; DPAPMA" [OTOBWIA Nikapcbkuii 3aci6. KoHTposb
no 1 donakoHy y roTOBOrO /iKapcbKoro 3acoby. 3MiHa
nauui napameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCcbKoro
3aco6y (iHLi 3MiHN) BHECEHHS 3MiH B
creundikauito LWoao nepiognyHoCTi
KOHTpON0 /13 3a NOKa3HNKOM
"Mikpob6ionoriyHa uncroTa”, a came:
«KOHTPO/Ib MPOBOAATL A1 KOXKHOI AeCATol
cepii NpoAykTy, ane He pijLle oAHOro pasy
Ha piK (He pyTUHHWIA TecT)»
134. | HATPIKO KpucTanivyHmi AT Yecbka YEX Copga Monbcbka Monbwa BHECEHHS 3MiH [JO peecTpaLinHmx - UA/17803/01/01
rNAPOKAPBEOHA NOPOLLIOK "IMKo®apma" | Pecny6nik C.A. marepianis: 3MiHu | TUNy - 3MiHX 3 AKOCTI.
T (cybeTaHuis) y a A®l. KoHTposnib A®I. 3miHa y napameTpax
naneposux abo cneuudikaLin Ta/abo foNyCTUMUX MEX,
nonieTuIeHoBMX BM3HaUYeHX y cneyndikauisx Ha A®l, abo
ab0 MonieTuIeHoBO- BUXIAHWIA/MPOMDKHMIA MpoAyKT/pearexT, Wwo
NponiNeHoBnX BMKOPVCTOBYIOTBCS y Npoueci
MiLLKax Anas BMPOGHULTBA AD| (BUNYYEHHA HE3HAYHOTO
chapmaLeBTUYHOro rokasHuKka AKoCTi (Hanpuknag BUNyYeHHs
3aTOCYBHHSA 3aCcTapifioro NokasHuka)) BULaIeHHs
3acTapinoro nokasHuka "Apcen" 3i
cneundikauii A®l, i3 BignosigHum
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
MEeToAO0M BUMPOGYBaHHS BiAMOBIAHO A0
BUAAIEHHA [aHOro NnokasHuka 3
MoHorpadii EP, wwo 3ymoBneHo
cTparerieto 3 iMneMeHTauii NpuHUMNIB
KepiBHuuTBa ICH Q3D WoA0 efleMeHTHUX
[LOMILLIOK.
135. | HEOMAKC® TabneTku, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMK, CnoseHis/ BHECEHHS 3MiH [0 peecTpavliinHx 3a He UA/14939/01/01
NNiBKOBOO HoBo mecTo BiANoBigabHUIA 3a Xopsaris MaTepianis: 3miHu | TMny - 3MiHK WoA0 peyenmom | nidssieae

060/10HKO0, Mo 100
Mr no 10 TabneTok y
6nictepi; no 1, 6 abo
12 6nicTepiB y
KapTOHHIA KopooLi

BTOPWHHE NaKyBaHHS:
KPKA, a.4., HoBo
mMecTo, CrioBeHis;

BMPOGHUK,
BignoBiganbHWi 3a
KOHTPO/b cepil,
Bunyck cepii: KPKA,
A.4., Hoso mecTo,
CnoBeHis; BUPOGHUIK,
BiANOBigaIbHUI 3a

BMPOGHMLTBO “in bulk",

nepBuHHe Ta

BTOPWHHE NakyBaHHS,

KOHTpO/b cepii,
Bunyck cepii: KPKA-
®APMA p.0.0.,
XopBartis

6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpOTKiii
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3aCTOCyBaHHSA
reHepuyHUX/ribpmuaHnx/6ionodibHmx
NiKapCbKnx 3aco6iB Nic/isi BHECEHHS Tiel
camoi 3MiHM Ha pedoepeHTHUIA Npenapar
(3miHa He noTpebye HafaHHSA XOLHUX
HOBUWX A0AATKOBMX AaHnX) 3MiHN BHECEHO
[0 iHCTPYKUiT A8 Mean4HOro
3acToCyBaHHS Nikapcbkoro 3acoby y
posginu: "®apmakoTepaneBTuyHa rpyna.
Kog ATX" (3aTBEpAKeHO:
AHTVHeonNacTUYHi 3acobu. IHLWi
aHTUHeonacTUyHi 3acobwm. IHribiTopu
npoTeiHkiHasu. ImatuHi6. Kog ATX LO1X
EO1 3anponoHoBaHO: AHTUHEONNACTUYHI
3aco6u. IHribiTopy Tpo3nHkiHasm BCR-
ABL. ImaTtuHi6. Kog ATX LO1E A01),
"Moka3aHHs", "3acTocyBaHHA y nepios
BariTHOCTi ab0 rogyBaHHs rpyaat”,
"Mo6iuHi peakwyii” BignoBigHO A0
iHhopmaLii woao MeanyHoro
3acTocyBaHHs pehepeHTHOro Nikapcbkoro
3acoby (IMNIBEK, TabneTtku, BKpUTI
NNiBKOBOK 060/10HKOI0) BBEiEHHSA 3MiH
NPOTAroM 6-Tm MicALIB 3 Aatn
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoA0
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3nekn 3acToCyBaHHS /likapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
SIK pe3ybTar OLIHKW 3BIiTY 3 AOCNIKEHD,
npoBefleHnX Bi4NOoBiAHO A0 NaaHy




97

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
nepjatpnyHux gocnigpkens (PIP) (iHwi
3MiHN) 3MiHW BHECEHO A0 IHCTPYKLi Ans
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby y po3ain "MNobiyHi peakuii”
BiNOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3
6e3nekun Aito4oi pevoBrHN BBeaeHHS 3MiH
NpoTArom 6-Tm MicALIB 3 Aatu
3aTBEPAKEHHS
136. | HEOMAKC® TabneTkun, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMK, CnoseHis/ BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/14939/01/02
NNiBKOBOIO HoBo MecTo BignoBiganbHWi 3a XopB.arTis Marepianis: 3miHu | TUny - 3MiHK LWOA0 peyenmom | nidnsizae

060/10HKO10, M0 400
mr no 10 TabneTok y
6nictepi; no 1, 3 abo
6 6nicTepiB y
KapTOHHI/ Kopoo6Li

BTOPVHHE MaKyBaHHS:
KPKA, a.4., Hoso
mecTo, CroBeHis;

BUPOOBHUK,
BiANOBiAaIbHUI 3a
KOHTpO/b cepii,
Bunyck cepii: KPKA,
A.4., HoBo mecTo,

CnoBeHis; BUPOGHWK,
BiANoBigabHUIA 3a

BMPO6HMLTBO "in bulk”,

nepBuHHe Ta

BTOPVHHE MakKyBaHHS,

KOHTPO/b Cepil,
Bunyck cepii: KPKA-
®APMA p.0.0.,
Xopsaris

6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHu y KOpoTkii
XapaKTepucTuLi fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMNYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMXx/6ionoai6HNX
nNiKapcbkunx 3acobiB Nic/is BHECEHHSA Tiel
camoi 3MiHM Ha ped)epeHTHUIA Npenapar
(3MiHa He NOTpebye HafaHHS XOAHMX
HOBUX A0JATKOBUX AaHNX) 3MiHN BHECEHO
[0 IHCTPYKLIT ANnS Mean4HOro
3aCTOCyBaHHS Nikapcbkoro 3acoby y
po3ainu: "dapmakoTepaneBTUYHa rpyna.
Kog ATX" (3aTBEpAKEHO:
AHTUHEONNACTUYHI 3aCo6M. HLU
aHTMHeonNacTUYHi 3acobu. IHriGiTopu
npoTeiHkiHasu. ImatuHi6. Kog ATX LO1X
EO1 3anponoHoBaHO: AHTUHEONNAaCTUYHI
3acobu. IHribiTopy TMpo3nHKiHa3n BCR-
ABL. ImatuHi6. Kog ATX LO1E A01),
"MokasaHHsa", "3acTocyBaHHs y nepios
BariTHOCTi abo rofyBaHHsA rpyaar”,
"Mo6iuHi peakwyii" BigNoBigHO A0
iHcbopma,ii LLoA0 MeauyHoro
3aCTOCyBaHHA pehepeHTHOro Nikapcbkoro
3acoby (MNIBEK, Tabnetku, BKpUTI
nniBKOBOK 060/10HKO) BBEAEHHS 3MiH
NpPOTAroM 6-Tu MicAUiB 3 Aatn
3aTBEPMKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkili
XapakTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKUii Ans
MeAMYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo AoC/imKeHb 3
6e3neky 3acToCyBaHHSA MikapCbKoro
3acoby B nicnsipeecTpauiiHnii nepiog, abo




98

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHuX BignoBigHO A0 niaHy
negjiarpnyHux gocnigpkes (PIP) (iHwi
3MiHM) 3MiHM BHECEHO A0 iHCTPYKLi A1
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y po3gin "Mob6iuHi peakwi”
BiANOBIAHO [0 OHOBEHOI iIHGhOpMaLi 3
6e3nekun Ajtoyoi pevyoBuHY BeeeHHSA 3MiH
NpPOTAroM 6-T! MicALIB 3 Aatn
3aTBEPAKEHHSA
137. | HIKOMEKC PO34UH A5 iH ek, TOB YkpaiHa MpAT "Nekxim-Xapkis" Ykpaina BHECEHHS 3MiH [JO peecTpaLiinHmx 3a UA/15072/01/01
50 mr/mn; no 2 mn B «®APMACE/ marepianis: 3miHu | TUny - peyenmom
amnysi CksHii; no 5 » AZMiHICTpaTMBHI 3MiHW. 3MiHa
amnyn y 6nictepi; no HalilMeHyBaHHs Ta/abo aApecy 3asiBHMKa
2 6nicTepu B navui 3 (BNacHviKka peecTpauiiHoro nocBigYeHHs).
KapTOHY; No 5 Mn B 3miHa opuanyHoi agpecy 3asiBHUKA
amny/i cksHil; no 5 (BNacHvKa peecTpauiiHoro NocBigYEHHS).
amnyn y 6nictepi; no
1 6nicTepy B nauui 3
KapToHy
138. | HIMECYNIA, Tabnetkv no 100 wmr, AT YkpaiHa AT "ly6Hndhapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHx 3a He UA/5536/01/01
no 10 TabneTok y "Nly6HNchapm” mMarepianis: 3MiHu | TUNy - 3MiHK WoA0 peyenmom | nidssieae

6nictepi, no 1, 2, 3
abo 10 6nictepiB y
nauLi 3 KapToHy; No
10 TabneTok y
6nictepax

6e3nekn/edheKTMBHOCTI Ta
hapMakoHarnsigy. 3miHa y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3nekn 3acToCyBaHHS /likapCbKoro
3acoby B nicnspeecTpauiiHuii nepiog, abo
SIK pe3ybTar OLIHKN 3BiTY 3 AOCNIKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
negiatpuyHux gocnimxkers (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpPraHoM).
3MiHV BHeceHOo A0 IHCTpykuii ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro
3acoby A0 po3giny "3acTocyBaHHA y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
3 6e3nekn 3acToCcyBaHHS Ajilo40i PeHOBUHM
BiANOBIAHO A0 pekomeHaauin PRAC.
BBefeHHA 3MiH NpoTAroM 6-Tu micsauis
nicnsa 3aTBepakeHHs. CynyTHs 3miHa -
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(n)
00 3060B'A3aHb Ta YMOB Buadi
pPeECTpaLiiHOro NOCBIAYEHHS, BKIOYAKUM
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

MnaH ynpasniHHA pusnkamu
(3acTocyBaHHS TEKCTY, KNI NOrOMKEHW 3
KOMMETEHTHUM OpraHom). 3asBHUKOM
HaZiaHO OHOBJ/IEHWIA [MNaH ynpaBniHHA
pu3nkamu Bepcis 1.1. 3MiHW BHECEHO [0
YyacTuH: | «3aranbHa iHchopmavis», I
«Cneundpikauis 3 6esnekn» (mogyne CVIII
«Pe3tome npobnem 6esnekn»), Il «MnaH 3
hapmakoHarnsgy», V «3axoau 3
MiHimi3aLii pusukie», VI «Pe3tome nnaHy
ynpasniHHA pusmkamm», VIl «ogatku» y
3B'A3Ky 3 OHOBJ/IEHHAM iHhopMaLlii B
NPOEeKTi IHCTPYKL,ii 415 MeguyYHoro
3acToCyBaHHA Ha nigcTasi pekoMeHaawii
PRAC
3Mminu | TURy - 3MiHK Wopao
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHu
BHECEHO A0 IHCTPYKLiT 4519 MeaNYHOro
3aCTOCyBaHHS ikapcbKoro 3acoby Ao
po3giny "Mo6iuHi peakuii" 3 6e3nekun
3aCTOCYBaHHS fjil040T PEYOBUHU.
BBeneHHs 3MiH NpOTAroM 6-Tu MicsALiB
nicns 3aTBepapkeHHs

139.

HICMA3M
DPOPTE®

TabneTku, BKpUTI
NiBKOBOIO
060/10HKO0, Mo 80
Mr no 10 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHIA KopooLi

TOB «MIBE
YKPAIHA»

YkpaiHa

mibe Mm6X
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [0 peecTpavliinHx
MaTepianis: 3miHu | TMny - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn) OHOBNEHHS
TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro
3acoby, a came: 3miHa y n. 3. <HOMEP
CEPII IKAPCbKOIO 3ACOBY»
NepBUHHOI ynakoBsku, y n. 12. «<HOMEP
PEECTPALLIVHOIO MOCBIAYEHHSA» Ta
n. 13. <HOMEP CEPIi IKAPCbKOIrO
3ACOBY» BTOPUHHOI ynakoBku. TepMiH
BBE/IEHHS 3MiH MPOTAroM 6 Micauis nicns
3aTBEPAKEHHSA

6e3
peyenma

UA/15658/01/01

140.

HIPEKAIH

Kpem pekTanbHuii;
no 30 r kpemy y Ty6i
3 KOBNa4Kkom; no 1
Ty6i y KOMMNAEKTi 3
KaHione y
KapTOHHIA Kopoo6Li

Heodhapmep,
LoKenTini
C.n.A.

ITanisa

Hbto.®a.fem. C.p.n.

ITanis

BHECEHHS 3MiH [JO peecTpavjiitHmx
MaTepianis: TexHiuyHa nomunka (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460)
BunpaBneHHst TEXHIYHOI NOMWIKK, 3rigHO
n.2.4. po3giny VI Hakazy MO3 Ykpainu Big
26.08.2005p. Ne 426 (y pepaxuii Hakazy
MO3 Y«kpainu Big 23.07.2015 p Ne 460) —
BrinpaBneHHs TeXHIYHOT NOMUIIKH,
MOB’AA3aHO i3 HEKOPEKTHUM NepekiagomM
iHbopmaLii Ha yKpaiHCbKy MOBY 3
mMaTepianis peecTpauiiHoro gocke. B

3a
peyenmom

UA/18946/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

3aTBepMKeHIl cneumdikadii Ta meTogax
KOHTPO/II0 HEO6XiAHO BUNPaBUTN Ha3BY
[0MNOMDKHOT pEYOBUHY 3: METUN p-
rigpokcubeH3oaT Ha HaTpitlo MeTun n-
rifpokcmbeH3oarT; nponin p-
rigpokcmbeHsoar Ha nponin n-
rigpokcmbeHsoar. 3a3HayeHe
BMNPaB/IeHHs BignoBigae marepiasiam
peecTpaLiiHoro Aocke

141.

HOBI FrENb®

rens 2,5 %; no 30 r
y Ty6i; no 1 1y6i y
nauu

AT "dapmak"

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliinHx
MaTepianis: 3miHu | TMNy - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3MiHKn
BHECEHO [0 iHCTPYKLIT 415 MeanyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3giny "Mob6iyHi peaxuii" woao
iHhopmaLLii CTOCOBHO MOBIAOM/IEHHS MPO
nigo3proBaHi No6iyHi peakuii. TepmiH
BBEJEHHS 3MiH - NpoTArom 6 micAuis nicns
3aTBEPKEHHS. 3MiHM | TNy - 3MiHK Woa0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkiii
XapaKTepucTuLi Nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3neky 3acToCyBaHHSA NiKkapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/IKEHb,
npoBefeHnX BigNoBiAHO A0 NnaHy
negiatpuyHux gocnimxkers (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHUM OpraHoM) 3MiHN BHECEHO
00 IHCTPYKLUiT ANna MeguyHoro
3aCTOCYBaHHS NikapCbkoro 3acoby A0
po3ginis "lpoTunokasaHHA" Ta
"3acTocyBaHHSA y nepiog, BariTHOCTi abo
rogyBaHHsA rpy4ar” Wwoao 6esneku
3aCcTOCyBaHHS Ajt040i peyoBUHU
KeTonpodyeH BifNOBIAHO [0 pekoMeHaaLliii
PRAC. TepmiH BBEAEHHS 3MiH - TPOTArOM
6 MicALiB nicns 3aTBepAKEHHSs!

3a
peyenmom

He
nionsieae

UA/15144/01/01

142.

HOOTPO®EH-
DAPKOC

Tabnetku no 250 wmr;
no 10 TabneTtok y
6nictepi; no 10
Tabnetok y 6nictepi,
no 2 a6o 3 6nictepu

TOB
"hapmaueBTu
YHa KoMnNaHis

"®apKoC"

YKpaiHa

TOB "®apmaueBTuyHa
KomMmnaHis "®apKoC"

YkpaiHa

BHECEHHS 3MiH [JO peecTpavjiinHmx
marepianis: 3MiHu | TUMy - 3MiHK 3 AKOCTI.
["oTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo

6e3
peuyenma

UA/17568/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
y KOpobLi 3 KapTOHY [0MyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco06y (iHLWWi 3MiHK) BBEAEHHS
nepiogNYHOCTI KOHTPOJIIO 3@ NOKA3HNKOM
«MikpobionoriyHa yactoTa» B
cneumdikauii M3 — «*KOHTPOsIb KOXHOT
n'AToi cepii (an1e He pigLle ogHOro pasy Ha
piK)»
143. | OKTEHICENT po34uH; no 50 mny LLonbke i HimeuuunH LLironbke i Maiip FTmM6X HimeuuunHa BHECEHHS 3MiH [JO peecTpaLiinHmx 6e3 UA/4056/01/01
hnakoHi 3 Maiip Mm6X a marepianis: 3miHu | TunNy: 3MiHn 3 AKOCTI. peyenma
posnuaioBavem; no A®I. KoHTponb A®I. 3miHa y MmeToAax
1 chnakoHy B BMNpo6yBaHHa APl abo BuxigHoro

KapTOHHI kopo6Lyj;
no 50 mn y cpnakoHi
3 BariHa/IbHUM
annikatopom; rno 1
chnakoHy B
KapTOHHI Kopobuyj;
no 250 mn a6o 1000
My chnakoHax; rno
250 Mn 'y hnakoHi 3
po3nuaBayem

martepiany/npomikHOro
npoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA
y npoveci Bupo6HuuTBa A®I (He3HauHi
3MiHW y 3aTBEPMXXEHUX MEeTofax
BMNPOGYBaHHS) HE3HAYHI 3MiHN Y
3aTBEPAKEHOMY METOfi BUNPOBYBaHHSA
«MikpobionoriyHa uncrota» ans
Bu3HayeHHs TAMC B gitovili pe4oBuHi
OKTeHiguHy aurigpoxnopugy. Metog 6yno
TEXHIYHO NEPEr/IAHYTO 3 BUKOPUCTAHHAM
MeM6paHHMX (DiNbTPIB 3 Aiana3oHoMm
niameTpis 47 - 50 MM 3aMiCTb
chikcosaHoro giametpa 50 mm. Lie ctano
HeoOXiAHNM Yepe3 3MiHy nocTayasibHMKa
MeM6paHHOoro qinibTpa. 3MiHu | Tuny:
3MiHuM 3 SIKOCTi. [OTOBMIN Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTogax BUnpobyBaHHA roTOBOro
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX METOAAX BUNPOOYBaHHS)
He3HauHi 3MiHW Y 3aTBepKEHOMY MeTOAi
BMNpo6yBaHHsA «MikpobionoriyHa
yncToTa» A8 Bu3HavyeHHs TAMC ansa
roToBOro nikapcbkoro 3acoby. Metop, 6yno
TEXHIYHO NEPEr/IAHYTO 3 BUKOPUCTAHHAM
MeM6paHHUX (DiNbTPIB 3 Aiana3oHom
niameTpis 47 - 50 MM 3aMiCTb
chikcosaHoro giametpa 50 mm. Lie ctano
HeoObXiAHNM Yepes3 3MiHy nocTayasibHuKa
Mem6paHHoro dinbTpa. MNigTBepaxeHo,
Lo hinbTpyounii Matepian Ta po3mip nop
3aMLWaTbCA HE3MIHHMMM BiAMOBIAHO A0
sBumor EP 2.6.12. 3amiHa noToO4HOro
[JeTanbHOro onucy MeToay 3arasibHUM
nocvnaHHam Ha EP BignosigHo fo Bumor
€Bp. ®apm. 2.6.12. 3MiHu | Tuny: 3MiHun 3
AKOCTI. [0TOBWIA NikapcbKuWii 3acib.
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Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

KOHTPO/1b roTOBOrO NiKapchbKoro 3acoby
(iHWi 3MiHW) 3MiHa MOBW BUKAAEHHS
MeTopjiB KOHTPO/IO AKOCTI /TiKapCbKOro
3ac00y 3 pPOCificbKOT Ha YKpaiHCbKy. 3MiHU
| Tuny: 3MiHK 3 aKocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneupudikaLiin Ta/abo
[OMYCTUMUX MEX, BU3HAYEHNX Y
cneumdikayisx Ha A®l, abo
BUXIAHUIA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BMKOPVCTOBYIOTBCS y NpoLeci
BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO
nokasHuka sIKoCTi (Hanpuknag, BUnIy4YeHHs
3acTapifnioro nokasHuka)) BUIy4eHsi
He3Ha4yHOro NokasHuka SKOCTi «Baxki
mMeTann» 3i cneundikauii A®| okTeHignHy
avrigpoxnopugy. 3miku | Tny: 3miHu 3
AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b AONOMDKHUX PEYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo
LOMYCTUMUX MEX AN AONOMDKHOT
peyoBuHM (BUNYYEHHS 3i cneumdikawil
He3HaYyHOro nNokasHuka (Hanpviknag
3acTapisioro NoKasHUKa)) BUNYyYeHHs 3i
crneungikaLii He3Ha4YHOro NoKa3HMKa
«Baxki MeTasin» Ans AONOMKHOT
peyoBUHM KoKamigonponinéetaiH. 3miHu |
TUny: 3MiHW 3 AIKOCTI. FOTOBUIA Nikapcbkuii
3aci6. Cuctema
KOHTeliHep/3aKyrnopoBasibHuii 3aci6.
3MmiHa chopmu abo po3mipy KoHTeliHepa un
3aKynoproBasibHOro 3acoby (nepBMHHOT
ynakoBkW) (HecTepusbHi Nikapcbki 3acobu)
He3HauHi 3MiH1 hopMu (NepBUHHOT
YyNakoBKM) Yepes3 HE3HIMHICTb Hacoca,
HeMae 3MiH y 3pyYHOCTi BUKOPUCTaHHSA MiX
3aTBEPLKEHVM Ta HOBUM
pO3NVNOBaSIbHUM HAcOCOM. 3MiHu | Tuny:
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
Cuctema KoHTeliHep/3akynoptoBasibHUl
3aci6. 3miHa y MepBUHHIl ynakoBLi
roTOBOrO JlikapCbKOro 3acoby (sikicHuii Ta
KinbKicHuiA cknap) - M'siki Ta HecTepubHI
piaKi nikapcbki hopmu - fogaBaHHsA
anbTepPHATUBHOIO PO3NWIOBa/ILHOTO
Hacoca 419 onakoHiB Ha 50 mn Ta 250
M1, A9 YHUKHEHHSI cUTyaLii, Konm ToBap
BiICYTHIlA Ha cknagi; 3anponoHoBaHWi
nakyBa/lbHWII MaTepian € eKBiBa/IEHTHUM
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

3aTBEPKEHOMY MaTepiasty 3a
BiANOBIAHVMU BNIACTUBOCTAMMU MOPIBHAHO
3 PO3NU/IBA/IbHUM HACOCOM i3 3aXMCTOM
Bifj HECaAHKL,iOHOBAHOTO AOCTYMy, TUN
maTepiany feTtaneii Hacoca — NOpPLUHS,
Masioro NOpLUHA Ta TapifibyaToro kianaHy
BiApi3HAOTBLCA. YCi MaTepiasin
BignosigaloTs Hopmam €C 10/2011/EC Ta
npu3HadeHi 415 KOHTaKTY 3 XapyoBUMU
npoAyKTamu. MPONOHOBaHNI HE3HIMHWIA
po3nutoBasIbHNI HACOC He Mae
nepeBepHyTOro agantepa; BeHTMAALiS
dhrnakoHy 3abe3neyvyeTbes rasoBiggigHNM
KaHasioM 6insi Hacoca

144.

ONIMECTPA® H
20

TabneTtku, BKPUTI
NAiBKOBOIO
060/10HKO, 20
mr/12,5 mr no 10
Tabnetok y 6nictepi,
no 3 abo 6, a6o 9
6nictepiB y
KapTOHHI kopo6uyj;
no 14 tTabneTtok y
6nicTepi, no 2 abo 4,
abo 6, abo 7
6nictepiB y
KapTOHHI/ Kopoo6Li

KPKA, o.4.,
HoBo mecTto

CnoBeHis

BignosiganbHuii 3a
BMPOBHMLITBO,
nepBuHHe Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis;
BignosiganbHuii 3a
nepBuHHe Ta
BTOPVIHHE MaKyBaHHS,
KOHTPO/b Ta BUMNYCK
cepii: TALL ®apma
Mv6X, HimewunHa

CnoseHis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | TURy - 3MiHN LWOA0
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHKn
BHECEHI [0 iHCTPYKLiT 4518 MeauyHOoro
3acToCyBaHHS Nikapcbkoro 3acoby y
po3ginu "Ocob6aMBOCTi 3acTOCyBaHHSA",
"Mo6iuHi peakwii" BignoBigHO A0
OHOBJIEHOT iH(hopmaLii 3 6e3nekn aitoyol
PEYOBUHM LLIOAO XOPiOigasIbHOro BUMNOTY.
BBefeHHs1 3MiH NpoTArom 6-Tn MicsAuiB
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHn
wozo 6e3nekn/edhpekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkiii
XapaKTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3neky 3acToCyBaHHSA NiKkapCbKoro
3acoby B nicnspeecTpauiiHuii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/IKEHb,
npoBefeHnX BigNoBigAHO A0 NnaHy
negiatpnyHux gocnimxkeHns (PIP) (iHwwi
3MiHM) 3MiHM BHECEHI [0 IHCTPYKUii ons
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro
3acoby y po3ginu "OcobnmBocTi
3actocyBaHHs", "Mob6iuHI peakwyii"
BiANOBIAHO [0 OHOBEHOT iHGhopMaL,i 3
6e3nekun Ajtyoi pevyoBUHN LWoA0 rocTpoi
pecnipaTopHOi TOKCUYHOCTI. BBeAEeHHSA
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS. 3MiHM | TNy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta

3a
peyermom

He
niosisieae

UA/13600/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

thapmakoHarnagy. 3MiHa y KOpoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHs Ha NiacTasi
perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3neky 3acToCyBaHHS NiKapCbKoro
3acoby B nicnsapeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/IKEHb,
npoBefeHNX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimxkeHnb (PIP) (iHLwi
3MiHM) 3MiHN BHECEHI A0 IHCTPYKLiT ANnA
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby y po3ain "robivHi peakuii”
BiAANOBIAHO [0 OHOBMEHOI iIHhopMaL;i 3
6e3nekun Ailo4oi PEHOBVHH LLOAO
HemenaHOMHOrO paky LUKipW Ta
ayTOIMyHHOro renatuty. BeefieHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPAKEHHS

145.

ONIMECTPA® H
40

TabneTtku, BKPUTI
NAiBKOBOIO
060/10HKO0, 40
mr/12,5 mr no 7
Tabnetok y 6nictepi,
no 4 a6o 8, a6o 12,
abo 14 6nicTepi y
KapTOHHI kopo6uyj;
no 10 TabneTtok y
6nictepi, no 3 abo 6,
abo 9 6nicTepiB y
KapTOHHIA KOopoo6Li

KPKA, o.4.,
HoBo mecTto

CnoBeHis

BignosiganbHuii 3a
BMPOOGHMLITBO,
nepBuHHe Ta

BTOPVHHE MaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis;

BignosiganbHuii 3a
nepBuHHe Ta

BTOPVIHHE MaKyBaHHS,
KOHTPO/b Ta BUMNYCK
cepii: TALL ®apma

Mv6X, HimewunHa

CnoseHis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | TUny - 3MiHN LWOA0
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHKn
BHECEHI [0 iHCTPYKLiT 4518 MeguyHoro
3aCcToCyBaHHS Nikapcbkoro 3acoby y
po3ginu "Ocob6MBOCTi 3acTOCyBaHHS",
"Mo6iuHi peakwyii” BignoBigHO A0
OHOBJIEHOT iH(hopmaLii 3 6e3neku aitoyol
PEYOBUHM LLIOAO0 XOPiOigasIbHOro BUMNOTY.
BBefeHHs 3MiH NpoTArom 6-Tn MicsAuiB
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHn
wozo 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkiii
XapaKTepucTuLi Nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHs Ha niacTasi
perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3neky 3acToCyBaHHSA ikapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/IKEHb,
npoBefeHnX BigNoBiAHO A0 NnaHy
negiatpnyHux gocnimxkeHns (PIP) (iHwwi
3MiHM) 3MiHM BHECEHI [0 IHCTPYKUii ons
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3aco6by y po3gain "MobiuHi peakwi”
BiANOBIAHO [0 OHOBMEHOI iHhopMaLii 3

3a
peyernmom

He
niosisiecae

UA/13601/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

6e3nekun Ailo4oi PEYOBVHH LLLOAO
HemenaHOMHOrO paky LUKipW Ta
ayTOIMyHHOro renatuty. BeefieHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPKEHHSA. 3MiHU | TUnY - 3MiHW Woa0
6e3nekun/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHs Ha NiacTasi
perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3neky 3acToCyBaHHS NiKapCbKoro
3acoby B nicnsapeecTpauiiHuii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/IKEHb,
npoBefeHNX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimxkeHnb (PIP) (iHwwi
3MiHM) 3MiHN BHECEHI A0 IHCTPYKLiT ANnA
MeAMYHOro 3acTOCYBaHHSA NiKkapCbKOro
3acoby y po3ginu "OcobnnBocCTi
3actocyBaHHs", "Mob6iyHI peakwii"
BiANOBIAHO [0 OHOBMEHOI iHGhOpMaL,i 3
6e3nekun Ajtoyoi pevyoBUHN LWoA0 rocTpoi
pecnipaTopHOi TOKCUYHOCTI. BBeAEHHSA
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS

146.

ONIMECTPA®
HD 20

TabneTku, BKPUTI
NMiBKOBOO
060/10HKOI0, 20
Mr/25 wr;

no 7 TabneTtok y
6nictepi, no 4 a6o 8,
abo 12, abo 14
6nictepiB y
KapTOHHI Kopobuyj;
no 10 TabneTtok y
6nictepi, no 3 abo 6,
abo 9 6nictepiB y
KapTOHHI/ Kopoo6Li

KPKA, a.4.,
HoBo mecTto

CnoBeHis

BignosiganbHuii 3a
BMPOOGHMLITBO,
nepBuHHe Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mecTo, CrnoBeHis
BignosiganbHuii 3a
nepBuHHe Ta
BTOPVIHHE MaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii:

TAL ®apma M'M6X,
HimeuunHa

CnoseHis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | TUny - 3MiHK LWOA0
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHKn
BHECEHI [0 iHCTPYKLiT 4518 MeauyHOoro
3aCcTOCyBaHHS Nikapcbkoro 3acoby y
po3ginu "Ocob6aMBOCTi 3acTOCyBaHHS",
"Mo6iuHi peakwii" BignoBigHO A0
OHOBJIEHOT iH(hopmaLii 3 6e3nekn aitoyol
PEYOBUHM LLIOAO0 XOPiOigasIbHOro BUMNOTY.
BBefeHHs 3MiH NpoTArom 6-Tn MicsAuiB
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHn
wopo 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkiii
XapaKTepucTuLi Nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3neky 3acToCyBaHHSA NiKkapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
AK pe3yfbTaT OLiHKW 3BITY 3 AOC/IKEHb,

3a
peyernmom

He
niosisiecae

UA/13602/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

npoBefeHnX BigNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkens (PIP) (iHwwi
3MiHV) 3MiHN BHECEHI A0 IHCTPYKLiT ANnA
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
3acoby y po3ginu "OcobnnBocCTi
3actocyBaHHs", "Mob6iyHI peakwii"
BiANOBIAHO [0 OHOBEHOI iIHGhOpMaLi 3
6e3nekun Ajtoyoi pevyoBUHN LWoA0 rocTpoi
pecnipaTopHOi TOKCUYHOCTI. BBEAEHHSA
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHSA. 3MiHU | TUnY - 3MiHK Woa0
6e3nekun/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS Ha NiAcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3neky 3acToCyBaHHSA NMiKapCbKoro
3acoby B nicnsapeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHKM 3BITY 3 AOC/IKEHb,
npoBefEeHNX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimxkeHnb (PIP) (iHwwi
3MiHV) 3MiHN BHECEHI A0 IHCTPYKLiT ANnA
MeAMYHOro 3acTOCYBaHHSA NiKkapCbKOro
3acoby y po3ain "robivHi peakuii”
BiZANOBIAHO [0 OHOBMEHOI iIHhopMaLi 3
6e3nekun Ailo4oi PeHOBVHH LLOAO
HemenaHOMHOrO paky LUKipW Ta
ayTOIMyHHOro renatuty. BeefieHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPMAKEHHS.

147.

ONIMECTPA®
HD 40

TabneTtku, BKPUTI
NMiBKOBOO
060/10HKOI0, 40
Mr/25 wr;

no 7 TabneTtok y
6nictepi, no 4 a6o 8,
abo 12, abo 14
6nictepiB y
KapTOHHI Kopobuyj;
no 10 TabneTtok y
6nictepi, no 3 abo 6,
abo 9 6nictepiB y
KapTOHHI/ Kopoo6Li

KPKA, o.4.,
HoBo mecTto

CnoBeHis

BignosiganbHuii 3a
BMPOOGHMLITBO,
nepBuHHe Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mecTo, CrnoBeHis
BignosiganbHuii 3a
nepBuHHe Ta
BTOPVIHHE MaKyBaHHS,
KOHTPO/b Ta BUMNYCK
cepii:

TAL ®apma M'M6X,
Himeuunna

CnoseHis/
HimeuunHa

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | TUny - 3MiHN LWOA0
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHKn
BHECEHI [0 iHCTPYKLiT 4518 MeauyHoro
3acToCyBaHHS Nikapcbkoro 3acoby y
po3ginu "Ocob6aMBOCTi 3acTOCyBaHHS",
"Mo6iuHi peakwyii” BignoBigHO A0
OHOBJIEHOT iH(hopmaLii 3 6e3nekn aitoyol
PEYOBUHM LLIOAO0 XOPiOigasIbHOro BUMNOTY.
BBefeHHs1 3MiH NpoTArom 6-Tn MicsAuiB
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHn
wopo 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkiii
XapaKTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans

3a
peyernmom

He
niosisiecae

UA/13600/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

MeAMYHOro 3acTOCYBaHHS Ha NiacTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3neky 3acToCyBaHHSA NiKapCbKoro
3acoby B nicnsapeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHKM 3BITy 3 AOC/IKEHb,
npoBefeHNX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimxkeHnb (PIP) (iHwwi
3MiHV) 3MiHN BHECEHI [0 IHCTPYKLiT ANnA
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby y po3ginu "OcobnnBocCTi
3actocyBaHHs", "Mob6iyHI peakwii"
BiANOBIAHO [0 OHOBMEHOI iIHGhOpMaL,i 3
6e3nekun gjtoyoi pevyoBUHM LWoA0 rocTpoi
pecnipaTopHOi TOKCUYHOCTI. BBEAEHHSA
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEpPXKEHHS. 3MiHW | TUny - 3MiHK Woa0
6e3nekun/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHs Ha NiacTasi
perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3neky 3acToCyBaHHS NiKapCbKoro
3acoby B nicnsapeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHKM 3BITY 3 AOC/IKEHb,
npoBefeHNX BigNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkeHnb (PIP) (iHwwi
3MiHV) 3MiHN BHECEHI A0 IHCTPYKLiT ANnA
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby y po3ain "robivHi peakuii”
BiAANOBIAHO [0 OHOBMEHOI iIHdhopMaLi 3
6e3nekun Ailo4oi PpeYOBVHH LLLOAO
HemenaHOMHOrO paky LUKipW Ta
ayTOIMyHHOro renatuty. BeefieHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPMAKEHHS.

148.

ONPEH®-AD

Tabnetku 3
MoZaudpikoBaHUM
BUBINIbHEHHAM MO
200 wr; no 10
Tabnetok y 6nictepi;
no 1 a6o no 3, abo
no 10 6nicTepis y
KapTOHHIA KopooLi

TOB «TeBa
YKpaiHa»

YkpaiHa

Kopes HOHaiiteq
dapm., IHK.

Pecny6nika
Kopes

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | TUny - 3MiHN LWOA0
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acCToCyBaHHS JlikapCbKoro

3a
peyernmom

He
niosisieae

UA/15514/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
3acoby B nicnspeecTpauiiHnii nepiog, abo
SIK pe3ynbTar OLiHKW 3BIiTY 3 AOCNIMKEHDb,
npoBefeHnX BignoBigHO 40 nnaHy
nepjatpnyHux gocnigpkens (PIP) (iHwi
3MiHK) 3MiHWM BHECEHO A0 IHCTPYKUiT ANns
MeMNYHOro 3aCTOCYBaHHA NikapcbKoro
3acoby A0 po3ainis "3acTocyBaHHS Y
nepiog, BariTHoCTi abo rogyBaHHs rpyaar”,
"Mo6iuHi peakwyii" BigNoBigHO A0
OHOBJIEHOI iHhopMaLii 3 6e3nekn
nikapcbkoro 3acoby. TepmiH BBeeHHSA
3MiH - NpOTArom 6 MicAuiB nicns
3aTBEPAKEHHS.
149. | OMAHY KopeHeBuLLa | MpAT YkpaiHa MpAT "NikTpasu" Ykpaina BHECEHHS 3MiH [JO peecTpaLiinHmx 6e3 UA/5682/01/01
KOPEHEBULLA | KopeHi no 100 ry "NikTpasn" marepianis: 3MiHu | TUny - 3MiHM 3 AKOCTI. peyenma
KOPEHI naykax 3 BHyTpPILLHIM ['oTOBWIA Nnikapcbkumit 3aci6. Cuctema
naketom, no 4,0ry KOHTelHep/3aKynoptoBasibHUIA 3aci6 (iHLWi
inbTP-NakeTi, no 3MiHWN) BHECEHHS 3MiH 0 cneundikauii 3
20 chinbTp-nakeTiB y KOHTPO/TI0 NEPBVHHOIO NakKyBaslbHOTO
nayui; no4,0ry matepiany (Manip inbTpyBanbHWit), a
hiNbTp-nakeTi, No camMe [0MNOBHEHHS NOKa3HUKa
20 ¢hinbTp-nakeTiB y «lpeHTudikalis (30BHILLHI 03HaKN)»
nauyui 3 BHyTPiLLHIM BK/TOYEHHAIM [0AaTKOBUX O3HaK 4715
nakeTom Bi3ya/IbHOr0 KOHTPO/0 «6) Konip»
150. | OPBIKC TabneTku, BKpUTI OPIrAHOCWH OAE AnoTekc IHK. KaHapa BHECEHHS 3MiH [0 peecTpavinHmx 3a He UA/14168/01/02
NNiBKOBOO NAN®CAEHC MaTepianis: 3miHu | TUny - 3MiHK WoA0 peyenmom | nidssieae
060/10HKOH, MO N3 (E® 3ET I) 6e3nekn/edhekTMBHOCTI Ta
1000 mr: no 3 thapmakoHarnsgy. 3MiHa y KopoTkiii

TabneTtku B 6nicTepi;
no 7 6nictepis y
KapTOHHIA KopoobLi

XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHS Ha NiacTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekun
nikapcbKoro 3acoby, abo focnigkeHb 3
6e3neky 3acToCyBaHHSA MiKkapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHKM 3BITy 3 AOC/IKEHb,
npoBeeHuX BifnoBigHO 40 niaHy
negiatpuyHmx gocnimpxkers (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHV BHECeHOo A0 IHCTpykuii ans
MeZMNYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby Ao po3ainy "Mob6iyHi peakwyii*
BignosigHO o0 pekomeHgauii PRAC EMA
LLLOA0 MOX/IMBOCTI BUHUKHEHHS MOBIYHOT
peakuji - TybynoiHTepcTMLianbHWiA
HeqpuT. TepMiH BBEAEHHS 3MiH NPOTATOM
6 micauis nicns 3aTBepAkeHHs. 3MiHu |
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

TUny - 3MiHM WoAo 6e3nekn/edheKTBHOCTI
Ta thapmakoHarnsgy (iHwi 3miHuM) 3miHn
BHECEHO 0 IHCTPYKLIT 4719 MeANYHOro
3aCTOCyBaHHS /iKapcbKoro 3acoby Ao
po3ainy "Mo6iyHi peakuyji” Wwono
BaXX/IMBOCTI IHPOPMYBaHHA MPO NO6IYHi
peakuji. TepmiH BBEEHHS 3MiH NMPOTArom
6 MicALiB nic/a 3aTBepIKEHHS

151.

OPBIKC

TabneTtku, BKPUTI
NAiBKOBOIO
060/10HKO10, N0 500
Mr, Mo 8 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI/ Kopoo6Li

OPTAHOCWH
NANDCAEHC
N3 (E® 3ET I

OAE

AnNoTekc IHK.

KaHapa

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | TUny - 3MiHK LWOA0
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIHOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acToCyBaHHS likapCbKoro
3acoby B nicnsapeecTpauiiHuii nepiog, abo
SIK pe3ybTar OLIHKW 3BIiTY 3 AOCNIKEHDb,
npoBefeHnX BigNoBIAHO A0 nnaHy
negiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM
YMNOBHOB&XEHVNM OpraHom)
3MiHU BHEeCeHO A0 IHCTpyKUii Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby Ao po3giny "Mo6iyHi peakuii™
BiANOBIAHO A0 pekomeHaauii PRAC EMA
LLOA0 MOX/IMBOCTI BUHUKHEHHS NOGIYHOT
peakuji - TybynoiHTepcTuLianbHUiA
HedpuT. TepMiH BBEAEHHS 3MiH NPOTArOM
6 MicAuiB nicnsa 3aTBEPLXEHHS. 3MiHN |
TUny - 3MiHM WwoaAo 6e3nekn/edpeKkTBHOCTI
Ta dpapmakoHarnagy (iHwi 3miHn) 3miHn
BHECEHO A0 [HCTPYKUii Ana MeguyHoro
3aCTOCYBaHHS NikapCbkoro 3acoby A0
po3giny "Mob6iyHi peaxuii" woao
B&X/IMBOCTI iHpOpMYyBaHHS NPO NOGIYHi
peakuji. TepmiH BBE,EHHS 3MiH NPOTArom
6 MicALiB nicns 3aTBepAKEHHSs!

3a
peyernmom

He
niosisiecae

UA/14168/01/01

152.

OPLIEPVH

Kancynu no 50 wr;
no 10 kancyny
6nictepi; no 1 a6o 3
6nictepu B
KapTOHHI ynakosL,i

Makneogc
PapmMacboTuK
anc Nimitepq,

IHais

Makneoac
PapmacbloTrKanc
Nimiteq

IHais

BHECEHHS 3MiH [JO peecTpavjiinHmx
mMarepianis: 3MiHu | TUMy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro NikapcbKoro 3acoby. 3miHa y
mMeTofax BUNPO6yBaHHS roTOBOroO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBAHHS)
He3HauHi 3MiHW B 3aTBEPKEHNX MeToAax

3a
peyenmom

UA/6644/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

KoHTposto 13 3a nokasHukamm «KisbkicHe
BU3HAYEHHs», «O4HOPIAHICTb 4030BaHMX
OAMHNLb» Ta «CynpoBIfHI AOMILLKM»
(HPLC, Ph.Eur. 2.2.29)

153.

MAKNITAKCEN
"EBEBE"

KOHL,eHTpaT Ans
PO34nHy Ans
iHcpysiiA, 6 mr/mn no
5 mn (30 wr), abo
16,7 mn (100 wmr),
a6o 25 mn (150 mr),
a60o 35 mn (210 mr),
a6o 50 mn (300 mr)
y donakoHi, no 1
dhnakoHy B
KapTOHHI/ Kopoo6Li

EBEBE
Papma
fec.m.6.X.
Hdpr. Kl

ABCTpist

NOBHUIA LWKN
BMPOGHMLTBA:
DAPEBA YHTepax
'M6X, ABTpist; BUNYCK
cepii: EBEBE ®apma
lec.m.6.X. Hdor. KT,
ABCTpIf; TECTYBaHHSA:
MMM Mikpo6ionoriwec
Mptodhnabop M6X,
ABCTpIf; TECTYBaHHA:
Na6op IC CE & Ko.
KI, HimeuunHa;
TeCTyBaHHS:
3elibepcaopc abop
vm6X, ABCTpis

ABTpIs

BHECEHHS 3MiH [JO peecTpaLiinHmx
marepianis: 3MiHu | TMny - 3MiHX 3 AKOCTI.
CeprtudpikaT BignoigHocTi/l E-cepTudikart

BiANOBIgHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHs HOBOro
abo oHoBNeHoro ceptudiikata
Bi4NOBIAHOCTI a60 BUYYEHHS
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: ana A®l; gns BuxigHoro
mMatepiany/peareHTy/nPoOMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y

BMPOGHMLTBI A®I; ANS [ONOMIXHOT

peyoBuHY (cepTuddikat BigNOBIAHOCTI
€sponelicbkin dhapmakonei) - OHOBMEHWIA
cepTudikaT Bif yXe 3aTBepIAXEeHOro
Bupo6Huka (B.111.1. (a)-2 1A)
nofaHHsA OHOB/IEHOro cepTudikara
BiANOBIAHOCTI EBponeiickbkilt hapmakonei
Ne RO-CEP 2019-346 - Rev 02
(3atBepaxeHo: RO-CEP 2019-346 - Rev
01) ansa Ailoyoi pevoBUHN NaksliTakceny
(npouec 11) Big BXe 3aTBEPIAXEHOTO
BupobHuka INDENA S.P.A., ITanis.

3a
peyenmom

UA/0714/01/01

154.

NAPALIETAMON

TabneTku no 200 mr
no 10 TabneTtok y
6nictepax; no 10
TabneTtok y 6nictepi;
no 10 6nictepiB y
QECI]

AT
"ly6Hnchapm"

YkpaiHa

AT "ly6Hndhapm"

YKpaiHa

BHECEHHS 3MiH [0 peecTpavinHmx
mMartepianis: 3MiHu | TUNy - 3MiHK WOA0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHs Ha NiacTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekun
nikapcbKoro 3acoby, abo focnigpkeHb 3
6e3neky 3acToCyBaHHSA MiKkapCbKoro
3acoby B nicnspeecTpauiliHnii nepiog, abo
AK pe3ynbTaT OLiHKM 3BITy 3 AOC/IKEHb,
npoBeeHuX BifnoBigHO 40 niaHy
negiatpuyHmx gocnimpxkers (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHUM OpraHom).
3MiHV BHECeHOo A0 IHCTpykuii ans
MeMNYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby [0 po3ginis "B3aemogis 3 iHW1MK
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS"

Ne 10 - 6e3
peyenma;
Ne 100 - 3a
peyenmom

He
nionsieae

UA/5877/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

3 6e3nekn 3aCToCyBaHHS Ajil040i PeHOBUHM
BiANOBIAHO A0 pekomeHaauin PRAC.
BBefieHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepmkeHHs. CynyTHsS 3MiHa-
3MiHM Woao 6e3nekun/edekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHss a6o 3MiHa(u)
[0 3060B'A3aHb Ta YMOB BuAaui
peecTpauiiHoro NocBiAYeHHs, BKIOYaUn
MnaH ynpaeniHHS pu3nkamu
(3acTocyBaHHA TEKCTY, KNI NOTOAKEHN 3
KOMNETEHTHUM OpraHoMm). 3asiBHUKOM
HaaHo OHOBJIEHWIA MNaH ynpaBniHHA
pvi3vikamu Bepcis 1.1. 3MiHW BHECEHO A0
yacTuH: | «3aranbHa iHhopmauis», |l
«Cneuudikauis 3 6esnekn» (mogyns CVIII
«Pesome npobnem 6e3neku»), Il «MnaH 3
thapmakoHarnsgy», V «3axoau 3
MiHiMi3auii pusukie», VI «Pestome nnaHy
ynpaBniHHA pusnkamu», VIl «Jogatku» y
3B'A3KY 3 OHOB/IEHHAM iHhopMaLii B
NPOEeKTi IHCTPYKLi Ha niacTasi
pekomeHgauii PRAC.
3MiHu | TUnNY - 3MiHK Woao
6e3nekun/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn). 3MiHu
BHECEHO [0 [HCTPYKLii Ana MeguyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3gainy "Mob6iuHi peakyii" 3 6e3neku
3aCTOCYBaHHSA Ait040i PEHOBUHMN.
BBefieHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepKeHHs

155.

NMoAOPOXHUKA

BEJ/INKOIro
nmncTta

nmctano 50ry
naykax 3 BHyTpPILLHIM
naketom; no 1,5ry
inbTp-nakeTi; no
20 chinbTp-nakeTiB y
nauuj 3 BHYTpILLHIM
naketom; no 1,5ry
inbTP-NakeTi; no
20 ¢hinbTp-nakeTiB y
nauui

MpAT
"NikTpasn"

YKpaiHa

MpAT "NikTpasn"

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiinHmx
marepianis: 3MiHu | TUny - 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkumii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHUIA 3aci6 (iHLWi
3MiHW) - BHECEHHS 3MiH A0 cneuudikauii 3
KOHTPO/TI0 NEPBVHHOIO NakKyBaslbHOTO
matepiany (Manip inbTpyBanbHWit), a
came [0MOBHEHHS NoKasHUka
«lpeHTudikalis (30BHILLHI 03HaKN)»
BK/TOYEHHAIM [0AaTKOBUX O3HaK 4715
Bi3yasIbHOr0 KOHTpo/o «6) Konip»

6e3
peyenma

UA/5789/01/01

156.

MOCAKOHA30/-

TEBA

CyCneH3isi opasibHa,
40 mr/mn; no 105 mn
cycnexsii opanibHOT
y thnakoHax; no 1
donakoHy pasom 3
MipHOIO JTIOXXEYKOH Y

TOB «TeBa
YKpaiHa»

Ykpaina

BMPOBHULITBO 3a
MOBHUM LK/IOM:
Padapm C.A., Ipeuis

BTOPUHHA YNaKoBKa,
KOHTPO/Ib cepii Ta

peuis

BHECEHHS 3MiH [0 peecTpavinHmx
MaTepianis: 3MiHu | TMNy - 3MiHK 3 AKOCTI.
["oTOBMIA Nikapcbknit 3aci6. 3MiHK Y
BMPO6HULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI Ai/bHULL BUPOBHULTBA A1A
YacTMHM ab0 BCbOro BUPOBHMYOTO

3a
peyenmom

He
nionsieae

UA/19116/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

KapTOHHI KOopoo6Li

[03BiN Ha BUNYCK
cepii:
Dxenedpapm CA,
pevis

KOHTPO/b cepii:
KAKC NTA, Mpeuis

npoLecy roToBoro Mikapcbkoro 3acoby
(minbHULSA, Ha AKili NpoBOAATLCA ByAb-AKi

BMPOGHUYI CTagji, 3a BUHATKOM BUNYCKY

cepiid, KOHTPOJIIO SKOCTi, NEPBNHHOTO Ta
BTOPWHHOTO MakyBaHHSA, AN
HeCTEPW/bHUX JiKapCbknx 3acobiB)
BBEJEHHA [0AaTKOBOI AiflbHNL, L0
BiANOBigae 3a BUPOGHMLITBO
Hepo3gracoBaHOro NpPoAykTy — Padapm
C.A., Ipeuis.

BBeneHHs 3MiH NpOTAroM 6-Tu MicsLiB
nicns saTBeppkeHHsA. 3MiHu | Tuny - 3MiHn
3 AKOCTi. F0TOBWIA Nikapcbkuid 3aci6. 3MiHn

y BUPOGHMLTBI. 3aMiHa ab0 BBEAEHHS

[04aTKOBOT AiNbHULI BUPOGHMLTBA ANs

4acTuHM abo BCbOrO BUPOOGHNYOTO
npoLiecy roToBOro Mikapcbkoro 3acoby

(8iNbHULA NS BTOPUHHOIO NakKyBaHHS)

BBE[EHHSI 40AATKOBOI Ai/TbHUL
BifiNOBIAabHOI 3@ BTOPUHHY YNakoBKy —

Padapm C.A., I'peuis. BeBegeHHs 3MiH

npoTArom 6-Tn MicAuiB nicns

3aTBEePMKEHHSA. 3MiHM | TUNy - 3MiHK 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHN y

BMPO6HULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI Ai/bHUL BUPOBHULTBA A/1A
YacTMHM ab0 BCbOro BUPOBHMYOTO
npoLecy roToBoro MikapCbkoro 3acoby

(4inbHULA 0N NEPBUHHOIO NakyBaHHS)

BBEJEHHS 4,04ATKOBOI Ai/IbHUL
BiiNOBIfa/IbHOT 3@ NEPBUHHY YMaKOBKY —
Pachapm C.A., Ipeuisi. BBeeHHA 3MiH
NpoTArom 6-Tn MicALiB nicns

3aTBEPMKEHHS. 3MiHW | TUny - 3MiHKM 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHn, Lo

CTOCYIOTbCSA BUMNYCKY Cepii Ta KOHTPO/0

AKOCTi FOTOBOrO NiKapCbKOro 3acoby
(3amiHa abo foaaBaHHS BUPOOHMKA, L0
BiANOBIAAaE 3a BBE3EHHA Ta/abo BMNyCK
cepii) - Bknoyaroum
KOHTPONb/BUNPOGYBaHHSA cepii -
[0faBaHHA BUPOOHUKa, LLIO Bignosigae 3a
KOHTpONb Ta Bunyck cepii 13 - Pacapm
C.A., ['peuis. 3mMiHW BHeceHi y po3ainu
"Bupo6bHukmn”, "Micue3HaxoKeHHs
BMPOGHUKIB Ta agpeca Micus
NPoBaPKEHHS IX AifNbHOCTI" 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
BigMNOBIAHMMMN 3MiHAMMN B TEKCTI

MapKyBaHHS yNakoBOK. BBeeHHS 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHS. 3MiHW | TUny - 3MiHKM 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHa po3mipy cepil
(BkNtovarouM AjanasoH po3mipy cepii)
rOTOBOrO JliKapcbKoro 3acoby (36iNbLUEHHSI
00 10 pasiB NOpiBHAHO i3 3aTBEPAKEHUM
pO3MipOM) BBELEHHS [,04aTKOBOIO
po3Mipy cepii roTOBOro NiKapcbkoro
3acoby (420 n), fo 3aTBEPAXKEHOrO
po3wmipy cepii (50-150 n1). 3miHu | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTbCS BUMYCKY
cepii Ta KOHTPO/I0 AKOCTi FOTOBOTO
nikapcbkoro 3acoby (3amiHa abo
[0JaBaHHS AiNbHULI, Ha SKil
3AiACHIOETLCA KOHTPO/b/BUNPOBYBaHHSA
cepii) BBEAEHHS aflbTEPHATUBHOI
[iNbHUUI, Lo BigNOBIAAE 3@ KOHTPOb
cepii AN roToBOro Nikapcbkoro 3acoby —
KAKC NTA, Mpeuis. 3minu | Tuny -
AIMiHICTpaTUBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKIOUAKUN
AinbHuui ana A®l, npoMixXHOro NpoaykTy
ab0 roToBOro JlikapcbKoro 3acoby,
AiNbHWLI ANSA NPOBEEHHA NaKyBaHHS,
BMPOGHMKA, BiAMNOBIAA/ILHOMO 3a BUMYCK
cepiid, Mmicue NpoBeAEeHHsI KOHTPOSHO cepii)
ab0 nocrtavyasibHUKa BUXiAHOIo MaTepiasy,
peareHTy ab0 AONOMIXHOI peYOBUHM
(AKLL,O 3a3HAYEHO Y [JO0CbE) BUTYUYEHHS
BUpo6HUKa AT "I'piHaekc", NlaT.isA,
BiANOBIA&/IbHOrO 3a BUPOGHMLTBO 3a
MOBHWM LIK/IOM FOTOBOIO /1iKapCbKOro
3aco0by. 3MiHV BHeCeHi y po3ainu
"Bupo6bHukmn", "Micue3HaxoKeHHs
BMPOOHUKIB Ta agpeca Micus
NpoBapPKeHHSA iX AisnbHOCTI" 3
BIAMNOBIAHUMW 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK. BBeieHHs 3MiH
NpOTArom 6-Tu MicALiB nicns
3aTBEPLAKEHHSA. 3MiHM | TUNy - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTpO/b roTOBOrO NiKapcbKoro 3acoby.

3MiHa napameTpiB cneundikauii Ta/abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco6y (iHLWi 3MiHK) 3MiHa AONYCTUMUX
MeX cneupmdikauii /13 3a n. «30BHiLWHIl
BUINA4» ANS GiNblL TOYHOTO onucy
30BHILWHLOrO BUrNagy /13 nig yac TepmiHy
npuaaTtHocTi 3 «CycneHsis opasibHa 6inoro
KOMbOPY 3 3anaxoMm BULLHI Y CKASHUX
chnakoHax 6ypLUTMHOBOrO KOMbOPY» Ha
«CycneHsia opasibHa Bif 6inoro o
XXOBTYBATOro KOJIbOPY 3 3anaxoM BULLHI Y
CKNAHMX hriakoHax 6ypLITUHOBOro
KONbOpy». 3MiHN BHECEHI B iIHCTPYKLIitO
4N MenYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby y po3ain “flikapcbka
dhopma" (0OCHOBHI (Pi3nKO-XiMiYHi
B/1aCTVBOCTI).
BBeneHHs 3MiH NpOTAroM 6-Tu MicsLiB
nicns 3aTBepakeHHs
157. | NPOKTO- cynosuTopii Pekopgaari IpnaHgjs [Jenbdhapm HOHiHT ®paHuia/ BHECEHHS 3MiH [0 peecTpavlinHmx 6e3 UA/4678/02/01
rNIBEHON pekTasibHi; No 5 AineHp Nta C.A.C., dpaHuis; ITania MaTepianis: 3miHu | TMNy - 3MiHK WoOA0 peuyenma
CcynosnTopiiB y 3ETA 6e3nekn/edhekTMBHOCTI Ta
6nictepi; no 2 SAPMACEBTIUI hapmakoHarnsgy (iHwi 3MiHn) 3MiHK
6nictepu B C.N.A., Itanisa BHECEHO B TEKCT MapKyBaHHS NepBUHHOI
KapTOHHI/ Kopoobui yNakoBKM fikapcbKoro 3acoby y n. 7.IHLWE
158. | NPOMOLIE®® NOpOLLOK AN MpuBaTHe YkpaiHa MpuBaTHe akujioHepHe Ykpaina BHECEHHS 3MiH [0 peecTpavinHmx 3a UA/15379/01/01
pO34MHy AoNns akuioHepHe TOBapUCTBO "J1ekxim- MaTepianis: 3miHu | TUny - 3MiHK WoA0 peyenmom
iHekuiino1,0r; 1 TOBapuncTBo Xapkis", YkpaiHa 6e3nekn/edpekTnBHOCTI Ta
abo 5 donakoHiB 3 "J1ekxim- (BUpPOOHMLTBO i3 thapmakoHarnagy (iHwi 3mMiHn) 3MiHn
NOPOLLKOM Y nauLli; Xapkis" doopmu in bulk dhipmu- BHECEHi B TEKCT MapKyBaHHS YNakoBKu
1 a6o 5 hnakoHiB 3 BMPO6HUKa KBiny NiKapCcbKoro 3acoby Woa0 BUTYYEeHHS
NOPOLLKOM Y dapmaueyTikan Ko., iHhopmaLii CTOCOBHO BnacHuKa TOprosoi
6nictepi; no 1 NTa., Kutaid) Mapku. TepMiH BBEAEHHS 3MiH NPOTAroM 6
6nictepy y nauuj 3 TOB "Nekxim-O6yxis", MicsLiB MiCNsA 3aTBEPAYKEHHS
KapTOHY YKpaiHa
(BMPOGHMLTBO i3
chopmu in bulk cipmu-
BMPOGHUKa KBiny
dapmaueyTikan Ko.,
Nta., Kutaid)
159. | MPOHOCHMIA 36ip; N0 751y MpAT YkpaiHa MpAT "NikTpasn" Ykpaina BHECEHHS 3MiH [JO peecTpaLinHmx 6e3 UA/5880/01/01
3BIP Ne 1 naykax 3 BHyTpPILLHIM "NikTpasn” marepianis: 3MiHu | TUMy - 3MiHK 3 AKOCTI. peyenma
naketom; no 2,0ry [oToBMiA nikapcbkumit 3aci6. Cuctema
inbTp-nakeTi; no KOHTelHep/3aKynoptoBasibHWIA 3aci6 (iHLUi
20 chinbTp-nakeTiB y 3MiHW) - BHECEHHSA 3MiH A0 crneuundikauii 3
nayui; no 2,0ry KOHTPOJTI0 NEPBUHHOIO NakKyBaslbHOTO
inbTp-nakeTi; no matepiany (Manip dinbTpyBanbHWit), a
20 hinbTp-nakeTiB y came [0MOBHEHHSA NoKasHuKa
nayui 3 BHYTPILLHIM «lgeHTudpikauisi (30BHiLWHI 03HaKM)»
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
nakeTom BK/TOYEHHAM [04aTKOBUX O3HAK A/1A
Bi3ya/IbHOr0 KOHTPO/0 «6) Konip»
160. | PUCNEPUAOH- PO3unH opasibHUiA, 1 TOB «TeBa YkpaiHa Mepkne 'm6X, Himeuunna BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/13379/01/01
TEBA mr/ma no 30 My YkpaiHa» HimeuunHa marepianis: 3miHu | TUny - peyenmom | nidnsizae
donakoHi; no 1 (dinbHuys, sika AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BU
hnakoHy pasom i3 Bionosioae 3a nikapcbkoro 3acoby. 3miHa TOProBesbHOI
afanTepom i BUPOBHUYMBO Ha3BwW npenapary y 3B'A3Ky i3
[03yH04nM Hepo3ghacosaHol MapKeTVHIOB/M PiLLIEHHSAM 3asiBHYMKA.
NPUCTPOEM Y rpPoAyKyii, NEPBUHHY [itoua pepakuisn: Puccet® (Risset®).
Kopo6L; no 100 mn ma BMopuHHY MponoHoBaHa pegakuis: PucnepngoH-
y thnakoHi; no 1 YaKosKy; TeBa (Risperidone-Teva). BBegeHHs1 3MiH
dhnakoHy pasom i3 AinbHuys, sika NpOTArom 6-Tu MicALiB nicas
afanTepom i Biorosioae 3a 0038i/ 3aTBEPKEHHS.
[03yo4nuM Ha surnyck cepii)
NPUCTPOEM Y
Kopoo6Ui LinbHnus, ska
Bignosigae 3a
BTOPVHHY YNaKOBKY:
TpaHcdapm JloricTik
mM6X, HimeuunHa
161. | PO3AKOM Kpansi O4Hi, pO34unH; AT "Apamep, Monblwa AT «Apamep Papma», Monbwa/ BHECEHHS 3MiH [0 peecTpavinHmx 3a He UA/14401/01/01
no 5 mn y cnakoHi i3 dapma" Monbwa Mpeuis MaTepianis: 3miHu | TUny - 3MiHK WoA0 peyenmom | nidssieae
KpanensHuueto; no 1 (BignoBiganbHuii 3a 6e3nekn/edpekTnBHOCTI Ta
donakoHy y BUNYyCK cepii); thapmakoHarnsgy. 3MiHa y KopoTkiii
KapTOHHI KopooLi Pachbapm AT, 'peuis XapakTepucTuLi nikapcbKoro 3acooby,
(BMPOGHMLTBO "in TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
bulk”, nepsuHHe i MeAMYHOro 3acTocyBaHHA Ha niacTasi
BTOPWHHE MakKyBaHHs) perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo focnigkeHb 3
6e3neky 3acToCyBaHHSA NiKkapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHKM 3BITy 3 AOC/IKEHb,
npoBeeHuX BifnoBigHO 40 niaHy
negiatpnyHux gocnimxkerns (PIP) (iHwwi
3MiHM) 3MiHN BHECEHO A0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby fo po3ainis "Cnocié 3acTocyBaHHsS
Ta go3u" Ta "MobiuHi peakuii" BigNoBIgHO
[0 pekomeHgauin PRAC.
TepMiH BBEAEHHS 3MiH - TPOTAroM 6
MiCALIB MiC/1sA 3aTBEPKEHHS.
162. | PO3YBACIH TabneTku, BKPUTI OPIrAHOCWH OAE AnoTekc IHK. KaHapa BHECEHHS 3MiH [JO peecTpaLinHmx 3a He UA/13316/01/01
NNiBKOBOO NAN®CAEHC MaTepianis: 3miHu | TUny - 3MiHK WoA0 peyenmom nionseae
060/10HKO, MO 5 ™mr; | N3 (EP 3ET 1) 6e3nekn/edheKTMBHOCTI Ta
no 10 TabneTok y thapmakoHarnsgy. 3MiHa y KOpoTkiii
6nictepi; no 3 abo XapakTepucTuLi nikapcbKoro 3acoby,
no 6 6nictepis y TEKCTi MapKyBaHHS Ta iHCTPYKUIii Ans
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

KapTOHHI KOopoo6Li

MeAMYHOro 3acTOCYBaHHS Ha NiacTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3neky 3acToCyBaHHSA NiKapCbKoro
3acoby B nicnsapeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHKM 3BITy 3 AOC/IKEHb,
npoBefeHNX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimpxkers (PIP) (3miHy
Y3rO)KEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OPraHom)
3MiHM BHECEHO B iHCTPYKLit0 AN
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
3acoby [0 po3ginis "B3aemogis 3 iHW1MK
nikapcbknmu 3acobamu Ta iHWi BUAn
B3aemMogiin", "OcobmBoCTi 3acToCyBaHHA"
Ta "MobiuHi peakyii" woao 6esnekn
3aCTOCYyBaHHS [it040T pe4YoBUHY 3rigHO 3
pekomeHpauieto PRAC. TepmiH BBeAEHHSA
3MiH npoTarom 6 micAuiB micns
3aTBEpPXKEHHSA. 3MiHU | TNy - 3MiHW Woa0
6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHK
BHECEHO B iHCTPYKLl0 415 MEAUYHOrO
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3giny "MobiyHi peaxuii" woao
iHhopmaLii Npo BaX/IMBICTb 3BiTyBaHHSA
npo no6iyHi peakuii. TepMiH BBeAEHHSA
3MiH npoTarom 6 micAuiB micns
3aTBEPMAKEHHS.

163.

PO3YBACIH

TabneTtku, BKPUTI
NNiBKOBOIO
060/10HKO10, No 10
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
no 6 6nictepis y
KapTOHHI/ Kopoo6Li

OPTAHOCWH
NANDCAEHC
N3 (E® 3ET I

OAE

AnNoTekc IHK.

KaHapa

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | TUny - 3MiHN LWOA0
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acToCyBaHHS /likapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
SIK pe3ybTar OLIHKW 3BIiTY 3 AOCNIKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
negiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM
YMOBHOB&XEHVNM OpraHom)
3MiHN BHECEHO B iHCTPYKLl0 ANS
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby A0 po3ainis "B3aemogis 3 iHWmMu

3a
peyernmom

He
niosisieae

UA/13316/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

nikapcbkrMun 3acobamu Ta iHLWi BUan
B3aemogiit", "OcobmMBOCTi 3acToCcyBaHHS"
Ta "Mo6iuHi peakuii" wonfo 6esneku
3aCTOCYyBaHHSA [fit040T PeYOBUHY 3riHO 3
pekomeHpauieto PRAC. TepMmiH BBefeHHSA
3MiH NpoTArom 6 micsauiB nicns
3aTBepMKEHHA. 3MiHM | Tuny - 3MiHW WoA0
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHKn
BHECEHO B iHCTPYKLt0 4151 MELUYHOIO
3aCTOCyBaHHS ikapcbKoro 3acoby Ao
po3giny "Mob6iuHi peaxuii" WwWoano
iHchopmaL,ii Mpo BaXKNMBICTb 3BITYBaHHSA
npo nobiyHi peaxkuii. TepMiH BBEAEHHS
3MiH NpoTArom 6 micsauiB nicns
3aTBEPAKEHHS.

164.

PO3YBACIH

TabneTtku, BKPUTI
NNiBKOBOO
o6onoHkoto, no 20
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu y
KapTOHHIA KOopoo6Li

OPTAHOCWH
NAADCAEHC
N3 (E® 3ET I

OAE

AnNoTekc IHK.

KaHaga

BHECEHHS 3MiH [JO peecTpaLiinHmx
marepianis: 3MiHu | TURy - 3MiHK LWOA0
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkili
XapakTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKUii Ans
MeAMYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo AoC/iAKeHb 3
6e3neky 3acToCyBaHHSA MikapCbKoro
3acoby B nicnsipeecTpauiiiHiii nepiog, abo
AIK pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHWX BifnoBigHO A0 niaHy
negiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHM BHECEHO B iHCTPYKLit0 ANs
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro
3acoby [0 po3ainis "B3aemogis 3 iHWMMU
nikapcbkMun 3acobamu Ta iHLWi BUan
B3aemogiin", "OcobamBoCTi 3acTocyBaHHS"
Ta "Mob6iuHi peakuii" wopao 6e3neku
3aCTOCyBaHHS Ail040l pe4OBMHY 3rigHO 3
pekomeHpauieto PRAC. TepmiH BBeAEHHS
3MiH NpOTArom 6 micsuis nicns
3aTBEPMKEHHS. 3MiHu | TUny - 3MiHK Woao
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn) 3MiHn
BHECEHO B iHCTPYKLtO0 4518 MEANYHOIO
3aCTOCyBaHHS /liKapcbKoro 3acoby Ao
po3gainy "Mo6iyHi peakuyji" Wwoao
iHchopmaL,ii Npo BaXNMBICTb 3BITYBaHHSA

3a
peyenmom

He
nionseae

UA/13316/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

npo noGiyHi peakuii. TepMiH BBeAEHHS
3MiH NpoTArom 6 micsuis nicns
3aTBEPKEHHS.

165.

PO3YBACIH

TabneTku, BKpUTI
NNiBKOBOO
060510HKot0, No 40
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepn y
KapTOHHIA KopooLi

OPTAHOCVH
NANDCAEHC
13 (E® 3ET I)

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH [0 peecTpavyinHmx
MaTepianis: 3miHu | TMNy - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkiii
XapaKTepucTuLi Nikapcbkoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHs Ha niacTasi
perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3neky 3acToCyBaHHSA NikapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/IKEHb,
npoBefeHnX BigNoBiAHO A0 NnaHy
negiatpuyHux gocnimxkers (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHNM OPraHom)
3MiHM BHECEHO B iHCTPYKLit0 AN
MeMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby [0 po3ginis "B3aemogis 3 iHW1MK
nikapcbknMmuy 3acobamu Ta iHWi BUAN
B3aemogiin", "OcobamBoCTi 3acTocyBaHHS"
Ta "Mob6iuHi peakyii" woao 6esnekn
3aCTOCYBaHHS [it040T pe4yoBUHY 3rigHO 3
pekomeHgauieto PRAC. TepmiH BBefeHHS
3MiH MpoTAroM 6 micauis nicns
3aTBEPKEHHS. 3MiHM | TNy - 3MiHK Woa0
6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) 3MiHKn
BHECEHO B iHCTPYKLt0 4151 MELUYHOrO
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3giny "Mob6iyHi peaxuii" woao
iHhopmaLii Npo BaX/IMBICTb 3BiTyBaHHS
npo no6iyHi peakuii. TepMiH BBeAEHHSA
3MiH MpoTAroM 6 micauis nicns
3aTBEPKEHHS.

3a
peyenmom

He
nionsieae

UA/13316/01/04

166.

POKCEPA®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 5 wMr,
no 10 TabneTtok y
6nictepi; no 1, abo
no 2, abo no 3, abo
no 6, abo no 9
6nictepiB y
KapTOHHI Kopobuyj;
no 14 TabneTtok y

KPKA, o.4.,
HoBo mecTto

CnoBeHis

Bupo6HMLTBO «in
bulk», neperHHe Ta
BTOPUHHE NaKyBaHHS,
KOHTPO/Ib cepii Ta
BUMYCK cepii
KPKA, a.4., Hoso
mecTo, CroseHis

KOHTPO/b cepii:
JlabeHa 4.0.0.,

CnoBeHisa

BHECEHHS 3MiH [0 peecTpalinHx
marepianis: 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKNOYaOUN
AinbHuui ansa A®I, NpoMixXHOro NPoAyKTy
ab0 roToBOro NiKapcbkoro 3acooby,
AiNbHULI ANA NpoBeAEeHHS NakyBaHHS,
BMPOGHMKA, BiNOBIAaIbHOMO 3a BUMYCK
cepild, MicLie NpoBeAEHHs1 KOHTPOStO cepii)
a60 nocTavyasibHMKa BUXIAHOTO MaTepiasy,

3a
peyernmom

He
nionsizae

UA/11743/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
CnoBeHis peareHTy abo JONOMDKHOI peYOBUHM

6nictepi; no 1, abo
no 2, abo no 4
6nictepn y
KapTOHHI Kopoo6Li

3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikaT

hapmakonei/moHorpadii. MogaHHsa HOBOroO

(AKLL,0 3a3HAYEHO Y AOCLE) BUTYYEHHS
BMPOGHWYOI finbHNLi A®| po3yBacTaTuHy
(y BUrNsgj kanbLito po3yBacTaTuHy)
Changzhou Pharmaceutical Factory,
China. 3anunwaetbcs BUpo6bHMK KRKA,
d.d., Novo mesto, Slovenia, sikuii BUKOHYE
Taky camy (pyHKLit0, LLLO /i BUyYEHUIA.

BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpoNeiichkili

abo oHoBNeHoro ceptudiikata
BiANOBIAHOCTI 260 BUMYYEHHS
cepTudcpikaTa BiANoBiAHOCTI EBpONEiiChKiit
thapmakonei: ana Ad®l; gns BuxigHoro
mMatepiany/peareHTy/nPoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMUTBI A®I; AN [ONOMIXHOT
peyoBuHY (cepTuddikat BigNoOBIAHOCTI
€Bponeiicbkiii hapmakonei) - Hoswi
cepTudiikaT Bif BXe 3aTBEPAXEHOr0
BUpOo6HUKa. MNMofaHHs HOBOro cepTudikary
BiNOBIgHOCTI €Bponelickkili hapmakonet
RO-CEP 2018-077-Rev 01 ana Adl
rosuvastatin calcium Big Bxe
3aTBepaxeHoro Bupo6Hunka KRKA, d.d.,
Novo mesto, Slovenia (3aTBepa)XeHo
ASMF). 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[OTOBWIA NiKapcbkuii 3aci6. 3MiHN Y
BVMPOGHMLTBI. 3MiHU y npoLeci
BMPOGHMLITBA FOTOBOrO /iKapCbKoro
3aco6y, BK/IKOYAKUM NPOMIKHUIA NPOAYKT,
LL|0 3aCTOCOBYETHCSA NPU BUPOOHNULTBI
roToBOrO Nikapcbkoro 3acoby (HesHavHa
3MiHa y npoueci BUpobHNLTBA)
ONTUMI3aLis MPUroTyBaHHSA KOMMPECIAHOI
CyMiLlli Ta He3Ha4yHa onTuMi3auis
NPUroTYBaHHA CyCneHsii NoKpUTTS 3
BiAMOBIAHVMMM 3MiHaMK B Nigpo34in
3.2.P.3.3. Onnc BUpo6GHMYOro npouecy Ta
KOHTPONIO npouiecy. 3miHu | Tuny - 3miHu 3
AKocTi. [oToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHa iMnopTepa/3mMiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPO/IH0
AKOCTi rOTOBOrO MiKapPCbKOro 3acoby
(3amiHa abo fofaBaHHS AiNbHULI, Ha AKil

3AiiCHIETLCA KOHTPO/b/BUNPOBYBaHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

cepii) BBeAEHHS BUPOGHNYOT AifIbHUL
NabeHa pg.0.0., CnoseHis, BiANOBiAa/IbHOT
3a KOHTpOsb cepii [N13. 3miHun | Tuny -
3MiHu Wwopao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHoO OHOBJ/IOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3neky 3acToCyBaHHSA NikapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHKM 3BITy 3 AOC/iKEHb,
npoBeAeHWX BignoBigHO A0 niaHy
negjiatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHM). 3MiHV BHECEHI [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y po3ginu "B3aemogia 3 iHWMMu
nikapcbkrMun 3acobamu Ta iHLWi BUan
B3aemogiit" (Lopo Trkarpenopy),
"Oco6nmBoCTi 3acTocyBaHHA" Ta "MoGiYHI
peakuii” (LLoA0 TSHKKMX LUKIPHWX NOBIYHMX
peakLiiii) BifnoBiAHO O OHOB/IEHOT
iHchopmaLii 3 6e3neku Aiko4Hoi peHOBUHM.
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHn
wopao 6e3snekn/ethpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS Ha NiAcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3neky 3acToCyBaHHS NiKapCbKoro
3acoby B nicnsapeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHKM 3BITY 3 AOC/IKEHb,
npoBefeHNX BigNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkeHnb (PIP) (iHwwi
3MiHM). 3MiHV BHECEHI [0 IHCTPYKLIT Ans
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby y po3ain "MobivHi peakuii” (LLoao
po3puBY M'A3iB Ta BOBYAKOMOAIGHOrO
CMHAPOMY) BiAMOBIAHO 4O OHOB/EHOI
iHchopmaLii 3 6e3neku AitoHoi peHOBUHMW.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB
nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3MiHn
wopo 6e3sneku/edpekTMBHOCTI Ta
dhapmakoHarnsigy. 3MiHu y KOpOTKild
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

XapaKTepucTuLi fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Me[MYHOro 3aCTOCyBaHHS
reHepuyYHUX/ribpuaHMXx/6ionoai6HMX
NiKapcbKMNx 3aco6iB Nicnsi BHECEHHS Tiel
camoi 3MiHU Ha pechepeHTHUIA npenapat
(3MiHa He NoTpebye HafaHHS XOAHMX
HOBUX A04aTKOBUX AaHuX). 3MiHW BHECEHI
[0 IHCTPYKUIT ANna MeAn4Horo
3aCTOCyBaHHS Nikapcbkoro 3acoby y
po3ainu "MokasaHHs", "MpoTunokasaHHA",
"B3aemogis 3 iHWYMU NikapCbKumun
3acob6amu Ta iHWi BUau B3aemMogiin”,
"Cnoci6 3acTocyBaHHA Ta go3un", "Aitun",
"Mo6iuHI peakwyi” 3rigHO 3 iHhopmavieto
LL0A0 MEMYHOIO 3aCTOCyBaHHS
pechepeHTHOro Nikapcbkoro 3acoby
(KpecTop, Tabnetku, BKpUTI NNIBKOBOO
o060s10HKot0, No 5 mr, 10 mr, 20 mr, 40 mr).
BBeneHHs 3MiH NpOTAroM 6-Tu MicsLiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
AfMiHiCTpaTuBHi 3MiHKN. 3MiHa Ha3Bu AdI
a60 AONOMiXHOT peyoBUHU. 3MiHa Ha3BM
[OMNOMDKHOT pEYOBUHY ANS NPUBELEHHSA
[0 MoHorpadii «Lactose», gitoyoi €sp.
®apm., 3 BiANOBIAHNMY 3MiHAMU B P.
«Cknag» MKA N3. BBegeHHA 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPMAKEHHS.

167.

POKCEPA®

TabneTtku, BKPUTI
NAiBKOBOIO
060/10HKO10, M0 10
mr, no 10 TabneTok
y 6nicTepi; no 1, abo
no 2, a6o no 3, abo
no 6, aéo no 9
6nictepiB y
KapTOHHI Kopobuyj;
no 14 TabneTtok y
6nictepi; no 1, abo
no 2, abo no 4
6nictepn y
KapTOHHIA KopooLi

KPKA, o.4.,
HoBo mecTto

CnoBeHis

Brpo6HMLTBO «in
bulk», nepBuHHe Ta
BTOPVHHE MakKyBaHHS,
KOHTPO/Ib cepii Ta
BMNyCK cepil
KPKA, a.4., Hoso
mecTo, CroBeHis

KOHTPO/b cepii:
NabeHa 4.0.0.,
CnoBeHis

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | TUny -
AAMiHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHULI (BKNOYaOUN
AinbHuui Ana A®l, NpoMiXXHOro NpoaykTy
ab0 roToBOro NiKapcbkoro 3acooby,
AiNbHULI NS NPOBEAEHHS NakKyBaHHS,
BMPOGHMKA, BiAMOBIAaIbHOMO 3a BUMYCK
cepild, MicLe NpoBeAEHHs1 KOHTPOSHO cepii)
ab0 nocTavyasibHMKa BUXIAHOTO MaTepiasy,
peareHTy abo AONOMIXHOT pe4yoBUHU
(AKLL,O 3a3HAYEHO Y AOCLE) BUTYYEHHS
BMPOGHWYOI AinbHNLi A®| po3yBacTaTuHy
(y BUrnsgj kanbLito posyBactaTuHy)
Changzhou Pharmaceutical Factory,
China. 3anunwaeTtbcs BUpobHMK KRKA,
d.d., Novo mesto, Slovenia, sikuii BUKOHYE
Taky camy pyHKLit0, LLO /i BUyYEHNIA.
3MiHu | TMNYy - 3MiHK 3 siKocTi. CepTudikat

3a
peyernmom

He
niosisieae

UA/11743/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHsa HOBOroO
abo oHoBNeHoro ceptudiikata
BiANOBIAHOCTI 260 BUMYYEHHS
cepTucpikaTa BiANoBiAHOCTI EBpONeiiChKiit
thapmakonei: ana Ad®l; gns BuxigHoro
mMatepiany/peareHTy/nPoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMUTBI A®I; AN [ONOMIXHOT
peyoBuHY (cepTuddikat BigNoOBIAHOCTI
€Bponeiicbkiii hapmakonei) - Hoswii
cepTudiikaT Bif BXe 3aTBEPAXEHOr0
BUpo6HUKa. MNMofaHHs HOBOro cepTudikary
BiNOBigHOCTI €Bponelickkili hapmakonet
RO-CEP 2018-077-Rev 01 ana Adl
rosuvastatin calcium Big Bxe
3aTBepaxeHoro Bupo6Hunka KRKA, d.d.,
Novo mesto, Slovenia (3aTBepAXeHo
ASMF). 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[OTOBWIA NiKapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHU y NpoLeci
BMPOGHMLITBA FOTOBOrO /iKapCbKoro
3aco6y, BK/IKOYAKUM NPOMIKHUIA NPOAYKT,
LL|0 3aCTOCOBYETHCSA NPU BUPOOHNULTBI
roToBOrO Nikapcbkoro 3acoby (HesHavHa
3MiHa y npoueci BUpobHULTBA)
ONTUMI3aLis MPUroTyBaHHSA KOMMPECIAHOI
CyMiLlli Ta He3Ha4yHa onTuMi3auis
NPUroTYBaHHA CyCneHsii NoKpUTTS 3
BiAMOBIAHVMMM 3MiHaMK B Nigpo34in
3.2.P.3.3. Onnc BUpo6GHMYOro npouecy Ta
KOHTPONIO npouiecy. 3miHu | Tuny - 3miHu 3
AKocTi. [oToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta KOHTPO/IHO
AKOCTi rOTOBOrO MiKapPCbKOro 3acoby
(3amiHa abo fofaBaHHS AiNbHULI, Ha AKil
3AiACHIOETLCA KOHTPO/L/BUNPOBYBaHHS
cepii) BBeAEHHS BUPOGHNYOT AifIbHUL
NabeHa 0.0.0., CnoseHis, BiANOBiAa/IbHOT
3a KOHTpOsb cepii [N13. 3miHun | Tuny -
3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkiii
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPyKUii Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHoO OHOBJ/IKOBAHOTO 3BITY 3 6e3nekn
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

nikapcbKoro 3acoby, abo foCimKeHb 3
6e3neky 3acToCyBaHHSA NikapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHWX BignoBigHO A0 niaHy
negjiarpnyHux gocnigpkeHs (PIP) (iHwi
3MiHM). 3MiHV BHECEHI [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y po3ginu "B3aemogia 3 iHWMMu
nikapcbkrMmn 3acobamu Ta iHLWi BUau
B3aemogiit" (Lopo Trkarpenopy),
"Oco6nmBoCTi 3acTocyBaHHA" Ta "MoGiYHI
peakuii” (LoA0 TSKKMX LUKIPHWX NOBIYHMX
peakLiiii) BifnoBiAHO O OHOB/IEHOT
iHchopmaLii 3 6e3neku AitoHoi peHOBUHM.
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHn
wopao 6e3snekn/ethpekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHs Ha NiacTasi
perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3neky 3acToCyBaHHS NiKapCbKoro
3acoby B nicnsapeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHKM 3BITY 3 AOC/IKEHb,
npoBefeHNX BigNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkeHnb (PIP) (iHwwi
3MiHM). 3MiHV BHECEHI [0 IHCTPYKLIT Ans
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby y po3ain "MobivHi peakuii” (LLoao
po3puBY M'A3iB Ta BOBYAKOMOAIGHOrO
CMHAPOMY) BiAMOBIAHO 4O OHOB/EHOI
iHchopmaLii 3 6e3neku 4itoHoi peHOBUHMW.
BBefieHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3MiHn
wopo 6e3sneku/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHN y KOpOTKild
XapaKTepucTuLi fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMXx/6ionoai6HNX
NiKapcbKMnx 3aco6iB Nicnsi BHECEHHS Tiel
camoi 3MiHU Ha pechepeHTHUIA npenapat
(3MiHa He NoTpebye HafaHHS XOAHMX
HOBUX A04aTKOBUX AaHuX). 3MiHW BHECEHI
[0 IHCTPYKLIT AN MeAn4HOro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

3aCTOCyBaHHSA NiKapcbkoro 3acoby y
po3ainu "MokasaHHs", "MpoTunokasaHHA",
"B3aemogis 3 iHWYMU NiKkapCbkumu
3acob6amu Ta iHWi BUan B3aemMogiin”,
"Cnoci6 3acTocyBaHHA Ta go3un", "Aitn",
"Mo6iuHI peakwyi" 3rigHO 3 iHchopmavieto
LLOAI0 MEAMYHOIO 3aCTOCyBaHHSA
pechepeHTHOro Nikapcbkoro 3acoby
(KpecTop, Tabnetku, BKpUTI NAIBKOBOO
o060s10HKot0, No 5 mr, 10 mr, 20 mr, 40 mr).
BBeneHHs 3MiH NpOTAroM 6-Tu MicsLiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny -
AfMiHiCTpaTuBHi 3MiHKN. 3MiHa Ha3Bu AdI
a60 AONOMiXHOT peyoBUHU. 3MiHa Ha3BM
[OMNOMDKHOT PEYOBUHW ANS NPUBELEHHSA
[0 MoHorpadii «Lactose», gitoyoi €sp.
®apm., 3 BiANOBIAHUMY 3MiHAMU B P.
«Cknag» MKA N3. BeegeHHA 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPMAKEHHS.

168.

POKCEPA®

TabneTtku, BKPUTI
NAiBKOBOIO
060/10HKO10, M0 40
mr no 10 TabneTok y
6nictepi; no 1, abo
no 2, a6o no 3, abo
no 6, no 9 6nictepis
Y KapTOHHIi1 kopobL;
no 7 Tabnetok y
6nicTepi; no 2, abo
no 4, abo no 8
6nictepiB y
KapTOHHI/ Kopoo6Li

KPKA, o.4.,
HoBo mecTto

CnoBeHis

Brpo6HMLTBO «in
bulk», nepBuHHe Ta
BTOPVHHE MakKyBaHHS,
KOHTPO/Ib cepii Ta
BMNyCK cepil
KPKA, a.4., Hoso
mecTo, CroBeHis

KOHTPO/b cepii:
NabeHa f.0.0.,
CnoBeHis

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | TUny -
AAMiHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKNOYaKOUN
AinbHuui Ana A®l, NpoMiXXHOro NpoaykTy
ab0 roToBOro NiKapcbkoro 3acooby,
AiNbHULI ANA NPOBeAEHHS NakKyBaHHS,
BMPOGHMKA, BiAMOBIAaIbHOMO 3a BUMYCK
cepild, MicLe NpoBeAEHHs1 KOHTPOSHO cepii)
ab0 nocTavyasibHMKa BUXIAHOTO MaTepiasy,
peareHTy abo AONOMIXHOT pe4yoBUHU
(AKLL,O 3a3HAYEHO Y AOCLE) BUTYYEHHS
BMPOGHWYOI AinbHNLi A®| po3yBacTaTuHy
(y BUrnsgj kanbLito posyBactaTuHy)
Changzhou Pharmaceutical Factory,
China. 3anunwaetbcs BUpobHMK KRKA,
d.d., Novo mesto, Slovenia, sikuii BUKOHYE
Taky camy pyHKLit0, LLO /i BUyYEHNIA.
3MiHn | TURY - 3MiHk 3 sKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBponechkili
hapmakonei/moHorpadii. NogaHHs HOBOroO
abo oHoBNeHoro ceptudiikata
Bi4NOBIAHOCTI a60 BUYYEHHS
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: ans A®l; gns BuxigHoro
mMatepiany/peareHTy/nPoOMKHOIo
NPOAYKTY, O BUKOPUCTOBYHOTHLCS Y

3a
peyernmom

He
niosisiecae

UA/11743/01/04
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
BMPOGHMUTBI A®I; AN [ONOMIXHOT

peyoBuHY (cepTuddikat BigNoOBIAHOCTI
€Bponeiicbkiii hapmakonei) - Hoswi
cepTudiikaT Bif BXe 3aTBEPAXEHOr0
BUpOo6HUKa. MNMofaHHs HOBOro cepTudikary
BiNOBIgHOCTI €Bponelickkili hapmakonet
RO-CEP 2018-077-Rev 01 ana Adl
rosuvastatin calcium Big Bxe
3aTBepaxeHoro Bupo6Hunka KRKA, d.d.,
Novo mesto, Slovenia (3aTBepa)XeHo
ASMF). 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[OTOBWIA NiKapcbkuii 3aci6. 3MiHN Y
BVMPOGHMLTBI. 3MiHU y npoLeci
BMPOGHMLITBA FOTOBOrO /1iKapCbKoro
3aco6y, BK/IKOYAKUM NPOMIKHUIA NPOAYKT,
LL|0 3aCTOCOBYETHCA NPU BUPOOHNLTBI
roToBOrO Nikapcbkoro 3acoby (HesHavHa
3MiHa y npoueci BUpobHNLTBA)
ONTUMI3aLis MPUroTyBaHHSA KOMMPECIAHOI
CyMiLlli Ta He3Ha4yHa onTuMi3auis
NPUroTYBaHHA CyCneHsii NoKpUTTS 3
BiAMOBIAHVMMM 3MiHaMK B Nigpo34in
3.2.P.3.3. Onnc BUpo6GHMYOro npouecy Ta
KOHTPONIO npouiecy. 3miHu | Tuny - 3miHu 3
AKocTi. [oToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHOTbCSI BUMYCKY Cepii Ta KOHTPO/IHO
AKOCTi rOTOBOrO MiKapPCbKOro 3acoby
(3amiHa abo fofaBaHHS AiNbHULI, Ha AKil
3AiACHIOETLCA KOHTPO/L/BUNPOBYBaHHS
cepii) BBeAEHHS BUPOGHNYOT AifIbHUL
NabeHa 0.0.0., CnoseHis, BiANOBiAa/IbHOT
3a KOHTpOsb cepii [N13. 3miHun | Tuny -
3MiHu Wwopo 6esnekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkili
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPyKUii Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHoO OHOBJ/IOBAHOrO 3BITy 3 6e3nekn
nikapcbKoro 3acoby, abo foCnimKeHb 3
6e3neky 3acToCyBaHHA NikapCbKoro
3acoby B nicnspeecTpauiliHnii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHWX BignoBigHO A0 niaHy
negjiatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHM). 3MiHV BHECEHI [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro

3acoby y po3ginv "B3aemogis 3 iHWMm
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

nikapcbkrMun 3acobamu Ta iHLWi BUan
B3aemogiit" (Lopo Trkarpenopy),
"Oco6nmBoCTi 3acTocyBaHHA" Ta "MoGiYHI
peakuii” (LoA0 TSKKMX LUKIPHUX NOBIYHMX
peakLiiii) BifnoBiAHO O OHOB/IEHOT
iHchopmaLii 3 6e3neku AikoHoi peHOBUHM.
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHn
wopao 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS Ha NiAcTasi
perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3neky 3acToCyBaHHSA MiKapCbKoro
3acoby B nicnsapeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHKM 3BITY 3 AOC/IKEHb,
npoBefeHnX BigNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkeHnb (PIP) (iHwwi
3MiHM). 3MiHV BHECEHI [0 IHCTPYKLIT Ans
MeAMYHOro 3acTOCYBaHHSA NiKkapCbKOro
3acoby y po3ain "MobivHi peakuii” (LLoao
po3puBY M'A3iB Ta BOBYAKOMOAIGHOro
CMHAPOMY) BiAMOBIAHO 4O OHOB/EHOI
iHchopmaLii 3 6e3neku 4itoHoi peHOBUHMW.
BBefieHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3MiHn
wopo 6e3sneku/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHN y KOpOTKild
XapaKTepucTuLi fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMXx/6ionoai6HNX
NiKapcbKMNx 3aco6iB Nicnsi BHECEHHS Tiel
camoi 3MiHU Ha pechepeHTHUIA npenapat
(3MiHa He NoTpebye HafaHHS XOAHMX
HOBUX A04aTKOBUX AaHuX). 3MiHW BHECEHI
[0 IHCTPYKLIT ANna MeAn4HOro
3aCTOCyBaHHSA NiKapcbkoro 3acoby y
po3ainu "MokasaHHs", "MpoTunokasaHHA",
"B3aemogis 3 iHWYMU NiKkapCbKumu
3aco6amu Ta iHWi BUAn B3aemMogiin”,
"Cnoci6 3acTocyBaHHA Ta go3un", "Aitn",
"Mo6iuHI peakwyii" 3rigHO 3 iHhopmavieto
LLOAI0 MEAMYHOIO 3aCTOCyBaHHSA
pechepeHTHOro Nikapcbkoro 3acoby
(KpecTop, Tabnetku, BKpUTI NNIBKOBOO
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

o060s10HKot0, No 5 mr, 10 mr, 20 mr, 40 mr).
BBeneHHs 3MiH NpOTAroM 6-Tu MicsLiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny -
AfMiHiCTpaTuBHI 3MiHN. 3MiHa Ha3Bu AdI
a60 AONOMiXHOT peyoBUHU. 3MiHa Ha3BM
[OMNOMDKHOT pEYOBUHY ANS NPUBELEHHSA
[0 MoHorpadii «Lactose», gitoyoi €sp.
®apm., 3 BiANOBIAHNMY 3MiHAMU B P.
«Cknag» MKA N3. BeegeHHA 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPMAKEHHS.

169.

POKCEPA®

TabneTku, BKPUTI
NAiBKOBOIO
060/10HKO10, M0 20
mr, no 10 TabneTok
y 6nicTepi; no 1, abo
no 2, aéo no 3, abo
no 6, aéo no 9
6nictepiB y
KapTOHHI Kopobuyj;
no 14 TabneTtok y
6nictepi; no 1, abo
no 2, abo no 4
6nictepn y
KapTOHHIA KopooLi

KPKA, a.4.,
HoBo mecTto

CnoBeHis

Brpo6HMLTBO «in
bulk», nepBuHHe Ta
BTOPVHHE MakKyBaHHS,
KOHTPO/Ib cepii Ta
BMNyCK cepil
KPKA, a.4., Hoso
mecTo, CroBeHis

KOHTPO/b cepii:
NabeHa f4.0.0.,
CnoBeHis

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | TUny -
AAMiHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHULI (BKNOYaOUN
AinbHuui Ana A®l, NpoMiXXHOro NpoaykTy
ab0 roToBOro NiKapcbkoro 3acooby,
AiNbHULI NS NPOBEAEHHS NakKyBaHHS,
BMPOGHMKA, BiAMOBIfaIbHOMO 3a BUMYCK
cepild, MicLe NpoBeAEHHs1 KOHTPOSHO cepii)
ab0 nocTavyasibHMKa BUXIAHOTO MaTepiasy,
peareHTy abo AONOMIXHOT pe4yoBUHY
(AKLL,O 3a3HAYEHO Y AOCLE) BUTYYEHHS
BMPOGHWYOI AinbHNLi A®| po3yBacTaTuHy
(y BUrnsgj kanbLito posyBactaTuHy)
Changzhou Pharmaceutical Factory,
China. 3anunwaetbcs BUpobHMK KRKA,
d.d., Novo mesto, Slovenia, sikuii BUKOHYE
Taky camy pyHKLit0, LLO /i BUyYEHNIA.
3MiHn | TURY - 3MiHK 3 siKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBponechkili
hapmakonei/moHorpadii. NogaHHs HOBOroO
abo oHoBNeHoro ceptudiikata
Bi4NOBIAHOCTI 260 BUNYYEHHS
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: ans A®l; gns BuxigHoro
mMatepiany/peareHTy/nPoOMKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; ANS [ONOMIXHOT
peyoBuHY (cepTuddikat BigNOBIAHOCTI
€ponelicbkiin thapmakonei) - Hosui
cepTudikaT Bif BXe 3aTBEPAXEHOro
BUpO6HUKa. MNMofaHHsA HOBOro cepTudikary
BIANOBIAHOCTI EBponeiickbkin thapmakonei
RO-CEP 2018-077-Rev 01 ansa Adl
rosuvastatin calcium Big Bxe
3aTBepmkeHoro BupobHunka KRKA, d.d.,

3a
peyermom

He
niosisieae

UA/11743/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

Novo mesto, Slovenia (3aTBepAXeHo
ASMF). 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[OTOBWIA NiKapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHU y NpoLeci
BMPOGHMLITBA FOTOBOrO /iKapCbKoro
3aco6y, BK/IKOYAKUM NPOMIKHUIA NPOAYKT,
LL|0 3aCTOCOBYETHCSA NPU BUPOOHNULTBI
roToBOrO Nikapcbkoro 3acoby (He3HavHa
3MiHa y npoueci BUpobHNLTBA)
ONTUMI3aLis MPUroTyBaHHSA KOMMPECIAHOI
CyMiLlli Ta He3Ha4yHa onTuMi3auis
NPUroTYBaHHA CyCneHsii NoKpUTTS 3
BiAMOBIAHVMMM 3MiHaMK B Nigpo34in
3.2.P.3.3. Onnc BUpo6GHMYOro npouecy Ta
KOHTPONIO npouiecy. 3miHu | Tuny - 3miHu 3
AKocTi. [oToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta KOHTPO/IHO
AKOCTi rOTOBOrO MiKapPCbKOro 3acoby
(3amiHa abo fofaBaHHS AiNbHULI, Ha AKil
3AiACHIOETLCA KOHTPO/L/BUNPOBYBaHHS
cepii) BBeEeHHS BUPOGHNYOT AifIbHUL
NabeHa 0.0.0., CnoseHis, BiANOBiAa/IbHOT
3a KOHTpOAb cepii [N13. 3miHun | Tuny -
3MiHu Wwopo 6esnekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkili
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPyKUii Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHoO OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo foC/imKeHb 3
6e3neky 3acToCyBaHHA NikapCbKoro
3acoby B nicnspeecTpauiliHnii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHUX BignoBigHO A0 niaHy
negiarpnyHux gocnigpkeHs (PIP) (iHwi
3MiHM). 3MiHV BHECEHI [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y po3ginu "B3aemogia 3 iHWMMu
nikapcbkrMun 3acobamu Ta iHLWi BUau
B3aemogiit" (Lopo Trkarpenopy),
"Oco6nmBoCTi 3acTocyBaHHA" Ta "MoGiYHI
peakuii” (LLoA0 TSHKKMX LUKIPHWX NOBIYHMX
peakLiiii) BifnoBiAHO O OHOB/EHOT
iHchopmaLii 3 6e3neku Aito4Hoi peHOBUHM.
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHn

wopao 6esnekn/edpekTMBHOCTI Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
thapmakoHarnagy. 3MiHa y KOpoTkii

XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHs Ha NiacTasi
perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3neky 3acToCyBaHHS NiKapCbKoro
3acoby B nicnsapeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/IKEHb,
npoBefeHNX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimxkeHnb (PIP) (iHLwi
3MiHM). 3MiHV BHECEHI [0 IHCTPYKLIT Ans
MeAMYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby y po3ain "Mo6ivHi peakuii” (LLoa0
po3puBY M'A3iB Ta BOBYAKOMOAIGHOrO
CMHAPOMY) BiAMOBIAHO 4O OHOB/EHOI
iHchopmaLii 3 6e3neku 4itoHoi peHOBUHMW.
BBefieHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3MiHn
wopo 6e3sneku/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHN y KOpOTKild
XapaKTepucTuLi fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMXx/6ionoai6HNX
NiKapcbKMNx 3aco6iB Nicnsi BHECEHHS Tiel
camoi 3MiHU Ha pechepeHTHUIA npenapat
(3MiHa He NoTpebye HafaHHS XOAHMX
HOBUX A04aTKOBUX AaHuX). 3MiHW BHECEHI
[0 IHCTPYKUIT ANna MeAn4Horo
3aCTOCyBaHHSA NiKapcbkoro 3acoby y
po3ainu "MokasaHHs", "MpoTunokasaHHA",
"B3aemogis 3 iHWYMU NiKkapCbKumu
3aco6amu Ta iHWi BUAn B3aemMogiin”,
"Cnoci6 3acTocyBaHHA Ta gos3un", "Aitn",
"Mo6iuHI peakwyi" 3rigHoO 3 iHchbopmavieto
LLOAI0 MEAMYHOIO 3aCTOCyBaHHSA
pechepeHTHOro Nikapcbkoro 3acoby
(KpecTop, Tabnetkun, BKpUTI NNIBKOBOO
o060s10HKot0, No 5 mr, 10 mr, 20 mr, 40 mr).
BBeneHHs 3MiH NpOTAroM 6-Tu MicsALiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny -
AfMiHiCTpaTuBHi 3MiHN. 3MiHa Ha3Bu AdI
a60 AONOMiXHOT peyoBUHU. 3MiHa Ha3BM
[OMNOMDKHOT pEYOBUHY ANS NPUBELEHHSA
[0 MoHorpadii «Lactose», gitoyoi €sp.
®apm., 3 BiANOBIAHUMY 3MiHAMU B P.

«Cknag» MKA N13. BBefeHHA 3MiH
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
npoTArom 6-Tn MicAuiB nicns
3aTBEPMAKEHHS.
170. | POKCEPA® TabneTku, BKpUTI KPKA, 4.4., CnoBeHis Brpo6HMLTBO «in CnoBeHis BHECEHHS 3MiH [0 peecTpaLinHmx 3a He UA/11743/01/05
NAiBKOBOIO HoBo mecTo bulk», nepBuHHe Ta marepianis: 3miHu | TUny - peyenmom | nidnsizae

060/10HKO10, M0 15
mr no 10 TabneTok y
6nictepi; no 1, abo
no 2, a6o no 3, abo
no 6, abo no 9
6nictepiB y
KapTOHHI Kopobuyj;
no 14 TabneTtok y
6nictepi; no 1, abo
no 2, abo no 4
6nictepu B
KapTOHHIA KopooLi

BTOPVHHE MakKyBaHHS,
KOHTPO/Ib cepii Ta
BMNyCK cepil
KPKA, a.4., Hoso
mecTo, CrnoBeHis

KOHTPO/b cepii:
NabeHa 4.0.0.,
CnoBeHis

AAMiHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKNOYaKOUN
AinbHuui Ana A®l, NpoMiXXHOro NpoaykTy
ab0 roToBOro NiKapcbkoro 3acooby,
AiNbHULI ANA NPOBEAEHHS NakKyBaHHS,
BMPOGHMKA, BiAMOBIAaIbHOMO 3a BUMYCK
cepild, MicLie NpoBeAEHHsS1 KOHTPOSHO cepii)
ab0 nocTavyasibHMKa BUXIAHOTO MaTepiasy,
peareHTy abo AONOMIXHOT pe4yoBUHU
(AKLL,O 3a3HAYEHO Y AOCLE) BUTYYEHHS
BMPOGHWYOI AinbHNLi A®| po3yBacTaTuHy
(y BUrnagj kanbLito posyBactaTuHy)
Changzhou Pharmaceutical Factory,
China. 3anunwaetbcs BUpobHMK KRKA,
d.d., Novo mesto, Slovenia, sikuii BUKOHYE
Taky camy pyHKLit0, LLO /i BUyYEHNIA.
3MiHn | TURY - 3MiHK 3 siKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponechkili
hapmakonei/moHorpadii. MogaHHs HOBOro
abo oHoBNeHoro ceptudiikata
Bi4NOBIAHOCTI 260 BUNYYEHHS
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: ans A®l; gns BuxigHoro
mMatepiany/peareHTy/nPoOMKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHMLTBI A®I; ANS [ONOMIXHOT
peyoBuHY (cepTuddikat BigNOBIAHOCTI
€ponelicbkiin thapmakonei) - Hosui
cepTudikaT Bif BXe 3aTBEPAXEHOro
BUpO6HUKa. MNMofaHHs HOBOro cepTudikary
BIANOBIAHOCTI EBponeiickbkin thapmakonei
RO-CEP 2018-077-Rev 01 ansa Adl
rosuvastatin calcium Big Bxe
3aTBepmkeHoro Bmpo6Hunka KRKA, d.d.,
Novo mesto, Slovenia (3aTBepaXeHo
ASMF). 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[oTOBMIA Nikapcbknit 3aci6. 3MiHK Y
BMPOGHMLTBI. 3MiHU y NpoLeci
BMPOGHMLITBA FOTOBOrO /iKapCbKOro
3aco6y, BK/IOYAKUN MPOMDKHUIA NPOAYKT,
LL|0 3aCTOCOBYETHCA NPU BUPOOHULTBI
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa
3MiHa y npoueci BUpo6bHMLUTBa)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

ONTUMI3aLis MPUroTyBaHHSA KOMMPECIAHOI
CyMiLlli Ta He3Ha4yHa onTuMi3auis
NPUroTYBaHHA CyCneHsii NoKpUTTS 3
BiAMOBIAHVMMM 3MiHaMK B Nigpo3ain
3.2.P.3.3. Onnc BUpo6GHMYOro npouecy Ta
KOHTPONIO npouiecy. 3miHu | Tuny - 3miHu 3
AKocTi. [oToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPO/IHO
AKOCTi rOTOBOrO MiKapPCbKOro 3acoby
(3amiHa abo fofaBaHHS AiNbHULI, Ha AKil
3AiACHIOETLCA KOHTPO/L/BUNPOBYBaHHS
cepii) BBeAEHHS BUPOGHNYOT AifIbHUL
NabeHa g.0.0., CnoseHis, BiANOBiAaIbHOT
3a KOHTpOsb cepii [N13. 3miHun | Tuny -
3MiHu Wwopo 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkiii
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHoO OHOBJ/IOBAHOrO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3neky 3acToCyBaHHA NikapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHUX BignoBigHO A0 niaHy
negjiarpnyHux gocnigkeHs (PIP) (iHwi
3MiHM). 3MiHV BHECEHI [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y po3ginu "B3aemogia 3 iHWMMu
nikapcbkrMun 3acobamu Ta iHLWi BUau
B3aemogiit" (Lopo Trkarpenopy),
"Oco6nmBoCTi 3acTocyBaHHA" Ta "MoGiYHI
peakuii” (LLoA0 TSHKKMX LUKIPHWX NOBIYHMX
peakLiiii) BifNoBiAHO O OHOB/IEHOT
iHchopmaLii 3 6e3neku Aiko4Hoi peHOBUHM.
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHn
wopo 6e3snekn/ethpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS Ha NiAcTasi
perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHs 3
6e3neky 3acToCyBaHHS NiKapCbKoro
3acoby B nicnsapeecTpauiiHnii nepiog, abo

AK pe3ynbTaT OLiHKM 3BITY 3 AOC/IKEHb,
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JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa
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yBaHHS*

Homep
peecmpayiliHo2o

171.

POKCEPA®

TabneTtku, BKPUTI

CnoBeHis

npoBefeHnX BigNOBIAHO A0 NnaHy
negiatpnyHux gocnimxkens (PIP) (iHwwi
3MiHM). 3MiHV BHECEHI [0 IHCTPYKLIT Ans
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
3acoby y po3ain "MobivHi peakuii” (LLoao
po3puBY M'A3iB Ta BOBYAKOMOAIGHOro
CMHAPOMY) BiAMOBIAHO 4O OHOB/EHOI
iHchopmaLii 3 6e3neku 4itoHoi peHOBUHMW.
BBefieHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepkeHHs. 3MiHu | Tuny - 3MiHn
wopo 6e3nekv/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHN y KOpOTKild
XapaKTepucTuLi fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMXx/6ionoai6HMX
NiKapcbKunx 3aco6iB Nicnsi BHECEHHS Tiel
camoi 3MiHU Ha pechepeHTHUIA npenapat
(3MiHa He NoTpebye HafaHHS XOAHMX
HOBUX A04aTKOBUX AaHuX). 3MiHW BHECEHI
[0 IHCTPYKUIT ANna MeAn4Horo
3aCTOCyBaHHSA Nikapcbkoro 3acoby y
po3ainu "MokasaHHs", "MpoTunokasaHHA",
"B3aemogis 3 iHWYMU NiKkapCbKumu
3aco6amu Ta iHWi BUAn B3aemMogiin”,
"Cnoci6 3acTocyBaHHA Ta gos3un", "Aitn",
"Mo6iuHI peakwyii" 3rigHO 3 iHhopmavieto
LLOAI0 MEAMYHOIO 3aCTOCyBaHHSA
pechepeHTHOro Nikapcbkoro 3acoby
(KpecTop, Tabnetkun, BKpUTI NNIBKOBOO
o060s10HKot0, No 5 mr, 10 mr, 20 mr, 40 mr).
BBeneHHs 3MiH NpOTAroM 6-Tu MicsALiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny -
AfMiHiCTpaTuBHi 3MiHN. 3MiHa Ha3Bu AdI
a60 AONOMiXHOT peyoBUHU. 3MiHa Ha3BM
[OMNOMDKHOT pEYOBUHW ANS NPUBELEHHS
[0 MoHorpadii «Lactose», gitoyoi €sp.
®apm., 3 BiANOBIAHUMY 3MiHAMU B P.
«Cknag» MKA N3. BeegeHHA 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPMAKEHHS.

nocsBi0OYeHHs

NNiBKOBOIO
060/10HKO10, no 30
mr no 10 TabneTok y
6nictepi; no 1, abo
no 2, abo no 3, abo

KPKA, o.4.,
HoBo mecTto

no 6, no 9 6nictepis

Bupo6HMLTBO «in
bulk», nepBuHHe Ta
BTOPVHHE MakKyBaHHS,
KOHTPO/Ib cepii Ta

BMNyCK cepil
KPKA, a.4., Hoso
mecTo, CrioBeHisi

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3miHu | TUny -
AAMiHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOBHUYOI AiNbHUL (BKNOYaKOUN
AinbHuui Ana A®l, NpoMiXXHOro NpoaykTy
ab0 roToBOro NiKapcbkoro 3acooby,
AiNbHULI A8 NpOBEAEHHS NakKyBaHHS,

3a
peyernmom

He
niosisiecae

UA/11743/01/06
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

Y KapTOHHIil kopoobLy;
no 7 TabneTtok y
6nicTepi; no 2, abo
no 4, abo no 8
6nictepiB y
KapTOHHiiA KOpo6Li

KOHTPO/b cepii:
NabeHa g.0.0.,
CnoBeHis

BMPOGHMKA, BiAMOBIfaIbHOMO 3a BUMYCK
cepild, MmicLe NpoBeAEHHs1 KOHTPOSHO cepii)
ab0 nocTtavyasibHMKa BUXIAHOTO MaTepiasy,

peareHTy abo A0NOMIXHOT pe4yoBUHN

(AKLL,0 3a3HAYEHO Y AOCLE) BUTYYEHHS
BMPOGHWYOI AinbHNLi A®| po3yBacTaTuHy

(y BUrNsgj kanbLito po3yBacTaTuHy)
Changzhou Pharmaceutical Factory,

China. 3annwaetbcs BUpo6bHMK KRKA,
d.d., Novo mesto, Slovenia, sikuii BAKOHYE

Taky camy (pyHKLit0, LLLO /i BUyYEHWUIA.
3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikaT

BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHsa HOBOroO
abo oHoBNeHoro ceptudiikata
BiANOBIAHOCTI 260 BUMYYEHHS
cepTudcpikaTa BiANoBiAHOCTI EBpONEiiChKiit
thapmakonei: ana Ad®l; gns BuxigHoro
mMatepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMLTBI A®I; AN [ONOMIXHOT
pevoBuHY (cepTuddikat BigNOBIAHOCTI
€Bponeiicbkiii hapmakonei) - Hoswi
cepTudiikaT Bif BXe 3aTBEPAXEHOr0
BUpo6HUKa. MNMofaHHsA HOBOro cepTudikary
BiNOBigHOCTI €Bponelickkili hapmakonet
RO-CEP 2018-077-Rev 01 ansa Adl
rosuvastatin calcium Big Bxe
3aTBepaxeHoro Bmpo6Hunka KRKA, d.d.,
Novo mesto, Slovenia (3aTBepa)XeHo
ASMF). 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[OTOBWIA NiKapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHU y NpoLeci
BMPOGHMLITBA FOTOBOrO /1iKapCbKoro
3aco6y, BK/IKOYAKUM NPOMIKHUIA NPOAYKT,

LL|0 3aCTOCOBYETLCA NPU BUPOOHNLTBI
roToBOrO Nikapcbkoro 3acoby (HesHavHa

3MiHa y npoueci BUpobHNLTBA)
ONTUMI3aLis MPUroTyBaHHSA KOMMPECIAHOI
CyMiLlli Ta He3Ha4yHa onTuUMi3auis
NPUroTYBaHHA CyCneHsii NoKpUTTS 3
BiAMOBIAHVMMM 3MiHaMK B Nigpo34in
3.2.P.3.3. Onnc BUpo6GHMYOro npouecy Ta
KOHTPONIO npoLiecy. 3miHu | Tuny - 3miHu 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
CTOCYHOTbCSI BUMYCKY Cepii Ta KOHTPO/IHO
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

AKOCTi rOTOBOrO MiKapPCbKOro 3acoby
(3amiHa abo fofaBaHHS AiNbHULI, Ha AKil
3AiACHIOETLCA KOHTPO/L/BUNPOBYBaHHS
cepii) BBeAEHHS BUPOGHNYOT AifIbHUL
NabeHa 0.0.0., CnoseHis, BiANOBiAa/IbHOT
3a KOHTpOAb cepii [N13. 3miHun | Tuny -
3MiHu Wwopo 6esnekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPyKUii Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHoO OHOBJ/IOBAHOrO 3BITy 3 6e3nekn
nikapcbKoro 3acoby, abo foCnimKeHb 3
6e3neky 3acToCyBaHHA NikapCbKoro
3acoby B nicnspeecTpauiliHnii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHWX BignoBigHO A0 niaHy
negjiarpnyHux gocnigpkeHs (PIP) (iHwi
3MiHM). 3MiHV BHECEHI [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby y po3ginu "B3aemogia 3 iHWMMu
nikapcbkMun 3acobamu Ta iHLWi BUan
B3aemogiit" (Lopo Trkarpenopy),
"Oco6nmBoCTi 3acTocyBaHHA" Ta "MoGiYHI
peakuii” (LLoA0 TSHKKMX LUKIPHWX NOBIYHMX
peakLiiii) BifNoBiAHO O OHOB/IEHOT
iHchopmaLii 3 6e3neku Aiko4Hoi peHOBUHM.
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHn
wozo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS Ha NiAcTasi
perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHs 3
6e3neky 3acToCyBaHHS NiKapCbKoro
3acoby B nicnsapeecTpauiiHnii nepiog, abo
AK pe3ynbTaT OLiHKM 3BITY 3 AOC/IKEHb,
npoBefEeHnX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimxkeHnb (PIP) (iHwwi
3MiHM). 3MiHV BHECEHI [0 IHCTPYKLIT Ans
MeAMYHOro 3acTOCYBaHHSA NiKkapCbKOro
3acoby y po3ain "Mo6ivHi peakuii” (LLoa0
po3puBY M'A3iB Ta BOBYAKOMOAIGHOrO
CMHAPOMY) BiAMOBIAHO 4O OHOB/EHOI
iHchopmaLii 3 6e3neku 4itoHoi peHOBUHMW.
BBefieHHs1 3MiH NpoTArom 6-Tn MicAuiB
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172.

POKCEPA®

nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3MiHn
wopo 6e3neku/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHN y KOpOTKild
XapaKTepucTuLi fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMXx/6ionoai6HNX
NiKapcbKMNx 3aco6iB Nicnsi BHECEHHS Tiel
camoi 3MiHU Ha pechepeHTHUIA npenapat
(3MiHa He NoTpebye HafaHHS XOAHMX
HOBUX A04aTKOBUX AaHuX). 3MiHW BHECEHI
[0 IHCTPYKLIT ANna MeAn4HOro
3aCTOCyBaHHSA NiKapcbkoro 3acoby y
po3ainu "MokasaHHs", "MpoTunokasaHHA",
"B3aemogis 3 iHWYMU NiKkapCbKumu
3acob6amu Ta iHWi BUau B3aemMogiin”,
"Cnoci6 3acTocyBaHHA Ta gos3un", "Aitn",
"Mo6iuHI peakwyi" 3rigHoO 3 iHchbopmavieto
LLOAI0 MEAMYHOIO 3aCTOCyBaHHSA
pechepeHTHOro Nikapcbkoro 3acoby
(KpecTop, Tabnetkun, BKpUTI NNIBKOBOO
060s10HKot0, N0 5 mr, 10 mr, 20 mr, 40 mr).
BBeneHHs 3MiH NpOTAroM 6-Tu MicsALiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny -
AfMiHiCTpaTuBHi 3MiHN. 3MiHa Ha3Bu AdI
a60 AONOMiXHOT peyoBUHU. 3MiHa Ha3BM
[OMNOMDKHOT pEYOBUHW ANS NPUBELEHHSA
[0 MoHorpadii «Lactose», gitoyoi €sp.
®apm., 3 BiANOBIAHUMY 3MiHAMU B P.
«Cknag» MKA N3. BeegeHHA 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPMAKEHHS.

nocsBi0OYeHHs

nnoc

TabneTtku, BKPUTI
NNiBKOBOIO
060/10HKOI0, N0 5
mr/10 mr; no 10
Tabnetok y 6nictepi;
no 3 a6ono9
6nictepiB y
KapTOHHIA KopooLi

KPKA, o.4.,
HoBo mecTto

CnoBeHis

BMPO6HMLTBO "in bulk”,
nepBuHHe Ta
BTOPVHHE MakKyBaHHS,
KOHTPO/Ib Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnOBEHiIS; KOHTPO/Tb
cepii (chianyHi Ta
XiMiYHi MeTOaM
KoHTponto: KPKA, a.4.,

Hoso mecTo,
CnoseHis; HN30X
(HauioHanbHi
nab6oparopis 3a
3/paB’e, OKOJE iH

XpaHo), CnoBeHis;

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | TUny - 3MiHN LWOA0
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHKn
BHECEHO B TEKCT MapKyBaHHS1 BTOPUHHOT
ynakoBOK NikapcbKoro 3acoby y n. 8.
«JATA 3AKIHYEHHA TEPMIHY
NMPNAAHOCTI». TepmiH BBEEHHS 3MiH -
NpoTArom 6 MicsiLiB nicns 3aTBepopKeHHs

3a
peyernmom

UA/18324/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
Kemilicbki iIHCTUTYT,
LleHTp 3a
Basnigauiicke
TexHonorie iH
aHanitiko (LIBTA),
CnoseHis; labeHa
4.0.0., CnoBeHis
173. | POKCEPA® TabneTku, BKPUTI KPKA, a.4., CnoBeHia | BMpobHUUTBO "in bulk”, CnoseHisa BHECEHHS 3MiH [JO peecTpaLiinHmx 3a UA/18324/01/02
nnoc NNiBKOBOIO HoBso mecTo nepBuHHE Ta MaTepianis: 3miHu | TMny - 3MiHK WoA[0 peyenmom
o6onoHkoto, no 10 BTOPWHHE NakyBaHHS, 6e3nekn/edpeKkTNBHOCTI Ta
Mr/10 mr; no 10 KOHTPO/Ib Ta BUMYCK thapmakoHarnagy (iHwi 3mMiHn) 3MiHn
Tabnetok y 6nictepi; cepii: KPKA, a.4., BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
no 3 abo no 9 HoBo mecTo, YNaKoBOK JliKapCbKOro 3acoby y n. 8.
6nictepiB y C/0BEHiIf; KOHTPO/Tb «OATA 3AKIHUEHHA TEPMIHY
KapTOHHI/ Kopoo6Li cepii (chianyHi Ta MPUOAHOCTI». TepMiH BBEAEHHS 3MiH -
XiMiuHi MeToaM npoTArom 6 micsuiB nicns 3aTBepAXKEHHS
KoHTponto: KPKA, a.4.,
HoBo mecTo,
CnoseHisa; HN30X
(HauioHanbHi
na6oparopisi 3a
34paB’e, OKOSIE iH
XpaHo), CnoBeHis;
KeMilicbKi iIHCTUTYT,
LieHTp 3a
Banigaviicke
TEXHOSOTIE iH
aHaniTiko (LIBTA),
CnoseHis; NlabeHa
4.0.0., CnoBeHis
174. | POKCEPA® TabneTku, BKpUTI KPKA, a.4., CnoBeHia | BMpo6HMLTBO "in bulk”, CnoBeHisa BHECEHHS 3MiH [0 peecTpavlinHmx 3a UA/18324/01/03
nntoc NNiBKOBOO HoBo mecTo nepBrHHE Ta MaTepianis: 3miHu | TUny - 3MiHK WoA0 peyenmom
060/10HKOH, Mo 15 BTOPVHHE NnakyBaHHSA, 6e3nekn/edhekTMBHOCTI Ta
mr/10 mr; no 10 KOHTPO/1b Ta BUMYCK thapmakoHarnagy (iHwi 3mMiHn) 3MiHn
Tabnetok y 6nictepi; cepii: KPKA, a.4., BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
no 3 abono 9 HoBso mecTo, yMakoBOK fikapcbKoro 3acoby y n. 8.
6nictepiB y CroBeHist; KOHTPO/Tb «AATA 3AKIHUEHHA TEPMIHY
KapTOHHI KOpooLi cepii (dpisnuHi Ta MPUAOAHOCTI». TepMiH BBEAEHHS 3MiH -
XiMiuHi meToan npoTArom 6 micAuiB nicns 3aTBepAXKEHHS
KoHTponto: KPKA, a.4.,
HoBo mecTo,
CnoseHis; HN30X
(HauioHanbHi
na6oparopis 3a
34paB’e, OKOE iH
XpaHo), CnoseHis;
Kemilicbki iIHCTUTYT,
LleHTp 3a




137

n/n

Hassa
JliKapcbKo20
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nocsioYeHHs1

Bavtigauiicke
TEXHO/OrI€E iH
aHaniTiko (LIBTA),
CnoBeHis; JlabeHa
4.0.0., CnoseHis

175.

POKCEPA®
nnoc

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO10, No 20
mr/10 mr; no 10
Tabnetok y 6nictepi;
no 3 a6ono9
6nictepiB y
KapTOHHIA KopooLi

KPKA, o.4.,
HoBo mecTto

CnoBeHis

BMPO6HMLTBO "in bulk”,
nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTPO/Ib Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnOBEHiIS; KOHTPO/Tb
cepii (chianyHi Ta
XiMiYHi MeTOaM
KoHTponto: KPKA, a.4.,
HoBo mecTo,
CnoseHis; HN30X
(HauioHanbHi
nab6oparopis 3a
3/paB’e, OKOJE iH
XpaHo), CnoBeHis;
KeMilicbki iIHCTUTYT,
LleHTp 3a
Banigaviricke
TEXHOSOTI€E iH
aHanitiko (LIBTA),
CnoseHis; NlabeHa
A.0.0., CnoBeHis

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | TUny - 3MiHN LWOA0
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHKn
BHECEHO B TEKCT MapKyBaHHS1 BTOPUHHOT
ynakoBOK NikapcbKoro 3acoby y n. 8.
«JATA 3AKIHYEHHA TEPMIHY
NMPNAAHOCTI». TepmiH BBEEHHS 3MiH -
NpoTArom 6 MicsiLiB nicns 3aTBepopKeHHs

3a
peyernmom

UA/18324/01/04

176.

POKCEPA®
nnoc

TabneTtku, BKPUTI
NNiBKOBOKO
060/10HKOH0, M0 40
mr/10 mr; no 10
TabneTtok y 6nictepi;
no 3 abo no 9
6nictepiB y
KapTOHHI KopoobLi

KPKA, a.4.,
HoBso mecTo

CnoseHis

BMpPO6HMLTBO "in bulk”,
nepBuHHe Ta
BTOPUHHE NaKyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
C/0BEHiIS; KOHTPO/Tb
cepii (chianyHi Ta
XiMiYHi MeTOaM
KoHTponto: KPKA, a.4.,
HoBo mecTo,
CnoseHisa; HN30X
(HauioHanbHi
na6oparopisi 3a
34paB’e, OKOME iH
XpaHo), CnoBeHis;
KeMilicbKi iIHCTUTYT,
LieHTp 3a
Banigavilicke
TEXHO/OTIE iH

CnoBeHisa

BHECEHHS 3MiH [JO peecTpavjiitHmx
mMarepianis: 3MiHu | TURy - 3MiHK LWOAO
6e3nekn/edheKkT1BHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn) 3MiHn
BHECEHO B TEKCT MapKyBaHHA BTOPUHHOT
yMakoBOK MikapcbKoro 3acoby y n. 8.
«[ATA 3AKIHYEHHA TEPMIHY
MPNAAHOCTI». TepmiH BBEEHHS 3MiH -
NpoTArom 6 MicsLiB Micns 3aTBepIpKEHHs

3a
peyenmom

UA/18324/01/05
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
aHaniTiko (LIBTA),
CnoseHis; JlabeHa
4.0.0., CnoBeHis
177. | PATIBHUK® kpem no 15 r a6o no NnAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavyinHmx 6e3 UA/5062/01/01
30r B TYy6i; no 1 Ty6i | "KuiBmegnpen "KviBmegnpenapat mMartepianis: 3MiHu | TUNy - 3MiHW 3 AKOCTI. peuyenma
B nauu, apar ["oTOBWMIA NiKapcbknii 3aci6. KoHTposnb
roTOBOrO JliKapcbKoro 3acoby. 3miHa y
MeToAax BUNpo6yBaHHSA rOTOBOrO
NiKapcbKoro 3acoby (iHwi 3MiHM y MeTogax
BMNpobyBaHb (BK/OUaoUM 3amMiHy abo
[OMOBHEHHS)) 3MiHW B METOZI KOHTPO/IO
N3 3a nokasHnkom «CynpoBigHi fOMILLKM
(3-amiHonponaxon)» (TWX, AdY 2.2.27),
a came BWIYYEHHS i3 METOAUKN
BMNPOBYBaHHSA PO3YMHHY MOPIBHAHHS (),
L0 MICTUTb AeKCNaHTEHO.
178. | CANNIODA/IbK rpaHynu Op. ®anbk HimeuuunH Bupo6HMK HimeuuunHa BHECEHHS 3MiH [J0 peecTpavjiinHmx 3a UA/3745/01/01
racTpOpPe3nNCTEHTHI, dapma M'v6X a BiANOBIAaIbHUI 3a mMarepianis: 3MiHu | TURy - 3MiHK LWOAO peyenmom

NPOMOHIroBaHoi Aji
no 500 mr; no 930
MT rpaHyn y
naketukax «lpaHy-
CTuKe»; no 50
nakeTuKiB y kopooLyi
3 KapTOHY

BMNYCK Cepiii
KIHLLeBOro NpoayKTy:
[p. danbk Papmva
m6X, HimewunHa,;
BUpPOGHK,
BiANOBIAaIbHUI 3a
BMPOGHMLTBO
[030BaHol hopmu,
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI:
JlozaH ®apma M'vbX,
HimeuuunHa; ®apbin
dPapma 'M6X,
HimeuuunHa;
Bupo6HuK,
BiAnoBigabHU 3a
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI:
JlozaH ®apma MvbX,
HimeuunHa
BMPOOBHUK,
BiANOBIAa/IbHUI 3a
KOHTPO/Tb AKOCTI:
HaykoBo-gocnigHuii
IHCTUTYT Xennenep
m6X, HimewunHa,;
anndgamen ®APBIN
ApuHarimitTens M'v6X,

6e3nekn/edpeKkT1BHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3arasibHeHNX JaHux Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3araJsibHeHVX JaHux Npo cUcTemy
hapmakoHarnsigy, aMmiHa ynoBHOBaXKeHOl
oco6w, BignoBiganbHOI 3a 34iNCHEHHS]
hapmakoHarnsgy; KOHTaKkTHoi ocobu 3
hapmakoHarnsgy 3asBHuka ans
3pificHeHHs hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHa Bif, yNOBHOBaXEHOI
ocobw, BignoBiga/IbHOI 3a 34iNCHEHHS
thapmMakoHarnagy (BK1ovaroun KOHTaKTHI
AaHi) Ta/abo 3MiHM Yy po3MiLLeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0c06U 3aABHUKA,
BigNoBigaIbHOI 32 hapmakoHarnsg B
YKpaiHi.

[itoua pepakuisi: BoiTeHKo AHTOH
leopriioBuy. MponoHoBaHa pefakuis:
Byask OnekcaHgpa CepriiBHa. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOi 0cobu

3asBHVKa, BigNoBiga/IbHOI 3a
thapmakoHarnag B YkpaiHi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

HimeyunHa

179.

CAPTIH®

PO34MH OpasIbHUIA,
200 mr/mn no 100
M, 200 mny
donakoHi; no 1
hNakoHy 3 JIOXKKO
[03yBasIbHOIO Y
nauui

AT "®apmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiinHmx
mMarepianis: yTOYHEHHS HanUCaHHA
Ha3BM NiKapCbKOro 3acoby B HaKa3ax
MO3 YkpaiHu
Ne 1128 Big 13.05.2020 (peectpauis), Ne
2467 Big 30.10.2020, Ne 832 Big,
28.04.2021, Ne 1725 Big 11.08.2021
(BHECEHHSA 3MiH A0 peecTpauiiHnX
Marepianis) y 3B'A3Ky 3 MPOBEAEHHAM
npoueaypu "BUNpaB/ieHHS TEXHIYHOT
NOMW/IKV B PEECTPAaLiiHOMY NOCBIAYEHHI".
Pepakuis B Hakazax - CAPI'IH. BipHa
pegakuis - CAPTIH®.

6e3
peuyenma

UA/16480/02/01

180.

CEPTUKAH

Tabnetkn no 0,75
mr, no 10 TabneTok
y 6nicTepi; no 6
6nicTepis y kopobuj
3 KapTOHY
nakyBaJIbHOro

HoBaprtic
dapma Al

LLsenuapi
a

Bnpo6HMLTBO,
KOHTPO/b AKOCTI,
NepBUHHE NMaKyBaHHS,
BTOPWHHE NakyBaHHS,
BUNYCK cepii:
Hosaprtic ®apma
LTeliH AT, LBeiuapis
KoHTposb skocTi:
dapmaHanituka CA,
LLiBeiuapis

LLisefiuapis

BHECEHHS 3MiH [0 peecTpalinHx
MaTtepianis: 3MiHu | TUny - 3MiHK WoA0
6e3nekun/edheKTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs1 a6o 3miHa(h)
[10 3060B'A3aHb Ta YMOB BuAavi
peecTpaLiiHoro NocBiAYeHHs, BKIOYaUn
Mnax ynpaBniHHA pu3vkamu (iHWi 3MiHK)
3asaBHMKOM OHOBJ/IEHO M/1aH YNpaBiHHA
pusmkamm Ha nigctasi PSUR Asessment
Report Ta 3rigHO 3 BUMOramu 4o
CraHgapTunsoBaHoro gopmary NMypP
(EMA/PRAC/613102/2015 Rev.2
accompanying GVP , Module V Rev.2,
Human Medicines Evaluation Guidance on
the format of the risk management plan
(RMP) in the EU — in integrated format).
Pestome MYP Bepcis 5.0 gogaeTtbes.

3a
peyernmom

UA/3913/01/03

181.

CULOKAP],

Tabnetku no 4 mr,
no 10 TabneTtok y
6nictepi; no 3
6nictepun y naui

AT

"KNIBCbKWM

BITAMIHHW
3ABOJ"

YkpaiHa

AT "KUIBCBKMI
BITAMIHHUIA
3ABO["

Ykpaina

BHECEHHS 3MiH 10 peecTpaLiiiHnX
MaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb.

3MiHa y TepmiHax npugatHocTi abo
yMoOBax 36epiraHHsi rOTOBOrO /1iKapCbKOro
3aco6y (36i1bLIEeHHSA TepPMiHY NPUAATHOCTI
roTOBOro Nikapcbkoro 3acoby) - Ans
TOProBOi yNakoBKW (MigTBEPLKYETLCS
OaHUMKN peasibHOro Yacy) 36iM1bLUeHHS
TepMiHy NpUAATHOCTI FOTOBOrO
NiKapCbKoro 3acoby Ha OCHOBI MO3UTUBHYX
pe3ynbTaTiB [JOBrOCTPOKOBKX A0CAIAKEHD
CTabinbHOCTI y peasibHOMY Yaci:
3arBeppkeHo: TepMiH NpuAAaTHOCTI: 2
poku. 3anponoHoBaHo: TepMmiH
npuaaTHoOCTI: 3 poKW. 3MiHV BHECEHI B
IHCTPYKUi0 AN MeAVYHOTO 3aCTOCYBaHHS

3a
peyenmom

He
niosnsiecae

UA/16389/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o

nikapcbkoro 3acoby y po3gin "TepMiH
npuaatHocTi". BBefeHHA 3MiH NpOTArom 6-
TN MicALiB NicNs 3aTBEPKEHHS.

nocsBi0OYeHHs

182.

CUAOKAP],

Tabnetku no 2 mr,
no 10 TabneTtok y
6nictepi; no 3
6nictepun y nauui

AT

"KNIBCbKN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KWTBCBKIAT
BITAMIHHUN
3ABOJ"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavyinHmx
MaTepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[oToBUIA Nikapcbknii 3aci6. CTabiNbHICTb.

3miHa y TepmiHax npugatHocTi abo
ymoBax 36epiraHHsi roTOBOrO /ikapCbKoro
3aco6y (36i/bLIeHHs TEPMiHY NpuaaTHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBOi yNakoBKW (MigTBEPLKYETLCS
[aHVMU peanbHOro vacy) 36i/bLlIeHHs
TepMiHy NMpUAAaTHOCTI FOTOBOrO
NikapcbKoro 3aco6y Ha OCHOBI NO3UTUBHUX
pe3ynbTaTiB fOBrOCTPOKOBUX AOCAIAKEHD

CTabisIbHOCTi y peasibHOMY Yaci:

3aTBepxeHo: TepMiH npuaaTHoCTi: 2
POKK. 3anponoHoBaHoO: TepMmiH
npuaaTHoCTi: 3 pokn. 3MiHV BHECEHi B
IHCTPYKLi0 AN MeANYHOT0 3aCTOCYBaHHS
nNiKkapcbKoro 3acoby y po3ain "TepmiH
npugaTHocTi". BBeaeHHs 3MiH npoTsarom 6-
TW MiCALIB Nic/IA 3aTBEPAXKEHHS.

3a
peyenmom

He
nionsieae

UA/16389/01/01

183.

CUHIMOH®

TabneTkn XyBasibHi,
no 4 mr; no 7
Tabnetok y 6nictepi;
no 2, a6o no 4, abo
no 8 6nictepiB y
KapTOHHI ynakoBL,i

BAT "lepfeoH
PixTep"

YropLwmHa

BAT "lepeoH Pixtep",
YropLmHa (Bunyck
cepii); TOB "legeoH
PixTep Monbuia",
MonbLuya (KOHTPONb
AKOCTI, O3BINT HA
BMNYCK cepil;
BMPOGHMLTBO
Hepo3dhacoBaHoro
NPoAYKTY, NePBMHHA
ynaKkoBka, BTOPYHHA
ynakoBka)

YropwmHa/
MonbLia

BHECEHHS 3MiH [0 peecTpaLinHx
MaTtepianis: 3MiHu | TUNy - 3MiHK 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /iKapcbKoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCcbKoro
3ac00y (3BYXXEHHS [OMYCTUMUX MEeX) -
TOYHICTb JONYCTUMUX MEX 38 NMOKA3HUKOM
«BMIiCT gjto4oi pevyoBMHM» 3MIHEHO A0 3-X
3HaKiB Mic/1a KoMu. BBeAeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPLKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneuudikaii Ta/abo
[0MYCTUMNX MEX FOTOBOTO NiKapCbKoro
3aco06y (iHLWi 3MiHK) - 3MiHa onucy
30BHILIHLOrO BUAY TabneTok. 3MiHn
BHECEHIi B IHCTPYKLit0 AN MEANYHOr0
3acToCyBaHHSA Nikapcbkoro 3acoby y
po3ain "Mikapcbka hopma” (OCHOBHI
hi3nKo-XiMiuHi BnacTmBocTi). BBegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPLKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKunii 3acib.

3a
peyernmom

He
nionsizae

UA/10511/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

KOHTpO/1b roTOBOrO MiKapCbKOro 3acooy.
3MiHa y meTogax BunpobyBaHHA roTOBOro
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX MeToAax BUNPOOYBaHHS) -
He3HayHa 3MiHa B MeTogji KoHTpoto 13
3a NOoKa3HWKOM «laeHTudikauisa Yo-
CNeKkTpodhoTOMETPIsA», a came 3 MEeTOANKN
NS BU3HAYEHHSA NOKa3HUKa BUAaNeHo
MakCcMMasibHe NOr/IMHAHHSA NPY JOBXUHI
xBuUni 211+2 HM. BBefeHHS 3MiH NpoTArom
6-TW MicALiB Nicna 3aTBePMAXKEHHSA. 3MiHN |
™My - 3MiHW 3 IKOCTi. FOTOBWIA Nikapcbkui
3aci6. 3MiHN y BUPO6HULTBI. 3MiHA
po3Mipy cepil (BkoUatoun giana3oH
po3Mipy cepii) roToBOro NMikapcbKoro
3aco6y (36inbweHHs go 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) —
BBE/IEHHS a/lbTEPHATUBHOIO Po3Mipy cepil
Ansa 0o3yBaHHA 4 Mr (3aTBepmxeHo: 125
000 TabneTok, Lo Bignosiaae 30 kr;
3anponoHosaHo: 125 000 TabneTok, Lo
Bignosigae 30 kr Ta 1 250 000 TabneTok,
wo signosigae 300 kr) Ta 4719 A03YBaHHSA
5 mr (3aTBepmxkeHo: 100 000 TabneTok,
wo Bignosigae 30 kr; 3anponoHoBaHo: 100
000 TabneTok, wWo Bignosigae 30 kr Ta 1
000 000 TabneTok, wo signosigae 300 Kr).
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHn
3 IKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. 3MiHN
Yy BUPOBHULTBI. 3MiHM y npoueci
BMPOGHMLITBA FOTOBOrO /iKapCbKoro
3aco6y, BK/IKOYAKUM NPOMIKHUIA NPOAYKT,
LL|0 3aCTOCOBYETHCSA NPU BUPOOHNULTBI
roToBOrO Nikapcbkoro 3acoby (HesHavHa
3MiHa y npoueci BUpobHuLTBA) -
36iNbLUEHHS Yacy nogadi cymiwi ans
rpaHynioBaHHA Npy BUPo6HMLTBI 13
(NpPW6AN3HO 3 4 XBUINH [0 7 XBUINH)
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHn
3 AKoCTi. FoTOBUIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax 36epiraHHs
rOTOBOrO /iKapCbKoro 3acoby (iHLUi 3MiHK)
3MEHLLUEHHS TepMiHy 36epiraHHs
Hepo3chacoBaHOro NpoaykTy in bulk
(3aTBEpPAXKEHO: 6 MICALB; 3aNPONOHOBAHO:
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
3 micsais).

BBeneHHs 3MiH NpOTAroM 6-Tu MicsLiB
nicns 3aTBepiXeHHs1 — He peKOMeHA0BaHo
[0 3aTBEPOKEHHS, OCKi/IbKM 3MiHa
noB’A3aHa 3 nepecToporamu LWoa0 AKOCTI
nikapcbkoro 3aco6y. 3MiHu | TUny - 3MiHK
3 AKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapcbKoro 3acoby.
3MiHa y meTofax BMNpobyBaHHSA roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS) —
He3HauHi 3MiHV B 3aTBEpPAKEHOMY METOf|
BMNpo6yBaHHSA /13 3a NokasHUKOM
«CepegHs maca TabneTku». 3miHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MiKapCbKOro 3acooy.
3MiHa y MmeTogax BUnpobyBaHHA roTOBOro
nNiKapcbKoro 3acoby (iHwi 3MiHM y MeTogax
BMNpobyBaHb (BK/IOUaoUM 3amMiHy abo
[OMOBHEHHS)) — YTOYHEHHS B MeTOA|
KOHTpO0 /13 3a NoKa3HNKOM
«MikpobionoriyHa uncrora»
(3a3HavaeTbCA, LU0 BUKOPUCTOBYETHCSH
MeTOZ, rMMBUHHOTO BUCiBaHHA (pour-plate
method) y BignoBigHOCTI A0 3aTBEpAKEHOT
OOKyMeHTaUiT y KpaiHi
3asaBHUKa/BUpobHUka. 3MiHu | Tuny -
3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneyudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco6y (iHLWi 3mMiHK) — 3miHa B
nepioguyHocTi BUNpo6ysaHHs N3 3a
nokasHukoM «MikpobiosoriyHa YncToTax.
3MmiHu Il TUnNy - 3MiHK 3 siKoCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTposnb rotoBoro
nikapcbkoro 3acoby. 3mMiHa napameTpis
cneumdikauin Ta/abo fonycTumMmnx Mex
roTOBOrO /iKapCbkoro 3acoby (3miHa
3Haxo0AWTbLCA NO3a 3aTBEPAKEHNMM
[ONYCTUMVMU Mexamu cneumdikaLliii)
3MiHa AOMNYCTUMMX MEX 3a MOKa3HUKOM
«CTIlKiCTb 40 pO34aB/iHoOBaHHSA
(Ph.Eur.2.9.8) y cneuudikayisix Ha BUNycK
Ta Ha TEPMIH NPUAATHOCTI (3aTBEPAXKEHO:
npu Bunycky 60 N — 120 N; Ha TepMmiH
npugatHocTi 60 N — 120 N;

3anpornoHosaHo: npu sunycky 50 N — 120
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

N; Ha TepmiH npuaatHocTi 50 N — 140 N).
BBeneHHs 3MiH NpOTAroM 6-Tu MicsLiB
nicns saTeepmkeHHsA. 3miHu Il Tuny -
3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneyudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro
3acoby (3miHa 3HaxoauTbCA nosa
3aTBEPAKEHNMU AONYCTUMUMU MEXaMU
cneuudikauiin) - 3MiHa 4OMYCTUMOI MeXi
0151 BU3HaYeHHs fomiwku C (cynbdokena)
3a MOKa3HMKOM «XpomaTtorpagiyHa
yncToTa» y cneyudikauii Ha TepMiH
npuAATHOCTI, 6€3 3MiHW AOMYCTUMMX MEeX
CYMU JOMILLOK (3aTBEPAKEHO: He BiNblue
1,0%; 3anponoHoBaHo: He Ginblie 1,5%).
BBeneHHs 3MiH NpOTAroM 6-Tu MicsLiB
nicns 3aTBepKeHHs.
3minu |l Tuny - 3MiHK 3 sKocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI.
3MiHn BUNpobyBaHb abo A0NYyCTUMUX
MeX, BCTAHOBJIEHVX Y crieumndikayisx, nig,
yac BMPOGHMLITBA FOTOBOTO /liKapPCbKOro
3aco6y (PO3LUMPEHHS 3aTBEPLKEHMNX
[OMYCTUMUX MEX 471 NMOKa3HUKIB, SKi
MOXYTb MaTu iCTOTHWIA BN/IMB Ha 3arasibHy
AKICTb FOTOBOIO JiKAPCLKOTr0O 3acoby) -
PO3LUMPEHHS HMKHBOT JOMYCTUMOT MeXxi 3a
nokasHUKoM «CTilKiCTb A0
pO3/aB/IloBaHHS» Npu
BHYTPILUHBOBUPOOHNYOMY KOHTPONI Y
npoueci BupobHuuTBa N3 (3aTBEpaKEHO:
60 N — 120 N; 3anponoHosaHo: 50 N — 120
N). BBeeHHS 3MiH NpoTArom 6-Tu MicauiB
nicns 3aTBepKeHHs

184.

CUHINMOH®

TabneTkn XyBasibHi,
no5wmr; no7
Tabnetok y 6nictepi;
no 2, a6o no 4, abo
no 8 6nictepiB y
KapTOHHIA ynakoBLi

BAT "lepfeoH
PixTep"

YropLmHa

BAT "lepeoH Pixtep",
YropLmHa (Bunyck
cepii); TOB "TegeoH
PixTep Monbuia",
MonbLuya (KOHTPONb
AKOCTI, LO3BI/T HA
BMNYCK Cepil;
BMPOGHMLTBO
Hepo3dhacoBaHoro
NPOAYKTY, NEPBMHHA
ynaKkoBka, BTOPYHHA
ynakoBka)

YropwmHa/
Monba

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3MiHu | TUny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /iKapCbKOro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTrO NiKapCbKOro
3ac00y (3BYXXEHHS [OMYCTUMUX MEX) -
TOYHICTb JONYCTUMUX MEX 3a NMOKA3HUKOM
«BMIiCT fjto4oi pevyoBMHM» 3MIHEHO A0 3-X
3HaKiB Mic/1s KoMu. BBeAeHHs 3MiH
npoTArom 6-Tn MicAuiB nicns
3aTBEPMAKEHHA. 3MiHM | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKuWii 3acib.

3a
peyernmom

He
niosisiecae

UA/10511/02/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

KOHTpO/1b roTOBOrO MiKapCbKOro 3acooy.
3MiHa napameTpiB cneyudikauii Ta/abo
[0NYCTUMUX MEX FOTOBOTO NiKapCbKoro
3aco06y (iHLWi 3MiHK) - 3MiHa onucy
30BHILIHLOrO BUAY TabneTok. 3MiHn
BHECEHIi B IHCTPYKLIit0 ANt MeAUYHOr0o
3aCTOCyBaHHSA NiKapcbkoro 3acoby y
po3ain "NMikapcbka hopma” (OCHOBHI
hi3nKO-XiMiYHi BnacTmBocTi). BBegeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHSA. 3MiHM | TUNY - 3MiHK 3
AKocTi. FoTOoBUIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO MiKapCbKoro 3acooby.
3MiHa y meTogax BunpobyBaHHA roTOBOro
NiKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) -
He3HayHa 3MmiHa B MeTogji KoHTposto 13
3a NoKa3HWKOM «laeHTudikauisa Yo-
CNeKkTpodhoTOMETPIsA», a came 3 MEeTOANKN
[ONS BU3HAYEHHSA NOKa3HUKa BUAaNeHo
MakcvMasibHe MOr/IMHAaHHS NP JAOBXWHI
xBuUni 211+2 HM. BBefeHHS 3MiH NpoTArom
6-TW MicALiB Nicna 3aTBePMXKEHHSA. 3MiHN |
™My - 3MiHW 3 IKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHA
po3Mipy cepil (BkoUYatoun giana3oH
po3Mipy cepii) roToBOro NMikapcbKoro
3acoby (36inbweHHs go 10 pasis
NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) —
BBE/IEHHS a/lbTEPHATUBHOIO Po3Mipy cepil
Ansa 0o3yBaHHA 4 Mr (3aTBepmxeHo: 125
000 TabneTok, Lo Bignosiaae 30 kr;
3anponoHosaHo: 125 000 TabneTok, Lo
Bignosigae 30 kr Ta 1 250 000 TabneTok,
wo signosigae 300 kr) Ta 4719 A03YBaHHSA
5 mr (3atBepmxkeHo: 100 000 TabneTok,
wo Bignosigae 30 kr; 3anponoHoBaHo: 100
000 TabneTok, wWo Bignosigae 30 kr Ta 1
000 000 TabneTok, wo signosigae 300 Kr).
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHn
3 IKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. 3MiHN
Yy BUPOBHULTBI. 3MiHM y npoueci
BMPOGHMLITBA FOTOBOrO /1iKapCbKoro
3aco6y, BK/IKOYAKUM NPOMIKHUIA NPOAYKT,
LL|0 3aCTOCOBYETLCA NPU BUPOOHNLTBI
roToBOrO Nikapcbkoro 3acoby (HesHavHa
3MiHa y npoueci BUpobHuLTBA) -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
36iNbLUEHHS Yacy nogavi cymiwi ans
rpaHynioBaHHA npy BUPo6HULTBI 13
(NpPW6AN3HO 3 4 XBUINH [0 7 XBUINH)

3MiHa y MeTogax BUnpo6yBaHHA rOTOBOrO
nNiKapcbKoro 3acoby (iHwi 3MiHM y MeTogax

(3a3HavaeThCA, L0 BUKOPUCTOBYETHCH
MeTOZ, rMMBUHHOTO BUCiBaHHA (pour-plate
method) y BignoBigHOCTI A0 3aTBEpPAKEHOT

3asaBHUKa/BUpobHUka. 3MiHu | Tuny -
3MiHM 3 sKocTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneyudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro

nepioguyHocTi BUNpo6ysaHHs N3 3a

BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHn
3 AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax 36epiraHHs
rOTOBOrO /iKapCbKoro 3acoby (iHLUi 3MiHW)
3MEHLLUEHHS TepMiHy 36epiraHHs
Hepo3chacoBaHOro NpoaykTy in bulk
(3aTBEpPAXKEHO: 6 MicALB; 3anPONOHOBAHO:
3 micsauis).
BBeneHHs 3MiH NpOTAroM 6-Tu MicsLiB
nicns 3aTBepiXeHHsl — He peKOMeHA0BaHo
[0 3aTBEPOKEHHS, OCKi/TbKY 3MiHa
noB’A3aHa 3 nepecToporamu Woa0 AKOCTI
nikapcbkoro 3acoby. 3MiHu | Tuny - 3MiHK
3 AKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapcbKoro 3acoby.
3MiHa y meTofax BMNpobyBaHHSA roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS) —
He3HauHi 3MiHV B 3aTBEpPKEHOMY METOf|
BMNpo6yBaHHSA /13 3a NokasHUKOM
«CepegHs Maca TabneTkv». 3miHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOrO MiKapCbKoro 3acooy.

BMNpobyBaHb (BK/IOUaoUM 3amMiHy abo

[OMOBHEHHS)) — YTOYHEHHS B MeTOA|
KOHTpO0 /13 3a NoKa3HNKOM
«MikpobionoriyHa uncrora»

OOKyMeHTaUiT y KpaiHi

3aco6y (iHLWi 3mMiHK) — 3miHa B

nokasHukoM «MikpobiosioriyHa YncToTax.
3MmiHu Il TUny - 3MiHK 3 siKoCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

nikapcbkoro 3acoby. 3mMiHa napameTpis
cneumdikauin Ta/abo fonycTumMmnx Mex
rOTOBOrO /iKapCbkoro 3acoby (3miHa
3Haxo0AWTLCA NO3a 3aTBePAKEHNMM
[ONYCTUMVMU Mexamu cneumdikaLliii)
3MiHa A0NYyCTUMUX MEX 38 NMOKa3HUKOM
«CTIlKiCTb 40 pO34aB/iHOBaHHSA
(Ph.Eur.2.9.8) y cneuudikayisix Ha BUNycK
Ta Ha TEPMIH NPWAATHOCTI (3aTBEPAKEHO:
npu Bunycky 60 N — 120 N; Ha TepMmiH
npugatHocTi 60 N — 120 N;
3anpornoHosaHo: npu sunycky 50 N — 120
N; Ha TepmiH npuaatHocTi 50 N — 140 N).
BBeneHHs 3MiH NpOTAroM 6-Tu MicsLiB
nicns saTeepmkeHHsA. 3miHu Il Tuny -
3MiHM 3 sKocTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneyudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro
3acoby (3miHa 3HaxoauTbCA nosa
3aTBEPAKEHNMU AONYCTUMUMU MEXaMU
cneuudikawiin) - 3MiHa 4OMYCTUMOI MeXi
015 BU3HaYeHHs fomiwku C (cynbcokena)
3a MOKa3HMKOM «XpomaTtorpagiyHa
yncToTa» y cneyudikauii Ha TepMiH
npuAATHOCTI, 6€3 3MiHW JAOoMYCTUMMNX MEX
CYMU JOMILLOK (3aTBEPAKEHO: He BiNblue
1,0%; 3anponoHoBaHo: He Ginblie 1,5%).
BBeneHHs 3MiH NpOTAroM 6-Tu MicsLiB
nicns 3aTBepKeHHs.
3minu |l Tuny - 3MiHK 3 sKocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI.
3MiHn BUNpobyBaHb abo A0NYyCTUMUX
MeX, BCTAHOBJIEHVX Y crieumndikayisx, nig,
yac BMPOGHMLTBA FOTOBOTO /liKaPCbKOro
3aco6y (PO3LUMPEHHS 3aTBEPLKEHMNX
[OMYCTUMUX MEX A/19 NMOKa3HWKIB, SKi
MOXYTb MaTu iCTOTHWIA BN/IMB Ha 3arasibHy
AKICTb FOTOBOIO J1iKAPCLKOTro 3acofy) -
PO3LUMPEHHS HMKHBOT JOMYCTUMOT Mexi 3a
nokasHUKoM «CTilKiCTb A0
pO3/aB/IloBaHHS» Npu
BHYTPILUHBOBUPOOHNYOMY KOHTPONI Y
npoueci BupobHuuTBa N3 (3aTBEpAKEHO:
60 N — 120 N; 3anponoHosaHo: 50 N — 120
N). BBeeHHS 3MiH NpoTArom 6-Tu MicauiB
nicns 3aTBepKeHHs

185.

CYBAPZAIO

TabneTkn, BKPUTI

CaHpo3

CnoBeHis

BMPO6HULTBO in bulk,

CnoBeHisa

BHECEHHS 3MiH 10 peecTpayinHmx

3a

UA/12605/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
NIBKOBOIO dapmachbioTika TeCTyBaHHS, Marepianis: 3MiHu | TUMy - 3MiHK 3 AKOCTI. peyenmom
060/0HKotMO, Mo 10 n3 p.go. nakyBaHHS1, BUMYCK loToBUiA nikapcbkuii 3aci6. KOHTponb
Mr; Mo 7 TabneTok y cepii: Nlek roTOBOro MikapcbKoro 3acoby. 3miHa y
6nictepi; no 4 dapmaueBTUYHA MeToAax BUNPOOyBaHHS rOTOBOrO

6nictepn y
KapTOHHiiA Kopo6L;
no 10 TabneTok y
6nictepi; no 3, 6 abo
10 6nicTepiB y
KapTOHHI Kopoo6Li

KoMnaisa g.4.,
CnoBeHis; NakyBaHHS,
BUNycK cepii: Jlek
dapmaueBTUyYHa
KomnaHia g.4.,
CnoseHis

nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHUX MEeTOoAax BUNPOOYBaHHS)
HesHauHa 3miHa y meTogi YO
crnekTpodyoToMeTpii An1A BUNpobyBaHHSA
nokasHuka «lgeHtudikauis» - 3MiHU y
npo6onigroTosi. MNepeknag npoueaypu B
MeToAax KOHTPOJIIO SIKOCTi YKPaiHCbKO
MOBOIO BifNOBIAHO 40 BUMOT YNHHOIO
Mopsaky. 3miHu | TMNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO MikapcbKoro 3acoby. 3miHa y
mMeTogax BUNpobyBaHHSA roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHUX MEeTOAax BUNPOOYBaHHS)
HesHauHa 3miHa y MeToAj BUNpo6yBaHHS
«Po3unHeHHs», a came: geTasibHe
OMMCaHHA IHCTPYKLT LWoAo 36epiraHHA
3paska Ta CTaH4apTHOro Po3ynHy. 3MiHu |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbKuii
3aci6. KoHTpO/1b rOTOBOro NiKapcbKoro
3acoby. 3miHa y MeToAax BUNpoGyBaHHS
roToBOrO Nikapcbkoro 3acoby (HesHavHa
3MiHa Y 3aTBEpKeHNX MeTodax
BMNpobyBaHHA) He3HauHa 3miHa y
3aTBEPAKEHNX METOAaxX BUNPOGYBaHHS
(OpHopiaHICTb [O30BAHNX OAVHULG) -
3MiHM y npo6onigroTosui. Mepeknag
npoueaypu B MeETOAaxX KOHTPO/IO AKOCTI
YKPaiHCbKOK MOBOK. 3MiHu | TNy - 3MiHK
3 AKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapcbKoro 3acoby.
3MiHa y meTofax BMNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMAXEHNX METOAAX BUNPOOYBaHHS)
3MiHM B aHaniTUYHIN npouenypi
«KinbkicHWiA BMICT Ta |geHTudikauis
(BEPX)», a caMme BUAANEHHS OOHIET 3
anbTepHaTUBHUX KONOHOK (Luna C18(2))
HasiBHa 3aTBepeHa KonoHka Luna C18.
PepakuiiiHi 3MiHM W00 OUiHKM Ans
npoueaypu «laeHtudikauis». Nepeknag,
npoueaypy MeTogiB KOHTPOO AKOCTI
YKpaiHCbKOI0 MOBOIO BifjNOBIgHO [0 BUMOT
YnHHOro Mopsaky. 3MiHu | Tuny - 3MiHu 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.

KOHTpO/b [ONOMDKHUX PEYOBWH. 3MiHa
napameTpiB cneuudikaLiii Ta/abo
O0NYyCTUMUX MEX AJ151 AONOMIKHOT

peyoBuHM (Y pasi BiACYTHOCTI MOHorpadii
Ha AONOMiXHY peyoBuHy y APY,
€Bponelicbkiin hapmakonei abo iHLWii
HaLjioHanbHili hapmakonei gepxasu €C,
3MiHa BHYTPILLUHLOI cneundikauii Ha

MoHorpadito HeoqoiLiiHOi dhapmakonel

abo hapmakonei TpeTboi KpaiHu) Ans
[OMOMDKHOT peYOBUHY Lientono3a

MIKpOKpUCTasTivHa cunikaTu3oBaHa —

3MiHEeHO cTaHJapT AKOCTi 3 «in house» Ha

«NF». 3MiHn | TUNY - 3MiHN 3 SKOCTI.

[oTOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag,
3MiHa dhopmu abo po3mipiB NikapcbKol
chopmu (TabneTkn 3 HerakiHUM
BUBINIbHEHHAM, Kancysu, CynosuTopii Ta
necapii) 3anponoHoBaHo HOBY
KOHCTPYKL,it0 NyaHcoHa A1 TabneTok 3
METO NoAasbLIOT ONTUMI3aLii npoLecy
npecyBaHHs Ta 3a6e3neyeHHs GinbLu
HagaiiHoro npoLecy NOKPUTTS 06OTOHKOH.
30BHILLHI BUrNsg Tabnetok He
3MIHIOETHCA. 3MIHIOITHCA MEXi TOBLLMHN

Ta piameTpy TabneTok A5 aHanisy B

npoteci BUpobHuuTBa. Mexi ans
TBEPAOCTI MWATLCA HE3MIHHUMUK. Y
3B'AA3KY 3 LM OHOBJIOETBLCS PO3AiN
peecTpaujiiHoro gocbe 3.2.P.3.3. 3miHu |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbKuii
3aci6. Onuc Ta cknag. 3miHa y cknagi
(mOMOMKHUX pEeYOBMHAX) FOTOBOrO
nikapcbkoro 3acoby (iHWi JONOMKHI
peyoBuHY) - Byab-ska He3HaYHa 3MiHa
KINIbKICHOTO CK/1agy AOMOMDKHUX PEYOBWH Y
roTOBOMY NiKapCbKOMy 3aco6i - 3MiHW y
CKnagi roToBOro JlikapCbKoro 3acoby:
36i/1bLIEHHS KiNIbKICTI MaCTUNbHOTO
matepiany Sodium Stearyl Fumarate y
cknagi M3 ana ontumisadii npotecy

npecyBaHHA TabneToK y 3B'A3Ky 3

BEIMKMMU pO3MipamMu cepiii. Bmict

ny6pikaHTy Hapasi ctaHoBUTL 0,78 % y
po3paxyHKy Ha macy TabneTku, BKpUTOi
nniBKOBOK 060/10HKOK (a6o 0,8 % y

po3paxyHKy Ha Macy sapa TabneTkn).
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

MponoHoBaHwWi BMICT /TyOpikaHTa
CTaHoBUTbL 1,5 % y po3paxyHKy Ha macy
aapa TabneTkm posyBactaTuHy. 3MiHn |

Tuny - 3miHn 3 skocTi. A®I. KoHTponb AdI.
3MiHa y MeTofax BunpobyBaHHsa APl abo

BVXifHOro Martepiany/npoMixXHOro

NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA
y npoueci Bupo6HuuTBa A®I (iHWi 3MiHK Y
MeToAax BuNpobyBaHHs (BKIHOHaoUM
3amiHy abo JonoBHeHHs) Ad| abo

BUXIAHOrO/NPOMIXHOr0O NPOAYKTY)

[lonoBHEHHA HOBUIA MeTOof, SK
anbTepHaTuBHuiA meTtog (BEPX, in -
house) [0 Bxe 3aTBepMAXeHOro meToay
(BEPX, EP) gns Bu3Ha4YeHHs xipasibHOI

YNCTOTY Ta igeHTudikauii Ajitoyoi

peyoBMHM Po3yBacTaTvHy KasbLiito. 3MiHK
I Tuny - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHsa HOBOroO
abo oHoBNeHoro ceptudiikata
BiANOBIAHOCTI 260 BUMYYEHHS
cepTudcpikaTa BiANoBiAHOCTI EBpONeiichkiit
thapmakonei: ana Ad®l; gns BuxigHoro
mMatepiany/peareHTy/nPoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMUTBI A®I; AN [ONOMIXHOT
peyoBuHY (cepTuddikat BigNoOBIAHOCTI
€Bponeiicbkiii hapmakonei) - Hoswi
cepTudikaT Big HOBOro BUpo6HuKa (3amiHa
abo [ONOBHEHHS) BBeAEHHSA HOBOrO
(aopaTkoBoro) Bupo6bHuka Adl HEC
PHARM CO., LTD, China 3 CepTudikatom
BignosigHocTi EP (RO-CEP 2015-356-Rev
03). 3atBepaxeHo: Lek Pharmaceuticals
d.d., Slovenia, 3anponoHoBaHo: Lek
Pharmaceuticals d.d., Slovenia HEC
PHARM CO., LTD, China (BnacHuk CEP)
Bupo6Huya ginbHuus Ruyuan HEC Pharm
Co. Ltd, China. 3miHu | TNy - 3MiHuK 3
akocTi. CepTtudikaT BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpoNeichKiii
hapmakonei/moHorpadii. 3miHW, NoB'A3aHi
3 HEOOXiJHICTIO NPUBELEHHS Y
BiAMOBIAHICTb A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHwoi
HaujioHasIbHOI hapmakonei aepxasun €C
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

(3miHa y cneuundikauisx, nos'a3aHa 3i
3miHamu B 1Y, abo €Bponeiicbkiit
thapmakonei, abo iHLWil HauioHa/IbHIl
thapmakonei aepxasu €C) 3miHn y
cneuungikauii A®I Ta meToaax KOHTPOsIO
BiZANOBIAHO [0 OHOBMEHOT MOHOrpadii Ha
A®ly EP (10.1) gns Bupo6Huka A®Il Lek
Pharmaceuticals d.d. 3miHu Il Tuny - 3MiHn
3 aKocTi. A®l. KonTponb A®I (iHLwi 3MiHW)
OHoBrieHHs ASMF ans fitoyoi peyoBuHM
po3syBacTaTuHy Bifg BUPO6HMKa API Lek
Pharmaceuticals d.d. (Primary process).
Bepcist 3anponoHoBaHoro ASMF —
TpaseHb 2019 poky

186.

CYBAPJAIO

TabneTtku, BKPUTI
NAiBKOBOIO
060/10HKO0MO, No 20
Mr; Mo 7 TabneTok y
6nictepi; no 4
6nictepn y
KapTOHHI kopo6uyj;
no 10 TabneTok y
6nictepi; no 3, 6 abo
10 6nicTepiB y
KapTOHHIA KopooLi

CaHpo3
dapmachbloTika
n3 p.no.

CnoBeHis

BMPOGHULTBO in bulk,
TeCTyBaHHA,
nakyBaHHs, BUMYCK
cepii: Jlex
dapmaueBTUYHa
KoMnaHisa g.4.,
CnoBeHis; NaKkyBaHHS,
BUNyckK cepii: Jlek
dapmMaueBTUyHa
KomnaHia g.4.,
CnoBeHis

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3MiHu | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KoHTposb
roTOBOro MikKapCbKoro 3acoby. 3miHa y
mMeTogax BUNpobyBaHHSA roTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX METOAaxX BUNPOOYBaHHS)
HesHauHa 3miHa y meTogi YO
crnekTpodpoToMeTpIi An1A BUNpobyBaHHSA
nokasHuka «lgeHtudikauis» - 3MiHU y
npo6onigroTosLi. MNepeknag npoueasypu B
MeToAax KOHTPOJIKO SIKOCTi YKpaiHCbKOK
MOBOIO BifOBIAHO 40 BUMOT YNHHOIO
Mopsaaky. 3miHu | TMny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro NiKapCcbKoro 3acoby. 3miHa y
mMeTogax BUNpobyBaHHSA roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MEeTOAax BUNPOOYBaHHS)
HesHauHa 3miHa y MeToAj BUNpo6yBaHHS
«Po3unHeHHs», a came: feTasibHe
OMMCaHHA IHCTPYKLT LWoao 36epiraHHA
3paska Ta CTaH4apTHOro Po3ynHy. 3MiHu |
TUny - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbKuii
3aci6. KOHTpO/1b rOTOBOro NiKapcbKoro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa
3MiHa y 3aTBEpPMXEHNX MeTofax
BMNpobyBaHHA) He3HauHa 3miHa y
3aTBEPAKEHNX METOAaxX BUNPOGYBaHHS
(OpHopigHICTb [O30BaHNX OAMHUL) -
3MiHM y npo6onigroToBsLi. Mepeknag
npoueaypu B MeTofax KOHTPO/IO AKOCTI
YKPaiHCbKOK MOBOK. 3MiHu | TNy - 3MiHK

3a
peyermom

UA/12605/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

3 AKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapcbKoro 3acoby.
3MiHa y meTofax BMNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMAXEHNX METOAAX BUNPOOYBaHHS)
3MiHM B aHaniTUYHIN npouenypi
«KinbkicHWiA BMIiCT Ta lgeHTudikauis
(BEPX)», a caMme BUAANEHHS OOHIET 3
anbTepHaTUBHUX KONOHOK (Luna C18(2))
HasiBHa 3aTBepeHa KonoHka Luna C18.
PepakuiiiHi 3MiHM W00 OUiHKM Ans
npoueaypu «laeHtudikauis». Nepeknag,
npoueaypy MeTogiB KOHTPOO AKOCTI
YKpaiHCbKOI0 MOBOIO BifjNOBIgHO [0 BUMOT
YnHHOro MopsAaKy. 3MiHu | Tuny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTpO/b [ONOMDKHUX PEYOBWH. 3MiHa
napameTpiB cneuudikaLiii Ta/abo
O0NYyCTUMUX MEX AJ151 AONOMIKHOT
peyoBuHM (Y pasi BiACYTHOCTI MOHorpadii
Ha JONOMiXHY peyoBuHy y APY,
€Bponelicbkiin hapmakonei abo iHLWii
HaLjioHanbHili hapmakonei gepxasu €C,
3MiHa BHYTPILLUHLOI cneundikauii Ha
MoHorpadito HeoqoiLiiHOi dhapmakonel
abo hapmakonei TpeTboi KpaiHu) Ans
[OMOMDKHOT peYOBUHY Lientono3a
MIKpOKpUCTasTiyHa cunikaTu3oBaHa —
3MiHEeHO cTaHfapT AKOCTi 3 «in house» Ha
«NF». 3MiHn | TURY - 3MiHN 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag,.
3MiHa dhopmu abo po3mipiB NikapcbKol
chopmu (TabneTkn 3 HeraiHUM
BUBINIbHEHHAM, Kancysu, CynosuTopii Ta
necapii) 3anponoHoBaHo HOBY
KOHCTPYKL,it0 NyaHcoHa A1 TabneTok 3
METO NoAasbLIOT ONTUMI3aLii npoLecy
npecyBaHHs Ta 3a6e3neyeHHs GinbLu
HagaiiHoro npoLecy NOKPUTTS 0GOTOHKOH.
30BHILLHI BUrNsg Tabnetok He
3MIHIOETHCA. 3MIHIOITHCA MEXi TOBLLMHN
Ta piameTpy TabneTok A5 aHanisy B
npoteci BUpo6HuuTBa. Mexi ans
TBEPAOCTI MWATLCA HE3MIHHUMUK. Y
3B’A3KY 3 LM OHOBJIOETLCS PO3AiN
peecTpaujiiHoro gocbe 3.2.P.3.3. 3miHu |
TUNy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbKunii
3aci6. Onuc Ta cknag. 3miHa y cknagi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

(mOMOMKHUX peYOBMHAX) FOTOBOrO
nikapcbkoro 3acoby (iHWi JONOMKHI
peyoBuHY) - Byab-ska He3HaYyHa 3MiHa
KiMIbKICHOTO CK/1agy AOMOMDKHUX PEYOBWH Y
roTOBOMY NiKapCbKOMy 3aco6i - 3MiHN y
CKnagi roToBOro JlikapCbKOro 3acoby:
36i/1bLIEHHS KiNIbKICTI MaCTUIbHOTO
matepiany Sodium Stearyl Fumarate y
cknagi M3 ana ontumisadii npotecy
npecyBaHHA TabneToK y 3B'A3KY 3
BE/IMKMMU pO3MipamMu cepiii. Bmict
ny6pikaHTy Hapasi ctaHoBUTL 0,78 % y
po3paxyHKy Ha macy TabneTku, BKpUTOi
nniBKOBOK 060/10HKOK (a60o 0,8 % y
po3paxyHKy Ha mMacy sgpa TabneTku).
MponoHoBaHwWi BMICT /TyOpikaHTa
CcTaHoBUTbL 1,5 % y po3paxyHKy Ha macy
aapa TabneTkm posysactaTuHy. 3MiHn |
Tuny - 3miHn 3 skocTi. A®I. KoHTponb AdI.
3MiHa y MeTofax BunpobyBaHHsa APl abo
BMXifHOro Martepiany/npoMixXHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA
y npoueci Bupo6HuuTBa A®I (iHWi 3MiHW Y
MeToAax BuNpobyBaHHs (BKIHOHaOUM
3amiHy abo JonoBHeHHs) AdD| abo
BUXIAHOrO/NPOMIXHOr0O NPOAYKTY)
[lonoBHEHHA HOBUIA MeTOof, SK
anbTepHaTuBHuiA meTog (BEPX, in -
house) [0 Bxe 3aTBepMAXEHOro MmeToay
(BEPX, EP) gns BU3Ha4YeHHs xipasibHOI
YNCTOTY Ta igeHTudikauii Ajitoyoi
peyoBMHM Po3yBacTaTuHy KasbLiito. 3MiHK
I Tuny - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpoNeiichkili
hapmakonei/moHorpadii. MogaHHsa HOBOro
abo oHoBNeHoro ceptudiikata
BiANOBIAHOCTI 260 BUYYEHHS
cepTudcpikaTa BiANoBiAHOCTI EBpONEiiChKiit
thapmakonei: ana A®l; gns BuxigHoro
mMatepiany/peareHTy/nPoMiKHOro
NPOAYKTY, O BUKOPUCTOBYHOTHLCS Y
BMPOGHMUTBI A®I; AN [ONOMIXHOT
peyoBuHY (cepTuddikat BigNoOBIAHOCTI
€Bponeiicbkiii hapmakonei) - Hoswii
cepTudikaT Big HOBOro BUpo6HuKa (3amiHa
abo [ONOBHEHHS) BBeAEHHSA HOBOrO
(gogaTkoBoro) BupobHuka AdlI HEC
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

PHARM CO., LTD, China 3 CepTudikatom
BignosigHocTi EP (RO-CEP 2015-356-Rev
03). 3atBepaxeHo: Lek Pharmaceuticals
d.d., Slovenia, 3anponoHoBaHo: Lek
Pharmaceuticals d.d., Slovenia HEC
PHARM CO., LTD, China (BnacHuk CEP)
Bupo6Huya ginbHuus Ruyuan HEC Pharm
Co. Ltd, China. 3miHu | TNy - 3MiHuK 3
akocTi. CepTtudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichKiii
hapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXiJHICTIO NPUBELEHHS Y
BiAMNOBIAHICTL A0 MoHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHwoi
HaujioHasIbHOI thapmakonei aepxasun €C
(3mMiHa y cneuundikauisx, nos'a3aHa 3i
3miHamu B 1Y, abo €Bponeiicbkiii
thapmakonei, abo iHLWii HalioHaIbHIl
thapmakonei aepxasu €C) 3miHn y
cneumnagikauii A®I Ta meToaax KOHTPOsIO
BiAANOBIAHO [0 OHOBMEHOT MOHOrpadii Ha
A®ly EP (10.1) gns Bupo6Huka A®Il Lek
Pharmaceuticals d.d. 3miHu Il Tuny - 3MiHn
3 aKocTi. A®l. KonTponb A®I (iHLwi 3MiHWM)
OHoBreHHst ASMF ans gito4voi peyoBuHM
po3syBacTaTuHy Bifg BUPO6HMKa API Lek
Pharmaceuticals d.d. (Primary process).
Bepcist 3anponoHoBaHoro ASMF —
TpaseHb 2019 poky

187.

CYBAPJAIO

TabneTtku, BKPUTI
NAiBKOBOIO
060/10HKOIOMO, M0 5
Mr; Mo 7 TabneTok y
6nictepi; no 4
6nictepn y
KapTOHHI kopo6uyj;
no 10 TabneTok y
6nictepi; no 3, 6 abo
10 6nicTepiB y
KapTOHHIA KopooLi

CaHpo3
dapmachbloTika
n3 p.no.

CnoBeHis

BMPOGHULTBO in bulk,
TeCTyBaHHA,
nakyBaHHs, BUMYCK
cepii: Jlex
dapmaueBTUyYHa
KoMnaHisa g.4.,
CnoBeHis; NakyBaHHS,
BUNyckK cepii: Jlek
PapmMaueBTUYHa
KomnaHia g.4.,
CnoBeHis

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3mMiHu | TUny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro MiKapCcbKoro 3acoby. 3miHa y
mMeTogax BUNpobyBaHHSA roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MEeToAax BUNPOOYBaHHS)
HesHauHa 3MmiHa y meTogi YO
crnekTpodpoToMeTpIl An18 BUNpobyBaHHSA
nokasHuka «lgeHtudikauis» - 3MiHU y
npo6onigroTosLi. MNepeknag npouenypu B
MeToAax KOHTPOJIKO SIKOCTi YKpaiHCbKOK
MOBOIO BifOBIAHO 40 BUMOT YNHHOIO
Mopsaky. 3miHu | TMNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro MikapcbKoro 3acoby. 3miHa y
mMeTogax BUNpobyBaHHSA roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MeToAax BUNPoOyBaHHS)

3a
peyernmom

UA/12605/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

HesHauHa 3miHa y MeToAj BUNpo6yBaHHS
«Po3unHeHHs», a came: geTasibHe
OMMCaHHA IHCTPYKLT LWoAo 36epiraHHA
3paska Ta CTaH4apTHOro Po3ynHy. 3MiHu |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbKuii
3aci6. KoHTpO/1b rOTOBOro NiKapcbKoro
3acoby. 3miHa y MeToAax BUNpoGyBaHHS
roToBOrO Nikapcbkoro 3acoby (He3HavHa
3MiHa Y 3aTBEpKeHUX MeTofax
BMNpobyBaHHA) He3HauHa 3miHa y
3aTBEPAKEHNX METOAaxX BUNPOGYBaHHS
(OpHopiaHICTb [O30BAHNX OAVHUL) -
3MiHM y npo6onigroTosui. Mepeknag
npoueaypu B MeTofax KOHTPO/IIO AKOCTI
YKPaiHCbKOK MOBOK. 3MiHu | TNy - 3MiHK
3 AKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapcbKoro 3acoby.
3MiHa y meTofax BMNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMAXEHNX METOAAX BUNPOOYBaHHS)
3MiHM B aHaniTUYHI npouenypi
«KinbkicHWiA BMIiCT Ta lgeHTudikauis
(BEPX)», a caMme BUAANEHHS OOHIET 3
anbTepHaTUBHUX KONOHOK (Luna C18(2))
HasiBHa 3aTBepeHa KonoHka Luna C18.
PepakuiiiHi 3MiHM W00 OUiHKM Ans
npoueaypu «laeHtudikauis». Nepeknag,
npoueaypy MeTogiB KOHTPOO AKOCTI
YKpaiHCbKOI0 MOBOIO BifjNOBIgHO [0 BUMOT
YnHHOro MopsAaKy. 3MiHu | Tuny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTpO/b [ONOMDKHUX PEYOBWH. 3MiHa
napameTpiB cneuudikaLiii Ta/abo
O0NyCTUMUX MEX AJ151 AONOMIKHOT
peyoBuHM (y pasi BiACYTHOCTI MOHOrpadii
Ha AONOMiXHY peyoBuHy y APY,
€Bponelicbkiin hapmakonei abo iHLWii
HaLjioHanbHili hapmakonei gepxasu €C,
3MiHa BHYTPILLHbOI cneundikauii Ha
MoHorpadito HeoqoiLiiHoOi dhapmakonel
abo hapmakonei TpeTboi KpaiHu) Ans
[OMOMDKHOT peYOBUHY Lientono3a
MIKpOKpUCTasTiyHa cunikaTu3oBaHa —
3MiHEeHO cTaHfapT AKOCTi 3 «in house» Ha
«NF>». 3MiHn | TURY - 3MiHN 3 SKOCTI.
['oTOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag,
3MiHa dhopmu abo po3mipiB NikapcbKol

chopmu (TabNeTkn 3 HeraiHUM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

BUBINIbHEHHAM, Kancysu, CynosuTopii Ta
necapii) 3anponoHoBaHo HOBY
KOHCTPYKL,it0 NyaHcoHa A1 TabneTok 3
METO NoAasbLIOT ONTUMI3aLii npoLecy
npecyBaHHs Ta 3a6e3neyeHHs GinbLu
HagaiiHoro npoLecy NOKPUTTS 06OTOHKOH.
30BHILLHI BUrNsg Tabnetok He
3MIHIOETHCA. 3MIHIOITHCA MEXi TOBLLMHN
Ta piameTpy TabneTok A5 aHanisy B
npoteci BUpo6HuuTBa. Mexi ans
TBEPAOCTI MWATLCA HE3MIHHUMUK. Y
3B’AA3KY 3 LM OHOBJIOETLCS PO3AiN
peecTpaujiiHoro gocbe 3.2.P.3.3. 3miHu |
TUNy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbKuii
3aci6. Onuc Ta cknag. 3miHa y cknagi
(mOMOMKHUX peYOBMHAX) FOTOBOrO
nikapcbkoro 3acoby (iHWi JONOMKHI
peyoBuHY) - Byab-ska He3HaYHa 3MiHa
KiMIbKICHOTO CK/1agy AOMOMDKHUX PEYOBWH Y
roTOBOMY NiKapCbKOMy 3aco6i - 3MiHN y
CKnagi roToBOro JlikapCbKOro 3acoby:
36i/1bLIEHHS KiNIbKICTI MaCTUIbHOTO
matepiany Sodium Stearyl Fumarate y
cknagi M3 ana ontumisadii npoecy
npecyBaHHA TabneToK y 3B'A3Ky 3
BEIVKMMU pO3MipamMu cepiii. Bmict
ny6pikaHTy Hapasi ctaHoBUTL 0,78 % y
po3paxyHKy Ha macy TabneTku, BKpUTOi
nniBKOBOK 060/10HKOK (a6o 0,8 % y
po3paxyHKy Ha mMacy sgpa TabneTku).
MponoHoBaHwWi BMICT /TyOpikaHTa
CTaHoBUTbL 1,5 % y po3paxyHKy Ha macy
aapa TabneTkm posysactaTuHy. 3MiHn |
Tuny - 3miHn 3 skocTi. A®I. KoHTponb AdI.
3MiHa y MeTofax BunpobyBaHHsa APl abo
BMXifHOro Martepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCA
y npoueci Bupo6HuuTBa A®I (iHWi 3MiHW Y
MeToAax BuNpobyBaHHs (BKIHOHaoUM
3amiHy abo JonoBHeHHs) AdD| abo
BUXIAHOrO/NPOMIXHOr0O NPOAYKTY)
[lonoBHEHHA HOBUIA MeTOof, SK
anbTepHaTuBHuiA meTtog (BEPX, in -
house) [0 Bxe 3aTBepMAXEHOro MeToay
(BEPX, EP) gns Bu3Ha4YeHHs xipasibHOI
YMCTOTY Ta igeHTudikauii Aitoyoi
peyoBMHM Po3yBacTaTvHy KasbLiito. 3MiHK

| Tmny - 3miHK 3 AkocTi. CepTudikart
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBponeichkili
hapmakonei/moHorpadii. MogaHHsa HOBOroO
abo oHoBNeHoro ceptudiikata
BiANOBIAHOCTI 260 BUMYYEHHS
cepTucpikaTa BiANoBiAHOCTI EBpONeiiChKiit
thapmakonei: ana Ad®l; gns BuxigHoro
mMatepiany/peareHTy/nPoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTHLCS Y
BMPOGHMUTBI A®I; AN [ONOMIXHOT
peyoBuHY (cepTuddikat BigNoOBIAHOCTI
€Bponeiicbkiii hapmakonei) - Hoswii
cepTudikaT Big HOBOro BUpo6HuKa (3amiHa
abo [ONOBHEHHS) BBeAEHHSA HOBOrO
(aopaTkoBoro) Bupo6bHuka Adl HEC
PHARM CO., LTD, China 3 CepTudikatom
BignosigHocTi EP (RO-CEP 2015-356-Rev
03). 3atBepaxeHo: Lek Pharmaceuticals
d.d., Slovenia, 3anponoHoBaHo: Lek
Pharmaceuticals d.d., Slovenia HEC
PHARM CO., LTD, China (BnacHuk CEP)
Bupo6Huya ginbHuus Ruyuan HEC Pharm
Co. Ltd, China. 3miHu | TNy - 3MiHuK 3
akocTi. CepTtudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBpoNeichKiii
hapmakonei/moHorpadii. 3miHW, NoB'A3aHi
3 HEOOXiAHICTIO NPUBELEHHS Y
BiAMOBIAHICTb A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHwoi
HaujioHasIbHOI thapmakonei aepxasun €C
(3miHa y cneuundikauisx, nos'a3aHa 3i
3miHamu B 1Y, abo €Bponeiicbkiii
thapmakonei, abo iHLWii HalioHaIbHIl
thapmakonei gepxasu €C) 3miHN y
cneuunagikauii A®I Ta meToaax KOHTPOsIO
BiANOBIAHO A0 OHOBMEHOT MOHOrpadii Ha
A®ly EP (10.1) gns Bupo6Huka A®l Lek
Pharmaceuticals d.d. 3minu Il Tuny - 3MiHn
3 aKocTi. A®l. KonTponb A®I (iHLwi 3MiHW)
OHoBrieHHst ASMF ans fito4voi peyoBuHM
po3syBacTaTuHy Bifg BUPO6HMKa API Lek
Pharmaceuticals d.d. (Primary process).
Bepcist 3anponoHoBaHoro ASMF —
TpaseHb 2019 poky

188.

TAJANIC

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO10, No 20
Mr, Mo 2 TabneTkm y

Akkopa
Xenckea
Moncka Cn.
3.0.0.

Monbwa

BiANOBIAaIbHNI 3a
Bunyck cepii: AKKOPZ,
XENCKEA NIMITES,
Benuka BputaHis;

Benvka
BputaHis/
YropwmHa/
ITanis/IHgis/

BHECEHHS 3MiH [0 peecTpaLinHx
Marepianis: 3MiHu | TUny - 3MiHM 3 AKOCTI.
[OTOBWIA NikapcbkuMii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHK y NpoLeci

3a
peyernmom

UA/19557/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
6nictepi; no 1 BTOPWHHE NaKyBaHHS: ManbTa BMPOGHMLITBA rOTOBOTO /iKapCbKOro
6nicTepy y nauui; no AKKOP[, XEJNICKEA 3aco6y, BK/IKOYAKUM NPOMDKHUIA NPOAYKT,
4 TabneTkn y NIMITE/[, Benuka LLIO 3aCTOCOBYETLCS MPY BUPOOHULITBI
6nictepi; no 1 a6o 2 BpuTaHis; KoHTposb rOTOBOrO JliKapCbkoro 3acoby (iHLWi 3MiHK)
6nictepu B nayuj akocTi: ACTPOH 36iNbLUEHHSI TEpMiHY 36epiraHHs
PECbOPY NIMITEL, Hepo3chacosaHol npoaykuii 3 90 gHiB A0
Benuka BpuTaHis; 360 aHiB Ans TabneTok, BKPUTUX
KOHTPO/1b SIKOCTI: nniBkoBot 060/10HKO. /13 3aBXan byae
BeccniHr XaHrepi nocTaBnATMCA BIANOBIAHO A0
KdoT., YropuuHa; 3aTBEPKEHOrO TEPMiHY NpuaaTHoCTI 36
BTOPVHHE MaKyBaHHS: MicsiLiB, KM pO3paxoBYETLCA 3 AaTh
JiENUENL CEMNAN noyartky BMPOGHMLITBA 3a3HAYEHOTO
UEWH (ITanisi) CrA, npoaykty. 3atBepmxeHo: The Finished
ITanis; BUpo6GHULTBO product tablets can be stored up to 90
nikapcbkoro 3acoby, days before packing in suitable pack.
nepBuHHE Ta 3anponoHoBaHo: The Finished product
BTOPWHHE NakKyBaHHS, tablets can be stored up to 360 days
KOHTPOb SKOCTI cepil, before packing in suitable pack
€KCMopT Ha AiNTbHNLI0
BUNYCKy cepii: IHTac
dapmacbioTikasnc
Niviteg, IHais;
KOHTPO/b AKOCTI:
SAPMABANIA NTa.
Mikpob6ionoriyHa
nab6oparopis,
YropLmHa; KOHTpos1b
AKOCTI: Papmafokc
Xenckea JIT4,,
ManbTa
189. | TAMBEPB™ TabneTku, BKpUTI HoBaprTic LLiBefiuapi Brpo6HMLTBO Benuka BHECEHHS 3MiH O peecTpavlinHmx 3a UA/8847/01/01
NNiBKOBOO dapma Al a Hepo3acoBaHol BpuTtaHis/ mMartepianis: 3miHu Il TUny - 3MiHK WoA0 peyenmom
060/10HKOH0, M0 250 NpPOAYKLUIT, KOHTPO/Tb Icnanis/ 6e3nekn/edhekTMBHOCTI Ta
mr, no 10 a6o no 12 AKOCTI, 03BN Ha PymyHis/ thapmakoHarnagy. BHeceHHs abo 3miHa(n)
Tabnetok y 6nictepi; BUNyCK cepii: Mnakco Yecbka 00 30608B'A3aHb Ta YMOB Buadi
no 7 6nictepis y OnepeiwHe FOK Pecny6nika | peecTpauiiHOro NoCBiAYEHHS, BKIHOYaOUn
KapTOHHI kopo6uyj; NimiTea, Wo 3aiicHoe MnaH ynpaBniHHA pu3nKamn
no 70 a6o no 84 KOMepLUiiHy (3acTocyBaHHSA 3MiH(M), sKi(a)
Tabnetkn y qoriakoHi; AifNbHICTb K Mnakco BMMaralTb(€) NOAA/bLIOIO
no 1 donakoHy B Bennkom OnepeiiwHc, 06I'pyHTYBaHHS HOBMMM AOAATKOBUM
KapTOHHIA KOopoo6Li Benvka BputaHis; OaHumu, Lo MaloTb HagaBaTucs
MepBrHHA Ta KOMNETEHTHUM OpraHoM, OCKi/TbKK
BTOPVHHA YMakKoBKa, BUMAraeTbCs CyTTEBA OLjiHKa
[03BiN Ha BUNYyCK KOMNeTeHTHUM opraHoM) 3asaBHUKOM
cepii: nakco HafaHO OHOB/IEHWIA [MnaH ynpasniHHA
Bennkom C.A., pu3ukamm Bepcis 37.0. 3MiHM BHeCeHO 10
IcnaHis; BUpO6HULTBO yacTtuH: Il «Cneuunddikauisa 3 6esneku», Il
Hepo3dacoBaHoi «[naH 3 papmakoHarnsay», V «3axoam 3
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

npoayKuii, NnepBnHHa
Ta BTOPMHHA
ynakoBKa, YacTKOBWIA
KOHTPO/Ib SKOCTI,
[L03Bi/T HA BUMYCK
cepii: CaHgos C.P.1.,
PymyHis; yacTkoBuii
KOHTPO/Ib SKOCTI:
NyHapia cnon. ¢ p.o.,
Yecbka Pecny6ika

MiHimi3aLii pusukie», VI «Pe3tome nnaHy
ynpasniHHA pusmkamn», VIl «Jogatkus,

BiANOBIAHO A0 NEepPiOANYHOT0 OHOB/IEHOTO

3BiTy 3 6e3nekn Ha MigcTaBi pekoMeHaadii

€Bponelicbkoi Komicii PRAC, po3milLeHnx

Ha MixHapoaHoMy caiiTi EMA,
NigTBEPLKEHHS 3aTBEPAKEHHSA 3MiH B
KpaiHi BUpOOHUKa

190.

TANINPEC®
ACIHO

Tabnetku no 50 mr;
no 10 TabneTtok y
6nictepi; no 1 abo
no 3 6nictepu y
KapTOHHI/ Kopoo6Li

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt"

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiinHmx
marepianis: 3mMiHu | TMNy - 3MiHK 3 AKOCTI.
["oTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb.

3MiHa y TepMiHax npugartHocTi abo
ymoBax 36epiraHHs roToBOro NikapCbkoro
3aco6y (36i1bLeHHA TepMiHY NPUAATHOCTI
roTOBOro NikapcbKoro 3acoby) - Ans
TOProBOi ynakoBku (NiATBEPLKYETbCA
[aHVMU peasibHOro vacy) 36ibLIeHHs
TepMiHy npugaTtHocTi 113 ans fo3yBaHHsA
25 mr 3 1 poky [0 2-X pokiB Ha niacTasi
OTPUMaHVX AaHUX NO CTabiNbHOCTI Bif,
BMPOOHUKA. 3MiHM BHECEHI B po34in
"TepMiH NpUAAaTHOCTI" B IHCTPYKLUil0 AN
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro
3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS.

3a
peyenmom

He
nionseae

UA/19326/01/02

191.

TANINPEC®
ACIHO

Tabnetku no 25 mr;
no 10 TabneTtok y
6nicTepi; no 1 abo
no 3 6nictepu y
KapTOHHI KOpooLi

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YKpaiHa

BHECEHHS 3MiH [0 peecTpavinHmx
mMartepianis: 3MiHu | TNy - 3MiHW 3 AKOCTI.
[oTOBUIA Nikapcbknii 3aci6. CTabiNbHICTb.

3MiHa y TepMiHax npugatHocTi abo
ymoBax 36epiraHHsi roTOBOrO NikapCbKoro
3aco6y (36inbLUeHHs TepMiHY NpuaaTHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBOi yNakoBKkW (MigTBEPLKYETLCS
[aHVMU peasbHOro vacy) 36ibLIeHHs
TepMiHy npugaTtHocTi 13 ans fo3yBaHHSA
25 mr 3 1 poky [0 2-X poKiB Ha nigcTasi
OTPVIMaHNX AaHWNX Mo CTabisIbHOCTI Big
BMPOGHMKA. 3MiHM BHECEHI B PO34iN
"TepmiH npuaaTtHocTi" B IHCTPYKLiO A5
MeZMNYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby. BBeeHHS 3MiH NpoTArom 6-Tu
MicsILiB Micns 3aTBepAKEHHS.

3a
peyenmom

He
nionsieae

UA/19326/01/01

192.

TIBAPT'IH-H

PO34MH NS iHdY3iiA,
42 mr/mn no 100 mn
y thnakoHi, no 1
donakoHy B nauui 3

TOB
«PAPMACE/N

»

YKpaiHa

KoHTpOsb, BUMYyCK
cepii:
TOB “®APMACE",
YKpaiHa

Ykpaina/
peuis

BHECEHHS 3MiH 40 peecTpaliiHNX
martepianis: 3mMiHu | Tuny -
AJMiIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asiBHMKa

3a
peyenmom

UA/19033/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
KapToHYy abo (BNacHvKa peecTpauiiHoro NocBigYeHHs).
TOB “©APMACEJT", 3MiHa topuamnyHoi agpecy 3asBHUKa
Ykpaina (BnacHuKa peecTpauiliHoro NocBig4eHHs).
HeposdacosaHuii
NPOAYKT, NePBUHHA
ynakoBka, BTOPUHHa
ynaKkoBKa, KOHTPO/Ib:
BIOCEP C.A.
NAPEHTEPAN
CONMOWHC
IHOACTPI, peuis
193. | TISANYA4 Tabnetku no 2 Mr no AT YkpaiHa AT "KNIBCbKUW YkpaiHa BHECEHHS 3MiH O peecTpavlinHmx 3a He UA/7594/01/01
10 Tabnetok y "KNIBCbKM BITAMIHHNIA mMartepianis: 3MiHu | TUny - 3MiHW 3 AKOCTI. peyenmom | nidssieae
6nictepi; no 3 BITAMIHHWIA 3ABO" [oTOBWMIA Nikapcbkuii 3aci6. CTabiNbHICTb.
6nictepun y nauui 3ABOA" 3miHa y TepmiHax npugatHocTi abo
ymoBax 36epiraHHsi roTOBOrO /ikapCbKoro
3aco6y (36i/bLUEeHHS TEPMiHY NpuaaTHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBOi yNakoBKW (MigTBEPLKYETLCS
[aHVMU peasibHOro vacy) 36i/bLIeHHs
TepMiHy NMpUAAaTHOCTI FOTOBOrO
NikapcbKoro 3acoby Ha OCHOBI NO3UTUBHUX
pe3ynbTaTiB fOBrOCTPOKOBUX AOCAIAKEHD
CTabisIbHOCTi y peasibHOMY Yaci:
3aTtBepmxeHo: TepMiH npugaTHocTi: 3
POKK. 3anponoHoBaHoO: TepMmiH
npuaaTHOCTI: 4 pokv. 3MiHV BHECEHi B
po3zin "TepMmiH NpuaaTHOCTI" B IHCTPYKLitO
ANA MeAnYHOro 3acToCcyBaHHS
nikapcbkoro 3acoby. BBegeHHs 3MiH
NpOTArom 6-Tu MicALiB nicas
3aTBEPKEHHS.
194. | TISANYA Tabnetku no 4 Mr no AT YkpaiHa AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH [0 peecTpavinHmx 3a He UA/7594/01/02
10 TabneTok y "KNIBCbKM BITAMIHHUIA mMartepianis: 3MiHu | TNy - 3MiHW 3 AKOCTI. peyenmom | nidssieae
6nictepi; no 3 BITAMIHHWIA 3ABO" [oTOBWIA Nikapcbkunii 3aci6. CTabiNbHICTb.
6nictepun y nauui 3ABO4" 3MiHa y TepMiHax npugatHocTi abo
ymoBax 36epiraHHsi rOTOBOrO NikapCbKoro
3aco6y (36inbLUeHHs TepMiHY NpuaaTHOCTI
roTOBOrO Jlikapcbkoro 3acoby) - Ans
TOProBOi yNakoBKkuW (MigTBEPLKYETLCS
[aHVMU peasibHOro vacy) 36i/bLIeHHs
TEPMiHy NpuaaTHoOCTi rOTOBOro
NiKapcbKoro 3acoby Ha OCHOBI NO3UTUBHUX
pe3ynbTaTiB AOBFOCTPOKOBUX AOCAIAKEHD
CTabiNIbHOCTi Y peasibHOMY Yaci:
3arBepmkeHo: TepMiH npugaTtHocTi: 3
POKW. 3anponoHoBaHo: TepMmiH
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

npuaaTHOCTI: 4 pokv. 3MiHV BHECEHI B
po3zin "TepMiH npuaaTHOCTI" B IHCTPYKLitO
AN MeAMYHOro 3acTOCyBaHHSA
nikapcbKkoro 3acoby. BBegeHHs 3MiH
NpOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.

195.

TOMOIEKCON®

PO34YUH ON1S iH'EKLLN,
240 wmr iiogy/mn, no
20 mn B amnysii; no
5 amnyn y nauui 3
KapToHy; no 20 mn
a6o 50 mn, a6o 100
My hnakoHi; no 1
donakoHy y nauvui 3
KapToHy

AT "dapmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliinHx
mMartepianis: 3MiHu | TUny - 3MiHW 3 AKOCTI.
CeprtuchikaT BignosigHocTi/lE-cepTudikart

BiANOBIgHOCTI EBpoNechbkili
thapmakonei/moHorpadii. NMogaHHSA HOBOro
a60 OHOBNEHOTO cepTudiikaTa
BiAMNOBIAHOCTI @60 BUMYYEHHS
cepTudikaTa BiANoBiAHOCTI EBpoNeiichkiit
thapmakonei: gna A®l; gns suxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y

BMPOGHULTBI API; AN ONOMIXKHOT

peyoBuMHY (cepTudiikaTt BigMnoBigHOCTI

€Bponelicbkili hapmakonei) - Howii

cepTudiikaT Bif BXe 3aTBEPAXEHOr0
BMpO6HMKa. MNogaHHA HOBOTO cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei
Ne R1-CEP 2009-018 - Rev 02 ans gitouoi
peyoBuHM lohexol Big BXxe 3aTBepXeHOro

BUpo6HMKa Zhejiang Starry
Pharmaceutical Co., Ltd, China (3amiHa
DMF (Version 2.0 Jenuary, 2015).

3a
peyenmom

UA/7853/01/01

196.

TOMOIEKCON®

PO34UH ANs1 iH'EKLiA,
300 mr nogy/mn, no
20 mn B amnysi, no
5 amnyn y nauui 3
KapToHy, no 20 mn
a6o 50 mn, a6o 100
M, abo 200 mn, abo
500 M1y goNakoHi,
no 1 dpnakony y
nauui 3 KapToHy

AT "®apmak”

YKpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [JO peecTpavjiitHmx
marepianis: 3MiHu | TMNy - 3MiHX 3 AKOCTI.
CepTudpikar signosigHocTi/lE-cepTudpikar

BiANOBIgHOCTI EBponeichkili
thapmakonei/MmoHorpadii. MogaHHs HOBOroO
abo oHoBNeHoro ceptudiikata
Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTuguikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: gnsa A®l; ans BUxigHOro
martepiany/peareHTy/npoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y

BMPOGHMUTBI A®I; AN ONOMIXHOT

peyoBuHY (cepTuddikat BigNOBIAHOCTI

€Bponelicbkiin hapmakonei) - Hosui

cepTuaikaT Bif BXe 3aTBepaKeHOro
BMpo6HUKa. MogaHHs HOBOrO cepTudikata
BiANOBIAHOCTI EBponeiickbkil hapmakonei
Ne R1-CEP 2009-018 - Rev 02 gnisa gito4doi
peyoBuHM lohexol Bif BXe 3aTBEpAXEHOro

BMpOG6HUWKa Zhejiang Starry

3a
peyenmom

UA/7853/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
Pharmaceutical Co., Ltd, China (3amiHa
DMF (Version 2.0 Jenuary, 2015).
197. | TOMOrEKCON® PO34nH NS iH'eKuiin, AT "dapmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx 3a UA/7853/01/03
350 wmr iiogy/mn no marepianis: 3MiHu | TMNy - 3MiHX 3 AKOCTI. peyenmom
20 mn B amnysi, No CepTudbikat signosigHocTi/lE-cepTudcikat
5 amnyn y nauuj 3 BiANOBIAHOCTI €BpONenchbkili
KapToHy, no 20 mn thapmakonei/moHorpadii. NogaHHs HOBOro
a6o 50 mn, a6o 100 a60 OHOBNEHOTO cepTudikaTa
mn, abo 200 mn, abo BIANOBIAHOCTI 260 BUNYyYEHHS
500 mny doriakoHi, cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
no 1 cpnakony y thapmakonei: gna A®l; ans BUXiAHOro
nadui 3 KapToHy martepiany/peareHTy/NPOMiKHOI0
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; A58 AONOMDKHOT
peyoBuHYM (cepTudiikaTt BifMNoBIgHOCTI
€Bponelicbkii hapmakonei) - Howi
cepTndikaT Bif BXe 3aTBepKEHOro
BMPO6HMKa. MogaHHA HOBOTO cepTudikara
BiANOBIAHOCTI EBponeiickbkil hapmakonei
Ne R1-CEP 2009-018 - Rev 02 ans gitoyoi
peyosuHM lohexol Big BXe 3aTBEpAKEHOr0
BMpOGHMKa Zhejiang Starry
Pharmaceutical Co., Ltd, China (3amiHa
DMF (Version 2.0 Jenuary, 2015).
198. | TOPCNA® PO34UH ONS iH'EKLLN, AT "dapmak” YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [0 peecTpavinHmx 3a UA/9173/02/01
5 mr/mn; no 2 mn MaTepianis: 3miHu | TMNy - 3MiHK 3 AKOCTI. peyenmom

ab6o 4 mn B amnyni;
no 5 amnyn B nauuj
3 KapTOHyY; NO 2 MN
ab6o 4 mn B amnyni;
no 5 amnyn B
6nictepi; no 1
6nicTepy B nauui 3
KapToHy

CeprtucpikaT BignosigHocTi/l E-cepTuddikart
BiANOBIgHOCTI EBpoNechbkili
thapmakonei/moHorpadii. NMogaHHsA HOBOro
a60 OHOBMEHOTO cepTudiikaTa
BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudikaTa BiANoBiAHOCTI EBpONEiChKiit
hapmakonei: gna A®l; gns suxigHoro
marepiany/peareHTy/nPoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; AN ONOMIXHOT
peyoBuHY (cepTuddikat BignoBIAHOCTI
€Bponelicbkili hapmakonei) - Howi
cepTudikar Big HOBOro BUPO6GHMKa (3amiHa
abo OONOBHEHHS) B AKOCTI
anbTePHATUBHOIO BUPOOHMKA ANs1 AitoYoi
peyoBuHn Torasemide 6yno
3anpornoHoBaHo Zhejiang Huahai
Pharmaceutical Co., Ltd., China i3
noAaHHAM BifnoBiAHO HOBOrO cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei
Ne R1-CEP 2009-061 - Rev 04. 3MiHu |
T1ny - 3MiHK 3 skocTi. A®I. KoHTponb AdI.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

3miHa y napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHNX Y
cneundikauisx Ha Adl, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPVCTOBYIOTbCS y NpoLeci
BMPO6HUMLTBA AD| (4ONOBHEHHSA
cneumdikaLii HOBUM NMOKA3HUKOM SKOCTi Ta
BiANOBIAHWM MEeTOA0M BUNPOBYBaHHS)
BHECeHHs 3MiH fo Creuudikaujii/MeTogis
BunpobysaHHa Ad| Topacemia, 3o0kpema
BBEEHHAM BM3HAYEHHS MOKasHuKa
«BbakTepianibHi eHO0TOKCUHW» (TpaHnyHa
KOHLIeHTpaL|iss eHA0TOKCUHIB y cybCcTaHLil
cTtaHoBuTb 0,8 MO Ha 1 mr (4®Y* EP*,
2,6,14 metog A). 3minn | Tvny - 3miHu 3
akocTi. A®l. KonTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHNX Y
cneundikauisix Ha Adl, abo
BVXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y MPOLECI
BUPOGHMLTBA AD| (BUTyYEHHA HE3HAYHOIO
nokasHuka SKoCTi (Hanpuknag, BUNyYeHHs
3acTapinioro NokasHuKa)) BHECEHHS 3MiH
no Cneundikauii/MeTogis BUNpobyBaHHS
A®| Timolol maleate, 30kpema: BUNy4YeHHs
KOHTPO/IIO 3a NOKa3HWKOM "PO3YMHHICTL"
(He € 060B'A3KOBMM NOKA3HVMKOM, MAE
iHchbopmaTunBHMIT xapakTep). 3MiHu | Tuny -
3MiHn 3 akocTi. A®I. KoHTponb AdL. 3miHa
y napameTpax cneuudikauin Ta/abo
[OMYCTUMUX MeX, BU3HAYEHNX Y
cneundikauisx Ha Adl, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPVCTOBYIOTbCS y NpoLeci
BMPOGHMLTBA ADI (iHLUI 3MiHN) BHECEHHS
3MiH Jo creumdikauii Ta MeTogiB
KOHTposito A®I Topacemig, AN HOBOro
BMpo6HuKa Zhejiang Huahai
Pharmaceutical Co., Ltd., China 3a
NoKa3HNKOM «CynpoBiAHI AOMILLKN»,
30Kpema [ofaHHsA KOHTPO0 4715 ABOX
pomiwok O -Topacemig (He 6inbwe 0.15%)
i P-Topacewmig, (He 6inbLue 0.15%)
BignosigHo Ao sumor CEP. 3minHu | Tuny -
3miHu 3 gkocTi. A®l. KoHTposnb A®l. 3miHa
y napameTpax cneuudikauiin Ta/abo
[OMYyCTUMUX MEX, BUSHAYEHNX Y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
cneundikauisix Ha Adl, abo

BVXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y MPOLECI
BMPOGHMLUTBA ADI (iHLI 3MiHN) BHECEHHS
3MiH go Cneuudikauii/MeTtogis
BMNpobyBaHHA A Topacemis, 3okpema
BUJTYYEHHSA KOHTPO/IIO 38 NMOKa3HUKOM
«3aINLLKOBI KiIbKOCTi OpraHiuHmnx
PO3YMHHWIKIB» A1 HOBOTO BUPOGHMKA
Zhejiang Huahai Pharmaceutical Co., Ltd.,
China, OCKi/ibkM BMICT PO3YMHHKKIB, LLLO
BMKOPUCTOBYIOTbCS Ha OCTaHHIX CTagisix
CMHTE3Y cybCTaHLji (eTaHoN Ta Boga)
KOHTPONIOKOTLCA B cepTudikaTi
BiNOBigHOCTI €Bponelickkili hapmakonet
3a nokasHukom «BTpaTa B maci npu
BUCYLLYBaHHI» 3 HOPMYBaHHSAM He Ginblue
0,5%. 3MiHu | TMnNYy - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax
cneuudikalin Ta/abo foNyCTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPVCTOBYIOTbCS y NpoLeci
BMPOGHMLTBA ADI (iHLUI 3MiHN) BHECEHHS
3miH go Creumdikanii A®| Topacemig 3a
NnokasHNKoOM «laeHTudikauis», a came
[OMOBHEHHS MOKa3HVKa NPUMITKOR **
«BU3HAYeHHS igeHTudikauii NpoBOANTLCSA
Ha cepefHiil Npo6i» ans Bxe
3aTBEPKEHOT0 MeToay, Lo 3a3HaqeHuii B
MoHorpadii (2.2.24) EP «IHdpayepBOHWii
CNeKTp MOrNIMHaHHA cybeTaHLii Mae
BiANOBIAATN CNEKTPY CTaHAAaPTHOrO 3pasky
Topacemigy, fofaHo nocunaHHsa Ha JdY.
3MiHu | TNy - 3MiHK 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®I| abo BuxigHOro
martepiany/npomiKHOro
npoaykTy/peareHTy, W0 BUKOPUCTOBYETLCSA
y npoueci Bupo6HuuTBa A®! (iHWi 3MiHK y
MeTogax BUNpobyBaHHsA (BKIoYatoun
3amiHy abo J0onoBHeHH:) AdD| abo
BMWXiHOro/MpoOMKHOro NpoAayKTy)
BHECEHHS 3MiH 0 MeTOoZiB KOHTPO0 AdI
Topacemig 4515 HOBOro BUPOGHMKa
Zhejiang Huahai Pharmaceutical Co., Ltd.,
China 3a nokasHukoMm «CynpoBigHi

nowmiwkm» (Metog 2 A®Y, EP, 2,2,29,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
2,2,46)
199. | TPUAYKTAH MB TabneTtku, BKPUTI TOB "ACIHO YkpaiHa TOB "dapma Crapt" Ykpaina BHECEHHS 3MiH [JO peecTpaLiinHmx 3a UA/5030/01/01
NNiBKOBOK YKPAIHA" martepianis: 3MiHK | TUMy - 3MiHK 3 SIKOCTI. peyenmom

060/10HKOI0, 3
MoandiKkoBaHUM
BUBINIbHEHHSM, NO
35 mrno 10
Tabnetok y 6nictepi,
no 3 abo 6 6nictepis
Y KapTOHHI nauui;
no 20 TabneTok y
6nictepi, no 1, 3 abo
4 6nictepun y
KapTOHHIM nayi

A®I. KoHTponb A®I. 3miHa y napameTpax
cneyudikalin Ta/abo foNyCTUMUX MEX,
BM3HAYeHNX y cneundikauisx Ha A®l, abo
BVXigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPVCTOBYIOTHCS Y NpoLeci
BMPOGHMLTBA ADI (iHLUI 3MiHN) BHECEHHS
3MiH [0 MaTepiasliB peecTpauiiHoro
[ocbe, a came BifiNoBigHO [0 YNHHOT
pepakuii CEP oHOBNeHO dhopmMyitoBaHHsA
BMMOT (6€3 3MiH y HOpMyBaHHi Ta
MeTOAMKax) A0 NOKa3HWKa KOHTPOsI0
«CynpoBigHi AOMILLKW» Y cneundikauii
A®| TpumeTasnanHy aurigpoxnopugy. Y
HoBoMY CepTudpikat AKOCTi Ha cybCcTaHLio
Ta oHoBneHomy Po3gini 3.2.5.4.1
BUPOBGHMKOM BUK/IIOUYEHO HOPMYBaHHS
MeTunenxnopuay i3 nokasHvka KOHTPOsIo
«3a/TNLLKOBI KifIbKOCTi OpraHiyHnx
PO3YMHHVIKIB», OCKi/TbKW BiH
BMKOPUCTOBYETbLCA Ha 1-1i cTagii, a Ha
HacTynHWX cTagisx BigbysaroTbes cragil
OUVILLEEHHS, BHACNIAOK YOr0 Liei PO3UNHHMK
BYMMWBAETLCA. ByAb-aKi iHLWI 3MiHW Y
BMPOBGHUYOMY NpoLLeci, 06/1agHaHHI,
MeTOAMKaX KOHTPOSIKO AKOCTI,
crneundikaLisx NPOMDKHUX NPOAYKTIB un
KiHueBoro A®| BiagcyTHi. 3MiHn | TRy -
3miHu 3 sKocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii. NogaHHs HOBOro
a60 OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI 260 BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI EBPONECHKIi
thapmakonei: gnsa A®l; ans BUXiAHOrO
martepiany/peareHTy/NPOMiKHOI0
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; A58 AONOMDKHOT
peyoBuHYM (cepTudiikaTt BifMNoBIgHOCTI
€Bponelicbkiin dhapmakonei) - OHOBEHWIA
cepTuqikaT Bif yxe 3aTBepaKeHOoro
BMpPO6HUKa - OHOBNEHWI cepTucpikat
BiANOBIAHOCTI EBponeiickbkilt hapmakonei
Bif, y)Xe 3aTBepKeHOoro BupobHuka Adl
TpUMeTasuauHy aurigpoxnopuay dipmm
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
“Maps Laboratories Private Limited” IHgjs.
3arsepaxeHo: CEP Ne RO-CEP 2015-206-
Rev 00; 3anponoHosaHo: CEP Ne R1-CEP
2015-206-Rev 00
200. | TPUAYKTAH MB TabneTtku, BKPUTI TOB "ACIHO YkpaiHa TOB "®dapma Crapt" Ykpaina BHECEHHS 3MiH [JO peecTpaLiinHmx - UA/5031/01/01
NNiBKOBOO YKPAIHA" marepianis: 3MiHM | TUNy - 3MiHK 3 AKOCTI.

060/10HKOH, 3
MoandiKkoBaHUM
BUBINIbHEHHSM, NO
35 wr; in bulk: no 7
Kr TabneToK y
noslieTUIEHOBMX
naketax, siki
BK/1afaTb y
KOHTeliHepn

A®I. KoHTponb A®Il. 3miHa y napameTpax
cneyudikaLin Ta/abo foNyCTUMUX MEX,
BM3HAYeHNX Yy cneundikauisx Ha A®l, abo
BVXigHWA/NPOMDKHUIA NpOAyKT/peareHT, wo
BMKOPWCTOBYIOTHCS y NpoLeci
BMPOGHMLTBA ADI (iHLUI 3MiHN) BHECEHHS
3MiH [0 MaTepiasliB peecTpauiiHoro
[ocbe, a caMe BiiNoBigHO [0 YNHHOT
pepakuii CEP oHOBNeHO dhopmMyitoBaHHsA
BMMOT (6€3 3MiH y HOpMyBaHHi Ta
MeTOAMKaxX) A0 NOKa3HWKa KOHTPOsI0
«CynpoBigHi AOMILLKW» Y cneundikauil
A®| TpumeTasmanHy aurigpoxnopugy. Y
HoBoMY CepTudpikat AKOCTi Ha cybCcTaHLio
Ta oHoBneHomy Po3gini 3.2.5.4.1
BUPOBGHMKOM BUK/IIOUYEHO HOPMYBaHHS
MeTunenxnopuay i3 nokasHvka KOHTPOsIo
«3a/TNLLKOBI KifIbKOCTi OpraHiyHnx
PO34YMHHVIKIB», OCKi/TbKW BiH
BMKOPUCTOBYETbLCA Ha 1-1i cTagii, a Ha
HacTynHWX cTagisx BigbysaroTbes cTagil
OUVILLEEHHS, BHACNIAOK YOTO Liei PO3UNHHUK
BUMMWBAETLCA. ByAb-aKi iHLWI 3MiHW Y
BMPOOGHUYOMY NpoLLeCi, 06/1aHaHHI,
MeTOAMKaxX KOHTPOSIKO AKOCTI,
crneundikaLisx NPOMDKHUX NPOAYKTIB un
KiHueBoro A®l BiagcyTHi. 3MiHn | TUny -
3miHu 3 sKocTi. CepTudikar
BignosigHocTI/IE-cepTudpikat
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/moHorpadii. NogaHHs HOBOroO
a60 OHOBNEHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI EBpONEChKIi
thapmakonei: gns A®l; ans BUXiAHOrO
martepiany/peareHTy/NPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI A®I; 518 AONOMDKHOT
peyoBuHYM (cepTudiikaTt BifMNoBIAHOCTI
€Bponelicbkin hapmakonei) - OHOBEHWIA
cepTuqikaT Bif yxe 3aTBepaKeHoro
BMpPO6HUKA - OHOBNEHMI cepTucpikat
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

BiANOBIAHOCTI EBponeiicbkil hapmakonei
Bifl y)Xe 3aTBep/pKeHOro BUpobHunka Ad|
TpUMeTasuguHy gurigpoxnopugy ipmm

“Maps Laboratories Private Limited” IHgjs.

3arsepaxeHo: CEP Ne RO-CEP 2015-206-

Rev 00; 3anponoHosaHo: CEP Ne R1-CEP

2015-206-Rev 00

201.

TPUKACANA

kancynu no 500 mr
no 15 kancyny
6nictepi; no 1
6nictepy B
KapTOHHI kopo6Lyj;
no 30 kancyny
donakoHax

dapmacaiiHc
IHK.

KaHaga

dapmacaiiHc IHK.

KaHaga

BHECEHHS 3MiH [JO peecTpaLiinHmx
marepianis: 3MiHu | TURy - 3MiHK LWOA0
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkiii
XapakTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKUii Ans
MeAMYHOro 3acTOCyBaHHs Ha niacTasi
perynsipHO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo AoC/iAKeHb 3
6e3neky 3acToCyBaHHSA NikapCbKoro
3acoby B nicnsipeecTpawiliHiii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BiTy 3 AOC/iKEHb,
npoBeAeHWX BifnoBigHO A0 niaHy
negiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom)
3MiHV BHECEHO A0 IHCTpyKuii ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro
3acoby Ao po3ginis "MpotunokasaHHsa",
"Oco6nmBocCTi 3acTocyBaHHA", "Mo6iuHi
peakujii" BiANOBIAHO A0 pekomeHAaw,i
PRAC EMA.

3a
peyenmom

He
nionseae

UA/1071/01/01

202.

TPUMETA3VAVH
y
JUAPOXNOPU

il

MOPOLLIOK
(cybeTaHuis) y
noagiiHMX
nonieTuIeHoBmX
naketax gns
chapmaLeBTUUHOTO
3acTocyBaHHs

TOB "®apma
Crapt”

YkpaiHa

Manc J/labopaTtopic
Mpueart MimiTeq

IHgis

BHECEHHS 3MiH [0 peecTpaLinHx
mMartepianis: 3MiHu | TUNy - 3MiHW 3 AKOCTI.
CepTuddikat BignosigHocTi/lE-cepTucpikat

BiANOBIAHOCTI EBpONenchbkili
hapmakonei/moHorpadii. NogaHHA HOBOro
a60 OHOBNEHOrO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI EBpONECHKIi
thapmakonei: gns A®l; ans BUXiAHOrO
mMartepiany/peareHTy/MPOMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y

BUPOGHMUTBI A®I; Ana AONOMDKHOT

peyoBunHY (cepTudiikaTt BifMoBIgHOCTI
€Bponelicbkiin dhapmakonei) - OHOBEHWIA
cepTuqikaTt Bif yxe 3aTBepaKeHoro
BMPO6HMKA. BHeCeHHs 3MiH A0 maTepianis
peecTpauiiHoro A0CbE Ha Nikapcbkuii
3aci6 TpumeTasuaunHy aurigpoxaopua,
NMOPOLLIOK (cybcTaHuis), vy 3B'A3Ky 3

UA/18238/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

OTPYMaHHSAM OHOBJ/IEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei
Bif Ajtoyoro B1pobHuka A®l Maps
Laboratories Private Limitad, IHgjs - CEP
R1-CEP 2015-206 - Rev 00. OHOBNEHHA
CEP Big6ynock y 3B's3Ky 3 3aKiHYEHHSIM
TepMiHy Aii nonepeaHbOi Bepcii. Takox,
BUPOBHMKOM aKTyanizoBaHo
dhopMytoBaHHSA BUMOT A0 MOKa3HUKa
KOHTpO/o «laeHTudikauis. A» Ta
BUK/IIOYEHO HOPMYBaHHS
MeTunenguxnopuay i3 nokasHuka saKocTi
«3a/IMLLKOBI KifIbKOCTi OpraHiyHnx
PO3YUHHUKIB.

203.

TPOKCEBA3UH®

kancynu no 300 wmr;
no 10 kancyny
6nictepi; no 5 abo
no 10 6nicTepis y
KapTOHHIA KopooLi

TOB «TeBa
YKpaiHa»

YkpaiHa

BankaHthapwva-
Pasrpag AT

Bonrapis

BHECEHHS 3MiH [0 peecTpaLinHmx
Marepianis: 3miHu | TURy - 3MiHN LWOA0
6e3nekun/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi fikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigkeHb 3
6e3nekn 3acToCyBaHHS likapCbKoro
3acoby B nicnapeecTpauiiHnii nepiog, abo
SIK pe3ybTar OLIHKW 3BIiTY 3 AOCNIKEHD,
npoBefeHnX BigNoBigHO A0 nnaHy
nepjatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHK) 3MiHM BHECEHO A0 IHCTPYKUiT ANns
MeMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao posginis "OcobmBocTi
3acTocyBaHHA", "3acTocyBaHHSA y nepiog,
BariTHOCTi ab0 rogyBaHHs rpyaat”,
"Mo6iuHi peakwii" BignoBigHO A0
OHOBJIEHOT iH(hopmaLii 3 6e3nekn aitoyol
Ta [AONOMDKHUX PEYOBVH.TEepMiH BBEAEHHS
3MiH - MPOTAroM 3 MicAuiB micns
3aTBEPAKEHHS

6e3
peyenma

nionsieae

UA/3368/02/01

204.

T-CENT®

cnpeli gn1a poToBOi
MOPOXHUHW, PO3YMH,
1,5 mr/mn no 30 mn
y thbrakoHi 3
NPUCTPOEM A5
po3nuoBaHHs; no 1
chnakoHy B
KapTOHHIA KopoobLi

Amakca NT[,

Benvka
BpuTaHis

AICIEH Monbga
Xewwys Ec.Ei.

Monblwa

BHECEHHS 3MiH [0 peecTpalinHx
mMartepianis: 3MiHu | TUny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBasibHWii 3aci6.
3miHa hopmun abo po3Mipy KOHTelHepa un
3aKynoproBasibHOro 3acoby (nepBMHHOT
YyNakKoBKM) (HECTEPUIIbHI liKapCbki
3aco6u). BHeceHHs 3mMiH 4o po3giny
3.2.P.7 mogynio 3y 3B'A3Ky 3 HE3HAYHUMU
3MiHamMK po3mipiB d)1akoHy BifMNOBIAHO A0

6e3
peyenma

UA/13494/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

KpecneHb HagaHnx noctavyasibHUKOM. Lli
He3HauHi 3MiHM B pO3Mipax roJIoBHUM
YMHOM € Pe3yNbTaTOM PIi3HUL B KpUTEPISAX
NPUAHATHOCTI HA TEXHIYHWNX KPECTEHHSX
chnakoHy. Martepian NNSALWKKM - He 3MIHUBCSA
(6e3 3miH y cknagi matepiany) i Bignosigae
BMMOram €Bponelicbkoi hapmakonei.
HeMmae 3MiH 5K y Bi/IbHOMY NpOCTOpi, Tak i
y CriBBiAHOLLEHHI NOBEPXHA/06'EM
(cniBBigHOLWEHHS AiameTpa/3arasibHol
BMCOTW (D1aKOHY 3a/IMLLIMI0CS
He3MiHHMM). 3MiHa He BNAnBae Ha SKICTb,
3acTocyBaHHs1, 6e3neyHicTb abo
cTabinbHicTb J13. Takox 6y BHECEHI
He3HauHi pefakuiliHi BUNpaBneHHs, Wo6
YHichikyBaTV hOpMy/iOBaHHS B
peecTpauiiHomMy [OCbE.

205.

YPCOCAH®
POPTE

TabneTtku, BKPUTI
NNiBKOBOIO
060/10HKO10, No 500
mr; no 10 TabneTok
B 6nictepi, no 1 abo
2, abo 3, abo 5, abo
6, abo 9, a6o 10
6nictepiB y
KapTOHHIA KOopoo6Li

MPO.MEA.LIC
MNpara a.c.

Yecbka
Pecny6nik
a

AJIC Yecbka
Pecny6nika, c.p.o.,
Yecbka Pecny6nika
(KoHTponb sKocTi:

Mikpob6ionoriuHwii
KOHTPONb SIKOCTI
TecTyBaHHs (He

CTEpPUIIbHWIA);

XiMiYHWIA/Di3nUHWIA
KOHTPO/b AKOCTI

TecTyBaHHs);
KOO®APMA c.p.o.,
Yecbka Pecny6nika

(nepBuHHE | BTOPUHHE
nakyBaHHs);
MPO.MEA,LC Mpara
a.c., Yecbka
Pecny6nika (Bci cTagji

BMPOOHMLITBA,
KOHTPO/Ib IKOCTi Ta

BMNYCK cepil)

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLinHmx
marepianis: 3MiHu | TMNy - 3MiHX 3 AKOCTI.
A®I. KoHTponib AdL. 3miHa y MeToAax
BMNpobysaHHA A®| abo BuxigHoro
marepiany/npomikHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6HuuTBa A®!| (iHWi 3mMiHK y
mMeTogax BunpobyBaHHsA (BKIOYaoun
3aMiHy abo fonoBHeHHs) APl abo
BVIXifHOro/MPOMDKHOr0 NPOAYKTY).
BHeceHHs 3MiH 10 MeTOAiB BUNpoOyBaHHS
A®I, a came- 3amiHa meTogy EP (TLC
method) 4ns BU3HauYeHHst fomilkn C
(lithoholic acid) Ha in-house meTopg, (TLC
method). 3miHu | TUNy - 3MiHK 3 AKOCTI.
["oTOBWMIA NiKapcbknii 3aci6. KoHTposnb
[LOMOMIXHMX PevyoBUH. 3MiHa napameTpis
cneumdikauin Ta/abo gonycTuMmnx Mex
0151 AONOMDKHOT peYOBUHYM (HLLi 3MiHW).
3miHa napameTpiB cneuudikauii Ta/abo
LOMYCTUMUX MEX AN LONOMDKHOT
peyYoBMHM BOAM OUULLIEHOT, a came:
OHOB/IEHHA pernameHTaui nokasHuka
«[MpoBigHicTb». 3aTBepmxeHo Conductivity
NMT 4.3 uS/cm; 3anponoHoBaHo
Conductivity NMT 2.1 puS/cm. 3minu | Tuny
- 3MiHK 3 IKOCTi. FOTOBUIA NiKapCbKuii
3aci6. KOHTpOsIb AONOMDKHUX PEYOBVH.
3miHa napameTpiB cneuudikauii Ta/abo
LOMYCTUMUX MEX AN LONOMDKHOT
PeYoBUHM (BUNYYEHHS 3i cneumdikawii

3a
peyernmom

UA/17770/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

He3HaYyHOro nNokasHuka (Hanpviknag
3acTapisioro NokasHuka)). 3miHa
napameTpiB cneuudikaLiii Ta/abo
[ONYCTUMMX MEX -A/15 [ONOMIKHOT
pPeYOoBUMHM HATPItO KPOXMasibrikonsaTa (Tun
A), a came-BUNyYEHHN 3 pernameHTauii
nokasHuka «MikpobiosoriyHa unctoTa»
kpuTepiiB TAMC, TYMC; yTOYHEHHS
pernameHTauii n. «OnNuc» y BiANOBIAHOCTI
3 MoHorpadpieto EP; BuganeHHs n. «Baxki
MeTanu» -A/18 AONOMDKHOT peyoBUHU
MarHito cteapar, yTOYHEHHS
pernameHTauii n. «Onucs». - ons
[0MOMDKHOT PEYOBMHU KPEMHIIO Zliokeuay
KOM0iAHOro 6e3B04HOM0: BUAAIEHHS .
«Baxki meTanin»

-0 JONOMIXHOI pevyoBUHY BOAU
OYMLLEHOI: BUNYYEHHS MOKa3HMKa «Baxki
MeTann»; BHECEHHS N. «EnemMeHTHi
LOMILLKM»
3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpoNechkili
hapmakonei/moHorpadii. MogaHHsa HOBOroO
abo oHoBNeHoro ceptudiikata
BiANOBIAHOCTI 260 BUMYYEHHS
cepTudcbikaTa BiANoBiAHOCTI EBpONEiiChKiit
thapmakonei: ana A®l; gns BuxigHoro
mMatepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMUTBI A®I; AN [ONOMIXHOT
pevoBuHY (cepTuddikat BigNOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWIA
cepTudikaT Bif y)Xe 3aTBepIXEHOro
BMPOGHYKA.

MofaHHsA OHOB/IEHOrO cepTudikaty
BignoigHocTi CEP Ne R1-CEP 1999-047-
Rev 09 (nonepeaHs Bepcia CEP Ne R1-
CEP 1999-047-Rev 07) gns A®I
YPCOAEOKCYXO/EBOI KUC/OTH Bif, BXE
3aTBepxeHoro BupobHuka ICE S.P.A.
Basaluzzo, Alessandria IT

206.

®APIHITOH

TabneTtkn ans
CMOKTaHHSA no 10
Tabnetok y 6nicrepi;
no 2 6nictepu y
nauui

AT

"KNIBCbKN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KWTBCBKIAI
BITAMIHHUN
3ABOJ"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliinHx
MaTepianis: 3MiHu | TUNY - 3MiHU 3 AKOCTI.
[oToBUIA Nikapcbknii 3aci6. CTabiNbHICTb.

3miHa y TepmiHax npugatHocTi abo
ymoBax 36epiraHHsi roTOBOrO NikapCbKoro
3ac06y (36i/bLIEeHHS TEpMiHY NpuAaTHOCTI

6e3
peyenma

niosisiecae

UA/7230/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
rOTOBOrO Jlikapcbkoro 3acoby) - [Ans
TOProBOi yNakoBKW (MigTBEPLKYETLCS
[aHMUN peanbHOro vacy) 36isbLIeHHs
TepMiHy NMpUAATHOCTI FOTOBOrO
NiKapCbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB [JOBrOCTPOKOBYKX AOCAIAKEHD
CTabiNIbHOCTI Y peasibHOMY Yaci:
3arBepmKeHo: TepMiH NpuaaTHocTi: 2
pOKU. 3anponoHoBaHo: TepMmiH
npugaTHocTi: 3 poku. BBefeHHS 3MiH
NpOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
207. | PAPMAKCOH PO34UH OS5 iH'EKLLNA, TOB YkpaiHa KoHTposb, Bunyck YkpaiHa/ BHECEHHS 3MiH O peecTpavlinHmx 3a UA/13932/01/01
250 Mr/mn no 2 mn «®PAPMACEN cepi: HimeuuunHa marepianis: 3miHu | TUny - peyenmom
abono4 mns » TOB «®PAPMACE/», ALMIHICTpaTMBHI 3MiHW. 3MiHa
amnyrni; no 5 amnyn YkpaiHa HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
B MnauLj 3 KapTOHY abo (BNacHvKa peecTpauiiHoro NocBigYEHHS).
TOB «®APMACE/1» 3miHa puanyHoi agpecy 3asiBHUKA
YkpaiHa (BNacHvKa peecTpauiiHoro NocBigYeHHS).
BTopuHHa ynakoBska,
KOHTPO/b!
XONOMAK
depnakyHrcTexHik
Mv6X, HimewunHa
Brpo6HMLUTBO
Hepo3dacoBaHol
npoAyKLii, nepBrHHa
Ta BTOPMHHA
ynaKkoBKa, KOHTPO/Ib:
XONOMAK
depnakyHrcTexHik
Mv6X, HimewunHa
208. | ®PACTEHAN NOpPOLLOK ANs YAB "MPA" NutoBcbka | CMELW NMPOOAKTC ITanis BHECEHHS 3MiH 40 peecTpavLiiHnX 3a He UA/19536/01/01
OpPa/ILHOIO PO34NHY Pecny6nik NAH C.N.A. mMaTtepianis: 3MiHu | TUny - 3MiHK WoA0 peyenmom | nidsisieae
no 80 mr; no 30 a

[BOPO34iSTbHUX
calle y KapTOHHil
KopobLi

6e3nekun/edheKTUBHOCTI Ta
hapmMakoHarnsigy. 3miHa y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3
6e3neky 3acToCyBaHHsA NiKapCbKoro
3acoby B nicnspeecTpauiiHnii nepiog, abo
SIK pe3ybTar OLIHKN 3BiTY 3 AOCNILKEHD,
npoBefeHnX BigNoBigHO A0 naaHy
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3asBHUK
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n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

209.

DEBAPUH®

TabneTtku, BKPUTI

AB6OTT

nepiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHNUM
YMNOBHOB&XEHVNM OpraHom)
3MiHN BHECEHO B iHCTPYKLit0 ANs
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3acoby A0 po3ainy "3acTocyBaHHA y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
BiZNOBIAHO 4,0 OHOB/EHOT iHGhopmaLLii
LLI0A0 6e3nekn 3acTocyBaHHs Aitoyoi
PEYOoBMHM 3iAHO 3 pekoMeHAaLisMn
PRAC. 3MiHu | Tuny - 3miHn Wwoao
6e3nekun/edhekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3MiHKn
BHECEeHO [0 iHCTPYKLIT 415 MeanyHoro
3aCTOCYBaHHSA NikapCbKoro 3acoby A0
po3ainy "Mo6ivHi peakuii”.

NNiBKOBOO
o6onoHkoto, no 50
Mmr; no 15 Tabnetok
y 6nicTepi, no 1 abo
no 2 6nictepu B
KapTOHHI Kopobuyj;
no 20 TabneTok y
6nictepi, no 3
6nictepu B
KapTOHHI/ Kopoo6Li

Xernckea
Mpopaktc B.B.

HigepnaH
an

MaiinaH Jlabopatopis
CAC

PpaHuis

BHECEHHS 3MiH [JO peecTpaLiinHmx
marepianis: 3miHu | TUny -
AIMiHICTpaTMBHI 3MiHW. BunyyeHHs
BMPOOHUYOT AiNbHULI (BKNOYAOUM
AinbHuui Ana A®l, npoMiXXHOro NpoaykTy
ab0 roToBOro slikapcbkoro 3acoby,
AiNbHWLI AN NPOBEEHHA NaKyBaHHS,
BMPOGHMKA, BiAMNOBIAA/ILHOMO 3a BUMYCK
cepiid, Mmicue NpoBeAEeHHsI KOHTPOSHO cepii)
ab0 nocrtavyasibHMKa BUXIAHOIO MaTepiasy,
peareHTy ab0 fONOMIKHOI pEHOBUHM
(AKLO 3a3HaYeHo Yy A0CbE). BunyuenHs
3aTBepAKeHoro BupobHuka Johnson
Matthey Inc. Pharmaceutical Materials,
USA ans fito4oi peqyoBuHW hiyBOKCaMiHy
Maneart. PaHile 3aTBepakeHi
anbTepHaTMBHI BUPO6HMKN A®| Lonza AG,
Switzerland Ta ZCL Chemicals Ltd., India
NPOAOBXYIOTb BUKOHYBATW CBOI (OYHKLT.
3MmiHn | TMRY - 3MiHK 3 sKocTi. API.
Brpo6HMLTBO. 3MiHa BUPO6HUKa
BUXIAHOrO/NPOMIXHOr0
npoayKTy/peareHTy, WO
BUKOPVCTOBYIOTCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUPO6HMKa
(BKIOvatoun, fe HeobXxigHo, micue
npoBefeHHs KOHTposIto akocTi) APl (3a
BiACYTHOCTI cepTudpikata BianoBIAHOCTI
€Bponeiicbkin hapmakonei y
3aTBEPAXEHOMY [OChE)(3anponoHOBaHN
BMPOBOHUK HANeXUTb A0 Tiei camol

BMPOBHUYOI rpyny NiANPUEMCTB, WO i

3a
peyenmom

UA/7599/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

3aTBepIXEHWIA). BBeAeHHS HOBOro
BMpobHUKa A®I| — Lonza Guangzhou
Pharmaceutical Ltd., China.
3anponoHoBaHUii BUPOBHWK HaNTeXnTb A0
TiET ) BUPOOHMYOT rpynu NiANPUEMCTB, WO
1 paHiwe 3aTBepaxeHnii — Lonza AG,
Switzerland. Mpwn uboMy crcTeMa SKOCTI
Ta BUPOBHMUMIA MpoLeC 3anMLLaTbes
He3MiHHUMKW. 3MiHK | TUNY - 3MiHU 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneyudikaLin Ta/abo foNyCTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPVCTOBYIOTbCS y Npoueci
BMPO6HUMLTBA AD| (4ONOBHEHHSA
cneumdikaLii HOBUM NMOKA3HUKOM SKOCTi Ta
BiANOBIAHUM MeTOA0M BUNpo6yBaHHS). [lo
cneumdikauii BUXigHoro marepiasny
®1lyBOKCKETOHY NMPOMOHYIOTLCA BBECTU
iHAMBIAyanbHi 06MexeHHs ansa 1-[(4-
(Difluoromethyl)phenyl]-5-methoxy-pentan-
1-one (GC), in % area < 0.10. logatkoBuii
napameTp NPOMNOHYETbLCA BBECTU 5K
3anobixHy Mipy, LWo6 nepekoHaTucs, Lo
NiMIT 4OMILLOK He Byae NnepeBuLLEHO B
KiHUeBOMYy AdI.
3MiHu | TUnNY - 3MiHK 3 sKocTi. API.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®I| abo BUXigHOrO
martepiany/npomiKHOro
npoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCA
y npoueci Bupo6HuuTBa A®I (iHWi 3MiHW Y
MeToAax BuNpobyBaHHSA (BKIHOHa0UM
3amiHy abo JonoBHeHHs) AdD| abo
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY). 3MiHa
MeToay TeCcTyBaHHA AN ifeHTudikaui
BVIXifHVX MaTepianis Npu BUPOGHNLTBI
A®I, a came 3amiHa metoay CnekTpockonii
B 6/1KHIl iHchpauepBoHiit o6nacTi (NIR)
Ha IHdpayepBoHy cnekTpockonito (IR) ans
iaeHTUiKauii xnopeTnnamiHy
rigpoxnopuay, eTaHosny, MeTaHony,
TONyorny, aueToHiTpuay. 3MiHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa
y NnapameTpax cneuudikaLiin Ta/abo
[OMYCTUMUX MEX, BUSHAYEHNX Y
cneumdikayisx Ha A®l, abo
BUXiAHWIA/NPOMIXXHUIA NPOAYKT/pearexT, Lo




173

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

BMKOPVCTOBYIOTBCS y NpoLeci
BMPOGHMLTBA ADI (iHLWi 3MiHK). 3MiHa
KpUTEPIli NPUAHATHOCTI 30BHILLIHBLOTO
BUrNsay (onuc) BUxigHoro matepiany

TeTpabyTunamoHiii 6poMily Anst HOBOro
BMpo6Huka APl — Lonza Guangzhou
Pharmaceutical Ltd., China. 3milu | Tvny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa
y NapameTpax cneuudikaLiin Ta/abo
[OMYCTUMUX MEX, BUSHAYEHNX Y
cneumdikayisx Ha A®l, abo
BUXIAHUIA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BMKOPVCTOBYIOTBCS y NpoLeci
BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO
nokasHuka sIKoCTi (Hanpuknag, BUIy4YeHHs
3acTapifioro nokasHuka)). B npoueci
3a/1y4eHHs1 HOBOro BUPO6HUKa APl —
Lonza Guangzhou Pharmaceutical Ltd.,
China, Wo HanexwuTb A0 TiEl X BUPOOHUYOI
rpynu NignpyeMCTB, WO i paHile
3aTBepaxeHunii — Lonza AG, Switzerland
NPOMNOHYETLCA BUNYYEHHS napaMeTpa
«Tonyony BIAHOBMEHOr0», OCKiNIbKA BiH HE
BUKOPWCTOBYETLCA Ha 3anponoHOBaHil
BMPOGHUYI AiTbHUL.

210.

DEBAPUH®

TabneTku, BKPUTI
NAiBKOBOO
o60s10HKot0, Mo 100
Mmr; no 15 Tabnetok
y 6nicTepi; no 1 abo
no 2 6nictepu B
KapTOHHI Kopobuyj;
no 20 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI/ Kopoo6Li

AB6OTT
Xernckea
Mpopaktc B.B.

HigepnaH
an

MaiinaH Jlabopatopis
CAC

PpaHuis

BHECEHHS 3MiH [JO peecTpaLiinHmx
marepianis: 3miHu | TUny -
AIMIHICTpaTMBHI 3MiHW. BunyyeHHs
BMPOOHUYOT AiNbHULI (BKNOYAOUM
AinbHuui Ana A®l, npoMiXXHOro NpoaykTy
ab0 roToBoro slikapcbkoro 3acoby,
AiNbHWLI AN NPOBEEHHA NaKyBaHHS,
BMPOGHMKA, BiAMNOBIAAIBHOO 3a BUMYCK
cepiid, Mmicue NpoBeAEeHHsI KOHTPOSHO cepii)
ab0 nocrtavyasibHMKa BUXIAHOIO MaTepiasy,
peareHTy ab0 AONOMIKXHOI peHOBUHM
(AKLO 3a3HaYeHo Yy A0CbE). BunyuenHs
3aTBepAKeHoro BupobHuka Johnson
Matthey Inc. Pharmaceutical Materials,
USA ans fito4oi peqyoBuHW hiyBOKCaMiHy
Maneart. PaHile 3aTBepakeHi
anbTepHaTMBHI BUPO6HMKN A®| Lonza AG,
Switzerland Ta ZCL Chemicals Ltd., India
NPOAOBXYIOTb BUKOHYBATW CBOI (OYHKLT.
3Mminu | TMRY - 3MiHK 3 sKocTi. API.
Brpo6HMLTBO. 3MiHa BUPO6HUKa
BUXIAHOrO/NPOMIXHOr0
npoAayKTy/peareHTy, LWo

3a
peyenmom

UA/7599/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

BUKOPVCTOBYIOTbCS Y BUPOOHNYOMY
npoueci A®l, abo 3MiHa BUPO6HMKA
(BKOYatoun, fie HeobXigHoO, Micue
npoBefeHHs KOHTPOsIo sakocTi) A®I (3a
BiACYTHOCTI cepTudpikata BignoBiAHOCTI
€Bponeiicbkiii hapmakonei y
3aTBEPMAXEHOMY [OChE)(3anponoHOBaHN
BMPOOHUK HaNeXuTb A0 Tiei camol
BUPOGHMYOT rpynu NignpyeMCTB, Lo i
3aTBepIAXEHWIA). BBeAeHHS HOBOro
BMpobHUKa A®I| — Lonza Guangzhou
Pharmaceutical Ltd., China.
3anponoHoBaHUii BUPOBHWK HaNTeXnTb A0
TiET X BUPOOHMYOT rpynu NiANPUEMCTB, WO
1 paHiwe 3aTBepaxeHnii — Lonza AG,
Switzerland. Mpwn uboMy crcTeMa SKOCTi
Ta BUPOBHMUMIA MpoLec 3aMLLaTbes
HEe3MiHHUMKW. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®Il. 3miHa y napameTpax
cneuudikalin Ta/abo foNyCTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPVCTOBYIOTbCS y NpoLeci
BMPO6HULTBA AD| (4ONOBHEHHSA
cneumdikaLii HOBUM NMOKA3HUKOM SKOCTi Ta
BiANOBIAHUM MeTOA0M BMNpo6yBaHHS). [lo
cneumdikauii BUXigHoro marepiasny
®1lyBOKCKETOHY NMPOMOHYOTLCA BBECTU
iHAMBIAyanbHi 06MexeHHs ansa 1-[(4-
(Difluoromethyl)phenyl]-5-methoxy-pentan-
1-one (GC), in % area < 0.10. logatkoBuii
napameTp NPOMNOHYETbLCA BBECTU 5K
3anobixHy Mipy, LWo6 nepekoHaTucs, Lo
NiMIT 4OMILLOK He Byae NnepeBuLLEHO B
KiHUeBOMYy AdI.
3MiHu | TURY - 3MiHK 3 sKocTi. API.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®I| abo BUXigHOrO
martepiany/npomikHOro
npoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCA
y npoueci Bupo6HuuTBa A®I (iHWi 3MiHW Y
MeToAax BuNpobyBaHHSA (BKIHOHa0UM
3amiHy abo JonoBHeHHs) AdD| abo
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY). 3MiHa
MeToay TeCcTyBaHHA AN ifeHTudikai
BVIXifHVX MaTepianis Npu BUPOGHNLTBI
A®I, a came 3amiHa metoay CnekTpockonii
B 6/IMXKHIl iHdbpavepBoHiit o6nacTi (NIR)
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

Ha IHdpayepBoHy cnekTpockonito (IR) ans
iaeHTUiKaLi xnopeTnnamiHy
rigpoxnopuay, eTaHosny, MeTaHony,
TONyorny, aueToHiTpuay. 3MiHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa
y NapameTpax cneuudikaLiin Ta/abo
[OMYCTUMUX MEX, BU3HAYEHNX Y
cneumdikayisx Ha A®l, abo
BUXIAHUIA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BMKOPVCTOBYIOTBCS y NpoLeci
BMPOGHMLTBA ADI (iHLI 3MiHK). 3MiHa
KpUTEPIi NPUAHATHOCTI 30BHILLIHBLOTO
BUrNsay (onuc) BUxigHoro matepiany
TeTpabyTunamoHiii 6pomMily ANt HOBOro
BMpo6Huka APl — Lonza Guangzhou
Pharmaceutical Ltd., China. 3milu | Tvny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa
y NapameTpax cneuudikaLiin Ta/abo
[OMYCTUMUX MEX, BU3HAYEHNX Y
cneumdikayisx Ha A®l, abo
BUXIAHUIA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTBCS y NpoLeci
BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO
nokasHuka sIKoCTi (Hanpuknag, BUIy4YeHHs
3acTapifioro nokasHuka)). B npoueci
3a/1y4yeHHs1 HOBOro BUPO6HUKa APl —
Lonza Guangzhou Pharmaceutical Ltd.,
China, Wo HanexwuTb A0 TiEl X BUPOOHUYOI
rpynu NignpyeMCTB, WO i paHile
3aTBepaxeHunii — Lonza AG, Switzerland
NPOMNOHYETLCA BUNYYEHHS napameTpa
«Tonyony BIAHOBMEHOr0», OCKiNIbKA BiH HE
BUKOPWCTOBYETLCA Ha 3anponoHOBaHil
BMPOGHUYI AiTbHUL.

211.

DEPBEKC And
AOPOCNNX 3
MAMNHOBUM
CMAKOM

NOPOLLIOK A5
Opas1IbHOT0 PO3UNHY
8 calle y KapTOHHii
Kopobui

YINCA CAC

PpaHuis

YIMNCA CAC

PpaHuis

BHECEHHS 3MiH [JO peecTpaLiinHmx
marepianis: 3mMiHu | TUNYy - 3MiHK WOA0
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpoTkili
XapakTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKUii Ans
MeAMYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo AoC/iAKeHb 3
6e3neky 3acToCyBaHHSA MikapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepiog, abo
AIK pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHWX BifnoBigHO A0 niaHy
negiatpnyHux gocnigpkers (PIP) (3MiHy

6e3
peuyenma

nionsieae

UA/3128/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom).
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
3acoby [0 po3ginis "B3aemogis 3 iHWMMK
nikapcbKMKn 3acobamu Ta iHLWi BUan
B3aemogiin", "OcobamMBOCTi 3acToCyBaHHS"
BiAgNoBigHO A0 iHhopMauii Wwoao 6e3neku
Lit040i pevyoBMHY JiKapCbKOro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-Tn Micsui
nicnsa 3aTBepKEHHS.
212, | ®IHIFENIA Kancynu Teepgi no AT "dapmak" YkpaiHa Bnpo6HMUTBO, pevjs BHECEHHS 3MiH [0 peecTpaLinHmx - UA/19778/01/01
0,5 wmr, in bulk: no 14 KOHTPO/Ib SKOCTI, marepianis: 3miHu | TUny -
Kancyn y énictepi; nepBrHHe Ta AAMIHICTpaTVBHI 3MiHW. 3MiHa
no 7 6nictepis y BTOPWHHE NaKyBaHHS, HalilMeHyBaHHs Ta/abo agpecu mMicus
nauuj; no 48 navok y BMNYCK Cepil: NPOBaKEHHS AiS/IbHOCTI
TpaHCMopTHil dapmaTeH BMpo6HUKa/iMnopTepa rotoBoro
Kopoo6ui IHTepHewHn C.A., nNiKapcbKoro 3acoby, BKIHOYAUN AifbHULL
pewis BMNYCKy cepii abo MicLe NpoBeAeHHS
KoHTpOsb sIKOCTi, KOHTPOJIHO AKOCTI. (AiSNbHICTb, 3a AKy
nepBUHHE Ta BiAnoBiAae BUPOOGHMK/imnopTep,
BTOPWHHE NakyBaHHS, BK/1O4al0uM BUMYCK Cepiid) - 3MiHa Ha3Bu
BUMYCK cepil: Ta agpecu BUpo6Huka M3
dapmarteH CA, peuis BiANOBI4a/IbHOrO 3a BUPOGHMLTBO,
KOHTPO/1b SIKOCTi, NEPBUHHE Ta BTOPUHHE
nakyBaHHs1, BUMYCK cepil, y 3B'A3KYy
npuBeAeHHsA HanmcaHHA o sumor EMA.
Bupo6Huya AinbHUUS Ta yci BUpoOHNUYI
onepawii 3aMLwaTbCa He3MIHHUMK.
TepmiH BBEAEHHS 3MiH NPOTAroM 6 micauis
nicns 3aTBepKeHHs
213. | ®IHIENIA Kancynu Teepgi, no AT "dapmak" YkpaiHa AT "dapmak” Ykpaiva BHECEHHS 3MiH [0 peecTpaLifiHnx 3a He UA/19779/01/01
marepianis: 3miHu | TUny - peyenmom | nionsi2ae

0,5 mr, no 14 kancyn
y 6nicTepi, no 2
6nictepun y nayui

(BTOpPUHHE MaKyBaHHS,
KOHTPO/1b AKOCTI,
BUNYyCK cepii 3
npoaykuii in bulk
hipMmn-BUPOGHMKA:
PapmaTeH
IHTepHewHn C.A,,
'peuis @60 KOHTPONb
AKOCTI, NEPBUHHE Ta
BTOPUHHE NakyBaHHS,
BUNYCK cepi:
dapmaTeH CA,
Ipeuis)

AJMiHICTpaTVBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBa)KEHHS AiSNIbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
NiKapcbkoro 3acoby, BKAOUYaoun AinbHUL
BMNYCKy cepii abo MicLe NpoBeAeHHs
KOHTPOJIHO AKOCTI. (4iSNIbHICTb, 3a AKY
Bignosigae BUPOGHuK/iMNopTep, He
BK/IOYA0UM BUMYCK cepili). 3MiHa Ha3Bu Ta
aapecy BUpo6Huka in bulk ®apmareH
IHTepHewHn C.A., I'peuis, 6e3 3MiHM MicLA
BMPOGHMLTBA, 3MiHN B po3gini 3.2.P.3.1.
Brpo6HWKM 40 MaTepianiB peecTpauiiHoro
[0CbE. 3MiHN BHECEHI B IHCTPYKLitO A5

MeZMYHOro 3aCTOCYBaHHSA NiKapCbKOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
3acoby y po3ain "Micue3HaxomKeHHs
BMpo6HUKa Ta agpeca micus
NpoBaXXeHHS MOro AisiNbHOCTI" 3
BigMNOBIAHMMMN 3MiHAMMN B TEKCTI
MapkyBaHHS yNakoBOK. TepMiH BBEAEHHS
3MiH - NpOTArom 6 MicAuiB nicns
3aTBEPAKEHHS.
214. | ®ITOCEOAH 36ip,no15ry MpAT YkpaiHa MpAT "NikTpasn" Ykpaina BHECEHHS 3MiH [JO peecTpaLiinHmx 6e3 UA/14454/01/01
hiNbTp-nakeTi; no "NikTpasn” marepianis: 3MiHu | TMny - 3MiHK 3 AKOCTI. peyenma
20 ¢hinbTp-nakeTiB y [oTOBWIA Nnikapcbkumii 3aci6. Cuctema
nayui; no1,5ry KOHTelHep/3aKynoptoBasibHUiA 3aci6 (iHLUi
hiNbTp-nakeTi; no 3MiHM) BHECEHHS 3MiH [0 MaTepiasis
20 ¢hinbTp-nakeTiB y peecTpauiiHoro Aocke, a cave:
naJui 3 BHYTPILLHIM [ONOBHEHHS NOKasHMKa «laeHTudikauis
nakeTom (30BHILLUHI 03HaKM)» BK/THOUYEHHAM
[0AATKOBMX 03HaK A1 BisyaslbHOTO
KOHTPO0 «6) Konip» cneuudikauii 3
KOHTPO/II0 NEPBUHHOIO NakKyBasIbHOrO
matepiany (Manip inbTpyBasbHMIA);
YTOUYHeHHA p. 3.2.P.7. Cuctema
KOHTelViHep/ 3aKyrnopoBasibHWiA 3aci6,
00 3a3HaYeHHA MOX/IMBOCTI
NPYKPINAEHHSA HATKW 3 APIMYKOM [0
hiNbTp-nakeTy, 3 BiANOBIAHNM BHECEHHAM
3MiH A0 p. «YnakoBka» MKHA /13.
215. | ®NIOAITEK cupon 5 %; no 125 Nab6opaTtopis PpaHuis BUpo6HMK PpaHuis BHECEHHS 3MiH [J0 peecTpaviinHmx 6e3 UA/8082/01/02
My chnakoHi; no 1 IHHOTEK BiANOBIAa/IbHUI 3a marepianis: 3MiHu | TUMy - 3MiHK 3 AKOCTI. peyenma
donakoHy 3 IHTepHacbioH KOHTPO/1b Ta BUMYCK CepTudpikar signosigHocTi/lE-cepTudpikar
[03yBa/IbHUM anb cepii: IHHOTepa LLysi, BiANOBIgHOCTI EBponeichkili

CTaKkaH4MKOM B
KapTOHHI ynakoBL,i

PpaHLis;
Bupo6Huk
BiAnNoBigabHUIA 3a
BMPO6HULTBO in bulk,
nepBuHHe Ta
BTOPVHHE NakKyBaHHS,
KOHTPO/b cepii:
HOHiTep NikBig
MaHyekuypiHr,
®paHujis

thapmakonei/mMmoHorpadii. MogaHHs HOBOroO
abo oHoBNeHoro ceptudiikata
Bi4NOBIAHOCTI a60 BUNYYEHHS
cepTuguikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: gna A®l; ans BuxigHOro
martepiany/peareHTy/npoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMUTBI A®I; AN ONOMIXHOT
peyoBuHY (cepTuddikat BigNOBIAHOCTI
€sponelicbkin dhapmakoner) - OHOBEHWA
cepTuaikar Bif yXXe 3aTBepIKeHOoro
BMPOOHUKA - OHOBMIEHHS cepTudikaty
BiANOBIAHOCTI EBponeiickkiit dapmakonel
ana A®l kapbouunCcTeiH Big, BXe
3aTBepKkeHoro supobHuka Bretagne
Chimie Fine (BCF), ®paHuis CEP NeR1-
CEP 1997-022-Rev 07 (3aTBEpAXEHO:
CEP NeR1-CEP 1997-022-Rev 06).
BHacnigok oHoBneHHsi CEP, Bigbynucs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

He3HauHi 3MiHV Yy BUPO6HMYOMY npoLeci —
3BY)XXEHHS BUMOT [0 AeAKNX BUPOBHNUMNX
napameTpiB, OHOB/IEHHS KOHTPO/IIO B
npoueci BupobHuuTea (IPC); nepioa
NOBTOPHOrO BUNPOOYBaHHA Tenep
3a3HauveHo B CEP; 3anpoBamxeHo nnaH
ynpasiHHA PU3VKamu WOA0 eNeEMEHTHUX
[OMILLOK BignoBigHO A0 kepiBHUUTBA ICH
Q3D. 3MiHn | TUNY - 3MiHK 3 SKOCTI.
["oTOBWIA Nikapcbkunii 3aci6. KoHTposnb
[OMOMDKHUX pevoBUH. 3MiHa napameTpis
cneumdikauin Ta/abo fonycTuMmnx Mex
AN JONOMDKHOI PEYOBUHW (BUTYYEHHS 3i
cneundikaLii He3Ha4YHOro NokasHuKa
(Hanpwvknag 3acTapinioro NokasHuka))
BUJA/IEHHA HE3HAYHOrO NMOKa3HMKa
«Miscibility in glycerol» 3i cnevuudikadii
[OMNOMDKHOT PEHOBUHM PO3UMHY HATpIl0
rigpokeugy 30%. [lonatkoBo, pefakuiiiHi
3MiHW, W06 3aMiHUTU TEPMIH «alcohol» Ha
«ethanol 96%». 3miHu | Tuny - 3MiHKn 3
AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTpO/b [ONOMDKHUX PEYOBWH. 3MiHa
napameTpiB cneuudikaLiii Ta/abo
O0NyCTUMUX MEX AJ151 AONOMIKHOT
peyoBUHM (BUyYEHHS 3i cneumdikaui
He3HayHOro nokasHuka (Hanpuknag,
3aCTapifioro NokasHrka)) BuganeHHs
He3Ha4yHOro MokasHuka «Xnopugu» 3i
cneupudikauii 4OMOMDKHOI pe4OoBUHM
PO3uunHy HaTpito rigpokeugy 30%. 3miHu |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbKuii
3aci6. KOHTPOsIb AONOMDKHUX PEYOBYH.
3miHa napameTpiB cneundikauii Ta/abo
LOMYCTUMUX MEX AN AONOMDKHOT
peyoBuHM (BUNYYEHHS 3i cneumdikadil
HEe3HaYyHOro nokasHuka (Hanpvknag
3acTapifioro NokasHuka)) BUganeHHs
He3HavyHoro nokasHuka «Cynbartm» 3i
cneundikauii OMOMDKHOI Pe4OBUHM
po3unHy Hatpito rigpokecnay 30%. 3MiHu |
™Mny - 3MiHW 3 IKOCTi. FOTOBWMIA NikapcbKui
3aci6. KOHTpOsIb AONOMDKHUX PEYOBVH.
3MiHa napameTpiB cneyudikauii Ta/abo
[0NYyCTUMUX MEX /15 AONOMIKHOT
peyvoBUHM (BUNYYEHHS 3i cneuudikawii
He3Ha4yHOro nNokasHuka (Hanpvknag

3aCTapifioro NokasHvka)) BUuAaneHHs
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

He3HayHOoro nokasHuka «3aJs1izo» 3i
cneumaikaLii 4OMOMIXHOI pe4oBUHU
pO3unHy HaTpito rigpokeugy 30%. 3minu |
MMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapCcbKuii
3aci6. KOHTpOosib AONOMDKHUX PEYOBUH.
3MiHa napameTpiB cneyudikauii Ta/abo
O0NyCTUMUX MEX AJ151 AONOMIKHOT
peyoBUHM (BUyYEHHS 3i cneumdikaui
He3HayHOro nokasHuka (Hanpuknag,
3aCTapifioro NokasHrka)) BuganeHHs
He3Ha4YHOro rnokasHuka «Baxki metanun» 3i
cneuudikauii 4OMOMDKHOI pe4OoBUHM
PO34MHy HaTpito rigpokcnay 30%

216.

DIOAITEK

cupon 2 %; no 125
My chnakoHi; no 1
chnakoHy 3
[03yBasIbHUM
CTakaH4MKOM B
KapTOHHI ynakoBL,i

Nab6opaTtopis
IHHOTEK
IHTepHacbiioH
anb

PpaHuin

Bupo6HMK
BiANOBiAaIbHUI 3a
KOHTPO/b Ta BUMYCK

cepii: IHHoTepa LLysi,
®paHuisa; BUpobHuK
BignoBiganbHWi 3a
BMpOo6HULTBO in bulk,
nepBuHHEe Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/b Ccepil:
FOHiTep Niksig,
MaHyhekuypiHr,
PpaHuis

PpaHuis

BHECEHHS 3MiH [JO peecTpaLiinHmx
marepianis: 3MiHu | TUny - 3MiHM 3 AKOCTI.
CeprtudpikaT BignoigHocTi/l E-cepTudikart

BiANOBIAHOCTI EBpoNechkili
hapmakonei/moHorpadii. NogaHHs HOBOro
abo oHoBNeHoro ceptudiikata
Bi4NOBIAHOCTI a60 BUYYEHHS
cepTugikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: ans A®l; gns BuxigHoro
mMatepiany/peareHTy/nPoOMKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTHLCS Y

BMPOGHMLTBI A®I; ANS [ONOMIXHOT

peyoBuHY (cepTuddikat BigNOBIAHOCTI
€sponelicbkin dhapmakonei) - OHOBMEHWIA
cepTudikaT Bif yXe 3aTBepIXEHOro
BMPOOHUKA - OHOBMIEHHS cepTudikaty
BiANOBIAHOCTI E€Bponeiickkinn ®apmakonei
ana A®l kapbouuncTeiH Big, BXxe
3aTBepAXeHOro BUpobHuka Bretagne
Chimie Fine (BCF), ®paHuis CEP NeR1-
CEP 1997-022-Rev 07 (3aTBEpAKEHO:
CEP NeR1-CEP 1997-022-Rev 06).
Bracnigok oHoBneHHsi CEP, Bigbynucs
He3HauHi 3MiHV Yy BUPO6HMYOMY npoLeci —
3BY)XXEHHS BUMOT [0 AeAKNX BUPOBHNUMNX
napameTpiB, OHOB/IEHHS KOHTPO/IIO B
npoueci BupobHuuTtea (IPC); nepios
NOBTOPHOr0 BUNPOOYBaHHA Tenep
3a3HaveHo B CEP; 3anposafxeHo nnaH
ynpasiHHA pU3nKamu WOA0 eNeMEHTHUX
[LOMILLOK BignoBiaHO A0 kepiBHMUTBa ICH
Q3D. 3MiHn | TURY - 3MiHK 3 SKOCTI.
["oTOBWIA Nikapcbkuii 3aci6. KoHTponb
[LOMOMDKHUX peYOBMH. 3MiHa napameTpis
crneundikauii Ta/abo 4ONYyCTUMUX MEX

6e3
peyenma

UA/8082/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

AN JONOMDKHOI PEYOBUHM (BUTYYEHHS 3i
cneundikaLii He3Ha4YHOro NokasHmKa
(ranpwvknag 3acTapinioro NokasHvka))

BUJA/IEHHA HE3HAYHOIO NMOKa3HMKa
«Miscibility in glycerol» 3i cnevuudikauii
[OMNOMDKHOT PEHOBUHM PO3UMHY HATpI0

rigpokeugy 30%. [lonatkoBo, pefakLiiiHi
3MiHW, W06 3aMiHUTU TEPMIH «alcohol» Ha
«ethanol 96%». 3miHu | Tuny - 3miHKn 3

AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTpO/b [ONOMDKHUX PEYOBWH. 3MiHa

napameTpiB cneuudikaLiii Ta/abo

O0NYCTUMUX MEX AJ151 AONOMIKHOT
peyoBUHM (BUyYEHHS 3i cneumdikaui

He3HayHOro nokasHuka (Hanpuknag,

3aCcTapisioro NokasHrka)) BUganeHHs
He3Ha4yHOro MokasHuka «Xnopugu» 3i
cneupudikauii 4OMOMDKHOI pe4OoBUHM

PO34uHy HaTpito rigpokeugy 30%. 3miHu |

TUNy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbKunii

3aci6. KOHTPOsIb AONOMDKHUX PEYOBYH.
3miHa napameTpiB cneundikauii Ta/abo

LOMYCTUMUX MEX AN AONOMDKHOT
peyoBuHM (BUNYYEHHS 3i cneumdikawil

He3HaYyHOro nNokasHuka (Hanpvknag

3acTapifioro NokasHUka)) BUaaneHHs
He3HavyHoro nokasHuka «Cynbartu» 3i
cneundikauii OMOMDKHOI Pe4OBUHM
po34nHy Hatpito rigpokecnay 30%. 3MiHu |
™My - 3MiHW 3 IKOCTi. FOTOBWIA Nikapcbkuii
3aci6. KOHTpOosIb JONOMDKHUX PEYOBVH.
3MiHa napameTpiB cneyudikauii Ta/abo

[0NYyCTUMUX MEX /15 AONOMIKHOT
pPeyvoBUHM (BUNYyYEHHS 3i cneumdikauii

He3HaYyHOro nNokasHuka (Hanpvknag

3aCTapifioro NokasHvka)) BuaaneHHs

He3HauHOro MokasHuka «3as1i3o» 3i

cneumaikaLii 4OMOMIXHOI pe4oBUHU
pO3unHy HaTpito rigpokeugy 30%. 3minu |

MMy - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbKuii

3aci6. KOHTpOosib AONOMDKHUX PEYOBUH.
3MiHa napameTpiB cneyudikauii Ta/abo

O0NyCTUMUX MEX AJ151 AONOMIKHOT
peyoBUHM (BUyYEHHS 3i cneumdikauii

He3HayHOro nokasHuka (Hanpuknag,

3aCTapifioro NokasHrka)) BuganeHHs

He3Ha4YHOro rnokasHuka «Baxki metanmn» 3i
cneumdikaLii JOMOMKHOI pe4OBUHM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
PO34MHy HaTpito rigpokcnay 30%

217. | ©NOAOITEK PO34MH OpasIbHUIA, Nab6opaTtopis PpaHuin Bupo6HMK PpaHuis BHECEHHS 3MiH [JO peecTpaLiinHmx 6e3 UA/8082/02/01
750 mr/10 mn; no 10 IHHOTEK BiANOBigaIbHUI 3a marepianis: 3MiHu | TUny - 3MiHK 3 AKOCTI. peyenma
mny cawe; no 15 IHTepHacbiioH BWMYCK cepii: IHHOTepa ["oTOBWIA Nikapcbkuii 3aci6. KoHTponb
callle B KapTOHHii anb Lysi, dpaHuis; [LOMOMDKHUX pevoBMH. 3MiHa napameTpis
Kopoo6ui Bupo6HuK cneumdikauin Ta/abo fonycTuMmnx Mex

BignoBiAabHMIA 3a "in
bulk", nepsuHHe Ta
BTOPVHHE MaKyBaHHS,
KOHTpPO/b cepii:
HOHiTep NikBig
MaHyhekuypiHr,
®paHuisa; BUpo6HuK
BiANoBigabHUIA 3a
KOHTpOb cepii
(mopatkoBuiA): OHITEp
[esenonnmaH bopao,
PpaHuis

AN JONOMDKHOI PEYOBUHM (BUTYYEHHS 3i
crneungikaLii He3HaYHOro NoKasHMKa
(Hanpvknag, 3acTapifioro nokasHuka))

BUAA/IEHHA HE3HAYHOrO NOKa3HMKa
«Miscibility in glycerol» 3i cnevyudikauii
[OMOMDKHOT PEHOBUHW PO3UMHY HaTPIlO

rigpokcugy 30%. [lonatkoBo, pedakuiiiHi
3MiHK, W06 3aMiHUTK TepMiH «alcohol» Ha
«ethanol 96%». 3miHu | Tuny - 3miHun 3

AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
KOHTpO/b fONOMDKHUX PEYOBWH. 3MiHa

napameTpiB cneuudikauii Ta/abo

OONYyCTUMUX MEX AJ151 AONOMIXHOT
peyoBUHM (BUYyYEHHS 3i cneumdikauii

He3HayHOro nokasHuka (Hanpuknag,
3acTapifioro NoKasHuka)) — BUAasieHHs
He3Ha4yHoro nokasHuka «Cynbartun» 3i

cneumdikaLii 4ONOMIXHOI pe4OBUHM

PO3uunHy HaTpito rigpokeugy 30%. 3miHu |

TUNy - 3MiHM 3 IKOCTi. [OTOBWIA NikapcbKuii

3aci6. KOHTpOsIb AONOMDKHUX PEYOBYH.
3miHa napameTpiB cneuudikauii Ta/abo

LOMYCTUMUX MEX AN LONOMDKHOT
peyoBUHM (BUNYYEHHS 3i cneumdikawil

He3HaYyHOro nNokasHuka (Hanpvknag
3acTapifioro NoKasHUka)) - BUAaIEeHHs

He3HaYHOro rnokasHuka «3asi3o» 3i

cneuudikauii LOMOMDKHOI Pe4OBUHM
po3unHy Hatpito rigpokcnay 30%. 3MiHu |

MRy - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbKmii

3aci6. KOHTpOosIb AONOMDKHUX PEYOBVH.
3MiHa napameTpiB cneyudikauii Ta/abo

[0NyCTUMUX MEX A1 AONOMIDKHOT
peyvoBUHM (BUNYYEHHS 3i cneuudikauii

He3HaYyHOro nNokasHuka (Hanpuknag
3aCTapifioro NokasHyka)) - BUAaIEHHS

He3Ha4HOro MokKasHuka «Baxki meTann» 3i
cneumaikaLii 4ONOMXHOI pe4oBUHM

PO3unHy HaTpito rigpokeugy 30%. 3minu |

MRy - 3MiHM 3 AKOCTi. [OTOBWIA NikapCbKuii
3aci6. KOHTpOo/ib AONOMDKHUX PEUYOBUH.
3MiHa napameTpiB cneundikauii Ta/abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
O0NYyCTUMUX MEX AJ151 AONOMIKHOT
peyoBUHM (BUyYEHHS 3i cneumdikauii
He3HayHOro nokasHuka (Hanpuknag,
3aCcTapisioro NokasHrka)) BuganeHHs
He3Ha4yHOro MokasHuka «Xnopugu» 3i
cneupudikauii 4OMOMDKHOI pe4OBUHM
PO34MHy HaTpito rigpokcnay 30%
218. | ®PAKCUNAPUH PO3YUH OJ151 iH'EKLLNA, AcneH d®apma Ipnangis AcneH Hotep fam ge PpaHuis BHECEHHS 3MiH [JO peecTpaLiinHmx 3a UA/8185/01/01
® 9500 MO Tpenginr BoHgesinb marepianis: 3MiHu | TUny - 3MiHK 3 AKOCTI. peyenmom
aHTu-Xa/mn; no 0,6 Nimiteq A®I. CtabinbHicTb. 3miHa nepiogy

M (5700 MO aHTu-
Xa) y nonepefHb0
3anoBHeHOMY
Lnpui; no 2
wnpuua B 6nictepi;
no 5 6nictepiB y
KapTOHHI Kopobuyj;
no 0,8 mn (7600 MO
aHTu-Xa) y
nonepeaHLo
3anoBHEHOMY
Lnpwuui; no 2
wnpuua B 6nictepi;
no 5 6nictepis y
KapTOHHIA KopooLi

NOBTOPHUX BUNpobyBaHb/nepioay
36epiraHHs abo ymoB 36epiraHHa Adl (3a
BifICYTHOCTi Y 3aTBEp)KEHOMY [0CbE
cepTudikaTa BiANoBiAHOCTI EBpoNeiichkiit
chapmMakonei, Lo BKIoYae nepiog
NOBTOPHOrO BMNpPo6yBaHHS) (nepiog,
NOBTOPHOro BUNpobyBaHHsA/nepios
36epiraHHs) 36ibLEHHSA ab0 BBEAEHHS
nepiofy NOBTOPHOrO
BMNPO6YBaHHsa/Nepiony 36epiraHHs Ha
OCHOBI pe3ynbTaTiB AOCMILKEHb Y
peasibHOMy yaci - 36i/1bLUEeHHI TepMiHY
36epiraHHa 3 24 o 36 micsauis gns Adl
HapponapuHy kanbujto (Mpy Temnepartypi
[0 25 °C); 3miHu | Tmny - 3MiHW 3 AKOCTI.
A®I. KoHTponb AdL. 3miHa y MeToAax
BMNpobysaHHA A®| abo BuxigHoro
marepiany/npomikHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6HuuTBa A®!| (iHLWi 3MiHK y
mMeTogax BunpobyBaHHsA (BKIOYaoun
3aMiHy abo fonoBHeHHs) APl abo
BWXiAHOrOo/NPOMIXXHOTO NPOAYKTY) 3amiHa
MeToay BMNpobyBaHHA y NpoLieci
BUpo6HMLTBa ADI, a caMe BBeAEHHS
HOBWX MeTogiB BUNpobysaHHs MN/IP Ha
3amMiHy noto4yHomy metogay M/1P. HoBwui
meTog MIP(KinbkiCHWIA) ANst BU3HAYEHHS
NOXO)KEHHS CBUHEN/BUKITIOUEHHS
marepiany XynHuX TBapyH Ha NPOMDKHOMY
PiBHI BUPOGHMLTBA CUPOTO renapuiHy.
3Mminn | TMRYy - 3MiHK 3 sKocTi. API.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuxigHoro
mMartepiany/npomikKHOro
npoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA
y npoveci Bupo6HuuTBa A®| (He3HauHi
3MiHM y 3aTBEPKEHNX MeTofax
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

BMNpo6yBaHHSA) OHOBMEHHSA p. 3.2.5.4.3
Basligalisa aHaniTUYHUX METOAMKN,
HafaHHA AaHuX LWOAO albTEPHATUBHOIO
BM3HauYeHHs 3anuwkiB N- NO. 3miHu | Tuny
- 3MiHu 3 sKocTi. APl KoHTponb AdI.
3miHa y MeTofax BunpobysaHHs A®| abo
BVIXiJHOTrO Matepiany/MpoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6HuuTea A®! (iHWwi 3MiHN B
MeTogax BunpobyBaHHsA (BKIOYaun
3aMiHy ab0 JONOBHEHHS) /19 peareHTy,
LLIO HE CMPUYMHSAE ICTOTHOrO BMN/IMBY Ha
AkicTb ADI) BBeAeHHS peareHTy po3unHy
NaOH, sikuii BUKOPUCTOBYETbLCA A/1A
BMPOBHMYOro npoLecy, Ha A0AAaToK A0
TBepaoi dpopmu NaOH. 3miHu | Tvny -
3MiHuM 3 aKocTi. A®l. BUpO6GHULITBO. 3MiHU
B npotieci Bupo6HuuTea A®| (HesHauHa
3MiHa y npoueci BupobHuytBa Adl)
OHoB/EeHHA p. 3.2.5.2.2 3MiHa
KOHUEHTpaLii peareHTy HaTpito xnopugy
nig yac agcop6uii B npoueci BUpo6HMLTBa
CMPOro NOpOLLKY renapuHy Bif «2-2,5% o
<4%». 3MiHun | TMNYy - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA A®I| abo BUXigHOrO
martepiany/npomikHOro
npoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCA
y npoueci BupobHuuTBa A®!| (iHWi 3miHW B
MeToAax BuNpobyBaHHsA (BKIHOYaoUM
3aMiHy abo JONOBHEHHS) AJ15 peareHTy,
LLIO He CMPUYMHSAE ICTOTHOTO BMMBY Ha
AakicTb A®l) OHoBneHHs p. 3.2.5.2.3
KOHTPO/b MaTepiasis, BBE,EHHSA KOHTPO/Tb
MapraHLo xopuay TetparigpaTy Hapsay
i3 3aTBEPAKEHUM MapraHueM X/10puaom
MOHOTIAPATOM Yy 3B’A3KYy BBEEHHS
PO34MHY MapraHLo X1opuay, skui
BVKOPUCTOBYETLCA A/151 BUPOBHNYOrO
npoLecy Ha A0AATOK 40 NMOPOLLKY
MapraHuo xsopvay. 3MiHu | Tuny - 3MiHu
3 aKocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BUnpobysaHHsa Ad| abo
BUXIQHOrO MaTepiany/npoMixHoro
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCSA
y npoueci BUpo6HuuTBa Ad®| (He3HauHi
3MiHW Y 3aTBEpKEHNX MeTofax
BMNpo6yBaHHsA) BuaaneHHs 3acTtapinvx
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

CTaHAAPTHUX PO3YMHIB y BUNPODOYBaHHI
MeTOo0M ra3zoBoi xpomartorpadii gns
BU3HAYEHHS 3a/INLLKOBUX PO3UYNHHWKIB.
3MiHn Il Tuny - 3miHn 3 akocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPOGHUKaA
BWXiHOro/MPOMiXHOro
NpoAyKTy/pearenty, Lo
BUKOPVCTOBYIOTHCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUPO6HMKa
(BrTrOvatoum, fie HeobXxigHo, micue
npoBefileHHA KOHTPOso AkocTi) APl (3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPIKEHOMY [0CHE)(HOBUI BUPOGHMK
BWXiZHOTO NPOAYKTY, ANS AKOro
BUMaraeTbCs nonepeaHs OLiHKa BipyCHOI
6e3nekun Ta/abo pu3mnky nepegadi
36yaHukie ME) [logaBaHHSA HOBOroO
BUPOGHMKa BMXIAHOTO NPoAyKTy MenapuHy
B Kutali, a came BBefeHHs [BOX
[04aTKOBMX NOCTavasIbHUKIB CUPOro
renapvHy Huai'an MDS Pharmaceutical
Co.Ltd. (MDS) 1a Yichang Fengrun
Biotechnology Co., Ltd (Fengrum) Ha
[0AaTOK A0 MOTOYHWX EBPOMENCHKUX Ta
NiBHIYHO-aMePUKAHCLKMX NOCTavYas1bHUKIB
CUPOro renapuHy y nNpoLec OYULLEHHS AN
BMpo6HMKa Aspen Oss. 3MiHu Il Tuny -
3MiHu 3 sKocTi. A®L. MpoekTHWIA NpocTip
Ta nicnspeecTpaviiiHuii npoTokon
ynpaBniHHA 3MiHaMW. BHECEHHS 3MiH Y
nicnspeecTpauiiHnii NpoToKos
ynpasniHHA 3MiHaMu ana A®l. BHeceHHs
3MiH y nicnsipeecTpauiiHnii NPOTOKO
ynpas/iHHA 3MiHamy ana AP, wo onucye
BBE/IEHHS BapiaTVBHUX NPOLIECIB Ha
paHHiX cTafisix BUpobHuLTBa
HW3bKOMONEKYIAPHOrO renapuHy
(HMMNA®I y maiibyTHbOMy (p. 3.2.R
perioHasibHa iHhopmauis)

219.

DPEHOPMA

Tabnetku no 10 mr;
no 10 TabneTtok y
6nictepi; no 3 abo 6
ab6o 10 6nicTepis y
KapTOHHI/ Kopoo6Li

Makneogc
PapmMacboTuK
asnc Nimitepq,

IHais

Makneoac
PapmacbioTrKanc
Nimiten

IHais

BHECEHHS 3MiH [JO peecTpaLiinHmx
marepianis: 3MiHu | TURy - 3MiHK LWOA0
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn) 3MiHn
BHECEHI B TEKCT MapKyBaHHS Ha BTOPUHHIN
ynakoBLj nikapcbkoro 3acoby y n.8 "farta
3aKiHYeHHs TepMiHy npugartHocTi”, n. 17
"lHwe " 7a 1.6 "lHwe" (nepB1MHHa

3a
peyenmom

UA/18697/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

yrnakoBKa) BHECEHHS iHthopmalii woao
noroTuny KoMnaxii. BBegeHHs 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS

220.

DPEHOPMA

Tabnetku no 15 mr;
no 10 TabneTtok y
6nictepi; no 3 abo 6
ab6o 10 6nicTepis y
KapTOHHI/ KopoobLi

Makneogc
PapmMacboTuK
asnc Nimitepq,

IHais

Makneoac
PapmacbioTrKanc
Nimiten

IHais

BHECEHHS 3MiH [JO peecTpaLiinHmx
marepianis: 3mMiHu | TURy - 3MiHM LWOA0
6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn) 3MiHn
BHECEHi B TEKCT MapKyBaHHS Ha BTOPWHHIN
ynakoBLj nikapcbkoro 3acoby y n.8 "farta
3aKiHYeHHs TepMiHy npugartHocTi”, n. 17
"lHwe " Ta 1.6 "lHwe" (nepBuHHa
yrakoBKa) BHECEHHS iHthopmalii woao
NoroTuny KoMnaxii. BBegeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/18697/01/02

221.

®PIBPIC

cupon, 2,5 mr/5 mn
no 100 mny
donakoHi; no 1
donakoHy 3 MipHOH
TIOXeYKo B
KapTOHHIA KopoobLi

Mini Xenckepe
Nimiten

Benwvka
BputaHis

pakype
dapmacsbtoTikanc N1T/,

IHais

BHECEHHS 3MiH [J0 peecTpavjiinHmx
mMarepianis: 3MiHu | TURy - 3MiHK LWOAO
6e3nekn/edpeKkT1BHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbkoro 3acoby, abo AOCNiAKEHDb 3
6e3neky 3acToCyBaHHSA NikapCbKoro
3acoby B nicnsipeecTpauiliHnii nepiog, abo
SIK pe3ybTar OUiHKW 3BiTY 3 AOCNIMKEHb,
npoBeAeHWX BifnoBigHO A0 naHy
negiatpuyHux gocnigpkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpraHoM) 3MiHW BHECEHO
[0 IHCTPYKLIT ANnS Mean4HOro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3ainy "Mo6ivHi peakuii” BigNoOBIgHO A0
pekomeHgauin PRAC

6e3
peuyenma

nionsieae

UA/6853/02/01

222,

®PIBEN® KOMBI

PO34MH ANAa
iHransauiin; no 20 mn
abono 25 mny
donakoHi; no 1
hnakoHy y nauui

AT "®apmak”

YkpaiHa

AT "®dapmak”

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLinHmx
marepianis: 3miHu | TunNy: 3MiHW 3 AKOCTI.
[oTOBWIA NikapCbKuMit 3aci6. KOHTPO/b
roTOBOrO JliKapCbKoro 3acoby. 3miHa y
mMeTofax BUNpPo6yBaHHS roTOBOro
NiKapcbKoro 3acoby (He3Ha4yHa 3miHa y
3aTBEPMAXEHNX METOAAX BUNPOOYBaHHS)
Po3gin «CynposigHi AOMiLLKW. JOMiLLKn
oeHoTepoy rigpobpomigy». B metoguui
BU3HAYEHHS JOMILLOK deHOTEPOSY
rigpo6pomigy 3MiHEHO NPUrOTYBaHHSA
PO34MHY NopiBHAHHSA (b). 3MiHM NOB’sA3aHi

3a
peyenmom

UA/16525/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs

3i 3MiHOK Macu HaBaxkkn C3 cheHoTeposy
ons npugatHocTi cuctemun EP CRS Ta
Ha3Bu C3, WO MICTUTbCA Y Biasi, ska
BUKOPVICTOBYIOTbCS /1A NPUTOTYBaHHS
PO34MHY NOPIBHAHHSA (D). Y 3B’A3KY 3 UMM B
3anpornoHoBaHili MeToauLi 3MiHEHO
HaBaxky C3 cheHoTepony ans
NpUAATHOCTI CUCTEMU MPW NPUrOTYBaHHI
pO3umnHy nopisHAHHA (b). 3MiH B ymoBax
XpomaTorpadyBaHHsi, KOHLeHTpawuisx
PO3YMHIB, L0 BUKOPUCTOBYIOTLCA A1
po3paxyHKy BMICTY AOMILLOK, Ta
HOPMYBaHHIO BMICTY [OMILLOK HE
Bifbynock. 3MiHM | TUNY: 3MiHM 3 AKOCTI.
CeprtucpikaT BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI €BpoONechbkili
hapmakonei/moHorpadii. 3miHW, NoB'A3aHi
3 HEOOXiJHICTIO NPUBELEHHS Y
BiAMOBIAHICTb A0 MoHOrpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHwoi
HaujioHasIbHOI thapmakonei aepxasun €C
(iHwi 3miHn) Po3gain «KinbkicHe
BM3HAYeHHS». Pefakuito MeToaukn
KifIbKICHOro BU3HaYeHHs y crnieumdikavii
A®| BUKNageHo BiAMoBigHO A0 MOHorpadii
deHoTepony rinpobpomig EP- BunyueHHs
hopmynm pos3paxyHky. MeToguka
BW3HAYEHHSA Ta HOPMYBaHHS 3a/INLLIEHO
6e3 3MiH. 3MiHu |l TUNy: 3MiHK 3 AKOCTI.
A®I. (iHWi 3MiHW) BUpo6HKKOM
Lusochimica S.p.A, ITanis oHoBneHo DMF
Ha cybcTaHLUito PeHoTepony rigpobpomis,
0o Bepcii October 2022 ( 3aTBEpAXEHa
Bepcis July 2008). 3miHu | Trny: 3miHu 3
AKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHNX Y
cneumdikayisx Ha A®l, abo
BUXIAHUIA/NPOMIXHUIA NPOAYKT/pearexT, Lo
BMKOPWCTOBYIOTBCS y NpoLeci
BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO
nokasHuka sIKoCTi (Hanpuknag, BUIy4YeHHs
3acTapifnioro nokasHuka)) 3miHu go
cneundikauii A®l deHoTepony
rigpobpomia. BunyyeHHs po3gin
«P0o3unHHiCTb. 3MiHn | TURY: 3MiHK 3
AKOCTi. A®Il. KoHTpob A®I (iHLWi 3MiHW)

3miHu go cneuymdikauii APl denotepony
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
rigpobpomis.

Moka3Huk «MikpobionoriyHa yncrora -
BUJ/TYYEHHS ONUCY METOAVKM i3 pefakwi
po3ainy «AHaniTuuHi metoguku». Kputepiii
NPWAHATHOCTI Ta BUMOTY 3a/IMLLEeHO 6e3
3MiH; 3a/IMLIAETLCA BiANOBIAHE NOCUIAHHSA

Ha MoHorpadito Ta 3arasibHy CTaTTHo
3MiHu | TUNy: 3MiHK 3 sKocTi. API.
KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®I| abo BuxigHOro
martepiany/npomiKHOro
npoaykTy/peareHTy, W0 BUKOPUCTOBYETLCSA
y npoueci BUpo6HuuTBa Ad®| (He3HauHi
3MiHW Y 3aTBEpKEHUX MeTofax
BunpobysaHHA)(b.1.6.2. (a),IA),
3miHu go cneumdikauii A®| deHotepony
rigpobpomia. Po3gin «lgeHTudikayis» - B
MeTOoAMLi AaHOro TeCTY BUTYUYEHHS
NoCcWNaHHA Ha SKICTb CTaHAAPTHUX
3paskiB. IHthopmaLis Woao AKoCTi
CTaHAapTHUX 3paskis, L0
BMKOPUCTOBYIOTbCS NpK aHanisi cybcTaHuii
HaBegfeHa B po3gini 3.2.S.5
peecTpavuiiiHoro Aocke. 3MiHu | Tuny:
3miHu 3 gkocTi. A®l. KoHTposnb A®l. 3miHa
y MeToaax BunpobyBaHHA A®l abo
BVXifHOro Martepiany/npoMixXHOro
npoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCA
y npoueci BUpo6HMLUTBa AD| (HE3HAYHI
3MiHW Y 3aTBEPKEHNX MeToAax
BMNPO6YBaHHA) 3MiHM A0 cneundikadii
deHoTepony rigpobpomig. Po3gin
«3a/TMLLKOBI KifIbKOCTi OpraHiyHnx
PO3UMHHVIKIBY - 3MEHLUEHHSI KOHLLeHTpau,i
1-nponaHony y po3ynHi BHYTPILLHLOrO
cTaHgapTty 3 «1 Mkn» Ha «0,1 Mkn» y 1 mn
CyMiLLi;

- 3MiHEHO TUCK rasy Hocis 3 «11,6 psi» Ha
«8 psi»; - yTOUHEHO KpUTEpIil NpuaaTHocTi
XpomaTtorpacpiyHoi cuctemu 3
«XpomaTorpadiyHa cuctema BBaXaeTbCsl
npuaaTHo, SKLLO BiAHOCHE CTaHAapTHe
BiIXMIEHHS, po3paxoBaHe A1 NoLL, MikiB
aHaniTiB ANs 5-Tn napanenbHUX iHXeKLin,
CTaHOBUTb He Ginblie 5,0 %» Ha
«XpomaTorpadyiyHa cuctema BBaXaeTbCs
NpVAATHOIO, AKLO BifHOCHE CTaHJapTHe
BiIXW1EHHS, po3paxoBaHe A5 BigHOLEHb
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS*

Homep
peecmpayiliHo2o
nocsioYeHHs1

naow, Nikie aHasiTiB 40 NAaoLy nikig 1-
nponaHosy Ansa 5-Tn napanenbHUX
iHXeKLili, cTaHOBUTb He Ginblue 5,0 %».

3MiHn | TURy: 3miHK 3 sikocTi. CepTuddikar
BignosigHocTI/TE-cepTudpikat
BiNoBigHOCTI E€Bponelickkilt

thapmakonei/MoHorpadii. 3mMiHu, NOB'A3aHi
3 HEOOXIJHICTIO MPUBEAEHHS Y

BiANOBIAHICTb A0 MoHOrpadii APY abo

€Bponeiicbkoi hapmakonei, abo iHwoi
HauioHasbHOT hapmakonel gepxasun €C
(iHLWi 3miHK) 3MiHK go cneundikauii Ad|

deHoTepony rigpobpomig. Po3gin

«CynposigHi AOMILLKM». MeToauky

BW3HAYEHHSA NPUBEAEHO [0 BUMOT
MoHorpadii EP cheHoTepony rigpobpomia.

B posgaini Bigbynucs HacTynHi 3MiHu:

- 3MiHEHO NPo6OoNiAroTOBKY PO3UUNHIB
nopiBHaHHSA (a), (b) Ta (c), npuroTyBaHHsa
PO34KHY NOPIBHAHHSA (d) BUTYYEHO; - Npn

npuroTyeaHHi pyxomoi tasu sogy P

3aMiHeHO Ha Boay Ans xpomarorpadii P; -
0N igeHTudiKalii 4OMILLOK, 3aMiCTb
PO34MHY MOPIBHSAHHSA (&) BUKOPUCTOBYIOTb
PO34MH MOPIBHAHHSA (C); - 4719 HOPMYBaHHS
[OMILLIOK 3aMiCTb PO34MHIB NOPIBHAHHSA (&)
Ta (d) BUKOPUCTOBYIOTb PO3UUNH
nopiBHAHHSA (b). 3MiHK | TURY: 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby.
3MmiHa y meTogax BunpobyBaHHA roTOBOro
nNiKapcbKoro 3acoby (Ans npuBeneHHs y
BiANOBIAHICTb 3 AdY abo EBponeiicbko
dhapmakoneeto Ta BUyHEHHS MOCUIaHHSA
Ha 3acTapinuii BHyTPILLHIA MeToA
BMNPoGYBaHHs i lioro Homep) 3miHa y
mMeTogax BUNpobyBaHHSA roTOBOrO
nikapcbkoro 3acoby. Po3gin

«MikpobionoriyHa uncrtota». Onuc
METOAMKM BUTyHYEHO i3 pefakLii po3ainy

«AHaniTU4YHI MmeToankny. Kputepili
NPWIAHATHOCTI Ta BUMOTY 3a/MLIeHo 6e3

3MiH; 3a/IMLLIAETLCA BiANOBIAHE NOCUIAHHSA

Ha MoHorpadito Ta 3arajibHy cTarTio

223.

®TOPYPALMN
AKKOP/,

PO34nH ANS iH'EKLRA
abo ans iHdysii 50
mr/mn no 5 mn (250

mr), no 10 mn (500

Akkopa
Xenckea
Moncka Cn.
3.0.0.

Monbwa

BiANOBIAaIbHNI 3a
BMNYCK Cepil:
Akkopg Xenckea
Nliviteq, Benvka

Benvka
BputaHis/
IHais/ ITania

BHECEHHS 3MiH [0 peecTpaLinHx
matepianis: 3miHa 3asBHuka /13 (MIBIM)
(BNacHvKa peecTpauiiHoro NocBigYEHHs)
(3rigHo Hakasy MO3 Big 23.07.2015 Ne

3a
peyernmom

UA/18129/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
mr), no 20 mn (1000 BputaHis 460): 3MiHn | TUny - 3MiHK WoAo
mr), no 50 mn (2500 6e3nekn/edheKTUBHOCTI Ta
Mr), no 100 mn BTOPWHHE NaKyBaHHSA: thapmakoHarnagy. BeegeHHs abo 3miHn
(5000 mr) po3uuHy y AKKOP[, XEJICKEA [0 y3arasibHeHVX JaHnx Npo cuctemy
donakoHi, no 1 NIMITE[, Benuka thapmakoHarnsagy (BBefeHHs
hnakoHy y Bputanis y3arasisHeHNx AaHux npo cuctemy
KapTOHHIM navi thapmakoHarnsgy, 3miHa ynoBHOBaXeHOT
BMPOGHULITBO, oco6u, BiANoBIfaIbHOI 3a 3AiACHEHHS
KOHTPO/Ib SKOCTI, hapmakoHarnsagy; KOHTakTHoi ocoou 3
nepBuHHe Ta dhapmakoHarnsgy 3assHuka ans
BTOPVHHE MaKyBaHHS: 3AiicHeHHA thapMakoHarnagy B YkpaiHi,
IHTac AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT
dapmachbloTikanc oco6w, BignoBiga/IbHOI 3a 34iCHEHHST
Nimiten, IHAiA thapmMakoHarnagy (BK1ovaroUum KOHTaKTHI
[AaHi) Ta/abo 3MiHV y po3MilLeHHi macTep-
BMPOBHMLITBO, thaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTPO/b AKOCTI, YNOBHOBaXXEHOi 0COOM 3asBHUKA,
nepBuHHE Ta BiANoBiAabHOI 3a hapmakoHarnsag. [ivoua
BTOPWHHE NaKyBaHHS: pepakuisi: Dr. Rakesh Barmy.
IHTac MponoHoBaHa pepfakuis: Arata Mecesuy /
dapmacbloTikanc Agata Gesiewicz. 3MiHa KOHTaKTHWUX AaHnX
Nimitea, IHAjsA YMOBHOB&XEHOT 0CO6Y 3asBHYIKA,
BiANoBiAaIbHOT 3a hapmakoHarnsag. 3MiHa
KOHTPO/Ib SKOCTI: KOHTaKTHOI 0CO6U 3asBHUKA,
NIABAHANIZIC C.P.11., BiANOBIAa/IbHOI 3a hapmakoHarnsaz B
ITania YkpaiHi. [itoya pegakuis: Lnronesa
MapiaHHa BikTopiBHa. MNponoHoBaHa
KOHTPO/Ib SIKOCTI: pepakuis: Wynby Onbra CepriiBHa.
ACTPOH PECbOPY 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
NIMITE/L, Benuka 0cobu 3asiBHMKa, BIAMNOBIAA/ILHOT 32
BputaHis thapmakoHarnag B Ykpaini. 3miHa micus
3[iACHEHHS] OCHOBHOI Ajisi/TbHOCTI 3
hapmakoHarnsagy. 3miHa
MicLie3HaxXoMKEHHS MmacTep-haina
cucTemMu dpapmakoHarnsgy.
224. | XYMANOI® MIKC | cycneHsia ans Eni Ninni HigepnaH Ninni ®paHc dpaHuis BHECEHHS 3MiH 40 peecTpaLiiHnX 3a He UA/8352/01/02
50 nigWwkipHoro HenepneHng an matepianis: 3miHn /13 (MIBM), wo peyenmom | nidnsizae
BBeAeHHs, 100 B.B. noTpebytoTb HOBOI peecTpayii (3rigHo
MO/mn; no 3 mny Haka3y MO3 Big 23.07.2015 Ne 460).
CKIAHOMY 3miHa 'y [P, siki He Npu3BOAATL 40 HOBOT
KapTpuaxi; no 5 [P: He3HauHi 3MiHM 6i0N0riYHOT PeYOBUHU
KapTpuaxis y ab60 6i0TEXHO/OMYHOro NPOAYKTY -
KapTOHHI ynakoBLi; He3HayHa onTMMi3aLis NpoLecy O4YNCTKM
no 3 My CKISIHOMY iHCYniHY ni3npo
KapTpuaXi, Tun nikapcbkoro 3acoby: PeecTpauiiHa
BK/1afleHoOMY Y chopma Ha /13 3a NOBHUM [0CbE
LLINPUL-PYUKY (aBTOHOMHUM f0CbE) (BigoMa fjtova
KgiklNeH; no 5 peyoBuHa)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
LUMPULL-PYYOK
KBikIeH y KapTOHHiii MepiognyHICTb NOfAHHSA PerynsipHo
ynakoBLii OHOBJ/OBAHOrO 3BITY 3 6e3neKu,
BiANOBIAHO A0 Mopsaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3oM MiHicTepcTBa OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
nofaHHsa perynspHuX 3BiTiB 3 6e3neku
225. | ULEPBAPUKC™ cycneHsis gns nakcoCwmitKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaLiiHnX 3a UA/16310/01/01
BAKUUHA Onda iH'exuii mo 0,5 mn (1 AiH EkcnopT BpuTaHis Bionoaxikans C.A. Marepianis: 3MiHu | TUny - 3MiHK 3 AKOCTI. peyenmom
MPO®ITAKTUKN | po3a) cycneHsii ans Nimiteq A®|. Bupo6HMUTBO. 3MiHV BUNPOGYBaHb
3AXBOPHOBAHDb, | iH'ekuiliy abo fonycTMUX MeX y npoueci
o nonepeaHsLo BMPO6HMLTBA A®I, IO BCTAHOB/EHI Y
BUKNTNKAKOTbC HanoBHEHOMY cneungikalisx (LogasaHHA HOBOrO
A BIPYCOM LINPULi 3 NOPLUHEM i BMNPOOGYBaHHS Ta AONYCTUMUX MEX)
AAMIIOMA KOBMa4koM y [opnasaHHsA BUNpobysaHHsa Bioburden test
NLAVHN TUNIB KOMMNEKTI 3 r0/1IKOt0 (in-process control) Ha eTani KiHLEBOT
16 TA 18 (y 6nicTepi) abo y hinbTpavii npomixHoro npoaykty HPV-

chakoHi 3 MPO6GKOIo;
no 1 nonepegHLo
HarnoBHEHOMY
LUMPWLLY 3 TOIKOIO
ab60 no 1 cpnakoHy B
KapTOHHI Kopo6Li 3
MapKyBaHHAM
YKpPaiHCbKOI
MOBO0; no 0,5 mn (1
[03a) cycneHsii gns
iH'exuili y
nonepegHL0
HanoBHEHOMY
Lwnpuui 3
MapKyBaHHSAM
iHO3eMH1MKU MoBamu
3 NOPLUHEM |
KOBNAykoM y
KOMMNIEKTi 3 FrO/IKO0
(y 6nictepi) abo y
donakoHi 3
MapKyBaHHAM
iHO3eMH1MU MoBamu
3 Npobkoto; no 1

16/18 purified bulk. BHeceHHs
pefakuifiHux npaBok Ao po3gainy 3.2.5.2.4.
3MiHn |l Tuny - 3miHn 3 akocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPO6HUKa
BUXIAHOrO/NPOMIXHOr0
npoaykTy/peareHTy, WO
BUKOPVCTOBYIOTCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUPO6HMKa
(BKIOvatoun, fe HeobXxigHo, micue
npoBefeHHs KOHTposIto akocTi) APl (3a
BiACYTHOCTI cepTudpikata BianoBiAHOCTI
€Bponeiicbki hapmakonei y
3aTBEepXEHOMY [l0Cbe)(3MiHA B AD|
6i0/10r4YHOro NOXOMKEHHS a60 BUXIAHOMY
marepiani/peareHTi/NPOMiIXHOMY MPOAYKTI,
LLLO BUKOPWCTOBYHOTLCA A/19 BUPOOHMLTBA
6ion10riYHoro/iMyHONOrYHOrO NikapCcbKoro
3acoby ) BnpoBamxeHHs 6ygisni WN17, sk
[08aTKOBOI AiNAHKM A58 BUPOBHMLTBA
NPOMIXHOro NPoAyKTy aHTureHis (HPV-16
and HPV- 18 L1 VLP Purified bulk) Ta
6yaisni WN30, sik 4oAaTKOBOT AifIbHULL
Ons BUpobHULUTBa afacopboBaHnx
MOHOB&JIEHTHMX aHTurenis (HPV-16 /18
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs* | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs
nonepegHLO Adsorbed monovalent bulks) Ha
HanoBHEHOMY BMPO6HUUIi ainbHuUi GSK Biologicals,
LUNPULY 3 FO/IKOI0 Parc de la Noire, Avenue Fleming 20,
abo no 1 diakoHy B Wavre, 1300, Benbris.
KapTOHHI Kopobui 3
MapKyBaHHAM
iHO3eMH1MKU MOBamu
3i CTUKEepOM
YKparlHCbKO MOBOIO
226. | YEBPELO Tpasa no 40 r abo MpAT YkpaiHa MpAT "NikTpasu” YkpaiHa BHECEHHS 3MiH [0 peecTpavliinHx 6e3 UA/2343/01/01
TPABA 50 r y naykax 3 "NikTpasn" mMartepianis: 3MiHu | TUNy - 3MiHW 3 AKOCTI. peuyenma
BHYTPILLHIM [oToBWI Nnikapcbkumii 3aci6. Cuctema
naketom; no 1,5ry KOHTeliHep/3akynopoBasibHWiA 3aci6 (iHLwi
inbTp-nakeTi; no 3MiHW) BHECEHHS 3MiH [0 crneundikavii 3
20 hinbTp-nakeTiB y KOHTPOJ10 MEPBUHHOTO NaKyBaulbHOr0
nauyi; mo1,5ry matepiany (Manip dinbTpyBanbHWit), a
inbTp-nakeTi; no came [0MOBHEHHS NOKa3HUKa
20 chinbTp-nakeTiB y «lgeHTudikalis (30BHiLLHI 03HaKN)»
nayui 3 BHYTPILLHIM BK/TOYEHHAM [04aTKOBUX O3HAK A/1A
nakeTom Bi3ya/IbHOr0 KOHTPOsI0 «6) Konip».
227. | OHIMAK® PO34UH ANS iH'EKLIN, "FOHiK IHAiA "HOHiK BHECEHHS 3MiH [0 peecTpaLinHx 3a UA/9838/01/02
350 mr/mn no 20 mn PapmacboTUK PapmacboTuKas mMarepianis: 3MiHu | TUNy - 3MiHK WoA0 peyenmom
B amnyni; no 5 an Nab6opaTtopiz" 6e3nekn/edheKTMBHOCTI Ta
amnyn Ha n10TKy; no Na6opatopiz" (BipgineHHs dipmmn thapmakoHarnsgy (iHwi 3MiHn).
1 NOTKy B KAPTOHHIl (BigaineHHn "Ix. B. Kemikan3s eHp, OHOBJIEHHA TEKCTY MapKyBaHHSA BTOPUHHOIT
Kopo6ui; no 50 mn, dipmn "Ox. B. dapmacboTukan3 yNakoBKU NiKapCbKoro 3acoby.
ab6o no 100 mn, abo Kemikans eHg nta.")
no 200 mn, abo no PapmacboTUK
500 M1y hNakoHi; ans itg.")
no 1 donakoHy B
Kopobui
*y pa3si éHeceHHs 3MiH 00 iHCMpyKyii npo MeduyHe 3acCMOCy8aHHsA
HavanbHuK
®apmMaleBTUYHOI'0 YIIPpaB/IIHHA Tapac JISCKOBCBbKNUA
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